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IHAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Tsefalen 1000 mg emukoAvppéva e AETTO VUEVIO dIoKIN Y10 GKOAOVG

2. MOIOTIKH KAI IOXOTIKH XYNOEXH
Kdabe emkaivppévo pe Aentd vpévio diokio mepiéyet:
APUGTIKO CVGTUTIKO:

Cefalexin 1000 mg

(wwodvvaypo pe cefalexin monohydrate 1051,9 mg)

"Exdoya:

IMocotikn 6vvBeon av oL TANpoPopies avTég
givarl oNPavTIKEG Y10 TN 6OGTI 0PI Y161 TOV
KTNVIOTPLKOD QUPRIKEVTIKOV TPOIOGVTOG

oroTiki) 60vOgon KOO OV KoL GAL®V
GUGTUTIK®OV

Titanium dioxide (E171) -

Iron oxide yellow (E172) 0,16 mg

Iron oxide red (E172) 0,02 mg

Povidone K-90 -

Sodium Starch Glycolate Type A -

Magnesium stearate -

Glycerol -

Talc -

Hypromellose -

[optokaAl ypdpaTOG ETUNKT EXUKOAVUPEVO Pe AETTO VUEVIO dtoKia, pe Ypapupn Opavong (yopayn)
o™ pia mhevpd. Eviomouévn évositn GP4 oty dAAn mievpd.

3. KAINIKEX ITAHPO®OPIEX

3.1 Eiom {oov

XKOAOL.

3.2  OgpamevTikég EVOEIEELS Y10 KAOE gi60g LDOV

IMa ) Ogpaneio LoUDEEDY TOV AVOTVELGTIKOD GLUGTHOTOC, TOL OVPOYEVVITIKOD GLUGTNLOTOG KO TOL
OEPLOTOC, TOTIKEG AOUMEEIS TOV LOAOKADV 1GTMOV KOl YUGTPEVIEPIKEG AOUMEEIS TPOKAAOVUEVES OO
Baktnpla evaicOnto oty keparelivn.

3.3  Avrevosigag

No unv ypnoiluonoleital 6€ mepinTmon vaepeLUIcONGING 6TO SPASTIKO GLGTOTIKO, GE AAAES

Kepahoomopives, ae GALEG 0VGiEg TG opadag Prita-AakTaung N o€ kamolo(a) £kdoyo(a).
Noa unv ypnowponoteital o€ kovvéla, yepPillovg, wokd yo1pidia Kot KPIknTovg (XAUoTEP).



3.4 Ewwkég mposidomonicelg
Kopia.
3.5 Idwitepeg TPo@ULAAEELS KaTA TN Yp1oN

Idwaitepeg TPOQLAGEELS Yo TNV 0.oQaAn ypron oto. £idn (owv:

Orav givar duvatd, n ¥pNoT TOL KTNVIATPIKOL POPLOKEVTIKOD TPOoidVTOg mpénet vo facileTat og
dokég evatctnciog tov Paktnpimv Tov amopovovovtol omd To (Hho kot Tpénel va Aapupdvovtol
VILOYT Ol EMIOTLES KO TOTKEG OVTIUIKPOPLOKEG TOATIKEG.

Orav yiveton mapékkAion amd Tig 0dnyieg mov divovton otnv IIXII katd T xpron Tov KTNVIHTPLKoD
(QOPUOKEVTIKOD TPOIOVTOG, EVOEXETAL VO, AVENCGEL TOV EMTOAUGLO TOV Paktnpioy mov eivol avOekTikd
otV Ke@aAe&ivn Kot emiong VOEXETAL VO LEUDGEL TV ATOTEAEGUOTIKOTITO GAA®V AVTIUIKPOBLOK®V
Bepaneldv pe Prta-Aoktapn eEottiog g mBavITNTOG Yo SIAGTAVPOVUEVT AVOEKTIKOTNTA. XVVETDG,
N TOPEKKALCT] OO TIC 001YieC TPEMEL vaL YIVETOL LOVO COUPOVA LE pia aE10AOYNoN KIvODVOL/0pEAOVG
amo tov vevBvvo KInviatpo.

No unv yopnyeite 6€ TEPIMTOCELS YVOGTNG OVOEKTIKOTNTOC GE KEPUAOGTOPIVI KOl TEVIKIAIVY.

Onwg kot pe Ao avtiPlotikd mov anekkpivovtol Kupimg omd To veppd, EVOEXETAL VO TPOKOYEL
GUOTNIOTIKT) GLGCMPEVCT] OTOV VITAPYEL AVETAPKELD VEPPIKNG AELTOVPYioG. L€ MEPITTM®OT YVOOTNG
VEQPIKNG OVETAPKELAG, 1 dOOM TPETEL VO LELMOEL Kot OEV TTPEMEL VO YIVETOL TAVTOYPOVT] YOPTYNON
AVTYKPOPLoK®V Tov gival yvmotd 0Tt givorl veppoTolikd.

Idwaitepec Tpo@LAGEELC TOV TTPémel vo Aaufdvoviol amd To GTOLO TOV YOPNYEL TO KTNVINTPIKO
QOPUOKEVTIKO TTPOidV o€ {ma:

O1 TtevIKIATveg Kol 01 KEQOAOGTOPIVEG EVOEYETOL VO TPOKAAEGOVY VITEpevatctnGio (ahAepyia) petd
Ao £VECT], E16TTVON, KOTAmoon 1 deppotikn exar. H vaepevarcincia oty mevikihivn evoéyetal va
00N YNOEL GE SLOGTAVPOVUEVES OVTIOPAGELS [E TNV KEParoomopiv 1 avtiotpopa. Ot oAhepyKeéC
avTIOPACEIS 0 AVTEG TIC OVGIEG EVOEYETAL TEPIGTAGIOKA Vo gival coPapég. Mnv yepileote awtd 10
KTNVIOTPIKO QAPUAKEVTIKO TPOTOV 0v yvmpilete 0Tl giote evarcOnromomuévol 1 edv cog £xovv 600sl
oonyiec va unv €pBete og eMAPT OE TETOEG OVGIEC.

[pénet va xepileate avTO TO KTNVIATPIKO QOPUOKEVTIKO TPOIOV UE PEYOAN TTPOGOYT], AauPavovTog
OMAEG TIC GUVIGTAOUEVES TPOPLAGEELC Y10, TNV amopLYN £kBeonc. Edv avamtdéete cupmtouata (LeTd TV
éxBeon Odmwg deppoTikd eEavOnua, mpénet va avalntnoete wtpkn fondeia Ko va emdeilete otov
Tpd ot v Tposdonoinon. To oidnua oto Tpdcwmo, ota el 1 oTa pdTia, 1| 1 SuoKorio otV
AVOTVON OTOTELOVV TTL0 GOPUPE GUUTTOUATE, TTOV ATALTOVV ETELYOVGO LTPIKT PPOVTISA.

Xe mepintwon mov Kotd Aabog vdpéel katdmoon, vo avalntioete apécms otptkn fondeia kot va
emdei&ete 6TOV 10TPO TO ECOKAEIGTO PVAAO 00T YLDV YPHOEMS T} TNV ETIKETO TOL QOPLOKEVTIKOD
TPOIOVTOC.

Metd ) xpnomn, va TAEVETE Ta YEPLOL GOC.

[dwaitepeg TPOPLAGEELS Y10 TV TPOOTAGIO TOV TEPIBAALOVTOC:

Agv 1oyVeL.
3.6  AvemOdpunra cvppavra

YKo 0L



Xravio Avtidpaon vrepevoicOnaciogt.

(1 éog 10 {oa / 10.000 vrd Beponeio
Loa):

[ToAv ondvia Navrtia, £épetoc, d1dppota.

(<1 Lo / 10.000 vmod Bepaneia {oa,
CUUTEPILOUPAVOUEVOV TOV
LELOVOLEVOV OVOPOPDV):

3¢ mepumtdoeic avtidpdocmv vrepevoicinciog n Oepaneia o mpémet vo SrokdmTeTal.

H avagopd avemBountov coppdviav etvar onpavtiky. Emrpénet tn cuveyn mapoakorovOnon g
AGPAAELOG EVOG KTVIOTPIKOD POPUUKEVTIKOD TTPOidvVTOG. Ot avapopég TPEMEL VOL ATOGTEAALOVTOL, KOTAL
TPOTIUNOT LECH KTNVIATPOV, E(TE GTOV KATOYO TNG AOELNG KUKAOQOPIOG 1) GTOV TOTIKO OVTITPOCMTO
ToV gite otV €Bvikn apuddlo apyn LECH TOL EBVIKOD GLGTAATOC OvaPOPAS. Avatpééte emiong 6To
@OAAO 0OMYIDV YPNONG Y10 TO OVTIGTOLYO. GTOLYEIN EMIKOVMVING.

3.7  Xpnion katd TNV KONG1, TN YOAOVYIO 1] TNV MOTOKId,

H aocopddieta Tov kTviaTpicoh QopROKEVTIKOD TPoidvTog dev £xel amoderyfel Katd T dudpkela TG
KONGONG Kot TNG YOAOLYiOG.

Kvnon kot yadovyio:

To mpoidv va yopnyeitanr pOVOV COLPMOVA LE TNV EKTIUNGT 0PEAOVG-KIVOUVOL ard ToVv vITevBuvo
KTnviatpo.

Ao T1G epyaocTnplaKés PEAETEG GE apovPaiovg Kot TOVTiKLo 0eV SlomioTd@OnKay evoei&els
TEPATOYEVESTS, EUPPLOTOEIKOTNTOG 1) TOEIKOTNTOG GTO £YKVLO {dO.

3.8  Aliemiopacn pe A0 QUPUUKEVTIKE TPOTOVTH KOl GALES HOPQPEG dAANAETIOpOONG

INo ™ dtoedAon TG ATOTEAEGHATIKOTITOC, TO KTNVIOTPIKO PUPHOKEVLTIKO TPOiOV OV TPEMEL VAL
YPTCULOTIOLEITAL GE GUVOVAGHO LE PAKTNPLOGTUTIKG AVTIBLOTIKA.

H tavtoypovn xpnon KeQoAooTopIvaV TPMTNG YEVIOG LE TOAVTETTIOKE OVTIPLOTIKA, AUVOYAVKOGIOES
N HEPIKA SLOVPNTIKA, OTMG 1] POVPOCEION, UToPEl Vo avENGEL TOV Kivouvo epedviong
veppoto&ikdTNTaC.

3.9  Odoi yopiynonc kot docoroyia

Ao otOUATOC YPNIOT).

H ovviotdpevn d6om eivon 15 mg kepare€ivn ava kg (kihd) copatikod Bapovg 00 Gopég v nuépa
(. 1608Vvou0 pe v d1oKio 500 PopEG TV NUéEpa Yo Eva okbAo Tov (uyilel 66 Kg (kiAd)). Ze
ooPapéc N oeieg kaTaotdoelg, n d6on punopei va dimhaotaotei o 30 mg/Kg (kidd) 600 popég v
nUépa.

AxorovOel £vag 0dnyog yio TN ¥PNOT TOV KTNVINTPIKOD QUPHOKEVTIKOD TPOiOVTOC:

E)éyoto Méyioto i
coporcs | coparus | CRONE
Bapog, kg | Bapog, kg doon*
(KIA&) (ki)
410 66,0 1
66,1 80,0 1.5

*Adon yia yoprynon 600 popég Ty NUEPO.




1o, {da mov Quyilovy mepiocotepo amd 81 kg (kihd) cwpatikod Bapovg o mpimetl va yopnysitol o
KATAAANAOC GUVVAGUOG O1oKIOV avadAoyd Le TO COUATIKO BApog.

To KTNVITPIKO PAPUAKEVTIKO TPOTOV TPETEL Vo YopnynOel yio TovAdyioTov 5 nuépeg.
- 14 npépeg o€ mepuTTO®GES AMOTUMENS TG OLPOPAPOL 050V,

- TovAdyiotov 15 Nuépeg 6e TEPUTAOCELS EMMPAVEIOKNG AOUDIOVS dEPUATITIONG,
- TovAdyiotov 28 Nuépeg oe TEPUTTOGELS Pabiig AoUDIOVE dEPOTITIONG,

Kdabe avénon g 66omg 1 g ddpketag Bepaneiog Ba Tpémetl va Tpaypatonoleitol GOUE®VA LE TNV
a&loAdynon 0EAOVG/KIVOHVOL Ao TOV LIEVBVVO KTNVINTPO (.Y, XPOVIO TVOSEPUQ).

I'a ) dtucedion g opbng docoroyiag, To copatikd Bépog tpénel va tpocsdiopiletal pe 6Go To
duvatov peyarvtepn akpipeia.

To kviaTpkd papuakeLTKd TPoldv pmopet va yopnyndel wg ohdkAnpa diokia 1 va Bpvppatiotel
Kot va Tpootebei oty Tpoen (610 eaynTd) edv amatteiTol.

3.10 XZvprtoOpertoe vrEPO0coroyias (KUl KATE TEPITTOON, PETPO AVTIHETAMIGNG KOl OVTIO0TO)

e 6Tt apopd v o&eia to&ikdtnTa, el kataypagei LD50 > 0,5 g/kg (kihd) petd and xopnynon amd
ToV 6TONH0TOC 68 okOAOVG. H yopiynon e kepare&ivng dev el dei&et 0tL Tpokael kapio copfapn
avemBoun T evépyela oe SOOT OPKETEG POPEG LEYOAVTEPT ATO TI GUVIGTAOUEVT SOGOAOYIML.

3.11 Eidwkoi mepropiopoi yp1ong Kol E101KEG cuvONKeS ypfiong, coprepriopfavopévmy
TEPLOPLOLAV GTI| YP1IOT] AVTIHIKPOPLOKAY KU AVTITOPOCLTIKAV KTVIITPIKAOV
POUPLUKEVTIKAV TPOTOVIOV TPOKELUEVOV VO TEPLOPLOTEL 0 KIVOVVOS avATTLENG AVTOYNS

Agv 1oy0et.
3.12 Xpovor avapovig

Agv 1oy0eL.

4. OAPMAKOAOTI'IKEEX IAHPO®OPIEX
41 Koowog ATCvet: QI01DB01
42 @oppoKodvVOUIKI)

H xepoie&ivn gival pio kepoaloomopivy eVpEimc PAGLOTOS UE PaKTNPLOKTOVO dpAcT EvavTt EVOG
peyéiov gbpoug katd Gram Oetikdv kot Kotd Gram apvntik@v Boktnpiov.

H xepare&ivn givar éva nu-cuvOetico Boktnploktovo aviiplotiko supéme PAGUATOS TTOV AVIKEL GTIV
OUAd0 TOV KEPAAOGTOPIVAV KOl dpa TOPEUPAIVOVTOG GTO GYNUATIGUO TOV BOKTNPLOKOV KVUTTOPIKOD
TOYMOUOTOC. AVTH 1| BAKTNPLOKTOVOG OPAGT] ETITVYYAVETOL LLE T1 OEGLELGT TOV POPLAKOV GE
Baktnplakd Evivua yvomotd mg mevikilAvodeouentikég tpmteiveg (PBP). Ta évlvpa avtd Bpickovtan
OTNV ECMTEPIKT LEUPPEVN TOV KVTTAPIKOD TOLYDUOTOS KL 1) OPUCTIKOTITO TPOVOTERXTIONCTG TOVG
ATOTEITOL Y10 TO TEMKO OTAS10 GYNUATIOUOV TNG BAcIKNG doung Tov Paktnplakoy toympatog. H
amevepyonoinomn tov PBP mapepupaivel ot dtoctowpodpevn cOvoeoT TV aAVGIdmV TEXTIOOYAVKAVIG
7OV &ivorl amapaiTnTy Yo TV 1oyL Kot tn otabepdtnta tov Pfoaktnprakod totyduotos. H
Baktnploktovog enidpacn g keparesivng elvar Kupimg «ypovoe&apTdUEVT)».

H xepare&ivn sivorl avBektikiy 6t dpdon T 6TAPLAOKOKKIKNE TEVIKIMAMVAGTC KO ETOUEVMS Eivarl
dpaoTikn EvavTl Temv oteley®v Tov Staphylococcus aureus mov dgv gival gvaicOnto oty mevikiiivn (M
0€ OYETIKA OVTIBLOTIKA OGS OUTIKIAAIVIY 1) apoSuKIALivn) e€attiag TG Tapay®YNg TEVIKIMALVAGTC.



H xepoaie&ivn elval emiong dpaoTiky EVavTL TNG TAELOVOTITOG TOV OVOEKTIKMV GTNV CUTIKIAATVY
E.coli.

O1 akdLovBot pikpoopyaviopuoi Exovv amodetydel 6T gival evaicOntol oty kepaie&ivn in vitro:
Corynebacterium spp, Staphylococcus spp (mepthappavovog oteléyn avOekTiKd 6Ty TEVIKIAIVY),
Streptococcus spp, Escherichia coli, Moraxella spp, Pasteurella multocida.

Agdopéva MIC mov cuAréyBnKav yio v kepare&ivny og amopovmBévta oTeAéYT GKOAWDV amd TNV
Evponaixn Evoon (E.E.) (Stegmann et al. 2006)

Baxtnploké gidog/opada kot Ap. amopovmOévrev | MIC50 | MIC90
npoErevon OTELEY AV

Staphylococcus pseudintermedius (E.E.) 270 1 2
Staphylococcus aureus (E.E.) 36 2 8
Coagulase-negative staphylococci (E.E.) | 21 1 8
Coagulase-positive staphylococci (E.E.) 24 1 2
B-haemolytic streptococci (E.E.) 86 <0,5 2
Enterococcus spp. (E.E.) 331 >64 >64
Pasteurella multocida (E.E.) 193 4 4
Escherichia coli (E.E.) 260 8 16
Proteus spp. (E.E.) 71 16 16
Klebsiella spp. (E.E.) 11 4 4
Enterobacter spp. (E.E.) 39 8 >64

O 1peig Pacikol unyavicpol avlekTIKOTNTAG GTIC KEPAAOGTOPIVES TPOKVTTOVY Ol TN LELOUEVT
SwmepatodTTa, TV EVELUOTIKY AEVEPYOTOINGT 1 TNV AOLGIN EWIKAV TEVIKIAAVOOEGUEVTIKMV
TPAOTEIVOV.

4.3 DoppoKoKIviTIKY

H kepole&ivn amoppopdtol ToyEmg Kot oxed0V TANPOC GTN YUOTPEVIEPIKN 000 LETE TNV OO TOV
otopatog yopnynon. H xepaie&ivn deopeveton o mepropiopévo Paduo (10-20%) otig mpoteives Tov
TAAoNaTOG. MeTd TNV amd tov otdpatog yoprynon 15 mg/kg oe popoen diokiomv, n péyiot
ovykévipmon 610 aipo (Cmax=15 ug/ml) cuvnbmg exttvyydveton petal&d 1 kot 2 opdv (Tmax=90
min).

H Brodiabeopomta givar oxedov 100% g yopnyovpevng 60omg (AUC 6279 pug min / ml). H
keare€ivn dev vroketton o€ S1EPYUsies PLOUETAGYNUATIGUOD TTOV EIVOL CUOVTIKEG QO
QOPUOKOKIVITIKNG TAEVPOC.

H nuuepiodog amoPorng g kepare€&ivng sivon mepinov 1,5 dpeg (tiz = 90 min).

H amofoAn g pikpoPloroyikd evepyng LOPPNG YIVETOL GYEGOV QTOKAEIGTIKA OO TOVE VEQPPOVG LECH
COANVOPLOKNG ATEKKPIONG KOl GTEIPOUOTIKNAG dtOnomg.

5. DOAPMAKEYTIKA XTOIXEIA

51 Kopieg aocvppatoTnteg

Agv glval yvootn Kapia.

52  Awpkewo {ong

Avgprela {Ong TOL KTNVINTPIKOV GUPUAKEVTIKOD TPOIOVTOG COLP®VA LIE TI GUCKELOCIN TOANCNG: 3

£m.
Avdpxeta (NG LeTd To TPOTO AvoryUa TG GTOEIDO0VE GuoKeVOTinG: 48 dpeC.



5.3 Idwitepeg mpo@uracers katd T @OLaEN TOV TPOTOVTOG

Agv vapyovv 101KEG 0dMYieg S10TPNOTG Y10 GVTO TO KTNVIATPIKO PUPUAKEVTIKO TPOTOV.
Emotpéyte toydv uod dickio ot ovokevacio and koyéleg (umiiotep).

54  ®von ko 6OVOEGT] TNG GTOLYELDOOVS GVGKEVUGINGS

Xaptivo kovti mov mepiéyel 1 ovokevacio kuyéleg (umhiotep) and PVC/Alovpivio tov 8 diokiov.
Xaptivo kovti mov mepEXEL 4 cuokevaisg Kuyéres (umhiotep) amd PVC/Alovpivio tov 8 diokiwv, pe
ouvoAkd 32 dokia.

Xaptvo xovti mov wepiéyet 13 cvokevacieg koyéleg (umhiotep) amd PVC/Alovpivio tov 8 diokimv,
pe cuvoikd 104 dioxia.

Mmropei va, unv KoKAOQPOpPOUV OAEG Ol GUOKEVAGIEC.

55 E10wkég mpo@uraters amdppuyng evog un APNoLorotn0£vtos KTNVIOTPLKOD GUPRUKEVTIKOD
TPOIOVTOG 1] GALOV VAKAOV TOV TPOEPYOVTUL 0.TO T1] Y P1GT] TOL TPOIOVTOGS, UV VITAPYOLY

Ta edppaxo dev TPENEL VoL OTOPPITTOVTOL HECH TMV AVUATOV 1) TOV OIKLUKOV OTOPANTOV.
XPNGILOTOGTE TPOYPALLATO EXLGTPOPNS POPUAK®V Y10 TV OTOPPIYT| U1 XPNOLOTOmBEVTmV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1| GAA®V VAIK®V OV TPOEPYOVTAL Omd TN (PO TOVG
GUUPMOVO, [LE TIG TOTIKEG AOTNOEL KOt LE TUXOV EBVIKA GLUGTILOTO GLAAOYNG TOV 1GYVOVV Y1a TA
GYETIKA KTNVIOTPIKG QUPUAKEVTIKA TPOIOVTA.

6. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

NEXTMUNE ITALY S.R.L.

1. APIOMOX(0OI) AAEIAY. KYKAO®OPIAX
EAMGSo: 80881/28-06-2019/K-0195502
Kvmpoc: CY00364V

8. HMEPOMHNIA ITPQTHX EI'KPIXHX

Huepounvia Ing éyxpiong:
EALGSa: 22/02/2013
Kbmnpog: 18/10/2012

9. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHXHX THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

EXLGSa: HH/MM/EEEE

Kbmpog: 03/2025

10. TAZEINOMHZH TOQN KTHNIATPIKOQON ®APMAKEYTIKQN ITPOIONTQN

Na yopryeitar povov pe KINVIOTPIKE GLUVTAYT).

AemTopEPEIC TANPOPOPIES Y10 TO EV AOYMD KTNVINTPIKO QAPUOKEVTIKO TPOioV givar dobéoiueg ot Pdon
dedopévmv g EE yia to ktnviatpika poidvta (https://medicines.health.europa.eu/veterinary).
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EINIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX



A. ENIXHMANXZH



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

XAPTINO KOYTI

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Tsefalen 1000 mg gmucoloppéva pe Aemtd vpEVIo diokia

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

Cefalexin 1000 mg

3. YYXKEYAXIA

8 dokia
32 diokia
104 dwoxia

4.  EIAOX(H) ZQOY(QN)

2KkOAOL.

| 5. ENAEIZEIX

| 6. OAOI XOPHTHIHE

Amo6 otopaTOC YpNO.

| 7. XPONOI ANAMONHY

‘ 8. HMEPOMHNIA AHEZHX

Exp. {uu/ecee}

Metd to mpadTo dvorypa xprion evioc: 48 opeg.

9. EIAIKEX XYNOHKEX AIATHPHXHX

Emotpéyte Tuydv Liod dickio 6t cvokevacio kKoyéleg (UTAIGTEP) KO ¥PTCIUOTOOTE EVTOC 48
OPpOV.

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

[Ipogidomomaelg xpnom

10



Ot TeviKiAAiveg Kal KEQOAOGTOPIVES UITOPEL TEPIOTAGLOKE VO TPOKAAEGOVY COPUPES AAAEPYIKES
AvTIOPAGELC. AEITE TO PVAAO 0NV YPNOTG Y10 TIC TPOEWOOTOINGELS Y10. TO PN OTN.
Awpaote 0 ®OAA0 Odnyidv Xpnong mpv omd T xpnon.

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

ATOKAEIOTIKA Y10, KTNVIOTPIKNY YPNoM.

12.  OI AEZEIX «NA ®YAAXXIETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
ITPOXEITIZOYN TA ITAIATIA»

Na purdcoetal o€ BEom, TV omoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tandid.

13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

NEXTMUNE ITALY S.R.L.

14. APIOMOI AAEIAYX KYKAO®OPIAX

EAMGS0: 80881/28-06-2019/K-0195502
Konpog: CY00364V

‘ 15. APIOMOZX ITAPTIAAX

Lot {apBuog}

11



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

KYWYEAEX (MIIAIXTEP)

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Tsefalen

2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

Cefalexin 1000 mg

‘ 3. APIOMOZX ITAPTIAAX

Lot {apBuog}

| 4. HMEPOMHNIA AHEHE

Exp. {uu/ecee}

Metd 10 Tp®OTO Avorypa xpnor eviog: 48 dpec.

12



B. ®YAAO OAHT'TQN XPHXHX
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OYAAO OAHI'IQN XPHXHX

1. Ovopooio TOV KTNVIHTPLKOD QOPUUKEVTIKOD TPOIOVTOG

Tsefalen 1000 mg gmucoloppéva pe Aemtd vEVIo dtokia Yo GKOAOVG

2. XovOeon
Kabe emcaioppévo pe Aemtd vpévio diokio mepiéyet:
APUGTIKO GVGTUTIKO:

Cefalexin 1000 mg
(todvvaypo pe cefalexin monohydrate 1051,9 mg)

"Exdoya:
oroTiki) 60vOgon KOO OV KoL GAL®V gﬁ::);“m m)vG,s on av oL n)ﬂ]pf)(popl,sg FUTES
CLOTUTIKGY TMPEVTIKES Y10, T1) 60GTI (0PHYNOT TOV
KTNVIOTPLKOD QUPRIKEVTIKOV TPOIOGVTOG
Iron oxide yellow (E172) 0,16 mg
Iron oxide red (E172) 0,02 mg

[MoptokaAl ypdpatog emunkn exucoivppéve pe Aentd vuévio diokia, e ypapupn Bpaveong (yopayn)
ot pia mievpd. Eviomouévn évdeitn GP4 oty diin mievpd.
3. Eion ooy

Y Kk0OAOL.

4, OepoamevTiKég evosielg

"o ™ Bepameio LoipumEemv TOL AVATVELGTIKOD GLGTNHUATOS, TOV OVPOYEVVITIKOD GUGTHLATOG KOl TOV
OEPLLOTOC, TOTIKEG AOUMEEIC TMV LOANK®DV 1GTMOV KoL YUGTPEVTEPIKEG AOUMEEIC TPOKOAODUEVES OO
Baktnpla evaicOnta oty keparesivn.

5. Avtevoeileilg

Na pnv ypnoonoteital o€ mepinTmon vaepeLOIcHNGiag 6TO dPACTIKO CLOTAUTIKO, GE AAAES
KeQOAOOTOPiVEG, 08 GAAEC OVGIEG TG OpGdOG PriTa-AoKTAUNG 7 0€ KOTolo(a) Ekdoyo(a).

Na unv ypnoiponoteital o€ Kovvéla, yepPillovg, woikd yoipidia Kot KPIknTovg (XOUoTEP).

6. Ewdwkéc mposridomoncels

Ewwéc mposidomonocelc:
Kopia.

ISwaitepec TPoPULAGEELS V1o TNV acQOAT ¥prion ota 10N Lhwv:

Orav givar duvatd, 1 ¥pNoT TOL KTIVINTPIKOD POPUOKEVTIKOD TPOiOVTOG TPENEL vo. facileTal og
dokég evatctnoiog tov Paktnpimv Tov amopovovovtat omd To (dho kot Tpénet va Aaupdvovton
VITOYT| Ol EMICTUES KO TOTIKEG OVTIUIKPOPLOKEG TOATIKEG.
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Otav yivetar mapékkAion amd T1c 0dnyieg mov divovron oty [IXII katd 11 1pron ToL KTNVINTPIKoD
POPLOKEVTIKOD TPOTOVTOC, EVOEXETAL VAL AVENCEL TOV ETUTOAAGLO TV BAKTNPIOV TOV givol avOekTiKd
otV Ke@aAe&ivn Kot eTioNg EVOEXETAL VO LEMGEL TNV OMOTEAEGUOTIKOTITO GAA®V AVTIUIKPOBLOK®DV
Oepaneidv pe Pta-Aoaktaun e&ontiog g TOAVOTNTOS Y10 SIAGTOVPOVUEVT AVOEKTIKOTNTA. ZVVETDG,
1 TOPEKKALOT] OO TIC 00MYieg Tpémet va yivetal povo cOpPoVA He pa aSloAdynon Kivdivov/opélovg
amd Tov vevhLVo KTNViaTPO.

Noa pnv yopnyeite o€ TEPMTOGELS YVOGTNG OVOEKTIKOTNTOS GE KEPAAOGTOPIV KOl TEVIKIAIVY.

Onwg kot pe Ao avTiBloTikd Tov amekkpivovTol Kupimg omd To vEPPA, EVOEXETAL VO TPOKOYEL
GUOTNIOTIKT] GLCCMPEVCT] OTAY VITAPYEL AVETAPKELD VEPPIKNG AetTovpyiog. L MEPITTM®OT YVOOTNG
VEQPIKNG AVETAPKELAS, 1) dOoM TTPEmeL va pelmBel kot dgv TPEmeL val YiveTat TaVTOXPOVT] YOPTIYNoN
AvTIKPOPLok®my ov gival yvmotd 0Tt eivorl veppoTolikd.

[dwitepec mpourdeic mov wpénet va AapuPdvovial amd To GToLo ToL yopnyel TO KTNVINTPIKO
QopuakeLTIKd TPoidv oe {da

O1 TtevIKIATveg Kol 01 KEQOAOGTOPIVEG EVOEYETOL VA TPOKAAEGOVY VIEpevatctnaio (ahAepyia) petd
amo £VECT|, EI6TVON, KOTATOo™ 1| deppatikn enan. H vrepevarcincia oty mevikihivn evoéyeton va
001 YNGEL GE JCTOVPOVUEVEG AVTIOPAGELS LE TNV KEPAAOGTOPIvN 1] avticTpo@a. Ot aAlepyikég
avTIOPACEIC O AVTEG TIC OVGIEG EVOEYETAL TEPIGTAGIOKA Vo gival coPapég. Mnv yepileote awtd 10
KTNVIOTPIKO QAPUAKEVTIKO TPOTOV 0v yvmpilete 0Tl giote evarcOnromomuévorl 1 edv cog £xovv 600sl
odnyiec va unv €pBete og eMAPT OE TETOEG OVGIEC.

[pénet va xepileate avTO TO KTNVINTPIKO QOPUOKEVTIKO TPOIOV UE PEYOAN TPOGOYT], AauPavovTog
OMAEG TIG GUVIGTAOUEVES TPOPLAGEELS Yo TNV amopLYN £kBeonc. Edv avantdéete cupuntdpata HeTd TV
€xBeon Odnwg deppotikd eEavOnua, mpénet va avalntnoete wtpkn fondeia Ko va emdeilete otov
Tpd ot v Tposdonoinon. To oidnua oto Tpdcwmo, ota ¥eiAn 1 6TO pdTia, 1| 1 SuoKorio otV
AVOTVON OTOTELOVV TTL0 GOPOPE GUUTTOUATE, TTOV ATALTOVV ETEIYOVLGO LUTPIKT PPOVTISA.

Xe mepinton mov Kot Aabog vadpéel katdmoon, va avalntioete apécms lotptkn Pondeia kot va
emdei&ete 6TOV 10TPO TO ECMOKAEIGTO PVAAO 00T YLDV YPNOEMS N} TNV ETIKETO TOL QPOPLOKEVTIKOD
TPOIOVTOC.

Metd, ) ypfon, va TAEVETE TO XEPLL GOC.

Idwaitepec TPOQULAGEELS Y10 TNV TPOSTAGIO TOL TEPPAAAOVTOC:
Agv 1oyVeL.

Eyxvuocbvn kot yorovyio:

H acpdiela Tov KtnviaTpikod QopUoKEVTIKOD TPOTOVTOG 6gv £xel amodelydel Katd T didpkela g
KOnong Kot g yolovyiag. To mpoiov va yopnyeitar LOVO GOUP®VO UE TNV EKTIUNGT) 0OQELOVC-
Kvduvou omtd Tov vevduvo ktnvioTpo.

AT6 T1G epYaOTNPLOKEG LEAETEG GE ALPOVPAIOVE Kol TOVTIKLO OV SLomIoT®ON KAV EVOEi&elc
TEpaTOYEVESTS, euPpvotolikodtnrog N toéikdTnTag 6T0 £YKVo (MO.

AlnAenidpaon pe GAAL QOPLOKEVTIKG TPOTOVTA KoL AAAEG HOPOEG aAANAETIOpaoNC:

I'a ) S106QAMON TNE OTOTEAECUATIKOTNTOS, TO KTIVINTPIKO QPOPUUKEVTIKO TPOIOV OV TPETEL VAL
YPTCULOTOLEITAL GE GUVOVAGHO UE PAKTNPLOGTUTIKG OVTIBLOTIKA.

H tavtoypovn ypnon KepoAooToptvadv TPMTNG YEVIOG LE TOAVTERTIOKE OVTIPLOTIKA, pIVOYAVKOGIOES
N UEPIKA SLOVPNTIKA, OTTMG 1| POVPOGEIST, LTOPEL VO AVENGEL TOV KiVOUVO EUEAVIONC
VEPPOTOEIKOTNTOG.

Ynepdocoroyia:

e O6tt apopd v o&eia to&ikdtna, el kataypagei LD50 > 0,5 g/kg (ko) petd and yopnynon omd
ToV 6TONHOTOC 68 okVAOVG. H yopnynon g kepaie&ivng dev €xel dei&et 0TL Tpokakel kapio coPfapn
avemBounTr evépyela e dOOT OPKETEG POPEG UEYOAVTEPT OO TI GUVICTAOUEVT SOGOAOYIML.
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Ewdwkol mepropiopot ypnong kot edikéc cuvOnkeg ypnong:
Agv 1oy0eL.

Kopieg acvppardtreg:
Agyv glval yvootr| Kopio.

7. AvemOopunta coppavra

YO 0L

Erdvia (1 éog 10 {da/ 10.000 vd Oepaneio {da): Avidpacn vrepsvoisOnosiog.

Mo ondvia (<1 o / 10.000 vid Bepaneio (O, COUTEPIAAUPBAVOUEVOY TOV UEUOVOUEVDV
avapopdv): Navtia, £LeTOG, O1dppotla.

3¢ mepumtdoeic avtidpdocwmv vrepevoictnoiog n Oepameia o mpémet vo SrokdmTETAL.

H avagopd avemBountov coppdviov etvor onpoavtikny. Emtpénet tn cuveyn mopoakorlovnon g
aGPAAELNG EVOG TTPOiovVTOG. Edv mapatnpnoete omoladnmote avemiBountn evEpyeLo, kOO KoL oV OgV
AVOPEPETOL OTO EGOKAELGTO PUALO OINYIDOV ¥PNOTG 1 AUPIBAALETE Y10 TNV TOTELEGUATIKOTITO TOL
QOPUAKOV, TOPOKAAEIGOE VO ETIKOVOVINGETE, KATOPYAGS, IE TOV KTNVioTpd coc. Mmopeite emiong va
OVOQPEPETE OTOLAONTTOTE AVETLOVUNTO GLUPAVTO GTOV KATOYO TNG ASELNG KUKAO(POPLOGg
YPNCLLOTOIDVTOG T GTOLYELN EMKOVMVING GTO TEAOG AVTOD TOL PVAAOL 0dNYLDV XPYoNG, N LEG® TOV
€0VIKOL GOG GLGTHATOG OVAPOPAG:

EXpGoa Kvnpog

EBvikdg Opyaviopog @appdxmv Kmvwarpikés Ynnpeoieg

TnA: +30 21 32040213 1417, Aegvkwoia, Kompog

e-mail: vetpharmacovigilance@eof.gr http://www.moa.gov.cy/moa/vs/vs.nsf

8. Aocoloyia Yo kG0g €id0g, TPOTOS KAl 0001 Yopnynong

Amo6 otopaTOC YpNO.

H ovvietduevn 66on givar 15 mg kepare&ivn ava Kg (kihd) copatikod Bapovg 800 popic v nuépa
(A 10odvvauo pe éva diokio dVo PopEc TNV NUEpa Yo £va kA0 TTov Luyilel 66 Kg (khd)). Xe
ocofoapég N o&eieg katootdoelg, 1 d6on propei va dimhactaotei o€ 30 mg/Kg (kiho) 600 popég Tnv
nuépa.

AxorovBet £vag 0dnyog Yo TN XPTOT TOV KTNVIOTPIKOD POPUOKEVTIKOD TPOIOVTOG:

EAlaypoto Méyoto .
COUATIKO COUATIKO &:lfilgt (:fvd
Bapog, kg Bapoc, kg déon*
(xuh@) (kuha)
41,0 66,0 1
66,1 80,0 15

*Adon yia yoprynon 600 popéS Ty NUEPO.

1o, {da mov Quyilovy mepiocotepo amd 81 kg (kihd) cwpatikod Bapovg o mpimetl vo yopnysitotl o
KATAAANAOC GLUVOLOGUOC S1OKIMV AVAAOYO, LUE TO COUATIKO BApocC.

To KINVIATPIKO POPUAKEVTIKO TPOTOV TPETEL Vo YopnynOel yio TovAdyiotov 5 nuépeg.
- 14 nuépec o€ MEPMTOGEIS AOTUMENG TS OVPOPOPOVL 000V,

- TovAdyiotov 15 NuUéPeg GE TEPUTTMOGELS EMMPAVEINKNG AOIUDIOVE dEPUATITIONG,
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- TovAdyiotov 28 nuépeg oe mepurtdoelg Padiic Aomoovg depuotitidag,

Kabe avénon g 66omg 1 g didpketag Oepaneiog Bo Tpémel vo TPAyLLATOTOIEITOL COUP®VA UE TNV
a&1oAdynon 0PEAOVG/KIVOHVOL Ao TOV LIEVBVVO KTNVINTPO (.Y, XPOVIO TVOOEPUQ).

9. Odnyiec Yo T 66T Loprynon

I'a ) dtusedion g opbnig docoroyiag, to copatikd Bapog mpénet va tpocdiopiletan pe 660 To
duvatov peyarvtepn akpipeia.

To kmviatpkd pappokevTkd Tpoidv pmopel va yopnyndel wg oAdKAnpa diokia 1 va Opvppatiotel
Kot va Tpootebel oty Tpoeh (610 PaynTd) edv amatteiToL.
10. Xpévor avapoviig

Agv 1oy0et.

11. EIAIKEX YXYNOHKEX ATATHPHXHZX

Na puidooetal o€ 0Eom, TV onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

Agv vtdpyovv 101kEG 0dNYieg S10TPNONG Y10 GLTO TO KTNVIATPIKO GAPUAKEVTIKO TPOTOV.

Na pn ypnoiponoteital autd To KTNVINTPIKO POPUOKEVTIKO TPOTdV LeTd TV nuepounvia AnEng mov
avaypaeetal 6to Kouti petd v évoeiEn Exp. H nuepoumvio Anéemg coumintetl pe v televtaia
NUEPD TOV GLYKEKPIUEVOL LN VAL.

Audpkelo {onNg PHETA TO TPMOTO GVOLYHO TOV AUECOL TTEPEKTN: 48 DpES.

Emotpéyte toydv uiod dickio otn ovokevacio and koyéleg (umiiotep).

12. Ewdwkég mpo@uracelrs amoppryng

Ta edppaxo dev TPENEL VoL OTOPPITTOVTOL HECH TV AVUATOV 1) TOV OIKLUKOV OTOPANTOV.
XPNGILOTOGTE TPOYPAUUATO, EXIGTPOPNC POPUAK®DV Y10 TV OTOPPIYT| U1 XPTOLOTONOEVTDV
KINVIOTPIKDV POPUUKEVTIKOV TPOIOVI®V 1| GAA®V VAIK®V OV TPOEPYOVTAL amd TN YPNOT TOVG
GUUPMOVO, LLE TIC TOTIKEG ATOITNOELG KOt Ue TUYOV 1oybovta eBvikd cvotiuate cviloyng. Ta pétpa

OVTA OTOCKOTOVY GTNV TPOCTAGIN TOL TEPPAAAOVTOC.

Suppovievbeite Tov knviaTpd 6ag Yo TOV TPOTO UTOPPLYTG TOV YPNCIUOTOMOEVTOV QapUAK®Y.

13. Ta&vépnon TOV KTNVIATPIKOV QUPRIKEVTIKOV TPOIOVTMV

Na yopryeital LOvov pe KTNVIOTPIKT GLVTAYY.

14. Ap1Opoi G105 KUKAOQPOPINS KOl GVGKEVUGIESG
Ap1Buog Adsrog Kvihogopiog:

EAMGSo: 80881/28-06-2019/K-0195502

Konpog: CY00364V

Xaptvo kovti mov mepiéyet 1 ovokevaoia kuyédeg (unhiotep) amd PVC/Alovpivio tov 8 diokimv.
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Xaptivo kovti mov mepiéyet 4 cvokevaoieg kKuyédec (umhiotep) amd PVC/Alovpivio towv 8 diokiwv, pe
cuvolkd 32 dwokio.

Xaptvo xovti mov wepiéyet 13 cvokevacieg koyéleg (umhiotep) and PVC/Alovpivio tov 8 diokimv,
pe cuvolikd 104 dioxia.

Mmropei va pnv KuKAOQOpoLV OLEG 0L GLOKEVAGIES.

15. Hpepopnvia teievtaiog avade®pnong 10V QUALOV 0NYLAV YP1)ONG

EXLGda: HH/MM/EEEE
Kompog: 03/2025

Aentopepeic TANPOQOPIES Y10 TO €V AOY® KTINVIATPIKO QUPLOKEVTIKO TPoioy gival Sabéaiueg ot
Baon dedopévav g EE yio ta kmviatpikd wpoidvro (https://medicines.health.europa.eu/veterinary).

16. Xrtoygio emkowvoviag

Katoyog e 4de10g KuKAOQOPIog Kol GTOLYEI0 ETKOWVMOVIOS Y10, TNV ovapopd mhavoloyoduevamy
ovETOOUNTOV EVEPYEIDV:

NEXTMUNE ITALY S.R.L.

Via G.B. Benzoni, 50

26020 Palazzo Pignano — Cremona

Italy (Itokior)

TnA. +39.0373.982024

E-mail: info.it@nextmune.com

[Mapaockevaotnc LIEVOVYOC Yo TNV ATEAELOEPMGT TOV TAPTIOWV:
ACS DOBFAR S.p.A.

via Laurentina Km 24,730

00071 Pomezia (RM)

Italy (TtoAic)

17. Alheg minpo@opisg
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