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OYAAO OAHI'TQN XPHXHX



DOYAAO OAHT'TIQN XPHXHX I'TA:
Cefaseptin P 75 mg oiokia Y10 6KOLOVG KL YATES

1. ONOMA KATI AIEYOYNXH TOY KATOXOY THX AAETIAYX KYKAO®OPIAX
KAI TOY YHEY®YNOY KATOXOY THX AAEIAY KYKAO®OPIAX TI'TA
THN AIIEAEYOEPQXH THX ITAPTIAAX, AN AIA®EPOYN

Kdtoyog g ddstog KUKAOQOPIg Kol TopacKeLAoTNE VITevbuvoc yio TNy omeAevfépmwon tmv
TOPTIOW@V:

VETOQUINOL

MAGNY-VERNOIS

F-70200 LURE

TFAAAIA

2. ONOMAZXIA TOY KTHNIATPIKOY ®»APMAKEYTIKOY ITPOIONTOX

Cefaseptin P 75 mg diokia yio okOA0VG Kot yaTeg
Cefalexin

3. YYNGOEXH XE APAXTIKO(A) XYXTATIKO(A) KAI AAAEX OYZIEX

"Eva. d1okio mepiéyet:

Cefalexin (wg cefalexin monohydrate)...............cooevviviiiiiiiinnn.n. 75 mg
Mmnel ofaA diokio.

To dwokio umopei va droupebei og dvo ioa puep.

4. ENAEIZEIX

[drec:

* [0 T Bgpameio Seppatik®dv Kol VTOSOPLOV AOUDEEDVY (TPOVUATOV KOl OTOGTNHAT®V) TOV
npokarovvtar omd Staphylococcus spp., Streptococcus spp., Escherichia coli, Pasteurella
spp., evaicnta oty keparesiv.

Zxvlou:

* [ 1 Bepameio Paknplokdv deppatikdv Aoluméemv (copmeplapupdvetat ev T Padel Kot
EMIMOANG  TMLOOEPUE) TOV  TPOKOAOUVIOL OmO  OPYOVIGHOVG, GUUTEPIAOUPBAVOUEV®Y
Staphylococcus spp., evaicOntovg otnv keeore€ivn.

* [ ™ Oepameic ovporoudéemv (cupmeptlopfdavovtol veepitido Kol KLoTITIdN) OV
TPOKAAOVVTOL OO opyavicuovs, ovumeptiapupavouévng tg Escherichia coli, svaicbntovg
otV KePoAeEivn.

5. ANTENAEIZEIX

M ¥pNGUYOTOLEITE OE TEPIMTMOGELG YVMOTNG VIEPELAIGONGinG GTN dpACTIKN 0LGIN, GE GAAES
KEPAAOOTOPIVES, G€ AAAEG OVGIEC TNG opddag B-lactam 1 o6& 0mol0dNTOTE OO TOL EKSOYLL.

Mn YpPNOWOTOIEITE GE YVOOTEG TEPMMTIMOEL; OVTIOTOONG OTIS KEPOAOOTOPIVEG 1 TIG
TEVIKIAMVEG,.

Mn ypnoponoteite o€ KOLVEALD, VOIKE yo1pidia, KpiknTols (ydpotep) kot yepPilovg.

6. ANEINNIOYMHTEX ENEPI'EIEX

Ye KMvikéc peléteg oe yatec mapaTnpnnkav cvyvd MMOC Kol TAPOSIKOG EUETOC KAUM|
dappoto. Ot meplocdTepeg amd QTG TIC avemBOUNTEG EVEPYELEG Tapotn P ONnKay Gg pia ovo
nepintowon. Htav avaotpéyipes yoplg countopatiky Oeponeio kot yopic va dlokomel 1
Oeponeio pe kepare&ivn.

e omAviEG TEPIMTMGELS Umopel va Tapatnpn el vrepevasOnoio.
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e MEPMTMOOELG AVTIOPACEWY VIIEPEVAICONGioG 1 Oepaneia TPEMEL VA, SIAKOTTETAL.

Y& MOAMD OMAVIEC TEPWTTMGEIS, VOVTIO, EUETOG M/Kal dudppolo Exovv mopatnpndel oe
OPICUEVOVG GKVUAOVG PETA TN YOPNYNON.

H ocuyvoémta tov avemBountov evepysidv kabopiletal g akoAovbmg:

- moAd cuyvn (Tepiocotepo amd 1 ota 10 (oo mapovoidlovv avemBounteg evépyeleg
Katd T Sdprela tng Oepaneiog)

- ovyvn (meprocdtepo omd 1 aArd Ayotepo and 10 {oa ota 100 vd Bepaneia {da)

- un ovvnopuévn (neplocotepo amd 1 aAld Aryotepo amd 10 {da ota 1.000 vmd
Oepomeio Coa)

- onavio (reprocdtepo amd 1 aArd Aryotepo amd 10 {oa oto 10.000 vrd Beponeio Loa)
- oA omdvio, (Atyotepo amd 1 ota 10.000 vid Bepaneio (o, copmePIAAUPOVOUEVOY
pepovouéveay avagopmv). Edv mapompfoete omowdnmote coPapn N GAAN avemBountm
EVEPYELD, TTOV OEV OVOPEPETOL GTO TAPOV PUAAO 0dNYlDV, Tapakoreiode vo evnuepooete
OYETIKMG TOV KTNviaTpd GOC.

EvaAloktikd kdvte yprion Tov €0vikod cuGTAHOTOC AvaPOopdg:
EBvikdc Opyaviopog @apudkmv

TnA: +30 2132040213

E-mail: vetpharmacovigilance@eof.gr

7. EIAH ZQON
YK0OAOL KO YOTEG
8. AOZOAOTI'IA I'TA KAGE EIAOZ, TPOIIOX KAI OAOXZ(OI) XOPHI'HXZHX

Xopnynon and to oToOUa.

15 mg xeparelivng avd kg copatikov Bapovg dvo eopég v Nuépa (loodvvapa pe 30 mg
ava kg Papovg couatog avd nuépa) mov avtiotoyobv o€ £va, diokio ava 5 kg o dvo @opéc
™V NUEPA Y10l SLAGTNLLOL:

2KVAOL:

Ovporoipwén: 14 nuépec.

Emuoing Baktnplokn deppotikn Aoipmén: TovAdyiotov 15 nuépec.

Ev to BdaBet Baxtnprakn deppatiky Aoipmén: tovidyiotov 28 nuépec.

Fdrec:

Agppotikég Kot vTodOPLeEG AOUMDEELS (TPADIOTO KOl ATOGTAIOTA): S5 UEPES.

Av106 10 TIPOiIdV dev TTPEMEL VO ypnoiponoteital yio T Oepameio KOuTaPidV 1| VEAPDY YOTDV LE
ocopatikd Bapog kdtm tov 1 kg kot veapdv yatdv nhikiog pikpotepne tov 10 fdopddmv.

To mpoidv umopei va kovioptomomn el 1§ va Tpoctedel 6To POyNTO, OV YPELNCTEL

e ocofapéc N ofeiec mePUTTOOELS, e EAIPEST] TEPIMTMGELS YVOOTNG VEPPIKNG OVETAPKELOG
(BA. EWdwn po@driaén yuo t yoprynon ota {da), o vrebbuvog KTnviatpog pmopel va kpivel
6t 1 8001 pmopet va dimhactootel. No akoAovdeite mhvto T GLVTOYOoYpPAPOVLEVT dOON

9. OAHI'IEX I'TA TH XQXTH XOPHI'HXH

IMa vo dtacpaiicotel N cwot) docoroyia, T0 couatikd Bdpog mpémel va kabopiletar 660 T0
duvatd pe peyarbtepn akpifelo mate vo amogevybel n vwodocoroyia.

10. XPONOX ANAMONHX
Agv gpapuodleta.

11. EIAIKEX XYNOHKEX AIATHPHXHX
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Noa puAdooetal o 0éon v omoia dev PAETOVV KoL dev Tpoceyyilovv Ta TALdLd.

DvAaccETE GTNV OPYLKN GLCKEVAGIOL.

Augpxeta {ong petd To TPOTO AvOryUa TNG GTOEIMOOVS GUCKEVOTING: 16 dPEG.

Emotpéyte TuxdVv PHEPOC YPNOUOTOIEVOL SIOKIOV GTNV avolyTh cvokevocio blister.

No pn ypnoponoteitar ovTd T0 KTNVINTPIKO QOPUOKEVTIKO TPOTOV LETA ad TNV Mepounvia
Méng mov avaypdaeeton oto kouti petd ardé AHEH. H nuepounvia Anéewg cvumintet pe v
TeEhevTOio. NUEPA TOV GLYKEKPIUEVOL UV

12. EIAIKH(EZ) HPOEIAOIIOIHZH(EIX)

Ewwéc mpopurdEelc yuo tn yopiiynon ota {da:

H avaykn yw ovotnuikd oviiplotiké o€ oOyKplon HE EVOANUKTIKEG AVOELS TOL OV
nmepthappavouv avtiflotikd yio ™ Oepameio Tov emimoing mvodépuatog tpénel vo, eEetdleTan
HE TOAAN TTpocoy” amd Tov VITEVBVVO KTNViNTPO.

Onwg ka1 pe GAAe, avTiBloTikd Tov amoPaiiovtal omd To VEQPE, GLUGTIKY GVGCOPELON
eVOEyeTOl va Topatnpnbel oto chua OTOV 1 VEPPIKN Agrtovpyia €ival ovemapkng. Xe
MEPIMTOOTN YVOOTNG VEPPIKNG OVETAPKELNG, 1| OOOT| TPEMEL VO, LELDOVETAL KOl OEV TPEMEL VL
GLYYOPTYOUVTOL AVTYUKPOPLOKE TOV ElVaL YVOOTA Y10, VEQPOTOEIKOTNTAL.

Av10 10 TPOIOV dEV MPEMEL VO, YpTGLOTOLIEiTAL Y10 T Bepameio KOLTAPBIDY 1| VEAPDV YOTMV [UE
ocopatikd Bapog kdtm tov 1 kg kot veapdv yatdv nhkiog wikpdtepns tov 10 efdopddmv.

H ypfion tov mpoidviog mpénel va Paciletar otn dokiun gvaicHnociog tov Pakmmpiov mov
amopovavovtol ard o {mo. Av avtd dev givar dvvato, N Bepaneia mpénel vo Paciletal o
TOTIKA (TEPIPEPELOKQL, EMIMESO POVADOC) EMONUOAOYIKE dESOUEVO Yot TNV gvancOncio TV
Baktnpiov otoyw®V.

Emionueg, €Ovikéc kol mepLoepelokec avTKpoPlokés mOMTIKEG TPEMEL VO Adpdvovtal
VoYM KATd TN (PO TOL TPOIGVTOG.

To Pseudomonas aeruginosa eivor yvootd yw egyyeviy (1 @uoikn) ovtictoon oty
KepaAe&ivn.

Ta dtoxia eivar €dygvota (AOYm Topovciog okdvng yopvod Nratoc). o amopuyn Tuyaiog
KaTAmoons, PLAACGETE Ta Olokia og BEon v omoia dev mpooeyyilovv ta (da.

To mpoidv mpémel var ¥pNGUYLOTOIEITOL CUUP®VA LE TIG 0dNYiec 6' avTO TO PLALASIO OO YLDV
YPNONG, KOl QVTEG TTOL JIVOVTAL OTO TOV YOPTYOUVTH KTNVINTPO, TPOKEWEVOL Vo, fonbnbei 1
amotpony] avamtvéng Pokmmpiov  ovlekTik®V otV kKepaAefiviy Kol UELOUEVNC
OTOTELECUATIKOTNTOG TNG Oepameiog pe GAAES KEQOAOOTOPIVEG Kol TEVIKIAAIVEG AOY® TNG
TOAVOTNTAG SLOGTOVPOVIEVNG OVTOYNG.

Fudwéc tpoouArdéeic mov mpémet va AouBavoviol amd 1o ATOUO TOL YOPNYEL TO OOPUAKELTIKO
npoidv oe {da:

Ot 7eviKIAAiveg KOl Ol KEQUAOGTOPIVEG €VOEYETOL VO TPOKOAEGOVV vrepevalcinaia
(aAAepyio) pETA amd £veEoT), EIGTVOT, KATATOOT 1| ETOPT| 1E TO dépua. H vepevaictnaio otic
TEVIKIMAIvEC  pmopel vo. 0ONYNOEL O  OICTOVPOVIEVEC OVETIOOUNTEC EVEPYELEC GTNV
KeQAAOGTOPIVY KOl avTIoTPOPMG. Ot aAAEPYIKEG AVTIOPACEIC 6" AVTEG TIG 0VGiEG EVOEYETOL VO,
etvan eviote cofapéc.

1. Mn yewpileote ovtd 10 mPoidv av yvopilere 011 €xete gvaucOnocia M cag Exovv
ovpPovAghoEL va v SOVAEVETE e TETOLO OKEVAGLLOTO.

2. Xelploteite ovtd 1O TPOIOV UE UEYAAN TPocoyn Yoo TNV amo@uyn &kbeong,
Aoppévovtag OAec TG cuvioTOUEVES TTPOPLAGEELS. TTAVveTe Ta Yéplo GO HETA TN
xpfion.

3. Av gupavicete copntdpoTo PET TNV ékBeom Ommg deppotikd eEavOnua, Tpénel va
avalnnoete 10TpIKn cLUPOVAR Kot vo. dgiEete TO PUALO 0ONYLDV N TNV GNLLOVGT) TOL
TPoidvtog otov wtpd. Oidnuo oto TpodowOTOo, Ta Xeida 1 Ta pdTio 1| Suvokoiio otV
avamvon etvat o coPapd CLUTTOUATE, TTOV ATUITOVY ETEIYOVGA LOTPIKTY PPOVTIOA.

Xpnon KoTd TNV KONoN, TH YOAOLYIM 1 THY MOTOKiN
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H aocedieia Tov KTVIATPIKOD QOPLOKELTIKOV TPoidvTog dev £xel damotmbel oe OnAvkovg
oKOAOVG N YATEG KATA TNV KONGN Kot T YOAovid.

Epyootmnplaxég pedétec dev €de1i&av tepatoyovo dpdon oe poeg (Eog 400 mg kepore&ivn/kg
of/Mmuépa) ko emipveg (€oc 1.200 mg kepareivn/kg of/muépa). Xtovg poeg TapatnpndnKay
emdpdoelc otn untépa Kot epPfpvotolikdtnta amd v wkpotepn e€etaldpevn o6on (100 mg
keparegivi/kg of/muépa). Ltovg emipveg, vdpyel Evoelln euppvotoéikdtnrag oe d6on 500
mg keparedivi/kg off/muépa kot emdpdoeic otn untépa amd v pikpotepn e&etaldpevn
00601 (300 mg kepare&iv/kg of/muépa).

Xpnowonomote poévo cOuemva pe v oSoAdynon oeELoLS/KIVOUVOL amd Tov LIEVHLVO
Knviapo.

AMNAETOPAGELS IE AAAD QOPUOKEVTIKA TPOTOVTO Kot GAAEC LOPQOEG AAANAETISpaONC

Mo vo dtoocpoiiotel 0TOTEAECUATIKOTNTO, TO KTNVINTPIKO QUPUAKEVTIKO TPOIOV deV TPEMEL
vo.  ypnollonoteital o€ ovvovaoud pe  Paktnplootatikd  avTifloTikd  (HLokpoAidia,
coVAQOVapIdES Kot TETPOKVKAIVES). H Tautdypovn ¥pion KePOAOGTOPIVAOV TPMTNG YEVIAS UE
avTIPloTIKG  OUIVOYAVKOGIONG 1| OpIopéva Sl10VPNTIKA OTMOG 1 QOVPOCEUION pmopel va
avENCOVY TOV KIvOuvo ve@poTo&koTNTaS.

H tavtdypovn xpnon e avtod Tov €id0Vg dPaGTIKEG OVGIEG TPEMEL VO ATOPEVYETAL.

Yrepdocoroyio (cuountduota, LETPO VTILETMOTICNC, AVTIOOTA):

AteEnyOnoayv peréteg og {doa pe d0om €mg Kot STAGGLO TNG CLUVIGTOUEVNC dOoNG TV 15 mg
keparegivne/kg, dvo opéc v nuépa.

AvemBOunTeg EVEPYELEG TTOL EVIEYXETAL VO, ONUEIOODY 0TI GLVIGT®EVT 860N (VoTio, EUETOG
Kaun Odppole) &ivol  OVOUEVOUEVEG GE TEPIMTM®ON VREPOOGOAOYIOGC. XE TEPIMTMON
vepdocoroyiog, 1 Oepaneio TPEmEL va Elval GUUTTOUATIKY.

13. EIAIKEX ITPO®YAAEZEIX AIIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY INPOIONTOX 'H AAAQN YAIKQN
IIOY NPOEPXONTAI AITIO TH XPHXH TOY ITPOIONTOX

Kdabe pn ypnowomomBéy Knviotpikd QOPUOKELTIKO TPoidV 1 Un ypnoipomomfevio
VROAEIUOTO TOV TPEMEL VAL OTOPPIMTOVTOL  GUUP®VO UE TIC 1OYVOVOEG GYETIKES €BVIKEC
OTTOLTICELS.

14. HMEPOMHNIA TEAEYTAIAY EI'KPIZHYX TOY ®YAAOY OAHITQN
XPHXHX

05/08/20

15. AAAEX IIAHPO®OPIEX

PVC/arovpivio/OPA — PVC blister, copayiouévo pe aAoupvoQuALo
Xaptvo kovti mov mepiéyel 1 ovokevacia blister pe 10 diokia
Xaptvo kovuti mov mepiéyel 10 ovokevacieg blister e 10 diokia

Xaptvo Kouti mov mepiéyet 25 cvokevacieg blister pe 10 diokia
Mmropel va unv KukAo@opoOV OAEG 01 GLCKEVAGIES.
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