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OYAAO OAHI'TQN XPHXHX



DOYAAO OAHT'TIQN XPHXHX I'TA:
Cefaseptin P 750 mg d1okia Yo ckvAovG,

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

Kdtoyog g ddstog KUKAOQOPIog Kol TopacKeELAoTNE VITevhuvoc yio TNy omeAevfépmwon twv
TOPTIOW@V:

VETOQUINOL

MAGNY-VERNOIS

F-70200 LURE

TFAAAIA

2. ONOMAZXIA TOY KTHNIATPIKOY ®»APMAKEYTIKOY ITPOIONTOX

Cefaseptin P 750 mg dioxio yio oKOAOLG.
Cefalexin

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

"Eva. d1okio mepiéyet:

Cefalexin (wg cefalexin monohydrate)...............coovviiiiininninn.n.. 750 mg
Mmnel ofaA diokio.

To dwokio umopei va doupebei oe dvo N Técoepa ioa péPN.

4. ENAEIZEIX

Mo ) Bepaneio Paktnprokmdy depuatik®v Aowméemv (coumepiiapfavetol ev to Padet kot
EMMOANG  TMLOOEPHO) 7OV  TPOKAAOVVIOL OO  OPYUVIGUOVS,  CUUTEPIAUUPOVOUEVDV
Staphylococcus spp., evaicOntovg otnv kepore€ivn.

Mo ™ Oepaneio ovporoludéemv (cvumeplhappdvovial veepitido Kol KVoTiTidn) 7oV
TPOKAAOVVTAL A OpYaviopovs, cvumepthapPavouévne g Escherichia coli, gvaicOntovg
otV KeQoAe&Eivn.

5. ANTENAEIZEIX

Mn YpPNOOTOLEITE GE MEPUTTDCELS YVOGTNG VIEPELOIGONGING 6T dPACTIKY 0VGIa, 0 GAAEG
KeQAAOGTOPIVES, 6€ AAAEG OVGiEC TNG opddag B-lactam 1 6€ 0mo10dNTOTE OO T EKOOY L.

Mn ypNOWOTOLEITE GE YVWOOTEG TEPUWTTMGELS OVTIOTOONG OTIG KEPOAOGTOPIVEG 1 TIG
TEVIKIAAIVEC.

Mn ypnolonoleite 6€ KOLVEALD, VOIKE yo1pidia, kpiknToe (Yduotep) kat yepPilove.

6. ANEINIIOYMHTEX ENEPT'EIEX

Y& OTAVIEG TEPUTTMOGELS UTOopEL va, mapotnpn el vepevotcOnaia.

Yg TEPUTAOCELS AvTIOpAoe®V vtepevatcnaciog n Oepaneio Tpénel va SakdOTTETOL.

Ye TWOAD OmAvViEG TEPUMTOCEIS, vavtio, EUETOC T/Kal Odppolo Exovv mopatnpnbel oe
OPIGUEVOVS GKVAOLG LETE TN YOPIYNOT).

H cvyvomto tov avemBountov evepyeidv kabopiletal og akorovbwmg:

- oD cuyvn (Tepiocotepo amd 1 ota 10 {do mapovoidlovv avembBounteg evépyeleg
Katd TN S1apkela g Oepameiog)

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

- un ocvvnBwopévn (mepiocdtepo amd 1 aAld Ayodtepo and 10 oo ota 1.000 vrod
Oepamneio (ma)
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- ondvia (meptocdtepo omd 1 aArd Aydtepo amd 10 (oo ota 10.000 vd Beponeia (da)
- moA0 onavia (Ayotepo amd 1 ota 10.000 vid Bepancio {da, cvuneprrappavouévev
LELOVOLEV®Y OVOPOPDV).

Edv mopatnpnoete omoladnmote cofapn 1 GAAN avemBOUNT EVEPYELD TOV OEV AVOPEPETAL
070 apdV PUALO OONYIDV, TOPUKAAEIGOE VO EVIILEPDOETE GYETIKAOG TOV KTINVINTPO GOG.
EvaAloktikd kdvte yprion tov Bvikod cuGTALOTOS avapopds:

Eb6vikog Opyaviopdg @appikwmv

TnA: +30 2132040213

E-mail: vetpharmacovigilance@eof.gr

7. EIAH ZQQN
YKkOAOL.
8. AOZOAOITA T'TA KAGE EIAOX, TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Xopnymnon and to 6ToOUa.

15 mg xeparelivng avd kg copatikov Bapovg dvo eopég v Nuépa (loodvvapa pe 30 mg
ava kg Bapovg copatog ava NUEP) IOV AVTIGTOLYOoVV G €va dlokio ava 50 kg off dvo popéc
™V NUEPA Y10l SLAGTNLLOL:

2KVAOL:

Ovporoipwén: 14 nuépec.

Emuoing Baktnplokn deppotikn Aoipmén: TovAdyiotov 15 nuépec.

Ev to BaBet Baxtnprakn deppatiky Aoipmén: tovidyiotov 28 nuépec.

Avto 10 TIPOidV dev TPEmEL va ypnoiponoteitol Yo T Oepameio KovTOPIOV HE COUATIKO
Bapoc kdtw Tov 1 kg.

To mpoidv umopei va kovioptomomel 1 va Tpoctedel 6To PUyNTO, OV YPELNCTEL.

e coPapéc 1 o&elec meEPMTOOELG, He eEAIPEDT) TEPIMTMOEIS YVMOTNG VEPPIKNG OVETUPKELNS
(BA. Ewdwn mpoeoAaén yio tn yoprynon ota {da), 0 vrevbuvoc KTnviaTpog pmopel va kpivel
611 1M doom unopet va dimhactootel. No akoiovdeite mhvta T GuvToyoypapovuevn d6oM

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

Mo va dwwocpoliotel n cwotn docoroyia, T0 copatikd Bapog mpémetl va Kabopiletal 660 T0
duvaTo pe peyarvTepT akpifelo. doTe va amopevyel 1 vTodocoroyia.

10. XPONOX ANAMONHZX
Agv gpapuodletat.
11. EIAIKEY YYNOHKEYX AIATHPHXHYX

No puidocetar o€ 0éon v onoia dev PAETOLY Kot dev TPoceYYilovv Ta, TOLd1d.

dvAdooeTe oTNV OPYLKT CLOKEVAGIAL.

Audpxeto Cong LETA TO TPMTO AVOLYLLO TS OTOLYEUDOOVE GVOKEVACING: 48 MpPES.

Emotpéyte Tuyov HéEPOC ¥pNoIUoToIMUEVOD d16KI0L 6TV avolyTh cuokevacio blister.

Noa pn ypnowponoteitar ovtd T0 KINVIATPIKO QOPUOKEVTIKO TPOTOV LETA Od TNV MUepoUNvia
MENG mov avaypdpeTon oto kovti petd and AHEH. H nuepounvia AnEeme copmintel pe v
televtaio NUEPE TOL CLYKEKPIUEVOL UNVOL.

12.  EIAIKH(EZ) HPOEIAOIOIHZH(ELL)

Ewwéc tpopuraéelc yia tn yopnynon oto (oo
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H avéykn yio ocvomquikd oviiflotikd oe ocOykpion He EVOANOKTIKEC AVCELS TOL OV
mepthappavouy avtiflotikd yio ™ Oepameio Tov emimolng mvodépuotoc tpénel vo, eEetdleTal
LLe TOAAY] TPOGOYN OO TOV LTEVOVVO KTNVINTPO.

Onwc kot pe dAla avtiBlotikd mov amofdAlovial ond To veppPd, GLGTNIKN CLGGOPEVON
evdéyetol va mopatnpnbel 6to chua OTOV 1 VEPPIKN Asrtovpyio €ival ovemapkng. Xe
TMEPIMTOON YVOOTNG VEPPIKNG OVETAPKELNG, T OOOT| TPEMEL VO, PEIDOVETAL KOl OEV TPEMEL VO
GLYYOPNYOVVTAL OVTIUKPOPLaKE TOV ivol YVOOTA Y10 VEQPOTOEIKOTNTA.

Avtd T0 TIPOidV Oev mpémeEl va ypnolomoleitol yo Tt Oepameion KovTafldv HE COUOTIKO
Bapoc katw Tov 1 kg.

H ypfion tov mpoidvtog mpénel va Paciletar otn dokiun gvaicOnociog tov Pakmmpiov mov
amopovavovtol ard o {mo. Av avtd dgv givar dvvato, N Bepaneia mpénel vo Paciletal o
TOTIKA (TEPIPEPELOK(L, EMIMESO POVADOC) EMONUOAOYIKE dESOUEVE. Yot TNV gvacOncio TV
Bakpiov otdymV.

Emionueg, €Ovikéc kol mepLoepelokec avTKpoPlokég mOMTIKEG TTPEMEL VO AdpPdvovtal
VoYM KATd TN (PO TOL TPOIGVTOG.

To Pseudomonas aeruginosa givol yvooto yua eyyevn] (1] QUGIKN) avtiotaor oty KepaAegiv.
Ta dwokia etvarl edyevota (AOY® Tapovsiog okoOvnG Yolpvov Nmotog). [ amoeuyn Tuyaiog
KaTATOoNS, PLAACGCETE Ta O1okia o€ B€on v omoia dev mpooeyyilovv ta (da.

To mpoidv mpémel va YPNOLUOTOLEITOL COUP®VA LE TIG 0dNYieg 6" aLTO TO PLAAASIO OONYIDV
YPNOMNG, KOl ALTEG OV divovTtal omd TOV YopnyovVTa KINVINTPo, TPOoKELUEVOLD va Pondnbel n
amotpon] avamtuéng Pakmpiov  ovlekTik®v otV keeaAefiviy Kol UELOUEVNC
OTOTELEGUATIKOTNTOG TNG Oepameiog pe GAAES KEQOAOGTOPIVEG Kol TEVIKIAAIVEG AOY® TNG
mBavOHTNTAG SLUGTAVPOVEVIG AVTOYXNG.

Ewucég mpopurdéeig mov npémet va Adapfdvovion and 1o dTolo mov yopnyel To QUPUOKEVTIKO
mPoidv o€ {ho:

O1 meviKIAAivee KOl Ol KEPOAOGTOPIveS €VOEXETAL VO TPOKOAEGOLV vrepELALGONGia
(aAAepyio) HETA OO £VEOT), EIGTVOT, KATATOOM 1 €T e TO dépua. H vepevaictnaio otic
MEVIKIMAIVEG pUmopel Vo 0OMYNoEL Of JCTOVPOVUEVEG OVEMBOUNTES EVEPYEIEG OTNV
KEPAAOOTOPIVI Kot avTIGTPOQ®MG. O AALEPYIKEG OVTIOPACELS G OVTEC TIC OVGCIEG EVOEYETOL VO
etvan eviote cofapéc.

1. Mn yewileote ovtd 10 TPoidv av yvopilete 011 €xete gvaucOncia M cag Exovv
oLHPOVAEDGEL VO LNV SOVAEVETE |IE TETOLO GKELAGUATO.

2. Xeploteite avtd to MPoidv pe UEYAAN Tpocoyn Yy TNV omopuyn £kbeong,
Aoppdavovtog OAec TG GuVIGTOUEVES TPOPLAGEELS. TTAVveTE Ta YEPLOL GO LETA TN
xpnon.

3. Av gupaviceTe COUTTOUATO PETA TNV EkBeon OTT®G depuatikd eEavOnua, Tpénetl va
avalntnoete 10Tpikn cLUPOVAR Kot Vo dgi&ete TO PUALO 0ONYLDOV N TNV GNLLOVGT] TOL
TPoiovTog otov wtpd. Oidnuo 6to TPOcWOTO, T, XEido 1 Ta paTIo 1 Svokoiio otV
avamvon etval o GoPapd GCUUTTOLOTO TOL UTOLTOVV ENEIYOVGA LOTPIKT PPOVTIOA.

Xpnon katd v Kunomn, I yoAovyia 1 TV wotokia

H aopdieia Tov KTNVIOTPIKOD QOPHOKEVTIKOD TPOTOVTOG OV €xel dlamioTmbel og BnAvkoig
oKOAOVG KATA TNV KONGN Kot T YoAovyid.

Epyoomplakég pehétec dev édei&av tepatoyovo dpdon oe poeg (€og 400 mg kepore&ivn/kg
of/muépa) ko emipveg (€mg 1.200 mg kepareéiv/kg off/muépa). Xtovg poeg mapatnpndnkav
eMOPACELC TN UNTEPA Kot eRPpvotoikdtnto omd v pkpotepn eetalopevn doon (100 mg
keparegivi/kg of/muépa). Ltovg emipveg, vdpyel Evoelén eufpvotoéikdtnrag oe 06on 500
mg kepareéivi/kg off/muépa kot emdpdoeic otn untépa amd v pikpotepn eetaldpevn
d0on (300 mg kepare&ivn/kg off/muépa).

XpNOWOTOoTE HOVO GOUP®VO e TNV a&loAdynon 0pélovug/Kivdbvov and tov vrevbuvo
Knviatpo.

AlMnAemdpaosic ue GAAC QUPUOKEVTIKA TPOTOVTO KOl AAAEC LOPQEC AAANAETIOpACNC
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IMa va S1oc@aAoTEL | ATOTELECUATIKOTNTO, TO KTVIOTPIKO QOPUOKEVTIKO TPoidV dev mpEmel
vo  ypnolonolgitor  oe  ocuvovacud pe  Paktnploototikd  avtiflotikd  (UaKpoAidia,
covApovapideg Kot TeETpakLkAiveg). H Tautdypovn ¥pion KEPAAOGTOPIVOV TPMTNG YEVIAS LE
avTIBLOTIKG  OUIVOYAVKOGIONG 1 OPIGHEVA OLOVPNTIKA Om®G 1 POVLPOGEUION uHmopel va
avENooVY ToV Kivouvo ve@poto&ikdTnTag.

H tovtoypovn xpnomn pe autod Tov €1000G dPUCTIKEG OVGIES TPETEL VAL OTOPEVYETAL.

Ynepdocoroyia (GUURTAUOTO, UETPO OVTIUETOTIGNC, AVTIOOTA):

AeEybnoav peiéteg oe (Do pe 8601M £®G Kol STAAGLO TG GLVICTOUEVNG 066NG TV 15 mg
keparegivna/kg, dvo popég TNV nuépa.

AvemBounteg evépyeleg Tov evOEXETAL VO ONUEIWOOVY GTN cLVIGT®EVT dO0T (VauTia, EUETOG
KouM Oldppote) EIVOL  OVOUEVOUEVEC GE TEPIMTMON VTEPOOGOAOYIOC. XE TEPIMTMOON
vepdocoroyiog, ) Oepaneio TpEmeL va elval GUUTTOUATIKY.

13. EIAIKEX ITPO®YAAZEIX AIIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY IPOIONTOX 'H AAAQN YAIKQN
MHOY NPOEPXONTAI AIIO TH XPHXH TOY NPOIONTOX

Kd&be un ypnowomomfév kmmviaTpikd QUPUOKEVTIKO TPoidv 1 N yprolorofevta
VTOAEIPOTA TOV TPEMEL VO, OMOPPITTOVTIOL  COUO®VA UE TIG 10YDOVCEG OYETIKEG €OVIKEG
OTTOULTHOELS.

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

05/08/20
15. AAAEX TIAHPO®OPIEX

PVC/aiovpivio/OPA — PVC blister, copayiouévo e aAoupvOQUALO
Xaptvo kovti mov mepiéyel 1 ovokevaoia blister pe 6 diokia
Xdaptivo kovuti mov TepLEeL 2 cuokevacieg blister pe 6 diokia
Xaptvo kovti mov mepiéyetl 12 ouokevaoieg blister pe 6 diokia
Xdaptvo kovti mov mepléyet 25 cuokevaoieg blister pe 6 diokia
Mmropel va unv KukAoQOpoOV OAEG 0L GUCKEVAGIES.
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