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MEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
Cefaseptin P 75mg 61okia yio oxdA0VG Kot YOTEG
2. TIOIOTIKH KAI MIOXOTIKH XYNOGEXH

"Eva diokio epiéyet:

Apootikn ovoio:

cefalexin (g cefalexin MONOhYdrate).........cuecvereerierierienieeie e 75 mg
BA. tov mAnpn kotdhoyo ekdoy®v oTo KePdAiato 6.1.

3. ®APMAKOTEXNIKH MOP®H

Mmrel ofdh diokio.
To dwokio umopei va droupebei og dvo ica puep.

4. KAINIKA XTOIXEIA

4.1 Eiom {oov

2KOAOL Ko YOTEGS,

4.2 OgpamevTiKég evOEilels, mpooolopilovtag Ta €ion LoV

[drec:
* [0 T Ogpameio SepraTiK®V Kol VTOSOPLOV AOUDEEDV (TPOVUATOV KOl OTOGTNHATMV) TOV
mapokarovvtonr and Staphylococcus spp., Streptococcus spp., Escherichia coli, Pasteurella

spp., evaicOnta oty KePaieivn.

ZKVAOL:

* [la ™ Bepomeio PaknplaKk®dV SepUATIKOV AOIUOEEWY (cvuTEpAaPavETOL eV T® PBaOel Kot
EMMOMC  TLOSEPID) 7OV  TPOKAAOVVTIOL OG0  OPYUVIGUOVS,  GUUTEPIAUUPOVOUEVDV
Staphylococcus spp., evaicOntovg otnv kepore€&ivn.

* [ ™ Oepameic ovporoudéemv (cupmeptlopfdavovtol veepitido Kol KLoTITIdN) TOv
TPOKAAOVVTOL amd opyavicuovg, ovumeptiappavouévng tg Escherichia coli, svaicbntovg
otV KeQoAe&ivn.

4.3 Avtevositeg

M ¥pNGUYOTOLEITE OE TEPIMTMOGELG YVMOTNG VIEPELALIGONGiag ot dpacTIK OVGiN, 68 GAAES
KePaAoomopiveg, oe AAAEG ovaiec TG opddag B-lactam 1 e omotodNTOTE 0 TA £KSOYAL.

Mn xpNOWOTOIEITE GE YVOOTEG TEPWMTIMOELS OVTIOTOONG OTIS KEPOAOOTOPiveEG 1 TIg
TEVIKIAAIVEG,

Mn ypnowonoteite o€ KOLVEALD, VOIKE yo1pidia, KpiknTols (yduotep) kat yepPilovg.

4.4 E101kég mpogrdomom]oElg Yo Ka0e gidog Lmov

Kopio

4.5 Iowitepeg TPoPUAGEELS KOTE TN YPioN

Idwitepec TpoLAdEELS Katd T yprion o€ {ha

H avaykn yw ovomnuikd oviiplotik@ o€ oOyKpion HE EVOANOKTIKEG AVCELS TOL OV

nmepthappavouv avtiflotikd yio T Oepaneio Tov emmoANG TVOdEPUATOC TpEmel va, eEeTdleTan
He TOAAN TTpocoyN amd Tov VIELBUVVO KTNViaTPO.
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Onwc kot pe dAda avtiBlotikd mov amofdAlovial ond Ta veppPd, GLUGTNIKN CLGCOPEVON
evoéyetol va mopatnpnbel oto chua OTOV 1 VEPPIKN Asrtovpyio €ival ovemapkng. Xe
MEPIMTOOTN YVOOTNG VEPPIKNG OVETAPKELNG, 1| OOOT| TPEMEL VO, LELDOVETAL KOl OEV TPEMEL VL
GLYYOPTYOUVTOL AVTYUKPOPLOKE TOV ElVAL YVOOTA Y10, VEQPOTOEIKOTNTAL.

AvT0 T0 TPOIOV OEV TPEMEL VAL YpNoLLoTolEital yio, T Oeparmeio kKovTaPidv 1 VEAPOV YUTOV UE
ocopaTikd Bapog katm tov 1 kg kot veapdv yatdv nhikiog uikpotepng tov 10 efdopddmv.

H ypnon tov mpoidvtoc mpémel va Paciletoar otn dokiun gvoichnoiog tov Poktnpiov mov
amopovavovion amd 10 {dho. Av avtd dev elvarl duvato, 1 Bepaneia mpémel vo Paciletal og
TOTIKA (TEPIPEPELOK(L, EMIMESO POVADOC) EMONUOAOYIKE dESOUEVO. Yot TNV gvacOncio TV
Baktnpiov otoyw®V.

Xpnomn tov mpoidvtog mov TapekkAivel amd TIg odnyiec mov mapéyoviar oty Ilepiinym
Xoapoakmnpiotik®v tov [Ipoidvtoc pmopel va ovéNcovy Tov eTmOAAGUO TOV Paktnpiny Tov
etvar avlektikd oty Keeahe&ivn Kol EVOEXETAL VO LEIDCOVY TNV OMOTEAECUATIKOTITO TNG
Ocpameiog pe GAAEG  KeQOAOOTOPiveg Kol  TWEVIKIAAMVEG AOY®D NG mOavoOTnTOG
SOTOVPOVUEVIC OVTOYTG.

Emionueg, €Bvikéc kot mepLpepelokes avTiiKpoPlokég TOMTIKEG TPEMEL Vo AdpPdvovtal
VoYM KATd TN (P1|oMN TOL TPOIOGVTOG.

To Pseudomonas aeruginosa eivor yvootd vy eyyeviy (1 @ULOIKR)) oviiotoon otnv
KkepaAe&ivn.

Ta doxio etvar gdyevota (AOY®m Topovciog okdvng yxopvod Nratoc). o amopuyn Tuyaiog
KATATOONS, PLAGCCETE TO dloKia g BEon TV omoia dev mpoaceyyilovv Ta {oa.

Iwitepec mpoeuAdEelc mov mpémer va AapuPdvovtor omd to dropo mov  yopnyel to
OoPULOKEVTIKO TtpoidV e (oo

Ot 7eviKIAAiveg KOl Ol KEQPUAOGTOPIVEG €VOEYETOL VO TPOKOAEGOVV vrepevalcinaia
(aAAepyio) HETA OO £veoT), EIGTVOT, KATATOOT 1| ETOPT| 1E TO dépua. H vrepevaictnaio otic
MEVIKIAALVEG Umopel vo. oONyNoel o€ JCTOVPOVUEVEG OVETIOOUNTEG OVTIOPACEL OTNV
KEPAALOOTOPIVI Kot avTIGTPOQ®G. Ot AAAEPYIKEG OVTIOPACELS G OVTEC TIC OVOIEG EVOEYETOL VO
etvan eviote coPapéc.

1. Mn petoyewpileote avtd t0 TPoidy av yvopilete 0Tl €xete evaicnoia 1 cag &yovv
oVUPoLVAEDGEL VO NV SOVAEVETE LLE TETOLN TOPACKEVAGILATO.

2. Metoyepioteite ovtd T0 TPOIOV UE UEYOAN TPOCOYN Yo TNV Omoevyr &kbBeomg,
Aappdavovtag 0Aeg TIg GuVIcTOUEVES TPOoPLAGEELS. [TADveTe Ta y€plo cag LETA TN (PNoN.

3. Av guooavicete copuntopoto Petd v €kbeon Ommg depuatikd eEdvOnua, mpénel va
ava{ntioete 10TPIK CLUPOLAN Kot va, dgiete TO QUAAO OdNYyUdV 7 TNV CNUOVOTN TOV
TPoiovTog oTov 1WTpd. Oidnuo 610 TPOcHTO, T Xeido 1 Ta PATio 1) SVGKOAIL GTNV AVOTVON
elvat To coPapd CLURTAOUATO TOL ATOITOVV ETEIYOVGA LTPIKT PPOVTIDA.

4.6 AvemOOUNTES AVTIOPAGELS (CLYVOTNTA KOl GOPapoTNTX)

Ye KMVIKEC peléteg oe ydrteg mapatnpndnkoyv cuyvd MmO¢ Kol TopodKOC EUETOC KOUM
dtappora. Ot meplocdtepeg amd OVTEG TIC avemBuUNTEG EVEPYELEG Tapatn P OnKay cg pia Lovo
nepintowon. Htav avaotpéyipes yopig countopatik Oepoaneio kol yopic va dlokomel 1
Oepaneio pe kepare&ivn.

e oTMAVIEG TEPIMTMGELS Uopel va Tapatnpn el vepevasOnoio.

Y& TEPIITOOELS OvVTIOPAoe®VY VItepevatcnciog n Oepaneio Tpénel va doakdnTETOL.

Yg MOM) OMAVIEG TMEPUTTMOEIS, VOALTIO, EUETOG M/Kal dudppola &yovv mopatnpndel oe
OPLGUEVOVG GKVAOLG ETE T YOPIYNOT).

H ocvyvomto tov avemBountov evepyeidv kabopiletal og akorovbmg:

- oAb ovyvn (meprocdtepo amd 1 ota 10 {da mapovsidlovv avemBounteg evépyeleg Katd
) didpketa g Bepaneiog)

- ouyvn (mteplocodtepo amd 1 addd Ayotepo and 10 {da oto 100 vid Bepaneio Cma)

- un ocvvnBiouévn (meprocdtepo amd 1 aAAdd Ayotepo amd 10 {da ota 1.000 vo Oepameio

oa)
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- ondvia (meplocodtepo amd 1 aild Aydtepo amo 10 {da ota 10.000 vrd Oepaneia {ha)
- moAD omdvia (Ayétepo amd 1 ota 10.000 vrd Oepameion {da, cvpmeprrapfovopéveov
LELOVOUEVOV OVAPOPDV).

4.7 Xpnion kotd Tnv kOnon, T yerovyio 1 TNV ©OTOKi

H aopdlieia Tov KTNVIOTPIKOD QOPUOKEVTIKOD TPOTOVTOG OV €xel dlamioTmbel g OnAvkoig
OKVAOLG ] YATEG KATA TNV KUNGT KOl T1 YOAOLYidL.

Epyaotmplaxéc perétec dev £dei&av tepatoydvo dpaon o€ poeg (éog 400 mg keparesivn/kg
of/Mmuépa) ko emipweg (€og 1.200 mg kepare€ivn/kg of/muépa). Xtovg poeg mapatnpnonkoay
emdpdoelc otn untépa Kot euPpvotodikotnta amd v pkpotepn e&etalopevn d6on (100 mg
kepare&ivi/kg of/muépa). Xtovg emipveg, vdpyst €voein suppvotolikotnrag og d6on 500
mg kepareéivn/kg of/muépa kot emdpdoelc otn untépa amd v uikpotepn eetaldpevn
doon (300 mg kepore&iv/kg off/muépa).

Xpnowonomote poévo cOUe®va pe TNV oE0AGYNoN 0QEAOLS/KIVOUVOL amd Tov vIevduvo
KTnviotpo.

4.8 Alniemopacels pe  GAho  QUPUOKEVLTIKA 7POIOVTO Ko  GAheg pop@ég
alinienidopaong

Mo vo dlocpoAoTel N OTOTEAECUATIKOTNTO, TO KTNVIOTPIKO QUPUAKEVTIKO TPOIOV OEV TPEMEL
vo  ypnolponolgital  oe  ocvvévacpd pe  Paktnplootatikd  ovtiflotikd  (Lokpoiidia,
covAQOVapIdeg Kot TETPOKVKAIVES). H Toutdypovn ¥pion KePOAOGTOPIVOV TPMTNG YEVIAS UE
avTIPloTIKG  OUIVOYAVKOGIONG 1| OpIopéva SloVPNTIKA OTMOG 1 QOVPOCEUION pmopel va
avENCOVY TOV KIvouvo ve@poTo&koTNTas.

H tavtdypovn xpnon pe avtol Tov €i60Vg dPaGTIKEG OVGIEG TPETEL VO ATOPEVYETAL.

4.9 Aocoioyia ko TpOTOS YOPNYNONG

Xoprynon amnd 10 oTopO.

15 mg kepaie&ivng avd kg copaticod Bapovg dvo eopéc v nuépa (toodvvapa pe 30 mg
ava kg Bdpovg copatog avé nuépa) mov avtiotoyobv o £va diokio avd 5 kg off dvo popéc
TNV NUEPD Y10l SLAGTILLOL:

Xxvlou:

Ovporoipwén: 14 nuépes.

Emimolng Baktnplakn deppatikn Aoipnwén: TovAdyiotov 15 nuépec.

Ev 1o Padet Paxtnprakn deppatikn Aoipnmén: tovAdyiotov 28 nuépec.

ldrec:

AgpaTIKEG KO VTOSOPLEC AOUMEELS (TPODUATO KO OTOGTAUATO): S NUEPEC.

Mo va dwwoeaiiotel n cwot docoloyia, T0 PApog chpatog Tpénet vo kabopiletol pe Tov
aKpIPECTEPO SLUVOTO TPOTO MGTE VoL amoPevyDel 1 VITOd0cOAOYid.

To mpoidv umopet va kovioptomomBei 1| va mpootedel 6To PAyNTO, OV YPELNCTEL.

Y& coPapéc 1 o&eiec mePMTOOELG, Ue eEAiPEDT) TEPIMTMOEIS YVMOTNHG VEPPIKNG OVETAPKELOS
(BA. evotnra 4.5), 1 060on pumopel va SumAaclooTel.

4.10 Yregpdoooroyio (COUTTONOTOE, NETPO  OVTIUETAOMIGNG, OVTIOOTO), &£V givon
anapaiTnTo

Ae&ybnoav peiéteg oe (da pe 060m £mG Kol STAAGLO, TG GLVICTOUEVNG 0O6NC TV 15 mg
keparegivna/kg, dvo popég v Nuépa.

AvemBOunTEG EVEPYELEG TOVL EVIEYXETAL VO ONUEIBODY 0T cLVIGT®UEVT 860N (VavTio, ELETOG
Kavn Odppola) eivorl avapevoueveEG oOE  TEPITTMOY VIEPOOGOAOYIOC. X& TEPIMTOON
vepdocoroyiag, 1 Oepaneio TPEMEL va Elval GUUTTOUATIKY.
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4.11 Xpovog(or) avapoviig
Agv gpapudleta.

5. ®APMAKOAOI'TKEX IAIOTHTEX

DGappokobepomevtikry opdda: AvTIPaxTnplaKd Yoo GUGTNIKY YPNOTN, KEQPOAOCTOPIVES
TPAOTNG YEVIAG
Kwduwog ATCvet: QJO1DBO1

5.1 ®oppoxodvVOPIKEG 1O1OTNTES

H xeparelivn givar ypovoe&optdpevo Paktnploktovo ovTiBloTikd Tov dpo avVaGTEALOVTOG TN
ovvBeon voukAeomENTIOIWV 010 Paktnplakd tolywua. Ot kepaloomopiveg aAANAETIOPOHV LE
T EvQuua TG HETOPOPAG TETTISIMV KAOIGTOVTAG 0d0VATH TN SIOGTOVPOVUEVT] GOVIEST] TOV
TEMTIOOYAVKOVOV TOV POKTnplokod KuTtapikov toympotoc. H dtaotovpovpevn ocdvdeon
YAVKOV®V €Vl TPOTUPYIKNG CNUAGIOG Y10 TO KOTTOPO MOTE VO GYNUOTIGEL TO TOIY®UA TOV.
H avoaotoAn ¢ ProotvBeong odnyel oe aoBevég kutTaptkd Toiympa, kol TeMkd o€ pnén
AMy® e oopotikng mieone. H ovvdvaouévn dpdomn KoToAfyEl G KULTTOPIKN AVOT Kol
OYMNUOTIGUO VISiV.

H «xepaie€ivn eivor dpactikn €vavilt gupéog @douatog aepoPfiov Gram-Oetikodv (m.y.
Staphylococcus spp.) kot Gram-apvntikov Baxtmpiov (.. Escherichia coli).

Ta wopakdto Opra gvoicsincioc cvvictovion ard To CLSI (VET08, 4" ékboon, AVyovstoc
2019) o€ okvAOLG:
Y10V¢ GKOAOLE Y10 AOUMEEIC TOV OEPLOTOC KO TOV LOAOKDY 1GTMV:
Eion poxtnpicv EvaicOnta | AvOektika
Staphylococcus aureus <
R . 2 >4
Staphylococcus pseudintermedius - -
Streptococcus spp and E. coli <2 >8

Y& oKOAOLG, Y10t AOWMEELS TOL OVPOTOTIKOV GUGTHLUATOG!

Eion faxtypicov EvaicOnta | AvOekTikd
E. coli
Klebsiella pneumoniae <16 >32
Proteus mirabilis

Agdouéva MIC yo tnv ypnion tne cefaseptin o€ 6KOAOVC UE AOWAEELS TOV OEPUOTOS KOL TMV
LOAGKOV 1GTOV Kol LE AOWMEELC TOV OVPOTOTIKOD GLGTHLOTOC.
Ta dedopéva cuAréyOnkay peta&d tov 2011 kot tov 2017.

Et’(Sn ﬂaxﬂ]pt'wv Eépog MIC MIC50 MIC90
(mg/L) (mg/L) (mg/L)
Agpuarolopkés o els
Staphylococcus spp.? 0.25-512 0.993 12.435
Staphylococcus aureus” 1-512 2.160 153.987
Coagulase negative 0.25-64 0.989 14.123
staphylococcus
Staphylococcus 0.5-512 0.768 5.959
pseudintermedius
Streptococcus spp.° 0.06-0.5 0.155 0.234
Streptococcus canis® 0.06-0.5 0.146 0.226
Streptococcus dysgalactiae® 0.25-0.5 0.185 0.354
Escherichia coli® 4-512 5.481 11.314
Pasteurella multocida® 0.12-4 1.373 1.877

5/8



Aowudiréeis Qvporomtikov
Proteus mirabilis® 8-512 6.498 - 12.491 12.553 - 207.937
Klebsiella pneumoniae® 2-512 3.564 362.039
E. coli® 4-512 5.022-5.82 7.671-13.929

a: mepiodog 2011-2017; b: mepiodog 2011-2015; c: mepiodog 2016-2017; d: mepiodog 2012-
2015

Agdopéva MIC ywo v yprion tov Cefaseptin P og ydrteg pe AowwdEeig Tov dépuatog Kot Tmv
LOAOKAOV 1GT@V.

Abdy® omovoiag KAMVIKGOV TIHdV evatetnciag yio v keeaAelivn EvavTt BoKTnplokmy 100V
oV amopovaiNnKay amd depUuTIKEG AOUOEELS YaTtdv, Tapovotdlovtal Tapakdt® ECOFF
Tiéc. Ta dedouéva cuALEYONKay petaéy tv etdv 2011 kot 2017:

Baxtypiaxd &ion Evpos MIC MICsy MICyy ECOFFs**
(mg/L) (mg/L) (mg/L) (mg/L)
Staphylococcus spp.* 0.25-512 0.993 12.435 <38
Staphylococcus aureus® 1-512 2.160 153.987 <8
Coagulase negative 0.25-64 0.989 14.123 <2
staphylococcus‘
Staphylococcus 0.5-512 0.768 5.959 <2
pseudintermedius
Streptococcus spp.’ 0.06-0.5 0.155 0.234 <0.5
Streptococcus canis® 0.06-0.5 0.146 0.226 <0.5
Streptococcus dysgalactiae® 0.25-0.5 0.185 0.354 <0.5
Escherichia coli® 4-512 5.481 11.314 <16
Pasteurella multocida® 0.12-4 1.373 1.877 <4

a: mepiodog 2011-2017, b: mepiodog 2011-2015, c: mepiodog 2016-2017, d: mepiodog 2012-
2015, e: emdnoloyikég Tuég amoxonng (epidemiological cut-off values).

H oavBekticotnta oty keparelivn pmopel vo opeiletor o€ évav omd TOVC TOPAKATM
unyoviopovg avlektikdétrag. Ilpdtov, n Topaymyn KEQOAOGTOPIVOCHV TOL KAOIGTOOV
aveEVEPYO TO OVTIBLOTIKO UE VOPOAVLOT TOL P-AUKTOUIKOD SOKTVAIOV, Vol O EMIKPOUTEGTEPOC
punyoviopds peta&d tov Gram-apvnTikav Paktnpiov. Avti 1 aviekTikdTTo HeETodideTal Amd
TAOGUIO0 M YpOHOCOMKA. Agvtepov, UEWUEVT ovyyévewn twv PBPs (mpoteiveg mov
SECUEVOVY TTEVIKIAAIVY) V1o appaka B-AakTaunc apopd cuvBwmg Gram Ogtikd fakthplo mov
etvar avBextucd otn B-Aaxtdun. Térog, avtiieg ekpong, mov eEmBovv T0 avTifloTikd amd to
Baktnpokd KOHTTOPO, Kol SOMUKES OAAAYEG OE TTOPIVESG, TOL LELMVOLY TNV TTABNTIKY dtdyvon
TOV QOPUAKOD UEGH TOL KVTTOPIKOD TOWMUOTOC, Lmopel va cuppdiovy ot Pertiomon tov
avBeKTKoD eovoTLTOV £VOG PakTnpiov.

I'voot) dwotovpodpevn avlektikdmta (mov aopd Tov idto Unyoviopd avOekTikdTnTg)
VIapyel UeTAED TV OVTIPLOTIKOV TOV OVKOLV GTNV OMAd0 B-AakTaung Kot o@eiletal 6€
dopwkég opowdtntec. Avtd ovuPaivel pe évlopa Prto-AokTopdoss, SOMKEG OAAAYEG OE
nopiveg N mopoAlayés oe aviiieg exkponc. IlapdAinin-avOektikdtnra  (Sropopeticol
unyaviopoi avBektikOTNTag ovupetéyovv) éxel mepryposi o E.coli mov ogeileton og
TAooUid0 Tov Prio&evel didpopa yovidia avToyng.

Eivaw yvoot 1 avBextikdtnto tov Pseudomonas aeruginosa oty ke@aie&ivn.

5.2 ®oppoxoxkivnTiKa oToLyEia
Metd ond epdanal yopnynon omnd TOL GTOUOTOC TNG CULVIGTOUEVNS d060oMG Tov 15 mg
kepare&iving avd kg copatikov Bdpovg oe okbdAovg Beagle, ol cuykevipdoelc 610 TAAGHLO

mapoatnpnnkav péca oe 30 Aemntd. H péytom tyun oto midopa napatnpnidnke o 1,3 dpa pe
oLYKEVTP®GN 670 TAGouo. 18,2 ug/ml.
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H prodiaBecipotnta g dpaoctikng ovsiog Moy ndve ond 90 %. H kepaleivn aviyvevdnke
uéypt kai 24 odpec petd m yopnynon. To mpdto delypo o0pwv cLAAEXONKE gvTog 2 - 12 wpav
LE TG UEYIOTEG TIUEG GLYKEVTPMONG TNG Kepale&ivng va kabopilovtar peta&d 430 kor 2758
pg/ml evtog 12 opav.

Metd Vv emavaAnym g yopnynons and otopatog g idtog 60omg, 600 PopPEG TNV NUEPA V1oL
7 NUEPES, Ol LEYIOTEG TILEG 0TO TAAGL TapatnprionKay 2 mpec apydtepa pe cuykévtpwon 20
pg/ml. Katd v mepiodo Oepameioc, ot cuykevipdoelg dwotnpnonkay tave and 1 pug/ml. O
uécog ypovog nuicelog Cong eivar 2 dpec. To emimeda oto dépua RTov mepimov 5,8 pe 6,6
ng/g, 2 opeg petd ) Bepoameia.

Y yateg, epamas xopNynomn amd To GTOUN TG CLUVIGTMUEVNG 006oN¢ TV 15 mg kepare€ivng
avd kg off eiye amotéhecua péceg UEYIOTEG CLYKEVIPMOELS 6T0 TAdopHa 19,7 éwg 23 pg/ml,
nepimov og 1,3 — 1,6 dpa petd ) yopnynon g 66onc. H andivtn Prodiabecipdtto petd
amd yoprynomn amd to oToOpa NTav mepimov 52%

O péocog 6ykog katavoung nrav 0,33L/kg ka1 n péon cvvolikn kaBapon frav 0,14L/h.kg.

O péoog ypdvog nuicetog {ong kopdvOnke peta&d 2 kot 5,4 opov. H péon cuykévipmon oto
TAAG LA TG TTEPLOYNG KAT® 0t TNV KOUTOAN Ttopatnpndnke petaév 92,4 — 128,9 pg.h/mL.

6. ®APMAKEYTIKA XTOIXEIA
6.1 Koatahloyog ekodymv

Lactose monohydrate
Povidone K30
Croscarmellose sodium
Microcrystalline cellulose
Porcine liver powder
Yeast

Crospovidone

Sodium stearyl fumarate

6.2 Kvpieg aocvopfatoTnreg

Agv gpapuodletat.

6.3 Awipxkera Long

Aldpkelo {ONG TOL KTNVIOTPIKOD (QOPUOKEVTIKOD TPOTOVTOG COULPOVO LE TN GLOKELOGIO
moAnong: 3 £

Audpxeto Cong LETA TO TPMTO AVOLYLLO, TS OTOLXEUDOOVE GVOKEVACING: 16 Mpes.

6.4. Idwitepes mPoPLAAEEIS KATA TN QVAAEN TOV TPOTOVTOG

DvAdoceTe GTNV OPYLKN GLCKEVAGIOL.
Emotpéyte Tuyov puépog ypnoyomompuévon 816Kiov otV avotyti cuokevacio blister.

6.5 ®von ko 6VVOES TNG GTOLYELDO0VS CVCKEVAGING

PVC/aiovpivio/OPA — PVC blister

Xaptvo kovuti mov meptéyel 1 ovokevaoia blister pe 10 diokia
Xdaptivo kovti mov mepiéyel 10 cvokevacieg blister pe 10 diokia
Xaptvo kovti Tov mepiEyel 25 ovokevaoieg blister e 10 diokia
Mmopei va pnv KukAo@opobV OAEG Ol CUGKEVOGIEG.
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6.6 Ewwkéc mpogurdalelrs améppuyng pn  yPNOWWOTOMOEVTOS KTNVIXTPIKOV
QUPUOKEVTIKOV TPOIOVTOS 1] GALOV VMKAV 7OV TPOEPYOVTOL OmTd TN YP1oN TOv

TPOIOVTOG

Kdbe un ypnowomomféy kmviaTpikd QUPUOKEVTIKO 7TPoidv 1N Un ypnoiuoromnfévra
VTOAEIUNOATE TOL TPEMEL VO ATOPPITTOVIO COUPOVO HE TIG LOYVOVOEC GYETIKEG €OVIKEG

OTTOLTICELS.

7. KATOXOZX AAEIAYX KYKAO®OPIAX

Vetoquinol SA

Magny-Vernois

FoAria

8. APIOMOZ(OI) AAEIAY KYKAO®OPIAX

A.A K. Kompov: CY00535V

9. HMEPOMHNIA ITPQTHX ET'KPIZTHX/ANANEQXHY THX AAEIAX
Hp. Ipdng éyxpiong: 30/11/2015

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

05/08/2020

AITIATOPEYXH INQAHXHY, AIAGEXHX KAI/H XPHXHX
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