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1 | Ovoplasie Tov KTVIaTPpikoD QappaxsuTikod Tpoioveog

Phenoleptil 12,5 mg dwoxio e oxdAowg

2: Lovlean
Kafe doxio nepulyey

Apaotixd ovotaTikb:
Phenobarbital 12,5 mg

Kibe devkd £ undleoxo, kokkmd, oppikopto S1okio PE KRQE oTTYHUTE Kt jia Ypepun ot pie
axpn (6 mm Siperpog). To hoxio dev propei va hunpebetl,

3. Eidn ooy

Tx0don

4.  @spanentikis evdeiteg

Lip&inyn emimridy kpioowy Aoyw yevueupbymg eminyiag oe oxdlove.

5, Avrtevdaitaw

Na pnv gpnowporowitn oe aepintwon vacpevaobneias oto dpaotixd cuotenikd 1 or onmabirote
@z PapPrrovpika 1) oe kaxowa éxdoya.

Na pnv gpnaporoieizm oe [dha pe coPapr nratch Suahurovpyiu.

Na pnv gpnowonowitn oe {oa pe coPapés veppukés | kapduaryewarés Sualertovpyias.

Na pmv yprowonoelita o fha pe fdpoc Liydtepo tov névee kv,

6. Eidikic npozbomonionic

Eabikt: INOELS:

H aadpaon yia m ypijon avonesdars Bepanelog pe puvoPapPudin Do apérel va extipdtm oo
kile repotatikd ku capratar and rov apllpd, ) cuxgvdtnre, ™ Sipkea kol ) cofapdmyTa Tav
EXATRTIKGY Kploewy oTo oxio.

levixic ovotdoelg yie évapdn Bepaneins anotehobv pin extdyrrual kpion cuvdtepa and pia popi
xale toaepg je L6 efdopadec, apketés eminmrikis Kpioag oto o Soma (Sniadi
REPLIOGOTEPES Und [ua Kpioelg péoa ot Eva ekooLterpdmpo) 1 status epilepticus avelapmra and ™
GUVOTITA TOU.

1"15.11 v enizenln emruyoie Oepaneing ) yopifynon tov Sokiov apéra va yiverar my Bz dpa xi8e
népa.

Awaxort) g Depaneiog 1| perafaom axd @hheg Bepaneieg Oa npére va yiverat otadied na v
aroguyt) alinoms mg ovpvimtas Twv exdajrikdy Kpioewmy.

Kaaoot oxbiot stopetoiv va £govy embnruxés kpigeig xata m Suipxew e Bepanciac, diot EYouv
novo peimon oy kploeay xo kool @Aot Sev mvranokpivoviol om Bepancsia.

[Switepec Tpopuiaiog na mv acpalf ypiion ote eidn Ldboy:
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Ta dwoxia Sev npénet va Sunpoivrar H 5éom 1o mo HIKpOampOUS oxbiovg Sev propel v
Tpocuppoctel ue faoT 1o cvonvopevo 20% Sogoioykd oyfjua, Ku £o pévg fa mpEner va
rappaveran aitepn xposo) xatd Ty repaxoiotinem autdy Tav Sy, BA. eniong tnv mopiypapo
«Odmyieg yie ™) cwoni yopipymony.

Zvviotaral npoooy) o8 Lha peuopévig nratikic ko VEQPUKT|S Aertovpyiag, pe vrooykauia, avaipin
Ku kapdiex] ) avervevoTud) Suakantovpryia,

To evdeydpevo nratotodwdv avemBopntay svepyewiv MTOpEL va pambei 1) va xufuotepiioan
APMEOTOWIVTAG T) Yepmidtepn Suvati Séon,

H mupaxoioifnon tov nrenxdv rapapétpov mpotelvetm o: rEpITTOOLIS pakpoxpdviag Deparciag.
[Tpoteiverar n epyrotnpuaxi rapaxodovOnen tov aafevoig 600 £mg tpeis PSopades petd v évapéy
™ fepanciag K katomy kGBe téoaepig pe EEL prives, Ty pExpnon Nrankdy evipmy Kt ol
oStwv. Elval anpaviiké va yvepilera 6nn vrodie petd and o emdnmr kplon cubdver T
exineda tav nroTkdy eviipov.

H gawoPappirdin propei va aviioe m Spastymémra )5 aAxuhixs PUOPaTions Kat Tav
Tpavoapvaatiy, Avtd propei va pn enpaiver naBoloyikée aihayis whd propei va Selyver
RrarotogkomTe. I awtd oy aepixtmon vroyiog MratoToswomres, fa mpéral va cheyylotv o
naatikés Aerrovpyles. Ta avEnpéva nretd &vivpa Sav anutody peiwon mg Sdong mg
pawvoPapPirding av T yohwi oféa eivar oe gua Aok enirnedo.

Ta dioxia elval elycota. Na va azopevyBei v katd Miboc xardmoon, puitaarte o Sioxia oe
Oan, Tnv onoia Sev xpooeyyilovy ta Loa.

Iwairepes mpoguAdEeig mov mpénet va AauPévoviol and to drouo xov FopvEl To KTvigTKo
QUPUOKEVTIKG Tpoidv o {ha:

Ta PapPrrovpiké propoiv v xpokaifoouy vrepevaiatneio. Aropa pe yvooti) unepevaishnoia oe
PapPrrovpiki npéxer va aropsiyouy v ETQPT] IE TO KTTVIZTPING QAPUAKELTING TPOTGY. Xopmyeite
TO KIVIQTPIKG QRPUOKEVTING poidv pe npoaoyl. Zuviotdron va Qopate yavTux piag ¥pfioms katd m
XOPIYMAN TOV KTVIZTPIKOD GuppaKEyTINGD Tpoitvrog e va pemlel 1 erag pe to dépua. Na
TAEVOVTOL OYOARCTIKG Ta ZEpPIL PeTd fpfiom.

H xoti Adfog karinoorn propet va mpoxaiéon dminmpicon xu Ba propoioE va amofei
Bavatnedpos, Bieg yie e andih. Arareita HEyoTn duvat apoaoy yua va pmv EX0ouv Ta madid
GE EROQT| e TO TPOTGY, XE TEpinTven mov kath Labog vrapZel xatixroon, va avalntijoete apéomg
wTpiK) gpoveide, evuepdvovias Tig 1aTpikee umpedieg ayeTad pe Sndnmpicon and fa pprrovpuoad
vt emibeilete otov wTpd 1o eadnciaioTo oMo obnpidv ypfioewc 1| Tv eTkéTe Tou PUPUEKEUTINOD
RPOiGvTOg. Av eival Suvatdv, o niatpée apénst va EVT|pepwiei oyeniki pe Tov xpévo Ko Ty moodTTa
TS KeTdoons, kabie autés ot nxnpogopies propei va fonBicovy va daopahiotel 611 Ba yopynBei
N xatidinin Beponsia,

H gawoflapfudin civar tepatoyévoe xar propel vz givar TS 1o Ta éufipua wat e Eniilovia
amdui’ propel va empedoet Tov UVARTUOGONEVO EYKEPAAO Kt va odnvijon ok TYOOTIKEG Satapayés,
H pawoPapBredhn ancxkpiverar ato pNTpwd yaha, O éyxveg yovaixee, ol yuvaikes oo
avarapeyoya) niwkia ko o yuvaikes ov tmhatouy mpénel va axopeiyouy v Kkatd Adbog
KOTATOOT KL THY RUpaTETapET OEPRATIKT ERap PE TO TPOTGY.

Na purdooutal avtd 1o xoqviatps PAPHAKEDTIRG TPOTGY oIV apyixT) cuokeEvasia Yia va
amopevyfei 1 kutd AiBog xardroo.

Encouoaivg KEL yahowyin:
H acpdiew tov kimviatpucon PappaxevTiked Tpoidvrog Sev &yel anoderdai xutd 1] duzprewa me
KUT|OT|S Ko TG YaAouyiag,




";"- T-:I IpﬂTﬁv va, ‘{nprnrﬂtm povOov cOpPGVE PE TV EXTipmaoT opélovs-xvdivou and Tov vrehfuvo
i:rrlm'rpn __.,—
H mwuﬂg@ 1] SwmEpVaA TO PPayYUO TOU TACKOUVTE KOl 0L vyThOtepes dOars ey arokisiovral
GTEPNTIKG oopmtdpaTe ota veoyévwta. Melétes ae Loa epyaompiov Seixvouv 6m 1 pawofapfirdin
emmpeile Ty avimmn tou epfipbou, Wualepa Ty ovirtedn tov giiov, Taom e mpoppayics Tou
vEOYEVVIITOU oyetifoviun pe n yopimmon awopapfeding xatd ) ulpkewt TN EYKULOTUVTS.
Xopiymen Puapivis K om ptépa 10 pépeg mpwv ) yivva popel v REpOPIOEL 1S AMUTTMORLS OTO0
Epfipuo.
Ta opédn g Bepaneiog propel va eivan peyalitepa and Tov mbavd xivouvoe mov ayetiletal pe Tig
emunrrikés kpioels oto EpPpuo (vrofia ko ofeidwon). 11 autd dev apoteivetar 1) Saxom s
Bepareiog xurd ) Supkewa epcopooivig. Dpme, 1) Gdam Do apénel va eivarl 1 gupnidtepn duvani.
H pawofupfirdin cocpivetun oc pipés moodtteg oo untpwd ydia ki Katd 0 Suipkeie tou
Mmlaopol Do wpénel va ntapampobvial Ta kKoutafia nia avemBiunta evipyews kutuotoAns O
xpinog aroyoehartiopds propei va eivar e exihorf. Edv eppaviatoiy aoprtdpata
viomiiackatuotodns ota dnhaloviar veoybvvita (mov propel va exmpedaouy tov Bniacpd), Ba
xpémel v exteyel e tepmoi pébodog Bnlaapod,

Alnienidpaon e dhha QEPUAKEVTING TPOTOVTE Kal dhlec poppéc whinlenidpaangc:

H Beparcutud 86on e pawvoPapPreddne oe axbhous pe evnendnans fepancie propel va avgfion
GTHEVTIKE TIS TPWTEIVES Tov nhdopatos tov deauetovy pappaka (Onws i alacid glycoprotein, AGP).
I avtd anateizal tpoood] o PAPUAKOKVITTIK KaL TI5 SO0EIS TOV Pappdray Tov yoprrroivial
TULTOXpOVE,

H ovxévtpwon oto mhacue g xukloanopivig, Tov oppoviv tov Bupeosidoig kat g Beoguadiviyg
HEWVOVTUL OTIY TLPITTWoT] TEUTOYpovTS yopymans je ponvofapfuoain. H enoteleopuonxomma
QUTWY TWY OUCUDY LEUDVETTL EMIGT)C.

H cipenidivn ko muﬁmu.,&lq ETVUL OVUOTUAELS TWV TIIUTIKIOV EVCUHETY: muriﬁ}u:ﬂwq FOPTYT|OT] pE
oawofepfirain pmopel va npokaitcer mutnom e panofapfrdine atov opd.

Taotoypovn o Le Bpouwodyo kil uuﬁ&vm OV Kivéuvo :tcrrxp:t‘.l:rrmﬁa

Tootdypov yopymon pe Glan QApULOKE TOU £Y0UV KEVIPIKT] KITOCTIATIK] OpAacT) OMDE OVIEAYT|TIKE
VOPKWTIKG, Tepdywya popeivne eawvobawlives, aviuotepvicd, sxiopumpapivn Kol Ao papgevikoin)
uropei vo avCroet ) Spaon s pavopappreaing.

H pawopapprdhn propel va enoyioer o petafoiiopd km ETopévias va PEUDOEL TNV
QIOTEAEGUATIROTYTA TV OVTIERANTTIKGY, TG FAOPCRQEVIROATIS, TV KOPTIKOTTEPOEISEY, NG
doSpkukiivig, tov f-eveotoifoy kg petpovidaloans.

H oaotcieoponxomia 1wy aviiouAAnamikmy Ton fopnyoivIaL and T0 GTOpL PEINVETIL

H powoPapfrdaln propei va peuboa tv anoppdpnon s yxpileopovipivie.

Ta rupoxato pappoxe propolv va HEWWSOUY TOV 0U60 TWV OTOGREV: KIVOAOVES, DYNAEG HOTEIS
mmfwonkdy f-Aaktipns, Osopuidivig, xokkoaropivn, apwvopuidiivg ko poropdin ne tapaderypa.
DOappaxa tov empeiiovy tov ovdd TV Kpiotwy Bu tpEre va yopyouvim povo edv elval
QrOPaitnTe Ko £y Sev uTapy el acpAlEGTEPT) EVAAALKTIK ADan).

Yxepdooohoryie:

Ta cvprtdpate s vaepdoooioyiag sivan:

= KZTROTOM TOU KEVIPLKOD VEUPIXOD GUOTTHATOS IOV TAPOLGIALETaI ARG CUPRTHNGTE TOU
wupaivovtal ard tavo £og kopa,

- AVARVEVOTIKG npofifuare,

- kapdwayyoukd rpofinuarta, vrdtacn Kol 6ok wou odiyel oe veopud avendpreLr kit Divazo.

Le nepitroan vrepbogoloying, aropaxkpiveTe Ao T0 GTOMIXL TO KIMATPIKS QEpUIKEVTIRG TPOoidY,
.- WE oTopeua) ExTiven]. Mropel va Solei evepydg GvBpaxas. Oa apénet va yopnymPel
QVRTVEVOTIKT] DIooTpisn).

Aev vrdpyer edo avridoto, aila Sieyeprikd tov KNE (mwg 1 SoSampapn) jwopai va dieyeipouy ta
OVATVELTTIKG Kivipa. Xopiyfjote vaootipiEn ofuydvou.




% AvemOipnte coppavra

Txbior
[ Yxéovie - | Atagia (zovvtoviouds) >, Zan '
(1 éog 10 Lha / 10.000 vao Oepansia | APapyog”
Cir): _ .
kil sk Yoo - Hsufo?mucﬁ Suxrapayn °, Katootohn ©
<1 gho / 10.000 vnd Bepansia Loa, | ¥ EPOETEROY
(<15 B o Surke s M pRi L, [odvoupio (auEnuévn obpnon) *
avpaepuapfuvopiveov il MoAuduyia (augnpévn diya) *, Tokvpayic (avEnpévn dpeen)’
HEPOVOLLEVEN avapopdv): Hrarua toéixmen ©
Havkurtaponevia ™, Ovdeteporevia °, Xapnii Bupokivy !

* Kazd v evapEn g fcpanclas, Ta qupmtdpnta quth awvifg elva aepoduct ko efapavilovim, OTOUG

xeplocderpoug aobeviis whhd dn oe "Aows, prs T ouvEgon TG Oepansieg,

" Mapasoln, waltepa xard my apém popé rov ek n Bepancie. Eo' 6ov auti) n unepiéyepan dev

ouvbéetat pe vepbooia, Sov yperdlerar pelwon tne ddange.

" Xe phoeg M) vyniotepeg Bepanecutices Spactikés oUYKEVTPHOES oToV 0pd- 01 ERISPATELS QUTES TOpONY va

iu:m&m:nr HE TOV TEMOPISNG TN RPOOANYNS TPOPI|S Kt vEpoD,
Lyl yivoviow onpmrikétepos xpofinpancpds 6oo ta exlreba orov opd erdvouy ta uynioTEpa Opa Tng
Beparevtictg kA lpaxas,

* Luvdéetar pe uymids ouykeviphos 610 rAGopa.

T Avogotof ki),

S Euvéners ™3 emfhaflotg Sphang mg eavoPapPuriins ot PAucToxbtrapa tov puekol Twy ooy, Avtéc o
avtidphoeg e5ukelpovial pere v andovpan ¢ Bepanelog,

T Auté Gev eival ertepaitnta evoaln vaoBupcoeiopon. H Oepanein pe uRoxutactacn BupeosiSikdv opuoviy
Ba Rpéne va Eexivi pdvo av urdprouy kan ki vikd TUURTHRATE 113 wWaou,

Edv o1 avem0bynteg evépyeice siva coPapés, cuviatiiton n peimon me XOpIrrolLevng B6ang
pawofapPrding,

H avapopa avembiuntwy oupféviov eivar anuaviikt. Emrpéner m cuveg nepakoiodbnem te
ao@diiag Evig KIVIATPIKOD QRpparkeuTinod npolovroc. Eav mapampreete onowdinote
averllopnn evépyeia, axdpa kaw av Sev avapépetal oto eodKiLIoTO poido odmyuby zpriong 1
apgfddicte v v GOTEALGPaTIROTI A TOL PappiKon, repaxareiofe va emrowmviioete,
KaTapyas, s tov kenviarpd cac. Mropeite emiong va avapépete omowdirore averiln pnta oupPavia
OTOV KUTOXO TTS tdeing Kukhogopins 1) aTov TomKd EVTUTPAOWIT0 TOV Katdyon Tng tdeiac
xvkhogopiag yproioroubvtag ta otoyeia emKowmvieg 610 téhog autod Tow PHAkon oSnyiby
PGS, 1) péaa Tou eBvixod cag cuot HaTOS avapopac:

EBvikde Opyaviapde Dapuaxav

Meaoyeinv 284

GR-15562 Xokupyds, Athiva

Tnk: + 3021 32040213

e-mail: vetpharmacovigilance@eof.gr

lototonos: http://www.eof.or

o

8.  Aoogoioyie yia kG0z £ibog, Tpomog Kat odoi 3o priymans

Ao atduarog ypion.
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"H ovviotd) pﬁﬁ;ﬂhp;{mﬁ Sdam civan 2,5 mg pawvoPapfiuiing avi kb copatikon Pdpovg dbo popig

Aogodloyin: -

npepraing, ¥ ' _
Te Srerwclo B wpémey v yopyyoivrar v ibe dpa kdBe pepa yua va cmrrvybel anoteisopotud)

Brpamein,

PuBuises g Sdoms Ba apéme va yivovim olupove pe Ty shvud] axoteleopaTkd T Te, 10 Emineda
oto aipae, Kul T Epedvion avembipmTov mapevepyeuny, BA. caiong v rmapdypapo «Fitudg
rpocbomofiaeicy.

9.  Odnyieg 1o T sweTi xopipmoen

Metd ) otabeponoinon Tov acbevois Ba mpénet va peTpdvoo ta exineda pawofapfirding otov
opd. To Wavixd chpog ouysivipwaons eawofepfrdins oto nhdopa eival axd |5-40 pp/ml. Eav eivan
kit and 15 pg/ml i oukpioew Sev eddypovear, 1 ooy propel va avEnlei kaod 20 % wile popd, pe
TauTOxpovo EAkTro Tov cmmibov awoPapfurdine putyp tn pénotn cvykévipeaon tov 45 pg/ml H
tedikT) S6an propel va rowblisl onpuaviuad (and 1mg éwc 15 mgkg 600 popéc nuepnoimg) Adyw twv
Bupopdv oty axéxxpion ™ pawvoPapfreding xa g SuwpopeTikTc avtamdkpiag o Kb
actevouc,

Edv o1 kpiaeig Sev eiéygoviar wwavormouprikd kot edy to péynaro exinedo cvykévepoanc eival tepizon
40 pe/ml, tote Ba mplma vo crovexnpn el 1 Sudyvwon k] Ba apéae ve kpootelel kun &va Seltepo
QVTIETLAT|ATIKG KITVIZTPIKD QPApUAKELTIKO Tpoidv (Onng ta fpouodya) oto Oeparsutikd
APHTOKOALO,

Xe grabepomonuévoug embnamkoie aobeveis, fev mpoteiveto  petafaoT eutol TOU OKEVACURTOS
OWOKIDY O KUTowo G240 oxcbecpe panvofepfirains. Av autd dov pwropel va amopevybel, onmreita
exthEov mpogoy]. Evoniverm va yivel tpoonifewn va SuatnpnBel dpoa 8éom kuth to Suvartdv, oe
oUyKpLan PE TO TRonyolpEve okedaopa wtou XpnmpotoniBnke, Aapfavovrag umagin Tig TREOUCES PETPoEL
cuyKEVTpwane oto madopa. H roepaxoronbnan v cvinuéves avemBiunytes evEPYEIES KL Y10 TTOTIR
duolkrovpryin npEnel va dieldayetm mo takTikd Eoc drov emPePawm@si 1) ctaleponainen. Ou mpéan
v axolovBnBolv 1o mpwtdxoiia otebeponoinarg dnmg KoL avti g Evaping Oepancsine,

H eréoupor) g Bepaneiac pe oxsvdoporte pawopapBioding apéret va viveton otadakd e Tiv
ATOPUYN TS EMLTALVVATG Mg abENOTS TG CUXVOTITRS TV KpioEwY.

'I'B XpdvoL avepovis

Acv oyhe,

1. Ewbwces auvihikes huatipnons

Na guldcaeta o Biom, v onoia dev flérony kar Sev mpoceyyilovy Ta mendud.

Na guidagovrat o1 awvicg xuyekodv oto e5mTepnd KouTi Y10 va TPOCTATENOVELL amd T0 PWS.

To gappaxeutixo avtd mpoidv dev arawrei Whaitepeg ouvbiikeg Oeppokpaciag i ) piiash Tov.
Na pm ypnoponoieital avtd 1o Kimviatpikd pappaxeunikd apoiév petd v nuepopnvia AiEne mov
avaypapetal oty koyehn xau oto koutl peti to Exp. H nuepounvia Migems ouprinte pe mv
TEALUTAIR NEPT TOU oUYKEXPIPEVOL pijva,

12,  Eibikig apoguidteis andppiyis
Ta eappaxa dev mpéner va axoppiztovial péow tov Avpdtoy 1 tav owaxby anofiitoy.

XprioLLoTomoTe TPOYPARpaTE EMGTPOPIS QAPUAKEY Y10 TV axdppuym 1) yphoperomBéviey
KTIVIGTPIKAY QAPUAKEUTIKGY RpoOvImY 1] GAAmy vhuchy mov tpoépyovial axd T ¥pfjon Toue



CURP@VE LE TIC TOMIKES QRMTICE Kut Pe Toydy oylovia slvind cuetipara guiloe. Ta pérpa
auTd ereCKoToDY oTV ApoaTacia Tov repPdiiovroc.

Zopflovisubeite Tov xTviaTpd aug i Tov pappakonod oas yi 1ov tpomo QTOPPIYTS TV
iPnoporombévioy pappdxoy.

13, Talwopmon| TOV KIVIETPIKGY PEPRAKEVTIKGY APOTOVTOV

Na yopryeital pévov pe kovietpikn ooveary.

EL: Xopnyeitw pe eiduc ouvtan) veprwtdy Mivaxag A’ rov N. 3459/2006.

14, ApBpol adeiag Kukhogopias Ka ouaKevaaisg

22236/07-03-2016/K-0192701

Tawieg whovpwio/PVC pe 10 Sioxia svoxcvaauéva oe kovnid twv 5, 10, 25, 501 100 tawidv,
Tawieg alovpwio/PVC/PE/PVAC pe 10 Siowia cuokevas péva oe xoutud Tav §, 10, 25, 50 1 100

TUIVIHY.

Mropel va pmv xukhogopoiv 6heg o1 cvaxcvaoise,

15 Hpspopnvie relevraing avaBeapneng Tov piidov odnnady ypionc

0272025

Aezropepeis whnpopopieg na o ev Adym KTIVQTPLRS Qapuakeptind xpotdy sivar Subiowes at
fiiom dedopfvev mc EE 1 ta Kozt tpoidvie (hitps:) medicines health.europa.eu/veterinary).

16. Zroyzie emxowomviag

Katoyog g afewc xukhopopiac:
Dechra Regulatory B.V.
Handelsweg 25

3531 AE Blade|

Karw Xdopeg (OMovdin)

[Aoyérumo srarpeiac]

Napaokevagic vreduvos na my axsdsvbipoon Twv mupribov:
Lelypharma B.V,

Zuiveringweg 42

8243 PZ Lelystad

Kdtw Xdapee (Qldavdia)

Genera Inc.
Svelonedeljska cesta 2
Kalinovica

10436 Rakov Polok
K poarin
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\ Tm:un:'r:' m*mmjcrmm: KO OTOtYELR ETKOTVIVIRS Yo TV vapopd mbavoloyolpevay avemBiunTov
ﬂ\-’E mﬁ:m-—* b
ALTA'«.:EI%f/
Aewg. EL. Bewilghov 48, 16344 Hiaovmoln
EAAAAA
2d-@po i, 6948 200520

['a omowednrote TATpOQOplE GYETIKE JE TO AXPOV KIVIETPIKO QpUOKEUTIKD Tpoidy, mepukeisicte
va anevbuvieite oTov ToTKD avTmpAomIo TOU KRToyou TS ddewrc xuxlopopiac,

17 Aidsgnhnpogopisc

A, Xopryeitm e coviayt tov N. 3459/2006





