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HOXIMO ATIAAYMA AEBETIPAKETAMHX (KEPPRA) (PIAAH TQN

150 ML I'TA ITAIAIA HAIKIAX AITO 6 MHNQN EQX 4 ETQN):
KINAYNOX AANOAXMENHY PAPMAKEYTIKHX AI'QI'HX
AOT'Q AAAATHX THX XYPIITAX AOXOAOI'TAX

A&ty emayyehpatio vyeiog,

H UCB Pharma SA, cg cuopgpovia pe tov Evponaiké Opyovioud Gapudkmv kot tov EGviko
Opyaviopo @apudkov (EOD), Ba 10eke va cag evnuepdoeL GYeTIKA pe To €61G:

Xovoyn

Mo véa oOpryya docoroyiog Tov S ml mov yopnyel émg kot 500 mg woopov
owAvpatog AePetipokerapng (Keppra) ko ypnowpomoleitol o€ maiond
nMkiog amo 6 pnvov £0g 4 etov (Prain Tov 150 ml) 6o avrikataotios
ovpLyyoa 00coroyios AePetipakeTauns tov 3 ml, n omoia yopnyel £ KM
300 mg iePeTipaxeTapng.

Katd ™ ovvrayoypdenoen kor T yopnynon Tov TOGIHOV OLOAVNOTOG
Aefetipokeraung (Keppra) pe t véa copryyo tTov S ml, evijuepOGTE TOVG
PPOVTIOTES GYETIKA 1E TNV GALOYN GTOV OYKO TNG GVPLYYOS 6060A0YiaS. O
@povtiotég O0a Tpémer va Aafovv 001yieg OYETIKA PE TN 6OOTH 6061 Kol TOV
TPOTO PETPNONG TNS 6OOTNS 6001C g TN 6vpLyya TOV S ml. O ppovTioTEg
00 Tpémer emiong va €000 000V oyeTIKA pE TIS emumAfov owPadpiocers Tov
0,25 ml wov SwwBéTer i) véa ocvpryya Tov 5 ml o€ 6OYKpLoN HE TN GUPLYYO TOV
3 ml.

Yvpufovrevote TOVg QpoOvTIIoTES v owPdoovy TS oonyieg oto DOALO
Oomnov Xpnong (POX) oyeTIKA PE TNV AVEYVAOPLGT] TOV G UEIOV KUl TOV
CUUTTOUATOV TOV TPOKUAEL | VIEPOOGOLOYIN AEPETIPUKETANUNS, KOODS KoL
OYETIKA PE TO TL TPEMEL VA KAVOLY GE QVTNV TNV TEPITTOOT, OALL KU1 UE TO
OGS VO, YPNOLHOTOL0VY Kt va KaBapilovy T ovpryya.

YnopaOpo oyetikd pe to {NTnpo aoc@aireiog

H AePetipaketdun (Keppra) evosikvotor og povobepaneio TNV VIILETOTICT TOV ETANTTIKOV
Kpicewv e0TOKNG EvapEng Le N xwpig devtepoyevn] Yevikevon og eVAIKES Kal ep1ovg niukiog
and 16 etV pe veodwyvoobeica eminyia.

H AePetipaketdun (Keppra ) evdsikvotol g GOUTANPOUOTIKY 0y®YN
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®  OTNV QVTIHETAOTION TOV ETANTTIKOV KPIGEMV EGTIOKNG EVOPENG LE 1) YOPIG OEVTEPOYEVT
vevikevon g eviAkeS, epnfovug, modid kot Ppépn nAkiog amd 1 unvog pe emanyio.

®  OTNV QVTILETMOTIOT TOV HVOKAOVIKAOV KpicemVv 6g eviiMKeS ko eprfoug nAkiog and 12 etodv
LLE VEAVIKT] LVOKAOVIKT ETANYioL.

®  OTNV QVTIUETOTIOT TOV TPMOTOTOOMG YEVIKEVUEVOV TOVIKOKAOVIKMV KPIGEMV G€ EVIIAIKES Kot
epnpovg nikiag amd 12 e1dv pe 10101001 yeviKeLIEVN EmANYiaL.

Mia omd T1g Tpelg d1abéoies popeic Tov TdG1ov dadlvpotog AePetipakeTaung (Keppra) twv
100 mg/ml o6& proAn Tov 150 ml repthapPdaver o cvpryya docoroyiog twv 3 ml Kot
npoopiletar yia ypron o€ madd niikiog and 6 unvov €og 4 etdv. H chptyya docoroyiog twv

3 ml (mov yopnyel ém¢ ka1 300 mg AePetipaxetdung) avrikadiotator omd po cupLyyo
docoroyiag twv 5 ml (mov yopnyet £o¢ kot 500 mg AePetipaketdunc). [apodti n véa cOpryya tv
5 ml dwBétel draPfabuiceic ava 0,1 ml, dwbéter eniong emmpocheteg dSoPabuioerg Twv 0,25 ml,
o€ ovykplon pe ) ovpryya tov 3 ml. Avatpé€te otov [livaka I mapaxdto yio meplocoTePES

TANpoPopies.

Mivakag 1: Alagpopég peTagu TnG ouplyyag doooAoyiag 3 kal 5 ml yia ao0eveig
NAIKiag a1rd 6 pnvwyv €wg 4 ETWV YIA T XOPRYNON TOU TTOCIHOU
SiaAuparog AeBeTipakeTdung (Keppra) (@1dAn Twv 150 ml)

[Moid ocvpryye docoroyiag Tov 3 ml Néa cvpryya docoroyiog Tov 5 ml
Mopopég @ 11mm 211,20 +0,25mm
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Evoeielg A76 0,3 ml éwg 3 ml pe pecodactipoto An6 0,3 ml éwg 5 ml pe pecodoctpoto TOV
dwafadpiong tov 0,1 ml 0,1 ml, kot o6 0,25 ml éwg 5 ml pe
pecodiootnuata tov 0,25 ml.
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IMoia ovpryyo docoroyiog Tov 3 ml Néa cvpryya docoroyiog Tov 5 ml
E&mtepkn
cvoKevacio l, S ’,
100 mg/ml 100 mg/ml
mooipo didhupa mooipo SidAupa
NeBeTipakerapn AeBeTipakeTapn
Ma maibia nAwiag 6 pnviov éwg MNa muﬁt'd nAwiag 6 pnvwv £wg KaTw
KATW TWv 4 £TCV. TWV 4 ETWV.
150 ml 150 mi

Ao oToparog Xpiy

Xpnaipotmomare u% ™ olptyya

Twv 3 ml mou mepAdupgverar o

CUCKEUQTia 5 ¢ Amo afépc:.nog xprion Xpnoipotmoiore
pévo T olpryya Twv 5 ml mou

nepthapfdaveral o ouokevaoia.

[-] |-

Ov mAnpogopiec TPOIOVTOG, GULUTEPIAOUPOVOUEVNG TNG OTOLXELMIOVS Kol TNG €EMTEPIKNG
GLOKELAUGIOG, EVILEPDOVOVTAL OCTE VAL AVTIKOTOTTPILOVY QTN TNV AAAYT).

Ynrdpyer evoeydpevog kivouvog AavOacHEVIG GAPUAKEVTIKNG Oy®YNG AOY® TOV OAAAY®OV TOV
oyxetiCovtar pe 1 ovpryye S0GOAOYIOG YL OUTH TNV HOPON TOV TOGUYOL  SHADUOTOC
AePetpaketaung (Keppra). H vrepodoroyia pe AePetipoaketaun (Keppra) Adyom AavBaoupévng
QOPUAKEVTIKNG ay®YNS Hmopel va odnynoet o vvnida, di€yepor, eMOETIKOTNTA, KATAGTOAN TOL
EMITEDOV GLVEIONONG, KATAGTOAN TNG avamvon|g kKot kopa. [Tepiocdtepeg mAnpopopie oxeTIKA pe
™ Jwyeipon G VIEPOOoGorOYiag vmdpyovv oty moapdypoeo 4.9 g Ilepiinymg tov
Xapakmpiotikadv tov [Ipoidvrog (ITXIT).

Katd t cvvtayoypdenon kot yopnynorn tov mocipov dtdvpatog Aefetipaxetaung (Keppra) pe
) véa upryyo Socoroyiag Twv S ml oe Toudid nAkiog amd 6 unvov £0c 4 £TOV, 01 POVTIOTESG Ha
TPEMEL VO EVIULEPDVOVTOL GYETIKA LLE TNV OAAXYT] GTOV OYKO TNG GUPLYYOS Kot Yo TIG TPOcheTeg
dwPabuicerg twv 0,25 ml ot véa cOptyya. Oa mpénet emiong va £100TO0VVTOL OTL TPETEL VO
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dwpdoovy T evnuepmpéves odnyieg oyeTkd pe T ypnon g véag cvpryyag tov S ml yuo ™
HETPT O TG KATAAANANG 0o Yo ToV 0cBeviy 6to DVHALO Odnyudy Xprong.

Ot ppovtiotéc Ba mpémetl emiong vo. EVILEPDOVOVTOL GYETIKA LE TIC EVIUEPMUEVES 00MYiEG GTO
®VvAho Odnyidv Xprong mov aeopovy Tov kabapiopd g ovpryyos. H cOpryya Bo mpénel va
KkaBapiletan pe Ekmhvon pe kpHo vePO Kol LETAKIVNOT TOL EUPOLOV APKETEG POPEG TPOG TOL EMAV®
KOl TPOG TO KAT®, OOTE Vo aviAeiton xor vo e&mbeitan 10 vepd, ywpig dymplopd TV
2 e&aptnpdtov.

Agv vapyovy aAAAYEG OTIG GUPLYYESG O0GOAOYING GTIG AKOAOVOES LOPPES TOL TOGLOV SLOAVILOTOC
AeBetpoaketaung (Keppra ):

o  O14An tov 150 ml pe ovpryyo docoroyiag Tov 1 ml (yio mwadid nAkiog and 1 €wg 6 unvav),
o  O14An tov 300 ml pe ovpryya docoroyiag Tov 10 ml (yio moudid nikiog 4 €TV Kot dvo).

Avooopd mOavoLOYOOUEVAOV OVETIOVUNTOV EVEPYELOV

Ot emayyelpotieg vyeiag Oa mpémet va avapépovy kdbe mhoavorloyoduevn avemBount evépyela,
CUUTEPIAAUPOVOUEVOY TOV GPOALATOV  QOPUOKELTIKNG aymyns otov EBvikd Opyavioud
Oapudxkov, Tumua AvemBduntwv Evepysiov, pe v vrofoin g Kitpivng Kdprag pe tovg eéng
TPOTOVLG;

*  Hiextpovikn vmoPorry g Kitpwwng Kdéptag péow g 1otoceridog tov EOD
http://www.eof.gr/ 1 anegvBeiog http:// www kitrinikarta.gr

o Yapmon, HEGm Tov EELTVOL KIvNToD GOG, TOL ToPoKAT® Kmdkod QR, yio va petafeite oty
1otocelMda http://www.eof. gr, yio ™) cvunAnpoon g «KITPINHE KAPTAX».

*  'Evtumn popen amocsTtoAn HEcm toyvdpopeiov, atedds, oto Tpunua Avembountov Evepyeidv
tov EO® (Mecoyeiov 284, 15562) mAépwvo emikowvoviag: TnA.: +30 2132040337.

Ynev0vvog emkovoviag eTorpeiog

Ed&v éyete anopiec, emkowvovnote pe 1o UCBCares:
Tniépmvo 21099 74 200

Email UCBCares.GR@ucb.com

Mg extipnon

NiwkOAaog NMoavaylwtonoulog lwavvng Kokkotog

Torkdg YrievBuvog Emtikovwviag yia Inthpota Noppog Ekrpdowrnog UCB AE

Qappakoenaypunvnong tng UCB A.E.



