@vAiro oonYLOV ypions: IIinpoopics Yo Tov a.60evi)

Fintepla 2,2 mg/ml wéowpo drariopa
PeEVQAOVPOLiV

vTo @AapuraKo ovTd TEAEL LTO CLUTAN PO UATIKT TOPAKOAOVONGT. AvTd Ba emTPEYEL TO YP1YOPO
TPOGOIOPIoUO VEDV TANPOPOPLDY acPireloc. Mmopeite va, fondnoete LEGm g avapopdic Thovmv
AVETIBOUNTOV EVEPYEIDV TOL EVIEXOUEVMG TOPOLGLALETE 01 10101 1 TO Tadi cog. BA. 1éhog g
TOPAYPAPOL 4 Y10 TOV TPOTO OVOPOPAS OVETLBVUNTOV EVEPYELDV.

AP aoTE TPOGEKTIKA OLOKANPO TO QVAAO 00NYLOV YPTONS TPLY EGEIC 1| TO TONOL GUG OPYICETE VA
TAiPVETE OVTO TO PAPROKO, HLOTL TEPIAUPPAVEL CNUAVTIKEG TANPOYOPIES VIO COC.

- dvraEte avTo To EOALO 0N YDV Yprione. Towg ypelaotei va to dofdcete Eavda.

- Edv éxete mepoutépm amopieg, pOTAGTE TOV YLOTPO, TOV PUPLOKOTOLO 1 TOV VOGOKOWO GOG.

- H cvvtayn yio avtd 1o appako xopnynnke amokAEIGTIKA Yio GOG 1 Y10l TO Tadl cog. Agv
TPENEL VO, ODCETE TO PAPLOKO 0 AAAOVG. Mmopel var Tovg TpokoAEoetl PAAPT, akoOpa Kot OTav
TO GUUTTOUOTA TG AcOEVELAS TOVC glvar (o pe Ta S1KA GO 1) TOV TS0V GO,

- Edv mopoatnpnoete o €64¢ 1 670 Todi oog KATO0, AvemOOUNTN EVEPYELX, EVILEPDGTE TOV
YTpd, TOV QUPULOKOTOL0 1) TOV VOGOKOUO 6ac. AVTO 1oyvet Kot Yo kéOe mbovr avemBountn
EVEPYELDL TTOL OEV AVOPEPETUL GTO TOPOV POUAAO 0dNYIOV ¥pHoNS. BAéme mapdypoeo 4.

T tepréyer 1o mTapév A0 00N YLOV:

T eivon to Fintepla kou mowa givo 1 gprion tov

T wpénel va yvopilete mpv ecgic | To mandi cog ndpete to Fintepla
[log va ndpete to Fintepla

[MBavég avemBounteg evépyeteg

[Mog va puidooete to Fintepla

[epieydeva tng cuokeLAGIOG Kot AOITEC TANPOPOPIES

ok wnE

1. T givan To Fintepla kon wova givon 1 yp1on tov

To Fintepla mepiéyet tn dpactikn ovcia pevprovpapivn.

To Fintepla ypnopomoteiton yio m Oepaneio kpicemv o€ acbeveic niikiog 2 TV kol Gve o1 omoiot
nwdoyovv gite and vav TOmo emAnyiog Yvootd og cvvdpopo Dravet gite and Evav THmO YvOGTO G
ovvdpopo Lennox-Gastaut. Mropei va fondnoet ot peicoon tov apifuov kot g cofapodtntog TV
Kpicewv.

O tpdmog dpdong tov Fintepla dev etvar mAnpwg yvmotog. Qotdc0, eikaletar 0Tt dpa avédvovtag T
dpaOoTNPIOTNTO GTOV EYKEPUAO IO PLGIKNG OLGIOG TOV OVOUALETOL GEPOTOVIVI KOl TOL VITOSOYEN
olypa 1 ko1, evdeyopévmg pe Tov TpOmo auTd va ETLTVYYAVEL HEIOT TOV KPloE®V.

2. T npémer vo yvopilete Tpwv gogic 1 To modi cog wapere To Fintepla

Mnyv népete to Fintepla og nepintwon mov:

o €ogig M 10 Todi oag Eyete aldepyia ot PeveAovpapiv 1 o€ 0To100MTOTE GALO aTd T GAAL
OVOTOTIKG TOV QopudKov (avapipovtal TNy Tapdypapo 6)

. €oeig N 1o moudi cog avTipeT®milete KATo10 KapdloAoyikd TpoPAnua dnwg «BorPidkn
KOPSOTAOEI 1| «TVEVHOVIKT] APTNPLOKT VITEPTOOT (VYNAN TESN OTIG APTNPiES TOV
TVELUOV®V)

. €ogig M 10 Todi oag EYETE MAPEL PAPHOKO TO OTO10L OVOUALOVTAL OVOGTOAELG TNG LOVOULUIVIKNAG

o&vddong Katd Tic TeAevtaieg 2 efdopadec.

Mnv mépete 10 Fintepla edv kdmoto and ta mopamdveo 1oyveL 6T Ok 6og mepintmon. Eqv &xete
appipoliec, ansvbuvbeite otov yaTpd, TOV PAPUOKOTOL 1) TOV VOGOKOUO oG TTpty mapete To Fintepla.
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IIpog1domon)6ElS Kol TPOPUAGEELS

AmevBuvbeite oToV Y10TPO, TOV POPLAKOTOLO 1 TOV VOGOKOWO Gag TPy mhpete to Fintepla edv:

o €ogig M 10 Todi cag £yeTe YAADK®UO

. €0gig M 10 Todi 60Gg EKONADGUTE CKEYELS CLTOTPOVLOTIGLOD 1] OVTOKTOVIOG

. €ogig M 10 Todi 6o TAIPVETE KATO10 PAPUAKO YVOOTO MG KUTPOETTASIVY, TO OTO10
ypnopomoteiton yio tn Bepameio aALEPYLOV 1| ©C deyepTiKd TG dpelng.

Evnuepaote tov y10Tpo, TOV QUpLOKOTOLO 1] TOV VOGOKOHO GG EAV KATO10 A0 TO TOPUTAV® 10YVEL
Yo €60¢ 1 To Todi cag (1 edv Exete apueiBoriec) mpv mdpete To Fintepla.

Eetdoeig ko £reyyol

IIpotob eogic i) To Toudi cog apyiocete va maipvete to Fintepla, o ylotpog cog Oa mpémetl va eAEyEet TNV
Kapdld cag pécsm vrepnyokapdtoypaenpatog (ECHO). O yatpdg Ba ehéyEet edv o1 BarPideg tng
KapALAG AELTOVPYOVY GMGTE KOl OTL 1] TTEST) OTNV opTnpio LeTay Tng Kopdldg Kol TV TVELUOVAOV JEV
glvar ToAD vyMAN. Amod TN oTIYU oL £Ggic 1| TO Tadl cog Eekvnoete va Taipvete To Fintepla, Oa
VoPdAlecte Gg LITEPNXOKAPIOYPAPN LA KAOE 6 PUNVEG KATA TO TPATA 2 YPOVIL KO, GTI] GUVEYELD, Mo
@opa eoime. Xe mepintmon dakomng g Oepamneiag pe to Fintepla, ecgic 1] To madl cag Oa mpénet va
vroPAnbeite o VEPNYOKAPOIOYPAPTLOL 6 LHVEC LETA TNV TEAELTALN OOON.

O y10tpdc oag B mpémet emiong vo eAEYyEL TO PAPOG GO TPV AALA KO KOTA TN SIUPKELD TNG
Oepaneiog, kabng To Fintepla pmopei vo cog Tpokarécel andAeia fpovg.

«X0vopopno oEPOTOVIVIIS)

Evnuepdote tov yotpd 1 Tov papuakorold caog tpotov mépete to Fintepla otnv mepintmon mov goeig

1N 10 modi oo TaipveTe PAPLOKA TOV EVOEXETAL VO AVENGOLV Ta EMITESO GEPOTOVIVIG GTOV EYKEPALO

o0G, OLO0TL N ANYT TOV QOPUAK®OY aT®V TovToypova pe to Fintepla evdeyopévmg va mpokarécet

GUVOPONO GepoTovivig, Lo Tanon 1 ool gival ametintikng yio ) (1. Xta @ApuaKe 1oV UTopEl va

avénoovv ta eninedo oepotovivig cvopmeptiapfavovtor:

. 01 «TPITTAVES) (OTMG 1) GOLUATPLTTAVT) — XPTCUOTOLOVVTOL Y10l TNV OVTILETMTICT TNG
Nukpoaviog

. ta, pappake MAOI — ypnoyonotovvtol yia ) Bepameio tng KatdOAyng

. ta, pappako SSRI 1} SNRI — ypnoiponotovvron yia ) Bepameia TG KATAOAWYNG Kot TOV Gy ovg.

20G EPIGTOVUE TNV TPOGOYI OTO EVOEYOUEVO EUPAVIOTG OTUEI®V GLVIPOLOL GEPOTOVIVIG, T OTOTM

nmepAapPdavouy:

e Ji€yepon, moparcOnoeig (av PAETETE TpdyHaTO TOL dEV LILAPYOVV) 1| AoBuuia

®  KOPOLOAOYIKA KOl KUKAOQOPIKA TPOPANUAT, OTMG TOYLKAPSio, QVEOUEIDCELS TG OPTNPLOKNG
mieonc, vynAin Beprokpacio coOTOC, EQidp®ON

® LiKoi omacuol Kol EAAEWYT) GUYYPOVIGLOD

o aicOnpa adwbeciog N adiabecio Kot diéppota.

Evnuepiote apéomc tov y1otpd Gog 0V TOpaTnPieETE KATO0 amd TIG TOPaTdved coPapég
avemBouNTEG EVEPYELEC.

Alho @appoxa ko Fintepla

Evnuepaote tov ylatpd 1 Tov Qopuokomold cag edv e6€iC 1| To Taudl cog Taipvete, ExeTe TPOGPATA
mhpel | propel va mépete aAAa edppaxa, 101t to Fintepla evogyopévag vo exnpedost Tov TpoTo
dpdong opiopévav dAlov eapudkmv. Emiong, opiopéva GAAa papuaKe EVOEYOUEVAOGS VO, ETNPEAGOLV
Tov Tpomo dpdiong tov Fintepla.

To Fintepla umopei va mpokoiécel o€ e60¢ ) T0 Tondi cog vavniia. Evdeyouévac ecgic 1 1o mondi cog
VO VIOGETE aKOUN EvTovOTEPN LIVNALL £V TopaAANAQ. (e To Fintepla maipvete kat dAda @dpuaxoa,
OTMG OVTIKOTOUOATTIKA 1) KATOVIADVETE AAKOOA.



Ewwotepa, evuepmote Tov Y1aTpd 1] TOV QOPLAKOTOL0 GaG GV €0EIC 1] TO Todl Gog maipvete, £xete

TpdGPaTa TAPEL 1] UTopel va. TaPETE:

®  OTIPUEVIOAY, £Va AVTIETIANTTIKO QAPUOKO, KAODE eVOEYETOL VO XPELOCTEL PEION TNG 0OGTG TOV
Fintepla

o «TpuTaveD», Pappako MAOI, SNRI 1; SSRI - BA. mapandve oty mapdypoaeo «ZOvopopo
cepoTovivnoy

o kopPopalenivn, Tpyddvn, prooumikivn, eavoBapfrtain 1| dAla BapPrrovpikd, eavutoivn kot
gpaPpévin, kabamg evdéyetar va ypelactel avénom tng 06ong tov Fintepla.

Eniong piinote otov yuorrpd 1 Tov QapuaKkonold cog eav 6€IC 1) T0 maldi cog kamvilete, Kadmg
gvdéyetan va, ypelaotel avénon g 66ong tov Fintepla.

Kinon ka1 Oniaopog

Edv eoeig 1 10 moudi oag iote £ykvoc, vouilete 0T1 €6€ic M) T0 Tondi o pmopei va, €ioTte £YKLOG 1)
gogig N 1o modi oag oyedialete va anoktnoete wondi 1 ONralete, (ntote T cupPovAn Tov YiaTpoh
GOG TPLV TAPETE AVTO TO PAPLLAKO.

001yN o1 Kot YEPIOUOS PN AV LATOV

MuMoTE GTOV YIOTPO GOC GYETIKA LE TNV 001 YNOT) KOl TOV YEPICUO UNYOVIUATOV 1] GV €0EIC ) TO
701 GO OGYOAEISTE e OPACTNPLOTNTESG OTMG TNV TOONANGI 1) GAAL aOA T, S1OTL EGEIG 1) TO TTOdl
G0G Umopel va VIDGETE LITVNAMA 0pOV TAPETE TO PAPLLOKO OVTO.

To Fintepla wepiéyer a@vi-vopo&uPevioiké vatpro (E 215) ko pe@vi-vopo&ufevioiké vatpro (E
219)
Mmnopei va TpokoAEsel aALepYIKES avTIdpdoels (TBavdy e KabBvoTtépnon).

To Fintepla mepiéyst Ogiov dro&gidro (E 220)
Mmnopei omdvio va TpoKaAEceL avTdpaoelg viepevatsnciog kKot BpoyydcTacyo.

To Fintepla wepiéyel yAokoln

Mmopei va etvor emPAaféc Yo Ta dOvTiaL.

Av 0 Y10TpOG 0aG 0hG £xEL EVIUEPMTEL OTL £XETE duaaveSia Yo OPIOUEV GAKYAPA, EMKOIVWOVIOTE LE
TOV Y1Tpd GG TPV VO TAPETE AVTO TO PAPUOKEVTIKO TPOIOV.

To Fintepla wepiéyel varpro
To eappaxo ovtd mepiéyel Aydtepo and 1 mmol varpiov (23 mg) avd 12 ml, eivor avtd mov
ovopalovpe «ehevBepo vaTpiovy.

3. Iog va wapete to Fintepla

[Tavtote va maipveTe To PAPUOKO CLTO CVGTIPE COUPOVO. LE TIG 0dNYiEG TOV Y1OTPOV, TOV
POPLOKOTOL0V 1] TOV VOGOKOHoL cag. Edv &xete appifoirisc, pwtiote Tovg.

[éco @appoxo vo wapete

e  Ba cog movv woca ml wpémel va mhpeTe og KAbe dOOM.

o [ldpte 10 PappOKO OO POPEG TN UEPQL.

e O ytpog oag Oa Egkivnoel T 01Kk Gog oy@yn 1 TOL oS00 GOg PE YoUnNAn 06on. H door pmopet
va ovénbei otadioxd, avaroya e T0 TOGO UTOTEAEGUOTIKO EIVOL TO QAPILOKO KOl TV EXIOpACT
OV €YEL € EGAC | TO AL GOGC.

o H péyiom mocdtnto, mov pmopeite va ndpete ivar 6 ml dVo Qopég nuepncing.

Av Taipvete oTIPIEVTOAN, 1| LEYIOTH TOGOTNTA TOL UTOpEite Vo, mapeTe eivar 4 ml 600 popég
nuepnoing.

o  Mnyv mdpete peyaddtepn and T CLVTAYOYPUENUEVN dOGT, KHOMG UTOPEl VO 60G TPOKAAESEL
coPapég mapevépyeLec.



ANy 0vTOL TOV PUPRdKov

ITapte owtd TO PhppoKo amd 10 GTONA.

[Tapte to papuaxo poli pe To eoynTo 1 HeTaED TV YELUAT®V.

To ndéoyo ddhvpa Fintepla eivar copfato pe ketoyovikn dlotta.

To @dppakxo etvar vypd. XpnoomomoTe TIg GUPLYYES Yo XOPYNoN 0md TOV GTOUTOS Y10, VL.
UETPNGETE T OO0, OTMG TEPLYPAPETOL TAPAKATM.

Xpnowonotote TV mpdoivn cvptyya tov 3 ml yio d6ceig £mg 3,0 ml.

Xpnowuonomote ) poP cvpryya twv 6 ml yio, 86ceig amd 3,2 ml £wg 6,0 ml.

To ndéoyo diddivua Fintepla eivar copPatod pe Toug TeplocdTEPOVS EVIEPIKOVS CMANVES GITIONG.
I vo Eemhbvete Tov c@ANVA GITIONG, YEUGTE TN SOGOUETPIKY GUPLYYO LE vEPO Kot EETAVVETE TOV
ocova. Emavolafete 3 popéc.



Zopryya 3 ml - mpdoivn Zopryya 6 ml - pof3

1L




Inuetnote Téve 6To KOuTi TNV nuepounvia
OV avolEATE T PLAAT Y10 TPAOTN POPd.

Tnv Ttp®T™ Popd oV HBal ¥PNGIUOTOMGETE TN
P18 Bo Tpémel vo EQaPUOCETE TOV
nwpocappoyén. Ot Tapakdtm odnyieg enyovv
MG VO, EQAPUOGETE TOV TPOCUPLOYEC.
TomoBétnon tov mpocopuoyéa praing:

Kotd 10 mpdTo dvotypa e elaing o
TPOGOPUOYENS PLAANG TPEMEL VoL mBeiTON
EVTOC TNG QLAANG.

[T\ Ovete kat 6TEYVOOTE TA YEPLOL GOG,
Aopapéote ToV TPOSapUOYEN PLAANG ol TN
GLGKEVAGIO TOV.

TomoBetnote TN PLAAN G€ emimedn, oTabepn|
EMPAVELQL.

Avoi&te ) eLoA.

Kpatnote otabepd tn idan.

EvBuypoppiote tov mpocoppoyéa raang pe
TNV AvVOLYTH KOPVLEN TNG PLIANG.

[Tiéote Tov TpocapuoyEa PLAANG OTN PLAAN
UE TNV TOAGUN oag Emg GTOv O
TPOGOPUOYENS EPAPUOCEL KAAL GTIV KOPLON
™me PLOANG.

Aonote ToV TPOGapUOYEN LEGO GTN LAAN
HETE TN (P|OT] TOV QUPUEKOU.

B1ddote 10 KOTAKL TN QLAAT 0QTIVOVTOG TOV
TPOCUPHOYEN LEGO OTT) OLAAT).

Anym 100 popucrov:

[Ipotob petpioete T doom, PePormbeite 6T

70 £UPoro £xel e16EABEL KOAG GTO E0MTEPIKO

™G GVPLYYOS.

Kpamote ) ¢uoin pe to edppoko otadepd

G€ Lo GKANPT, EMITEDT ETPAVELQ.

[Tiéote Vv dxpr g cLPLYYOS Yo Yoprynon

07t0 TOV GTOWOTOG GTOV TPOGUPUOYEN PLAANG
UEYPL TELOVG.



Kpamote ) oOptyya yio yopriynomn amd Tov
OTOLOTOG KOL TN PLAAT EVOUEVES KO
avomodoyvpioTe TEC.

Tpapnére apyd to EpPoiro yia va
OVOPPOPNCETE TN COGTH 0O0T).

Kpamote ) cOpiyya kot ™ QLaAn evopéveg
Kot yopiote 16 Eava o 0pOla Béom).
Kpatdvtog otabepd ) orodn, tpafréte
OmoAd TN cOPLYYO Ao TOV TPOGAPLOYEN
PLAANG.

TomoBetnote TNV dKpM TNG GVPLYYOS Yid
YOPNYNON OO TOL GTOUNTOG GTO EGMOTEPLKO
NG TOPELIS TOV 0.oOEVODG.

[Tiéote amaid to pPoro péypt T€Aovg. v
dkpn g ovpLyyag Ba Tapopeivetl Evog
iKpoG 0YK0G. AvTo givol puGLOAOYIKO.

Mnyv exto&evete pe SOVOUN TO PAPLLOKO GTOV
Adpoyya 016TL LITAPYEL KIVOLVOG TVIYLOD.

TomoBetiote Eavd To KATAKL OTN ELAAT KO
Bddote To TANPOC.

No aprvete TivTOTE TOV TPOGOUPLOYEQ
TomofETNEVO GTN QLAAN.

KaBopiouog g avpiyyog:

HemAOVETE TN GUPLYYA YO YOPNYNOT| 0O TOL
oToHOTOG e KaBapd vePO Kt QN OTE T V.
OTEYVMOOEL GTOV 0€Pa LETA omd Kdbe ypnon.
HeMAOVETE TO ECAOTEPIKO TG GVPLYYOG KOl TO
éupoiro.

Mmnopeite va avappo@noeTe 6T cVPLYYO
KkaBapo vePO YPNOLUOTOIOVTAG TO EUPOLO KoL
Vo 10 aQopéote mELOVTOG TN cLPLYYA
OPKETEC POPES DOTE Vo KaBaPLoTEL.
Mmnopeite va. daympiote To EuPoro and ™
ovplyya dote vo EemAbvete kdbe Tunpa.
Eival ac@aréc va mhévete T olpLyyo. Kot TO
éUPBoro 6TO TALVTAPLO TATOV.

Tb660 1 cVptyya 660 Kot To EPPoro Ba Tpémet
va. glval EVIELMG GTEYVA TPV Ao TV

EMOUEVT YPNON.



Eav gogig 1] T0o mo1di 6ag mapete peyarvtepn d6on Fintepla amd tnv kavovuki)

Emkowwvnote pe évav yatpd 1 anyaivete apéowg oto vosokopeio. Ildpte T cvokevacio tov
oapudkov pali coc. Evdéyetor va epeaviotovy ot akorlovbeg evépyeles: di€yepon, vtvniia 1 chyyvon,
e€ayelc N aiocOnpo Kadoov, piyog Kot epidpmaon.

Edv gogig 1 To ma1di cog Eeydoete va mdpete To Fintepla

o [ldapte 10 apéomc uoOALG To Buundeite. Qotdco, £dv TANcAlel N dpa Yo TNV EXOUEVT dOOT),
mapoleiyte T 060N TOL EEYACATE.

e  Mnyv ndpete dSumAn dOON Y10, VO OVATANPAOCETE TN d00T TOV EEYAoATE.

Edv gogic 1] To mandi cog otapotioste va naipvere to Fintepla

Mnv ctapatioete va maipvete to Fintepla ywpig va cuppovievteite tov yiatpo cag. Edv o yiatpog
00G ATOPUCICEL OTL TPEMEL VO, GTALOTIGETE VO, TAIPVETE 0VTO TO PApLako, B (nmoet and e5dg N T0
701 GO VO LELDGETE GTOAIKA TNV dOGM TToL Taipvete kdbe pépa. H otadiakn peiowon g d6ong Oa
EAATTMOOEL TOV Kivouvo Kpicemv ko Status epilepticus.

"E& pves petd v tedevtaio 66om tov Fintepla, eoeig 1) to moudi oog Oa yperactel vo voPfinbeite o

VIEPNXOKOAPOLOYPEPTLLO.

Edv &yete meprocdTepEg EPOTNGELG GYETIKA LLE TN XPTOT] CVTOV TOV POPUAKOV, POTNGTE TOV YLOTPO,
TOV (POPUOKOTOL) 1] TOV VOGOKOWO GOG.

4, IIBavéc avemBOuNTES EVEPYELEG

Onwg 6ha To eApuaKa, £TGL KOL AVTO TO QAPUOKO LITOPEL VO TPOKAAESEL AVETIOOUNTEC EVEPYELES, AV
Kot 6gv Tapovctdlovtal 6 GAOLG TOVG AvEPMOTOLG.

2vvdpouo Dravet

oAb ovyvég: evdéxetan va ETnpedcovy Tepiocotepa amd 1 ota 10 dtoua
. Aolp®wén g avdTEPN OVOTVEVGTIKNG 0000

pelwpévn opekn

vTvnAia

duappoia

vynAn Bepuokpociol

aicOnpa kdémwong, vavniiag | advvouiog

YOUNAOTEPN YALVKOLN aipaTog

U1 QLGTIOAOYIKO VITEPTXOKAPSIOYPAPT LLOL

Yuyvég: evdéyetar vo ennpedcouvy éo¢ 1 ota 10 dropa
Bpoyyitda

1N GLGLOAOYIKT] GCUUTEPLPOPA

YPNYOopES oAAayEC dtabeomg

embeTicOTTO

diéyepon

abmvia

TPEUOVAO TAOV YEPLDV, TOV PPAYLOVAOV 1) TOV TOJIDV
TPOPATLO LE TOV CLVTOVIGUO TOV KIVACE®V, TN PAdion Kot TNV 1c0ppoTtio
UELOUEVOG LTKOG TOVOG

Kkpioelg

Kkpioeig peyaing ddpkelag (status epilepticus)
Mbapyog

anmAgLn Bapovg

dvokototnTo

VIEPEKKPLOT) GLEAOL



o TPOLOKTIVY aipoTog avENUEVN

2vvdpouo Lennox-Gastaut

oAb ovyvég: evdéxeTan va ETNpedcovy mepiocotepa amd 1 ota 10 dtoua
. ddppota

€UETOC

AOlH®EN TG VOTEPNC OVOTTVEVLGTIKIG 000V

aicOnpa kémwong, vavniiag | advvouiog

vTvnAia

ammAeln Opeéng

Yuyvég evdéyetar vo, ennpedcovy Eo¢ 1 ota 10 dropo
SVOKOIAMOTNTA

VIEPEKKPLOT GLEAOV

Bpoyyitoa

ypinn

mTvevpovia

TTAOON

ATMOAELN BAPOVG

Kpiocelg

Kpioelg ueyding didpketag (status epilepticus)
MBapyog

TPEUOVAO TV XEPLOV, TOV PPayldvev 1 TV TOSIDV
TPOAOKTIVI aipoTog avENUEVN

Evnuepdote tov y1otpd, TOV @OpUOKOTOL0 1] TOV VOGOKOUO GOG EGV TOPATPNGETE KATOLM OO TIC
npoavapepBeioeg avemBOunTEG EVEPYELES.

Ava@opd avemBOunTmv gvepystav

Edv moapatnpnoete kamowo avemBountn evépyela, EVINUEPOOTE TOV YLOTPO 1 TOV (QOPLUKOTOLO GOC.
Av10 1oy0et kot Yo Ka0e mhav avemBounTn vEPYELD TOV OV AVAPEPETAL OTO TOPOV GUALO 0N YLDV
xpnons. Mmopeite emiong va avoeépete avemBountec evépyeleg omevbeiog, pécm tov eBvucon
ovoTipatog avagopds: EGvikdg Opyaviopog @apudkmv, Meooyeiwv 284, 15562 Xolapydc, ABnva.
TnA.: 213 2040380/337, lotdtomoc:

http://www.eof.qgr.

http://www.Kitrinikarta.gr

Méow ™G avapopdg ovemBounTov evepyelmdv UTOpEiTe va Pondnoete otn GLAAOYY TEPICCOTEPWOV
TANPOPOPLDY GYETIKA LLE TNV OCPAAELY TOV TOPOVIOS POPLUAKOV.

o

IIog va pvrdccete To Fintepla

o To @dpuoko avtd TPEMEL VO PUAAGGETAL GE LEPT TIOV OeV TO PAETOVY Kot Ogv To POAvVOLV TO
TodLd.

e Na pn xpNOHOTOIEITE AVTO TO PAPUOKO PETH TNV NUEPOUNVIR ANENG TTOL AVAPEPETAL GTO KOVTI

Kot 6T ELAAN petd v évosién AHEH/EXP. H nuepounvia AnéEng sivor 1 tehevtaio nuépa tov

UVO, TTOL OVOQEPETOL EKEL.

Mnv yoyete N KATOWYOYETE.

XpPNOIUOTONGTE EVTOC 3 UNVAOV A0 TO TPMOTO AVOLYUA TG PLOANC.

EemAévete T cOptyyo uetd omd kabe ypnon.

Av 1 olpryyo yabei 1| kaTaoTpagel | av dgv umopeite vo SLoPACETE TIC S0GOAOYIKEC EVOEIEEIC TTOV

avaypaQOVTaL 6T GUPLYYW, YPNCLOTOMGTE LItk GAAT] GUPLYYO OO AVTEG TOV TAPEYOVTOL GTN

GLOKELOCIN 1) WIAGTE GTOV (POPLOKOTOLO GUGC.


http://www.eof.gr/
http://www.kitrinikarta.gr/

e Mnv netdite GAPLOKA GTO VEPD TNG OMOYETELGNG 1| GTA OKLOKA amoppippata. Potmote tov
QOPLOKOTOLO GOC YOl TO TS VO TETAEETE TOL PAPLLOKO TTOV OEV YPNOLUOTOLELTE Mol AVTd TOL LETPOL
0o Bondnoovv oy Tpoctacia tov TePPEALovTOC.

6. Ilepreydpeva TG GVGKEVLUGINS KOl AOUTES TANPOPOPIES

T wepréyer To Fintepla
H dpactikn ovoia givar 1 pevprovpapivn. Kabe ml mepiéyet 2,2 mg pevorovpopivng (g
VOPOYAMPIKT PEVOAOVPOUIVT)).
Ta dAlo cvotatikd sivan:
o ABvA-mapadopoluPevioirkd vatpio (E 215)
MebvA-mapadopoluPevioixd vatpio (E 219)
Yovkparoln (E 955)
Yépo&vaibvrokvttapivny (E 1525)
Dwoeopwko vatpio (E 339)
Pwoceopiko dSwatpro (E 339)
Apopatikn ovcia kepaclod 6e oKOVN:

0 Apoapiko kopu (E 414)
IMokoln (apapocitov)
Bev{oikdg abBvrectépog
DuoKd OPOUOTIKE TUPUCKELAGLOTO
DVOIKEG APOUATIKEG OVCTEG
Apopatikég ovoieg
MotodeEtpivn (apafocitov)

0 Ociov dwo&eidio (E 220)

Kdéiwo xirpko (E 332)
o Kitpiko 0&O povoddpikd (E 330)

"Yomp o evéoipa

OO0OO0O0OO0OOo

Epg@évion tov Fintepla kon mepreyépeva 1ng cvokevaciog
o To méoo ddivpa Fintepla drotifeton g S1avyég, dypmpo, ELapP®S ToyOPEVGTO VYPO LLE YELGON
KEPAGLOV.
e To durlvpa dwtiBetan 6e Aevkn ELIAN pe amapaPiacTo TOUN AcPAAELNS Y10 TOLOLE.
o KdéBe xovti mepiéyer gite:
0 Mia @idAn mov mepi€yetl 60 ml TOGYOV STHADLOTOC, EVOV TPOGAPUOYEN PLAANG, dVO
ovpyyeg tv 3 ml yuo yoprynomn and tov otopatog pe defabuiceig 0,1 ml kot dvo
oOpryyeg tov 6 ml pe draPabpuiceig 0,2 ml.
0 Mia @idAn mov mepi€yet 120 ml méc1ov S1oAVATOS, £Vay TPOGAPLOYED PLIANG, OVO
ovpryyeg tov 3 ml yuo yoprynon and tov otépatog pe drafabuicelg 0,1 ml ko dvo
ovpryyeg tov 6 ml pe daPabuicerg 0,2 ml.
0 Mia @idAn mov mepi€yet 250 ml wOGIOL SEAVUATOG, EVaV TPOSUPUOYEX PLAATG, 6V0
ovpyyeg tv 3 ml yuo yoprynomn and tov otopatog pe defabuiceig 0,1 ml kot dvo
oOpryyeg tov 6 ml pe draPabpuiceig 0,2 ml.
0 Mia @idAn mov mepi€yet 360 ml mOGIHOL SLHAVUATOG, £VaY TPOGAPLOYED PLIANG, VO
ovpryyeg v 3 ml yuo amd Tov otdpaTog Yoprynon e defabuiceig 0,1 ml ko dvo
oVpryyeg tov 6 ml pe daPabuicerg 0,2 ml.
e  Mmnopei va punv KokAo@opohv OAEG Ol GLGKEVAGIES GTN YDPO GOG.

Karoyog Adcrag Kvkhopopios ko Ilapackevaotiig

Kéroyog Adsrog Kukhopopiag:
UCB Pharma S.A.,

Allée de la Recherche 60,
B-1070 Bruxelles,

Bélyo
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ITapackevootc:

Millmount Healthcare Ltd,
Millmount Site, Block 7,
City North Business Campus,
Stamullen,

Co. Meath,

K32 YD60,

Iphavdia

I"o omoadnmote TANPOPOPIo. GYETIKA LE TO TOPOV POUPUOKEVTIKO TPOIOV, TAUPUKOAEISTE VO
amgvbuvbeite otov Tomikd avtimpdsmmo tov Katdyov g Adelag Kvkiogpopiag:

Belgié/Belgique/Belgien
UCB Pharma S.A./NV

Tél/Tel: + 32/ (0)2 559 92 00

bbarapus
10 CU BU boearapus EOO/]
Ten.: + 359 (0) 2 962 30 49

Ceska republika
UCB s.r.0.
Tel: + 420 221 773 411

Danmark
UCB Nordic A/S
TIf: + 45/ 32 46 24 00

Deutschland
UCB Pharma GmbH
Tel: +49/(0) 2173 48 4848

Eesti
OU Medfiles
Tel: 4372 730 5415

E)ArGoa
UCB A.E.
TnA: +30/2109974000

Espaiia
UCB Pharma, S.A.
Tel: +34/91570 34 44

France
UCB Pharma S.A.
Tel: +33/(0)1 47 29 44 35

Hrvatska
Medis Adria d.o.o.
Tel: +385 (0) 1 230 34 46

Ireland
UCB (Pharma) Ireland Ltd.
Tel: + 353/ (0)1-46 37 395
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Lietuva
UAB Medfiles
Tel: +370 5 246 16 40

Luxembourg/Luxemburg
UCB Pharma SA/NV

Tél/Tel: + 32/ (0)2 559 92 00 (Belgique/Belgien)

Magyarorszag
UCB Magyarorszag Kft.
Tel.: + 36-(1) 391 0060

Malta
Pharmasud Ltd.
Tel: + 356/ 21 37 64 36

Nederland
UCB Pharma B.V.
Tel.: +31/(0)76-573 11 40

Norge
UCB Nordic A/S
TIf: + 47/ 67 16 5880

Osterreich
UCB Pharma GmbH
Tel: + 43-(0)1 291 80 00

Polska
UCB Pharma Sp. z 0.0. / VEDIM Sp. z 0.0.
Tel: + 48 22 696 99 20

Portugal
UCB Pharma (Produtos Farmacéuticos), Lda
Tel: + 351 21 302 5300

Romania
UCB Pharma Romania S.R.L.
Tel: + 40 21 300 29 04

Slovenija
Medis, d.o.0.
Tel: + 386 1 589 69 00



Island Slovenska republika

Vistor hf. UCB s.r.0., organiza¢na zlozka

Simi: + 354 535 7000 Tel: + 421 (0) 2 5920 2020

Italia Suomi/Finland

UCB Pharma S.p.A. UCB Pharma Oy Finland

Tel: +39/02 300 791 Puh/Tel: + 358 9 2514 4221

Kvnpog Sverige

Lifepharma (Z.A.M.) Ltd UCB Nordic A/S Tel: + 46 / (0) 40 294 900
TnA: + 357 22 056300

Latvija United Kingdom (Northern Ireland)
Medfiles SIA UCB (Pharma) Ireland Ltd.

Tel: . +371 67 370 250 Tel : + 353/ (0)1-46 37 395

To mapév ¢vALo 00N LAV YpfioNS avadepOnke Yo TELEVTALIN POPa TOV AvyovasTo 2023.
Addeg TNYEG TANPOPOPLOV
Aemtopepeic TANpoopieg yia To papproko avtd eival dtabéoipeg 6To dikTvakd TOTo ToL Evpmmaikon

Opyoaviopod Gopudkmv: http://www.ema.europa.eu. Yrdpyovv eniong cOvOeopot pe GAAEG
10TOCEAIDEG TTOV APOPOVV oTAViEG achEveleg kot Oepameies.
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	Φύλλο οδηγιών χρήσης: Πληροφορίες για τον ασθενή
	Fintepla 2,2 mg/ml πόσιμο διάλυμα
	Μην πάρετε το Fintepla σε περίπτωση που:
	Προειδοποιήσεις και προφυλάξεις
	Απευθυνθείτε στον γιατρό, τον φαρμακοποιό ή τον νοσοκόμο σας πριν πάρετε το Fintepla εάν:
	Εξετάσεις και έλεγχοι
	Κύηση και θηλασμός
	Οδήγηση και χειρισμός μηχανημάτων
	Μιλήστε στον γιατρό σας σχετικά με την οδήγηση και τον χειρισμό μηχανημάτων ή εάν εσείς ή το παιδί σας ασχολείστε με δραστηριότητες όπως την ποδηλασία ή άλλα αθλήματα, διότι εσείς ή το παιδί σας μπορεί να νιώσετε υπνηλία αφού πάρετε το φάρμακο αυτό.
	Το παρόν φύλλο οδηγιών χρήσης αναθεωρήθηκε για τελευταία φορά τον Αύγουστο 2023.

