Briviact 10 mg emkolvppéva pe Aemtod vuévio dtokia

Briviact 25 mg emxolvppéva pe Aemtod vpévio diokia

Briviact 50 mg emkolvppéva pe Aemtod vuévio diokia

Briviact 75 mg emkolvppéva pe Aemtod vuévio diokia

Briviact 100 mg emkolvppéva pe AeTTé VUEVIO doKia
brivaracetam

AW PaoTE TPOGEKTIKG OLOKANPO TO PUAAO 0ONYLOV YP1ONG TPV UPYIGETE VU TAIPVETE AVTO TO
QPaPROKO, O10TL TEPLAAPPAVEL CNUAVTIKES TANPOPOPIES YIX GUG.

DdvrdEte avTd TO EUALO 0dNYIBV YpronG. Towg ypelaotel va to duPdcete Eavd.

Edv éxete mepartépm amopieg, pOTNOTE TOV YLOTPO 1 TOV QAPLOKOTOLO GOG.

H ocvvtayn yio autd 10 pdppoko xopnyndnke amokAeloTkd yio oag. Agv TPEMEL VO ODCETE TO
QAapproko o€ aAAovs. Mmopel va Tovg TpoKaAEseL PAAPT, aKOUO Kot OTOV TO GUUTTOUATO. TG
ac0éveldc Tovg eivor 101 e T, O1KG GO,

Edv mopotnpnoete Kamoo avemOOunT evEPYELD, EVILEPDOTE TOV YLOTPO 1) TOV PUPUIKOTOLO GOG.
Avto 1oy0et Kon Yo ke mBavi avemBuunTn evEPYELD TOV JEV AVAPEPETL GTO TAPOV GUALO
odnydv yprione. BAéme mapdypapo 4.

T tepréyer To mapév evAro 0dNYLOV:

ogakrwhE

1.

T givon To Briviact kot mota ivan 1 xpriomn tov

T péner va yvopilete npv mapete T0 Briviact

i va mapete To Briviact

[MBavég avemBounteg evépyeteg

[og va pvidooete to Briviact

[epieydpeva tng cuoKeLAGING Kot AOUTEC TANPOPOPIES

T givan To Briviact kon wowa givan 1 (pfion Tov

T eivon o Briviact
To Briviact mepiéyel ) dpaoTikn ovcio brivaracetam. Avikel 6€ Lo OpAd0 QUPUAK®Y TOV OVOUALovTaL
«oVTIETIANTITIKOY. Ta @apuake avTd ¥PNoUOTOOHVTOL Y10 TV OVIILETMTION TNG ETANYiAG.

owa givar n xpnon tov Briviact

2.

To Briviact ypnoionoteitan € eviAikes, proug kot madid niwkiog amod 4 eTov.

XP1GLLOTOLELTOL Y10l TV OVTIUETOTIOT EVOG TOTOL ENAMNYING e EOTIOKES EMANTTIKEG KPIGELS, e N
Y®piG devtepoyeEVT| YEVIKELOT).

O1 eoTioKEG EMANTITIKEG KPIGELG Eivan Kpioelg mov Eekivovv mTpooPaiiovtag pio povo TAEupd ToV
EYKEPALOV. AVTEC 01 E0TIOKES EMANTTIKES Kpioels pumopel va eEamhwBodv Kot va enektafolv og
LEYOADTEPES TEPLOYES KO OTIS HVO TAEVPES TOL EYKEPALOV — 0VTO OVOUALETOL KOEVTEPOYEVNG
yevikevony.

To papuaxo ovtd cog yopnynonke yo va peimbel o aplfuodg Tov EMANTTIKOV KPIGEDV TOL EXETE.
To Briviact ypnowonoteiton pali pe dAha @dppoka ylo Ty emnyia.

T pémer va yvopilete mprv mapete To Briviact

Mnyv népete To Briviact:

o€ mepintoon aAlepyiog oo brivaracetam, o GALEC TAPOUOLEG YNIMKES EVDGELG OGN
AePeTipoKeTdun N N TPAKETAUN 1) GE OTOLOONTOTE GALO OO TA GLGTATIKA AVTOL TOV PAPUAKOV



(avagépovtat oty mopdypoeo 6). Edv éxete apeifoliec, pothote TOV Y1IOTPO 1) TOV QUPLLOKOTOLO
o0G TPV TAPETE TO Briviact.

IIposgidomou)oelS KoL TPOPLAGEELS

AmevBuvOeite oTov yloTpd 1 TOV QUPLOKOTOLO GOG TPV TAPETE TO Briviact edv:

- KAVETE GKEWYELG OVTOTPAVUATICUOV 1 avTokTovias. Evag pikpog aptBpuog atopwmy mov Erafav
QVTIETANTTIKG @dpuake 6nwc o Briviact, ékavay GKEWELG AVTOTPAVUATICUOD 1) ovtokToviag. Edv,
OTOLAONTOTE GTLYUT, KOVETE KATOLO Ot0 AVTEG TIC OKEYELC EMKOVOVINOTE AUECHOC LE TO YIUTPO
oG,

- EYETE NTOTIKG TPOPANLOTA - O YIUTPOC GOG EVOEYETOL VO YPELOCTEL VO GOIG TPOGAPLOGEL T SOOT).

Hoowa
H ypnon tov Briviact dev ovvictdrol o€ mondid nhkiog Katw tov 4 £TdV.

Alho @éppoxo ko Briviact
Evnuepaote tov ylorpd 1 Tov Gapuokorold 6ag Qv ToipveTE, EYETE TPOGEUTO TAPEL 1) LTOPEL VO TAPETE
Ao QAppLOKDL.

ZUYKEKPUEVE, EVILEPMOTE TOV YIOTPO GOG €0V AAUPAVETE KATO10 OO TO TAPOKATO PAPLOKO - AVTO

ocvppaivel yati 0 1Tpdc cog eVOEYETAL VA YPELOCTEL va Tpocapudcel T 66om Briviact mov Aapfdvere:

- PLPAUTTIKIVT, EVOL QOPLLOKO TTOL YPNCULOTOLELTOL Y10 TV OVTILETMICT TOV POKTNPLOKDY
roumEewv.

- St John’s wort (Yv®oT6 Kol ©G VIEPIKOV TO SLATPNTOV) - £VOL PUTIKO QAPLOKO TOV YPNCLOTOLEITAL
Y10 TNV OVTILETOTION TNG KATAOAYNC, TOL GyY0oLg KOOMS Kol GAADYV CUUTTOUATMV.

To Briviact pg owonveopat®on

- O cLVIVAGHOG AVTOL TOV POPUAKOV LE OLVOTVEVUATAOON OEV GUVIGTATOL

- Edv xatovoldvete ovomvevpo evocm Aapfavete to Briviact, ol apvntikég eTdpacELS TOV
otvomvevpatog pumopel va avénbdovv.

Kdnon kor Onraocpog
Edv elote éyxvog 1| Onhalete, vouilete 0Tl pumopel va giote €ykvog 1 oxeO1ALETE VO, ATOKTAGETE Lo,
{ntote 11 GV POVAT TOL YIATPOV 1] TOV POPLAKOTOLOV GUG TPV TAPETE AVTO TO PAPLLAKO.

Agv cuviotdton vo maipvete to Briviact av elote £ykvog 1y av OnAdalete, kabhg dev ival YvooTég ot
emdpdoeig tov Briviact otnv kinomn kot to ayévvnto Hopd 1 To veoyEvvnto Toudi.

Mnyv daxoyete ™ Oepoameia ympic vo extkovovioete TpdTa e ToV Y1oTpd oag. H dtakonn g Oepamneiog
pmopel va 00MyNoEL 68 aDENON TOV EMANTTIKGOV 606 Kpioemv kal va PAGYEL TO Lopo GOC.

00 yNoN KOl LEPICROS PNYAVIIRATOV

- Kotd ™ Aqyn tov Briviact pmopei va aicBavieite vavniio, {&An 1 kovpaon).

- AvTég o1 avemBOunTeg evépyeteg givon mo mbavo va epeavictody Katd tnv Evapén g Bepameiog
N KaTomy aénong g 06onc.

- Mnyv odnyeite, unv Kavete TOSNAOTO 1) NV XPTCLLOTOIEITE OTOLUONTOTE EPYOAELD 1] PIYOVILOTO
£0¢ 6TOV JTICTMCETE WG GAG EMNPEALEL TO PAPLLOKO.

To Briviact mepiéyer haxtoln kot vatplo

Ta emucodoppévo pe Aemtd vuévio diokia Briviact mepiéyovv:

- haktoln (éva gidoc caxydpov) - Edv o yiatpog cag, cog Exel evnuepmaoset 0Tl £xete dvoaveio o
OPLOUEVA GAKYOPO, ETMKOWVOVNOTE Hall TOV TPV TAPETE AVTO TO PAPLOAKO.



- vatplo — To edpuaxo avtod mepiéyel Ayodtepo amd 1 mmol vatpiov (23mg) ava dickio, gival owtd
mov ovoudlovpe «ehevBepo voTpiovy.

3. Iog vo wapete o Briviact

[Tédvtote va TaipveTe TO PAPLOKO QVTO AVGTNPE COUPOVE, LE TIC 0dNYieg TOV YLoTpov cag. Edv &xete
appiBoliec, pmTNGTE TOV YITPO 1) TOV QUPUOKOTOLO GOG.

®a AdPete To Briviact 6 cUVOVAGUO pE GALO PAPLOKA Y10 TV OVTILETMTIO TG ETANYIG.

Iléoo va mapete
O ywatpog oag Oa vroloyicel TV cwotn Kabnuepv cog doon. [aipvete v kabnuepvi 666m og dvo
160100E¢ 000€E1g — Ui To TPWi Ko pic To Ppdidv oyeddv Ty idto dpo. Kabe nuépa.

EviiAikec, £épnPot kot odid Bépovg ave tov 50 Kilov

- H ocvvietdpevn d6on eivar amd 25 mg €wc 100 mg kon AapPdvetot dvo gopéc v nuépa. O 1atpog
C0C EVOEYETAL VO TOPUGIGEL VO TPOGAPHOCEL T1 00GT GOG Y1 VoL BPEL TNV KAADTEPT dOOT Y10
€00iG.

Moudid ko EenPot Bapovg kdtm twv 50 kg

- H ocvvictdpevn 66on elvar and 0,5 mg €wg 2 mg yia kaOe Kihd copatikov fapovg mov Aapupdvetol
V0 eopég TV Nuépa. Katomy, o y1atpog oog eVOEYETAL VO ATOPAGIGEL VAL TPOCAPUOGEL T 000N
coc Yo va, Bpetl v KahbTepn 0001 Yyl EGGG.

Atopo pe nroTikd TpofAnuota

Edv éyete mpofAnpata pe To Nmap cog:

- Q¢ evihikag, EpnPoc N Taudi fapovg 50 KAV 1 TeprocdTepa, N LEYIoTN d60™ Tov Ba whpete gival
75 mg 000 Popég TV NUEPaL.

- Q¢ moudi 1 €pnPog Papovg katw Twv 50 kg, n péyiotn do6or wov Ba whpete givor 1,5 mg yio kdOe
KIAO copaTikov BApovg d0o popég TNV NUEPA.

[ og va mapete Ta dokia Briviact
- Kortonivete ta dtokia oAdKANpa Le £va ToTHPL LYPO.
- To @apuaxo propei vo, Aapdveral pe 1 yopic Tpoen.

IN'oa 600 ypovikod drdeTnpa Tpémer va maipvete To Briviact
To Briviact givot pio paxpoypovia Oepaneio — cuveyiote ™ Ay tov Briviact émg dtov cog mel o yroTpdg
00G V0. TO GTOUOTNOETE.

Edv wapete peyorvtepn 66on Briviact amé tnv kavovikn

Edv mpote peyolvtepn d6on Briviact amd v Kavovikt|, EVLEPMGTE TO YTPO Gag. Mmopei va
arcBavOeite {dAn 1 vvnAdo.

Mmnopet eniong va ekdNAdcETE 0TolodNmoTE 0o To. akdAoVBa GVUTTONATO: VavTio, aicOnuo
CIEPIGTPOPNCY, BLGKOAIN SLOTHPNOMG TNG 1G0PPOTTING, Ayy0g, aicOnua vrepPoiikng kovpacnc,
evepedioTdOTO, EMBETIKOTNTA, AdLVApLic VTTVOL, KATAOANYT), CKEWELG | TPOCTAOEIEG AVTOTPAV LATIGULOV
N avToKTOViaG.

Eav Eeydoete va wapete 1o Briviact
- Edv mapadreiyete po 06om, mhpte T POALG To BupnOeite.
- Ev cvveyeio mapte v endpevn d66m ™ cuvinon opa.



- Mnv mépete dSumAn d60M Yo VO OVOTANPAOCETE TN dO0T OV EEXACATE.
- Av dev giloTe 6lyoupol TL TPENEL VO, KAVETE, POTIGTE TOV YLOTPO 1] TOV POPUAKOTOLO GOG

Edv ctopaticere va maipvete to Briviact

- Mnv 6TopaTCETE VO TOIPVETE AVTO TO PAPLOKO EKTOC EAV GAG TO CVGTNGEL O Y1UTPOG GaG. AvTo
ocvpPaivel emeldn n drokomn g Bepaneiog propel va 0dnynoet oe adénomn tov apiduov Tov
EMANTTIKAOV 00G KPIGEDV.

- Ed&v o yiutpdc cog {ntoet va StakOyeTe T Ay ool Tov Qoppdikov, Bo LEIdGEL T d00T Gag
oTadKA. Avtd Bondd va unv ETaveueovioToby 1 Vo Uy EMBEVOBODV 01 EMANTTIKEG KPIGELS GOC.

Av €yete TEPIGGOTEPEG EPMTNCELS GYETIKA [LE TN P10 CLTOV TOV POPUAKOV POTHCTE TOV Y1OTPO 1) TOV
(PUPLOKOTOLO GOC.

4. MBavéc avemOBOuNTES EVEPYELEG

Onwg 6Aa ToL PAPLOKE, £TGL KOL GVTO TO QAPUOKO UITOPEL VO TPOKAAEGEL AVETIODUNTEC EVEPYELEC, AV KOL
dev mapovctalovtal 6e OAOLS TOVg avOpdTOVE.

oAb ovyvéc: pmopel va enmpedoovy epiocdtepa omd 1 ota 10 dropa:
- aicOnuo vevniiog 1 {GAng

Yoyvég: umopet va emnpedoovy péypt 1 ota 10 dropa

- ypinn

- aicOnpo vrepPorikig kovpaong (kdnwon)

- onacpol, aioOnua «reptotpoene» (iAryyog)

- VouTio Kot EUETOC, SLOKOIAMOTNTO

- KatdOiwym, dyyos, advvapio Hrvov (abmvic), evepebiotoTnTa

- AOWMEELG TNG POTNG KOL TOL QAPLYYQ (OTWG «KOWVO KPLOAGYTLLOY), Pxog
- pelmpévn opeén

‘O ovyvég: pmopel va emnpedcovy péypt 1 ota 100 dropa

- OAAEPYIKEG OVTIOPAGELG

- U1 QLGLOAOYIKY] CKEYT 1/KOL ATAOAELD EXOPTG LLE TNV TPAYLOTIKOTNTO (WOYXMOOIKT doTapoyn),
embeTcOTNTO, VELPIKN LIEEPEVTOOT) (d1€yEPOT))

- OKEWYEILG 1] TPOCTADEIEG OVTOTPAVUATIGUOD 1 VTOKTOVIOG: EVIUEPDOTE AUECHOE TOV YIUTPO GOG

- peimon Tov AevK®OV apocpatpiny (ovopdletal «ovdeTepomeVian) — SOMCTMOVETOL e eEETAON
aipoTog

Emmiéov avemBOunrteg evépyseieg og mardnd

Yoyvég: unopet va emnpedoovy émg 1 ota 10 dropa
- avnovyio Kot VTEPKIVNTIKOTNTO (WOYOKIVITIKY] VIEPOPAGTIPLOTITA)

Ava@opd avemBvunTOV EVEPYELOV

Edv mapatnpnioete kamowa avemBountn evépyela, EVILEPDGTE TOV YLOTPO 1] TOV PAPUOKOTOLd GOC. AVTO
1oYOEL Ko Y10 KaOe mhavi| avemBountrn vEPYELn TOL SEV AVOPEPETOAL GTO TOPOV PUALO 0ONYIDV XPIOTG.
Mropeite eniong va avoaeépete avemBounteg evépyeteg angvbeiog, péom tov EBvikov Opyavicpod
Ddapudakmv, Mecoyeiov 284, 15562 Xohapyodc, ABnva, TnA.: 213 2040380/337, ®o&: 210 6549585,



www.eof.gr. Méom ¢ avapopds avembountmv evepyeldv pnopeite vo fondnoete ot GuAloyn
TEPICCOTEPOV TTANPOPOPIDV CGYETIKA LLE TNV AGPAAELN TOL TAPOVTOG PAPUAKOV.

5. IIog vo pvraccete To Briviact

- To pdppoko avtd Tpénetl vo, pUAAGGETOL GE LEPT TTOL OgV TO BAETOLY Ko dev TO O&vovY Ta
Tod1a.

- Noa pn p1olonoteite ovtd T0 PAPUOKO UETE TV NUEPOUNVio ANENG TOV aVOPEPETOL GTO KOVTL Kol
otV koyéAn (blister) petd m AHZEH. H nuepounvia AnEng sivor 1 tehevtaio nuépo. Tov Uivo Tov
oVOPEPETOL EKEL.

- To papuokevtKd ovtd TPoidv dev anartel Wwitepeg cuvOnKeg GUAAENGS.

- Mnv metdite PAPLAKO GTO VEPD TNG OMOYETEVGNC 1| OTA OIKLOK( amoppippata. Potiote 1o
(POPLOKOTOLO GOG YOl TO TMOG VO TETAEETE TO PAPHOKO TTOL OEV YPTOLUOTOIEITE 7. AVTA TOL LETPOL
0o Bondncovv oty Tpoctacia tov TePPaAiovtog.

6. Mepreyépeva TG GVOKEVAGING KOL AOUTEG TANPOPOPiES

T wepréyer 1o Briviact
H dpaotikn ovsia ivan To brivaracetam.
Ké0Be emcoloppévo pe Aemtd vuévio diokio mepiéyetl 10 mg, 25 mg, 50 mg, 75 mg 13 100 mg brivaracetam.

Ta dAAo cvototikd sivor:

[vprvag

Al0GTAVPOVUEVT] VATPLOVYOG KOPUEALOLT, Lovoidpikn Aaktdln, betadex, dvoopn Aaktdln, oteatikd
LayViGlo

Enucédloyn
- EmkoAivppéva pe Aemtd vuévio diokio tov 10 mg: modvPivoiorkoddrn, dtoéeidto tov Titaviov (E

171), moAvaBvievoyivkoin (3350), Tarkng.

- EmkoAivppévo pe Aemtd vuévio diokio tmv 25 mg: modvfivoiorkoddrn, dtoéeidto tov Titaviov (E
171), moAvarBvAievoyhokoin (3350), tédikng, kitpvo o&eidio Tov conpov (E172), pérav o&eidio
Tov anpov (E172).

- Emwcoloppéva pe Aemtd vpévio diokia tov 50 mg: moivBivuodaricooin, d1o&gidto tov titaviov (E
171), moAvatbvievoyivkoin (3350), Tarkng, kitpvo o&eidio tov cidfpov (E172), epubpd o&eidio
Tov anpov (E172).

- Emwcoloppéva pe Aemtd vpévio diokia tov 75 mg: moAvBivodaiicooin, d1o&gidto tov titaviov (E
171), moAvatbvievoyivkoin (3350), Tarkng, kitpvo o&eidio tov cidfpov (E172), epubpod o&eidio
tov anpov (E172), uéhav o&eidio tov cdnpov (E172).

- Emwcoloppéva pe Aemtd vpévio dtokia tov 100 mg: moAvfivoiaikooin, dto&eidio tov titaviov (E
171), molvarBvievoyivkoin (3350), Tdrkng, kitpvo o&eidio Tov odnpov (E172), péhav o&eidio
Tov anpov (E172).

Epg@avien tov Briviact kon Tepieyépevo TS CUGKELAGING

Ta diokio Briviact tov 10 mg givol Aevkd £m¢ VTOAEVKA, GTPOYYLAL, EMIKAAVUUEVO UE AETTTO DUEVIO
dtokia, dtapéTpov 6,5 mm wov PEPoVV yapayuévo to «ul0» ot pia TAevpa.

Ta dioxio Briviact tov 25 mg givor ypt, ©0g1d1], EmKaAvppéva pe AeTTO LUEVIO O10Ki0, O10GTACEWDY
8,9 mm x 5,0 mm mov @épovv yapayuévo To «u25» ot pio TAEVPA.

Ta dioxio Briviact tov 50 mg eivon kitpvo, ®og1dn, EXKAAVUUEVA e AETTO VUEVIO d1oKIM, dlOCTACEMY
11,7 mm X 6,6 mm mov PEpovv yapayuévo to «uS0» ot pio TAgvpd.


http://www.eof.gr/

Ta dwokio Briviact tov 75 mg ivoun pof, woetdn, EXKOAUIEVO e AETTO VEEVIO S1oKid, O10GTACEWDY
13,0 mm X 7,3 mm 7wov @EPOVV YapayUEVO TO «u75» ot pia TAELPA.

Ta dioxio Briviact tov 100 mg eivar Tpdoiva-ykpt, 0O, ETUKOAVUUEVO, LLE AETTO DUEVIO d1oKiaL,
dwotdoenv 14,5 mm x 8,1 mm mov pépovv yopayuévo to «ul00» ot pio mAgvpd.

Ta Sioxia Briviact eival cuokevacpuéva o€ cuokevacieg kKoyeAnv (blister) mov SiatiBevtal o yapTiva
KOVTLY 10V TTEpLEYovy 14, 56, 14 x 1 1 100 X 1 emxalvppéva pe Aemtd vuévio dokio 1 o€
TOAVGVOKELOGIES OV TTEPLEYOVY 168 (3 cvokevaciec TV 56) emtkaAvuuéva pe AETTO LUEVIO dloKia.
Oleg o1 cvokevaoieg dratiBevran o kuyéreg (blisters) PVC/PCTFE — Alovuviov.

Mmropel va, unv Kuokho@opodv OAEG 01 GLCKEVAGIES.

Karoyog Adcrog Kvkhopopiag

UCB Pharma S.A., Allée de la Recherche 60, B-1070 Bruxelles, BéAyto.

Hapaockevaotiig

UCB Pharma S.A., Chemin du Foriest, B-1420 Braine-1’Alleud, BéAy1o.
INo omoladnmote TANPOPOPin, GYETUKE, LIE TO TOPOV PAPUAKEVTIKO TPOTOV, Tapakareicde va amevbuvieite
GTOV TOTIKO avTImpocsmno Tov Katdyov e Adsiag Kukiopopiag:

Belgié/Belgique/Belgien
UCB Pharma SA/NV
Tél/Tel: + 32/ (0)2 559 92 00

Bbbarapus
1O CU BU bearapus EOO/
Ten.: + 359 (0) 2 962 30 49

Ceska republika
UCB s.r.o.
Tel: + 420221 773 411

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

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

Eesti
UCB Pharma Oy Finland
Tel: + 358 9 2514 4221 (Soome)

E\rada
UCB A.E.
TnA: +30/2109974000

Lietuva
UCB Pharma Oy Finland
Tel: + 358 9 2514 4221 (Suomija)

Luxembourg/Luxemburg
UCB Pharma SA/NV
Tel/Tel: + 32/ (0)2 559 92 00

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: +45/32 46 2400

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



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

France
UCB Pharma S.A.
Tél: +33/(0)1 472944 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

island
Vistor hf.
Simi: + 354 535 7000

Italia
UCB Pharma S.p.A.
Tel: +39/02 300 791

Kvmpog
Lifepharma (Z.A.M.) Ltd
TmA: +357 22 05 63 00

Latvija
UCB Pharma Oy Finland

Polska
UCB Pharma Sp. z o.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.o.
Tel: + 386 1 589 69 00

Slovenské republika
UCB s.r.o., organiza¢na zlozka
Tel: + 421 (0) 2 5920 2020

Suomi/Finland
UCB Pharma Oy Finland
Puh/Tel: + 358 9 2514 4221

Sverige
UCB Nordic A/S
Tel: + 46/ (0) 40 29 49 00

United Kingdom
UCB Pharma Ltd.

Tel: + 358 9 2514 4221 (Somija) Tel: + 44/ (0)1753 534 655

To mopdv pOALo 0dNYLOV ypRoNS ovadempONKe Yo TELEVTAiIN Popd 6Tic 11/2021.
AdLreg INYEG TANPOPOPLAOV

Aemtouepeic TANPOPOPIES Yo TO PAPLOKO aVTO givol lafEcIEC 6TO dKTLOKO TOTO ToV Evpmmaikod
Opyavicpov @apudakmyv: http://www.ema.europa.eu.



http://www.ema.europa.eu/

@VYAro ooV ypiong: IIAnpoopics yia Tov ac0evi)

Briviact 10 mg/ml wéopo drdiopa
brivaracetam

A doTe TPOGEKTIKG 0AOKANPO TO PVALO 0ONYLAOV YP1)OIG TPV UPYICETE VU TAIPVETE AVTO TO
QOAaPLOKO, O10TL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 CUG.

DdordEte avTd TO EVALO 0INYIDV YprionG. Towg ypelaotel va to dePfdcete Eavda.

Edv éxete mepartépm amopieg, pOTNOTE TOV Y1OTPO 1) TOV QAPHAKOTOLO GOG.

H cvvtayn yio autd 10 pdppoko xopnyndnke amokAeloTikd yio oag. Agv TPEMEL VO ODGETE TO
@AapuraKo o€ aGAAOVE. Mmopel va Tovg TPOoKaAEGEL PAAPT, AKOU KOl OTOV TO, CUUTTOUATO, TNG
acBéveldc Toug etvor 101 pe Ta d1Kd oag.

Edv mapatnpnoete Kamowo avemBOpunTn evépyela, EVILEPADOTE TOV YLOTPO 1) TOV PUPLOKOTOLO GO,
AVT0 1oyl Kot Yo kdOe mhavr avemBountn evépyela Tov OgV aVaQEPETAL GTO TOPOV PUALO
odnywmv ypnHone. BAére mapdypogo 4.

T epréyer To mapév pvAiro 0dNYLOV:

ocouprLNOE

1.

Tt eivon To Briviact kot ol ivan 1 xpiomn tov

T mpémer va yvopilete npv mapete 1o Briviact

[log va ndpete to Briviact

[Mbavég avemBounteg evépyeteg

[og va pvidooete to Briviact

[epreydueva g cvokevaciog Kot AOTES TANPOPOPIeg

T eivon To Briviact kol wowa givon n ypion Tov

T etvon To Briviact
To Briviact mepiéyet ) dpactikn ovcia brivaracetam. Avikel 6€ pio OpAd0 QAPHAK®Y Tov ovopalovton
«ovTieEmANTTIKO. Ta edppake avTd ¥pNoLHOTOVVTOL Y10 TV OVIILETMTICT THG EMANYING.

owa givar 1 ypnon Tov Briviact

2.

To Briviact ypnoyomoteitar oe evijlikes, epnPoug kot madid niwkiog amod 4 eTdv.

XP1MOLOTOLELTAL Y10 TV OVTILETOTIOT EVOG TOTOL EXANYING UE ECTIOKES EMANTTIKEG KPIGELS, UE M
Y®piG devTePOYEVT] YEVIKELOT).

O gotiokég emANTTiKES Kpioelg etvan Kploglg mov Eekivovv mpooBaiiovtag pio pévo TAevpd Tov
EYKEPALOV. AVTEC 01 E0TIOKEG EMANTTIKEG Kpioelg umopel va, e§amiwbodv Kot va erektabolv o
LEYOADTEPES TEPLOYES KOL OTIS OVO TAEVPES TOL EYKEPAAOV — OVTO OVOUALETAL KOEVTEPOYEVIG
YEVIKELOM.

To papuaxo ovtd cog yopnynonke yo vo peimbel o apluodg Tov EMANTTIKOV KPIGEDV TOL EETE.
To Briviact ypnowonoteiton poli pe dGhda @dppoxo yio v eminyia.

T npéner va yvopilete mpv wapete To Briviact

Mnyv népete to Briviact:

o€ mepintwon alAepyiog oto brivaracetam, 6 GAAEG TAPOLOIEC YNUIKES EVAOTELG OTMG 1)
AEBETIPOKETAUN N 1| TPOKETAWUN 1] OE OTOLOONTOTE AAAO QIO TOL GLGTATIKA AVTOV TOL POPUAKOV
(avagpépovtar oty Tapdypago 6). Edv éxete appiPoiicec, pmtiote Tov y1aTpd 1 TOV GOPLOKOTOL0
coc P mapete To Briviact.



IIposgidomou)cels Ko TPOPLAGEELS

AmevBuvOeite oTov Y1aTpd 1 TOV POPLOKOTTOLO GOG TPV TTapetTe To Briviact dv:

- KAVETE CKEWYELG OVTOTPAVUATICUOV 1 avTokToviag. ‘Evag pikpog aptBpog atopwmy mov Erafav
OVTIETANTTIKG QApLaKo OTT®G To Briviact, ékoavoyv oKEWELC QVTOTPOLLATICUOD | avTokToviac. Edv,
OTOLONTOTE GTIYUT, KAVETE KATOL0 OO QVTEC TIG OKEYELS EXKOVMOVIOTE QUEGMS LLE TO YLUTPO
oG,

- &xete NroTikd mpoPAnpata - O yloTpdg Gog EVOEXETAL VO, XPELOGTEL VO, GOG TPOGUPUOGEL T 0OGT.

Houowa
H ypnon tov Briviact dev cvvictdrot o€ mondid nhkiog Katw tov 4 £TdV.

Alho @appoxo kor Briviact
Evnuepdote tov yiotpd 1 10V @apULaKomold cag edv maipvete, £xeTe TPOCOOTO TAPEL 1) UITOPEl VoL TAPETE
AN QAPULOKDL.

ZUYKEKPHEV, EVIILEPMOTE TOV YIOTPO GG EAV AAUPAVETE KATO0 OO TO TOPUKATM PAPLOKA - QLTO

ovpPaivet yiati o yraTpdg cog evOEyeTaL Va YPEOTEL VoL TPOGApPULOGEL TN dOGT GOG:

- PLPAUTIKIVY — €va, APUAKO TTOV YPTGLUOTOIEITOL YOl TV CVTILETOTION TOV PaKTNPLaK®V
AomEewv.

- St John’s wort (Yv@oT0 Kot 0 VIEPIKOV TO SATPNTOV), £VO PUTIKO PAPLOKO TOV YPNCLOTOIEITO
Y0 TNV OVTILETOTION TNG KATAOAYNC, TOL GyY0oLg KOOMS Kol GAADV CUUTTOUATOV.

To Briviact pe owonveopatmon

- O cLVIVAGOG AVTOL TOV PAPUAKOV UE OLVOTVEDUATOON 0EV GUVIGTATL

- Edv xatovoldvete ovomvevpa evocm Aapfavete to Briviact, ol apvntikég eTdpacels Tov
OWOTVELATOG UTOpPEL var av&nBovv.

Kdnon kor Onraocpog
Edv elote éyxvog 11 OnAdlete, vopilete 0Tl pumopel va giote €ykvog 1 oxed1dlETE VO ATOKTNGETE OO,
{ntote 1 GVUPOVAN TOL YIATPOL 1] TOV POPLAKOTOLOV GUG TPLV TAPETE OVTO TO PAPLLOKO.

Agv cuviotdton vo taipvete to Briviact av glote £ykvog 1 av OnAdlete, kabang dev eivar YvooTég ot
emdpdoelg tov Briviact otnv kinomn Kot To ayévvnto popd 1 To VEoyEVVNTO Toudi.

Mnv daxoyete ™ Oepoameio ympic vo eTKOVOVIoETE TPOTA [E TOV Y1oTpd cag. H drokonn tng Oepamneiog
pmopel va 00MyNoeL 68 a¥ENoN TOV EMANTTIKGOV 606 Kpioemv kol va BPAGYEL TO Lopo Gog.

Oﬁmmcm KOL (EPLOROS PNy avRLdTmy
Koatd ™ Aqyn tov Briviact pmopel va aicBavBeite vrvniio, oAn 1 kovpoon).

- Avtég ot avemBopunteg evépyeteg glvan mo mbavo va gpeaviotodv Katd v Evapén g Oepameiog
N Katdémy avénong g d6omng.

- Mnyv odnyeite, unv kavete TOSNAOTO 1) UMV XPTCLLOTOIEITE OTOLUONTOTE EPYOAELD 1] YOV LOTO
€m¢ OTOV JAMIOTMOCETE TG GOG EMNPEALEL TO PAPLLOKO.

To méopo draiopa Briviact aepiéyer mapavopoSopevioiko pebvieotépa, varpro, copPrroin ko

TPOTVAEVOYAVKOAN

- [Moapabdpo&uPevioikog pebvieatépag (E218): Avtd pmopel va mpokaAEGEL AAAEPYIKES OVTIOPACELS
(mBavog kabvotepnéVed).

- Ndzpro: To pappoxo avtd mepiéyel Arydtepo amd 1 mmol vazpiov (23mg) avd yikootdritpo, sival
ovTo oL ovopalovpe «eAeVBePO vaTpiov».



- YopPrroin (E420) (éva gidog cakydpov): Avtd to pdppako meptéyet 239,8 mg copPrtoing oe kdbe
ml. H copPrtoin givar mnyf epovktolng. Av o yiatpds oag, cog Exel mel 0Tt £6€ic (1] T0 mondi 6ag)
éxete ducavesio 6€ OPIGUEVA GAKYOPA, 1] EYETE OOYVMOTEL [IE KANpOVOIKT dvcavesio ot
epovktoln (HFI), pia omdvia yevetikn dtatapoyrn, 6TV omoia To ATOHo deV UTopEl Vo S10oTdoEL
TN @POVKTOLN, EMKOVOVINGTE LLE TOV Y1aTPd GOC TPV £6¢€iC (1 TO Todl 6ag) mhpete | AaPete avtd
TO (PAPLOKO.

- [Tpomvievoyilvkoin (E1520): Avtod to gdppoako mepiéyel 5,5 Mg mpomvuAEVOYAVKOANG KATA TO
UEYIOTO GE KAOE YIMOGTOALTPO.

3. Iog vo wapete o Briviact

[Tévtote va maipvete To PAPLOKO ALTO AVGTNPE COUPOVE LLE TIG 03N YIS TOV YloTpov cag. Edv &xete
appiBoriec, pmTNGTE TOV YITPO 1) TOV QUPUOKOTOLO GOG.

®a AdPete To Briviact 6 GuVOLAGHO [E AAA QAPLLOKO Y10 TV OVTLLETMTLION TNG EMANYING.

I6c0o vo mhpete
O ywtpdc cag B voroyicel v oot kadnuepvi| oag 60om. Haipvete v Kabnpepvn d6on og 600
100m00eg 000elg — pia To Tpwi Ko pic To Ppddv oyeddv TV ida dpo KAbe nuépa.

Eviilec, éonPot kon toudid Bépovg 50 kid@v 1 dve

- H ocvvietdpevn d6om etvar amo 25 mg g 100 mg kou Aappdveton dvo gopég v nuépa. O yaTpodg
00 EVOEYETAL VO, ATTOPUGIGEL VO TPOGAPHOCEL T 00GT GOG Y1 VO BpeL TNV KaADTEPT dOOT Y10
€00iG.

Moudid kou EenPot Bapovg kdtm twv 50 kg

- H ocvvictdpevn 86on elvar and 0,5 mg £wg 2 mg yia kaOe KIhd copatikod fapovg mov Aaupdvetol
V0 popég v Nuépa. Katomy, o y1atpog oag eVOEYETAL VO ATOPAGIGEL VAL TPOCAPUOGEL T 000N
o0G Yo vo, Bpel TV KahOTtepn d0GT| Y10, EG0G.

210V TopaKAT® Tivaka epeoavifovror povo mapadeiypato 00cewmv Tov Tpénel va, Anedovv. O yiatpdg cog
B0 vroAoyicel T c®GTH 600 Yo EGAC, AVAAOYO pE TO PAPOS GOG.

Adon mov Aapfavetor 000 Qopéc TNV NUéPA Yo TodLd nMKiag amd 4 eTOV
Bapovg kdT® TOV 50 KIADOV.
Bépoc 0,5 mg/kg 1 mg/kg 1,5 mg/kg 2 mg/kg
= 0,05 ml/kg =0,1 ml/kg =0,15 ml/kg =0,2 ml/kg

10 kg 0,5 mi 1ml 1.5ml 2mi

15 kg 0,75 ml 1.5ml 2,25 ml 3mi

20 kg 1ml 2mi 3mi 4ml

25 kg 1,25 ml 2,5ml 3,75 ml 5ml

30 kg 1.5ml 3mi 4,5ml 6 ml

35 kg 1,75 ml 3,5 ml 5,25 ml 7mi

40 kg 2ml 4 mi 6 ml g8 ml

45 kg 2,25 ml 45 ml 6,75 ml 9ml

50 kg 2,5ml 5ml 7,5 ml 10 mi

Atopa pe nrotikd TpofAanuata
Edv éyete mpofAnpata pe To Nmap cog:




- Q¢ evihkag, EépnPog N Tandi Bapovg 50 KIMdVY 1 TePLeadTEPO, N LEYIGTN dO0T oL Ba hpeTe givat

75 mg 000 Popég TV NUéPal.

- Q¢ mandi 1 €épnPog Papovg katw Twv 50 kg, n péyiotn do6or mov Ba whpete givor 1,5 mg yio kaOe

KIAO copatikod Bapovg d0o popég TNV NUEPA.

[ ®g va mapete To méopo diaiopa Briviact

- Mrnopeite va mopete 10 OGO d1dAvue, Briviact o¢ £xel 1 vol T0 apaidceTe Ue VEPO 1 YOO Alyo

TPV TNV KATATOGN.

- To papuaxo pmopet va Aappdveral pe 1 yopig Tpoen.

O0onyieg ypfong Yo Tovg a60eveic 1| TOVG PPOVTIOTES:
X170 xoVTi cuokevaciag Ba TapEyovTal VO GUPLYYES Y10 YOPTYNoN Ao oTOHNTOC. POThoTE TOV Y10Tpo

G0G oo, oUpLyyo Bo TPEMEL VAL YPTGILOTOLELTE.

- Edv Quyilete Aydtepo amd 20 Kidd, Oo Tpémel va ypNGIUOTOMGETE TNV GUPLYYO, YLo, XOPTYNoT ad
oTOUOTOG TV 5 ml ToL TapPEYETAL OTN XAPTIVI] CLCKEVOGIN Y10 VO, SIGPAAIGTEL 1] AKPIPNC

xopnynon doong.

- Edwv Quyilete 20 kihd 1 TeP1oGOTEPO, O YIATPOG Gag O TPOTEIVEL TN YPNION TNG CLPLYYOS YLo
xopnynon omd otopatog Tv S ml 1§ ™ cOpryya yia yopnynon amd otopotog tmv 10 ml wov
TapEYETAL 6N XAPTIVN CLOKEVAGIA V1o VO SCPOAGTEL 1) aKkp1P1g XYop1ynoT d0omng.

AOGLETPIKT] GVPLYYA YO YOPTYNOT OO GTOUATOG
tov 5 ml

AOGIETPIKT GVPLYYQ Y10 YOPYNOT| OO GTOLOTOG
tov 10 ml

H obdpryya yia yopriynon ond otopatog tov 5 ml
€xel 2 doPabuicelg mov cvumintovv: og Ppata
tov 0,25 ml ko og Pripata tov 0,1 ml.

H obpryya yia yopriynon omd otopotoc tov 10 ml
&xel uovo pio drofaduon og Pripota tov 0,25 ml.

- Avoi&te ™ PAN: TESTE TO TOUO Kot YOPIoTe TO avTifeta amd T popd TV SEIKTOV TOL POAOYIOD

(ewodva 1).

-

AxolovBeiote avtd ta frpato v TpdTN eopd mov Ba mdpete To Briviact:
- AQoIpECTE TOV TTPOGAPHIOYED, OTO T GVPLYYO ad GTOUATOG YopNyNomg (ewdva 2).
- TonoBetNoTE TOV TPOGOUPUOYER GTO EXAVED HEPOG TNG PLAATG (ekdva 3). BePfoimbeite ot1 €xet
otepembel kald. Aev ypeldleTor Vo apoPECETE TOV TPOGUPUOYEN LETA TN ¥P1ION.




AxolovBeiote avtd ta Pripata k66s opd mov maipvete to Briviact:
BdAte ™ ovptyya omd 6TOUATOG XOPNYNONG OTO GVOLYHO TOV TPOGApUOYE (E1KOVOL 4).
IMvpiote avamodo to eloridio (ewkdva. 5).
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Kpomote v avamodoyupiopévn eLain e To v XEPL Kol XPTCUYLOTOWGTE TO GAAO XEPL Y10 VO
yvepioete T oVpLyya omd GTOUOTOG XOPTYNONG.

Tpapné&re to EuPoro TPog To KAT® Yol Vo YEUIGEL 1| GUPLYYO. Vi XOPIYNON OO GTOUATOG e pia
HKpT| TOGOTNTO SLoADpOTOG (E1KOVOL 6).

Ev ovveyeio miéote 10 £UPOLo TPOG TOL ETAV® Y10 VOL APULPEGETE TLYOV PLOAAIdES aépa (elkOVaL 7).
[Méote o £uPolo mpog Ta KAt Emg ToV dgiktn 060N YAoctoOALTpeVY (ml) Tng cvpLyyag amd
GTOUATOC YOPNYNONG TOL LIOJEIKVOEL TN dOGN OV GOG GLVIAYOYPAPNGE 0 YIoTpdg oag (eikova 8).
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I'vpiote Eovd T QéAn og 0pBio. o (sikdva. 9).
BydAte ™) cvpryya amd 6tOp0TOg YOPpYNoNG and tov tpocappoyéa (skova 10).
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Yrapyovv 600 Tpomol va emiéEeTe TG Ba Tieite TO PAPHAKO:

- OELAOTE TO TTEPIEXOLEVO TNG OVUPLYYOS 6€ vePD (1] yuud) mElovtag To ERPOAO 6TO KAT® HEPOG TNG
oLPLYYOS Yo XOpTYNoTn and oTopatog (Ekova 11) - katdémy Ba ypelaotel va meite OA0 To vePO
(amhd TpocBéate TG0 vEPO OGO VO, UTOPEGETE VO, TO TLEITE) 1

- mieite to dtdvpua omevbeiog omd T cOPLYYO Yio YopNYNoN amd 6TOUATOS XWPig vepd - Tieite
0AOKANPO TO TTEPLEXOLEVO TG SVPLYYOCS (ElKOVa 12).

- Kleiote T @uodn pe 10 mhaoTtikd Promtd noua (dev xpelaletal Vo apalpEGETE TOV TPOGOPLOYED).

- ITAdvete ) ovpLyyo and GTOUATOS YOPHYNOTS LOVO UE vepo (eikdva 13).

- Awnpeite T @LAAN, TN GOPLYYQ Yo YOPIYNOT OO GTOUATOG KOl TO PUAAO 0dNYIOV YPNONG OTO
KOLTi TNG GLOKEVAGING.

IN'oa 600 ypovikod drdeTnpa Tpémer va maipvere To Briviact
To Briviact givon pio paxpoypovia Oepaneio — cuveyiote T Ay tov Briviact émg 6tov Gog Tel o yroTpdg
GOG VO TO GTOLLOTIOETE.

Edv napete peyardtepn 06on Briviact amé v kavovik
Edv mpoate peyolvtepn do6on Briviact amd thv Kovoviky, evuepmote tov yaTpd cag. Mmopei va
alcBavOeite (dAn M vvnio.



Mmropel eniong va eKONAGGETE OTOLOONTOTE 0O T AKOAOVON GLUTTOLOTA: VaVTia, oicOn
«IEPIGTPOPNG», SUGKOALN S10THPNOTG TG IOOPPOTING, GyY0G, aicOnuo veepPoiikng Kobpaong,
evepeBioTOTNTA, EMBETIKOTNTA, AdLVAiC VTTVOL, KATAOANYT), CKEYELG 1] TPOOTAOEIEG AVTOTPAV LATICUOD
1 VTOKTOVING.

Eav Egyaoete va mapete To Briviact

- Edv mopoadieiyete po 066m, mhpte ) LOALG To BuunOeite.

- Ev cvveyeio mapte tnv enduevn d6on co¢ ot cLviOn dpa.

- Mnyv mépete SIMAN 6O0T Y10 VO OVOTTANPAOGETE T 600T oV EeydoaTe.

- Av dev gloTe Glyoupol TL TPENEL VO KAVETE, POTNGTE TOV YLOTPO 1) TO POPUAKOTOLO COG.

Edv otapatioete va maipvere o Briviact

- Mnv ctapatioete va moipveTe aUTO T0 PAPLOKO EKTOG 0V GOG TO GLGTNGEL O Y1TPOG 6aG. AVTO
ovpPaivel eneldn N dtakomn ¢ Oepaneiog pumopel va 0dnynoet oe ovénomn tov aptduol Tov
EMANTTIKAOV GO KPIGEDV.

- Edv o yiatpog cag {ntnoet va StakOweTe T ANy auTtol ToL oprakov, Ba petmoet T d6om oag
oTadKA. Avtd Bondd va unv ETaveueoavioTobY 1 Vo Uy ETOEV®BoDV 01 EMANTTIKEG KPIGELS GOC.

Av &yete TEPIGGOTEPES EPMTNOELS GYETIKA [LE TN (P10 CLTOV TOL POPUAKOV POTIGTE TOV Y1OTPO 1) TOV
QOPUOKOTOLO GOLC.

4, MBavéic avemBounTeg evépyereg

Onwg 6Aa To pApLOK, £TCL KOL 0VTO TO PAPLOKO UITOPEL VO, TPOKOAESEL OVETIOVUNTEG EVEPYEIEG, OV KO
dev mapovstaloviol oe 6AOVS TOVG avOpdTovd.

oAv ovyvég: pmopel va emnpedoovy mepiocdtepa and 1 ota 10 dropa:
- aicOnpo vevniiog 1 {éAng

Yoyvég: umopet va enmnpedoovy péypt 1 ota 10 dropa

- ypimn

- aicOnua vrepPforikng kovpaong (kémwon)

- onacpol, aicOnua «reptotpone» (iAryyog)

- vauTio Kol EHETOG, OVGKOIMOTNTA

- KatdOAwym, dyyos, advvapio Hrvov (abmvie), evepebiotoTnTa

- AOWUMEELG TNG UOTNG KOL TOL QAPLYYQ (OIS «KOWVO KPLOAGYTLLOY), PNYoG
- pewmpévn opeén

Oy ovyvég: pumopet va ennpedoovv péxpt 1 ota 100 dropa

- aAAEPYIKES aVTIOPAGELG

- U1 QLGLOAOYIKT GKEYT 17/KOL ATOAELD EXOPNG LLE TNV TPAYLOTIKOTNTO (YOYOOIKN doTapoyn),
embeTcOTNTO, VELPIKN LITEPEVTOOT) (d1€YEPOT))

- OKEYELG 1] TPOCTADELEG OVTOTPAVLATIGLOD 1| VTOKTOVIOG: EVIILEPDOTE AUECHS TOV YIUTPO GOG

- peimon Tov AeVK®V apospatpiny (ovopdletol «oVdeTEPOTEVION») — S1OTICTMOVETOL pE EEETAON
aipotog

Emmiéov avemOOunrteg evépysieg o€ mandd

Yoyvég: umopet va emnpedoovy émg 1 ota 10 droua
- ovnovyia Kot VIEPOPUSTNPLOTNTA (WLYXOKIVITIKT VIIEPSPACTNPLOTITA)



Ava@opd avemBvunTOV EVEPYELOV

Edv mapatnpnioete kamoto avemBountn evépyela, EVILEPDGTE TOV YLOTPO 1] TOV PAPUOKOTOLd GOC. AVTO
oy0EL Ko Yo KaBe Thovi) avemBounn evEPYELD TOL dEV OVOPEPETAL GTO TOPOV POALO 00N YLDV YPTONC.
Mmnopeite eniong va avoaeépete avembounteg evépyeteg angvbeiog, péom tov EBvikod Opyavicpov
Ddoapuiakmv, Mecoyeiov 284, 15562 Xohapyodc, ABnva, TnA.: 213 2040380/337, ®o&: 210 6549585,
www.eof.gr. Méom ¢ avapopds avembountmv evepyeldv pnopeite vo fondnoete otn cuAloyn
TEPLOCOTEPWOV TATPOPOPIDV GYETIKG LLE TNV ACGPAAELN TOL TAPOVTOG PAPUAKOV.

5. &g vo pvrdccete To Briviact

- To @apuoko ovTd TPEMEL VO PLAACCETOL € PUEPT) TOV OgV TO PAETOVV Kol dgv TO POAVOLY Tl
Tod1a.

- Na pn gpnolonoteite ovtd T0 PAPROKO UETE TV UepOUNVia ANENG TOV AVOPEPETAL GTO KOVTI
oo YopTOVL Kot 6T eLdAn petd t AHEH. H nuepounvia Anéng etvon ) tedevtaio nuépa Tov piva
OV OVOQEPETAL EKEL.

- To pappokevTikd avtd Tpoiodv dev anartel Wiaitepeg cuvlnkeg POAAENC.

- Metd to Tp®dTO dvorypa, XPNGUYLOTOIEITE EVTOS 5 UNVAY,

- Mnv metdite PAPLAKO GTO VEPD TNG AMOYETEVGNC 1| OTA OKLOK( amoppippata. Potiote 1o
(POPLOKOTOLO GUG Y10 TO TS VO TETAEETE TA PAPLLOKO TTOV gV YPNOLLOTOELTE . AVTA TO pHETPOL
0o Bondncovv ot Tpoctacio tov TePPaALovTOG.

6. Iegpreydpeva TG 6VOKELUGTUG KUl AOUTEG TANPOPOPIEg

T wepréyer To Briviact
H dpaotikni ovsia givar To brivaracetam.
Kd&be yiirootortpo (ml) mepiéxet 10 yhiootdypappe (mg) brivaracetam.

Ta dAAo cvototikd givor: KITpKo vATplo, Gvodpo KITpiko o&w, Tapaidposufevioicog pebviestépag
(E218), vatprovyog kapueAhdln, coukpordln, vypn copPitoin (E420), ylvkepoin (E422), Bertiwtico
yevong opéovpo (mpomvuievoylukoin (E1520) 90% - 98%), kekaBappévo Homp.

Epg@avion tov Briviact ko wepieydpeva g svokevaciog
To ndéoyo didhvpe Briviact 10 mg/ml eivon eAappdg 1EDIES, O1VYES, GYPMUO MG KITPVOTO VYPO.

H yvdvn ouodn tov 300 ml tov Briviact eival cuokevacpévn og ¥4pTivo KouTi Tov TePEYEL pia cupryyo
tov 10 ml ko pio oVOpryyo tov S ml yio amwd 6TOUATOS XOPTYNOT KOl VOV TPOCAPLOYEN Y TN CUPLYYA.

Karoyog Adcrog Kvkhopopiog
UCB Pharma S.A., Allée de la Recherche 60, B-1070 Bruxelles, BéAyto.

Hapaockevaotiig
UCB Pharma S.A., Chemin du Foriest, B-1420 Braine-1’Alleud, BéAy1o.

[No onowdnmote mAnpogopia oYeTKd Le TO TAPOV OPUAKEVTIKO TPOldV, mapakareiche va ansvBuvbeite
0TOV TOTKO avTpocmmo tov Katdyov trng Adesiag Kukhopopiac:

Belgié/Belgique/Belgien Lietuva
UCB Pharma SA/NV UCB Pharma Oy Finland


http://www.eof.gr/

Tél/Tel: + 32/ (0)2 559 92 00

Bbbarapus
1O CH BU bearapus EOO/]
Tem.: +359 (0) 2 962 30 49

Ceska republika
UCB s.r.o.
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
UCB Pharma Oy Finland
Tel: + 358 9 2514 4221 (Soome)

EArGoo
UCB A.E.
TnA: +30/2109974000

Espafia
UCB Pharma, S.A.
Tel: +34/9157034 44

France
UCB Pharma S.A.
Tél: +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

island
Vistor hf.
Simi: + 354 535 7000

Italia
UCB Pharma S.p.A.
Tel: +39/02 300 791

Kvmpog

Tel: + 358 9 2514 4221 (Suomija)

Luxembourg/Luxemburg
UCB Pharma SA/NV
Tel/Tel: + 32/ (0)2 559 92 00

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: +45/32 46 24 00

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

Polska
UCB Pharma 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.o.
Tel: + 386 1 589 69 00

Slovenské republika
UCB s.r.o., organiza¢na zlozka
Tel: + 421 (0) 2 5920 2020

Suomi/Finland
UCB Pharma Oy Finland
Puh/Tel: + 358 9 2514 4221

Sverige



Lifepharma (Z.A.M.) Ltd UCB Nordic A/S

TnA: +357 22 05 63 00 Tel: + 46/ (0) 40 29 49 00
Latvija United Kingdom

UCB Pharma Oy Finland UCB Pharma Ltd.

Tel: + 358 9 2514 4221 (Somija) Tel : + 44/ (0)1753 534 655

To mapév pvilo 0dNYLAOV ypioNS ovabempOnke Yo TeElsvTaio Popd oTig 11/2021.
AdLeg TN YEG TANPOPOPLOV

Aemtopepeic TANpoPopieg Yo 10 PAPHOKO aVTO ivol S1BEGIUES 6TO dIKTLOKO TOTO Tov Evpmmaikod
Opyavicpod Goapudkmv: http://www.ema.europa.eu.



http://www.ema.europa.eu/

@VYAro ooV ypiong: IIAnpoopics yia Tov ac0evi)

Briviact 10 mg/ml gvéoipo drdgiopa/drdiopa yia £yyoon
brivaracetam

A dote TPOGEKTIKA 0AOKANPO TO GVALO 0ONYIAV YP1ONG TPV UPYICETE VA YPNCLUOTOLEITE GVTO TO
QOAaPLOKO, OLOTL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 CUG.

DdoraEte avTd TO EVALO 0INYIDV YprionG. Towg ypelaotel va to duPfdcete Eavd.

Edv éxete mepartépm amopieg, pOTNOTE TOV Y1OTPO 1) TOV QAPLAKOTOLO GOG.

H cvvtayn yio autd 10 pdppoko xopnyndnke amokAeloTKd yio oag. Agv TPEMEL VO ODCETE TO
QAapuroKo o€ AAAOVE. Mmopel va Tovg TPOoKaAEGEL PAAPT, AKOUO KOl OTOV TO, GUUTTOUATO, TNG
acBéveldc Toug etvor 101 pe Ta S1Kd cag.

Edv mapatnpnoete Kamowo avemBOunTn evEpyela, EVILEPADOTE TOV YLOTPO 1) TOV PUPLOKOTOLO GOG.
AVT0 1oyl Kot Yo kdOe mhavr avemBountn evépyela Tov OgV aVaQEPETAL GTO TOPOV PUALO
odnywwv ypnHone. BAére mapdypogo 4.

T tepréyer To mapév pvAiro 0dNYLOV:

ocouprLNOE

1.

Tt eivon To Briviact kot oo ivan 1 xpiomn tov

T mpéner va yvopilete npv mapete 1o Briviact

[og va ypnoyomomoete to Briviact

[Mbavég avemBounteg evépyeteg

[og va pvidcoete to Briviact

[lepreydueva g cvokevaciog Kot AOTES TANPOPOPIeS

T eivon To Briviact kol wowa givon n ypion Tov

T givan To Briviact
To Briviact mepiéyet ) dpactikn ovcia brivaracetam. Avikel 6€ (o OpAad0 QApPHAK®Y Tov ovopalovton
«ovTiemAnNTTika. Ta edppoke avTd ¥pNoLHOTOOVVTOL Y10 TV OVIILETMTICT TG EMANYING.

owa givar 1 ypnon tov Briviact

2.

To Briviact ypnoyomoteitar oe evijlikeg, epnPoug kot madid nikiog amo 4 eTdv.

XP1OLOTOLELTAL Y10 TV OVTILETOTIOT EVOG TOTOL EXANYING UE EOTIOKES EMANTTIKEG KPIGELS, LE M
YOPIG dEVLTEPOYEVT] YEVIKELOT).

O1 gotiakég emANTTIKES Kpioelg etvan Kpioeglg mov Eekvovv mpooBdiiovtag pio pévo TAevpd Tov
EYKEPALOV. AVTEC 01 E0TIOKEG EMANTTIKES Kpioelg pumopel va eEamiwBodv Kot va enektabolv og
UEYOAVTEPEC TTEPLOYEG KOL OTIC OVO TAEVPEC TOL EYKEPALOV — 0LTO OVOUALETOL KOEVTEPOYEVNG
YEVIKELOM.

To @dppaxo avtd cog yopnynonke ya va petmbel o aplfpog tov emANTTIKOV Kpice®V TOL £)ETE.
To Briviact ypnowonoteiton poli pe GAio @apuaxo yio v exnyia.

Tvpémer va yvopilete Tprv mapete o Briviact

Mnyv ypnoiponoreite 1o Briviact:

o€ mepintwon aldepyiog oto brivaracetam, 6 GAAEG TAPOLOIES YNUIKES EVAOTELG OTMG 1)
AePeTpOKETAUN 1) N TPAKETAWUY] 1) GE OTOLOINTOTE GALO OO TOL GLGTATIKA AVTOV TOL PAPLUAKOV
(avagpépovtatl oty Tapdypago 6). Edv éxete appiPoiicec, pmtiote Tov y1aTpd 1 TOV GOPUOKOTOLO
o0G TPV TapPETE TO Briviact.



IIposgidomou)cels Ko TPOPLAGEELS

AmevBuvOeite oTov Y10TpO 1 TOV POPLOKOTOLO GUG TPV YPNCIUOTOMGTE TO Briviact edv:

- KAVETE CKEWYELG OVTOTPAVUATICUOV 1 avTokToviag. ‘Evag pikpog aptBpog atopwmy mov Erafav
OVTIETANTTIKG QApLaKo OTT®G To Briviact, ékoavoyv oKEWELC QVTOTPOLLATICUOD | avTokToviac. Edv,
OTOLONTOTE GTIYUT, KAVETE KATOL0 OO OUTEC TIG OKEYELS EXKOIVMOVIOTE QUEGMS LLE TO YLUTPO
oG,

- EYETE MTOTIKG, TPOPANUATA - O YIUTPOC GO EVOEYETOL VO YPELOCTEL VUL GOC TPOGOUPLOGEL T dOOT).

Houowa
H ypnon tov Briviact dev cvvictdrot o€ mondid nhkiog Katw tov 4 £TdV.

Alho @appoxo kor Briviact
Evnuepdote tov yiotpd 1 10V @apLaKonold cag edv maipvete, £xeTe TpOCOOTU TAPEL 1) UTOPEl Vo, TAPETE
AN QOPULOKDL.

ZUYKEKPLUEV, EVIILEPMOTE TOV YTPO GG EAV AAUPAVETE KATOLO OO T TAPUKATM PAPLUKA - CVTO

ovpPaivet yiati o yraTpdg cag evogyetar va ypewotel va Tpocaprdcet ) 6o tov Briviact mov

Aappaverte:

- PLPAUTTIKIVY — €va QAPLLAKO TOV YPTGLUOTOIEITOL Y10l TV OVTIUETAOTION TOV PUKTNPLOK®V
AoumEewv.

- St John’s wort (Yv®oT0 Kol @G VIEPIKOV TO OLATPNTOV) - £VOL PUTIKO QAPLOKO TOV YPNCIUOTOLEITAL
Y10 TNV OVTIUETOTION TNG KATAOAYNC, TOL GyY0oLg KOO®ME Kol GAADYV CUUTTOUATMV.

To Briviact pe owvonvevpot®on

- O cLVOVAGLOG AVTOL TOV PAPUAKOV UE OIVOTVEV IO OEV GUVIGTATOL

- Edv xatovoldvete ovomvevpa evoco Aapfdvete to Briviact, ol apvnrikég emdpacels Tov
OWOTVELATOG PTOopEL vaL av&nBovv.

Kinon ko Onioopog
Edv elote éyxvog 1| OnAhdlete, vopilete 6Tl pumopel va giote €ykvog 1 oxed1dleTeE VO ATOKTIGETE TOLdi,
{ntote 1 GVUPOVAN TOL YIOTPOV 1| TOV PUPLOKOTOLOD GO TPV TAPETE AVTO TO PAPLLUKO.

Agv cuviotdrton va maipvete to Briviact av elote £ykvog 1 av OnAdlete, kabdg dev eivarl YvooTég ot
emdpdoelg tov Briviact otnv kdnomn Kol T0 ayEvvnTo Hopd 1 TO VEOYEVVITO Toudi.

Mnv daxoyete ) Oeponeia ympic vo emtkotvovioete Tpdta He Tov yroTpd oag. H dakont| g Oepameiog
KaOdG ovtd pmopel va 0dNyNoel oe adENOT TOV EMANTTIK®OV G0G KPioemV kot va BAGYEL TO Lopo GO,

Ot‘mynm] KO (EIPLOROS POV LATOV
Katd ) xprion tov Briviact pmopel va aicBavOeite vmvniio, (dAn 1 kovpoaon.

- Avtég o1 avemBounteg evépyeteg eivan mo mBovo va eLeavioTody katd v Evapén g Bepaneiog
N Katoémy avénong g d6omng.

- Mnv odnyeite, unv Kévete TOSNAATO 1 UMV YPNCUYLOTOIEITE OTOLAONTOTE EPYUAELD 1] LY OVILLOTOL
€mW¢ OTOV JAMIGTMOCETE TG GOG ENNPEALEL TO PAPLLOKO.

To Briviact tepiéyel vatpro

To @apuaxo ovtd mepiéyel 19,1 mg vatpiov (kHplo cvetatikd payepikov/enttpanéllov GAatog) o€ Kabe
QLoAd10. AvTo 160dVVapEl pe To 1% NG GUVIGTOUEVTG LEYIOTNG UEPOLOG TPOCANYNG VATPIOL UE TNV
dlTPoPT| Yo, Evay EVAAIKAL.



3. IIog va ypnopomomcete To Briviact

[Tédvtote va YpNOOTOLEITE TO PAPHOKO AVTO AVOTNPA COLPMOVA, LLE TIC 0OTYIEC TOL YTPOL cog. Edv
éxete apePoiies, poTNOTE TOV YIATPO 1] TOV QUPUAKOTOLO GO,

®a ypnoponoieite to Briviact 6€ GuVILAGUO PE AAAN PAPUAKO VIO TNV AVTILETOTLON TNG ETANYING.

- Otoav Oa Eekivioete va Taipvete owtd T0 QAaproKo, To Briviact Oa cog yopnyndei amd otdpotoc (¢
Stokia 1 TOoo dtdAvpa) 1 g Eveon 1 Eyyvon.

- To evéoyo didAvpa / StdAvpa yia £yyvon Briviact yproytomoteiton yio pikpo ypovikod dactno
oTNV TEPInTOOT OV dev unopeite va Adfete to Briviact amd 10 otoOUO.

- Mmopeite va petanndnoete and T Ay tov Briviact amd to 6tépe 6T0 EVESIHO dStdAvpa / StdAv o
Yo £YXVOT] Kol vTiGTPOQa.

II6co eappoko 0a cog yopnyeitar
O ywpds oag Ba vroroyicet v oot kadnpepvn oag 66on. Haipvete v Kabnpepvn d6on og 600
100moceg 000€1g — pia to Tpmi ko pia 1o Ppadv oxedov v 1d1a dpa kKabe nuépa.

EviiAikec, £épnPot kot todid Bépovg ave tov 50 Kilov

- H ocvvietdpevn do6on eivar amd 25 mg €wc 100 mg kon AapPdvetot dvo gopéc v nuépa. O 1atpog
C0C EVOEYETAL VO OTTOPAUGIGEL VO TPOGAPHOCEL T1 00GT GOG Y1 VO BPEL TNV KAADTEPT dOOT Y10
€04iG.

Moudid ko EenPot Bapovg kdtm twv 50 kg

- O y10TpOG 0aG EVOEXETAL GLVTAYOYPAUPNTEL TNV £YYLON LOVOV Y10 Ayec NUEPES, €AV deV Pmopeite va
TOPETE TO PAPLOKO GOG ATO TO GTOA.

- H ocvvietopevn d6on etvar amod 0,5 mg émg 2 mg yio kaOe KiAd coUTIKOD BApovg Tov AaufaveTol
dv0 popég v Nuépa. Katdmiv, o 1atpdg oag evogyetal va amo@acicel va Tposapudcel T 66om
o0G Yo vo, Bpel TV KoahvTtepn d0GT| Y10, £G0G.

Atopa pe nrotikd TpofAanuata

Edv éxete mpofAnpota e To HTop cog:

- Q¢ eviilikag, épnpog N Taudi Bapovg S0 KIAOY 1 TEPIGGOTEPQ, 1) LEYIGTN 0OGT TTOL Bl TapPETE Elvan
75 mg 600 Popéc TNV NUEPQL.

Q¢ mondi 1 EpnPocg Papove katw Twv 50 kg, n uéyiotn d6om mov Ba whpete ivor 1,5 mg yio kébe KIAo

COUOTIKOV BApovg 600 POpES TNV NUEPAL.

Iag yopnyeitar To Briviact
To Briviact yopnyeiton og evéopAEPia Eveon i €yyvon amd Evav yorpod 1 voookopo. To gappako evietot
apyd otn eAEPa oag 1 yopnyeitar mg Eyyvon (oTdydnv) yio xpoviko didotnua 15 Aentdv.

I 7660 Ypovikod drdotnna Tpémel va ypnoiponoteite 1o Briviact

- O ywatpog oag Ba anopacicet yio Toceg Nuépes Ba oag xopnyndodv ot evéseig N n Eyyvon.

- Mo ™ poaxpoypdvia Bepameia pe Briviact, o yiotpog oag Oa cog {ntnoet va mipete diokia 1 OGO
St Briviact.

Eav napete peyorvtepn 66on Briviact amwé tnv kavovik)
Edv motedete Ot cog €xet yopnynbei pueyolvtepn mocdtnra Briviact amd v Kavovikn, EVUEPDOTE

OUECMC TOV YLOTPO GO,

Edv ctapatiocere va ypnoponoreite to Briviact



- Mnv GTApATACETE VO, TOIPVETE VT TO PAPLAKO EKTOG EAV GOC TO GUOTNGEL O YLUTPOG GOC. AVTO
ocvpPaivel emeldn n drakomn g Bepaneiog propel va 0dnynoet oe adénomn tov apduov Tov
EMANTTIKAOV GO KPIGEDV.

- Edv o yiatpdc cag {ntoet va Stakdyete T My ovtod Tov Qopprdikov, Bo LeldoEeL T SO0 Gog
oTadlKd. Avtd Bondd va unv eTaveueovioTobY 1 Vo Uy EMBEV®BOODV 01 EMANTTIKEG KPIGELS GOC.

Av €yete TEPIOCOTEPEC EPOTNGELS GYETIKA LE TN ¥PTON ALTOV TOL PAPLAKOV PMOTNGTE TOV YLOTPO 1| TOV
(PUPLOKOTOLO GOC.

4. MBavéc avemOOuNTES EVEPYELEG

Onwg 6Aa To PAPLOKE, £TGL KOL GVTO TO QAPUOKO UTOPEL VO TPOKAAEGEL AVETIODUNTEC EVEPYELEC, AV KOL
dev Topovctalovtal 6€ OAOLE TOVG avOpmTOVC.

MoAd ovyvég: umopel va emnpedoovy mepiocdtepa and 1 ota 10 dropo:
- aicOnuo vevniiog 1 {GAng

Yuyvég: umopel va emnpedcovy puéypt 1 ota 10 dropa

- ypinn

- aicOnua vrepPforikng kovpaong (kénwon)

- onacpol, aicOnua «reptotpoene» (iAryyog)

- vauTio Kot EUETOC, SLOKOIAMOTNTA

- wOVoC M duspopia g Béong Eveong N Eyyvong

- KatdOAwym, dyyos, advvapuio Hrvov (abmvic), evepebiotoTnTo

- AOWMDEELG TNG POTNG KOL TOV GAPLYYQ (OGS «KOWVO KPLOAOYNLO), Pxog
- uelopévn 6peén

Oy ovyvég: pumopet va ennpedoovv péxpt 1 ota 100 dropa

- OAAEPYIKEG OVTIOPAGELG

- U1 QLGLOAOYIKT CKEYT 17/KaL OTOAELD, EXAPNG LLE TNV TPAYHLOTIKOTNTO (YOYMOIKT doTapoyn),
embeTicOTTO, VELPIKN LIIEPEVTOOT) (d1€yEpPOT))

- OKEWYELC 1) TPOOTADEIEG AVTOTPAVUATIGUOD 1] CVTOKTOVIOG: EVIUEPDGTE OUECMG TOV YIUTPO GO

- peimon Tov AeVK®V atpoc@atpiny (oVopdleTol «OVdETEPOTEVION) — O1OTICTMOVETOL pE EEETAON
aipoTog

Emmiéov avemOounteg evépyseies 6 mardLld

Yuyvéc: umopel va enmnpedoovy £o¢ 1 ota 10 dropa
- avnovyia Kot VTEPSPACTNPLOTNTA (YUYOKIVITIKN VAEPOPASTNPIOTNTO)

Ava@opa avemOounTOV EVEPYELOV

Edv mapatmpnoete Kamoto avemBOUnTn evEPYEL, EVILEPDOTE TOV YIUTPO 1) TOV POPLAKOTOL0 GOG. AVTO
oyveL Kot yio kKaBe Thovi) avemBounn EVEPYELD TTOL dEV OVOPEPETAL GTO TOPOV POUALO 00MNYLDVY XPHOoNC.
Mropeite emiong va avoaeépete avembountec evépyeteg angvbeiog, péom tov EBvikov Opyaviopod
Dopuakwov, Mecoyeiov 284, 15562 XoAapyog, AGnva, Tni.: 213 2040380/337, ®a&: 210 6549585,
www.eof.gr. Méom ¢ avaeopdg avembountmy evepyeldv pnopeite vo, fondnoete ot GuALoyn
MEPLGGOTEPOV TANPOPOPLDY GYETIKA LE TNV ACPAAELN TOV TOPOVTOS POPLAKOL.


http://www.eof.gr/

5. &g vo pvrdccete To Briviact

- To @apuoko ovTd TPEMEL VO PUAACGETOL GE UEPT) TOV OgV TO PAETOVV Kol dgv TO POAVOLY T
TOLO14L.

- Na pn gpnoponoleite avTd 10 PAPLAKO HETA TNV NUEpOUNVia ANENG TTOL AVOPEPETOL GTO KOVTL Kot
610 QuoAidio petd ™ AHEH. H nuepounvio Anéng eivar n televtaio nuépa Tov punvo. wov
ovopEPETAL EKEL.

- To Briviact pmopei va apaimbei mpv vo evebel amd 10 y1otpo 1 T0 VOGOKOWO GOG. X& QUTES TIG
TEPMTOOELG Bl TPEMEL VoL YpnoLomom Ol apécwc PHETA TNV apaimon.

- To papuokevtiKd ovtd TPoidv dev amartel Wwitepeg cuvOnKeg POAAENGS.

- Kd&be prorido evéoipov dtodvuatog Briviact 0o mpémet v ypnoiponoteitol wovo pio @opd (picg
xpnong). OToldNmoTE CYPNGIUOTOINTY TOGOTNTO SIHAVLATOC Oo TPEMEL VoL amoppimTeTal.

- Oa TPETEL VO, YPNCLUOTOIELTAL LLOVO dLoYEC StV Y®PIC COUATION KOl ATOYPOUATICUO.

- Mnv metdite @APUAKO GTO VEPO TNG ATOYETELGNS 1] GTA OKLOK(A aroppippata. Potote 1o
(POPLOKOTOLO GOG YO TO TTMOG VO TETAEETE TO PAPHOKO TTOL OEV YPTOLUOTOIEITE 7. AVTA TOL LETPOL
0o Bondncovv oty Tpoctacio Tov TePPAALoVTOG.

6. Iepreyopeva TS GVOKELUGTUG KUL AOUTEG TANPOPOPIEg

T epréyer To Briviact

H dpactikni ovcia gival to brivaracetam.

- Ké&Be ml mepiéyer 10 mg brivaracetam.

- Kabe @rolridio tov 5 ml nepiéyer 50 mg brivaracetam

To dAha cvotatikd givol: 0&o vaTplo (Tpdpiko), Taydpopeo oEkd 08D, yYAmplovyo vaTplo kot HVOWP
Y10, EVECTLLOL.

Epg@avion tov Briviact ko wepieydpeva g cvokevaciog

To didhvpa yuo éveon/éyyvon Briviact 10 mg/ml givai £va dtavyég, dypmpo, 6Teipo dtaAvua.

To @laAidio Tov 5 ml Tov dtwdvpatog yio éveon/éyyvon Briviact 10 mg/ml eivonl cuokevacpévo oe
YapTIvo Kouti TV 10 Qroiidioy.

Karoyog Adcrog Kvkhoopiag

UCB Pharma S.A., Allée de la Recherche 60, B-1070 Bruxelles, Béhyto.
Hopaokevaostiig

UCB Pharma S.A., Chemin du Foriest, B-1420 Braine-1’Alleud, BéAyto.

INo omoladnmote TANPOPOPIn, GYETIKE, LLE TO TOPOV PAPUAKEVTIKO TPOIOV, Tapakareicde va amevbuvieite
GTOV TOTIKO avTITpocwmo Tov Katdyov g Adstog Kvkhogopiog:



Belgié/Belgique/Belgien
UCB Pharma SA/NV
Tél/Tel: + 32/(0)2 559 92 00

Bbbarapus
10 CU BU bearapus EOO/
Tem.: +359 (0) 2 962 30 49

Ceska republika
UCB s.r.o.
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
UCB Pharma Oy Finland
Tel: + 358 9 2514 4221 (Soome)

EArGoo
UCB A.E.
TnA: +30/2109974000

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

France
UCB Pharma S.A.
Tél: +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

Island
Vistor hf.
Simi: + 354 535 7000

Lietuva
UCB Pharma Oy Finland
Tel: + 358 9 2514 4221 (Suomija)

Luxembourg/Luxemburg
UCB Pharma SA/NV
Tél/Tel: + 32/ (0)2 559 92 00

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: +45/32 46 2400

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

Polska
UCB Pharma 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.o.
Tel: + 386 1 589 69 00

Slovenska republika
UCB s.r.0., organiza¢na zlozka
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
Kbapog Sverige

Lifepharma (Z.A.M.) Ltd UCB Nordic A/S

TnA: +357 22 0563 00 Tel: + 46/ (0) 40 29 49 00
Latvija United Kingdom

UCB Pharma Oy Finland UCB Pharma Ltd.

Tel: + 358 9 2514 4221 (Somija) Tel: + 44/ (0)1753 534 655

To mopév pOALo 0dNYLOV ypRoNS ovadempONKe Yo TEAEVTAiIO Popd 6Tic 11/2021.
Adreg INYEG TANPOPOPLAOV

Aemtouepeic TANPOPOPIES Yo TO QAPLOKO aVTO givol dlafEciec 610 dKTLOKO TOTO Tov Evpmmaikod
Opyavicpov Papudakmyv: http://www.ema.europa.eu.

O A po@opicc mov akorovBoVV amrevOvvovToL HOvo o€ erayyeipaTies vyeiog
To evéoo didAvpa / SidAvpa yio £yyvon Briviact propei va xopnyn0el mg éveon bolus 1 og Eyyvon:

. EvdopAéPia éveon bolus: pmopei va yopnynOei anevbeiog ympic apaimon
. EvdopAéPia &yyvom: prmopet va xopnynOel o ypovikod ddotnuo 15 Aentdv o€ cvpufatd dtodvtn

To Briviact pmopei vo apainbei pe to akdAovdo StaAduato: eVESIUO SLaAV A YAMPLODYOV VATPIiow

9 mg/ml (0,9 %), evéoyo didhvpo yhokding 50 mg/ml (5 %) 1 yoahoktikd didlvpa Ringer.

Kd&Be proiido evéoipov dtodvpatog /S10Adpatog yio £yyvon Briviact Oa wpénet va ypnolponoteital povo
pio eopad (piag ypnong). Omoladnmote oyPNCIUOTOINTN TOGOTNTO SLHADLOTOC B0 TPETEL VO amoppimTETOL
(BAéme mapdypago 3).


http://www.ema.europa.eu/

	Briviact 10 mg επικαλυμμένα με λεπτό υμένιο δισκία
	Briviact 25 mg επικαλυμμένα με λεπτό υμένιο δισκία
	Briviact 50 mg επικαλυμμένα με λεπτό υμένιο δισκία
	Briviact 75 mg επικαλυμμένα με λεπτό υμένιο δισκία
	Briviact 100 mg επικαλυμμένα με λεπτό υμένιο δισκία
	brivaracetam
	Τι περιέχει το παρόν φύλλο οδηγιών:
	Μην πάρετε το Briviact:
	Προειδοποιήσεις και προφυλάξεις
	Κύηση και θηλασμός
	Μην διακόψετε τη θεραπεία χωρίς να επικοινωνήσετε πρώτα με τον γιατρό σας. Η διακοπή της θεραπείας μπορεί να οδηγήσει σε αύξηση των επιληπτικών σας κρίσεων και να βλάψει το μωρό σας.
	Οδήγηση και χειρισμός μηχανημάτων
	Το Briviact περιέχει λακτόζη και νάτριο
	Θα λάβετε το Briviact σε συνδυασμό με άλλα φάρμακα για την αντιμετώπιση της επιληψίας.
	Εάν πάρετε μεγαλύτερη δόση Briviact από την κανονική
	Εάν πήρατε μεγαλύτερη δόση Briviact από την κανονική, ενημερώστε το γιατρό σας. Μπορεί να αισθανθείτε ζάλη ή υπνηλία.
	Εάν σταματήσετε να παίρνετε το Briviact
	Το παρόν φύλλο οδηγιών χρήσης αναθεωρήθηκε για τελευταία φορά στις 11/2021.
	Φύλλο οδηγιών χρήσης: Πληροφορίες για τον ασθενή
	Briviact 10 mg/ml πόσιμο διάλυμα
	Τι περιέχει το παρόν φύλλο οδηγιών:
	Μην πάρετε το Briviact:
	Προειδοποιήσεις και προφυλάξεις
	Κύηση και θηλασμός
	Μην διακόψετε τη θεραπεία χωρίς να επικοινωνήσετε πρώτα με τον γιατρό σας. Η διακοπή της θεραπείας μπορεί να οδηγήσει σε αύξηση των επιληπτικών σας κρίσεων και να βλάψει το μωρό σας.
	Οδήγηση και χειρισμός μηχανημάτων
	Το πόσιμο διάλυμα Briviact περιέχει παραϋδροξυβενζοϊκό μεθυλεστέρα, νάτριο, σορβιτόλη και προπυλενογλυκόλη
	- Παραϋδροξυβενζοϊκός μεθυλεστέρας (E218): Αυτό μπορεί να προκαλέσει αλλεργικές αντιδράσεις (πιθανώς καθυστερημένες).
	- Νάτριο: Το φάρμακο αυτό περιέχει λιγότερο από 1 mmol νατρίου (23mg) ανά χιλιοστόλιτρο, είναι αυτό που ονομάζουμε «ελεύθερο νατρίου».
	- Σορβιτόλη (E420) (ένα είδος σακχάρου): Αυτό το φάρμακο περιέχει 239,8 mg σορβιτόλης σε κάθε ml. Η σορβιτόλη είναι πηγή φρουκτόζης. Αν ο γιατρός σας, σας έχει πει ότι εσείς (ή το παιδί σας) έχετε δυσανεξία σε ορισμένα σάκχαρα, ή έχετε διαγνωστεί με κ...
	- Προπυλενογλυκόλη (Ε1520): Αυτό το φάρμακο περιέχει 5,5 mg προπυλενογλυκόλης κατά το μέγιστο σε κάθε χιλιοστόλιτρο.
	Θα λάβετε το Briviact σε συνδυασμό με άλλα φάρμακα για την αντιμετώπιση της επιληψίας.
	Εάν πάρετε μεγαλύτερη δόση Briviact από την κανονική
	Εάν πήρατε μεγαλύτερη δόση Briviact από την κανονική, ενημερώστε τον γιατρό σας. Μπορεί να αισθανθείτε ζάλη ή υπνηλία.
	Εάν σταματήσετε να παίρνετε το Briviact
	Το παρόν φύλλο οδηγιών χρήσης αναθεωρήθηκε για τελευταία φορά στις 11/2021.
	Φύλλο οδηγιών χρήσης: Πληροφορίες για τον ασθενή
	Briviact 10 mg/ml ενέσιμο διάλυμα/διάλυμα για έγχυση
	Τι περιέχει το παρόν φύλλο οδηγιών:
	Μην χρησιμοποιείτε το Briviact:
	Προειδοποιήσεις και προφυλάξεις
	Κύηση και θηλασμός
	Μην διακόψετε τη θεραπεία χωρίς να επικοινωνήσετε πρώτα με τον γιατρό σας. Η διακοπή της θεραπείας καθώς αυτό μπορεί να οδηγήσει σε αύξηση των επιληπτικών σας κρίσεων και να βλάψει το μωρό σας.
	Οδήγηση και χειρισμός μηχανημάτων
	Το Briviact περιέχει νάτριο
	Εάν πάρετε μεγαλύτερη δόση Briviact από την κανονική
	Εάν σταματήσετε να χρησιμοποιείτε το Briviact
	Το παρόν φύλλο οδηγιών χρήσης αναθεωρήθηκε για τελευταία φορά στις 11/2021.

