DVLA0 0oV ypriong: [IAnpo@opics yia Tov acOeviy

Briviact 10 mg emkaloppéva pe Aemté vpévio diokia
Briviact 25 mg emkaloppéva pe Aemté vpévio diokia
Briviact 50 mg emkaloppéva pe Aemté vpévio dokia
Briviact 75 mg emkaloppéva pe Aemté vpévio dokia
Briviact 100 mg emkolvppéva pe AewTd VEEVIO OIGKIO

umpifopoakeTdun

A doTe TPOGEKTIKA 0ALOKANPO TO GUALO 0ONYLAV YP1)OIG TPV UPYICETE VA TAIPVETE GVTO TO

PaPRIKO, O10TL TEPLAAUPAVEL GNUAVTIKES TANPOPOPIES YU GUGS.

- DdvrdEte avTd TO PUALO 0dNYIBY Yprons. Towg ypelootel va to dufdoete Eavd.

- Edv éxete mepartépm amopiec, poti|oTE TOV Y10TPO 1) TOV POPLAKOTOLO GO,

- H cvvtayn yio avtd 10 appoko xopnynonke amokAeloTikd yio oaG. Agv TPEMEL VO ODGETE TO
@apuaxo og dAlovg. Mmopei va Toug TPoKaAEGEL BAAPN, OKOWO Kot OTOV TO GUUTTOUATO TG
acBéveldg Toug givar 1010 pe Tor S1Kd cag,.

- Edv mopatnproete kKamow avemBOUnTn eVEPYELD, EVILEPMDGTE TOV YOTPO 1) TOV POPLAKOTOLO
c0G. Avto 1oyvet kot Yo kKaOe mhovi avemBOunTn evEpyELD TOV OV OVAPEPETOL GTO TALPOV
@OAAO 00NV Yprione. BAéne mapdypapo 4.

T mepréyer 1o mTapév eUALO 00N YLOV:

T efvon To Briviact kot o lvae 1) xprom tov

T mpénet va yvopilete mpwv mdpete to Briviact

[og va mépete to Briviact

[MBavég avemBOunteg evépyeteg

[log va pvrdooete to Briviact

[epreydpeva tng cuoKEVOGING Kot AOITES TANPOPOpPiEg

ANl o e

1. Th eivar To Briviact ko wowa givan i yp1on Tov

T givon o Briviact

To Briviact mepiéyet ) dpaoctiki ovcia punpiPapakeTdun. AviKel o€ pio opddo eopUEK®Y TOv
ovopdovtol «ovTIEmMANTTIKE. Ta eappaka autd YPNGLOTOI0VVTAL VI TV OVTLETMTIOT TNG
emnyiog.

o givar i yp1jon Tov Briviact

- To Briviact ypnowonoteitan 6g eviiMkeg, prfovg Kot modtd nikiog amd 2 et@v.

- XPpMOYOTOLEITAL Y100 TNV OVTIUETAOMTIOT EVOS TOTOL EMANYING LLE EOTIOKES EMANTTIKES KPIGELS,
Le M xopig devtepoyevn yevikevon.

- O1 gotiaxég eminmrikég Kpioeig ival kpioelg mov Eekvovv mpocPaiiovtag pia pévo Thevpd
TOL EYKEPAAOV. AVTEG 01 E0TIOKEC EMANTTIKEG Kploelg pumopel va eEamAwbovy Kot va
EMEKTOOOVV OE LEYOADTEPES TTEPLOYES KOl OTIC OVO TAEVPES TOL EYKEPAAOVL — aTd ovoudletal
«OEVTEPOYEVNG YEVIKELGT.

- To @dppaxo avtd cog yopnyndnke yo vo petwdbel o aptOpodc Tov ETANTTIKOV KPIGEWY TOV
£yeTe.

- To Briviact ypnowonoteiton poli pe Ao eéppoka yio tnv emiinyia.

2. Tvpémer va yvopilete mpv mapete to Briviact

Mnv népete To Briviact:

- o€ mepinTmon aAdepyiog 6TV UTPIPOPAKETAUT), GE AAAEC TAPOUOIEG YN UKEG EVDGELS OTIMS M
AEPETIPOKETAUN 1) M TPAKETAUN T GE OTOLOOMTOTE GALO OO TO GLGTATIKA CVTOV TOV PAPUAKOV
(avaeépovtar oty Tapdypago 6). Edv éxete apgiPolricg, pmtiote Tov yaTpd 1 TOV
Qapuaxorold cag mptv mdpete to Briviact.



- €qv €xete TOTE EUPAVIGEL GOPapd depraTIKO €EAVONLLO 1] ATOAETIOT] TOV OEPUATOG, POVCKAAEG
MN/xan €AKr 6TO GTOUA, LETA Ao Ayn Tov Briviact.
YoPapég dEPUATIKES OVTIOPATELS, GUUTEPIAAUPAVOUEVOL TOV GUVIPOUOL Stevens-Johnson,
&youvv avapepOel o oyéon pe 1 Bepaneio pe Briviact. Ztopatiote vo ¥pnoILOTOLEITE TO
Briviact ko {ntnote apéong wtpkn Pondeia, v TapaTnPNGETE KATO0 OO TO, GUUTTOUOTO
oV oyeTiCovtol pe aTég TIg oPapEg dEPUATIKES OVTIOPAGEIS TOV TEPTYPAPOVINL GTNV
Topaypapo 4.

[pocdomonosic Ko TPOPVAGEELS

AmevBuvieite oTov Y10TpO 1) TOV POPLOKOTOW GOG TPV TAPETE TO Briviact edv:

- KOVETE CKEYELG ALTOTPAVUATIOUOV 1| avToKToVias. ‘Evag pikpdg aptBudc atopwmy mov Erafav
OVTIETMNATIKA pappoKo 6nwe To Briviact, ékavov oKEYELS 0VTOTPAVUATIGUOD 1 CVTOKTOVING.
Edv, omowadnmote otiypn, KAVETE KATO0 OO AVTES TIG OKEYELS, EMKOIVMOVIOTE OUECHS LLE TO
ytpd Gog.

- EYETE NTOTIKA TPOPANLLOATA - O YIOTPOG GG EVOEYETOL VO YPELOGTEL VO GG TPOCOUPHOCEL TN
doon.

Hawdra
H ypnion tov Briviact dev cuviotdrot og moidd nikiog Kdto Tov 2 eTdv.

Alra @appoxa kot Briviact
Evnuepdote Tov yiotpod 1 ToV @opUaKoTold cag eqv Taipvete, Exete Tpdo@aTa ThpEL | UTopEl va
napete GAAL QApLLOKO.

ZUYKEKPLEVO, EVILEPMOTE TOV YATPO GaG £V AAUPAVETE KATO10 OO TO, TOPAKATO PAPLAKO - QVTO

ocvpfaivel yati o wTpdg cog EVOEXETAL VAL YpELOCTEL va Tpocapdcet T 66on Briviact mov Aappavers:

- PLPAUTIKIVY, VO PAPLLOKO TTOL YPTGYLOTOLEITOL Y10l TV AVTILETOMTIOT TOV PAKTNPLOKOY
roudEeV.

- St John’s wort (Yv®o16 Kol G VTEPIKOV TO H1ATPNTOV) - £VOL PUTIKO PAPLOKO TOL
YPNOYLOTOLEITOL Y10l TNV AVTIULETOMTION TNG KATAOAnYNG KoL TOv Gryyxovs, kabmg Kot GAADY
CUUTMTOUATOV.

To Briviact pe owvonvevpoatd@on

- O ocvVdVAGUAS CVTOL TOL PAPUAKOV LLE OLVOTVEVLATADON OEV GUVIGTATOL.

- Edv xotavoldvete owvomvevpa evocw Aapfavete to Briviact, ot apyntikég emdpdoelg Tov
OWOoTVELATOG Hropel var avEnbovv.

Kinon ko Oniaopoc
O yovipeg yovaikeg Ba Tpémet vo culntovv pe Tov yioTpd TOVG GYETIKA LE TN (PTIOT] AVIIGVAANTTIKAOV.

Edv elote éyxvog 1) Oniélete, vouilete Ot pmopel va glote ykvog 1 oxedialete va anoktnoete Toudi,
{ntote ™ cupfovAn TOL YTPOL 1| TOL POPLAKOTOLOV GOG TPV TAPETE AVTO TO PAPLLOKO.

Agv cuviotdton va aipvete to Briviact av giote éykvog, kabng dev etval yvmaoTég ot emdpdoelg Tov
Briviact otnv xdmomn kot 1o ayévvnto Lmpo.

Agv cuviotdtal va OnAdlete To pLopod cag evd Taipvere To Briviact, kabmg to Briviact mepvdietl 6to
unTPIKo yoAa.

Mnyv dokoyete T Bepaneio yopic Vo EMKOVOVIGETE TPMOTO LE TOV Y10Tpd cag. H dtakonn tng
Bepamneiog pmopel va 00N YNoEL G AOENOT TOV EMANTTIKOV 60¢ KpicemVv kot vo, AGyEL TO Lopo Gag.

Oﬁnyncn KO {EPIOROS POV LATOV
Kotd ™ Aqyn tov Briviact pmopel va arcBavOeite vmvniia, (dAn 1 kobpaon.

- AvTég o1 avemBOuNTEG EVEPYELES Elvan TTLO THAVO VAL ELPOVIGTOVV KATA TNV £vapEn g
Oepomeiog N KoToOmY avénong g 66omg.

- Mnyv odnyeite, unv kavete TOSMANTO 1) LNV XPTCLOTOIEITE OTTOLAONTOTE EPYUAEID 1|
UINYOVALLOTO E0G OTOL SLOMIGTMOCETE TAOC GOC EMNPEALEL TO PAPUAKO.
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To Briviact mepiéyel haxtoln ko vatpio

Ta emucoloppéva pe Aemtd vpévio diokia Briviact mepiéyouvv:

- hoktoln (éva idog caxydpov) - Edv o yiotpog cag, cog £xel evnuepmaosl 0Tt £xete dvoaveéio o
OPIGULEVA GAKYAPA, EMIKOWVMOVIOTE LE TOV YIOTPO GOG TPV TAPETE OVTO TO PAPLOKO.

- vatplo — To eappoko avtd mepiéyel Aryodtepo and 1 mmol vatpiov (23mg) avd dickio, givar
avtd oL ovopaovpe «eAevBepo vaTpiovy.

3. [ og va mapete To Briviact

[Tévtote va maipvete To PAPUAKO OLTO OVOTNPE COUPOVA, LLE TIG 001 YieS TOV YloTpo¥ cag. Edv €yete
apPBoMEG, pOTNOTE TOV YITPO 1) TOV QOPUOKOTOL0 GaG. AAAN(EG) LOPPT(£C) ALTOL TOL POAPUAKOV
umopel va givat o KatdAANAN(gg) Yo opropévovg acbeveig, m.y. modid (av de umopohv va, KATomoby
Ta S1okio o OKAN P, Yo TopAdelyna). Potnote tov ylotpd 1 Tov poprokomold oog.

®a MaPete To Briviact 6 GUVOLAGHO [E GANO PAPLLOKA VL0 TNV OVTLLETMTION TNG EMANYIOG.

léoo va mapete
O ywtpdc oag Oa voroyicel Ty cwot kadnuepv cag d6on. [aipvere tnv kabnpepvn 66on o€ 600
100m00eG 00GELS, Ue dapopd mepimov 12 wpdv 1 pio amd TV GAAD.

"EonBot ko woudd Bdpove 50 kg 1§ Gve Ko EVAAKECS

- H cvvictdpevn d6on givar omd 25 mg £wg 100 mg kot Aappdvetor 500 popéc TV NUEPAL.
Kotom, o yrotpdg 6og evOEXETAL VO, AMOPAGIGEL VO TPOGAPUOGEL TN 006N GOg Y10 Vo PpeL TNV
KoAOTEPT 0OCN Yo EGAG.

"‘Egonpot ko moudid Bapovg omd 20 kg £oc kdtm tov 50 kg

- H ocvvictdpevn do6on givar amd 0,5 mg €mg 2 mg yia kdbe KIAd cmpatikod Bapovg Kot
Aoppévetar 600 opéc v Nuépa. Katom, o y1atpdc oog eVOEYETAL VO OTOPOGICEL VOL
TPOCAPHOGEL TN dOCT] GOG VIO VO BPEL TNV KAADTEPT] dOCT| Y10, EGAC.

Houd1a Bapove amd 10 kg £o¢ kdtw tov 20 kg

- H cvviotdpevn d6on givar amd 0,5 mg €mg 2,5 mg yio, ke KiAd copatikod Bapovg Kot
Aappdvetar 500 popéc v Nuépa. Katom, o y10tpdc Tou Tondlov 6og EVOEYETOL VA ATOPAGIGEL
V0. TPOCAPUOGEL T1 OGN TOL Tod10D GOG Y10 Vo, BPEL TNV KOADTEPT dOGM Y1 TO Toudi Goc.

Atopa pe nrotikd tpofinuato

Edv éyete mpoPAnpata [l TO GLKOTL GOG:

- Q¢ éonPog 1 maudi Bapovg 50 kg 1 dve 1 ©g evidikag, 1 péytotrn doom ov Ba whpete gival
75 mg 000 PopEG TNV MUEPOL.

- Q¢ éonPog M maudi Bapovg amd 20 kg €mg kdtw tov 50 kg, n péytotn d6or mov Oa napete givar
1,5 mg ywo ka0e KIAd copatikod Papovg 600 popES TNV NUEPA.

- Q¢ moudi Bapovg amd 10 kg émg kato tov 20 kg,  puéyiom 660 mov Ba Tapet 1o Todi oog
etvan 2 mg ya kéBe KAO copatikod Bapovg Vo PopEg TNV NUEPA.

og va napete Ta dwokio Briviact
- Kotanivete ta diokia oAOKANpO [LE £Vl TOTHPL VYPO.
- To @dpuaxo propet vo Aapfdveral pe 1 yopig Tpoen.

INa 600 ypovikd ddotnpa npéner va waipvete To Briviact
To Briviact givat po paxpoypovia Oepaneio — cuveyiote T ANy tov Briviact émg 6tov cog Tel o
YTpOG GOG VO TO GTOLLOTHCETE.

Edv napere peyaivrepn 06on Briviact amwd tnv kavoviki
Edv mpate peyodvtepn do6on Briviact omd v KovovikY|, EVLEPMOTE TO YaTpd cag. Mmopet va
acBavieite (oAn Kot vvnAia.



Mropei eniong va eKONADGETE 0TO100MTOTE 0o TO. AkOAOVOO cCuUTTOUOTA: VOVTIa, aicOnua
«IEPIOTPOPNG», HVGKOAID H10THPTNOTG TNG IGOPPOTINGC, AyY0S, aicOnua vrepPolikng kovpaonc,
evepedioTotTa, emBeTikdTNTO, 0dVVaLio VITvov, KatdOAnyT, okéyelg 1| Tpootabeleg
OLTOTPAVHATIGLOV 1) AVTOKTOVIOG.

Eav Eeyaoete va napete To Briviact

- Edv mopadeiyete o 060m, mapte T pOAG T0 Bopundeite.

- Ev ocvveygio mapte tnv enduevn 8601 11 cuvnon dpa.

- Mnyv apete dSmAn 8001 Yo VoL avOTANPDOGETE T 6601 Tov EeydoaTe.

- Av dev giloTe 6lyovupotl TI TPENEL VO, KAVETE, POTNOTE TOV YITPO 1) TOV POPUOKOTOLd GOG

Eév ctapoatiocete va aipvete to Briviact

- Mnyv otapatioete va moipvete auTo T0 PAPUAKO EKTOG £V GOG TO GUOTNGEL O YTPOG GOG.
Av16 ovpPaivel enedn n Saxonn tng Bepomeiog pmopel va 0dnyNceL og avEnoT Tov optdpov
TOV EMANATIKOV GG KPIGEWV.

- Edv o yatpog cog {nthoet va StakOyeTe Tr Ay auTol Tov eapudiov, Bo peidcet T d00T 6oG
otadtoKkd. Avtd Bondd va unv emavepQovioTobV 1 vo unv emdsvobdolv ot eTANTTIKES kKpioelg
60G.

Av &yete TEPIOGOTEPEG EPMTNCELS GYETIKA LLE TN (PT|OT] ALTOV TOL POPUAKOVL POTIOTE TOV YOTPO 1) TOV
(PUPUAKOTOL0 GOC.

4. MBavéc avemBOunTeg evépyereg

Onwg 6Aa Ta pappaKa, £TCL KoL 0VTO TO GAPLOKO UITOPEL VO TPOKOAESEL AVETOVOUNTES EVEPYELEG, OV
Kot dgv Tapovstalovtal 6 GAOVG TOVG avOpMOTOLG,.

oAV ovyvéc: pmopel va ennpedoovy mepiocdtepa and 1 ota 10 dropo:
- aicOnpo vrvnidog 1 CoAng

Yuyvéc: unopel va emmpedoovy péypt 1 ota 10 dropa

- ypimn

- aicOnpa vrepPorikng kovpaong (kdmwon)

- onacpoi, aicOnua «rteplotpoeno» (ktyyog)

- vavtio Kot EUETOC, SLoKOAOTNTA

- KatdOAwym, dyyos, advvapia vvov (abdmvia), evepedicToTnTA

- AOWUADEELG TNG LOTNG KOt TOV APLYYQ (OGS «KOWO KPLOAGYNLOY), PxoG
- HEWpEVN Opedn

Oy ovyvég: pumopel va ennpedoovv péxpt 1 ota 100 dropa

- OAAEPYIKES OVTIOPAGELG

- U] QLGOAOYIKT GKEWT 1/KOL ATADAELNL EXAPT|G LLE TNV TPAYLOTIKOTNTO (WOYXMOGIKT dTopoyn),
eMBETIKOTNTO, VELPIKN LIIEPEVTAOT] (O1€yEPON)

- OKEWYELG 1) TPOCTADEIESG AVTOTPAVLATIGLLOD 1] CVTOKTOVIOG: EVIUEPDOTE AUECHS TOV YTPO GOG

- peimon Tov Aevkodv aposearpiov (ovopdaletar «ovdeteponevion) — damotmdveTon pe eEétaon
aipLoTog

Mn YveO6Tg ovvOTNTOS: 1) GLYVOTNTO OV Pmopel va ekTiun el pe faon ta dubéoia dedopéva

- ekteTopévo eEAVON L0 LE POVOKAAEG Ko OTOAETIOT TOV OEPLOTOC, Wtaitepa YOp® omd TO
GTOUO, TN HWOT, TO LATIO KO TO, YEVVITIKA Opyava (cOvdpopo Stevens-Johnson)

Emmiéov avemBOunteg evépyereg o€ mondld

Yoyvéc: umopet va emnpedoovy émg 1 ota 10 dropa
- avnovyilo Kol LTEPKIVNTIKOTNTO (WLYXOKIVITIKT VIEPSPACTNPLOTNTA)



Ava@opd avemOopunTov EvEPYELOV

Edv mopatnproete Kamowo avemBOUNTN EVEPYELL, EVILEPMDGTE TOV YIOTPO 1) TOV (OPLOKOTOLO GOG.
Av10 1oy0et kot o Kabe mhovr avemBOunTn eVEPYELR TOV OV OVAPEPETOL GTO TAPOV PVALO 0N YDV
xpone. Mmopeite emiong va avapépete avemBounteg evépyeieg omevbeiog, Hécw Tov Bvikod
GUOTNLOTOG OVOPOPAC:

EBvikdg Opyaviopog @appiakoy
Meooyesimv 284

GR-15562 Xolopyog, AOMva
TnA: + 30 21 32040337
Iotéromoc:

http:/www.eof.gr.

http://www Kitrinikarta.gr

Mécm g avapopdg avemBOunToV evepyelmv pmopeite vo fondncete ot GLALOYY TEPIGGOTEP®V
TANPOPOPLOV GYETIKA [LE TNV AGPAAELD TOV TAPOVTOC POPLAKOV.

5. og va pvracoete To Briviact

- To @dppaxo avtd TPENEL va QLAAGGETOL GE LEPT) OV gV TO PAETOVV Kol dgv TO POAVOLY Tl
TodLd.

- Na pn ypnoylonoteite ovtd 10 PAPUOKO UETA TNV MUePOpnVia ANENG TOV avVaEEPETOL GTO KOVTL
kot oty kuyéAn (blister) petd tn AHZEH. H nuepounvio Anéng etvon ) tedevtaio nuépo Tov
UNVO. TOL OVOQEPETOL EKEL.

- To pappakevtiKs ovtd Tpoidv dev anartel Waitepeg cuvinKeg EOAAENS.

- Mnv metdte @APULOKO GTO VEPO TNG AMOYETELONG N 0TA OKLOKA amoppippata. Potote 1o
POPUAKOTO0 OOG YO TO TMG VO TETAEETE TOL PAPHLOKO TTOL OEV YPTCOTOLEITE M. AVTA TOL
pétpa Bo fondnoovy oty Tpoctacic Tov mEPPAALOVTOC.

6. Mepreybpevo TG GVOKEVAGING KOL AOUTEG TANPOPOPIES

T epréyer 1o Briviact

H dpaoctikni ovoia givar | umpifapoketdun.

Kd&be emwaioppévo pe Aemtd vpévio diokio mepiéyer 10 mg, 25 mg, 50 mg, 75 mg i 100 mg
UTPPOpOKETAUNG.

To dAAha cvotatikd sivol:

[vprvag

Al0GTOVPOVUEVT] VOTPLOVYOG KApUEAAOLT, Lovoidpikn AakToln, betadex, dvudpn Aoktoln, oTEOTIKO
LoyViGlo

Erucédioyn

- Emwaioppéva pe Aemtd vpévio diokia tov 10 mg: moAvPivolorkoodn), 510E€1810 Tov TiTaViov
(E 171), moAvarBvrevoyivkoin (3350), téixnge.

- Emwcaivppéva pe Aemtd vpuévio diokia tv 25 mg: moAvPivolodlkoodn), 510E€1810 Tov TiTaviov
(E 171), modvaiBvAievoyivkoin (3350), Tarkng, kitptvo o&eidio tov cdnpov (E172), uérav
o&eido Tov adnpov (E172).

- Emwcaioppéva pe Aertd vpévio diokia tv 50 mg: moAvPivolodkoodn, 510E€1810 Tov TiTaviov
(E 171), modvaiBvAievoyivkorn (3350), Tadikng, kitpvo 0&eidio Tov ownpov (E172), epubpod
0&eido Tov onpov (E172).

- Emwaivppéva pe Aemtd vpévio diokia tv 75 mg: moAvPivoloarkoodn, 510E€1810 Tov TiTaviov
(E 171), modvaiBvAievoyivkoin (3350), Tadhkng, kitptvo 0&eidio Tov owdnpov (E172), epubpod
0&eido Tov onpov (E172), uéhav o&eidio tov odnpov (E172).


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

- Emwaioppéva pe Aertd vpévio diokio tov 100 mg: moAvfivodaAikooAn, 8101610 Tov TITaviov
(E 171), modvaiBvAievoyivkoin (3350), Tarkng, kitptvo o&eidio tov cdnpov (E172), uérav
o&eido Tov adnpov (E172).

Epgavion tov Briviact kot epieyépeva TG 6VGKELAGIOG

Ta dioxio Briviact tov 10 mg ivor Aevkd £m¢ VTOAEVKA, GTPOYYVLAL, EMKOAVUUEVA LE AETTO VUEVIO
dokia, dapétpov 6,5 mm mov PEPOLVV YapayréEVo to «ul0» otn pio TAgLpAL.

Ta diokio Briviact tov 25 mg eivat ykpl, @€, EMKOAVUUEVO LE AETTO DUEVIO J10KI0, OUOTACEMV
8,9 mm x 5,0 mm mov eEpovV yopayUéVo To «u25» ot pio TAEVPA.

Ta dioxio Briviact tov 50 mg eivor kitpvo, 001, ETKOAVUUEVO LE AETTO DUEVIO O10Ki0,
dwotdoswv 11,7 mm x 6,6 mm mov PEPOLY Yapayuévo to «uS0» otn pic TAELPAL.

Ta dioxio Briviact tov 75 mg eivor pof, ©oedn, extkoivpupéva pe AeTTo DIEVIO O10Kia, O100TACEDY
13,0 mm x 7,3 mm ov @£pouvV YapayIEVO TO «u75» ot pio TAgvpd.

Ta dioxio Briviact tov 100 mg givan Tpactva-ykpl, WO, EXKOAVUUEVO e AETTO VUEVIO dloKiaL,
dwotdoswv 14,5 mm x 8,1 mm mwov eépovv yapaypuévo to «ul00» otn pio TAgvpd.

Ta dwokia Briviact givat cvokevacuéva og cvokevaoies koyehmv (blister) mov datiBevton og ydptiva
KOLTLY ToL TTepLEyovv 14, 56, 14 x 1 1 100 x 1 emkaivppéva pe Aemtd vuévio dokia 1 o€
TOAVGLOKEVOGiEG OV TTEPEYOVY 168 (3 cvokevacieg TV 56) emtkoAvppéva e AETTO VUEVIO dloKidL.
OAec o1 ouokevacieg drotifevton o kuyédeg (blisters) PVC/PCTFE — Alovpviov.

Mmropei va. pnv KuKAOQOpOoLV OAEG Ol CLCKEVAGTEG.

Karoyog Adsrog Kvkiopopiag
UCB Pharma S.A., Allée de la Recherche 60, B-1070 Bruxelles, Bé\yto.

Hopaokevaotig

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

INo omoladMmote TANPOPOPia GYETIKA LLE TO TOPOV POUPULOKEVLTIKO TPOidV, mapoKaAeichs va
angvBouvleite otov Tomikd avtimpoésmmo tov Katdyov g Adetag Kvkiopopiag:

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

Bbnarapus
1O CU BU bowarapus 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
UCB Pharma Oy Finland
Tel: +358 9 2514 4221 (Soome)

EA)LGoa
UCB A.E.

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 (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



TnA: +30/2109974000

Espaiia
UCB Pharma, S.A.
Tel: +34/91 570 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

Island
Vistor hf.
Simi: + 354 535 7000

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

Kvnpog
Lifepharma (Z.A.M.) Ltd
TnA: +357 22 05 63 00

Latvija
UCB Pharma Oy Finland

Tel: +358 9 2514 4221 (Somija)

Tel: +43-(0)1 291 80 00

Polska
UCB Pharma Sp. z 0.0. / VEDIM Sp. z o.0.
Tel: +48 22 696 99 20

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

Romaénia
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., organizacna zlozka
Tel: +421 (0) 2 5920 2020

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

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

To wapév evALo 0dNYI®OV ypfoNs avabempOnke Yo TeElevTaia gopd To Noépppro 2024,

Adreg TINYEC TANPOPOPLOV

Agmtopepeic TANpopopieg Yo 1o ApHOKO avTd givor Stafécyleg 6TO dKTLOKO TOTO ToV Evpmmaikod
Opyoviopov @apudkmv: https://www.ema.europa.eu.



https://www.ema.europa.eu/

DVLAo 0oLV ypiiong: [IAnpoopics yia Tov acOeviy

Briviact 10 mg/ml téopo dvaivpa
umpIPopoaKeTdun

A doTe TPOGEKTIKA 0ALOKANPO TO GUALO 0ONYLAV YP1)OIG TPV UPYICETE VA TAIPVETE GVTO TO

QPaPRIKO, O10TL TEPIAAUPAVEL GNUAVTIKEG TANPOPOPIES YU GUG.

- dvrdEre avtd TO PUALO 0dNYIBY YpNons. Towg ypelootel va to dufdcete Eavd.

- Edv éxete mepartépm amopiec, potioTE TOV Y10TPO 1) TOV POPLAKOTOLO GOG.

- H cvvtayn v avtd 1o appoko xopnynonke amokAeloTikd yio oag. Agv TPEMEL VO ODGETE TO
@apuaxo og dAlovg. Mmopei va Toug TPoKaAEGEL BAAPT, OKOWO Kot OTOV TO GUUTTOUATO TG
acBéveldg Toug givon 1010 pe Tor S1Kd Gag,.

- Edv mopatnproete kKamowo avemBOUNTN EVEPYELD, EVILEPMDGTE TOV YIOTPO 1) TOV POPLUAKOTOLO
c0G. Avtd 1oyvet kot yio kKGO mhovi avemBOunTn eVEPYELD TOV OEV OVAPEPETOL GTO TALPOV
@OAAO 0O YLDV yprionc. BAéne mapdypapo 4.

T wepréyer o mapév @OUALO 00N YLAV:

T efvon To Briviact kot mota glvar 1) xprom tov

T mpénet va yvopilete mpwv ndpete 1o Briviact

[og va népete to Briviact

[MBavég avemBOunteg evépyeteg

[og va pvrdooete to Briviact

[epreydpeva tng cuoKeLOGING Kot AOITES TANPOPOpPiEg

ANl S

1. T givar To Briviact kot wowa givan i yp1on Tov

T elvon To Briviact

To Briviact mepiéyet ) dpaoctiki ovcia punpiPapakeTaun. AviKel o€ pio opddo eopUEK®Y TOV
ovopaovrot «avTiemAnmTce». Ta edppokae auTd ¥PNGLLOTOI0VVTOL VI TV OVTILETMTIOT TNG
emnyiog.

Mo givar i yp1jon Tov Briviact

- To Briviact ypnowionoteitan 6g eviiMkeg, prfoug Kot modtd niiog amd 2 eTdmv.

- XpNoIHOTOIELTaL Y10 TNV AVTILETOTION EVOG TOTOV EMANWYING LLE ECTIOKES EMANTTIKESG KPIGELS,
Le M xopig devtepoyevn yevikevon.

- Ot eotiaxég emAMNTTIKES Kpioelg eivon Kpioels mov Eektvovv TpocPdAiiovtag pio pLovo TAevpd
TOV €YKEQPAAOV. AVTEG Ol EOTIOKEG EMANTTIKES Kpioelg pmopel va eEamhmbodv Kot va
enektafovv oe peEYaADTEPES TEPLOYEG KAt OTIG OVO TAEVPES TOV EYKEPALOL — aTO ovopaleTon
«OEVTEPOYEVNG YEVIKELGN Y.

- To @dppaxo avtd cog yopnynonke yo va petmbel o aplfpodg TV ETNRTIKOV KPIGE®MV TOV
&yete.

- To Briviact ypnowonoteitan poli pe dGAia pdppoxa yo tnv eminyio.

2. T péner va yvopilete npwv ndpete 10 Briviact

Mnyv napete o Briviact:

- o€ mepintwon aAlepyiog oty UrpBapaKeTdun, o€ GAAES TOPOUOIEG YNUIKES EVDGELS OGS 1
AePetipaxKeTdun N M MPOKETAUN 1 6€ OTO100NTOTE GALO OO TO GLOTAUTIKA CLTOV TOV PUPLLAKOV
(avagépovtal oty mapdypaeo 6). Edv éxete apeiBories, pothote Tov yorpd 1) tov
PApPLOKOTOO GOG TP TapeTe TO Briviact.

- edv éxete moté gppavioel coPapod deppratikd e£AvOnIa 1 OTOAETION TOV OEPUATOC, POVCKAAES
N/ka1 €Ak 670 6TOUN, LETH amd Aym Tov Briviact.

YoPapéc dEPUATIKEC OVTIOPACELS, GUUTEPIAAUPBAVOUEVOL TOV GVVIPOUOL Stevens-Johnson,
&yovv avoeeplel og oyéon pe ) Oepameio pe Briviact. Ztapotnote va ypnoyLonoteite To
Briviact kot {ntiote apéong wtptkn Pondeia, v TapatnPNOETE KATO10 0T TO, GUUTTOUOTO,
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oV oyeTiCovTan Pe aVTEC TIG GOPaPEG OEPUATIKES OVTIOPAGEIS TOV TEPTYPAPOVTIOL GTNV
mopdypoeo 4.

[pocdomonosic Ko TPOPVAGEELS

AmevBuvieite oTov Y10Tpo 1 TOV QOPLOKOTOW GOG TPV TAPETE TO Briviact dv:

- KOVETE GKEYELG ALTOTPAVUATIOUOV 1| avToKToVias. ‘Evag pikpog aptBudc atopwmy mov Erafay
VTIETUMATIKAE pappoKko 6nwg o Briviact, ékavoy oKEYELG 0VTOTPAVUATIGUOD 1 UTOKTOVING.
Edv, omowadnmote otiyun, KAVETE KATO 0O AVTES TIG OKEWYELS, EMKOIVMOVNOTE OUECHS LLE TO
ytpd Gog.

- éxete nroTkd TpoPAnpata - O yoTpog Gog EVOEXETAL VO, XPELOGTEL VO GG TPOCUPUOGEL TN
doon.

Hoowa
H ypnon tov Briviact dev cuvictdrol o€ mondld nAkiog KAt Tov 2 Tov.

Alro @appoxo ko Briviact
Evnuepaoote tov y1otpo 1 1OV QOpLOKOTOL0 GOG £4vV TOipVETE, EYETE TPOCHATA TAPEL 1| LTOPEL VO
napete GAAL QApLLAKO.

ZUYKEKPLEV, EVILEPMOTE TOV YATPO GaG £V AAUPAVETE KATO10 OO TO, TOPAKATO PAPLOKO - QVTO

ocvpfaivel yoti o wTpdg cog EVOEXETAL VAL YpELOCTEL va Tpocapurdcet T 66on Briviact mov Aappavere:

- PLPAUTIKIVY, VO PAPLLOKO TTOL YPTCYLOTOLEITOL Y10l TV AVTILETOMTIOT TV PAKTNPLOKOV
roudEewv.

- St John’s wort (Yv®oT6 Kol G VTEPIKOV TO S1ATPNTOV) - £VOL PLTIKO PAPLLOKO TOV
YPNOYOTOLEITOL Y10l TNV AVTIUETOMTION THG KATAOAnYNG KoL Tov Gyxovs, kabmg Kot GAADY
CUUMTOUATOV.

To Briviact pe owvonvevpoatdon

- O ocVVdVAGUAS CVTOL TOV PAPUAKOV LLE OLVOTVEVLATDON OEV GUVIGTATOL.

- Edv xotavoldvete owvomvevpo evoow Aapfavete to Briviact, ot apynrikég emdpdoelg Tov
OWOTVELLATOG Uropel var avEnbovv.

Kinon kot Onioopog
O yovipeg yovaikeg Ba mpémet vo culntovv pe Tov yoTpd TOVG GYETIKA LE TN (PTIOT] OAVIIGVAANTTIKAOV.

Edv elote éyxvog 1) Onidlete, vouilete 611 pmopel va glote ykvog 1 oxedialere va anoktnoete Toud,
{ntote ™ cupfovAn TOL YTPOL 1} TOL POPLAKOTOLOD GO TPV TAPETE AVTO TO PAPLLOKO.

Agv ovviotdton va maipvete to Briviact av glote £ykvoc, KaBmg dev eival YvmoTég ol emdPAGELS TOV
Briviact otnv xdmomn kot 1o ayévvnto Lmpo.

Agv ovviotdton va OnAdlete To popd cag eved maipvere to Briviact, kafdg o Briviact mepvdet oto
unTpIKo yoAa.

Mnv dokdyete T Bepaneio yopic Vo ETKOVOVIGETE TPMOTO LE TOV Y1oTpd cac. H dtakomn tng
Bepamneiog pmopel va 00N YNOEL G AOENOT TOV ETANTTIKOV 60¢ KpioemVv Kot vo, BAGyEL TO Lopo Gag.

Oonynon kKo (EPIGROS PNYavVRATOV

- Koatd ™ Aqym tov Briviact pmopel va ausBavBeite vmvniia, (aAn 1 kovpaon.

- AvTég o1 avemBounTeg evépyeteg ivor mo mhavo va eLeavicTodV Katd Ty Evapén g
Oepomeiog N KoTomY avénong g 66omG.

- Mnyv odnyeite, unv kdvete TOSNAOTO 1 UNV XPNOILOTOIEITE OO0 TOTE EPYOLEin 1
UNYOVALOTO E0G OTOL SLOMIGTOCETE TAOC GOC EMNPEGLEL TO PAPUAKO.

To nooyo dwdrivpa Briviact agpiéyer mapaiopoéupevioiko pebviestépa, vatplo, copprroin ko
TPOTVAEVOYAVKOAN



- HopadopouPevioixog pebvieotépog (E218): Avtd pumopel vo TpokoAEGEL OAAEPYIKES
avTpdoels (mbavog Kabvotepnuévec).

- Nazpro: To @dppoxo avtod mepiéyel Aryotepo amd 1 mmol vatpiov (23mg) avd yilootoATpO,
gtvar autd mov ovopaovpe «elebBepo vatpiovy.

- YopPrroin (E420) (éva eldog cakydpov): Avtd To papurako tepieyel 168 mg copPitoing oe
kd0e ml. H copPiroin eivar mnyn opovktoélng. Av o yuorpdg cag, oag EYEL meL 0Tt €6€(G (1] TO
andi cag) Exete ducavetio € OPIGUEVA GAKYOPO, 1] EXETE O10YVMOTEL LE KAT|POVOLIKT
dvoavetia otn epovktoln (HFI), pa omdvia yevetikn dtatapoyr|, 6TV 0moio To ATopo dgv
umopel va S100TAGEL TN PPOLKTOLT, ETIKOIVOVIOTE [LE TOV YIoTpd 0aG TPV £0¢€ig (1] TO Toudi
00G) TAPETE N AGPETE AVTO TO PAPLLOKO.

- [Ipomvievoyivkoin (E1520): Avtd 1o pApROKO TEPLEXEL 5,5 ME TPOTLAEVOYAVKOANG KOTA TO
LEY1I0TO o€ KaBe YIAMooTOMTPO.

3. og va napete To Briviact

[Tédvtote va maipvete To GAPUAKO OLTO OVGTNPE GOUPOVE, LLE TIG 0dNYies TOV YoTpoL cag. Edv £yete
apePoMeG, pOTNOTE TOV YITPO 1) TOV POPUOKOTOLO GO,

Oa MaPete To Briviact o€ GuVOLAGCHO [E GAM PAPLLOKA YO0 TV VTLILETMTION TNG EMANYIOG.

Iléoo va mapete
O ywtpog cag Ba vroroyicel TV cwotn Kabnuepwvn cag 66omn. Ilaipvere v Kabnuepv 66om og dvo
100m00eg 0OGELS, e dpopd mepinov 12 wpdv 1 pio amd TV GAAN.

"EonBot ko woudid Bdpove 50 ke 1 Gve ko sviAKec

- H ovviotdpevn do6on givar and 25 mg £wg 100 mg kot Aappdavetot 300 @opég tnv nuépa.
Kotom, 0 yioatpog 6og EVOEXETAL VO OTOQAGIGEL VO TPOCAPUOGEL TN 0OGT GOg Yo Vo, Bpet
NV KAADTEPT OO Y10 EGAG.

2T0V TOPOKATO TIVOKo ELEAvIovTol LOVO TOPAdEyLOTO SOGEMV TOV TPENEL VO, AN@OoHY Kot 1)
ovpryya mov Ba ypnoyonotioete. O yatpdg cog B vToloyicel T G®GTH SO0T Y10 EGAC KoL TN
ovpryya Tov Ba YPMCYLOTOGETE, AVAAOYQ LE TO PAPOg GOg.

Ad6on 6g ml wov wpémer va An@Oei 8V0 Popég TNY NuéPa Kal 1) cOPLYYa OV O (PN GLUOTOOETE
— 7w g fovg kot woord fapovg 50 kg 1 dve ko gvijMkec:

Adbon o ml Adbon o ml Adbon g ml Adbon o ml
Bépog (avtioToym pe (avtioToym pe (avticToym pe (avticToynm pe
25 mg) 50 mg) 75 mg) 100 mg)
50 kg  dve 2,5 ml Sml 7,5 ml 10 ml

XPNOGIROTOUGTE TN GUPLYYO TOV
5 ml

(nmhe onuaoa o fadpiong)

XPpNOIROTOU|6TE TN GUPLYYO TOV
10 ml

(navpa onuadwo Srwpaduonc)

"Eonpot xou mtoudrd fapove amd 20 ke e kbt towv 50 kg

- H cvvictdpevn do6on givar amd 0,5 mg €mg 2 mg yia ke KIAdO copatikod Bapovg Kot
Aappévetar 600 eopéc v Nuépa. Katom, o y1atpdc oag eVOEYETAL VO OTOPOGITEL VOL
TPOCAPLOCEL TN dOCT]| GOG Yo VO BPEL TNV KAADTEPT] dOCT| Y10, EGAC.

2T0V TOPOKATO TIVOKo ELEAvICovTal LOvo TapadelylaTo 00GE®MV TOL TPENEL VoL ANPOoHY Ko 1
ovpryya mov Ba ypnoyonotiocte. O yatpdg cog O vToLoyicel T 6MGTH SO0 Y10, EGAG KoL TN
ovpryya Tov Ba YPMOYLOTOGETE, AVAAOYQ [LE TO BAPOg GOg.
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Adbon g ml wov wpémer va An@0Oei 3V0 Popég TNY NUEPA Kal 1) cOPLYYa OV O (PN GLUOTOOETE —
v g povg ko Tadd fapovg amé 20 kg g kadTo Tov 50 kg:

Aéon o€ ml Aéon o€ ml Aéon o€ ml Aéon o€ ml
Béoo (avtioToym pe (avtioToym pe (avtioToym pe (avtioToym pe
pos 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)
20 kg 1 ml 2 ml 3ml 4 ml
25 kg 1,25 ml 2,5ml 3,75 ml 5 ml
30 kg 1,5 ml 3ml 4,5 ml 6 ml*
35kg 1,75 ml 3,5ml 5,25 ml* 7 ml*
40 kg 2 ml 4 ml 6 ml* 8 ml*
45 kg 2,25 ml 4,5 ml 6,75 ml* 9 ml*

Xpnopomoujote TN SVPLYYO TOV S ml

(nmie onpaoia o fadpiong)

INa éyko petago 0,5 ml ko 5 ml,
APNOGLLOTO|GTE T1] SVPLYYO TOV S ml
Y YopnyNon and 6TopaTog (Umhe

onuadwa Swafadpong)

* To 6yko Gve tov 5 ml kot £og 10
ml, ypnoponounjote T cOPIYYO TOV
10 ml ywa yopiynon o6 cTépaTOS
(navpa onuadle Srwfadmoncg)

IToudid Bapovg omd 10 kg fwg kdtw tov 20 kg

- H cvviotdpevn d6on givar amd 0,5 mg €mg 2,5 mg yio, ke KAd copatikod Bapovg Kot
Aoppdvetar 500 opéc v Nuépa. Katom, o y1atpdc Tou mondlod cog EVOEYETOL VAL
OTOPOGICEL VO TPOGOPLOGEL T1] dOCT] TOV A0V GOG Y0 VO BPeL TV KaAvTeEPT SO0T Y10 TO
odi cog.

2T0V TOPOKATO TIvoKo ELEaviovTal Lovo TapadelylaTo 00GEMV TOL TPENEL VoL ANPOOLY Kot 1
ovpryya mov Ba ypnoyonotoete. O yatpdg cog B vToloyicel T 6®OTH SO0 Y10, EGAC KoL TN

ovpryya Tov Ba YP1CYLOTOGETE, AVAAOYQ LLE TO BAPOg Gag.

Adbon g ml wov wpémer va An@Oei 8V0 Popés TNY NUEPA Kal 1) cOPLYYa OV O (PN GLHOTOOETE —
Yo wosd Bapovg and 10 kg {og katm tov 20 kg:

Adbon o ml Adbon o ml Adbon o ml Adbon o ml Adbon o ml
Béapoc (avtioToym pe (avtiotoyym pe | (avrtiotoym pe | (avriotoyym pe | (avriotoym pe
0,5 mg/kg 1,25 mg/kg 1,5 mg/kg 2 mg/kg 2,5 mg/kg
= (0,05 ml/kg) =(0,125 ml/kg) | = 0,15 ml/kg) = (0,2 ml/kg) = 0,25 ml/kg)
10 kg 0,5 ml 1,25 ml 1,5 ml 2 ml 2,5 ml
12 kg 0,6 ml 1,5 ml 1,8 ml 2,4 ml 3,0 ml
14 kg 0,7 ml 1,75 ml 2,1 ml 2,8 ml 3,5ml
15 kg 0,75 ml 1,9 ml 2,25 ml 3ml 3,75 ml

Xpnowpomoujote T SVPLYYO TOV S ml

(nmhe onuaoa s fadpiong)

Atouo pe nrotikd TpoAnuoTa,

Edv éyete mpoPAnpata [l TO GLKOTL GOG:
- Q¢ éonPog 1 maudi Bapovg 50 kg 1 dve 1 og evidikag, 1 péytotrn doom mov Ba whpete gival
75 mg 0vo PopEG TV MUEPOL.
- Q¢ éonPog 1 wandi Bapovg omd 20 kg ¢wc kdtw Tov 50 kg, 1 péytotn 66om mov Ba whpete eivor
1,5 mg ywo ka0e KIAd copatikod Papovg 600 popES TNV NUEPAL.
- Q¢ moudi Papovg amd 10 kg émg kato tov 20 kg,  puéyiom 660 mov Ba Tapet To Todi oag
etvan 2 mg yia kéBe KAO copatikod Bapovg Vo PopEG TNV NUEPA.
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og va mapete To Téoyo diahopa Briviact

- Mmnopeite vo Tapete T0 TOSLO d1dAve Briviact g £xel 1 va T0 apaidceTE e vePO 1 YVUO Alyo
TP TNV KATATOGT).

- To @dpuaxo propet vo Aapfdveral pe 1 yopig Tpoen.

Oodnyieg xpfiong Yo Tovs acOeveic 1] TOVS PPOVTIETEG:

>10 koVTi cuokevaciog Oa mTapEyovial HVO cHPLYYEG Yo YOPNYNoN 0rd 6TOHTOC. Potiote Tov yiotpo

o0 ol oUptyya Oa TPEMEL vaL XPTCIUOTOLELTE.

- IMo oyko peta&d 0,5 ml ko 5 ml, Oa Tpémel va YpNOYOTOMGETE TN GHPLYYO VIO YOPNYNOT OO
otopotog Tev 5 ml (umie onpadia Sofdduiong) mov TapEXETAL OT YAPTIVI] GUGKELOGIN Y10l VO
dopaloTtel 1 akpiPng xoprynon d6one.

- IMa 0yko ave tov 5 ml kot £wg 10 ml, Bo Tpémet va ¥pMOILOTOWCETE TN GUPLYYO Y10, XOPYNOT
am6 otopatoc Tov 10 ml (padpa onuddio SaPfdduiong) mov TapEyeTal 6T YAPTIVI GUGKELOCI
Yo va S106QaAcTEL 1) akpPng xoprynon d0onG.

AoGYLETPIKT GVPLYYQ YO YOPTYNOT OTTO AoGULETPIKT GVPLYYQ YO YOPTYNOT OO
otopoTog TV S ml otopoTog Tev 10 ml

H cvpryya ywo xopiynon amnd otoéparog tov | H copryya yo xopnynon and 6tOUOTOS TV
5 ml éyel 2 umie onpadia dwPabonc mov | 10 ml éxer pavpa onuadio dwfadpiong oe
ocoumintovv: og Prpota tov 0,25 ml ko oe | Puate tov 0,25 ml.

pruoato tov 0,1 ml.

- Avoi&te ™) Q18AN: TECTE TO TOUA Kot YOPioTe TO avTifeTa 0o TN POPA TV SEIKTOV TOV
poroylov (ewova 1).

@ ;»‘:{]:}_\
!
@

AxoAovOnote avtd To fripatao TNy TpdTH Popd mov Ba whpete To Briviact:
- A@a1péate TOV TPOGAPUOYEN OO T GUPLYYO amd GTOUATOG XOpTyNong (ewova 2).
- TomoBetnote TOV TPOGUPUOYED GTO EMAVO UEPOG TNG PLAANG (ikoOva 3). BePaiwbeite 0Tt €xet
otepembel kaAd. Agv xpeldletal vo apopECETE TOV TPOGOUPUOYEN LETA TN XPNON.

Fy pfi 7
@ (é\ ® v
' Z_"I'Z
y _
NN |

-—\M‘i: :_:-. _/E' - :-?\1

- |

AxoAovOnote autd To fripota kKabe opd wov maipvete To Briviact:
- BdaAte tn ovpryya amd 6TOUATOG XOPNYNOTNG OTO GVOLYLO TOV TPOGapUoYEn (skdva 4).
- INvpiote avamoda to PlaAidio (swdva 5).
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Kpatnote v avomodoyvpiopévn elain e To £va ¥€PL Kot YPTOLLOTOWOTE TO GAAO YEPL Yol VOl
vepioete 1 ovpryya omd GTOLATOG XOPNYNONG.

Tpapr&re to EuPoro TPOG TO KATM Y10 VO YEUIGEL 1] GUPLYYQ Y10, XOPNYNOT| 0d GTOUATOG e pia
UIKPT TOGOTNTA SoAVUATOG (EUKOVA 6).

Ev ocvveygio méote T0 £UPolo mPOG T EMAV® Y10 VO APULPEGETE TUYOV PVOAAIDEG AEPQL

(ewova 7).

[Tiéote o £uPolo mpog Ta KAt £mg Tov deikTn 060oNG YiAootoOAITpeV (ml) Tng chptyyos omd
GTOHOTOG YOPNYNONG TOL VITOJEIKVOEL T1) SOGT TOV O GLVTAYOYPAPNGE O YIUTPOG GUG

(ewova 8). To éuPolro pumopel va avePet Eovd péca 6Tov KOAVOPO KATA TN YOPNYNoN TG
TpmTNG d001s. Katd cuvéneia, Pefarnbeite 1 to éuPoro dwutnpeitan ot B€om tov péyp
GUPLYYO Y10, YOPNYNOT atd TOL GTOUATOG VO 0mocLVOEDEL amd T ELAAN.

— N\ N

INvpiote Eavd ) e1dAn o 6pba BEon (gucova 9).
Bydte ) oupryya and otdpatog xopnynong and tov tpocappoyéa (sikova 10).

©

N
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Y7apyovv 600 TpoOToL va eMAEEETE TG Oa TTEITE TO PAPLOKO:

- 00ELAOTE TO TTEPLEYOUEVO TNG GUPLYYAG G€ VEPO (] Yuuo) mECovToS TO EUPOA0 OTO KAT® HEPOG
NG GOPLYYOG Yio YopnyNnon omd otopotog (ewdva 11) - katomy o ypelaotel va migite 6o T0
vepo (amhd TpocBéote T0G0 VEPO OGO VO LTOPEGETE VO, TO TIEITE) 1

- meite to S1dhvpa amevdeiag amd T cHPLyyd Yio YopNyNon amd GTOUNTOS XOPig vepod - Tieite
0AOKAN PO TO TEPIEYOUEVO TNG GVPLYYOS (EKOVa 12).

- Keiote ™ 01 pe 10 Thaotikd Powtd Topa (dev xpetdleTal vo, apalpésETe TOV
TPOCUPLOYEDR).

- INo va kaBopicete ™ cHpLyyo Yo YopRyNon Ao Tov GTOHOTOS, EEMAVVETE e KPVO VEPO LOVO,
LETAKIVOVTAG TO £UPOAO OPKETEG POPEG TPOG TOL TAV® KOIL TTPOG T, KATM Y10 VO AVOPPOPTCETE
kot vo eEmbnoete 1o vepd, yopic va dtaympicete To 00O PEPT TNG ovptyyag (sikova 13).

- Awnpeite T QuIAN, TN GVPLYYA Y0 XOPTYNOT OO TOL GTOUATOG KOl TO PUAAO 01 YLDV
XPNONG GTO KOLTL TNG GLGKELAGING.

INa téc0 ypovikd ddotnpa npéner va waipvete To Briviact
To Briviact givan o paxpoypdvia Oepaneio — cuveyiote T Aqyn tov Briviact émg 6tov cog met o
YTPOG GOG VO TO GTOATIOETE.

Eav népete peyorvtepn 66on Briviact amwd Ty kavoviki

Edv mpate peyodvtepn d6on Briviact amd tnv Kovoviky, evuepdoTe Tov ytpd oag. Mmopel va
ocBavOeite (oA ko vvnAia.

Mrnopei eniong va ekdNAmoeTe onotodMmote ond To akdAovOo cuuTTOpaTA: VauTia, aicOnua
«IEPIOTPOPNG», HVGKOAIN H1OTHPNOTG TNG IGOPPOTING, GyY0s, aicOnua vrepPoiikng kovpaonc,
evepedioToTa, emBeTikdTNTa, 0dVVapio VIvov, KatdOAlwyr, oxéyelg 1 Tpoondbeieg
OVTOTPOVLOTIGHOD 1) AVTOKTOVIOG

Eav Eeyaoete va napete To Briviact

- Edv mopareiyete o 06om, mapte 1 pOALG To BupnOeite.

- Ev ocvveyeia mapte tv endpevn d6om cag otn cuvion dpa.

- Mnyv mapete SmAN 6001 Yo VoL AVOTANPDOGETE T 6061 Tov EgydoaTe.

- Av dev giloTe Glyovupol TL TPEMEL VOL KAVETE, POTNGTE TOV YTPO 1) TO POPUAKOTOL) UG,
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Eaév ctapotiocere va taipvete to Briviact

- Mnyv otapatioete vao moipvete ot T0 PAPUAKO EKTOG E0V GO TO GUGTNGEL O YTPOG GOC.
Av16 cvpPaivel enedn n dakomnn tng Bepomeiog pmopel va 0dnynoel oe avEnoT Tov apldpov
TOV ENANTTIKOV GOG KPIGEWDV.

- Edv o yatpog cag {nthoetl va dtokOyeTe Tr Ay autod Tov eapudicov, fo pLeidcel T 8001 GG
otadlokd. Avtd fonba va unv eravepeavioToby 1 va Uiy emdevmbovy ot EMANTTIKEG KPIoELS
oG,

Av &yete TEPIGGOTEPEG EPMTNCELS GYETIKA LLE TN YPT|OT] OLTOV TOV POPUAKOL POTHOTE TOV YIOTPO 1) TOV
(QOPHLOKOTOLO GOG.

4. MBavéc avemOOunTeg evépyereg

Onwg 6Aa Ta pApLOK, £TGL KOL 0VTO TO PAPUAKO UTOPEL VO TPOKAAESEL AVETIOOUNTEG EVEPYELES, OV
Kot 6gv Tapovslalovtal o€ GAOVG TOVG avEpMOTOLG,.

oAV ovyvéc: umopel va emnpedoovy mepiocodtepa and 1 ota 10 dropo:
- aicOnpo vevniiog 1 oG

Yuyvéc: unopet va emmpedoovy péypt 1 ota 10 dropa

- ypimn

- aicOnpa vrepPforikig kovpaong (kOTwon)

- onacpol, aicOnua «repiotpone» (hryyog)

- vauTio Kot EUETOC, SLOKOIAMOTN T

- KatdOAym, dyyos, advvapia vevov (admvia), evepedicToTnTA

- AOWUADEELG TNG POTNG KO TOV (APLYYQ (0TS «KOWO KPLOAGYTLOY), PYOG
- pHewpeV Opedn

Oy ovyvég: pumopel va ennpedoovy péxpt 1 ota 100 dropa

- OAAEPYIKES OVTIOPACELG

- U] LGIOAOYIKT] GKEWT /KO OTAMAELNL ETAPTG LLE TNV TPAYHOTIKOTNTO (WOYXOGIKY STopoyn),
emBeTikdTNTO, VELPIKN LIIEPEVTOOT] (S1€YEPOT))

- OKEYELS 1] TPOOTAOEIEG OVTOTPAVLATIGLOV 1 OVTOKTOVIOG: EVIUEPDOTE AUECHS TOV YAUTPO GAG

- peimon Tov Aevk®v aposearpiov (ovopdletat «ovdeteponevion) — damoTmveTot e eEétaon
aipaTog

Mn yvootigovyvétnTac: 1 cuyxvotnto dev pmopet va ektiundet pe faon ta dabécia dedopéva
- ekteTopévo eEavOnua pLe POLGKAAES KOl OTOAETIOT TOVL OEPLOTOC, Wlaitepa YOPp® and 10
oTOUO, TN HOT, TO LATIO KO TO YEVVITIKA Opyava (chvdpopo Stevens-Johnson)

Emmiéov avemBounteg evépyeres o€ mardd

Yuyvéc: unopel va emmpedoovy émg 1 ota 10 dropa
- avnovyio Kot VIEPSPACTNPLOTNTA (WYLYOKIVITIKT VIEPSPAGTNPLOTNTO)

Ava@opd avemOopunTov evepyEL®OV

Edv mopatnpricete Kamow avemBOunTn eVEPYELL, EVILEPMDGTE TOV YITPO 1) TOV PUPLOKOTOLd GOG.
Av10 1oy0et ko Yo KaBe mhovr avemBOuNTN eVEPYELR TOV OEV OVAPEPETOL GTO TTAPOV GUALO 0N YLDV
xpnons. Mnopeite emiong va avaeépete avemBounteg evépyeleg anevbeiog, Léc® Tov £BviKoy
GUGTNLLOTOG OVOPOPAC:

EBvikdg Opyaviopog @appakov
Mecoyeimv 284

GR-15562 Xohapydg, Adnva
TnA: +30 21 32040337
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Iotéromoc:
http://www.eof. gr.
http://www kitrinikarta.er

Mécm g avapopdg avemBOunNToV evepyelmv pmopeite vo fondncete 6t GLALOYY TEPIGGOTEP®V
TANPOPOPLOV GYETIKA [LE TNV AGPAAELD TOV TAPOVTOC POPLAKOV.

5. og va pvracoete To Briviact

- To @dpuaro avtd TPENEL Vo QLAAGGETOL GE LEPT) OV gV TO PAETOVV Kol dgv TO POAVOLY Tl
TodLd.

- Na pn ypnoylonoteite ovtd T0 PAPUOKO UETA TNV MUEPOUNVia ANENG TOV aVOEEPETOL GTO KOVTL
amo xopTovi kot otn elain petd t AHEH. H nuepounvio Anéng etvon ) tedevtaio nuépo Tov
UNVO. TOL OVOQEPETOL EKEL.

- To pappakevtiKo ovtd Tpoidv dev anartel Witepeg cuvinKeg GOAAENS.

- Metd 10 mpadTo Avorypa, YPNOYLOTOLEITE EVIOS 8 UNVav.

- Mnv metdite @APULOKO GTO VEPO TNG AMOYETELONG N 0T OKLOKA amoppippota. Potote 1o
POPUAKOTO0 OOG YO TO TMG VO TETAEETE TOL PAPLLOKO TOL OEV YPTCUOTOLEITE Tl AVTA T
pétpa Bo fondnoovy oty Tpoctacia Tov mEPPAALOVTOC.

6. Mepreydpevo TG GVOKEVAGING KO AOUTEG TANPOPOPIES

T wepréyer 1o Briviact
H dpaoctikni ovoia givar | umpifapoketdun.
Kd&Be ythootoitpo (ml) mepiéyet 10 yriootoypoppa (mg) uapfopoketdunc.

Ta dAAa cvotoTkd sivon: KITpkd vatplo, avodpo Kitpikod o&L, Tapatidpo&uPevioikos pebviestépag
(E218), varpiovyog kapueAroln, covkparoln, vypr copPitorn (E420), yAvkepoin (E422), BertiwTid
yevong opéovpo (mpomurevoyivkoin (E1520) 90% - 98%), kekabapuévo Homp.

Epgavion tov Briviact ko epieyépeva TG 6VGKELAGIOG
To moéoyo didAvpa Briviact 10 mg/ml eivon EAappadg 1EDOES, S1AVYES, AYP®UO E0G KITPVOTO VYPO.

H yvédvn ¢1dAn tov 300 ml Tov Briviact gival cuokevacpévn 6g YAPTIVO KOUTI IOV TEPIEXEL LIdL
cvpryya tov 10 ml (podvpo onuadia Sofddpiong) and moAvTpomTLAEVIO/TOALOIBVAEVIO Yo 0T
OTOMOTOG OPTYNOT, Mo cVptyya Tov S ml (umie onuddio dwPdaduiong) omd
TOALTTPOTTVAEVIO/TOAVAIBVAEVIO Y10 ATTO GTOLOTOG YOPTYNOT) KOl TPOGOPHOYEIS 0md TOAVABLAEVIO Yol

TIG GUPLYYEC.

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

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

INo omoladMmote TANPOPOPia GYETIKA LLE TO TOPOV POUPUOKEVLTIKO TPOIOV, TapoKaAEichE va
angvBouvleite otov TomiKd avtimpoécsmmo Tov Katdyov g Adetag Kvkiopopiag:
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Belgié/Belgique/Belgien
UCB Pharma SA/NV
Tél/Tel: +32/(0)2 559 92 00

Bbuarapus
10 CU BU bovarapus 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
UCB Pharma Oy Finland
Tel: +358 9 2514 4221 (Soome)

EA)LGoa
UCB A.E.
TnA: +30/2109974000

Espaiia
UCB Pharma, S.A.
Tel: +34/91 570 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

Island
Vistor hf.
Simi: + 354 535 7000

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

Kvnpog
Lifepharma (Z.A.M.) Ltd
TnA: +357 22 05 63 00
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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 (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 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

Slovenska republika
UCB s.r.0., organizacna zlozka
Tel: +421 (0) 2 5920 2020

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

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



Latvija

UCB Pharma Oy Finland

Tel: +358 9 2514 4221 (Somija)
To wapév evALo 0dNYIOV ypfioNs avabempOnke Yo TeEAevTaia Popd To Noipfpro 2024,
Adreg TNYEC TANPOPOPLOV

Agmtopepeic TAnpopopieg Yo 1o ApHOKO avTd givor Stafécyeg 6TO dKTLOKS TOTO ToL Evpmmaikod
Opyoviopov @apudkmv: https://www.ema.europa.eu.
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DVrAo 0oV ypiiong: [IAnpogopics yia Tov acOeviy

Briviact 10 mg/ml gvéoipo drdrlvpa/ordivpa yia £yyvon
umpIPopaKeTdun

A doTe TPOGEKTIKA 0AOKANPO TO PUALO 00N YLAV YP1)ONG TPV UPYICETE VA YPNCLUOTOLEITE AVTO

T0 PAPNRAKO, OLOTL TEPLAUPPAVEL GNUAVTIKES TANPOPOPIES Y10, GO,

- DdvrdEre avtd TO PUALO 0dNYIBY YpNons. Towg ypelootel va to dwufdcete Eavd.

- Edv éxete mepartépm amopiec, potioTE TOV Y10TPO 1) TOV POPLAKOTOLO GOG.

- H cvvtayn yio autd 10 appoko xopnynonke amokAeloTikd yio oag. Agv TPEMEL VO ODCETE TO
@apuaxo og dAlovg. Mmopei va Toug TPoKaAEGEL BAAPT, OKOWO Kot OTOV TO GUUTTOUATO TG
acBéveldg Toug givan 1010 pe Tar S1Kd oag,.

- Edv mopatnproete kKamowo avemBOUNTN EVEPYELD, EVILEPMDGTE TOV YIOTPO 1) TOV POPLUAKOTOLO
caG. At 1oyvet kot Yo kKGO mhovi avemBOunTn evEPYELD TOV OV OVAPEPETOL GTO TAPOV
@OAAO 00N YIdV Yprione. BAéne mapdypapo 4.

T wepréyer o mapév @UALO 00N YLAOV:

T efvon To Briviact kot ot givar 1) xpromn tov

T mpénet va yvopilete npwv ndpete 1o Briviact

[og va ypnoyomooete to Briviact

[MBavég avemBOunteg evépyeteg

[og va puidocete to Briviact

[epeydpeva tng cvokevaciog Kot AOEG TANPOPOpPieg

ANl S

1. T givar To Briviact kot wowa givan i yp1on Tov

T givon o Briviact

To Briviact mepiéyetl ) dpaoctiky ovcia punpiPapakeTaun. AviKel o€ pio Opddo PoPUAK®Y TOV
ovopagovtot «avTiemAnmTce». Ta edppokae auTd ¥PNGLLOTOI0VVTOL YIo TV OVTILETMIOT TG
enunyiog.

How givar i yp1jon tov Briviact

- To Briviact ypnowionoteitan 6g eviMkeg, prfovg Kot modid niwiog amd 2 eTdmv.

- XpNoHoTolEiTal Yo TNV avTIHETOTION VOGS TOTOV EMANWYING LLE ECTIOKES EMANTTIKESG KPIGELS,
He M xopig devtepoyevn yevikevon.

- Ot eotiaxég emNTTikéS Kpioelg eivon Kpioels mov Eexvovv TpocsPdAiiovtag pio pLovo TAevpd
TOV €YKEQPAAOV. AVTEG Ol EGTIOKEG EMANTTIKES Kpioelg pmopel va eEamhmboldv Kot va
enektafovv oe peyahdTEPES TEPLOYES KAt OTIS OVO TAEVPES TOV EYKEPAAOL — aTO ovopaleTon
«OEVTEPOYEVNG YEVIKELGN Y.

- To @dppaxo awtd cog yopnynonke yo va petmbet o aplfpdg T@v ETNRTIKOV KPIGE®MV TOV
£yeTe.

- To Briviact ypnowonoteiton pali pe Ao eéppoka yio Ty emiAnyia.

2. T apéner va yvopilete tpv mwapete To Briviact

Mnyv ypnoponoreite 1o Briviact:

- o€ mepintwon aAlepyiog oty UrpPopakeTdun, o€ GAAES TOPOLOIEG YNUIKES EVDGELS OTMG 1
AEPETIPOKETAUN 1) M TPAKETAUN T} GE OTOLOONTOTE GALO ATd TOL GLOTATIKA CVTOV TOV PAPUAKOV
(avaépovtar oty mapdypago 6). Edv éxete apgipolrisg, pmtiote Tov yaTpd 1 TV
QapuaKomold cag mptv mdpete to Briviact.

- gav €yete moté gupavioel coPapo depuatikod eEavOnua 1| amoAETIoT TOV dEPUATOC, POVCKAAEG
N/kan €Ak 670 6TOUA, LETH amd Aym Tov Briviact.

YoPapég dEPUATIKEC OVTIOPACELS, GUUTEPIAAUPBAVOUEVOL TOV GUVIPOUOL Stevens-Johnson,
&yovv avoeeplel og oyéon pe ) Oepameio pe Briviact. Ztapotnote va ypnoylonoteite To
Briviact kot {ntiote apéong wtptkn Pondeia, eGv TapatnPNGETE KATO0 0T TO, GUUTTOUOTO,
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oV oyeTICoVTaL e AVTEC TIG GOPaPEG OEPUATIKES OVTIOPAGEIS TOV TEPTYPAPOVTIOL GTNV
mopdypoeo 4.

[ pocdomonosic Ko TPOPVAGEELS

AmevBuvOeite otov y1aTpd 1 TOV POPLOKOTOLO GOG TPV YPNOYLOTOOTE TO Briviact edv:

- KOVETE CKEYELG AVTOTPAVUATIOUOV 1| auToKToVias. ‘Evag pikpog aptBudc atopwmy mov Erafay
OVTIETNMATIKAE pappoKko 6nwe To Briviact, ékavoy oKEYELG 0VTOTPAVUATIGUOD 1 VTOKTOVING.
Edv, omowadnmote otiyun, KAVETE KATO0 0O AVTES TIG OKEWYELS, EMKOIVMOVNOTE OUECHS LLE TO
ytpd Gog.

- EYETE NTOTIKG TPOPANLLOTA - O YIOTPOC GOG EVOEYETOL VO YPELOGTEL VO GG TPOGOPHOCEL TN
doon.

Hadwa
H ypnon tov Briviact dev cuvictdrol o€ mondld nAkiog Kt Tov 2 Tov.

Alro @appoxa ko Briviact
Evnuepaoote tov y1otpd 1 10V QOpLOKOTOLd GoG €4V ToipveTe, EXETE TPOCOATA TAPEL 1| LTOPEL VO
napete GAAL QApLLAKO.

ZUYKEKPLEVO, EVILEPMOTE TOV YATPO GaG £V AAUPAVETE KATO10 OO TO, TOPAKATO PAPLOAKO - QVTO

ovppaivel yoti o yiTpdg Gog eVOEYETOL VAL YPEWCTEL va Tpocapudcel T 86om tov Briviact mov

Aoppévere:

- PLPAUTIKIVY — £Vl APLLOKO TTOV YPTGLULOTOIEITOL Y10l TNV AVTILETOTION TOV PAKTNPIOK®V
roudEEQV.

- St John’s wort (Yv®oTd Kol G VITEPIKOV TO S1ATPNTOV) - £VOL PUTIKO PAPLOKO TOV
YPNOYOTOLEITOL Y10t TNV AVTIUETOMTION TNG KATAOANYNG KoL TOV dryyxovs, kabmg Kot GAADY
CUUTMTOUATOV.

To Briviact pe owonvevpot@on

- O ocVVVAGLAS OVTOL TOV PAPULAKOV LE OVOTVELLA OEV GLVIGTATOL

- Edv xotavoldvete owvomvevpo evocw Aopfavete to Briviact, ot apvnrtikég emdpdoelg Tov
OWOTVELLATOG UIopel var avEnBovv.

Kinon kot Onioopog
Ot yovipeg yovaikeg Bo mpémet vo culntovv pe Tov yiTpd TOVG GYETIKA LE TN XPTOT] OAVIIGVAANTTIKAOV.

Edv elote éyxvog 1) Oniélerte, vouilete 6t pmopel va glote ykvog 1 oxedidlete va anoktinoete Toudi,
{ntnote ) cupPfovAn TOL YTPOD 1| TOL POPLAKOTOLOV GUG TPV TAPETE AVTO TO PAPLLOKO.

Agv cvviotdton va maipvete to Briviact av glote £ykvoc, KaBmg dev gival yvmoTég ol emdpAacEL; TOV
Briviact otnv xdmomn kot 1o ayévvnto pLmpo.

Agv ovviotdton va OnAdlete To popd cag eved maipvere to Briviact, kaBdg o Briviact tepvdel oto
UnTPIKS yoAa.

Mnyv dokdyete T Bepaneio yopic Vo ETKOVOVIGETE TPDOTO LE TOV Y10Tpd cac. H dtakonn tng
Oepamneiog pmopel va 00N YNOEL G AENOT TOV EMANTTIKOV 60¢ KpicemVv kot vo, AGyEL TO Lopo Gag.

Oonynon kKo (EPIGROS PNYavVRATOV

- Koatd ) ypnon tov Briviact pmopei va ancBavBeite vmvnida, {dAn i kobpaon.

- AvTég o1 avemBounteg evépyeteg ivor mo mhavo va eLeavicTodV Katd Ty Evapén g
Oepomeiog N KoTomy avénong g 66omg.

- Mnyv odnyeite, unv kévete TOSNAOTO 1 UMV XPNOLOTOIEITE 0TTO0OTTOTE EPYOULEiD 1
UNYOVALOTO E0G OTOL SLOMIGTAOCETE TAOC GOC EMNPEGLEL TO PAPUAKO.

To Briviact tepiéyel vatpro
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To @dpuaxo awto nepiéyel 19,1 mg varpiov (kOPo GLOTATIKO payePtKov/emtTpaméllov GAaTog) o
Kd0e loAid10. Avtd 160dVVapel pe To 1% Tng CLVICTMOUEVNG LEYIOTNG UEPTOLOG TPOGANYNG VATPIoL
LLE TV S10TPOPT] Y10 EVOV EVIAKAL.

3. og va ypnoporomcete To Briviact

[Tédvtote v pNOYLOTOLEITE TO PAPLOKO AVTO AVOTNPA COUPOVA LLE TIG 0OMYIEG TOL YTPOV Goc. Edv
éxete ap@Porieg, pOTNOTE TOV YIATPO 1) TOV QOPLOKOTOLO GOG.

®a ypnowonoteite to Briviact 6 GuVOLAGUO e GAAG PAPUOKO VIO TV OVTLETMTIOT TG ETANYING.

- Orav Bo Eexivioete va Taipvete avtd T0 PAppaKo, To Briviact o cog yopnynbei amd otdpatog
(g dwokia N TOOWO dStAvpA) 1 MG Eveon 1 £yXLon.

- To evéoyo didAvpo/dtdlopa yo €yyvon Briviact ypnotponoteitot yo pikpod ypovikod S1doTnio
oTNV TEPInTOOT 7oL deV Umopeite va AdPete To Briviact and To otopa.

- Mmnopeite vo petanndnoete amd tn Ayn Tov Briviact o6 10 otép0 6TO £VEGIHO
Srlvpo/dtdAvpa Yo £yxuon Kot avTicTpoea.

léco pappaxo Bo ocog yopnyeitar
O ywtpdc oag Oo voroyicetl Ty cwotr kadnuepv cag d6om. [aipvere tnv kabnpepvn 66on og 600
100m00eG 0OGELS, L dpopd mepimov 12 wpdv 1 pio amd TV GAAN .

"EonBot ko wodd Bapove 50 kg 1 dvod ko eviMKee

- H cvviotdpevn d6on givar omd 25 mg £wg 100 mg kot Aappdvetar 500 popéc TV NUEPAL.
Kotom, o yrotpdg 6og evOEXETAL VO, AMOPAGIGEL VO TPOGAPUOGEL TN 006N GOg Y1, Vo PpeL TNV
KaAOTEPT 0OCN Yo EGAG.

"‘Egnpot ko toudid Bapovg omd 20 kg £oc kdtm tov 50 kg

- O y10TpOG 0OG EVOEYETOL CUVTOYOYPOPTGEL TNV EVECT] HOVO Y10 Alyeg NUEPES EAV OV Umopeite
VO, TAPETE TO PAPLOKO GOG OO TO GTOLLOL.

- H ocvviotdpevn do6on givar amd 0,5 mg mg 2 mg yia kdbe KIAd copatikod Bapovg Kot
Aappdvetar 0o eopéc v Nuépa. Katom, o 1atpdc oag evOEYETOL VO OTOPUGITEL VO
TPOCAPHOCEL TN dOCT| GOG VI VO BPEL TNV KAADTEPT] dOCT| Y10, EGAC.

Hod1a Bapove oo 10 kg £o¢ kdtm tov 20 kg

- O y10tpOG TOL TUSLOD GOG EVOEYETOL VO, GUVTAYOYPOUPNCEL TNV £VEST] LOVO Y1l AlYEG MULEPES EGV
70 ToLdl GOG OEV UITOPEL VOL TAPEL TO PAPUOKO OO TO GTOUCL.

- H cvviotdpevn d6on givar amd 0,5 mg €mg 2,5 mg yio, ke KiAd copatikod Bapovg Kot
Aoppdvetar 600 opéc v Nuépa. Katom, o y1atpdc Tou mondiov 6og EVOEYETOL VA ATOPAGIGEL
Vo TPOCAPUOGEL TN 3OGT TOL Tod1OV GOG Y10 Vo, BPEL TNV KOADTEPT d00M Y1 TO Toudi Goc.

Atopa pe nrotikd tpofinpato

Edv éyete mpoPAnpata [l TO GLKOTL GOG:

- Q¢ éonPog 1 maudi Bapovg 50 kg 1 dve 1 ©g evidikag, 1 pEytotrn doom mov Ba whpete gival
75 mg 000 PopEG TV MUEPOL.

- Q¢ éonPog 1 Tandi Bapovg omd 20 kg ¢wc kdtw Tov 50 kg, 1 péytotn 66om mov Ba whpete eivor
1,5 mg yuo ka0e KIAd copatikod Papovg 600 popES TNV NUEPAL.

- Q¢ moudi Papovg amd 10 kg émg kato tov 20 kg, 1 péyiom 060 mov to Toudi cog o Tapet
etvan 2 mg yia kéBe KAO copatikod Bapovg Vo PopEég TNV NUEPA.

[ og yopnyeitan To Briviact
To Briviact yopnyeitatr og evéopAéPia Eveon N Eyyvon amd Evav yoTpd 1| vosokopo. To edppoko
evietan apyd otn PAEPa cag 1 yopnyeitar mg Eyyvon (otdydnv) yio ypovikd didotnua 15 Aentdv.

INa 600 ypovikd ordotnpa npémet va ypnoipomoreite To Briviact
- O ywtpog cag Ba amopacicet yio Toceg Nuépes Ba oag xopnynbovv ot evécelg N 1 €yyvon.
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- IMo ) pokpoypoévia Bepameia pe Briviact, o yatpog cog o cag {ntnoet vo tapete diokia M
moOGo dtdAvpo Briviact.

Eav napete peyorvtepn 66on Briviact amwd Ty kavovik)
Edv motevete 6T cag £xel yopnynbei peyolvtepn mocotnto Briviact amd Ty Kavovikn, EVviUEPDOOTE
apéoms Tov Yotpd Goc.

Eav ctapotiocere va ypnoipomoreite o Briviact

- Mnyv ctapatioete vo moipvete ot T0 PAPLAKO EKTOG 0V GOG TO GUOTNGEL O YITPOG GO AVTO
ovpPaivel emeldn n dwokonn TG Bepaneiog pmopel va 0dnynoet oe avénon tov apifpov Tomv
EMANTTIKOV GOG KPIoEWV.

- Edv o yatpog cog (nthoetl va dtokoyeTe Tr Ay avutod Tov eapudicov, Bo peidcet T 8001 6og
otadlokd. Avtd fonba va unv eravepeavioTobv 1 vo PNy emdevmbovy ot EMANTTIKEG KPIoELS
oG,

Av &yete TEPIGGOTEPEG EPMTNCELS GYETIKA LLE TN YPT|OT] LTOV TOV POPUAKOV POTIOTE TOV YIOTPO 1) TOV
(QOPHLOKOTOLO GOG.

4. MBavéc avemBOunTeg evépyereg

Onwg 6A0 To PappoKa, ETCL Kot aVTO TO PapLako UTopel va mpokaréoetl avemBOpnTeg evépyeleg, ov
Kot 6gv Tapovclalovtal 6e GAOVG TOVG avEpMOTOLG,.

oAV ovyvég: umopel va emnpedoovy mepiocodtepa and 1 ota 10 dropo:
- aicOnpo vevnidog 1 oAng

Yuyvég: unopet va emmpedoovy péypt 1 ota 10 dropa

- ypimn

- aicOnpa vrepPforikng kovpaong (kOTwon)

- onacpol, aiocOnua «repiotpoene» (hryyog)

- vouTtio Kot EHETOG, OUOKOIMOTNTA

- ndvog 1 duseopia g BEong éveong 1N £yyvong

- KatdBAwym, dyyos, advvapia vevov (abmvia), evepedicToTnTA

- AOWUDEELG TNG LUTNG KOt TOV APLYYQ (0TS «KOWO KPLOAGYTLOY), PYoS
- HEWPEVT OpedN

Oy ovyvég: pumopel va ennpedoovv péxpt 1 ota 100 dropa

- OAAEPYIKES aVTIOPAGELG

- L] QLGOAOYIKT] GKEWT /KO ATAMAELNL EXAPTG LLE TNV TPAYLOTIKOTNTO (WOYXOGIKT dTopoyn),
eMBETIKOTNTO, VELPIKN VIIEPEVTAOT] (O1€YEPTN)

- OKEYELS 1] TPOOTAOEIEG OVTOTPAVLATIGLLOV 1 OVTOKTOVIOG: EVIUEPDOTE AUECOS TOV YTPO GOG

- peimon Tov Aevkov aposearpinv (ovopdletat «ovdeteponevion) — dlamotmdveTon pe eEétaon
aipoTog

M YvooeTig ovvOTNTOS: 1) GLYVOTNTO OV pmopel va ekTiun el e faon ta dabéoipa dedopéva

- ekTeToUéVO eEAVON L0 LE POVOKAAES Ko OTOAETIOT TOV OEPLOTOC, Wtaitepa YOp® omd TO
otoU, TN HOTN, TO LATLOL KoL T, YEVVITIKG Opyovo. (cOvdpopo Stevens-Johnson)

Emmiéov avemBOunteg evépyereg o€ mondld

Yoyvéc: umopel va emnpedoovy émg 1 ota 10 dropa
- avnovyio Kol veeEPSPACTNPLOTNTA (WLYXOKIVITIKY] VIEPSPACTNPLOTNTA)
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Ava@opd avemOopunTov vEPYELOV

Edv mopatnproete Kamowo avemBOUnNTn EVEPYELL, EVILEPMDGTE TOV YIOTPO 1) TOV (OPOKOTOLO GO,
Av10 1oy0et kot Yo kKabe mhovn avemBOunTn evEPYELR TOV OV OVAPEPETOL GTO TAPOV PVALO 0N YDV
xpone. Mropeite emiong va avapépete avemBounteg evépyeieg omevbeiog, HEcw Tov 0vikon
GUOTNLOTOG OVOPOPAG:

EBvikdc Opyaviopog @appiakoy
Meooyeimv 284

GR-15562 Xolapyog, ABfva
TnA: + 30 21 32040337
Iotéromoc:

http:/www.eof. gr.

http://www Kitrinikarta.gr

Mécm g avapopdg avemBOunToV evepyelmv pumopeite vo fondncete 6t GLALOYY TEPIGGOTEP®V
TANPOPOPLOV GYETIKA [LE TNV AGPAAELD TOV TAPOVTOC POPLAKOV.

5. og va pvracoete To Briviact

- To @dpuaxo avtd TPENEL va GLAAGGETOL GE LEPT) OV Ogv TO PAETOVV Kol dgv TO POAVOLY Tl
TodLd.

- Noa pn ypnoylonoteite ovtd 10 PAPUOKO UETA TNV MUEPOUNVia ANENG TOV aVOEEPETOL GTO KOVTL
Kot 6To eLoAido petd t AHEH. H nuepounvio Anéng ivan n tedevtaio nuépa tov pivo Tov
ovapEPETOL EKEL.

- To Briviact pmopel va apoiwbel mpv va evebel amd 10 Y10Tpo 1] TO VOGOKOUO GOG. € OVTEG TIG
TePMTOGCELG o TpémeL va ypnopomombel apécws PLETA TNV apaiwor).

- To pappaxevtiKo ovtd Tpoidv dev anartel Waitepeg cuvinKeg EOAAENS.

- Kd&be prorido evéoipov dtodvpartog Briviact Oo mpénet va ypnoiponoteitan povo pio popd (piog
xp1ong). Omoladnmote aypnoipLorointm TtocotTa S1AVHTOS B TPEMEL VoL amoppinTETaL.

- Oa pémet va ypnoionoteitor Lovo dtanyes dStiAlvpa ympic COUATION KOl OTOXPOLATIGHO.

- Mnv metdte appoKa 6To vepd TNG OMOYETELONG 1 GTA OIKLOKG amoppippota. Potrote To
POPUAKOTOLO CGOG YO TO TMG VO TETAEETE TOL PAPLLOKA TOL OEV YPTCLUOTOLEITE M. AVTA T
pétpa o fondncovv oty Tpoctacio Tov TEPPAALOVTOC.

6. Iepreydpeva TG GVOKEVAGING KOL AOUTEG TANPOPOPIES

T wepréyer 1o Briviact

H dpaoctikni ovoia givar | pmpifapoketdun.

- Kd&be ml nepiéyel 10 mg pnprBapaxeraung.

- Kd&Be proridwo tov 5 ml mepiéyet 50 mg purpfapokeTdunc

Ta dAla cvotatkd givon: 0&kd védtpro (Tpdpikd), maydpopeo o&ikd 0&y, YAmplovyo VATPLo Kot
VOMP Y100 EVEGULOL.

Epgavion tov Briviact kot wepieyépeva TG 6VGKELAGIOG

To d1dhvpa yio éveon/éyyvon Briviact 10 mg/ml eivar éva davyég, dypopo, oteipo dtdAvua.

To @oAidio Tov 5 ml Tov drwddpatog Yo Eveon/Eyyvon Briviact 10 mg/ml ivol cuokevacuévo oe
xaptvo kouti Tov 10 prodiov.

Karoyog Adsrag Kvkiopopiog

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

UCB Pharma S.A., Chemin du Foriest, B-1420 Braine-1’Alleud, BéAyto.
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IMo omoladnmote TANPOPOPIO GYETIKA LLE TO TOPOV POUPUOKEVTIKO TPOIOV, TaPOKAAEIcOE Vo
amgvBovvbeite otov Tomikd avtimpoésmmo tov Katdyov g Adelog Kvkiopopiag:

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

Bbnarapus
1O CU BU bovarapus 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
UCB Pharma Oy Finland
Tel: +358 9 2514 4221 (Soome)

EA)LGoa
UCB A.E.
TnA: +30/2109974000

Espaiia
UCB Pharma, S.A.
Tel: +34/91 570 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

Island
Vistor hf.
Simi: + 354 535 7000

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

Kvnpog
Lifepharma (Z.A.M.) Ltd
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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 (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 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

Slovenska republika
UCB s.r.0., organizacna zlozka
Tel: +421 (0) 2 5920 2020

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

Sverige
UCB Nordic A/S



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

Latvija

UCB Pharma Oy Finland

Tel: +358 9 2514 4221 (Somija)

To wapév evALo 0dNYIOV ypfoNs avabempOnke Yo TeElevTaia popd To Noépfpro 2024,
Adreg TIYEC TANPOPOPLOV

Agmtopepeic TANpopopieg Yo 1o APHOKO aVTd givar Stafécyeg 6TO dKTLOKO TOTO ToV Evpmmaikod
Opyoviopov @apudkmv: https://www.ema.europa.eu.

O Tinpo@opicg mov akorovovv amrsvdivovtar névo o€ emayyslpatieg vysiog
To evéoo didAvpo/dtdlopa ya €yyvon Briviact umopel va yopnynbei wg €veon bolus 1 wg €yyvon:

. Evdopiépra éveon bolus: pmopet va xopnynOel ansvbeiog ympic apainon
. Evdopiépia yyvon: propet va xopnynOel og ypovikd diotnpo 15 Aentdv og cupfatd dodvtn

To Briviact pmopel va apoiwbel pe to axoiovbo StoAdpoTo: EVESIO S1aAV LA YA®PLOVYOV VATPioL
9 mg/ml (0,9 %), evéoio didAvpa yYAvkolng 50 mg/ml (5 %) 1 yoraxtucd dSiddivpa Ringer.

Kd&Be proido evéoipov dtoddpatog /oAb potog yo £yyvon Briviact o mpénet va ypnoponoleitol
uévo pio gopd (pog yprong). Omoladnmote aypnotponointn tocoTnTo S1oAdHaTog Ba Tpénet va
amoppintetar (PAéne mapdypopo 3).
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