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@viro oonYLOV ypions: IIinpoopics Yo Tov a.60gvi)

Briviact 10 mg emkoloppéva pe Aemto vpévio diokio,
Briviact 25 mg emkoloppéva pe Aemto vpévio diokio
Briviact 50 mg emkoloppéva pe Aento vpévio diokio
Briviact 75 mg emkoloppéva pe Aemto vpévio diokio
Briviact 100 mg emuxaioppévoe pe Aenté vpévio diokia

umpifopaketdun

AwPacte TPOGEKTIKA 0AOKANPO TO PVAIAO 0ONYIAOV YP1|ONG TPV UPYICETE VU TAIPVETE AVTO TO

PapROKO, O10TL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUG.

- doraEte avto To EOALO 0dNYIBV ¥prone. Towg ypelactel va to dofdcete Eava.

- Edv éxete mepartépm amopieg, pOTNGTE TOV Y1OITPO 1] TOV PAPLOKOTOLO GOGC.

- H ocvvtayn yio avtd 1o edappoko xopnynnke amokAeloTIKA Yio 60G. Agv TPETEL VO ODOETE TO
@AapuraKo o€ GAAOVC. Mmopel va Tovg TPOKAAEGEL BAAPT], AKOUO KoL OTOV TO GUUTTOUOTO TNG
acBéveldc Toug etvor id1a e Tor O1Ka oag.

- Edv mapatnpricete kdmota avemBOpunTn evépyeia, EVILEPDOTE TOV Y1OTPO 1] TOV PUPLOKOTOLO
c0G. Avtd 1oyvel kat yio KaOe mhoavn avemBOuNT eVEPYELD TTOV JEV OVOPEPETOL GTO TAPOV
@OALO 0ONY1DV Y¥prone. BAéme mapdypago 4.

T tepréyer 1o mTapév A0 00N YLOV:

T etvon To Briviact ko woto tvat n xpron tov

T mpénet va yvopilete npv mapete 1o Briviact

[log va ndpete to Briviact

[MBovég avemBOuntec evépyeteg

Ié¢ va puidcoete To Briviact

[Tepreydueva g cLOKEVOGING Kol AOUTEG TATPOPOPIES

SN E

1. Th eivon To Briviact ko wora givan i ypion Tov

Th givon o Briviact

To Briviact mepiéyel ) dpacTiKy 0VGI0 UTPIPAPAKETAUN. AVIKEL GE L0 OUAS POPLAK®OY TOL
ovopdlovtol «ovTiemAnmTké. Ta eappaka vt ¥P1GILOTOIOVVTOL Y10 TNV AVTILETMTION TG
emAnyiog.

owa givar 1 gprion Tov Briviact

- To Briviact ypnowtonoteitan 6e evihikes, epnoug kot mondid niwkiog amd 2 eTdv.

- XP1GILOTOIELTOL Y10l TNV OVTILETOTION EVOG TOTOL EXANYIOG UE ECTIOKES EMANTTIKEG KPIGELS,
Le M xopig devtepoyevn yevikevon.

- O eotiaxég emnTikés kpioelg etvan Kpioeig mov Eektvovv mpoosPaiiovtag pia pévo mhevpd
TOV £YKEPAAOV. AVTEG O1 E0TIOKEG EMANTTIKEG Kpioelg umopel va e&amimbovy kat va
enektafovv e PEYOADTEPEG TEPLOYEG KOL OTIC VO TAEVPES TOV EYKEPAAOL — 0L TO ovopdleTon
«OELTEPOYEVIG YEVIKELOY.

- To @appaxo avtd cag yopnynonke yia vo petwbei o apluds TV ETMANTTIKOV KPIGEDV TOL
€xeTE.

- To Briviact ypnopomoteitonr pali pe dAia eapuoka yio v emAnyio.

2. Tvpémer va yvopilete mpwv mapete To Briviact

Mnyv népete To Briviact:

- o€ MEPINT®ON aAlepyiog oTNV UTPIPOPAKETAUT, O GAAES TAPOUOIEG YNUKEG EVDGELS OTIMS M
AeBetipaketdun | N TPAKETAUN 1 O OTOL0OMTOTE AALO OTO TO GLGTOTIKA CLTOV TOV PUPIAKOV
(avagpépovtar oty Tapdypago 6). Edv éxete augipolricc, potote tov ylatpd M Tov
(OPUOKOTTOL0 Gag TPV TapeTe To Briviact.



IIpog1domon)6Els Kol TPOPUAGEELS

AmevBuvbeite oTov YiaTpd 1 TOV QOPUAKOTOLO GOG TPV TAPETE TO Briviact edv:

- KAVETE GKEYELG AVTOTPAVUATICUOV 1] ovtokToviag. 'Evag pukpdc aptBpoc atopwmy mov Eafoy
OVTIETANTTIKG QapuaKe 6mwg o Briviact, ékavay GKEWELG AVTOTPAVUATIGHOD 1] CVTOKTOVING.
Edv, omoladnmote otiyun|, KAvete KAmMowo omd oVTéG TIG OKEYELS, EMKOIVOVIOTE AUECWG LLE TO
YiaTpd GOC.

- €XETE NTOTIKA TPOPANUATO. - O YIATPOG GOG EVOEYETOL VO YPELOCTEL VO GOG TPOGOUPLOCEL TN
doon.

Hmora
H ypnion tov Briviact dev cuviotdton o€ mondid nAkiog Kéto Tov 2 TOV.

Alra @appoxa ko Briviact
Evnuepmote tov yioatpd 1 10V GopUOKOTTOW0 6o 6V maipvete, £xete TpOSPATA TAPEL 1) piopel val
mwhpeTe GALO QapUAKOL.

ZUYKEKPLUEVA, EVILEPMOTE TOV YLTPO GOG AV AAUPAVETE KATOL0 OO TA TAPUKATM PAPLAKO - QLTO

ovppaivet yati o 1Tpd oag EVOEXETOL VO XPELNGTEL VO Tpocapuoost T doon Briviact mov Aaufavere:

- PLPOUTIKIVY, VO QAUPLOKO TOV YPNCILOTOLELTOL Y10 TV OVTILETMMTION TOV POKTNPLUKOV
AoDEEDV.

- St John’s wort (yvootd kot wg vIePKoV 10 SIATPNTOV) - £VOL UTIKO PAPLOKO TTOV
YPTCULOTOLELTOL Y10, TNV AVTIUETOTION TS KATAOANYNG Kot TOL GryyXovs, Kabd¢ Kot GAAmY
CUUTTOUATOV.

To Briviact pe owonveopatdon

- O cVVOVAGLOC CVTOV TOV PAPUAKOV UE OLVOTVEDUATMON SEV GUVIGTATAL.

- Edv xatavaidvete owvonvevpa evoom Aappavete to Briviact, ot apvnrikég emdpaoeis tov
oWoTVELOTOG Uopel va avénbovv.

Kionon ka1 Onhaopég
O yovipeg yovaikes Oa mpémet va culntovv pe ToV Y1oTpd TOVG GYETIKA LE TN XPTOT) AVTIGVAANTTIKAOV.

Edv eilote éyxvog 1 Onialete, vopilete 0t1 pmopel va giote €ykvog 1| 6YEOALETE VO, OTOKTGETE OO,
{ntote ™ GVUPOLAN TOL YTPOV T} TOL PAPLAKOTOLOD GG TTPLY TAPETE AVTO TO PAPLLOKO.

Agv cuviotdton va maipvete to Briviact av giote £ykvog, Kabmg dev gival YvmoTég ol EMOPAGELS TOL
Briviact otnv xdnomn kot to ayévvnto pwpo.

Agv cuvietdron va OnAalete to pwpd cog eved maipvete to Briviact, kabmg to Briviact nepvaet oto
UNTpKo yoo.

Mnv dwaxoyete ) Beponeio yopic vo emtkotvovioete TpdTa e Tov Y1aTpd oag. H dtokom g
Oepaneiog pmopel va 0dNyNoeL o 0OENCT TOV EMANTTIKOV GO KPIGEDV Kot Vo, BAAYEL TO popd oag.

Ofmyncn KOL YEPLOPOG Py avnpaTOv
Koatd ™ Aqyn tov Briviact pmopei va aioBavieite vmvniia, {oAn 1 kovpao.

- Avtég o1 avemBopnteg evépyetleg eivar o mbavo va EROOVICTOVV KaTd TNV EVapEn TG
Bepanciog N kKatomy ovENoNg e ddoNC.

- Mnv odnyeite, unv Kavete TOONANTO 1 LNV YPNCULOTOLEITE OTOLOONTOTE EPYUAEL N
LY OV LOTO, £0G OTOL SLOMIGTMCETE MG GOG EXNPEALEL TO PAPUAKO.

To Briviact mepiéyer haxtoln ko vatplo

Ta emucodloppéva pe Aemtd vuévio diokia Briviact mepiéyouvv:

- Aaxtoln (éva €1dog cakydpov) - Edv o yiatpog oag, cag £xel evnuepmaoet 0Tt £xete dvoaveéio o
OPLGUEVO CAKYOPO, ETKOVMVIGTE LLE TOV YIOTPO GOG TPV TAPETE ALTO TO PAPLOKO.

- vazplo — To pdpuako avtd mepiéyet Aydtepo and 1 mmol vatpiov (23mg) ava diokio, givar
avtd oL ovopdlove «EAeVOEPO VaTpiovy.



3. Ilog va wapete to Briviact

[Tavtote va maipveTe To PAPUOKO CLTO CVGTNPE COUPOVO LE TIG 0N YiEg TOV YioTpo¥ cag. Edv €yete
opEIPOMEC, pOTAGTE TOV YIATPO 1] TOV QOPUAKOTOLO GOG. AAAN(EC) LopP(£C) ALTOD TOL PUPLAKOV
pumopet va givar mo KatdAAnAn(eg) ylo optopévoug acbeveic, .y, moidid (av 0 Hropovv Vo KATOTIo0Y
Ta S1okio. OAOKAN P, Y10 TapAdEY ). PoTnote TOV yloTpd 1| TOV QopUaKomold oag.

®o AdPete To Briviact oe cuvovacUd pE GALN PAPLLOKO Y10, TNV AVTIUETOTICT TG ETANYING.

IIéoo va mapete
O yiatpog oag Oo voroyicel TV cwot Kabnuepwvn cag 66om. I[aipvete v kKabnuepvy 666M ce dVo
160m00EG 0OGELS, Le dlapopd mepimov 12 mpdv 1 pia amd TV GAAN.

"Eonot kot woudid Bépovg 50 Kg 1 dve kot eviiikeg

- H ocvviotodpevn d6on givar amd 25 mg éoc 100 mg kot AapPavetor 600 Qopéc Ty NUEPOL.
Koatom, o yuotpdg 6og eVOEXETAL VO ATOPAGIGEL VO TPOGAPUOGEL TN 00CT Gag Yo va. fpeL TNV
KaAVTEPT 000 Yo €GAC.

"Eonpot ko mondud Bépovg amd 20 kg £og kdto tov 50 kg

- H ocvvietdpevn d6on givar amd 0,5 mg g 2 mg yia kdbe KILd copatikod Bapovg Kot
Aapfavetar 000 eopéc v nuépa. Katdmiy, o yrotpog cog EVOEYETOL VO, ATOPUGIGEL VOl
TPOCAPUOGEL T 060N GaG Yo Vo, Bpel TNV KOADTEPT dOON Yo EGGG.

Hodid Bapovg and 10 kg Emg kdto tmv 20 kg

- H ovviotodpevn d6on ivar amd 0,5 mg émg 2,5 mg yia kdbe KIAod copatikod Bdpoug Kot
Aappdvetar 600 eopéc v Nuépa. Katomv, o y1atpdc Tou mondlod 6og EVOEYETAL VO OTOPAGIGEL
va TPocapUOGEL T 8061 TOL TS0V Gag Yo va, Bpel TNV KoADTEPN dOGT Y10, TO Todi GOC.

Atoua le nratikd TpofAnuata

Edv éyete mpoPAnpata (e TO GUKMTL GOG:

- Qc épnPog 1 moudi Bapovg 50 kg 1 dve 1 og evihikog, n péytotn d6om mov B mhpete givor
75 mg 500 Popég TV NUEPQ.

- Q¢ ¢pnPog N Toudi Bapovg amod 20 kg wc katw tov 50 kg, n péytotn d6om mov Oa wdpete givar
1,5 mg yia k@B KIAO couatikod Bapovg 600 opéc TV NUEPA.

- Q¢ mandi apovg amd 10 kg émg kdtm tov 20 kg,  puéytom 66on mov Ba Tapet 1o Todi cag
glvar 2 mg yo k4B KIAO coUaTiKob BApoug dV0 QOPEG TNV NUEPDL.

Iog va wapete To. diokia Briviact
- Koatanivete ta diokio oAOKANpO pE £va TOTHPL LYPO.
- To @appaxo propei va Aappdvetar pe 1 xopig Tpoen.

I'o w660 Ypoviké drdotnpo tpénel vo waipvete To Briviact
To Briviact givor puo paxpoypovia Bepaneio — cuveyiote ™) Aqyn tov Briviact émg 6Tov cag TEL 0
Y10TPAC GOG VO TO GTOLLOTIOETE.

Edav népete peyordtepn 66on Briviact amd tnv kKavoviki

Edv mpoate peyodlvtepn d6om Briviact amd tnv Kavoviky|, EVNUEPMGTE TO YATPO Gag. Mrmopel va
atoBavOeite (oA Kot vTvnAia.

Mmnopet eniong va eKONADGETE 0TOI0MTOTE A T AKOAOLON CLUTTAONOTA: VOV Tia, aicOnua
KIEPLOTPOPNG», SUGKOAIL SLATHPNONG TNG LCOPPOTIAG, GyY0C, aicOnua vrepPolkng KovpaoNg,
gvepebiotdTTa, emBeTikdTNTA, 0dvvapio Hvov, KatdOAlnyn, GKEWEIC 1| TPOCTADEIEG
OVTOTPAVLOTIGLOD 1] AVTOKTOVIOG.

Edv Egyaoete va mwapete To Briviact
- Edv mapodeiyete po 06om, mhpte T poMg to Boundeite.

- Ev cvveyeio mapte v endpevn d66n 1 cvvidn dpa.
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- Mnv mépete SumAn 606N Yid va avamAnpdGETE T 8001 ToL EeydoaTE.
- Av dgv glote Giyovpot Tt TPEMEL VO, KAVETE, POTNOTE TOV YLUTPO 1] TOV QAPLLOKOTOO GUG

Eav octapotioete va naipvere to Briviact

- Mnv GTApATACETE VA, TOIPVETE AVTO TO PAPLAKO EKTOG EAV GO TO GCUGTNGEL O Y1OTPOG COC.
Av16 ovpPaivel enedn 1 dakonn tng Oepameiog umopel va 0dnyNnoel o€ avEnon Tov aptBo
TOV EMANTTIKOV GOG KPIGEWDV.

- Edv o yiatpdc cag {ntoet va dtakdyete T AMjyn ovtod 1oV Qopprdikov, Bo LeldoEeL T d0oT Gog
oTadlokd. Avtd Bonbd va unv eTaveREOVIGTOUV 1] Vo UnV eTOEVOBOVY Ol EMANTTIKEG KPIGELG
oG,

Av €yete TEPIOCOTEPES EPOTNOELS GYETIKA LLE TN (PTON ALTOV TOL PAPUAKOL POTNGTE TOV YLUTPO 1| TOV
(QOPHLOKOTOLO GOC.

4, MBavég avemBOunTeg evépysereg

Onwg 6o To eApuoKa, £TGL KOL GVTO TO QAPUAKO LITOPEL VO TPOKAAEGEL AVETIOOUNTEC EVEPYELEC, OV
Kot dev mapovotalovtal 6E OAOVG TOVG avVOPOTOVE.

IHoAb ovyvéc: pnopel va emmpedoovy mepiocdtepa and 1 ota 10 dropa:
- aioOnua vrvniiog 1 COANG

Yoyvéc: umopel va emmpedoovy uéxpt 1 ota 10 dropa

- ypinn

- aioOnpa vepfoiikng kovpaong (KOTWoN)

- onacpoli, aicOnua «rteplotpone» (iAryyoq)

- vauTtio Kot ELETOC, OLGKOIMOTNTA

- KatdOAym, dyyos, advvapia vevov (abdmvia), evepedoToTnTA

- AOWMEELG TNES HOTNG KOL TOL APLYYX (OTTME «KOWVO KPLOAGYTLO), PY0C
- pelmpévn opeén

Oy ovyvég: pmopet va emnpedoovv péxpt 1 ota 100 dropa

- OAAEPYIKEG AVTIOPACELS

- L1 PLGLOAOYIKT] GKEWT 1)/KOL ATDAELD ETAPNG LLE TNV TPAYLATIKOTNTO (WOXWOOLKY dlaTapoyn),
emBeTIKOTNTO, VELPIKN VITEPEVTOOT] (d1€yEpoT))

- OKEWYELG 1) TPOOTAOEIEG AVTOTPAVUATICUOD 1 CUTOKTOVIOG: EVIUEPDGTE AUECDS TOV YIOTPO GOG

- LEl®oT TOV AEVK®V alptoc@atpinv (ovopaletotl «OVdeTEPOTEVION) — OOMICTMVETUL LE EEETAON
aiporog

Emmiéov avemBOunteg evépyeres o€ ma1dnd

Yoyvéc: unopet va emnpedoovy émg 1 ota 10 dropa
- avnovyio kot vEeEPKVNTIKOTNTA (WOYOKIVITIKT VIEPOPAUCTNPLOTNTO)

Ava@opd avemOOunTOV EVEPYELOV

Edv mopatnproete kamolo ovemBountn evépyela, EVIUEPMOGTE TOV YIOTPO 1 TOV QOPLOKOTOLO GOG.
Av10 1oy0et ko Yo KOs mBavn avemBountr vEpyELa TOL OV OVAPEPETOL GTO TAPOV PUALO OdNYIDV
xpnons. Mmopeite emiong va avaeépete avemBounteg evépyeleg omevbeiog, pécm tov eBvicov
cuoTHatog avaeopds: EBvikog Opyaviopodc Gapudkov, Mecoyeiov 284, 15562 Xohapyds, AGMva.
TnA.: 213 2040380/337, IotéTtomoC:

http://www.eof.qgr.

http://www.Kitrinikarta.gr

Méow ™G avapopdg ovemBountov evepysimdv UTOpEiTe va Pondnoete otn GLAAOYY TEPICCOTEPWOV
TANPOPOPLDY GYETIKA LLE TNV OCPAAELY TOV TOPOVIOS POPLAKOV.



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

5. IIog va pvridooete To Briviact

- To @appako ovtd TPETEL VO UAACCETAL GE PEPT] TOV OgV TO PAETOVV Kat dgv TO POAvoLY Tal
TOLO14L.

- No pn ¥pMOLUOTOLEITE AVTO TO PAPLOKO LETE TNV NepOUNVIia AENG TTOL AVOPEPETOL GTO KOVTI
Kot oty koyéAn (blister) petd tn AHZH. H nuepounvia Anéng eivon 1 tedevtaio nuépa Tov
UAVA, TTOL OVOQEPETOL EKEL.

- To @appakevTikd avtd TPOTOV dev amattel Waitepeg cuvONKeg PUAAENC.

- Mnv metdite @APUAKA GTO VEPD TNG ATOYETELONG N GTA OKLAK(A amoppippata. Potmorte to
QOPUOKOTOLO GOC Y10 TO TMG VO TETAEETE TO, PAPLLOKO TTOV OEV YPNCLUOTOlEiTE o AvTd TOL
pétpa Bo fonbncovy 6Ty TpocTacio Tov TEPPAAAOVTOG.

6. Iepreydpeva TG GVOKEVLUGLOS KOl AOUTEG TANPOPOPIES

T egpréyer To Briviact

H dpactikn ovoia givar  umpioapaketaun.

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

Ta dAAa cvoToTKd givan:

TTvprvag

AwoTonpoduevn vaTplovyog KappreAAoln, povodopikn Aaktoln, betadex, avodpn Aaxtdln, oteatikd
HayVAoL0

Enucédloyn
- EmkoAoppéva pe Aemtd vuévio diokio tov 10 mg: molvivorarkodin, S10Eid1o Tov TiTaviov

(E 171), moAvarBvievoyivkoin (3350), Tahkmng.

- Enucodoppéva pe Aemtd vpévio diokia tv 25 mg: moAvivodladicoddn, dto&eidto tov Titaviov
(E 171), molvaBvrevoylukoin (3350), taikng, kitpivo o&gido tov owdnpov (E172), uéhav
o&eidro tov ownpov (E172).

- Enucodoppéva pe Aemtd vpévio diokia tov 50 mg: moAvPivodladicoddn, dto&eidio tov Titaviov
(E 171), moAvarbvievoyAvkoin (3350), tahkng, kitpvo o&eidio tov cidfpov (E172), epubpod
o&eidio tov onpov (E172).

- Emwaioppéva pe Aemtd vpévio diokio tov 75 mg: ToAvPivolorkoodn, 510E€1810 Tov Titaviov
(E 171), moAvarBvrevoyivkoin (3350), Tahkng, kitptvo o&eidio tov cidnpov (E172), epubpod
o&eidio tov aonpov (E172), uéhav o&eidto tov adnpov (E172).

- Enucodoppéva pe Aemtd vpévio diokia tov 100 mg: molvfivorarkoorn, 610E€110 Tov TiTaviov
(E 171), moAvarBvievoyivkoin (3350), Tahkng, kitptvo o&eidio tov cdnpov (E172), uéhav
o&eidio Tov onpov (E172).

Epg@avien tov Briviact kon mepieyépeve T CVOGKEVAGINGS

Ta diokio Briviact tov 10 mg givol Aevkd £0¢ VTOAEVKA, GTPOYYLAL, ETIKOAVUUEVO UE AETTTO VUEVIO
dwokia, dtopétpov 6,5 mm wov PEPoVY yapayuévo to «ul0» ot pio TAevpd.

Ta diokia Briviact tov 25 mg givot ykpt, @ogdn, EXKoAvUUEVA e AETTO VUEVIO O1oKid, Sl0CTACEDY
8,9 mm x 5,0 mm mov @épovv yapayuévo 1o «u25» ot pio TAevpd.

Ta diokio Briviact tov 50 mg givon kitpvo, ®0gLdT], EMKAAVUUEVO LE AETTO DUEVIO dlOKId,
dwotdoewv 11,7 mm X 6,6 mm wov eépovv yapayuévo 1o «uS0» ot pia TAgvpd.

Ta dwokia Briviact tov 75 mg givor pop, woedn, exucaioppéva pe Aentd vpévio dtokia, dl0oTACEMY
13,0 mm x 7,3 mm 7ov @EPovV YOPayUEVO TO «U75» ot [ TAEVPA.

Ta diokia Briviact twv 100 mg eivat Tpdoiva-yKpt, OO, ETKAAVUUEVA LE AETTO DUEVIO dloKi,
dwotdoenv 14,5 mm x 8,1 mm nov @eépovv yapaypévo 1o «ul00» otn pio mhevpd.

Ta diokia Briviact eivol cuokevacpéva o€ ouokevacieg koyehav (blister) mov dwatifevrar o yaptTva
KOVTLA ToL TTEPLEYoLvY 14, 56, 14 X 1 1 100 X 1 emucoloppéva pe Aemtd vpévio diokia 1 o€
TOAVGLOKELOGIEG OV TTEPLEYOVV 168 (3 cuokevacies TV 56) emKaivppéva e Aentd vUEVIO dloKia.
Oleg o1 cvokevaoieg dratifevron o kuyéleg (blisters) PVC/PCTFE — Alovuiviov.
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Mmopei va, unv KokAo@opoHV OAEC 01 GLCKEVUGIEC.

Karoyog Adsrog Kvkhogopiag

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

MopookevaocTi|g

UCB Pharma S.A., Chemin du Foriest, B-1420 Braine-1’ Alleud, Bé\yto.
I"a omoladnmote TANPOPOPIo. GYETIKA LUE TO TOPOV QUPULOKEVTIKO TPoidV, TapakaieicOs va
angvBuvbeite otov TomiKd avtimpoésmmo tov Katdyov g Adetag Kvkiopopiag:

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

bbarapus
1O CU BU boarapus 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)

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

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

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

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

Ireland
UCB (Pharma) Ireland Ltd.
Tel: + 353/ (0)1-46 37 395

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 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.
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To wapdv UAAO 00N YLOV Yp1ioNS avaBeop1Onke Yo TELEVTOIO POpd Tov Llavovdpro 2024.
Alreg ANYEG TANPOYOPLAY

Aemtopepeic TANpoPopies yia 10 QapuaKo avtod gival d100E61EC 6TO dIKTLOKO TOTO ToV Evpomaikohd
Opyavicpov Papudakmv: http://www.ema.europa.eu.
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@viro oonYLOV ypions: IIinpoopics Yo Tov a.60gvi)

Briviact 10 mg/ml wéopo drdivpa,
UTPIPopaKETAUN

AP aOTE TPOGEKTIKE OLOKAN PO TO PUAAO 0ONYLOV YP1ONGS TPV UPYIGETE VU TAIPVETE GVTO TO

PaPRAKO, OLOTL TEPLAOUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUG.

- durdEte avTo To EOALO oMYV YpMone. Towg ypelactel va to dofdcete Eavda.

- Edv éxete mepartépo amopieg, p@TNOTE TOV Y1OTPO 1 TOV PUPUOKOTOLO GOC.

- H ocvvtayn yio avtd 1o appoko xopnynnke amokAeloTiKd Yio 60G. Agv TPEMEL VO ODCETE TO
@apuoKo o€ GALovc. Mmopel va Tovg TPOKAAEGEL PAAPT], AKOLO KoL OTOV TO GUUTTOUOTO TNG
acBéveldc Toug tvor 010, e ToL O1KA oag.

- Edv mopatnpnoete kamoto avemBOun evépyela, EVNUEPDOTE TOV YIOTPO 1) TOV PUPLOKOTOLO
caG. Avtd 1oyvel kat ylo Kabe mhoavn avemBOUNTN EVEPYELD TTOV JEV AVAPEPETAL GTO TAPOV
@OALO 0ONY1DV ¥prone. BAéme mapdypago 4.

T wepréyer o mapév eUALO 00N TLOV:

T etvon To Briviact ko woto eivat 1) xpnon tov

T mpénet va yvopilete npv mapete to Briviact

[log va ndpete to Briviact

[TBavéc avemBounteg evépyeleg

Id¢ va puidcoete To Briviact

[epreydpeva g cvokevaciog Kot AOEG TANpoPopieg

AL ECINY S

1. Th givan o Briviact kon wowa givan 1 ypfon Tov

T etvon to Briviact

To Briviact mepi€yel T dpacTiKy 0VGI0 UTPIPAPAKETAUN. AVIKEL GE L0 OUAS POPLAK®OV TOL
ovopdlovtor «ovTiemAnmTké». Ta eappaka vt ¥PMNGLLOTOLOVVTOL Y10 TNV AVTILETMTION TG
emAnyiog.

Iowa givar 1 ypfon tov Briviact

- To Briviact ypnoytonoteitan 6e evijlikes, epnoug kot mondid niwkiog amd 2 eTdv.

- XP1GILOTOIEITOL Y10l TNV OVTILETOTION EVOG TOTOL EMANYING UE ECTIOKES EMANTTIKEG KPIGELS,
Le M yopig devutepoyevn) yevikevon.

- O eotiaxég emNTTiKéS Kpioelg etvan Kpioelg mov Eekvovv mpoosPaiiovtag pia pévo mhevpd
TOV €YKEPAAOV. AVTEG O1 EOTIOKEG EMANTTIKEG Kpioelg pmopel va eEamimbovy kat va
enektafov 6e PeYOADTEPES TEPLOYES KO OTIC VO TAEVPES TOV EYKEPAAOL — L TO ovopdleTon
«OEVTEPOYEVNG YEVIKELGT.

- To @appaxo avtd cag xopnynonke yia vo petmbei o aptuds v ETANTTIKOV KPIGEDV TOL
€xeTe.

- To Briviact ypnowomoteiton pali pe GAAa papuoka yio TNV emnyia.

2. T péner va yvopilete mpy mapete To Briviact

Mnyv napete o Briviact:

- o€ Tepintwon oAAepyiog otV UIPLBapaKeTdar, o€ GALES TOPOLOIEG YNUIKES EVDGELS OTWG M
AeBeTipakeTdun | N TPAKETAUN 1| O€ OTOLOOMTOTE GALO OO TO. GLGTATIKA CLTOV TOV PUPIAKOV
(avapépovtal otnyv Tapdypao 6). Edv éxete apeifoliec, pothote Tov yiotpd 1| Tov
QopULOKOTOLd GO¢ TPV hpeTe To Briviact.

Iposcdomou]osig Ko TPOPVAGEELS

AmevBuvleite 6ToV Y10TPO 1 TOV QUPLOKOTOLO GOC TPV TAPETE TO Briviact edv:

- KAVETE GKEYELG AVTOTPAVUATICUOV 1] ovtokToviag. 'Evag pkpdc apBpoc atopwmy mov Eafov
OVTIETANTTIKG @apuaxe 6nwe o Briviact, ékavav GKEWYELG AVTOTPAVUATIGHOD 1] CLTOKTOVING.
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Edv, omoladnmote oTiyun|, KAvete KOOl omd oVTEG TIG OKEYELS, EMKOIVOVIOTE AUECWG LLE TO
YiaTpd GOC.

- €xete NroTkd TpoPAnpata - O yloTpog Gog EVOEXETAL VO, XPELNOTEL VO GOG TPOCUPUOCEL TN
doon.

Hadra
H ypnion tov Briviact dev cuviotdton o€ mondid nAkiog Kato Tov 2 TOV.

Alho @appoxa ko Briviact
Evnuepmote tov yiatpd 1 10V QopUaKOTTOL0 6o 4V maipvete, £xete TpOGPATA TAPEL 1) pitopel val
nhpeTe GALO QaPUAKOL.

ZUYKEKPIUEVA, EVILEPMOTE TOV YATPO GaG EAV AUUPAVETE KATO0 OO TO TUPUKAT® PAPLOK - GVTO

ovppaivet yati o 1pdg oag EVOEXETOL VO XPELNGTEL VO Tpocapuroost T doon Briviact mov Aaufavere:

- PLPOUTIKIVY, VO QAUPLOKO TOL YPNCILOTOLELTOL Y10 TV OVTILETMMTION TOV POKTNPLUKOY
AoDEEDV.

- St John’s wort (yvwotd kot og VIEPIKOV TO SIATPNTOV) - EVaL GUTIKO PAPLOKO TOV
YPTOULOTOLELTOL Y10, TNV AVTIUETOTION TS KATAOANYNG KoL TOL GryYXovs, Kabd¢ Kot GAADY
GUUTTOUATOV.

To Briviact pe owonveopatdon

- O ocvVdVAGUAG AVTOV TOV PAPUAKOV LE OLVOTVELUATMON OEV GUVIGTATAL.

- Edv xatavaidvete owvomvevpa evoom Aappavete to Briviact, ot apvnrikég emdpaoeis Tov
OLVOTVEDIOTOG Umopel Vo, avénbovv.

Kionon kot Onhaopog
O yovipeg yovaikes Ba mpémet va culntovv pe ToV Y1oTpO TOVG GYETIKA LE TN XPTOT) AVTIGVAANTTIKAOV.

Edv elote éyxvog 1 Onidlete, vopilete 0T1 pmopel va elote €ykvog 1| oxedALETE VO OMOKTNGETE OO,
{ntote ™ GVUPOLAN TOL YTPOV T} TOL PAPLAKOTOLOD GG TTPLY TAPETE AVTO TO PAPLLOKO.

Agv cuviotdton va maipvete to Briviact av eiote £ykvog, Kabmg dev gival YvmoTEG o1 EMOPAGELS TOL
Briviact otnv xdnomn kot to ayévvnto uwpo.

Agv ovviotdton vo OnAdlete To popd cog evod maipvete to Briviact, kabmg to Briviact mepvéetl 6to
UNTPKo yoo.

Mnv dwaxoyete ) Beponeio yopic vo emtkotvovioete TpdTa e Tov Y1aTpd oag. H dtokom g
Oepaneiog pmopel va 0dNyNoEL o€ 0OENGCT TOV EMANTTIKOV GO KPIGEDV Kot Vo, BAAYEL TO popd oag.

Ofmyncn KOL (EPLOPOG PNy avaTOv
Koatd ™ Aqyn tov Briviact pmopei va aioBavieite vmvniia, {oAn 1 kovpao).

- Avtég o1 avemBopnTeg evépyetleg ivan o mBavo va EREOVICTONV KaTd TNV EVapEn TG
Bepaneiog N Katomy ovENong e ddonC.

- Mnv odnyeite, unv kKAveTe TOSNANTO 1| UNV XPTCLLOTOIEITE OTOLOONTOTE EPYOAEIN 1)
LY OV LATO, £0G OTOL SLOMIGTMOCETE MG GOG EXNPEALEL TO PAPUAKO.

To wécpo drdrivpa Briviact wepiéyel mapavdpodvpevioiko pebviestépa, vatpro, copprroin ko

TPOTVAEVOYAVKOAN

- [Mopabopo&uPevioixog pebvieotépoag (E218): Avtd pmopel vo TpokaAEcel AALEPYIKES
avTdpdoelg (mbavog KabvotepnuEveg).

- Ndazpio: To edppaxo avtd mepiéyet Aydtepo amd 1 mmol vatpiov (23mg) avd yikoctoéMTpo,
glvar owtd Tov ovopdaovpue «elevbepo vatpiov».

- YopPrroin (E420) (éva gidog cokydpov): Avtd To apurako Tepiéyel 168 mg copPitoing oe
ka0e ml. H copPrroin sivar mnyn @povktolng. Av o yiorpdc oog, 6og Exel met 0Tt £6€ic (1] T0
7ol cag) Exete dSucaveio GE OPIGHEVA GAKYOPM, ) EXETE OOYVMOTEL LUE KAT|POVOLIKT|
dvoave&io otn epovktoln (HFI), wo omdvia yevetikn dtatapoyn, 6TV 0moia 1o dtopo dev
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umopel va S106mdoEL T PPOVKTOLN, EMKOIVOVINOTE LE TOV Y1aTPd GOC TPV £6¢€iC (1] TO Tondi
o0c) Thpete | AAPETE AVTO TO PAPLLOKO.

- [Ipomvievoyivkoin (E1520): Avtd 1o papproko TeptEyet 5,5 Mg tpomvuAevoyALKOANG KATA TO
LEYLoTO o€ KAOE YIMOGTOATPO.

3. g va tapete To Briviact

[Tavtote va maipvete T0 EAPUOKO CVTO QLGTNPE GOUPOVO. LE TIG 0dNYieg TOV YioTtpo¥ cag. Edv éyete
apBoAieg, pOTNOTE TOV YIITPO 1] TOV POPUAKOTOLO GO,

®o AdPete To Briviact og cuvovAGUO UE GALN PAPLLOKO Y10, TNV AVTIUETOTICT TG ETANYING.

éoo va tapete
O yiatpog oag Bo voroyicel TV cwot Kabnuepwvn cag 66om. Iaipvete v kKabnuepvy 666M ce dVo
160T0GEC 0OGELS, e Olapopd mepimov 12 wpdv 1 pio amd TV GAAN.

"Eonpot kot mondid Bépovg 50 Kg 1 Gve ko eviiikeg

- H ovviotouevn 660 givar amd 25 mg émog 100 mg kot Aappdveror 500 Qopég TV nuUépPa.
Kotomy, 0 yiatpog cog eVOEXETAL VO ATOPAGIGEL VO TPOCAPHOCEL TN 00T GOg Yo Vo, Bpet
™V KoAOTEPN SO0 Y1 EGAG.

2T0V TOPOKATO TIVOKO ELPAVIOVTOL LOVO TOPASELYLOTO SOGEMV TTOV TPEMEL VoL AN@BoDY Kot 1
ovptyya mov Ba ypnoonotioete. O yotpdg cog O vrodoyicel T oot 6061 Y0 EGAG KoL TN
ovpLyya Tov Bo ¥PNOYLOTOMGETE, avaAoYad e TO BApog cac.

Adon og ml wov nipémer vo A@0si 600 @opic Ty nuépa Kon 1) 6OPLyyo Tov O YPIGLUOTOL|GETE
— ywo. @ povg kot woudd Bapovg 50 kg ] aGve kon svijlkeg:

Aéon og ml Aéon og ml Aéon og ml Aéon og ml
Bapog (avtioToym pe (avtiotoym pe (avtiotoym pe (avtioToym pe
25 mg) 50 mg) 75 mQ) 100 mg)
50 kg 1 dvo 2,5 ml 5ml 7,5 ml 10 mi

XPNGIHOTOU|OTE TN GVPLYYO TOV

5ml

(nmhe onudaora Swufadpong)

XPNGIHOTOU|OTE TN GVPLYYO TOV
10 mi

(novpa onuaota Srwpaduienc)

"EonBot ko woudid Bapove amd 20 ke e kdtm tov 50 Kg

- H ovviotdpevn d6on ivar amd 0,5 mg émg 2 mg yia kdbe KIAO cmpaTikov Bapovg Kot
Aappdavetar 600 eopég TV NuéEpa. Katomv, o y1atpdc 6oG EVOEYETAL VO OTOPAGIGEL VO
TPOCAPUOGEL T 0OGN 6aG Yo Vo, Bpel TNV KOADTEPT dOON Yo EGGG.

2T0V TOPOKATO TIVOK ELPAvIovTal LOVO TOPASELYLOTO dOGEMV TTOV TPEMEL VL AN@BoDY Ko 1)
ovptyya wov Ba ypnoonotioete. O yotpdg cog B vrodoyicel T cmath 6061 Y0 EGAG KoL TN

ovpLyya Tov Oa YPNGUYLOTOIGETE, AVALOYA LE TO PAPOg Gag.
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Adon og Ml wov wpémer vo An@0Osi 800 Qopic Ty Nuépa Kar 1| 6OpLyye Tov 00 YPNGLUOTOOETE —
v, gp1jfovg kot mordra Papovg amé 20 kg Emg katm Tov 50 Kg:

Aéon og ml Aéon og ml Aéon og ml Aéon og ml
Bépog (avtioToym ne (avtioToym pe (avtioToym pe (avtioToym ne
0,5 mg/kg 1 mg/kg 1,5 mg/kg 2 mg/kg
= 0,05 mi/kg) = 0,1 ml/kg) = 0,15 mi/kg) = 0,2 ml/kg)
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 3,5ml 5,25 ml* 7 ml*
40 kg 2mi 4ml 6 ml* 8 ml*
45 kg 2,25 ml 45ml 6,75 ml* 9 ml*

Xpnoiporomete T 6Vpryyo TV 5 mi

(pmie onudore dSrufdOpionc)

INa 0yko petagd 0,5 ml kon 5 mi,
LPNOOTOGTE TN GVPLYYO TOV 5 Ml
Y10, YOPNYN O 06 6TORATOS (UTTAE

onuaoLe orePfadponc)

* T 6yko ave Tov 5 ml km £og 10
ml, ypnoiporTomeTe TN GVPLYYO TOV
10 ml ywo yopfiynon omé otépatog
(navpo enuadia Srafadpionc)

Hodd Béapovc and 10 kg mc kdto tov 20 kg

- H ocvvictopevn 86on elvar and 0,5 mg €wg 2,5 mg yia kdbe KILO copatikod Bapoug Kot
Aappdvetar 6vo opéc v nuépa. Katom, o y1atpdc Tov mondion Goc EVOEXETAL VO
OTOPUCICEL VO, TPOCAPHOGEL TN dOGT TOL OG0V GOG Yo VO BPeL Trv KaAvTepT 600T Yio. TO
Tl oG,

2T0V TOPOKATO TIVOK ELPAvIovTal LOVOo TOPASELYLOTO dSOGEMV TTOV TPEMEL VL AN@BovY Ko 1
ovpryya ov Ba ypnoonomoete. O yiatpdg cag Ba vToAoYiGEL TN GMOTH dOCT Y10 EGAC KoL TN

oVpLyya Tov Bo ¥PNOYLOTOMGETE, avaAoya e TO Bapog cac.

Adon og ml wov wpémer vo A@Osi 600 Qopéc Ty Nuépa Kor 1] 6OpLyYa TOV B0 YPIGLUOTOL|GETE —
ywo. tondd papovg omé 10 Kg ¢ karm tov 20 Kg:

Aéon og ml Aéon og ml Aéon og ml Aéon og ml Aéon og ml
Bépoc (avticToym pe (avticTtoym pe | (avriotoyym pe | (avriotoyyn 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 1,5ml 2ml 2,5ml
12 kg 0,6 ml 1,5ml 1,8 ml 2,4 ml 3,0ml
14 kg 0,7 ml 1,75 ml 2,1 ml 2,8 ml 3,5ml
15 kg 0,75 ml 1,9ml 2,25 ml 3ml 3,75 ml

XpNolpomomeTe T cVPLYYo TOV 5 Ml

(nmhe onuaora Srefddmonc)

Atopa pe nrotikd tpofAnuoto

Edv éyete mpoPAnpata (e TO GUKMTL GOG:
- Qc épnPog M maudi Papovg 50 kg 1 dve 1 ©g evihikog, n péytotn d6om mov Bo mhpete eivor
75 mg 500 Popég TV NUEPQ.
- Q¢ ¢pnPoc N Toudi Papovg amod 20 kg Emc katw Tov 50 kg, n uéyiotn d6om mov Oa wdpete gival
1,5 mg y1a ké0e KIAO copaticoD Bapovg 600 PopPEG TNV NUEPA.
- Q¢ mandi Bapovg amd 10 kg émg kdtm tov 20 kg,  puéytom 6d6on mov Ba Tapet 1o Todi cag
givar 2 mg yuo kdBe KILO couatikod Bapovg dV0 opEC TNV NUEPA.
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Iog va wapete To moéopo draivpa Briviact

- Mmropeite vo mépete T0 TOSIHO d1dAvpo Briviact g £xel 1] va T0 apaidceTe e vepPd 1 yuUo Aiyo
TPV TNV KATATOOT).

- To @dppaxo pmopei va AapBdveral pe 1| xopic Tpoemn.

Oonyieg ypfiong Yo T0vg ac0eVEIc 1| TOVS PPOVTIGTEG:

310 KOVTiI cvokevaciag Oa Tapéyoviatl dVO cHPLYYEC Yo yopNYNo” 0md oTopaToC. Pothote tov yiatpo

60G TTolo. oVPLyyo, O TPETEL va YP1CILOTOLELTE.

- Io dyko peta&d 0,5 ml kon 5 ml, Ba Tpénet va ypnotpomomoete ™ cOpLyya Yo yop1ynon amd
otopatog v S Ml (umke onpadia S10faboNg) TOL TOPEYETAL GTN YAPTIVI] GVGKEVAGION Y10, VOl
dtoporotel 1 akpPng xoprynomn 66omngG.

- I 6yko Gve tov 5 ml kot £og 10 ml, Bo Tpémet va xpNGILOTOMGETE TN GUPLYYO Y10 YOPTyNom
and otopatog tov 10 ml (uovpa onuadia Srafddpuonc) mov TapiyeTal oTn YEPTIVI GLOCKEVAGIN
Y vo, S10GPOALGTEL 1 aKpIPNC YopRyNnon d6eNC.

AOGULETPIKT] GVPLYYO Y10 YOPIYNOT OTTO AOGULETPIKT] GUPLYYQ Y10 XOPTYNOT| OO
oTouaTog TV S ml otouaTog Twv 10 ml

H ovpryya yio yopiiynom and otoépatog v | H ovpryya yia yopiynon and 6TOLATOS TV
5 ml éyel 2 umhe onpadio drefaduong tov | 10 ml €xer pavpa onuadio dwafaduonc oe
ocvumintouv: og Prpota Tov 0,25 ml kot oe | Prpate tov 0,25 ml.

pruata twv 0,1 ml.

- Avoi&te ) 1AAN: TESTE TO TOWW Kot YVPIoTE TO 0vTIBETO OO TN POPE TV JEIKTMOV TOV
poroylov (ewdva 1).

@ .fﬁf?“

AxoiovOnote avtd T frpata Ty IpmTn eopd wov Ba whpeTe To Briviact:
- AQoipécTe TOV TPOGUPLOYER OO T1 GVPLYYO. 0O GTOUATOG YopTyNnong (ewdva. 2).
- TomoBeToTE TOV TPOGUPUOYEN GTO EMAV® LEPOG TNG PLAANC (e1kOva 3). BeParwbeite 611 £xet
otepemBel KaAd. Agv ypeldletal vo aQalpEGETE TOV TPOCUPHOYED LETA TN YPNOM.

® ‘@ <

AxoiovOnaote avtd ta fpata ke popd wov maipvete To Briviact:
- Bdte T clpryya amd 6TOUOTOG XOPNYTIONG GTO GVOLYLO. TOV TPOGapLOYEa. (etkdva, 4).
- T'vpiote avamoda o elaridio (swkdva 5).
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Kpatmote v avamodoyupiopév eLain e To £va XEpL Kot PTGLLOTOMOTE TO GAAO XEPL Yl VoL
yepioete tn cVpyye ond GTOUATOS YOPTYNONG.

Tpaprére 1o EuPoro TPog Ta KAT® Y10 VO YEUIGEL 1] GVUPLYYA Y10 XOPTYNOT OO GTOUATOG LE pio
HKpT TocOTNTA S1HAD0TOG (E1KOVL B).

Ev ovveyeio méote 10 £UPOAO TPOG TO EXAVED Y10 VL 0PALPESETE TUYXOV PLGOAIDES aEPQL

(swcdva 7).

[Tiéote T0 £uPolo mpog Ta KAt Emg Tov deiktn d06oNg AoctoOATpeV (ml) Tng cOpLyyos amd
GTOLOTOG XOPNYT|ONG TTOV VIOJEIKVEL TN 3OGT OV GOG GLVTAYOYPAPNGE O YIOTPOG GOG

(ewodva 8). To éuporo umopel va avefel Eava péco otov KOAVOPO KAT TN YOPNYNoN TS
TpmTNG d00omMs. Katd cvvéneia, PePfaiwbeite 611 to EuPoro datnpeiton otn B€om Tov péYPLM
GUPLYYO Y10, YOPNYNOT| 0TO TOV GTOUATOC VO atocLVOEDEL amd T QLIAN.

— N\ N

I'vpiote Eavd ™ eLadn og 6pOia BEon (ekova 9).
BydAte T ovptyya amd otoéuaTog Xopnynong and tov tpocapuoyéa (sikovo 10).

©

‘51

14



Yrdpyovv dVo TpoTol va. emAEEETE TAOC Ba ieite TO PAPLLOKO:

- 00E1A0TE TO TTEPIEXOLEVO TNG GVPLYYNS o€ vEPS (1] yuud) TECovtag To EPPOAO GTO KAT® LEPOG
NG oUPLYYOGS Y10 XopNynor omd otopatog (eucova 11) - katomy Oa ypelootel va mieite 6A0 T0
vepo (amhd Tpochéate T060 vEPO 0G0 VO LTOPEGETE VAL TO TIELTE) 1)

- meite 10 dtAvpa amevbeiag amd T cLPLYYA Yio XOPYNON Omd GTOUOTOC YMPIg vePO - Tieite
OLOKANPO TO TTEPLEXOLEVO TNG oLPLYYOC (€lkOVa 12).

i
® _& ¥ ) @
é:::‘ K&L_#,’ N ‘!-;q. ,:.h

- Kheiote T @uodn pe 10 TAaoTiko Promtd noua (dev ypelaletal Vo apalpéceTe TOV
TPOGUPLOYED).

- INao va kaBapicete T cOpLyya yio Yopnynomn omrd Tov GTOROTOC, EEMAVVETE e KPDO VEPO LOVO,
UETAKIVOVTOG TO EUPOLO QPKETEC POPEC TPOG TO, TAV® KO TTPOG TA, KAT® Y10, VO OVOPPOPNGETE
ko va EmBnoete To vepod, yopic va draymwpicete ta dvo puépn g ovpryyas (sikdva 13).

o

- Awnpeite T QuIAN, TN GVPLYYA VIO YOPTYNOT OO TOL GTOUATOG KOL TO GUAAO 001Y1OV
YPNONG GTO KOVTL TNG CLGKELAGIOG.

INa 600 ypovikd Srdotnua npénel va taipvete To Briviact
To Briviact givar po pakpoypovia Oepaneio — cuveyiote ™) Aqyn tov Briviact émg 6Tov cag el 0
Y10TpdG GOG VO TO GTOLATCETE.

Eav napete peyordtepn o6on Briviact amd Ty kavovikn

Edv mpate ueyolvtepn d6om Briviact oo tnv KavoviKi, EVIUEPDGTE TOV YIUTPO Gag. Mropei va,
aoBavOeite oA Kot vTynAia.

Mmnopei eniong va eKONADGETE 0TO10MTOTE U T AKOAOVON CLUTTAONOTA: VOV Tia, iU
KTEPLOTPOPNO», SVGKOAIL OLATHPTOTNG TNG LOOPPOTING, Gyyoc, aictnua vaepPorikng Kobpacng,
gvepebiotoTTa, EMBETIKOTNTA, 0dVVaio VTvov, KATAOAYT, GKEYELC 1| TPOCTADEIEG
CLTOTPOVUATIGHOD 1) AVTOKTOVIOG

Eav Eeyaoete va napete To Briviact

- Edv mopaieiyete pa d6om, mapte T pOALS To Bounbeite.

- Ev cvveyeio mapte v emopevn d66n cag ot cuvion mpa.

- Mnv apete SMAR 6G0T Y10 VL AVOTANPOGETE TN 006N oL EEYACATE.

- Av d¢ev giote olyovupol TL TPENEL VL KAVETE, pOTNOTE TOV Y1OTPd 1) TO POPLOKOTOLd GO,
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Eav otapotiosete vo aipvere to Briviact

- Mnv GTApATACETE VA, TOIPVETE VTO TO PAPLAKO EKTOG EAV GOC TO GCUGTNGEL O Y1OTPOG COC.
Av106 ovpPaivel enedn n dakonn tng Oepameiog umopel va 0dnyNncel o€ avénon Tov aplfov
TOV EMANTTIKAOV 60C KPIGEDV.

- Edv o yiatpdc cag {ntoet va dtakdyete T My ovtod 1oV Qopprdikov, Bo LeldoEeL T d00T Gog
oTadloKd. Avtd Ponbd va unv ETaVEUEOVIGTOUY 1] VO UNV ETOEV®OOOVV Ol EMANTTIKEG KPIGELG
o0,

Av €yete TEPIOCOTEPES EPOTNOELS GYETIKA LLE TN (PTIOT ALTOV TOL PAPLAKOL POTNGTE TOV YLUTPO 1| TOV
(QOPHLOKOTOLO GOC.

4, MBavég avemOOunTeg evépysereg

Onwg dha To eApuoKa, £TGL KOL 0VTO TO GAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEC EVEPYELEC, AV
Kot 6gv Tapovctdlovtal 6€ OAOLG TOVG AVEPMOTOLG.

IHoAb ovyvéc: pnopel va emmpedoovy mepiocdtepa and 1 ota 10 dropa:
- aioOnpa vevniiog 1 CaAng

Yoyvéc: umopel va emmpedoovy uéypt 1 ota 10 dropa

- ypinn

- aiocOnpa vepfoiikng kovpaong (KOT®oN)

- onacol, aicOnua «rtepiotpone» (iktyyoq)

- vauTtio Kot ELETOC, OLGKOIMOTNTA

- KatdOAym, dyyos, advvapio vevov (abmvia), evepehoToTnTa

- AOWMEELG TNEC OTNG KOL TOL APLYYX (OTTME «KOWVO KPLOAGYNLO), PY0C
- pelmpévn opeén

Oy ovyvég: pmopet va emnpedoovv péxpt 1 ota 100 dropa

- OAAEPYIKEG AVTIOPACELS

- L1 PLGLOAOYIKT] GKEWT 1)/KOL ATADAELD ETAPNG LLE TNV TPAYLATIKOTNTO (WOXWOOLKY daTapoyn),
emBeTIKOTNTO, VELPIKN VITEPEVTOOT] (d1€yEpoT))

- OKEWYELG 1) TPOOTAOEIEG AVTOTPAVUATICUOD 1 CUTOKTOVIOG: EVIUEPDGTE AUEGDS TOV YITPO GOG

- LEI®OT TOV AEVK®V aploc@atpinv (OVopAleTon «OVIETEPOTEVION) — SOMCTMVETUL LE EEETAION
aipotog

Emmiéov avemBOunrteg evépyeires o€ mardld

Yoyvéc: umopet va emnpedoovy émg 1 ota 10 dropa
- avnovyia Kot VIEPOPACTNPLOTNTA (YVYOKIVITIKN VIEPOPAGTNPLOTNTO)

Ava@opd avemOOunTOV gvepyELOV

Edv mopatnproete kamolo ovemBountn evépyela, EVIUEPMOGTE TOV YIOTPO 1 TOV QOPLOKOTOLO GOG.
Av10 1oy0et ko Yo Kabe mhavn avemBounTn vEPYELR TOV OV OVAPEPETOL OTO POV PUALO OONYIDV
ypnons. Mmopeite emiong va avaeépete avemBounteg evépyeieg omevbeiog, péom tov eBvicov
cuoTHatog avaeopds: EBvikog Opyaviopdc Gapudkwv, Mecoyeiov 284, 15562 Xohapyds, AGnva.
Tn.: 213 2040380/337, IotdTOoMmOC:

http://www.eof.qgr.

http://www.Kitrinikarta.gr

Méow ™G avagopdg avemiBuunToV evepyeldv pmopeite va fondnoete otn cLvALOY) MEPIGGOTEPWV
TANPOPOPLDY GYETIKA LLE TNV OACPAAELY TOV TOPOVIOS POPLAKOV.

5. IIog va pvradooete To Briviact
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- To @dppoako avtd TPETEL VO, PUAACGETAL GE PLEPT] TTOL eV TO PAETOVY Kot dev TO POAvoLY TO
TOLO14L.

- Na pn ypnoponoteite avtd T0 PAPUOKO UETE TV NUEPOUNVID, ANENG TOV AVOQEPETOL GTO KOVTL
omd yoptovi Ko ot eéAn petd ™ AHEH. H nuepounvia Anéng etvar n tehevtoio nuépa Tov
VA, TTOL OVOQEPETOL EKEL.

- To eoppokevTikd ovtd TPOidV dev amattel WaiTEPES GLUVONKEG PUAAENC.

- Metd to TpdTO dvorypa, YPNOILOTOLEITE EVTOC 8 UNVaV.

- Mnv metdite @APULAKA GTO VEPD TNG AMOYETELONG N OTA OKLAKA amoppippata. Potmorte to
QOPUOKOTOLO GOC Y10l TO TMOG VO TETAEETE TO, PAPLLOKO TTOV OV YPNOLUOTOLEiTE o AvTd TO!
pétpa Ba fondncovv oty Tpoctacia Tov TePPEALOVTOC.

6. IIepreydpeva TG GVOKEVLUGLOS KOl AOUTEG TANPOPOPIES

T tepréyer To Briviact
H dpaoctikn ovoia givar n umpifoapaketaun.
Ka0e yiirootoMtpo (ml) mepiéyet 10 yaitootdypappe, (mg) umpifopoketdunc.

Ta dAlao cvoTatika givat: Kitpikd vaTplo, dvudpo Kitpikd o0&y, mapaiidpouPevioikdc pebviestépog
(E218), vatprovyoc kapperAAoln, covkpoardln, vypn copPitoin (E420), yAvkepoin (E422), BeitiwTtikd
yevong opéovpo (mpomvievoyrlokoin (E1520) 90% - 98%), kekaBapuévo Homp.

Ep@avion tov Briviact kot wepieyépeva T 606KeLUGIOG
To ndéoyo dhvpa Briviact 10 mg/ml eivor eAappmdg 1EDIEG, S100YES, AYpP®UO MG KITPVOTO VYPO.

H yvédhvn euain tov 300 ml Tov Briviact gival cuokevacuévn e ¥4pTivo KouTi Tov mepEyet o
ovptyya tov 10 ml (povpo onuadio. S1ofaduiong) and ToAVTPOTLAEVIO/TOAVAIOVAEVIO Y10, 0T
GTOUATOG YOPNYNoT, e ovptyyo v S ml (umhe onuddia dwafdduiong) omd
TOAVTPOTVAEVIO/TOAVUOVAEVIO YOl 0TTO GTOLOTOC YOPTYNON KOl TPOGOPUOYELS 0d ToAvalfLAEVIO Yio

TIC GUPLYYEC.

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

Hapackevaoctig
UCB Pharma S.A., Chemin du Foriest, B-1420 Braine-1’ Alleud, Bé\yto.

I"o omotadnmote TANPOPOPio GYETIKA LE TO TOPOV POPUOKEVTIKO TPOoidV, Tapaukaieiches va
amgvbuvbeite otov Tomikd avtimpoésmmo tov Katdyov g Adelag Kvkiopopiag:

Belgié/Belgique/Belgien Lietuva

UCB Pharma SA/NV UCB Pharma Oy Finland

Tel/Tel: + 32/ (0)2 559 92 00 Tel: + 358 9 2514 4221 (Suomija)
Buarapus Luxembourg/Luxemburg

IO CH BU Bbwarapus EOO/] UCB Pharma SA/NV

Temn.: + 359 (0) 2 962 30 49 Tél/Tel: + 32/ (0)2 559 92 00 (Belgique/Belgien)
Ceska republika Magyarorszag

UCB s.r.o. UCB Magyarorszag Kft.

Tel: + 420 221 773 411 Tel.: + 36-(1) 391 0060
Danmark Malta

UCB Nordic A/S Pharmasud Ltd.

TIf: +45/32 46 24 00 Tel: + 356 / 21 37 64 36
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Deutschland
UCB Pharma GmbH
Tel: + 49 /(0) 2173 48 4848

Eesti
UCB Pharma Oy Finland

Tel: + 358 9 2514 4221 (Soome)

Elrada
UCB AE.
TnA: +30/2109974000

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

France
UCB Pharma S.A.
Tél: +33/(0)1 47294435

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)

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

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

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

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

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

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

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

Slovenska republika
UCB s.r.0., 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 (Northern Ireland)
UCB (Pharma) Ireland Ltd.
Tel : + 353/ (0)1-46 37 395

To wapdév UAAO 00N YLOV Yp1ioNS avaOe®p1Onke Yo TELEVTOIO POpd TOV Llavovdpro 2024.

Addeg TNYEG TANPOPOPLOV

Aemntopepeic mAnpoopieg 1o 10 Qappako avtd gival dabéoipeg 1o dkTLaKd TOTO ToLV Evpomaikod

Opyaviepod Gopudkmv: http://www.ema.europa.eu.
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@vAiro oonYLOV ypions: IIinpoopics Yo Tov a.60gvi)

Briviact 10 mg/ml gvéoipo draivpa/dralvpa yua £yyvon
UTPIPOpaKETAUN

AP aOTE TPOGEKTIKA OLOKAN PO TO PVAAO 0ONYLOV YP1ONGS TPV UPYIGETE VA YPNCLUOTOLEITE AVTO

T0 QAPNOK0, H10TL TEPIAUPPAVEL CNUAVTIKEG TAPOPOPIES Y10 CUG.

- doraEte avTo To EOALO oMYV Yprone. Towg ypelactel va to dofdacete Eava.

- Edv éxete mepartépo amopieg, p@TNOTE TOV Y1OTPO 1 TOV PUPUOKOTOLO GOC.

- H ocvvtayn v avtd 1o dappoko xopnynnke amokAeloTiKd Yio 60G. Agv TPEMEL VO ODCETE TO
@apuoko o€ GAAovc. Mmopel va Tovg TPOKAAEGEL PAAPT], OO0 KO OTOV TO GUUTTOUOTO TNG
acBéveldc Toug ivor 010, e ToL O1Kd oag.

- Edv mopatnpnoete kamoto avemBOun evépyela, EVNUEPDOTE TOV YIOTPO 1) TOV PUPLOKOTOLO
cag. Avtd 1oyvel kat yio KaBe mhoavn avemBOUNTN EVEPYELD TTOV dEV OVAPEPETAL GTO TAPOV
@OALO 0ONY1DV ¥prone. BAéme mapdypago 4.

T wegpréyer o mapév eUALO 00N TLOV:

T etvon To Briviact ko woto eivat 1 xpnon tov

T mpénet va yvopilete npv mapete to Briviact

[log va ypnoyomomoete to Briviact

[TBavéc avemBounteg evépyeleg

Id¢ va puidcoete To Briviact

[epreydpeva g cvokevaciog Kot AOEG TANpoPopieg

AR

1. Th givan o Briviact ko wowa givan 1 ypfon Tov

T givor o Briviact

To Briviact mepi€yel ) dpacTIKy 0VGI0 UTPIPAPAKETAUN. AVIKEL GE L0 OUASN POPLAK®OY TOV
ovopdgovtol «ovTiemAnmTké». Ta eappaka ovTé ¥P1GILOTOLOVVTOL Y10 TNV AVTILETMTION TG
emAnyiog.

Iowa givar 1 ypfon tov Briviact

- To Briviact ypnotiponoieiton 6 VAMKEG, EPNPovs Kot mandld nAtkiog and 2 eTdv.

- XP1GCILOTOIELTOL Y10l TNV OVTILETOTION EVOG TOTOL EMANYIOG UE ECTIOKES EMANTTIKEG KPIGELS,
He M yopic devtepoyevn yevikevon.

- O eotiakég emANTTIKES Kpioelg etvan Kpioelg mov Eekvovy mpoosPaiiovtag pia pévo mhevpd
TOV £YKEPAAOV. AVTEG Ol E0TIOKEG EMANTTIKES Kpioelg pmopel va eEamimboiv kat va
enektafovv Ge PEYOADTEPEG TEPLOYEG KOL OTIC VO TAEVPES TOV EYKEPAAOL — 0 TO ovopdleTon
«OEVTEPOYEVNG YEVIKELGTY.

- To edappaxo avtd cag yopnyndnke yia va pewwbet o apiuds v EMANTTIKOV KPIGEOV TOV
€xete.

- To Briviact ypnowomoteiton pali pe GAAa papuoka yio TNV emnyia.

2. T péner va yvopilete mpy mapete To Briviact

Mnyv ypnopomnoreite To Briviact:

- o€ MEPINT®ON aALepYiog oTNV UTPIPOPAKETAUT, O OAAES TAPOUOIEG YNUKEG EVDGELS OTIMG M
AeBetipaketdun | N TPAKETOUN 1 O€ OTOLOOMTOTE GALO OO TO GLGTATIKA CLTOV TOV PUPILAKOV
(avapépovtal oty Tapdypago 6). Edv éxete apeifoliec, pothote Tov yotpd 1) Tov
(QOPUOKOTOL0 Gag TPV TapeTe To Briviact.

IIpogidomonoels Kol TPOPUAGEELS

AmevBuvieite 6TOV Y10TPO 1 TOV QUPLOKOTOLO GOC TPV XPNOUOTOMNGTE TO Briviact edv:

- KOVETE CKEYELG AVTOTPAVUATICHOV 1] ovtokToviag. 'Evag pkpdc aptBpoc atopwmy mov Eafov
OVTIETANTTIKG Qdpuaxe énwme o Briviact, ékavay GKEWYELS AVTOTPAVUATIGUOD 1] CVTOKTOVING.
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Edv, omoladnmote oTiyun|, KAvete KOOl omd oVTEG TIG OKEYELS, EMKOIVOVIOTE AUECWG LLE TO
YiaTpd GOC.

- €XETE NTOTIKA TPOPANUATO. - O Y1IATPOG GOG EVOEYETOL VO YPELOCTEL VO GOG TPOGOUPLOCEL TN
doon.

Haora
H ypnion tov Briviact dev cuviotdton o€ mondid nAkiog Katw Tov 2 gTOV.

Alro @appoxa ko Briviact
Evnuepmote tov yioatpd 1 10V GopUaKOTTOL0 6o 6V maipvete, £xete TpOSPATA TAPEL 1) pUiopel val
mhpeTe GALO PAPLOKOL.

ZUYKEKPIUEVA, EVILEPMOTE TOV YATPO GaG EAV AUUPAVETE KATO0 OO TO, TUPUKAT® PAPLOKA - GVTO

ovpPaivel yati o Y1Tpdc oG EVOEYETOL VA YPELOCTEL VO TPpoSapuOceEL T 6001 Tov Briviact mov

Aappavete:

- PLPOUTIKIVY — £VaL PAPUOKO TTOV ¥PTGLULOTOLELTAL Y10, TNV OVTIUETOTION TV PaKTNPLUK®V
AoDEEDV.

- St John’s wort (Yv®oT0 Kol G VIEPTIKOV TO SLATPNTOV) - £VO PUTIKO QAPLOKO TOL
YPTOULOTOLELTOL Y10, TNV AVTIUETOTION TS KATAOANYNG Kot TOL GryyXovs, Kabd¢ kot GAAmY
GUUTTOUATOV.

To Briviact pe owvonvevpat®on

- O ocVVVAGLOG AVTOV TOV PAPUAKOL LE OIVOTVEDHO OEV GUVICTATAL

- Edv xatavaidvete ovomvevpa evocm Aapfdvete to Briviact, ol apvntikég eTdpAcELg TOL
OLVOTVEDIOTOG Umopel vo, avénbovv.

Kionon kot Onhaopog
O yovipeg yovaikeg Ba mpémet va culntovv pe ToV Y1oTpO TOVG GYETIKA LE TN XPTOT AVTIGVAANTTIKAOV.

Edv elote éyxvog 1 OnAdlete, vopilete 0T1 pmopel va glote €ykvog 1 oxedALETE VO OMOKTNGETE O,
{ntote ™ GVUPOLAN TOL YLTPOV 1} TOL PAPLAKOTOLOD GG TPLY TAPETE AVTO TO PAPLLOKO.

Agv cuviotdton va maipvete to Briviact av giote £ykvoc, Kabmg dev gival YvmoTég o1 EMOPAGELS TOL
Briviact otnv xbnomn Kot to ayévvnto pwpo.

Agv ovviotdtonl vo OnAdlete o popd cog evod maipvete to Briviact, kabmg to Briviact mepvéet 6to
UNTPIKo Yoo,

Mnv dwaxoyete ) Beponeio yopic vo emtkotvovioete TpdTa e Tov Y1aTpd oag. H dtokom g
Oepaneiog pmopel va 0dNynoeL o OENGCT TOV EMANTTIKOV GO KPIGEMV Kot Vo, BAAYEL TO popd oag.

Oﬁmmm] KO (EIPLOROG POV LATOV
Katd tn gpnon tov Briviact propei va arcBavleite vrvniia, {dAn 1 kovpaon.

- Avtég o1 avemBopnteg evépyeieg ivar o mBavo va ELEOVIGTOVV Katd TNV £vapEn g
Oepameiog N katomy ovénong e ddonc.

- Mnv odnyeite, unv KAveTe TOSNANTO 1| UNV YPNCLOTOIEITE OTOLOONTOTE EPYOAEIN 1)
U0V LATO £0G OTOL SLOTIGTMGETE MG GOG EXNPEALEL TO PAPUAKO.

To Briviact mepiéyel vatpro

To @appaxo ovtd mepiéyetl 19,1 mg vatpiov (kHplo cuoTATIKO payEPKoV/emTPaméllov GATOG) o
KaBe PloAidio. Avtd icoduvapei pe 10 1% TG GUVIGTOUEVNS HEYIOTNG TLEPNOLOG TPOGANYTG VOTpiov
LE TNV SL0TPOPN Yo EVOV EVAALKOL.

3. Iog va ypnopomronjcete To Briviact

[Tavtote va ¥pMoYLOTOLEITE TO PAPLOKO AVTO AVGTNPE GOUPOVO, LLE TIG 0dNYiES TOL YLuTpoL cog. Edv
&xete au@Poricc, p@TNOTE TOV YIATPO 1 TOV POPLOKOTOLO GOGC.
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®a ypnoponoteite to Briviact 6€ GUVOLOGUO e AAAN PAPLLOKA, Y10 TV OVTILETMTION TNG EMANYING.

- Orav Ba Eexivioete va Taipvete ovtd T0 PAppoKo, To Briviact Oa cog yopnynbei amd otdpoTog
(¢ ookia | Too dStddlvua) 1 g Eveon 1 Eyyvon.

- To evéoyo didivpa/dtdAvpa yia £yyvon Briviact ypnoiponoteiton yio pikpd ypovikod d14eTnua
otV Tepintmon wov dev umopeite va AdPete to Briviact amd to otopo.

- Mmropeite vo petannonoete amd T Afyn tov Briviact amd 1o otopo 6710 EVEGIHO
StaAvpa/d1dAv e Yio £yXoT Kol ovTieTpoQa.

IIéoo @appaxo 0o cag yopnysitan
O yiatpog oag Oo voroyicel v cwot Kabnuepwvni cag 66om. I[aipvete v kKabnuepvy 666M ce dVo
160m00EG 0OGELS, Le dlapopd mepimov 12 mpdv 1 pia amd TV GAAY .

"Eonpot kot wondid Bépovg 50 Kg 1 Gve ko eviiikeg

- H ocvviotodpevn d6on givar amd 25 mg éoc 100 mg kot AapPavetor 600 Qopéc Ty NUEPOL.
Koatom, o yuotpdg 6og eVOEXETAL VO ATOPAGIGEL VO TPOGAPUOGEL TN 00CT Gag Yo va. fpeL TNV
KaAVTEPT 000 Yo €GAC.

"Eonpot ko mondud Bépovg amd 20 kg £og kdto tov 50 kg

- O Y10TpOG 0aG EVOEYETAL GUVTOYOYPAPTGEL TNV EVECT] LOVO Yl Alyeg NUEPEG EAV OV Pmopeite
va TApeTE TO PAPLOKS GOC 0md TO GTOLA.

- H ocvvietdpevn d6on givar amd 0,5 mg g 2 mg yia kdbe KIld copatikod Bapovg Kot
Aappdavetar 600 eopéc v Nuépa. Katomv, o 1atpdc 6ag evOEYETOL VO OTOQAGICEL VOl
TPOGUPUOGEL TN 0OGN CaG Yo va. Bpetl TV KoADTEPT 0OGN Y10 EGAG.

Houdid Bapovg amd 10 kg €mg kdto tov 20 Kg

- O Y10TpOG TOL OO0V GOG EVOEYETUL VAL GUVTOYOYPOUPNCEL TNV £VEST UOVO Y10 AYEG MUEPES EGV
70 Odi oo OV Pmopel va ThPEL TO PAPUAKO OO TO GTOL.

- H ocvvietdpevn do6on eivar amd 0,5 mg €mg 2,5 mg yo kdfe KIAd copatikod Bapovg Kot
Aappdvetar 600 eopéc v Nuépa. Katomv, o y1atpdc Tou mondlod 6og EVOEYETAL VO OTOPAGIGEL
Vo TPOGOPUOGEL T1) 0OGT TOL A0 GOG Y1 VoL BpeL TNV KaAvTePN SO0 Yia TO Tondi colc.

Atopa pe Nratikd TpofAuata

Edv &yete mpofALata L T0 CUKMTL GOG:

- Qc épnpog 1 woudi Bépovg 50 kg 1 dve 1 wg evihikog, n uéytotn d6om mov B mhpete givar
75 mg 300 Popég TV NUEPOL.

- Q¢ ¢pnPog N Toudi Bapovg amod 20 kg wc katw Tov 50 kg, n péyiotn d6om mov Oa wdpete givar
1,5 mg yia ke KIAO couatikod Bapovg 600 opéc TV NUEPA.

- Q¢ mandi Papovg and 10 kg tmg kdto tov 20 kg, n puéyiotn 66on mov 1o modi cag Oa whpet
glvan 2 mg yo k4B KIAMO coUaTiKod BApovg dV0 QOpPEG TNV NUEPD.

Ilog yopnyeitar to Briviact
To Briviact yopnyeitar mg evoo@AePia Eveon 1 £yyvon amd Evay ylorpd 1| vocokopo. To edppoxo
gvietal apyd otn QAEPA cog 1 yopnyeital mg Eyyvon (oTdydnv) Yo ypovikd dtdotnua 15 Aentdv.

I'o téc0 ypovikd drdoTnpe TPEmEL va yproipomoreite To Briviact

- O y1atpdc oag Ba amopacicel yio tdéceg NuéEpes Ba aag yopnynbodv ot evéselc N 1 €yyvon.

- IMa ™ pakpoypdvie Bepameio. pe Briviact, o yatpdc cog o cag {nthoet vo mtapete dtokia M
oo ddAvpo Briviact.

Eév mapete peyorvtepn 66on Briviact amé tnv kavoviki

Edv motebete 6t cog £xet yopnynbei peyodlvtepn mocdmra Briviact and v Kavoviky, EVUEPDOTE
OUESMG TOV YLOTPO GOC.
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Edav otopatiocsete va ypnoponorcite to Briviact

- Mnv 6TapaTACETE VO TOIPVETE AVTO TO PAPLOKO EKTOC EAV GAG TO CVGTNGEL O Y1UTPOG 0aG. AvTo
ovpPaivel enedn 1 dokomn g Bepaneiog pmopel vo odnynoet og avénon tov appod Tmv
EMUNTTIKAOV 60¢ Kpioemv.

- Edv o yiatpdc cog {ntoet va StakOyeTe T Ay ool Tov Qoppdikov, Bo LeEIdcEL T d00T Gag
oTadlokd. Avtd Bonbd va unv ETaVEREOVIGTOUY 1] VO PNV ETOEV®OOVV Ol EMANTTIKEG KPIGELG
oG,

Av €yete TEPIOCOTEPES EPOTNOELS GYETIKA LE TN (PTIOT ALTOV TOL PAPUAKOVL POTNGTE TOV YLUTPO 1| TOV
(QOPHLOKOTOLO GOC.

4, MBavég avemBOunTeg evépysreg

Onwg dha To eAppaKa, £TGL KOL GVTO TO GAPUAKO LTOPEL VO TPOKAAEGEL AVETIOOUNTEC EVEPYELEC, AV
Kot 6gv Tapovcldlovtal 6€ OAOLG TOVG AVEPMOTOLG.

IHoAb ovyvéc: pnopel va emmpedoovy mepiocdtepa amd 1 ota 10 dropa:
- aioOnpa vevniiog 1 CaAng

Yoyvéc: umopel va emmpedoovy uéypt 1 ota 10 dropa

- ypinn

- aiocOnpa vepfoAiikng kovpaong (KOT®oM)

- onacoi, aicOnua «rtepiotpoPne» (iktyyoq)

- vauTtio Kot EUETOC, OLGKOIMOTNTA

- ovog 1 duceopia TG Bong éveong 1 £yyvong

- KatdOAym, dyyos, advvapia vevov (abdmvia), evepehoToTnTa

- AOWMEELG TNES LOTNG KOL TOL APLYYX (OTTME «KOWVO KPLOAGYTLO), PY0C
- pelmpévn 0peén

Oy ovyvég: pmopet va emnpedcovv péypt 1 ota 100 dropa

- OAAEPYIKEG VTIOPACELC

- L] PLGLOAOYIKY] GKEWT 1)/KOL ATADAELD ETAPNG LLE TNV TPAYLATIKOTNTO (WOXWOOLKY daTapoyn),
embeTICOTNTO, VELPIKN VIIEPEVTOOT] (d1€yEpoT))

- OKEWYELG 1) TPOOTAOEIEG AVTOTPAVUATICUOD 1 CUTOKTOVIOG: EVIUEPDGTE AUECHS TOV YIOTPO GOG

- Leimon TOV AEVK®V apoc@atpinv (ovopdaletal «oVdeTEPOTEVION) — OMCTMVETAL LE EEETAON
ailpotog

Emmiéov avem@Ounteg evépyeres o€ mardnd

Yoyvéc: umopet va ennpedoovy émg 1 ota 10 dropa
- avnovyio kot vIEPSPUSTNPLOTNTA (YVYOKIVITIKY| VIEPSPAGTNPLOTNTO)

AvaQopd avemOOunTOV EVEPYELDV

Edv mapatnproete kdmolo avemBountn evépyeln, EVIUEPOOTE TOV YIOTPO 1 TOV QOPLOKOTOLO GOG.
AvT0 1oy0et ko Yo KaBe mbavn avemBountr evépyela Tov dev aVAPEPETOL GTO TAPOV PUALO OdNYIDY
xpnons. Mmopeite emiong va avaeépete avemBounteg evépyeleg omevbeiog, pécm tov eBvikov
cuoTHatog avaeopds: EBvikog Opyaviopodc Gapudkwov, Mecoyeiov 284, 15562 Xohapydc, AGnva.
TnA.: 213 2040380/337, Iototomog:

http://www.eof.qgr.

http://www.Kitrinikarta.gr

Méow ™G avapopdg ovemBounTov evepyelmdv UTOpEiTe va Pondnoete otn GLAAOYY TEPICCOTEPWOV
TANPOPOPLDY GYETIKA LLE TNV OACPAAELY TOV TOPOVIOS POPLAKOV.
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5. IIog va pvridooste 1o Briviact

- To @appoko ovtd TPETEL VO UAACCETAL GE PEPT] TOV OgV TO PAETOVV Kat dgv TO POAvoLY Tal
TodLd.

- No pn ¥pMoLHOTOLEITE AVTO TO PAPLOKO LETE TNV NEpOUNVia AENG TOL AVOPEPETOL GTO KOVTI
Kol 6To Proaidlo petd ™ AHEH. H nuepounvia Anéng eivon n televtaio nuépa tov uiva, Tov
ovoQEPETOL EKEL.

- To Briviact pmopei va aparmBel pv va evebel omd 10 y1otpd 1§ T0 VOGOKOUO GOG. X€ QVTEC TIG
TEPUTAOGCELS Ba TpEmeL va ypnoiponomBel apéowg petd v apaimon.

- To eappokevTikd ovtd TPoidv dev amattel Waitepes cuVONKEG PUAAENG.

- Ka0e proridio evéoipov dtadduatog Briviact 0o mpénet va ypnotponoleitol povo pio opd. (Liog
xpNong). Omoladnmote aypNGILOTOINTY TOGOTNTO SIHADLOTOG Bal TPEMEL VoL ATOPPITTETOL.

- ®a TPETEL VO, YPTCLUOTOIEITOL LOVO S10YES SLAAV U YOPIC COUOTION KOl ATOYPOUATIGHO.

- Mnv metdite @APUAKO GTO VEPD TNG AMOYETELONG N OTA OIKLAKA amoppippata. Potmorte to
(OPUOKOTOLO GOG Y0l TO MG VO TETAEETE TO, PAPUOKO TTOV OEV XPNCUOTOIEITE T AVTA TOL
uétpa o fonbncovy oty Tpoctacio Tov TEPPAAAOVTOC.

6. Mepreybpeva TG GVOKEVACING KOl AOWTEG TANPOPOPIES

T wegpréyer To Briviact

H dpaotuci ovsia givan ) prprPapaxetapn.

- Ka0e ml wepiéyet 10 mg umpiBapaxetdung.

- Ka0e proridro tov 5 ml wepiéyet S0 mg papifopoketaung

Ta dALa cvotatika givat: 0&ikd vaTplo (Tprdpikod), TayopopPo oikd o0&y, YAwprovyo vaTplo Kot
VOWP YL EVESILAL

Ep@davion tov Briviact kol mepieyopeva TG 6VGKELAGIOG

To dudvua yio éveon/éyyvon Briviact 10 mg/ml givan £va diawyég, dypmpo, 6Teipo dtdAvpa.

To @laiidio Twv 5 ml Tov dredvuartog yuo éveon/éyyvon Briviact 10 mg/ml gival cuokevacuévo oe
yaptvo kouti Tov 10 proidiov.

Karoyog Adsrag Kvkhogopiag

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

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

INo omoadnmote TANPOPOPio. GYETIKA LE TO TOPOV POUPUOKEVTIKO TPOoidV, TapaukaieicOes va
amevbuvbeite otov Tomikd avtimpdsmmo tov Katdyov g Adelag Kvkiogpopiag:

Belgié/Belgique/Belgien Lietuva

UCB Pharma SA/NV UCB Pharma Oy Finland

Tél/Tel: + 32/ (0)2 559 92 00 Tel: + 358 9 2514 4221 (Suomija)
Buarapus Luxembourg/Luxemburg

1O CH BU Bbwarapus EOO/] UCB Pharma SA/NV

Ten.: + 359 (0) 2 962 30 49 Tél/Tel: + 32/ (0)2 559 92 00 (Belgique/Belgien)
Ceska republika Magyarorszag

UCB s.r.o. UCB Magyarorszag Kft.

Tel: + 420 221 773 411 Tel.: + 36-(1) 391 0060
Danmark Malta

UCB Nordic A/S Pharmasud Ltd.

TIf: +45/32 46 24 00 Tel: + 356 / 21 37 64 36
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Deutschland
UCB Pharma GmbH
Tel: + 49 /(0) 2173 48 4848

Eesti
UCB Pharma Oy Finland

Tel: + 358 9 2514 4221 (Soome)

Elrada
UCB AE.
TnA: +30/2109974000

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

France
UCB Pharma S.A.
Tél: +33/(0)1 47294435

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)

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

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

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

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

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

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

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

Slovenska republika
UCB s.r.0., 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 (Northern Ireland)
UCB (Pharma) Ireland Ltd.
Tel: + 353/ (0)1-46 37 395

To wapdv UAAO 00N YLOV Yp1ioNS avaOe®p1Onke Yo TELEVTOIO POpd TOoV Llavovdpro 2024.

Addeg TNYEG TANPOPOPLOV

Aentopepeic mAnpoopieg o 10 Qappako avtd gival dabéoipueg 1o dkTLaKO TOTO ToV Evpomaikod

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

O Tinpoopisg Tov aKkorov0ovv arevOivovTal povo o€ emayysApnoTiES VYEIOG
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To evéoo ddAlvpa/diddopa yio £yyvon Briviact pmopel va yopnyndet wg éveon bolus 1 wg €yyvon:

. Evdoopiépia éveon bolus: pmopet va yopnyn0ei anevbeiog yopic apaimon
. Evdopiépia £yyvomn: umopet va xopnynOel o ypovikod didotnua 15 Aentdv o copPatd dtodvtn

To Briviact pmopei va apoiwBet pe ta akdrovBa dtoddpata: evéoipo dtdAvpa yAwplovyov vatpiov
9 mg/ml (0,9 %), evéoipo duddlopa yAvkolng 50 mg/ml (5 %) N yokoktikd SiéAvpa Ringer.

Ka0e proridio evéoipov dtoddpuatog /oAb otoc yio £yyvon Briviact Oa mpénet va ypnoiponoteital
uévo pio eopd (pog yprong). Omoladnmote aypnotuonoint tocdTnTa Stehduetog 0o tpénet va
amoppinteton (PAéne Topdypago 3).
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