@viro oonYLOV ypiong: IIinpoeopics yia to ypriot

Cibadrex
gmkoloppéva pe Aemto vpévio drokio 10/12,5 mg kan 20/25 mg

Yopoyropwkn Pevalenpiin/vdpoyropobelalion

Awpdote TPOoGEKTIKA OAOKANPO TO GUAAO OOMYLDV ¥PNGNG TPOTOV OPYICETE VO TAIPVETE AVTO TO
oappaxo, 30Tt mepthapuPdvel onpavtikés TAnpogopieg yuo cag. OvAdEte avtd to EOARO 0dNYIDV
xpnone. Towg ypeactel va to dafdoete Eavd.

Edv éxete mepartépw amopieg, p@tote 10 Y10TPO 1| TO POPUAKOTOLO GOLC.

H ocvvtayn yuo ovtd 1o odppoko yopnyndnke amokAeotikd yio cag. Aev mpémel vo dMGETE TO
oapuoko oe GAAOLG. Mmopeil va Tovg mpokoAécsel PAGPT, akOHO KoL OTOV TO. GUUTTOUATO TNG
ac0éveldg Toug eivar 010 pe ta S1Kd Gag,.

Edv mapotnpricete kamow avemBOunTn evépyela, eVUEPADOTE TO YUTPO M TO PAPULOKOTOLO GOC.
Avto woyvel ko yuoo kdBe mbavr avemBountn evépyslo mov OV AVOPEPETAL GTO TAPOV (POAAO
oonymv ypnone. Biéne mapdypago 4.

T Tepréyer 1o Tapév AL 00N YIOV:

Sk wnE

1.

T1 eivan To Cibadrex kat mowa givon 1 ypron Tov

T npémel va yvopilete npv mhpete to Cibadrex

IMog vo mapete to Cibadrex

[MBovég avemBOunteg evépyeteg

Mg va puidooetal to Cibadrex

[epreydpevo g cuokevaciog kot AoUTEg TANPOPOPies

T givon To Cibadrex ko o givar 1 yp1jon Tov

To Cibadrex givor cuvdvacpog 600 dpacTtikdv ovcidv, g Pevalenpiing kat e vopoylwpobeialiong.

H Pevalempiin eivor évag ovaotoréag tov petatpentikov gvlvpov g ayyeotacivng (MEA). Ot
avooTOAElS TOL peTaTpenTiKoL evivpov g ayyelotacivig (MEA) Bonbodv otov éheyyo g vyming
aptplaxng wieone. [Miotevetar 4Tl aVTd To PAPUOKE dPOVV LE TOV OTOKAEIGUO UIOG OVGING OTO OO,
OV TPOKOAAEL TN GVOTACT TOV AUOPOPOV ayYei®V. Zov AmOTELEGLO QLTOV, YOAAPDOVOLV TO, aryyEid Kot
LELOVETOL 1] APTNPLOKT] THEST.

H vépoylopobeialidon avikel oe pioc ouddo eopudkov (ovoudalovior Bealidikd Stovpnrtikd) mwov
TPOKAAOVV 0OENGT TG TOPAYMYNS 0VPMOV KO LE TOV TPOTO AVTO, LEIGCT) TNG APTNPLOKNG TIECTG.

Ta 860 dpaotikd cvotatikd tov Cibadrex dpovv 6e GuUVOLAGUO KOl EAATTIOVOLY TNV GPTNPLOKY Tieon
TEPLGCOTEPO OO OTL AV OPTYOHVTAV TO KABEVH YOPIGTA.

To Cibadrex ypnoiponotgitat yio tn Ogpomeio g vymAng apTnploxig micong (VIEpTacng).

2.

T apéner vo yvopilets mpwv ndpete to Cibadrex

Mnyv wapete To Cibadrex

og mepimtoon aAlepyiog otn Pevompelidn 1 oty vOpoyAwpobealion 1 onotodnmote GALO 0md Ta
GLGTATIKA OLTOV TOV PAPUAKOL (ava@EépovTal 6TV Tapdypapo 6).



- og mepimtwon arAepyioc o omolodnmote GAAO ovacTtoAén Tov MEA 1 og dAA0 GOLAQOVOLUSIKG
Topaymya.

- Of TEPIMT®ON 7OV €iyoTe piot GoPop1| ovemBOUN TN EVEPYELD TOV OVOUALETAL 0y YEL00IOM LD UE 1 Y®PIC
mpornyovpevn Bepancio pe avactoreig too MEA. Ta onueio meptrapfdavovv Tpn&io Tov Tpoconov,
TOV XEMDV, TOV GTOLOTOG 1] TNG YADGCOG.

- og mepintmon mov TAoyETE amd GOPaPY| VEQPIKT OVETAPKELXL.

- o€ mepintmon mov dev pmopeite va mapdyete ovpa (avovpia).

- o€ mePInT®ON OV TAGYETE ATH NTOTIKY AVETAPKELXL.

- og mepimtoon mov glote mAve amd 3 unvov €ykvog (gival emiong KoAVTEPO Vo OTOQEVYETOL TO
Cibadrex onv apyn tg xbdnong).

- 0€ TEPIMTMOT OV O YIUTPOG GOG OLOTICTMOCEL OTL EXETE EMUEVOVTA YOUNAG EMimeda kKaliov 1} vaTpiov
N VYMAQ emineda ovpKov 0EE0C GTO AL GOG.

- &hv éyete dwPfntn M Satapayuévn veppikn Aettovpyio Kot AaUPBAvETE aymyn He EVO QAPLOKO TOV
LELDVEL TNV APTNPLOKT TIECT KO TEPLEYEL AAIGKIPEVT.

Edv kdmoto and ta mopamdve 1oyvet yio €6dg, unv tapete o Cibadrex kot evnpepdote Tov y1o1pd 6og.
Ipocdomomjoeis ko TpoPLAGEES

AnevBuvOgite oto YI0Tpo M TO PappoKkoTord cag npwv wapete To Cibadrex:
- glv éyete kapdiaxd mpdPAnuo. To Cibadrex dev eivar kotdAinio yio avOpdTOLEC e OPIOUEVOVG

TOTOVG KAPIKDOV TPOPANUATOV,

- &ghv éyete veppikd mpoPAnpata N €xete Eva TPOPANU HE TNV POy OHUOTOG GTOVG VEPPOVS GOC,

OV OVOULALETOL OTEVMOT] TNG VEPPIKNG apTnpiog,

- &bv vmoPdilecte oe arpokabopon,
- &gl &yete mopeTo, eEhvOnUa Kot TOVO GTIS apBpdoelg, mov umopel va etvar onueio puOnpATOIOVS

AOKOV (M 16TOPIKO AVTNE TNG VOGOL),

- &hv &yete cokyopmdn oy,

- &hv &yete VYNAL emimeda YOANOTEPIVIG GTO OilLd GOg,

- gqv mpoéKewwor va Kavete yewpovpyikn emépPacn  (copmeptAapPavopivig TG 00OVTIOTPIKNG
eméuPacnc) M enciyovoa Oepaneia. Avtd cupPaivel exeldn kdmola avalsOnTikd uropohv vo, LEIMGOoVY

TNV 0PTNPLOKN OOG TEST), KO VO ELPOVIGETE TOAD YAUNAT] OPTNPLOKN TTiEDT,

- &by elyate mpdopaTa EUETO 1 Stdppota,

- &bv okomevete vo AdPete Oepoameio yio va LEIOCETE TNV OAAEPYIO GOG GTOVE VOYLOVG HEMGGMYV Kol
oKV (amevarsOnromoinon).

- &bv AapPdvete omol0dNTOTE A0 TO TAPAKAT® PAPLAKO TOV XPNOLUoToovVTOL Yo T Ogpameia TG

VYNANG apTNPLOKNG THETG:

e ¢vav omokAelot vrmodoyéwv ayyelotevoivig Il (ARBS) (emiong yvwotd og captdveg — yu
ToPAdEY Lo BAAGAPTAVTY, TEALLGAPTAVT, 1pPecapTdvn), Wlaitepa edv £xete VEQPIKH TpofAnuaTo
nov oyetilovton pe daPnTn.

o oMokipévn

O yatpdg cog pmopel vo eAEYEEL TN VEQPIKN GOG AELTOVPYia, TNV APTNPLOKN GG TECT Kol TV TOGOTNTA
TOV NAEKTPOATOV (7.}, KAA0) 6TO Oilo GOC GE TOKTO OlnoThuoTa. Agite emiong mAnpopopieg otnv
napdypapo «Mnv mtapete to Cibadrex».

Eivar onuavtikd vo eléyyel o y1atpog oag TV Tpdodd GOC G€ TUKTIKES EMOKEYELC Yo va Pefotwbel Ot
AT TO PAPUOKO OPO. COOTA.

[pénel va evnuepmoete 10 YaTpd cog v vopilete Tmg giote (1] pwmopel va peivete) €ykvog. To Cibadrex
d€ GUVIOTATOL GTNV APYN TNG EYKLLOGVVNG Kot dEV TPENEL VO, AauPBAveTal €0V €I0TE TAV® OO TPLOV UNVOV
€yxvog kafdg pmopel va mpokoréoel coPapég PAAPeg oto pmpd cag edv ypnoiponombel oe avtd TO
010010 (BAéme Topdypago «Kvnorn kot ONAaGHOC) TapaKATM).



Hoda
To Cibadrex dev cuviotdzot yio yprion o€ maidid.

Arho @appoxa ko Cibadrex

Evnuepoote to yiatpd 1 ToV popUokomold cag 6V Taipvete, EXETE TPOCOATA TAPEL 1] UTOPEL Vo TAPETE
dAra eappaxa. O yTpds cog pmopet va ypetactel v aAldéet T 6061 AVTOV TV GAA®Y PApLAK®VY 1 Vo
AGPel ahAeg Tpo@LAGEELS:

Edv maipvere évav anokdelot) tov vmodoyéwv ayyewtevaivng I (ARB) N aliokipévn (PAéne emiong
TANpoQopicg oty mapdypapo «Mnv ndpete to Cibadrex» kot «I[1pogldomomoelg kot TPOPLUAGEELSY).

ZuyKekpléva, TEITE 0TO Y10TPO 1| TO PAPUAKOTOLO GOG EAV TOUPVETE KATO10 amrd T KOAOLO QApLOKaL:

StovupnTikd (PappoKa yio TV omoBoAn vypov),

QAPUOKO TTOV TEPLEXOVYV KAALO, CUUTANPOUOTO KOAOL 1) VTOKATAGTATO OAGTOV TTOL TEPLEYOLY
KdAL0,

AiB10, éva @appoKo ToL ypncitomoteiTat Y T Bepameia OPIGUEVOV YOXOLOYIKMV KATAGTAGEMYV,
avTIdNTiKd eappoKa (IVGOVAIVES, ovTIOPNTIKA Yhmia),

XPLGO,

VO OAAPOTIKA,

QAPUOKO OV YPNGLOTOOVVTAL Yo T UEl®OoN NG apTNplokfg mieons (avVIWTEPTUGIKA), OTMG
yovovedidivn, pebviviona, PB-avooTorelg, aYYEIOO0OTUATIKG, OVTOY®VIOTEG TOL aoPectiov, GAAOL
avaotoieic Tov MEA,

Oapuaka OTmg Koptilovn Kol GTEPOELDT,

dwyo&ivn M dAkec yAvkooideg dakTLAITIONG (QApHOKO 7OV YpnoiuomolobvTal Yo, T Oepomeio
KapOOKOV TpoPfAnudTev),

LL1] GTEPOELDN OVTIPAEYLOVMON PAPLLOKOL,

YOAeGTUPOALIVY KO YOAESTITOAN (0VGiEG TOV YpNGIHoTOOVVTAL KUPImG Yo TN Bepameia TV vynAGY
emmédv Mmdionv oto aiua),

KUTTOPOTOEIKA Qapuaka (ypnopomolobvtar yio, T Oepameio Tov kapkivov), dnwc pebotpelat 1
KUKAOQ®OGQAUIO,

QAPLLOKE TTOV UTOPEL VoL LENGOVY Ta, ETTED TOV GUKYAPOV GTO aipla, OT™G 1 dralo&ion,

@apuaka yo. ™ Oepameio TG ovpikng apdpitidac, OTWS 1 AAALOTOVPIVOAY,

apovtadivn (edppako yio t Bepaneia Tng vocov tov Parkinson, ypnoiponoteiton emiong yio
Oepamneio N TV TPOANYT OPIGUEVOV 0GOHEVEIDY TOL TPOKAAOVVTOL 0O 100G),

AVTIYOAVEPYIKOVE TTAPAYOVTES, OTMG ATPOTTiv), Prreptdivn (QAPLOKO TOV YPTCULOTOLOVVTAL Y10 TV
OVTILETMOTIOY UG TOWKIMOG STopay®dV, OTWOG YUSTPEVIEPIKOL CTAGUOL, GTOCUOG TG 0VPOSOHYOV
KOoTNG, Gobua, vOGOg and PETAKIVIGELS, HViKol omacpol, vocog tov Parkinson kot mg fondnua ot
avaieneia),

avoenTikd eapproKa,

Brrapivn D v dhata acPeotiov,

KuKloomopivn (va QAPUOKO 7OV YPTOCULOTOLEITOL OTN UETOUOGYELGN YLO. TNV TPOANYN TNG
ATOPPIYTG OPYAVAV 7 Y10 GALEC KOTAGTAGELC 7T.%,.: PEVUOTOELONG apBpitida 1 oTomIKY deppatition),
QAapUOKE OV UTOPEl Vo PEIDCOVY TNV TOcHTNTA KOAiov GTO aipe cog, Ommg KupPevo&oidvn,
apeoTEPIKiv,

kapPapalenivn (éva eapupako yio tn Oepameio ¢ emAnyiog).

To Cibadrex pg Tpo@n kot 10T6 KoL 0OLVOTVEL O,

No amo@vyete To OWVOTVELUATOON €mG GTOL cuufovievteite To YTPd caG. To OWVOTVELLOTMON
umopel vo mpokaAécovy peyaAhtepn pelmon TG aptnplokng mieong M kol va oavEncovy Thv
mBovotnta (oAng 1 Amobupiog.

Evnuepoote 10 yrotpd 1 10 @apuokonold cog eav AaUPAveTe CUUTANPOUOTO SLOLTPOPNG T OTOi
TEPLEYOLV KAAL0.

Kinon kot Onhaopég kot yovipdtnra



Edv eiobe éyxvoc, vouilete 0tL umopel va gicBe €ykvog M oyxedidlete va amoktnoete Todi, {ntnote ™
GLUPOVATY TOL YLOTPOV GOG TPLY TAPETE AVTO TO PAPLLOKO.

Kvnon

[Ipémetl va evnuepmdoete 10 yoTpd cog dv vouilete g giote (1] propel va Letvete) £yKvog,.

O ywTpdg oag Ba cag cvotnoel vo otapotioste vo toipvete to Cibadrex mpotol peivete £ykvog 1 pOMG
uabete 011 eioTe EyKvog Kou B 60.g GVOTAGEL Vo TapeTe AALO Pdpuako avti tov Cibadrex.

H ypnon tov Cibadrex d¢ cuviotdron katd tnv KOnon Kot dev TpEmel va. T0 TAPETE av €iGTE TEPLGGOTEPO
amo TPES UNVES £YKvog, kKabdg pmopel va PAayel cofapd 1o pwpd cag edv ypnotponomel perd tov 3°
piva g konong.

Oniocuog
Evnuepaote to yrotpdg cog edv Onhalete | mpokertan va apyicete vo Onralete.
To Cibadrex nepva oto untpiko yara. To Cibadrex de cuvietdton og untépeg mov OnAdlovy.

0onynon Ko YEPLoROS PN AV LATOV

Mmopei vo. viwoete {dAn 660 maipvete to Cibadrex. Avtd eivor mo mbavo vo ovufel otav apyicete va
naipvete o Cibadrex 1 apyioete va naipvete peyakvtepn d6om tov. Eqv viboete {oAn, unv odnyeite 1
YPMNOLOTOELTE EPpYOAEin 1 LY OVEG.

To Cibadrex mepiéyel haxtoln
To Cibadrex mepiéyet Aaxtoln. Av o ywtpodg cag cog evnuépmoe OtL €xete dvoavetio 6e oplopéva
GAKYOPO, EMKOIWVOVIOTE LUE TOV YIOTPO GG TPV TAPETE AVTO TO PAPUOKEVTIKO TPOIOV.

3. Mo va wapete To Cibadrex

[Tévtote va maipvete T0 PAPUOKO OVTO OWGTNPG COUE®VO UE TIC 0dNYieg TOV YTpoD coc. Av €yete
apeiPolriec, potnote 10 YiaTpod oag. Mnv alddéete ™ docoroyio 1 otapathcete T Oepameia ympic va
EVNLEPMGETE TO YLUTPO GUG.

Atopo UE VYNAR apTNPLOKY TiEon cvyvd dev atcBdvovtol cuumtdpato. Apketol pmopel va vidbovv
©Vo10A0YIKA. Eivar modd onuovtikd va Aappdavete 1o @appoko avtd cOUe®va Ue TG GLUPOVAEG TOL
YWITPOV GOG DOTE VO £XETE TO KOADTEPO OMOTEAECUOTH KOL VO LEWOGETE TOV Kivouvo avemBountmv
gvepyelmv. Tnpeite ta pavtefol pe 10 Y1oTpd GO KoM Kal oV alcOdvesTte KaAd.

Na Bopdote 6t1 owtd 10 Pappako dev Ba Bepamevoel TV VYNAN APTNPLOKT TEST GOG, oV Kol UTOPEL va
BonBnoet Tov édeyyxd e Katd cvvénela, mpémetl vo, GUVEYIGETE VO TO TAIPVETE GOUPOVO LE TIG OO YiES,
€4v OEAeTE VO, LELDGETE TNV OPTNPLOKT TECT GOG KAl VOL TN ST PNGETE YOUNAQL.

I'evikd, n Bepomeio apyilel pe ™ HwikpdTEPN 060N KoL GTN GLVEXEWD 1 00GoAOYio avEAveTal GTASHKA.
Mepikég @opég, eav maipvete oN ™ wio | Ko T1g dVo Spaotikég ovoieg tov Cibadrex, o yoTpdc cog
UTOPEL Vo 6OG PETOPEPEL OTNV MO KOTAAANAN d0coAoyia tov Cibadrex. O ywatpog cog Oa yphyel ™
pkpotepn duvarn docoroyia Yo T avaykeg cag, mTov Ba AapuPdvete pio opd TV nuépa. Xe PePIKEG
TEPMTMOOELG, O YATPOG UTOPEL VO YPAWYEL TO OIOKIO HE TN LEYAADTEPT TEPIEKTIKOTNTA dVO (QPOPES TNV
nuépa.

Kotd dwotiuata propet va xpelaotel vo HETPATE TO TOGO TOV KAAIOL 1| GAA®V PETAAA®V GTO aipd oo,
Wwitepa e0v glote MAVE Ao 65 XPOVOV, EYETE OPICUEVEG KAPOLUKES, NTATIKEG 1| VEPPIKEG TaBNCELG 1) €6V
naipvete ovumAnpopato Koiiov. O yiorpdg cog Oa cag TAnpoopnost yi' avto.

ANy 100 PappdKov
Kpivetar okdmipo va maipvete to papuokd cog v ida dpo Kabe nuépa 1o mpoi.

To Cibadrex umopei va. AapBavetat mptv, Katd 1 LETE TO TPOYEL L.

H ocvvictopevn apyikn d6om yio acBeveic pe fma o¢ pétplo vaéptaon givon Cibadrex 5/6,25 mg pio



eopd v nuépa. H docoloyio pmopei va awvéndei péypr 20/25 mg pia @opd v nuépa. Xe acbeveic pe
coPapn vaéptacn N Le VIEPTAOT 7OV givar dOoKoAo va eAeyyBel, 1 docoroyia pmopel va, avEndel puéypt
20/25 mg 600 popég TNV Nuépa.

H ocvvolkn nuepnoia 06on pumopel va cog yopnyndet o pia 1| og 6o docelg v nuépa. O yatpog oag Ba
cog el Tt elvan KaAOTEPO Y10 GGG,

Koazd ) didpkela g Oepaneiog oag, 0 Y10TpOG GOG WTOPEL VO, OVATPOCAPUOGEL TI) 000N GOG OVAAOYO, UE
Vv avTamdKpIon TG APTNPLOKNG OOG TLECTG.

Xe aofeveilg mov dev avtamokpivovial emopkd otn povobepameio pe avoactoielc MEA, pmopet va
emtevyel pio onpovtikd peyaddtepn peiwon g apTnploknig Tieong e adlayn e ayoyng oe Cibadrex.
AobBeveic mov maipvouv 10 mg (1 20 mg) Cibacen pia popd v nuépo propodv va aird&ovv og 10/12,5
mg (1 20/25 mg) Cibadrex pia opd trv nuépa.

e aoBeveig mov maipvouv NoN vdpoyrmpobelalion 1 dAlo Bswalidikd dovpnTikd Ywpig va emttevydel
EMOPKNG ELEYYOS TNG APTNPLUKYG TtieomS, pmopel va emttevyBel pio emmpocOety), onUAVTIKA LeyOADTEPN
peioon g apmplokng mieong pe odlayn g aymyng og Cibadrex. Xe avtoig tovg aobeveic npénet vo
draxomel To d10vpNTIKd Yo TOLAGYIGTOV 3 NUEPEG TPV TNV Evapén ¢ Oepameiag pe Cibadrex.

Xe acBeveig mov aAAdlovv aymyn and vopoyAwpobealidn 25 mg 11 50 mg pia popd v NUéPa, TPETEL VoL
yivetan évapén pue 10/12,5 mg Cibadrex koi ot ovvéyeio 1 6661 pmopei vo Tpocapuoletal cOUPOVO. Ue
TIC OVOYKEG,

Acbeveic tov omoiov M aptnplaxn wieon eAEyyxeton emapk®mg pe 25 mg vopoyrwpobelalidn v nuépa,
OAAG TTOV £YOVV GNUAVTIKN OTOAELR KOAIOD PE OVTO TO SOGOAOYIKO GYNLA, UTOPEL VO ETTOYOVY TOV 1010
EAEYYO TNG OPTNPLOKNG TTEONG YWOPIG dloTopoyn TOV NAEKTPOALT®V, £dv aAlGEovv og Cibadrex 5/6,25 mg.
[ap’ 6ko avtd, To emimeda KoAlov mpémer vo mapaxoilovBovvtar (BA. mopdypapo 4.4 «Edwkég
TPOELSOTOINGELG KOL TTPOPVAGEELG KOTA TN YPNoN»).

To Cibadrex pmopei vo oag éxel ovvtayoypaendel enedn 1 mponyovuevn Bepancvtiky cog oymyn dev
UEIMGE EMAPKOC TNV apTNPLoKn cog Tieon. Edv woyvel avtod, o yuutpdg cog o cog el Tog va petafeite
amd v mponyoduevn Bepancio cog oto Cibadrex.

Edv n apmpuokn cag mieon eléyyetal emapkdg pe ™ ANy Pevoalenpiing ko vépoyrmpobelaliong wg
yoplotd dioxia, To Cibadrex pmopei vo cog éxet cvuviayoypoaenBel Yo va avTikKoTaoTHGEL TIG 000EIS TV
300 dPACTIKGOV OLCIDV. ZTNV TEPIMTMOON AVTH, O YIOTPOG oag Oa Gog TEL Tolo dOoT €lval KATAAANAN Y
€60LC.

AcOeveic o€ mponyovpuevn Oepameio pe srovpnTIiKéd
To dovpntikd Ba mpénet vo drakomei 2 £wg 3 nuépeg Tpwv and tnv évapén tov Cibadrex.

Xp1on 6€ EKTTOON TG VEQPIKNG AELTOVPYINS KOl 6€ NAMKIOPEVOVS 0.60eveig

Agv mopatnpnOnKav S0QopEc OTNV OMOTEAECUATIKOTNTA 1] TNV OCQPAAEW 08 KAMVIKEG UEAETEG HETAED
NAKlopéEvoy acbevav mov vroPfAntnkay oe Bepomeia pe Cibadrex kot vedtepwv acbevav.

Ye aobeveic pe xdBapon kpeotwviviig >30 mL/min cuvviotdtar 1 cvviOng docoloyion tov Cibadrex,
aVAAOYO e TNV KAVIKT OVTOTOKPLON.

H docoloyia mpénet va kaBopiletar Tpocektikd o€ nhkiwpévoug acheveic Kaun acheveic pe Nmio veppikn
avendapketo (kdOapon kpeativivng 30-60 mL/min).

Ye oobfeveig pe ocoPopn veppwn avemdpkeln (kabapon xpeatvivng <30 mL/min), mov ypedlovron
Oepameion pe éva dovpntikd, eivor mpotdtepn M yopnynon Pevalempiing oe ocuvvévacud upe Eva
SoVPNTIKO TNG AYKVANG TTapa pe Eva Belal1dkd d100pnTIKo.

Yvvenmg, to Cibadrex dev cuviotdton og acbeveic e coPapn EKTTOOTN TNG VEPPIKNG AEITOoVpYiag.

Av ntapete peyordtepn d0on Cibadrex amé tnv kavoviki



Enikowvoviote apéowmg pe to yiotpd 1 T0 QUPUOKOTOL0 GOC. ZUUATOUOTE OTMG  VOUTIO, YOUNAN
apTNPLOKN TiESN, LIV, U1 PLGLOAOYIKE EMITESO NAEKTPOAVTMV GTO aipld, LWiKol omacuol propel vo
glval copmTOUATA VTEPSOGOAOYING.

Edv éyete coPfopn {arada n/kor Mmobupic, EVUEPDGTE TO YIOTPO GOG TO TUYVTEPO SVVATO.

Eav Egydoete va mapete o Cibadrex

Edv mapareiyete pio 660m qvTOO TOL PAPUAKOL, TAPTE TN dOOT TOL TOPAAEIPONKE TO TOXOTEPO SLVATO.
Edv elvar oyeddv 1 dpa yuo tnv enduevn 800m GOC, TAPOKAUYTE TN d00T TOL TOPOAEIPONKE Kol 6N
cuvéyela mdpte TNV endUEVT d00T 6T GLVNBIGUEVT dpa.

Mnv tapete dImAR 600T Y10 VAL OVOTANPOGETE T 0001 oL EEYAoATE.

Av otapaticete va waipvere to Cibadrex

Mn oTapaTioETE Vo TaiPVETE AVTO TO QAPLOKO, akoun ki av aiebdveote kald. Emucovovhote pe 1o
YTpo M TOV POPUOKOTOLO GOG TPV TO GTAUATNOETE. EQv €Ye1e TEPIGGOTEPEG EPMTIOELS GYETIKA LE TN
YPNON CLTOV TOV PAPUAKOV, PAOTNOTE TO YATPO 1] TOV QPOPLAKOTOLO GOGC.

4. AvemO@OunTeg evépyereg

"Ontmg OA Ta. PAPLOKO, £TGL KoL QVTO TO QAPUOKO UTOPEl VoL TPOKOAEGEL avETBOUNTES EVEPYELES AV KOl
dev Topovctalovtal 6€ OAOVE TOVG avOpmTovC.

AvemBounteg evépyeieg mov &xovv oxéon pe to Cibadrex mapatifevion TopokaTm:

Yofapég avriopdosis:

Edv eppavicete pio coPapn avtiopacn 7ov ovopdletal oyyel00idnuo, CTOUATNOTE VO, TOIPVETE TO

Cibadrex ko emokepBeite apéomg éva yorpd. Ta onueia propei vo meptiapfdavooy:

- Eoaeviko oidnua (Tpn&yto) Tov Tpos®Ion, TOL ACLLOD, TOV XEADV 1) TOL 6TOHOTOS. AvTd pmopel va
SVOKOAEWYEL TNV avamvon 1 TNV KATATOOoT).

Awatoloyikd TpofAnuato Tov avaeépnkay Kot pe avaotoreig tov MEA kot pe v vdépoyrmpobeialion

meptAauBavouv:

- XounAd apBpo epubpov apooceaipiov (avoipio). Ta onueio meptropfdavovv aicOnuo KéOTmong,
yhoud oépua, ypnyopo 1M akavovioto kapdiokd pvbud (aicOnua mToApdv), kot oicOnuo
AQYOVIAO UOTOG,

- XounAd appd 6A0v Tov TOTOV ToV Agukdv apoceapinv. To onueio teptlapfdavovv avénuévo
appuo AomEemv, Yo TapddeLy Lo 6TO GTOUN GOG, GTO OVAN, GTO AUUO KoL GTOVG TVEDHLOVEG.

- XounAo apBud aiponetariov oto aipa coc. Ta onueio teptiappdvouy bkoAn dnuovpyio LOADTOV
Ko prvopparyiec.

Addeg mOavEG avemBOUNTES EVEPYELEG:

Yoyvég (nmopel va emmpedoovy £og 1 ota 10 aropa): [ovoképarog, (dAn, opbootatikn vrdTaom,
Pxoc, avamvevoTikKd GCLUURTOWUOTE, KOWAMOKY Ovogopia, &EdvOnua, epvbpdtnte TOL  OEPUATOG
(epbOnua), kvnopog (payodpa), potocvoictncia, Tolhakiovpio (TaboAoyKd cuyvy ovpPNEN KUTd TNV
omoio anofaiieton KABE Popd LKPOG GYKOG 0DPOL), KOTMOGN.

Yravieg (nmopei vo emmpedoovy £éo¢ 1 oto 1.000 arope): Xounid eminedo KoAiov oto oiua,
vevpkdtnta, Gyyog, abmvia, tAyyog, mapaictncio (U uooAoyikég aicbnoelg), vevniia, TOVOC 61O
otmfoc, vmotoon (YOUNAN apTnplokn mieon), dSidppolo, SVGKOIAIOTNTE, VOUTIO, EUETOG, KOWAMOKOC
OVOG, TOVOG OTIG 0pHPMCELS, PAEYOVT] TV apBpdoE®V, TOVOS 6TOVG HVG (Hvaiyia), TOVOG GTOVS MU
Kol To 00Té poll (LVOoKEAETIKOC TOVOG), adénom Tov ovptkod 0EE0C, Tov al®TOL TN oVPING TOV



aiporog (BUN), g ovpiog Kot TG KPEQTIVIVIG TOV QUUATOC, VITOKUALOULI, VTOVOTPLOLic, UEIWUEVN
apocopivn.

IoAv omavieg (uropel va eanpedoovy £mg 1 ota 10.000 aropa): XounAd eninedo voatpiov oto aipa,
eUPoEG (KOVOOVVIGHA GTO AVTLA), dloTapay] TG YELOTG.

Mn yvootic (6ev pmopovv va ekTipn0ovv pe faon ta drebécipa dedopéva): Zvykomn.

AvemBOunteg evépyeleg mov &yxovv oyéon pe 1 Pevalempiln 1 Gdhrovg avactoreic Tov MEA
TapaTifevTon TopaKiT®:

Xrawiec (pmopel va ernpedoovy £0g 1 ota 1.000 dropa): I[16voc 610 ot)Bog (ot Bdyyn), aKkavovicTol
Kkapdiokoi maipol (appobuic), nrotitida (eAeypovr| Tov Nratog), iktepog (KiTpivicpa tov 6épratog M
TV 0PBaAUDV), depratid eEavOnua (TEUQTYa).

oAb omévies (pmopei va exnpedoovv émg 1 ota 10.000 arope): AwyoAivtikny avorpio (un
(QULOIOAOYIKY| JdoTaoT TOV €pVOPOV KLTTAP®Y ToL aipatog), Opopfomevia, Kopdlaky TPOcPoin
(dpepayuo tov pvokapdiov), EAEYUOVA TOL TOYKPENTOS, cvvdpopo Stevens-Johnson, veppikn
dvoiettovpyia.

Mn yvootég (0ev pmopovv va ekTiunBovv pe Paon ta Swbioypo oedouéva): AAAepyikég
avtidpdoelc, avénuéva emineda kaAiov oto aipa, TPHEWO (ayyEl00idNUA) TOL AETTOD EVIEPOV,
OKOKKIOKLTTOPALLL0, 0VdETEPOTTEVIQ.

AvemBOunteg evépyeleg mov €yovv oyéomn UE TNV VOpoylwpoBsralion | pe Ocialidikd SrovpNTIKG
TopoTifEVToL TOPAKAT®:

Yoyvég (nmopetl va, exnpedoovy £émg 1 ota 10 artopa): Meiwpévn 6peln, opboctatiky voTocT, vavTia,
éuetoc, kvidmon (gidog e&avOnuorog), dGAia e&avOnuatoa, oTuTiKn SucAeltovpyio (AVIKOVOTNTO ATOKTNONG
M dwrhpnong g otoong).

Yravieg (umopei va emmpedoovvy émg 1 ota 1.000 dtopa): Awtapoyéc tov Vmvov, KaTdOAwym,
TovokEpalog, CoAn, mapaicOnoio (Un uololoykég aobnoelg), datapayés tng Opacns, aKAVOVIGTOL
Kkapdlokoi waApol (appvbuia), Kook Svoeopic, dvokoAdTNTA, O1GPPOLN, OlUTAPOY TOL NMTOTOG
(xohdotaom), iktepog (Kutpiviopa Tov dEPUOTOG N TV 0QOOAUMY), oavTdpdoels @oTtoevaicinciag,
Opoupomevia.

Mol oravieg (nmopei va emnpedcovy ¢ 1 ota 10.000 dropa): AoAvTtikn ovatpio (U QLUGIOAOYIKT
SIoTOGT T®V EPVOPAOV KVTTAP®OV TOL OILATOG), AEVKOTEVIM, OKOKKIOKVTTOPLLIN, KATUGTOAT TOL LOOAOD
TOV 0GTMV, OAAEPYIKT| OVTIOPOAGCT), VEKPOTIKY ayyeutido (QAEYHOVH] apo@dpmv ayyeiomv), dbomvola
(avamvevoTikn dVGYEPOLD. GUUTEPIAAUBOVOUEVIC TNG TVELUOVITIONG KOl TOL TVELHOVIKOD OONUOTOG),
QAEYLOVT] TOV TOyKpETOog (Taykpeatitidn), To&ikn emdeputkn vekporvor (eAdKTaveg kot EepAovdioua,
™G Ve EMPAVELNG TOV OEPUOTOS), AVTIOPAGELS TOV TPOoGouoldlovy pe depuatikd epuonuatddn AvKo
(o katdoTaoT OV HUEiTOL Lo 0oBEVELD OVOUATL GUCTNUATIKOG EpVONUATOING AVKOG KaTd TNV oToia To
AVOGOTOINTIKO GUGTNUO TOL CAOUOTOS EMLTIOETOL TO GMUN), ETOVEVEPYOTOINGT] SEPLOTIKOD EPLONUATMOON
AOkov.

Mn yvootés (0gv pmopovv va ektipn0ovv pe paon ta swebdioipa dedopéva): Awatopayuévn iooppomio
NAEKTPOAVTOV.

Ava@opd avemOOuNTOV EVEPYELOV



Edv mopatnpfoete kdmolo avemiBountn evépyeto, EVUEPDGTE TOV YIATPO 1 TOV POPUAKOTOL0 GaG. AvTtd
1oyveL Kot Yo, kéBe mhovi avemBountn evépyelo mov dev avaQEPETAL GTO TOPOV PUAAO 0ONYLOV YPNOTG.
Mropeite eniong vo avoeépete avemBounteg evépyeteg amevbeiog, pécswm EBvicod Opyaviopod Dapudakoy,
Meocoyeiov 284, GR-15562 Xolopyog, A6nve (mmA: +302132040380/337, ¢a&: +302106549585,
otdtomog: http://www.eof.gr).

Méow g avagopds avemBOunTmv evepysidv pmopeite va Pfondnoete ot GLAAOYY| TEPLGGOTEP®V
TANPOPOPLDY GYETIKA LLE TV OAGPAAELD TOV TOPOVTOC POPUAKOD.

5. Iog va puidssstor To Cibadrex
To @dppaxo ovtd TPEmel va PUAACCETAL GE PLEPT] TOL OgV TO PAETOVV Kot Ogv TO POAVOLY Ta TOLILEL.

Noa unv xpnoUomolEite avTod TO QAPLOKO UETE TNV MUEPOUNVIN ANENG TOV AVOYPAPETOL GTNV ECMTEPIKN
Kol EEMTEPIKT CLOKELOGTOL.

DoraEte to og Beppokpacio kato tv 30 °C pakpld amd ™y dueon €kbeon 610 MG TOL MAIOL Kot TNV
vypocia.

Mnyv metdte @apuaKe 6To vepd TNG AmOXETEVONG 1 0T0 GKOVTTde. PwteioTe T0 QUPUOKOTOLd GOg Y10 TO
O Vo TETAEETE TA, PAPLOKN TOV dEV ¥pNoIUoToLEiTe T Avtd T pétpa Ba fonbncovy oty mpoctacia
Tov mepPdAlovtog.

6. Iepreydpevo TG CVOKELAGINS KO LOWTES TANPOPOPiEg
T agpréyer to Cibadrex

H dpaoctikn ovoia givar 1 vépoyrwpikn Pevalempiin kot 1 vopoyAwpobelalion.
Kdabe dokio mepiéyer 10 mg vopoyrwpikng Pevalempiing kol 12,5 mg vopoyrwpoberaliong f 20 mg
VIpoYAmpkng Bevalempiing kot 25 mg vdpoyrlmpobeialiong.

Ta dila 6voTaTIKG TV EMKOAVUUEVOVY e Aemto vuévio diekiowy Cibadrex (10/12,5 mg) xar (20/25 mg)
(ue eyxomij oty pia mwisvpad) sivor:

Hydrogenated castor oil, lactose monohydrate, crospovidone, polyvidone, hydroxypropyl methylcellulose,
hypromellose, macrogol 8000, talc, titanium dioxide, red iron oxide (E172).

Epeavien tov Cibadrex kou TepleOpevo 1S GVGKELUGLOG

Ta emxalovpuéva ue remro vuévio diekio Cibadrex (10/12,5 mg) (ue eyxormy oty pia micvpd) eivar
g aEpd podoYpmLLN, MOELT dlokia, yapayuévo kot amd Tig 000 TAELpéC, unkove mepimov 12,2 mm,
TAATOVG TEPimov 5,6 MM, méyovg mepimov 4,2 mm, Bapovg mepimov 250 mg.

Kovtid tov 14 dwokiowv (BLISTER 1 x 14).

Ta emxalvpuéva ue lento vuévio diekio Cibadrex (20/25 mg) (ue eyxomyy pia mievpad) eivar epvbpd,
®oedn dokia, yopaypéva Kot amd Tig 00 TAEVPEG, UNKovg epimov 12,2 mm, TAdtovg mepimov 5,6 mm,
mhyovg mepimov 4,2 mm, Bapovg mepinov 250 mg.

Kovtid tov 14 diokiov (BLISTER 1 x 14).

Karoyog g docrog kokrhopopiog
MEDA Pharmaceuticals A.E.
Ayiov Anuntpiov 63

174 56 Ahpog


http://www.eof.gr/

TnA.: 210-6775690
Fax: 210-6775695

Hopayoyoc
Meda Manufacturing GmbH, Cologne, T'eppovia.

Mo omoadnToTE TANPOPOPIL. GYETIKA LLE TO TAUPOV PAPUOKEVTIKO TPOIdV, Tapakoreiote vo amevbuvbeite
GTOV KATOYO TNG AdEG KuKAOpOpiag.
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