@vAro ooV piong: IIAnpogopics yra Tov yxprjot

Cyramza® 10 mg/ml Tokvé S1Ghopa Y10 TNV TUPUCKEL SLUAVNATOS TPOS £Yvon
POLLOVGLPOV AT

AP aoTE TPOGEKTIKA OLOKANPO TO PUAAO 0ONYLOV YP1ONGS TPLV UPYIGETE VU TAIPVETE GVTO TO

PaPROKO, O10TL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUG.

- DvAGETE VTO TO PUALO 00N Y1V ¥pioNS. Towg ypetaotel va To daPfdoete Eavd.

- Edv éyete mepautépm amopieg, pOTHGTE TOV Y1OTPO GOG.

- Edv mopatnpnoete kamoo avemBOuntm evépyeln, EVIIEPADGTE TOV YLOTPO GOG. AVTO 1GYDEL Kot
v Ka0e Thavn avemBounT EVEPYELDL TOL OEV OVOPEPETOL GTO TOPOV PUAAO 0INYIDOV XPHOTS.
BA. mapdaypago 4.

T tepréyer 1o Tapév Ao 00N IOV

T etvan to Cyramza kot oo €ivat 1 ypnom Tov

T mpénet va yvopilete npv mapete o Cyramza

Ilog va mépete To Cyramza

[TBavéc avemBounteg evépyeleg

[log va purdcoete to Cyramza

[epreydueva tng cuokevAGig Kot AOUTES TANPOPOPIES

A i e

1. T givar To Cyramza kon o giva 1) (p1jon Tov

To Cyramza givol AappHoKo KOTé TOL KOPKIVOL Kot TEPLEYEL TN OPUCTIKT 0VGI0 POUOVCIPOVUAUTY, M
omoia glvar povokiAwvikd avticopo. [Tpoxertor yro e&gidikevpévn mpmTeivn oL pmopet vo
avayvopilel kot vo cuvoéetar Pe pia GAAN TpTeiv) Tov PpioKeTal oTo dpoeopa ayyeia Kot AEyETOL
"vrodoyéag 2 tov VEGF". Avtdg 0 vmodoysag ivar omapaitnTog yio T dNUovpyio VE®V aLoeopmy
ayyeiov. [Ipokeévou va avarntuyBoiv ta kapkivikd KoTTapd, ¥perdletor va dnpovpyndovv véa
apopopa ayyeio. Me ) oOvdeon tov papudikov otov "vrmodoyéa 2 tov VEGF" kot tv avacstoAn g
Ae1ToVPYinG TOV, SOKOTTETAL 1] TOPOYN OULOTOG OTO KOPKIVIKA KOTTAPO.

To Cyramza yopnyeitol o€ cuvovacpud pe ToakATaEEAN, £vo ALO OVTIKAPKIVIKO GAPLLOKO, Yo TV
OVTUYLETMTIOT TOV TPOYDPTLUEVOD KOPKIVOV TOV GTOUAYOV (GVUTEPIAAUPBOVOUEVOL TOV KAPKIVOD TNg
GLUPBOANG HETAED TOV OLGOPAYOV Kol TOV GTOUMYOV) GE EVAAIKES, TMV OTOI®V 1) VOoOG £)el EMOEVmBET
petd amd mponyovuevn Bepameio KoTd Tov KapKivov.

To Cyramza ypnGULOTOLEITOL Y10l TV OVTLILETMOMTIGT) TOL TPOYMPNUEVOL KOPKIVOV TOL GTOLAY OV
(ovumepriopPfovopévon Tov Kapkivov g cupPoAing Heta&d Tov 0160PAYOL Kol TOV GTOUNYOV) GE
EVINAIKEC, TV OTOIMV 1] VOGOC £xel EMOEV®BEL neTd amd Tponyovpevn Bepomeio KOTA TOL KOPKIVOL
Kol Y10, Tovg omoiovg 1 Oepomeio pe Cyramza g cuVOVAGUO e TOKATAEEAN Oev glval EVOEdELYIEVT).

To Cyramza ypnGIULOTOIEITAL Y10 TNV OVTIUETOTION 0PBOKOMKOV KOPKIVEOV (pOpOLY TUAHOTO TOL
TAYEOG EVTEPOV) G eVIKeS. Xopnyeital pe GAla @dpuaxo wov ovoudlovratl "ynuelofepamevtikod

nn

oynua FOLFIRI" ko epiiapfavouy "S-pboproovpaxiin”, "euAivikd o&o" kot "pivotekdvn'".

To Cyramza yopnyeital 6€ cuVOLAGUO UE EPAOTIVIUTTY], EVO GAAO OVTIKOPKIVIKO (pAPLOKO, O TPMTN
Oepameia yio TV OVIIHETORION EVNAIKOV ac0eVDVY LE TPOYOPMNUEVO UT KPOKVTTAPIKO KOPKIVO TOV
TVEOOVA OTAV TO KAPKIVIKG KOTTOPO £X0VV GUYKEKPLUEVEG AAAUYEG (LETOAAAEEIC) GTO YOVIdL0 TOL
VTOS0YEN TOV EMOEPLUKOD ENTIKOD TapdyovTa.

To Cyramza, yopnyeital 6€ GLVOVAGUO LE VTOGETAEEAT, £V AAAO OVTIKAPKIVIKO QAPLOKO, Y10, TV
OVTUETMTIOT TOV TPOYWPNUEVOD KOpKivoy Tov Tvebova, o EVAALKES 0oBeveic TV omoimv 1 vocog
emdevoinke petd and Tponyoduevn Bepaneia Katd Tov Kapkivov.



To Cyramza ypnGULOTOLEITOL Y10l TV OVTLLETMOMTICT TOL KAPKIVOL TOV NTTOTOC TOL EIVAL TPOYMPNUEVOS
N dev umopel va aparpedel pe yelpovpyikn enéuPfacn, oe EVAMKEC TOV X0V AAPEL TPOTYOLUEVOS
Oepamneio pe GAAO avTikapKvikd eappako (sorafenib) kot o1 omoiot £xovv avénuévo eninedo piog
GLYKEKPIUEVNC TPOTEIVIC 0TO aipol (AAQa peTOTP®TEIVN).

2. T péner va yvopilete mpy mapete To Cyramza

Mnyv napete To Cyramza

- o€ MEPIMT®ON AALEPYIOG OTN POUOVCIPOVUAUTT 1) GE OTOLOONTOTE AAAO OO TOL GLGTOTIKA
CLTOV TOV PAPHAKOL (AVOPEPOVTAL GTNV TTAPAYPOPO 6).

- 0€ MEPIMTOGN TOL 0 KAPKIVOg 6ToV TTvebLova eueavilel KotAotnTo 1 TPOTA, Pdoet
OKTIVOAOYIK®OV Oe00UEVOV, 1] O KOPKIVOG GTOV TVEDLOVO EIVaL KOVTA GE PEYAAD ULLOPOPOL
oyyeio.

IIpogidomou|oelg Ko TPOoPLAGEELS
AmevBuvBeite otov Y10TpO 1) TOV VOGOKOUO oag TPoTov TTapete To Cyramza og TePInTOoN To:

- nhoyete amd omoldNToTE TAON oM OV AVEGVEL TOV Kivduvo apoppayiag. Evnuepdote emiong
TOV Y1Tpd 0ag €AV TOiPVETE GALL PAPLLOKO TOV UTOPEL VO avENGOLV TOV Kivouvo aiopporyiog
N umopel va exnpedoovy v avoTnTa THENS TOV AHATOG. L€ AVTEG TIC TEPITTAGCELS, O YLOTPOG
oG 0o TpayLoToTOlEl TAKTIKEG UOTOAOYIKEG EEETAGELG Y10 VO TOPOkOAOVOEL TOV Kivouvo
aoppayiog.

- €yete KopKivo Tov NmaTog Kat eiyote Tponyovpévamg opoppayio amd Kipsohg 6Tov 01G0paAYo 1
€xete VYN apTNPLOKN TiEST 6TV TLANIC PAEPQ, 1) OTTOT0 LETOPEPEL TO QoL 0Td TO EVTEPO KoL
TOV GTTAVO GTO MTTOLp.

- £YETE KOPKIVO GTOV TVEDUOVE KO Elyote Tpdapata opoppayio otov Tvevpova, (Bryog pe
£€VTOVO KOKKIVO aipar) 1) AApPAVETE GUGTNUATIKA LT GTEPOELDT OVTIPAEYLOVMIT GAPLLOKA 1
oapuoka wov exnpedovy TV wKovoTnTa TENG TOL CUOTOG.

- €xete vynin aptnploxn wieorn. To Cyramza pmwopel vo avENcel TV ELEAVIGN VYNANG
APTNPLOKNG TESTNG. € MEPIMTMOT TTOL EXETE MO VYNAN OPTNPLOKN THEST), O YLoTpOS Gag O
dtcealioel 6Tt avth Oa et 1ebel VIO Edeyyo TP amd TV Evapén g Bepaneiog pe Cyramza.
O ywTpog oag Bo mapakorovdel TV aptnplaxn mieon cog kot 8o puOpilel o¢ amatteiton To
QAPLOKO TTOV TAIPVETE YO0 TNV APTNPLOKY TiEST KaTd TN didpkela g Oepaneiog pe Cyramza. H
Oepaneia pe Cyramza pumopei va ypelactel va dloKomel Tpocmpivd £mg 0Tov Tebel VIO Eleyyo e
QapLoKa 1 VYNAT apTnploKt wieon 1 pmopel va dlakomel 0ploTiKd €4V 1) VYNAN APTNPLOKN
mieon dev pumopéael va tebel vd emapkn EAeyyo.

- av éyete N elyate Katd to TapeAboV avedpvoua (S1OYK®GN Kot eE0cOEVIoT TOV TOLYYMLOTOC
ALUOPOPOL 0yYELOL) 1 SLOY®PICUO TOL TOLYMDUATOS OLULOPOPOV ayYEioV.

- TPOKELTOL VO, VTTOPANOEiTE GE TPOYPAUUATICUEVT YELPOVPYIKT] ETEUPACT], EYETE TPOCPOTA
voPAnOel o€ yepovpykn enéuPfocn N £xeTe TPADUA TOV EV ETOVADVETUL IKOVOTOUTIKG, LETA
amo yepovpykn enépPact. To Cyramza pmopel va avénoet Tov kivouvo eupaviong
TpoPANpaTOV emovAmong tpavpdtov. Agv Ba mpénel va mhpete To Cyramza yio tovAdylotov 4
gPOOUGOES TPV O Ui TPOYPUUUATIGUEVT] XEPOVPYIKN ETEUPOOT, EVD O Y1TPOC oaG Ol
amopacicel to mote Ba Eekvioet ek véou 1 Bepaneia cog. Edv €xete tpavpa mov dgv
EMOVAMVETOAL TKAVOTOMTIKA KoTd T Stdpketa g Oepaneiag, | xoprynon tov Cyramza Ha
SlokOTTETOL EMG OTOL TO TPAV U ETOVAMOE] TANPOC.

- mhoyete and cofapn nratikn voco ("kippmon'") ko oyetilopeves tabnoelc, Omwg VIEPPOAKN
GLGCMPELGT VYPOV GTNV KOWALakT| xdpa cas ("aockitg"). O yatpds oag Ba culntioet pali cog
€av ta mhavd opéAn g Bepomeiog KpiveTal OTL VTEPTEPOVY TOV TOAVAOV KIVOOVOV GTNV
nepintowon cag. Edv €yete xapkivo Tov Nratoc, o yroTpds 6os O oag mapakoAovdnoet yio



ONUELN KOl CUUTTOUOTO GVYYVONG 1/K0L OTOTPOGAVOTOAGUOD TToL o)eTIloVTOoL UE ¥POvVia.
nratkd tpoPAnuate Kot Oo otapatioet ) Oepaneio pe Cyramza edv epgavioete avtd ta
onueio Kot GOUTTOUOTOL.

- €xete cofoapd veppikd mpoPAnuata. Ymipyovv meploplopéva 0eS0UEVO OYETIKE LLE TN YPNoM
tov Cyramza c¢ aoBeveic pe coPapn veppikr| Sucieitovpyia.

AmevBuvheite apéocmg otov YlaTpd 1| TOV VOGOKOUO GOG €AV 1oYDEL GTNVY TEPInT®mON oag (1] av Exete
ap@Polriec) yio omolodnmote amd o akdiovba KaTd ™ didpkera g Oepamsiog ue Cyramza f
0TTOLUONTOTE GTIYUI| NETA 0T VT

- Anroppaén Tov apprdv amd Opoppo ("apmplaxd OpouPfoeuforikd eneicdoln):
To Cyramza pmopei va mpokarécetl Opoppoug otig aptnpieg oag. O aptnpraxoi Opopfot
UTOpOvV VO, 001YGOLV GE GOPUPEG KATUOGTAGELS, GUUTEPIAAUPAVOUEV®VY TNG KOPOOKNG
TPOGPOANC 1} TOV AYYELKOD EYKEPUAIKOD £MElc0di0v. Ta cuumtdUaTe (oG KOpSIOKNG
TpocPoing umopet va, mepthoupavovv mdvo 1 aictnua Papovg oto othboc. Ta courtduaTa
€VOG AYYELOKOV EYKEPAMKOV EMELGOJI0V pmopel va mepthapfdvouv Eapvikn| aipumdia
(povdacua) i advvapio Tov Gvem AKPov, TOL KATM GKPOL Kol TOL TPOCHTOL, aicinua
GUYYVOTG, GuoKOoAio GTNV OpIAia 1] TNV KaTavonorn Tov GAA@V, Eaevikn duokoAia ot Pddion 7
ATMAELL TNG 100PPOTIRG 1 TOV cuvTovVIGHoL | Eapvikn Cain. H xopnynon tov Cyramza Ba
SLOKOTTETON OPLOTIKA €GV avamTOEete Evay Opopfo otig aptnpieg cag.

- Omnég (Tpvmeg) oto Toiympa Tov evrépov oag ("yaotpeviepikn ddtpnon"): To Cyramza
evdéyetar va av&Noel Tov Kivouvo TpOKANoNG OOV GTO TOlYLa TOV EVTEPOL Gac. Ta
cuUTTONOTE TEPLOUPAVOLY coPapd KOIALKO TOVO, EuETo, TVPETO 1 piyn. H yoprynomn tov
Cyramza 00, 310KOTTETOL OPIGTIKA EGV OVATTOEETE [0l 0T GTO TOTYWOUA TOV EVIEPOL GOC.

- YoPapn arpoppayio: To Cyramza gvdéyetar va avénoet tov kivovvo cofapng apoppayios. Ta
CUUTTOUOTO PUTOpEL va, TepIAapPavouv: vepfoiikn KOT®ON, advvapic, (aAn 1 aAlayég 6To
xPpoLa TV Korpdvov cag. To Cyramza Oa StakdmTeETOL OpIoTIKA €4V EppaviceTe cofopn
aoppayic.

- Avtidopaon oyeTilopevn pe v £yvon: Aviidpacelg oxeTILOUEVEG UE TNV £YYVOT UTOPEL VOl
EUPAVICTOVV KOTA TN ddpkeln TG Oepaneiog emedn to Cyramza yopryeitol Le T HOPON
evOoQAEPLag £yyvong otayony (PA. mapdypao 3). O yaTpdg 1 0 VOGOKOWOG Gag Ba eAEYYEL Y10
TUYOV EUPAVIOT] AVETOOUNTOV EVEPYELDY KT TN dtdpKeELn TG £yyvons. Ta copmtdpoto
uropel va mepthopfavouv: avénpévn Luikn Taon, oceuaAyia, Tovo koM ceiyo oto otnbog,
piyn, epuOpOTNTA TPOCHTOV, SUGKOAIN GTNV AVATVOT], GUPIYUO Kot aicOn o LOPUNYKIAGHOTOG
N apmdiog (Lobdlaoue) ot ¥EPLo. 1 To TOdLN. X GOPapd TEPIGTATIKA, TO GCUUTTMUOTO UTOPET
Vo TEPIAOUPAVOVY SVGYEPELL GTIV OVOTVOT| TOV TPOKOAEITAL OO OTEVIOOT) TV AEPAYDYDV,
Ta0TEPO KOPILaKO puOud kot aicOnua Amobupiog. To Cyramza Oa S10kOTTETAL OPIOTIKA EGV
gupavicete pio coPapn avtidpacn oyetilopuevn pe v Eyyvon.

- Mia omavia aild cofapn KaTdoTaon TOL EYKEQPALOV TOV ovopdaletar ‘chvopopo omichiog
avaotpéyung eykeparonddeiog’ 7 ‘PRES’: To Cyramza pnopei vo avénoet Tov kivouvo
EUPAVIONG TG TNE KATAGTAOTG TOV eYKePAAov. Ta cvurtduate propel vo meptiapupfdvovy
Kkploelg (emANTTIKES KPIoELS), TOVOKEPAAO, VavTia, EHETO, TOPAWOON 1 ELATTOUEVO ENITESO
ouvveldnong, ne N xopic vynin aptnplakn mtigon. H yoprynon tov Cyramza Qo dwoxomnet edv
AVTIUETOTIGETE QUTHV TNV KATAGTAGCT] TOV EYKEQAAOV.

- Kapowxn Avenapkero: To Cyramza, dtav yopnyeitor og cuvovacud pe ynpeodepaneio 1
EPAOTIVIUTT Uropel vo, avéNoel Tov kivouvo Kopolakng averdpkeloc. Ta copumtdpota uropei va,
mepthapPavouv advvapio Kot KOTmGN, 0idNua, Kol GUGGMPEVLGT VYPOL GTOVG TVEDUOVES, TTOV
umopei va Tpokaiécel Svonvola. Ta cvuntdpatd cog o a&ioroynBovv ko pmopel va e€etaotel
T0 €VOEYOUEVO dlakomng TG Oepamneiag cag pe to Cyramza.



- ITaB0A0YIKES GOMVOELDEIS GVVIEGELS 1] 010001 6TO EGMTEPIKO TOV cOpaTog ("oupiyya"):
To Cyramza umopei va 0vENceL ToV KivOuvo EULPAVIONS GUPLYYIMY GTO EGMTEPIKO TOL CMUATOG
HETAED ECMTEPIKAOV 0PYAVOV Kol TOL dEpLaTOC 1| dAAwV 1ot®dv. H yoprynon Cyramza 6o
OLOKOTTETOL OPLOTIKA EAV AVATTOEETE £Vl GLPIYYLO.

- Mn @vororoyikn g€étaocn ovpov ("tpoteivovpia’): To Cyramza pmopel va avEnocet tov
KivOuvo EUEAVIONC 1] ETOEIVOOTG U1 PUGIOAOYIK®V EMTESWDV AEVKOUATOG 6T, ovpa. H
yopnynon tov Cyramza evoEyetol vo SIKOTEL TPOGMPIVA, £MC OTOV TO ETIMESN AEVKDUATOG
ot ovpa petwbBovv. Kotdmv 1 Bepameio Eekivd ek vEoL 6€ pEt@pEVT 600m 1| SLOKOTTETOL
OPIOTIKG OV TOL EMIMESO AEVKADUATOG GTO, OVPO, OV HELMBOVV 1KOVOTONTIKA.

- ®leypovi) Tov otoportog ("otopoatitida"): To Cyramza, dtav yopnyeital 6€ GUVILOGUO LE
ymueobepamneio evoéyeTol va ov&noet Tov Kivouvo EUOAVIONG PAEYLOVIG TOL 6TOUATOG. Ta
cuumTOpOTE propel va teptlapBdvouy aichnua kadcov oto otopa, £k, debec i oidnua. O
YWTPOG GOG EVOEXETAL VO GLUVTAYOYPAPTOEL OYDYT VO 6o foNnONGEL e TO CLUTTMOLOTA.

- Mvpetoc 1 Aoipwén: Mropet va gppavicete mupetd 38°C 1| meplocdTEPO KATA TN S1APKELR TNG
Oepamneiog (yati evoéyetatl va Exete AyOTEPH AEVKOKVTTAPO OO TO PVGLOAOYIKO, KATL TTOL Elval
ovyvo). Ta coumtdpato propel vo teptiapufdvouy gpidpwon 1 GAAL GUUTTOUOTE AOTU®ENC,
OTMG TOVOKEPAAO, TOVO GTOL KAT® Gkpa 1 Letpévn opeén. H Aoipwén (onym) pnopet va givon
coPopn Kot va 0dnynoet oto Bdvarto.

- Hiuaopévor pe kapkivo otov avevpova: O yatpdc cag Bo aloloynoel pe Tpocoyr| TNV 1o
KATOAANAT Y100 £50G OEPUTEVTIKY| Oy YT).

Howra ko épnpor
To Cyramza dev Ba mpémel va yopnyeitan o aobeveig nlkiog Kato tev 18 etdv, kabdg dev vdpyovv
TANPOPOPIES GYETIKA LE TOV TPOTO SPAoNG TOV GE CLTN TNV NAIKLOKY] OpLdda.

Alro pappoxa ko Cyramza
Evnuepoote tov yuatpd cag edv maipvete, Exete mpdoeata ndpel | uropel va mdpete Ghia pappoa.
Avta Tepriapfavouy edpuake Tov AaUBEvovTol xopig GuVTOYN Kol QUTIKY QAPHOKOL.

Kinon, Onhaopoc ko yovipdtnta

[pw Eexvnoete t Bepamneia, Oa mpémel vo evnuep®ceTe ToV Y1oTpd cog v eicbe &yvog 1| OnAdlete,
vouilete 6T umopet va €icBe Eyxvog N oyedidlete va anoktioete maldi. Oa TPEMEL VL ATOPVYETE VL
LEIVETE £YKVOG EVM TOIPVETE OVTO TO PAPUAKO KOl Y10, TOVAGYIGTOV 3 UVEC LETA TNV TEAELTAL0 OOOM
tov Cyramza. AmevBuvbeite 6to ylotpd oag yio vo evnuepwbeite oyxetikd pe 1o mota péhodog
OVTIGOAANYNC €lvor 1) KOADTEPT Y10 EGGIC.

Kabmng 1o Cyramza avacTéAAel TV ovATTUEN VEOV OLLOPOPOV OyYEI®DV, UTOPEL VO LELDGEL TNV
TOAVOTNTO VO LEIVETE £YKVOG 1) VOL OAOKANPMGETE TNV EYKLIOGUVT. MTtopei emiong va TpoKoAEGEL
BAGPN oto ayévvnro Ppépog cac. Agv Oa TPEmEL vVa, YPNGLLOTONGETE AVTO TO PAPUAKO KATE, T
dudpkela g eykvpoovvng. Edv peivete £ykvog katd ) didpketa g Oepaneiog pe Cyramza, o yiotpog
oag 0o cu{ntoel pali cag edv 10 6pel0g TG Bepameiog Yo €60G eivar LeyoAdTEPO ad 0TOI0VONTOTE
mOavo Kivouvo yio €6GG 1} T0 ayévvito Ppéog cag.

Agv givol yvmoTo av T0 QAPUAKO TEPVA GTO UNTPLKO YOO KOl 0V UITOPEL VoL EMNPEAGEL TO PPEPOG TOV
Onralet. I'Y avto dev o pémet vo OnLaoete to Ppépog cag katd T didpKeLo TG Depameiog pe
Cyramza Ko yio TovAdytotov 3 pives Letd m Aqyn g terevtaiog dOomc.

Oonynon kot yEPGROS PNV RdTOV

To Cyramza dgev £xel Kapio 1 £xEl AGHUOVTN EXIOPACT GTNV IKOVOTNTO, 0N YNONG KoL YEPIGUOD
pnyovnudtov. Eqv epeavicete omolodnmote cOUTTOHO 0L EMNPEALEL TNV IKAVOTNTA GUYKEVIPWOOTG
Kot ovTidopoong, unv odnyeite kot un ¥epileote unyovnraTe ¢ OTOL QLT 1) EXIOPOCT) VITOYWPNCEL



To Cyramza sepiéyetl vatplo

Ka0e praridio tov 10 ml mepiéyel Ayotepo and 1 mmol vatpiov (23 mg), etvar avtd mov ovopdlovpie
«eAevBepo vatpiovy.

Kabe proridio tov 50 ml nepiéyel mepinov 85 mg vatpiov (KOPLo cLOTATIKO HoyEpIKoD/EmTPoné ion
GA0T0Gg). AvTo 16odvVaLEl TEPITOL pE TO 4 % TNG CLVICTMUEVNG LEYIGTNG NUEPNOLUG TPOGANYNG
vaTpiov UE TNV SLoTpoPT Yo EVOV EVIALKAL.

3. Hog va wapete To Cyramza
Avt 1 avtikapkiviky Oepaneia 0o cog yopnynbei amod yloTpd 1 vocokouo.

Aocoloyia Kol cuyveTNTA YOPTYNONS
H xotdAAnin mocdtra tov Cyramza mov omotteital Yo Ty oVILETMTIoN TG VOGoL cag Oa,
VTOAOYIOTEL 0O TO YLOTPO GOG 1) TO VOGOKOUELOKO (POPUAKOTOL0 KOl EEQPTATOL OO TO COUATIKO

Bapog cac.

H ocvvietdpevn d6om tov Cyramza yio v avTIHETMTIOT] TOV YOOTPIKOD KOPKIVOV, TOV TPOYMPNUEVOL
KOPKIVOL TOV TaX€0G EVTIEPOL KOl TOL KAPKIVOL TOL NToTog elval 8§ mg ovd yMOYPOUUO COUOTIKOD
Bapovg pia popd kabe 2 efdopddes.

H ouwvictopevn 86om tov Cyramza yio TV OVTLLETOMTIOT TOL KopKivov Tov vedpova givor 10 mg ava
YMOYPOUUO GOUOTIKOD BApovg, 1o popd ke 2 gfdopdadec 6Tav yopnyeitol oe cuvovacud pe
gpAOTViUTN M pwic popd kdOe 3 efdopddeg dtav yopnyeital 6€ GUVILAGUO LE VTOGETUEEA..

O ap1Buog Tov gyydoewv mov o cag yopnyndovv e&aptdrol amd T0 TMG AVTATOKPIVESTE OTN
Oepameio. O yrotpdc cog Oa o culntiost OAa avtd pall cog.

[ pokaTapKTIKI] QUPURAKEVTIKY Ay®Y)

Mmopei va cog yopnynOet emmAéov apraKo Yo Tn HEIDOT) TOV KIVOUVOL EUPAVIONG LOG ovTIOpaong
oyetil{opevng pe v éyyvon mpv mapete o Cyramza. Edv epoavicete pia ovtidpaon oyetillopevn pe
v €yxvon Kotd ) dibpketa g Bepaneiog pe Cyramza, Ba cog yopnynel TpoKoTapKTIKY
QOPUOKEVTIKT Oy®YN Y10 OAEG TIC LEALOVTIKEG €YY DGELG.

PuOpiceig Tng 660m¢
Katd m dibpkela kabe Eyyoong, o yiorpdg M 0 VOsokOHog cag Oa EAEYYEL Yo TUYOV ELOAVIOT
AVETIOOUNTOV EVEPYELDV.

Edv gpopavicete pia avtidpaon oxetilopevn pe v £yyvon katd tn ddpkelo g Bepameiog, To
YPOVIKO SLUGTNA 6TO 0Toio yopryeitarl  £yyvon cog Ba avénbel yio To VITOALOITO TNG GLYKEKPLUEVG
£yyvong Kot Yo OAESG TIG LEAAOVTIKEG EYYDOELC.

H mocott0 AevKd atog ot 00pa. 6og O eEAEYYETOL TUKTIKA Kotd Tn dtdpkela tng Oepameiog.
Avaroya pe ) petpndeica Tiun Aevkmduatog, 1 xoprynomn tov Cyramza umopei va S1oKOTTETOL
mpocwpwva. Otov 1 T AEVKOUATOG 6To 0VPa. pelmbel og Eva GuYKEKPIUEVO etimedo, 1) Oepameio
umopel va EEKIVIOEL €K VEOU LE YOUNAOTEPT] dOON.

0006¢ kan péBodog yopnynong

To Cyramza givot €éva Tokvo S1dALUE Y10 TOPACKEVT SIOADOTOG TTPOg £yyvon (ovopdletal emiong
"o6Teipo TUKVO dtdAvpa’). ‘Evog vosoKoUELoKOG QapUaKoToldg, VOGOKOUOG 1 Y1oTpdc Oa Exel apoidoet
TO TTEPLEYOUEVO TOV PLaALdiov pe dtdlvpa yAmptovyov vatpiov 9 mg/ml (0,9 %) wpwv amd ) ypnon.
Avtd 10 PappOKo xopnyeiTon U T HOPON oTAYdNY £yxvons oe dtdotnpa tepinov 60 Aentdv.

H 0gpancio pe Cyramza 0o drokomel Tpoompivd 6g mEPinTMON TOVL:

- avamTOEETE VYA OPTNPLOKN THEST), £®G OTOL VTN TeOEl VIO EAEYYO LLE OVTIVTTEPTOGIKO
OApLOKO

- avartOEETE TPOPANATH ETOVANDOTG TPAVUATOS, £ OTOV TO TPOVUO ETOVAMOEL
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- voPAnbeite o mPoypapIATICUEVT XEWPOVPYIKN enEUPaoT, 4 efdouddes TPV To YEPOVPYEiD

H Ogpancio pe Cyramza 0o 10K07El 0PLOTIKG GE TEPITTMON TTOL:

- avantvéete Opopufo otig aptmpieg cog

- avamtoéete O14TPNON GTO TOIYML TOV EVIEPOL GOG

- gpeavicete coPapn apoppayio

- eupavioete pio cofapn| avtidpacn oyetilopevn pe v yyvon

- avamTOEETE VYNAT OPTNPLOKT TTiECT) TOV Oev Umopeil vo, tebel vIto EAeyy0 ue PAapuKa

- 1M TN TOL AEVKOUATOS GTO 0VPO. GOG EIVOL VYNAOTEPT 0d VO GUYKEKPLUEVO ETLTEDO 1) GE
TEPIMTOOT OV AVATTOEETE GOPaPT| VEPPIKT VOGO (VEQP®GIKO GUVIPOLLO)

- avamTOEETE GUPTYYI0 GTO ECMTEPIKO TOL CAOUATOG LETAED ECMOTEPIKAOV OPYAVOV KO TOV
dépurotoc N GAA®V 16TOV

- EUPAVICETE GLYYVOT] 1)/KOL ATOTPOGOVATOAOUO TTOV GYeETICETAL e YPOVIO NTATIKE TPOPAT LT

- emdevmbel n Aettovpyia TV vePp®V (0 KATAGTOOT) NTATIKNG OVETAPKELNS)

‘Otav naipvere 10 Cyramza 6€ ovvovaopd pe roxkhtatéin 1 vrocetaléin

H moxhMraZédn kon n viooetalédn yopnyodvton eniong pe evoopAEPia £yyvor oTdydny og dtdoTnua
nepinov 60 Aemtv. Eqv mpoxettal va mapete Cyramza e cuvovacud pe TakAtalédn 1 viooeta&éin
v 0o nuépa, To Cyramza o yopnynbei mpota.

H mocotto maxkAita&éAng 1 vioseTa&éAng Tov amorteitan eSopTdTol amd To EUPOdO TNG EMPAVELNS
TOV 6MUATOG Goc. O Y1oTpog Gag N 0 VOGOKOUELOKOS PapLoKoTotdg Oa vTtoroyicel To epPadd g
EMPAVELNG TOV CAOUATOG GO LETPDOVTAS TO VYOS Kol TO COUATIKO BApog cog Kot Bo vroAoyicet T
oot 6001 Yo EGAC.

H ocvvietdpevn d6om g maxita&éng ivorl 80 mg ava tetpay@vikd HéTpo (m?) EMPAVELNG TOV
COUOTOC 006, pia popd Kabe gfdopdada yio 3 efdoundades, axorovBodpevn ard 1 efdopdda ywpig
Bepamneio.

H ocvvietdpevn d6om g vioceta&éAng eivar 75 mg avd tetpaymvikd pétpo (m?) empAveLNS TOV
oOUOTOC 006, pia popd Kabe 3 efdonddec. Edv mpoépyeote and v Avatoiikn Acia, uropei va
AGBete petwpévn doom Evapéng viooetatéing 60 mg ava TeTpay@vikd uéTpo (m?) ETPAVELNS TOV
omMUATOG o0C, pia popd kdbe 3 fdopdadec

IIpwv cog yopnynOet omoradnmote £yyvor makATaEEANS, 0o vTofdiiecte e APOTOAOYIKEG eEETAOELG
v va s @ariletol 6Tt o aplfuog TV aposEapimV Gog eival ETOPKOS VYNAOS Kot OTL 1 TOTIKY
Aertovpyia cog gival kaAr.

Awfaote 10 QUALO 0INYIOV XPNOTG TG TOKAITAEEANC 1 TNG VTOGETAEEANG Y10 TEPLOTOTEPES
TANpoQopiec.

‘Otav naipvere 10 Cyramza o€ ovvovaopd pe FOLFIRI

To ynuetoBepomevtikd oynuo. FOLFIRI yopnyeiton pe evoo@Aéfio éyyvon, agov £xel ohokAnpwbei n
€yyvon tov Cyramza. Awfdote To @OALC 00NV XPNOTG Y10 TA GAAL PAPLOKO TOV GUVIGTODV TNV
Ay®OYN G0c, Yo Vo deite av eivar KatdAAnAa yia ecdc. Edv dev elote Giyovpot, potote ToV yiotpo,
TOV QOPUOKOTOLO 1 TOV VOGOKOWO GOG, OV VITAPYOVY AOYOL IOV JEV UTOPEITE VO, YPTGLUOTONGETE OVTE
T paproKo.

‘Otav naipvere 10 Cyramza 6€ cuvovoopnd Pe PALOTIVINTN

Awfaote 10 PUALO 0INYIDV XPNONG TNG EPAOTIVIUTNG Y10 TANPOPOPIES CYETIKA LLE TNV EPAOTIVILN
Koty va dgite av glvan katdAinio edappako yia ecdg. Edv dev elote oiyovpot, potiote Tov yiotpo,
TOV QOPUOKOTOLO 1] TOV VOGOKOWO GOG, Y10, TO OV VITGPYOVY AOYOL TTOL EV UTOPELITE VO
YPTCULOTOUGETE TNV EPAOTIVIUTT).



4. IMBavéic avemBounTeg evépyereg

Onwg 6ha Ta eApuraKa, £TGL KO GVTO TO QAPUOKO LITOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELES, AV
Kot 0gv Tapovcldlovtal 6€ OAOLG TOVG AVOPMOTOLG,.

Evnuepmote apécmg 10 y1aTpd G0g AV ELPOVIGETE 0mO1ONTOTE 0o TIG KOAOVOES avemBOUNTEG
gvépyeleg Tov £xovv mapotnpn el katd tn didprela g Oepaneiag pe Cyramza (PA. emiong T wpémer
va, Yvopilete Tpotov ndpete To Cyramza):

Yoyvég avemBOunTeg evépyeres (Umopei va exnpedoovy £mg 1 ota 10 dtopa):

- O1ATPN G GTO TOUYMUA TOV EVTEPOV: TPOKELTOL Y10 O TOV SMUIOVPYEITOL GTO GTOUAYL 1] TO
éviepo. Ta cvumtdpate tepthapupdvovy cofapd Kolako movo, EUETO, TVUPETO 1 PiyT.

- cofapn arpoppayic oto EVTEPS G6OG: TO CUUTTMOUNTO UTOPEL Vo TEPTLOUPAVOLV LITEPPOAIKT
KOO, advvapia, COAN 1 GAAAYEC GTO YPDOLO TOV KOTPAVOV GOG.

- Opoppor otig apTnpies: o1 aptnplokoi OpduPor umTopoHv va TPOKAAEGOVY KOPOLUKT TPOGBOAN
N AyYEKO EYKEPAAIKO €MELG0010. Ta cupmT®pOTH Hiog KOpOloknG TPocfoing umopsel va
neptiapPdvooy movo 1 aicOnua Bapovg oto otrfoc. Ta cvpnTdpata vog ayyslkoy
EYKEPOAKOV €TEIG0010V popel vo teptiapPavouy Eaevikd povdtacua (apumdin) 1 advvapio
TOV AV® GKPOV, TOV KAT® GKPOL KOl TOL TPOGMTTOV, aichnua chyyvone, SuekoAio 6TV opAio
N TNV KoTovonon Tov AAAV, Eaevikn SuoKoAio ot PAdIoN 1] OTOAELN TG IGOPPOTING 1] TOV
cuvtoviopol 1N Eaevikn L.

YXrdvieg avemBOunTeg evépysieg (umopel va ennpedoovy £og 1 ota 1000 dropa):

- M0 KOTAOTOON] TOV EYKEPALOV TOV OVOUALETAL GUVOPOLO OTICOIG AVASTPEYIUNG
EYKEQOLOTAOELNG: TO CUUTTONOTO UTOPEL Vo TEPIAaUPAVOVY Kpioelg (EMANTTIKES KPIGEL),
Kkeaiodyio, aicOnua adiwbeciog (vavtia), adiabesio (EUeTog), TOPA®GN 1| LEIWUEVO ETTITESO
ouveidnong, Ke N yopic vYMAN apTNPLoKy TiEST.

Evnuepdote Tov Y10Tpo 660G €AV ERPAVICETE 0TOLHONTOTE OTO TIG KOAOVOES AALEG AVETOVUNTES
gvépyeleg:

oAb ovyvég avemBOuNTES evépyareg (Lmopel va ennpedoovy tepiocdtepa omd 1 oto 10 dropa):
- aiocOnpa kémwong 1 advvapiog

- xopmAog apfuoc Asvkokvttapmv (umopet va avénoet tov kivouvo Aoipwéng)

- Aolpméetg

- dappota

- TPOTTOON

- pwoppayia

- QAEYLOVT] GTNV ECMTEPIKN EMPAVELN TOV GTOUATOG

- VYA apTNPLOKN TiEon

- peimon Tov pudpdV APOSPALPI®Y TOL PUTOPEL VO, KAVEL TO dEPUA OYPO

- 010N Ua TOV YEPLDV, TOV TEAUATOV Kol TOV TOdOV AOY® KATUKPATNONG VYPDV

- YOUNAOS aptOpog arpomeTodmy (KOTTapa Tov aipotog Tov fondovv oty THén Tov aipatog)
- KOIALOKOG TTOVOG

- TPOTEIVN 6T 00pa (Taboroyikn e€€tacT obpwV)

- KePaiolyio

- QAEYHOVT TV PAEVVOYOV®V OIMG GTO TENTIKO KOl TO OVOTVEVCTIKO GUGTN O

Yoyvéc avemBounteg evépyereg (Unopel va emmpedoovy ém¢ 1 ota 10 droua):

- TLPETOG TOV GLVOSEVETAL OO YAUNAO 0PlOUd AEVKOKVTTAPOY

- YOUNAQ eTITESO P0G TPMTEIVNG OTO aliplo TOV AEYETOL AevKmpaTiv 1 aABovpivn

- avTdpdoelg oyetilOpeEVES e TNV €yyvon

- eEavonua

- gpLBpdTNTO, 01dN U, LOVIIOC A/ VP YKIOGHLO 1] TOVOG 1)/KOL ATOAETICT) TOV OEPLOTOG GTA
y€PLa H/Ko ToL oS (0VOUALETOL GOVOPOLO YEPLDV-TOSMDV)

- Bpdyxog povig

- OLLOPPOYICt GTOVG TTVELLOVES GOG



- YOUNAG emineda voTpiov 6TO Oipo (VTOVATPLULUIN), TO OO0 LITOPOVV VO TPOKAAEGOVY KOTWGON
KoL oVYYLoN 1 HTKES GLOTAGELS

- OLOPPOYiC TV OVAWMV

- GUYYLOT] T)/KoL ATOTPOGOVATOACUOG 68 acbeveic e ypovia NIaTiKa TpofAHoTa

- EVTEPIKT] aOPPOEN, TO CUUMTONOTO PUTOPEl va, TEPIAOUPEVOUY SLGKOTMATNTA KOl KOTALOKO
ovo

- vroiertovpyia Tov Bupeoeldovg adéva 1 omoio PUTopEel Vo TPOKAAEGEL KOTMOT 1] AOENGT TOV
cOUOTIKOD Bapovg (VToBVPEOEIBIEUOC)

- LN QUGLOAOYIKY aVATTLEN TOV APOPOPWV ayyeiY

- copapni LoipwEn (cmyn)

- YOUNAd emineda kadiov oto aipa (vTokoAloic), To ool UTOPOHY Vo TPOKAAEGOVV LUK
advvapio, HOTKEC CLOTAGEIC 1| AVAOUAAO KoPILaKO pLOud

Oy ovyvég avemOBopnteg evépyeteg (Lmopet va enmpedosovy £og 1 ota 100 dtopa):
- Ui KopdloK Kotdotaon 6ov 0 Kapdlakog Lug 0gv avtAel aipo énwg 0o Enpene, TPOKAADVTOG
dvomvola Kot TPNEMO TOV TOSDV KOl TOV TEAUATOV

Yravieg avemBounteg evépyereg (Umopel va emmpedoovy émg 1 ota 1000 dropa):
- U1 eLGOA0YIKY THEN TOL CIATOC GE LIKPA aloPOpa aryyeio

Mn yvootég (1 cuyvotnTa dev Umopel vo VTOAOYIOTEL e To vITdpyovTa dedouéva):
- doykmon Kot eEacOEvnon ToL TOYMUATOS ALLOPOPOL YYEIOL 1) S0 ®PIoUOS TOV TOLYMOTOC
OLLOPOPOL 0yYELOL (0VELPHGHOTO KOl APTNPLOKOL S1oY®PICHOTL).

To Cyramza pmopel vo TpokaAécel LETABOAEG GTO ATOTEAEGLOTO EPYACTNPLOKAOV EEETACEMV. ATIO TIg
aVETBOUNTEG EVEPYELES TOV AVOPEPOVTAL TILO TAV®, Ol HETABOAEG aVTEC elvar: younAdg aptOudg
AEVK®V opoGPALpiV, YOUNAOG aptBOg aoTETAM®Y 6TO aipa, YounAd eninedo AEVKOUOTIVIG,
KaAiov 1 vaTpiov oto aipa, aviyvenon AEVKAOUATOG GTo OVPOL.

Ava@opd avemBdunTOV gvepyELOV

Ed&v mapatmpnoete Kamowo avemBOuntn evépyela, EVIEPADOTE TOV YLOTPd GG AVTO 1oYDEL Kot Yol
Kd0e mhavn avemBOunTn evépyela mov dev avaPEPETAL 6TO TAPOV PUAAO 0dNY1dV ¥prione. Mmopeite
emiong va avoaeépete avemBounteg evépyeteg amevbeiag, pécsm tov EOvikod Opyavicuov Goappdakwmv
(Meocoyeiov 284, GR-15562 Xolapyog, AOvva, Tni: +30 21 32040380/337, ®aé&: +30 21 06549585,
Iototomog: http://www.eof.gr). Méom g avapopdc avemBountoyv evepysidv uropeite va fondnoete
GT1) GLAAOYT TEPIGGOTEPWOV TAT|POPOPLDV GYETIKA LIE TNV AGPAAELD TOL TAPOVTOC PAPLAKOV.

5. Iog va pvridooete To Cyramza
To @appako ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal OV TO POAVOLY TO TOdLA.

No pn ¥pMoLHOTOLEITE AVTO TO PAPLOKO LETE TNV NepOoUMVIia AENG TTOL AVOQEPETOL GTO KOVTL Kot
TNV EMCNUAVOT TOL PLoAdiov, petd t AHZEH. H nuepounvia Anéng eivar 1 tehevtoio nuépo Tov
UVa TTOV OVOQEPETOL EKEL.

dvidooete og yoyeio (2 °C — 8 °C).
Mnv katoyvyeTe.
dvAdcoete T0 PLOAISIO0 GTO KOVTI TOV, Y10 VO TPOGTOTEVETAL OTTO TO POC.

Mnv KatoyOyeTe Kot UV avoTopAcoETE TO StdAvpa Tpog €yyvor. Mn yopnyeite o Sidlvpa edv
TOPOTNPNOETE COUATIOW 1] GALOI®GCT YPDOUOTOC.

Mnv metdite @APUAKO GTO VEPD TNG OMOYETEVLGNG 1] GTA OIKLOK(A aroppitpata. Potmote tov
(POPLLOKOTOLO GOG Y10l TO DG VO TETAEETE TOL PAPUAKO TTOL JEV YPNOIUOTOLELTE T AvTd T péTpa Oa
Bondncovy oty TTpocTacia Tov TEPIPAAAOVTOC.


http://www.eof.gr/

6. Ilepreydpeva TG GVGKEVLUGINS KUl AOUTES TANPOPOPIES

T epréyer To Cyramza

- H épaotikn ovsia eivail 1 papovotpovpdumn. 'Eva ml mokvod StoddpoTog yio Ty mopackevn
StoAvpatog Tpog Eyyvon mepiéyet 10 mg papovsipovUpmy.

- Kabe proridwo twv 10 ml nepiéyel 100 mg papovcipovudunr).

- Kabe prorido tov 50 ml nepiéyel 500 mg papovcipovpdunr.

- Ta GAAa cuoToTikd gival 16TIdTVT, 10TV LOVOLIPOYAMPIKY], VATPLO YA®PLOVYO0, YALKIVT|
(E640), moAvcopPucod 80 (E433) kot Kowp yia evésipa (PA. mapdypapo 2 "To Cyramza mepiéyet
vértplo").

Epoavien tov Cyramza Kol TepleyOpeva TG CVGKEVUGIOG

To mokvd dtdAlvpa Yo TNV ToPAcKELN SAVIATOS TPOG Eyyvo (1] To oTEIPO TLKVO ddAvue) Eivar Eva
dloyéc Tpog eAaep®G 1P1iov Kot dyp®uo Tpog ELAPPAOS KITPIVO SIGAVLO O YOAAMVO PLOAISIO pE
EMIOTIKO TTOLO.

To Cyramza diatifeton otic axolovbec cuckevacies:
- 1 @loAido tov 10 ml
- 2 @loAide tov 10 ml
- 1 gloAido tov 50 ml

Mmopei va, unv KoKAoQopoHV OAEC 01 GLCKEVUGIEC.

Kéroyog Adsrag Kvkhogopiag
Eli Lilly Nederland B.V.
Papendorpseweg 83

3528 BJ Utrecht

OAavoio

Hopoaokevaostic

Lilly France Fegersheim
2 rue du Colonel Lilly
67640 Fegersheim
ToAria

IMo omoadnmote TANPOPOPIo GYETIKA LE TO TOPOV POPUOKEVTIKO TPOidV, Tapukaieiches va
anevBuvoeite GTOV TOMIKO AVTITPOCOTO TOL KATOYOL TNG AOELNG KUKAOQOPIOG:

EALada

OAPMAXEPB-AIAAY A.E.B.E.

TnA: +30 210 629 4600

To mapév @vALo 00OV YpfoNS avabemp1Onke Yo TeELEVTALR Popd oTic lovAog 2022.
Addeg TNYEG TANPOPOPLOV

Agmtopepeic TANpoPopies yia 10 Papuako avtod gival d100écieg oTov dIKTLaKO TOTO Tov Evpomaikod
Opyaviouod ®apudxmv: http:// www.ema.europa.eu.



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

O minpogopiec mov axorovbov amevBivovtal LOVo oe emayyeAlaTieC VYEiag:
Mnv avotopdceeTe T0 GLOAISI0.

ITapackevdlete To StdAvp TPOG £YYLON UE TN ¥PNON GONTTNG TEYVIKNS Y10 VO, dlacpaAileTon 1
GTEPOTNTA TOV TOPACKEVAGHEVTOC SOADLITOG,

Kdabe proridio mpoopiletar yio pio poévo ypnon. EAéyyete to mepieyodpevo tov proldiov yio v
omopén copoTdiov kol aAAoimon ¥p®UaTog (To TuKVO S1GAVUA Y10 TV TOPACKEVT] SLUADLATOG TTPOG
€yyvon Ba wpémel va glvar 100 YEC TPOg EAAPP®G 1PLOILoV Kot dyp®UO TPOG ELAPPAOS KITPIVO YWpig
opatd copaTiow) Tp and v apainon. Edv mapatnprioete copatidn 1 aALoi®oT YpPOUHOTOC,
amoppiyte TO PLaAidL0.

Ynoloyilete T 0601 Kot TOV OYKO TNG POHUOVGIPOVUAUTNG TOV OTOLTOVVTOL Y10 TNV TOPAGKELT] TOV
Stodvpatog mpog £yyxvon. Ta eaAidia tepi€yovv gite 100 mg gite 500 mg pe tn pope1| SLOAVUATOG
papovsipovpaumng 10 mg/ml. Xpnoonoteite povo evéoipo dilvpa yAoprovyov vatpiov 9 mg/ml
(0,9%) ¢ péco apainwong.

g TepinmTtmon y¥p1onNe TPOYEMGUEVOL TEPLEKTT SLOADUOTOC V1o eVOOQAEPLa €yyvon

Me Baomn tov vToAOYIGUEVO GYKO TNG POLOVGIPOVUAUTNG, OPUPESTE TOV AVTIOTOLYO OYKO EVEGILOV
SAvpaTog YAmpLovyoL vatpiov 9 mg/ml (0,9%) amd tov Tpoyeouévo Teptektn dtoAdpotoc 250 ml
v evO0QAEPLa £yyvon. MeTapépete e AoMTTO TPOTO TOV VITOAOYIGUEVO OYKO TNG POUOVCIPOVUAUTNG
OTOV TEPLEKTN SOAVUOTOC Yo EVOOPAEPLa Eyyvomn. O TeAKOG GLVOAKOG OYKOG EVTOS TOV TEPLEKTT Oa
mpémel va givon 250 ml. O wepéktng Ba Tpénet va avaxkveital pe Tpocoyn Yo vo, dtacpaiileton n
enapkng avapetn. MHN KATAYYXETE KAI MHN ANATAPAXXETE 1o didlvpa tpog Eyyvon.
MHN oapardvete pe GAda SLoADUOTO KOL U1 GLYYOPTYELTE PE AAAOVG NAEKTPOADTEG N GALD
POPUOKEVTIKA TPOTOVTOL.

Xe mepinTon ¥pNong KevoL mePtéktn StAdUATOG Yo evOOEAEPLa £yyvon

Metagépete e oNmTo TPOTO TOV VITOAOYIGUEVO OYKO TNG POLOVGIPOVUAUTNG GE £VaV KEVO TEPLEKTN
StoAvpaTog Yia evooAEPia £yyvon. IIpocbétete emapki TOGOTNTA TOV EVEGILOV SUAVILATOG
yAoprovyov vatpiov 9 mg/ml (0,9%) otov mepiéxtn £ 6TOV 0 GLVOAKAOS 0YKoG PBAcel Ta 250 ml. O
TEPIEKTNG O TPETEL VAL OVOKIVEITOL LLE TPOGOYT Yol VoL Stoc@aAieTon 1 exapkng avapeén. MHN
KATAYYXETE KAI MHN ANATAPAZXETE to didAdvpa wpog £yyvor. MHN apaidvete pe Gl
StAdparta Ko un cvyyopnyeite pe GAAOVG NAEKTPOADTES 1} GALD QOPUOKEVTIKA TPOIOVTAL.

Metd v apaioon kot TV Tapackevn, To edpuako Ba npénel va ypnoipomroteitor apécms. Edv oev
ypMnoononfel apésms, 0 xpOVOC POAOENG KOTA TN (PN o1 Kol 01 cLVONKeg POAAENG TPV AT TN
¥PNON AmoTELODY EVOVVT TOL YPNOTN Kol KAvoviKa dev Oa mpénel va, vepfaivouy Tig 24 dpeg GTOVG
2 °C éwg 8 °C.

Ta mapeviepkd eappakevTicd tpoidvta Ba mpénet va eEAEYYoVTaL OTTIKA Yot TNV VTApEN COUATIOIMV
pwv omd T xopnynon. Edv mapatnpnoete copatiown, amoppiyte o Sidhvpa Tpog £yyvon).

AmoppinTeTe 0OMOLOONTOTE UM YPNOUYOTOINUEVT] TOGOTNTO PUUOVGIPOVLUAUTNG TOV TOPAUEVEL GTO
@LoAd10, KOOMG TO TPOTOV dEV TEPIEYEL AVTIUIKPOPLAKE CUVTNPTTIKA.

Xopnyeite péow avtiiog £yyvons. Mia Eeywpiot) ypopun yyvong pe eiktpo xoauning décpevong
mpoteivov peyébovg 0,22 micron Bo Tpémet va yPNOLOTOIEITOL Yo TV EyyLoT Kou 1) ypouun Oa
TPENEL VO, EKTAEVETOL e EVEGTUO dtdAv I YAmptovyov vatpiov 9 mg/ml (0,9%) petd v oAokAnpmon
™mg €YXVoNg.

Kdabe aypnoiponointo eopuokevtiKd tpoidv 1 VIOAELU TPETEL VO, ATOPPITTETOL COUPOVA LE TIG
KOTO TOTOVG IGYVOVGES GYETIKES OLUTAEELG.
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	Φύλλο οδηγιών χρήσης: Πληροφορίες για τον χρήστη
	Cyramza® 10 mg/ml πυκνό διάλυμα για την παρασκευή διαλύματος προς έγχυση
	Τι περιέχει το παρόν φύλλο οδηγιών
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	Κύηση, θηλασμός και γονιμότητα
	Κάθε φιαλίδιο των 50 ml περιέχει περίπου 85 mg νατρίου (κύριο συστατικό μαγειρικού/επιτραπέζιου άλατος). Αυτό ισοδυναμεί περίπου με το 4 % της συνιστώμενης μέγιστης ημερήσιας πρόσληψης νατρίου με την διατροφή για έναν ενήλικα.
	Το παρόν φύλλο οδηγιών χρήσης αναθεωρήθηκε για τελευταία φορά στις Ιούλιος 2022.

