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@viro oonyiov ypiong: IIinpogopics yia Tov ac0evi)
Imatinib / Aenorasis 100 mg emkolvppéva pe AeTTod VPEVIO OLGKIM

[patwvipmn

AP AOTE TPOGEKTIKA OLOKANPO TO GUAAO 00N YOV YP1IONGS, TPOTOV UPYIGETE VU TAIPVETE AVTO TO
PappoKo, O10TL TEPIAGUPAVEL CNUAVTIKES TANPOPOPIES Y10 GOG.

DuAGETE 0VTO TO PUALO 00N YLDV Yprong. Towg xpelaotel va To dafdcete Eovd.

Edv éxete meportépw amopieg, p@TNGTE TOV Y1OTPO, TOV QAPLOKOTOLO 1] TOV VOGOKOWO GOC.

H ovvtayn yU’ avtd 10 gappoko xopnyndnke amokAeloTikd yio oag. Agv TPEMEL VO ODGETE TO
oappoko ce GAAovg. Mmopel va tovg mpokaAiécel PAGPN, akdpo Kol OTav T onueio Tng
acBéveldg Toug etvar id1a pe Ta Sikd oag.

Edv mopoatnproete kamolo ovemBoUnTn EVEPYELD, EVIIEPDOTE TO YIOTPO, TOV POPUAKOTOL0 1)
TOV VOGOKOHO 00G. AuTd 1oyYvEL Kat Yo kée mhavi avemBountr evépyela Tov Oev ovVaPEPETOL
GTO TAPOV GUAAO 0ONYIDV ¥pNonG. BAéme mapdypapo 4.

T egprEyeL 10 Tapov UALO 00N YLOV

NN bW =

1.

Tt etvan to Imatinib / Aenorasis Kot ot €ivat 1 gp1Ho™ TOL

T mpénet va yvopilete mpotod mapete To Imatinib / Aenorasis
[og va mdpete to Imatinib / Aenorasis

[MBavég avemBounteg evépyeteg

ITog vo puidocetar To Imatinib / Aenorasis

ITepieyxdpevo g cvokevaGiog Kot AOUTEG TANPOQOpPIES

T eivon 7o Imatinib / Aenorasis ko oo givon 1 gprion Tov

To Imatinib / Aenorasis givar évo QAPUOKO TOL TEPIEXEL 0. OPACTIKY) 0LGio. OV ovopaletal
WOTWVIPTY. AVTO TO PAPUAKO dpa OVOCTEAAOVTOG TNV AVATTLEN TOV U1 PUGLOAOYIKMV KUTTAP®OV OTIC
TOPUKATO OVOPEPOUEVES VOGOUG. AVTEC TTepiAapfavouy kdmota, €idn Kapkivov.

To Imatinib / Aenorasis givar pia OgpamevTiKi aymyN Y10 EVIAIKES Kot TooLd yio:

Xpovio. pvgroyeviy Agvyopio (XMA). H Asvyopio sivor évag kopkivog tov AguK®V
aoceatpiov. Avtd To Aevkd apoceaipia fonbovv cuvHB®S TOV OPYAVICUO VO KOTOTOAEWLE
TIc AomEels. H ypovia poehoyevig Aevyaipio eivor puo pHopen Agvyoypiog, otnv omoio
GUYKEKPIUEVA U1 QUCIOAOYIKA Agvkd kOTTOpO (oL ovoudlovtal HVEAOEDN KLTTOPO)
EEKIVOVV VO AVOTTOOCOVTOL AVEEEAEYKTAL.

Oc&eia Aepgofrastiki Aevyapio Oetikn Yo 10 ypopdcopo Oriadéiesios (Ph+OAA). H
Aevyonpion efvar €vag KopKivog TV AEVKAOV opoceopiov. Avtd to Agvukd ooceaiplo
BonBovv cuviBwg tov opyavicud vo katomoiepd Tig Aowwméelg. H oela Aeppofractiky
Aevyoupio eival puor poper] Agvyoipiog, otV omoio. GLYKEKPIUEVO PN QUGLOAOYIKG AEVKA
KotTapo (mov ovopdlovror AspeoPrdaocteg) Eekvodv vo avamtvocovtal oaveEédeykto. H
HATVIUTN OVOSTEALEL TV OVATTLEN OVTOV TOV KUTTAPOV.

To Imatinib / Aenorasis emiong givor pio OgpamevTIK) Ay®Y] Y10 EVMKES Y0

MvghoovomhaoTikés/ puerodTepTiacTiKES Voooug (MDS/MPD). [Ipoxeitan yio o opdido
vOG®V TOV aipaTog, GTIG OTOlEG OPIGUEVA KVTTAPO TOV GiaTog EEKvodV Vo avamTOGGOVTOL
avegéreykta. H otvipmn avaotéliel v avantuén outdv TV KVTTApOV € OPIoUEVO
VROTLTO AVTAOV TOV VOGOV.

Yrepnoowo@uko6 ocovopopo (HES) kav/1] ypévia noetvoprixi Asvyopio (CEL). Avtég
glval apotoroykég voool, ot omoleg oplopéva KOTTOPA TOL aipatog (mov ovoudlovton
Noowopiia) Eekvodv va avamrtoccovtor oaveEéheykta. H patwiumn ovoaotédder tnv
AVATTLEN QVTOV TOV KUTTAP®Y GE OPIGUEVO VTTOTVTO CVTMV TMV VOCWV.

TF'aotpevrepikd otpopatikd 6yko (GIST). To GIST eivar évag 6yKog TOV GTOUAXOV Kol TOV
eviépov. Exdnddvetor amd v aveEEAEYKTN KUTTOPIKN AVATTUEN TV VTOCTNPIKTIKOV 10TV
OVTOV TOV 0PYAVOV.



o Agppatoivocdpkopa protuberans (DFSP). To DFSP givan évag kapkivog Tov 16T00 TTOL
Bpioketor kGt amd TOo 6EPUA, OTOV OTOi0 OPIoUEVAE KOTTOPO EEKIVODV VO OVOTTOGGOVTOL
avegéreykta. H ipatvipmn avaostéAdel TNV avantuén outdv ToV KUTTAp®V.

211 GUVEXELD AVTOV TOL PLAAASIOV, Bo XPNCIULOTOIOVVTAL Ol GUVTOUOYPOPIES, OTAV YivETL
AGYOG Yo avTEG TIG acBéveles.

Edv &yete omolecdNToTE EPOTNGELS VIO TO MG O0VAEVEL TO Imatinib / Aenorasis 7| Yl0Ti TO QAPUAKO
avTd 0OG CLVTAYOYPAPHONKE, POTIHOTE TO YIOTPO GO,

2. Tvpémer va yvopilete mprv vo wapete To Imatinib / Aenorasis

To Imatinib / Aenorasis 6a cuvtayoypaenOel LOVO Yio GOc Amd £VOV YIOTPO LE EUTEPIN OE PAPULOKOL
7ov Bepamedouvy TG KaKoneleg 6To aipla 1 Tovg GLUTAYEiC OYKOC.

AxolovOnote e mpocoyn OAeg TIG 001 Yieg oV Gag dOONKOV amd TO YATPO COC, OKOUN KOl OV OVTEG
SLPEPOLY OTTO TIC YEVIKEG TATPOPOPIEG TOV TEPLEYOVTAL GE AVTO TO PLAAADIO.

Mnyv wapete To Imatinib / Aenorasis
e og mepinT®oN oAAEPYIOG OTNV WWATWVIUTN 1 € 001001 TOTE AALO GO TO GUGTOTIKA GLTOV TOV
QOPUAKOV (OVOQEPOVTOL GTNV TTAPAYPOPO 6).
Edv avtd €xel epappoyn o€ €06G, EVNHEPAGTE TO YLHTPO GaC, YOPic va. tapeTe To Imatinib /
Aenorasis.

Edv vopilete 0T pmopet va giote aAlepykdg/M, oAAd dev giote oiyovpog/n, cuuPovAievteite T0 YaTpd
o0G.

Ipocidonomosig Kot TpoPuvAdEelg

AmevBuvbeite otov Y10TPO, TOV QOPUOKOTOLO 1 TOV VOGOKOUO GOg, TPV mapete to Imatinib /

Aenorasis:

o &dv &yete N eiyate mOTE KATO0 TPOPANUE e TO NP, TO VEPPE 1 TNV KAPILAL.

e &dv maipvete to eappaxo Aefobuvpol&ivn Adyw apaipeong tov Bupeoeldong cag,.

e &dv elyate mOTé N pmopel va €xete TOpa Aolpwén amd nmatitda B. Avtd ocvpPaiverl emedn| 1o
Imatinib / Aenorasis 0o pmopolvoe va 0dNYNGEL 6 gravevepyomoinon ¢ nratitidag B, 1 onoia
umopei va amofel Bavatneopog oe opiopéveg tepurtmoelc. Ot aobeveig Ba e&eTalovtol TPooeKTIKA
Ao ToV Y1Tpd TOLG Yo vOeiEelg avtng T Aoipméng Tptv amod v Evapén g Bepaneiog.

® &GV TOPOVCLACETE UMAMTES, aoppayic, TUPETO, KOTWOOT Kot cOyyvon eved maipvetre Imatinib /
Aenorasis, EMKOVOVIOTE LLE TOV YIOTPO odG. Avtod umopet va givar onuddl PAAPNG Tov atpopopmv
ayyeiov, Yvooto og Opoufmntikni pikpoayyelonddeio (TMA).

Edv xdmoo amd avtd £xel epupUOYn O GOG, EVIIUEPACTE TO Y1ATPO cag, Tpiv dpete To Imatinib /

Aenorasis.

Mmropei va yivete mo gvaichntol otov A0 evéd maipvete Imatinib / Aenorasis. Eivotl onpoviikd va
KOAOTTETE TIG eKTEDEEVEG GTOV MAL0 TEPLOYES TOL SEPUATOG KOl VO YPNCULOTOLEITE AVTINALOKO LE
VYo deiktn mpootaciog amd tov Mo (SPF). Avtéc o1 mpopuAdéelc 1oyvovy Kat yio T, Todid.

Katd ™v ayoyn pe Imatinib / Aenorasis, gevnuepoote apécmg 10 ywoTpd 005, €GV GOG
mopovclactel mOAD ypryopn avénon Pdpovs. H atwipnn pmopel vo TPoKoAESEL KATOKPATN O

VYPDV GTOV OPYAVIGHO GO¢ (coPapn KOTAKPATNGN LYPDV).

Evo maipvete Imatinib / Aenorasis, 0 yiatpdg cag 8o coc mapakoAovdel TaKTIKA, Yo va eAEYYEL €6V TO
@appako dovievel. Oa kavete, emiong, AUATOAOYIKOVG EAEYYOLE Kat Oo {uyileote TaKTIKA.

Mowowd kar Eenpor



H wotvipan eivan exiong po oyoyn yuo toudid pe XMA. Agv vrapyet euneipio oto mondid pe XMA
niiog kdto tov 2 etov. H euneipio o madid pe OAA Beticn Yo 1o ypopdcope Dradérpelog
glvar meplopiopévn kot moAd meplopicpévn og moudid pe MDS/MPD, DFSP, GIST ka1 HES/CEL.

Mepd moudid kot £pnpot mov AapPavouy atvipmn unopet va £Xouv mo opyn ond Th PLGLOAOYIKN
avamtuén. O yTpog Bo Tapakorovdel TNV avATTLEN GE TUKTIKEG EMIOKEVELS.

Alro @appoxa kor Imatinib / Aenorasis

Evnuepmote tov yiatpd 1 1oV poppokonold cag, €0V TaipveTe, £xETE TPOCEATH TAPEL 1| LITOPEL VL
whpete GAAO, QapUOKO, OKOMO KOl aLTA 7ov Ogv oag &xovv yopnynbei pe ovvrayn (6mog
TOPOUKETAUOAT), CVUTEPIAAUPAVOUEVOV TOV QLTIKOV Qapudkov (0nmg St. John’s Wort). Mepikd
oappaka propet va mapepfaivovv ot dpdon g watvipmng, étav Aapfavovror poali. Avtd pmopei
vo. vENGOVY N VO LELDCOLY TN dPAcT TNG WOTWIUANG £ITE TPOKOAMVTUG OVENUEVEC avemBOUNTEG
gvépyeleg eite kabioTdvTag TNV Wotvipmn Aydtepo anotelecpatikn. H watwvipnn propei va kévet to
1010 o€ oplopéva GALL QAPLLOKOL.

Evnuepmote to yrotpd oag, v maipveTe AapLOKa, T0 0Toio TPOAAUPAVOUY TO oYNUOTIGHO OpouPmv.

Kinon, 0nhoopdg kot yovipotnra

e Edv siote éykvog 1 OnAdlete, vopilete 0tL umopet va glote £yKvog 1 oxedldleTe va. OMOKTNOETE
70161, {nTNoTE TN GLUBOVLAN TOVL YITPOV GOC, TPV TAPETE AVTO TO PAPUAKO.

e H 1oatwipnn o cvviotdtol kotd TN OHPKEW TNG EYKLHOCHVNG, €KTOG €AV elval amoOAvTO
anopaitnro, kabhg uropei va Aayel To EuPpvo. O yatpdc Bo cuintoel pali cog Toug Thavovg
KIvOUVOLG amd TN AW IOTWVIRANG KOTA TN SIEPKELD TG EYKVUOGVVNG.

e Y& yuvaikeg TOv MUmMOpEL Vo PEIVOUV €YKVEG GULVIGTATOL VO YPTCLLOTOLOVV OITOTEAEGUATIKY
OVTIGVAANTITIKY] oy®Yyr] KOTA Tn OdpKeld TG OepamenTikng oymyng Kot yo. 15 nuépeg HETA
SLOKOTT TNG AY®YNG.

e Mn Onialete katd T SdpKeLlo TNG OY®YNG e HATVIUTN Kot Yo 15 nuépeg Hetd ) Slakomn g
ayoyns, kabdc propet va PAGyEL To popd oag.

e Ot acbeveic, o1 omoiol avnoVYOLV YO TN YOVILOTNTA TOVG, v givol oe Begpameia pe aTvipmn,
TPEMEL VoL GVUPOVAELTOVV TO YIOTPO TOVC.

Oonynon Ko yEPGROS PNYOVOV

Mmnopet va viooete (oAn 1 vavniio M va wapovoidoete BoAn Opacn katd T AYN avTod TOL
eapuakov. Eav coppel avtd, unv odnyeite 1 ypnolonoleite epyaieio 1 unyovég, HEYPL Vo VIDGETE
Eava KaAd.

3. Iog va wapete To Imatinib / Aenorasis

O ywrpdg cog €xel cvvtayoypaenoel To Imatinib / Aenorasis, ywoti vmo@épete amd o coPfopn
katdotaot. To Imatinib / Aenorasis punopel va cog fondnoetl vo ovTET®ORTICETE QLT TNV KATACTOON.

Q61660, TAVIOTE VO TOIPVETE TO PAPUOKO AVTO AVGTNPE COUE®VO WE TIC 00NYIEG TOL YLOTPoD 1 TOL
eapuokonolov oag. Eivar onupoavtikd vo 10 kdvete avtd yi 660 Koupd G0G MEL O YOTpOG N O
Qoppakomoldg cog. Eav éxete appifolieg, pothoTe TOV Y10TPO 1 TOV QUPLOKOTOLO GOC.

Mn otopatioete vo moipvete to Imatinib / Aenorasis, €ktOg av cag meL 0 yTpds cag. Edv dev
UTOPELTE VO TAPETE TO PAPLOKO OTMOC GO TO £YEL CLUVTAYOYPAPNGEL O YLOTPOG GOC N OV (loBAVESTE
OTL 0eV TO YPEIGLEDTE MO, EMKOIVOVIOTE OUESMG LE TO YIUTPO GUGC.

1660 Imatinib / Aenorasis vo wapete

Xpnon o€ EVAMKEG
O yatpog oag Ba cog mel axkpimg toca diokia Imatinib / Aenorasis va wépete.

o Edév kavere ayoyn yio XMA:
Avaroya pe TV KATACTOON Gog 1 ouviOng door Evapéng eivar eite 400 mg 1 600 mg:

4



- 400 mg ov Aapupdvovior og 4 diokio pia @opd Ty nuépa
- 600 mg mov Aappdvovtor g 6 diokio pa @opd Ty nuépa

e Edv kavere ayoyn ywo GIST:
H d60n évapéng eivar 400 mg mov Aappdavovtol og 4 diokio pe @opa v nUépa.

T'a XMA «ot GIST, o yotpdc cog [mopel vo GUVTOYOYPaPOEL Lot VYNAOTEPN 1N YOUNAGTEPT SO0
avdioyo pe To mhg avtamokpiveste ot Oepaneia. Edv n nuepnoio d6om cog givar 800 mg (8 diokia),
Ba mpémel va mapete 4 diokia To Tpwi Ko 4 diokia To Ppadv.

e Eév AapPavere ayoynq yio Ph+OAA:
H d60m évapéng eivar 600 mg mov Aaupavovtol wg 6 diokia pio @opa v nuépa.

e Eav AapPavere ayoyn yio MDS/MPD:
H d60m évapéng eivar 400 mg mov Aappdavovtor og 4 diokia pe opa v nUéPaL.

o Eav Aappavere ayoynq yio HES/CEL:

H 86om évapéng eivar 100 mg wov Aappdvoviar og éva diokio Tov 100 mg ma opd v nuépa. O
Ywtpog cag pmopel va amopacicel va avénoet tn 66om ota 400 mg, mov Aopfdavovrol wg 4 diokio pia
Popa v NUéPa, avaAoya [LE TO TAOG avTamoKpiveote ot Bepamneio.

e Eév Aappavere ayoyn yio DFSP:
H 660m eivar 800 mg v nuépa (8 diokia) mov Aapupdvovior og 4 diokio t0 Tpmi kot 4 diokio To
Bpadv.

Xpnon € mo1d1d ko EQNPoug

O yatpdg Bo cag mel moca diokion Imatinib / Aenorasis mpémel va yopnynBovv oto maudi cag. H
mocdtnTo Tov Imatinib / Aenorasis mov yopnyeitol £aptdTat amd TNV KOTAGTAOT TOV Todlo0 GOg, TO
ocopaTKO Pdpog Kot To VYog Tov. H cuvoiikn nuepriolo 0o ota maidid oev mpémel vo, vrepPaivel To
800 mg pe XMA kot ta 600 mg pe Ph+OAA. H ayoyn pumopei va 600l oto moudi cog eite og pia
nuepiola €eamas d60M 1 EVOAAAKTIKA 1 MuePNolo d00n UTOopel va potpactel oe 600 YopnyNoelg
(on o mpwi ko wion to Ppdov).

II6te kon wdg Oa maipvere To Imatinib / Aenorasis

o Acappavere to Imatinib / Aenorasis pe éva yedpa. Avtd 6o cog mpostatéyel and TpofAnpaTa
GTO GTOMAYL, OTAY TOIPVETE WATIVINTT.

o Kortameite 10 diokio 0AOKANPO NE Eva peydro woTipL vepo.

Av &yete SVGKOAMO GTNV KOTOTOGT TOV O10KI®MV, UTOPEITE VA T0 SIOADGETE GE €Vl TOTAPL UETAAAKO

vepd 1N youd uniov:

e Xpnowomomote mepimov 50 ml yia kdOe diokio Tov 100 mg.

o Avaxotéyte pe £va KOUTOAL, péypig 0Tov Ta diokia vo dtaAvfovy TAnpmg.

e Egpocov 1o diokio €xel dtoivbel, mieite OAOKANPO TO TEPIEXOUEVO TOV TOTNPOV apécmd. Tyvn tov
StoAvopevav dlokimv pumopel va, Exovv Leivel 6TO TOTNPL.

I'e T660 ordotnpo 0o Taipvete To Imatinib / Aenorasis
Yvveyiote va maipvete To Imatinib / Aenorasis kd0e pépa yio 660 d1GTNO GOG TTEL O YIATPOS GOG.

Edv napete peyorvtepn 66on Imatinib / Aenorasis amé tTnv kavoviki
Edv tuyaio mpate oAl diokia, evnuepdote apéc®g to Yatpd cac. [TiBavov va amortnOel wrpikn
Bonbewa. Iapte pall cog T GLOKELAGIO TOV POPUAKEVTIKOV TPOIGVTOG.

Eav Egyaoete va mapete To Imatinib / Aenorasis

o Edv &eydoate o doon, mapte TNV opéomg HOAS To Buunbeite. Qotdc0, dv TANGIALEL 1| ®PO. Y1
TNV endpeVN dOON, TAPaAEIYETE TN OG0T TOV EEYACOTE.

e Koatdmv cuveyiote T0 KOVOVIKO GG TPOYPALLAL.



Mnyv whpete SITAN SO0, Yo VO AVATANPOGETE TN d00T oL Egydoarte.

Edv éxete meplocdtepeg pMTNGEIS GYETIKA LLE TN (PTOT] AVTOV TOV PUPUAKOV, POTNCTE TOV Y TPO,
TOV QUPHOKOTOLO 1} TOV VOGOKOLO GOLG.

4.

MBavéc avemBOuNTES EVEPYELEG

Onwg 0Ao To. pAPLOKD, ETCL KOL 0VTO TO QAPUAKO UTOPEL v TPOoKaAESEL AVETIOOUNTEC EVEPYELES, OV
Kot 6gv Tapovctalovtal 6€ OA0VG Toug avBpmmove. Avtég eival cuviBwc e £0G PETPLES.

Mepikég avemOOuNTES evépyereg pmopei vo gival cofapéc. Evnuepoote apécmg to yotpod cac,
€0V TOPOVOLAGETE OTOLOONTOTE OO TA TAPOKATM:

IMoA0 ovyvég (umopel va emmpedoovv mepiocodtepa omd 1 oto 10 dropa) | ovyvés (umopel va
emmpedoovy ém¢ 1 ota 10 dropa):

Paydaia Tpocinyn Bapovc. H watvipan propel vo TpokaAEGEL GTOV OPYOVICUO GG KOTAKPATN GO
VYp®V (coPapn KATOKPATNON VYPDV).

Sopntopato Aoipméng 6mmg Tupetds, duvatd piyn, Tovolapog 1 €Akn oto otépo. H watwvipmn
UTOPEL VO HEWDGEL TOV aplOUd TOV ASVK®V GLLOCQOIPIOV, MGTE EVOEYETAL VO TOPOVGIALETE MO
€0UKOAO AOTUMDEELS.

AmpocdoKnTN apoppayio 1 LOAOTES (0TAV OgV EXETE AVTOTPAVUATICTEL).

Oy ovyvég (umopet va emmpedoovy €og 1 ota 100 dropa) 1 ordvies (umopel va ennpedoovy £wg 1
ota 1.000 dropa):

[T6vog 010 0T B0C, aKaVOVIGTOG Kapdlakog puBudc (onpeia kapdlak®my TpofANUaT®Y).

Bnyog, dvokoAdio otnv avamvon 1 wOvo¢ katd TV oavomvon (onueio mpoPAnudtev 6tovg
TVEVLOVEG).

Atobnpo ehappric {aAng, {dAn 1 Tdon AMmobupiag (onpeio YounAng opTnploKng Tieong).

AtoOnpa adiabeciag (vovtia), pe andAsio 0pegng, KOLPOYP®LL 0VPA, KITPIVIGUO TOV dEPLATOG 1)
TOV HOTIOV (CNUElR NTOTIKOV TPORANUAT®V).

E&GvOnua, kokkiviopo Tov dEpUATOG HE PLUGOAMOES GTa YEIAN, TO HATIO, TO OEPUA 1) TO GTOWO,
EePAOVOIGHO TOV SEPUATOC, TUPETOC, AVOYOUEVE KOKKIVO 1| Lof onueio Tov dEpUATOS, KVNGUOG,
aioOnuo Kavoov, pAVKTOVMOEG eEAvON L (onpeia TPoPANUATOVY TOV SEPHATOG).

2ofapog mOVOg 6TV KO, Oipo GTOV EUETO, GTO KOTPAVA 1) GTO 00Pa, LoV KOTPave, (onueia
YOOTPEVIEPIKDOV SOTAPAYDV).

‘Evtova peiwpévn mapaywyn ovpov, aictnua diyag (onpeia veppikdv TpofAnudTmy).

AicOnuo adabeciog (vavtia) pe didppota Kot EUETO, TOVOG OTNV KOWA 1 mwupetdg (onueia
EVIEPIKAOV TTpoPANUdT@V).

"Evtovog movoképaiog, aduvapio 1 mopdivon TV GKPOV 1 TOL TPOSOTOL, advvopio opiiiog,

Eapvikn andAelo cuveidnong (onueio TPoPANUAT®Y TOL VEVPIKOD GLGTILATOG OTTME ALOPPOYio 1)
oildn o 670 KPAVio/eYKEPAAO).

Qypdtra, aicOnuo KOT®oNg Kot SVOKOAING GTNV OVOTVON KOl GKOVPOXp®He ovpa (onpeio
YOUNADV EMITESWV EPVOPOKVLTTAP®V).

OOaApiog TOVOG N emdeivaom TG OpacoNC, Aoppayic 6To UATLd.

[T6vog ota 1oy io 6oc 1 SUGKOAO GTO TEPTATN L.

Movdacpa 1 kpha SAKTVAN XEPLOV Kol TOdIDV (onueia Tov cuvdpopov Raynaud).

Avomdvteyo oidnuo kot Kokkiviouo g emdeppidoog (onueio pog depuaTikng AoipLmENG mov
ovoudletor KutTapitidn).

AvckoAia kaTd TNV akon.

Mvikn advvapio Kot omacpol pe éva pn @uotoAoykd kapdiakd pvlud (onueic aAlaydv otnv
TOGOTNTO KAAIOL GTO Ol Gag).

Melavioopo.



Yropayomovog e aictnuo adabesiog (vavtia).

Mvikoi crocpol pe mopetod, epubpd-kKapé obpa, TOVOS 1 aduvapio, 6ToVG Hog Gog (onueia Puikov
TPOPANUATOV).

[Muehkd GAyog pepkéc @opég He vouTio Kol EUETO, HE OmPOGLEV OLLOPPAYict TOL KOATOV,
aicOnua {aAng 7 AumoBopiog Adyw peltopévng aptnplokng micong (onueio mpoPfAnudtov tov
®oOINK®OV N TS UATPASG).

Navtia, ovomvola, Koapdiokn appvbuio, B0Amon Tov o0bpwv, KOTMON KaUh SvcPopia GTIC
apOpDGEIG TOL GUVOEETOL [UE LT PLCLOAOYIKA OTOTEAECUOTO TOV EPYAOTNPOK®DY EeTdoemV (TT.Y.
VYNAQ emimeda kadiov, ovptkod 0&€og Kot acPfeation Kol YUUNAA EXITESO POGPOPOL GTO aipa).
®popfor aipatog o pKpd apoeopa ayyeio (Opoppotikn wikpoayysionddeia).

Mn yvooetég (n cuyvotnta dev pumopel va ektiun el pe faomn ta dabécipa dedopéva):

Zuvovacpog dadedopévov coPapov  egovOnuatog, adlabeciog, mTLPETOD, LYNADOV ETTES®V
GUYKEKPIUEVOV AEVKADV GLLOGOALPI®OV 1 KITPVNG YPDOONS TOV dEPUOTOC 1 TV 0pBuAnmy (onueio
iktepov) pe dvomvola, dAyog oto othboc/ dvspopia, cofapd petdpEvn amoforr ovpwV Kot diya
K.0. (onueio aAAepyikng avtidpaong oYETIKNG Le ) Oepameia).

Xpovia VEQPIKT AVETAPKELD.

Emaveppdvion (emavevepyomoinomn) g Aoipméng and nratitida B otav eiyate nmatitida B oto
mapeABov (o nratiky Aoipwén).

Edv napovcidcete kdmolo and ta mopanive, EVILEPDOGTE ARECHOS TO YIUTPO 6UG.

Adreg avemOOUNTES EVEPYELES PTOPEL VO TEPLAapPavouv:

MoAv ovyvég (Lmopel va ennpedoovy mepiocdtepa omd 1 ota 10 dropa):

IMovoképaiog 1 aicOnua KOT®ONG.

AioOnpo adabesiog (vavtia), adtabecia (€peTog), d1dppola 1| dvomeyia.

E&avOnpua.

Mvikég kpapumeg 1| TOVog 6TIS ApOBpDCELS, TOLG VG N TA 0GTA, KATA TNV didpkelo g Oepameiog e
Imatinib/Aenorasis 1| petd t dtokomn TS Ayng Tov Imatinib/Aenorasis.

Odnpa OTMS YOP® GTOLS UGTPAYAAOVG GOG 1| TPNOUEVA, LLATIAL.

AvEnon Bapovg.

Edv mapovoidoete kdmowo and avtd o€ coPapd Pabud, evipepdote To Y1oTpd 60G.

Yoyvég (umopel va emmpedoovy émg 1 ota 10 dtopa):

Avopeéia, peimon Bépovg 1 datapaypévn aicnon g yebong.
Atobnpo ding 1 advvapiog.
Avokorio otov Ovo (abmvia).

‘Exxpipuo amd 100G 0@BaALOVG LE KVNGUO, KOKKIVIGHO Kot oidnpa (emmepukitida), vypd patio 1

BoAn opaon.

Awoppayio amd T pot.

[T6vog M oidnua 6TV Kol GG, HETEMPIoUOS, aicOnua KadGov 1 SUGKOIAOTNTA.
Kvnopog.

Acvving andieia  AETTUVON LOAADV.
Movdacpa ot ¥Epia. 1 To TOdLa.

ZTOHOTIKG EAKT).

[T6évocg otig apBpdaoelg e oidnua.
Enpootopia, Enpodepuia | Enpoedoipio.
Mewopévn 1 avénuévn evotctncio 6€ppatoc.
E&daweic, piyn M voytepvég epldpmoelc.

Edv mapovcidoete kdmolo amd avtd o€ cofapod Pabuod, evuepdoTte To Y10Tpd 60GS.

Oy ovyvég (umopei va emnpedoovv péypt 1 ota 100 dropa):



e Emmovvol gpvBpoi 6lot 010 dépua, depuatikdc TOVOG, KOKKIVIGHO oT0 0épua (PAEYUOVH TOL
AMT®O0VG 16TOV KAT® 0 TNV EMOEPUISN).
Edv mapovcidoete kdmolo and ovtd o€ coPapd Pabud, eviuep@dote TOV Y10TPO 6OG.

Mn yvooetég (n cuyvotnta dev pumopel va ektiun el pe faon ta dabéciua dedopéva):

o Kokkiviopo kaum oldnuo 6Tig TOAGUEG TOV XEPLOV 1 TIG TATOVGES TOV TOSUDV, TO 0010 UTOPEL Val
ouvodebETOL amd aicOnpa yopyoliopotog 1| movo pe aichnorn kadcov.

o En®ddvvec Ko/ QAVKTOIVOOELG depLaTIKES PAGPEC.

e Emppadvvon g aviamtuéne o moiotd kot £enpoug.

Edv mapovoidoete kdmowo and ovtd o€ coPapd Pabud, evipepdote To YoTpd 60s.

AvaQopd avemOOunTOV EVEPYELDV

Edv mopatnpioete kamowo avemBountn evépysla, EVNUEPOOTE TOV YLOTPO, TOV QUPUOKOTOLO 1) TOV
VOGOKOUO 0aG. AVTO 1oy0EL Kat Yo kKB Thovi avemBOuNTn evEpPYELO TOV EV AVOPEPETAL OTO TAPOV
@OALO 0dNYIDV Ypronc. Mrmopeite emiong va avoeépete avembOunteg evépyeleg amgvbeiog, HEc® Tov
gbvikod ovotiuatog avagopds: EBvikog Opyovioudg Popupdkwv, Mecoyeiov 284, GR-15562
Xolapyog, ABnva. TnA: +30 213 2040380/337, ®a&: +30 210 6549585, Iototomog: http://www.eof.gr
Méow ™G avoaeopdc averlBuunTOV evepYElOV propeite vo, fondncete 6T GLAAOYN TEPIGGOTEP®V
TANPOPOPLDY GYETIKA UE TNV OCPAAELN TOV TOPOVTOG QPOPLAKOV.

5. Iog va gvraccetal To Imatinib / Aenorasis

e To @dpuoko avtd TPETEL VO PUAGGGETOL GE PEPT TTOL deV TO PAEMOLV KOl dev TO GOAVOLV T
TOLO14L.

No un ypMoonTolEite AVTO TO PAPUAKO HETA TNV MUEPOUNVIC ANENG TOV AVOPEPETAL GTO YAPTIVO
kouti. H nuepounvia AqéEng elvai n tedevtaio nuEPO TOV PVO TOL AVAPEPETAL EKEL.

To @appakevTiKd aVTd TPOIOV OV amattel Witepeg GLVONKES Yo TV GUAAEN TOV.

Mnyv metdte @appoko 6To vepd NG amoyETELONG N OTO OKOVTIdI. POTNGTE TO QUPUAKOTOLd GOg
Yl TO0 TAOG Vo TETAEETE TOL PAPUAKO TOV dEV Ypnoilponoleite mo. Avtd to uétpo Oa fondncovv
6TV TPOCTaGic TOL TEPPUAAOVTOC.

6. IIepreyopevo TS GVOKEVLAGINS KO LOUTEG TANPOPOPIES

T epréyer o Imatinib / Aenorasis

e H dpaotikn ovoia givar  pectaikn atwvipmn. Kébe dioxio Imatinib / Aenorasis mepiéyetl HEGIAKN
otvipmn mov avtietoyyei og 100 mg wotvipm.

e Toa &dMa ovotatikd eivor microcrystalline cellulose (E460), low substituted hydroxypropyl
cellulose (E463), povidone (E1201), crospovidone (Type A) (E1201), silica colloidal anhydrous
(E551), magnesium stearate (E572).

e H emwdioyn tov diokiov amoteAeitan amd: hypromellose (E464), Macrogol 400, talc (E553b), red
iron oxide (E172), yellow iron oxide (E172).

Ep@avion tov Imatinib / Aenorasis kol 7EpLeOIEVO TG CVGKEVUGING

Ta Imatinib / Aenorasis 100 mg emkoivppéva pe Aentd vuévio diokio givol okovpa Kitpva £mg
KOGTOVOTA-TOPTOKAAL, GTPOYYVAL, EMKAAVUUEVA e AETTO VUEVIO dlokia dtapéTpov 10,1 mm (£5%)
pe eykomn ot o TAgvupd kot to 100° oty dAAn mhevpd. To diokio pmopel va daymplotel oe dVO
iogg dooelC.

Awrifetanr 6e cvokevacieg tov 10, 20, 30, 60, 90, 120 ko 180 emukoAVUUEVOV PE AETTO LUEVIO
dokiwv.
Mmopel va, unv KokAo@opoOV OAEG 01 GLCKEVUGIES.

Karoyog adgrog kuokrhopopiog kKot Tapaywyog

Karoyog aderog kokhopopiog
ENOPAXIX A.E.



Tpoanelovvrog 17 & A. TTomavdpéov
T.K. 151 27, Melhioowo, ABva
EALGda

Hapayoyoi

Remedica Ltd

Aharnon Street, Limassol Industrial Estate
3056, Limassol

Kompog

Pharmadox Heathcare Ltd

KW20A Kordin Industrial Park

Paola PLA 3000

Mdata

AvT0 10 QUPROKEVTIKO TTPoiov &xel eykprBei oto Kpdtn Méhn tov Evponaikod Owovoptkov
Xopov (EOX) pe 115 ak6rov0eg ovopaoisg:

[Na copumAnpmbel oe eBviko eninedo]

To wapdv ULA0 00N YOV yp1ioNs avaBewp1)Onke Yo TEAEVTOIO POopd TOV 10/2022



