ITAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



vTo @AapuraKo ovTd TEAEL LTO CLUTAN PO UATIKT TOPaKOAOVONGT. AVt Ba eMTPEYEL TO YP1YOPO
TPOGOLOPIOUO VEDV TANPOPOPLDY AGPAAELONC. ZNTElTOL 0d TOVE EMAYYEALATIES LYELOG VO AVaQEPOVY
omoleconmote mBavoroyoOueveg avemBOunTeg evépyetec. BA. mapdypapo 4.8 yio Tov TpOTo avapopis
AVETIBOUNTOV EVEPYEIDV.

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Cavoley 6 mg gvéoiplo 1AV, GE TPOYEUOUEVT GOPLYYQL

2. HOIOTIKH KAI TIOXOTIKH XYNO®EXH

Kd&0e mpoyepiopévn cbpryya mepiéyel 6 mg neykeiiykpaotipn * og 0,6 ml evésyov doidpatog. H
OLYKEVTP®OT], BAGEL LOVO TNG TPp®TEIVNG, Elvan 10 mg/ml**.

*[apdyeton og KOTTOpQ Escherichia coli pécw teyvoroylag avacuvivacspévov DNA, akorovBovpevrg
amd ovlevén pe morvoBuievoyivkorn (PEG).
** H ovykévipoon givar 20 mg/ml edv coumepiinedei to tuquo PEG.

H dpaotikdtnTa avtod tov mpoidvtog dev Bo Tpémetl va cuYKPIvVETOL LE TN dPACTIKOTNTO GAANG
TEYKLMOUEVNC 1 U1 TEYKVLAIOUEVNC TTPOTEIVIC TN 1010, OepamevTtikng Katnyopiog. [a mepiocdTepeg

TANPOQOpieS, PA. mapdypopo 5.1

"Exdoya ue yvootn dpdon:

Ka0e mpoyepicpévn oopryya mepiéxet 0,02 mg molvcopPatn 20 (E432) ko 30 mg copPrroing (E420).

T tov TApn Katdhoyo tov ekddy®v, BA. mapdypago 6.1.

3. DAPMAKOTEXNIKH MOP®H
Evéowo didivpa (Evéoipo)

Aloyéc, dypmpo evéoyo oAV

4. KAINIKEX ITAHPO®OPIEX

4.1 OgpamevTikéc evdcitelg

Meiwon g SdpKELOG TG OVIETEPOTEVING KL TNG GLYVOTNTAG ELPAVIGNC TNG EUTVPETNG
ovdeteponeviog og eviiAkovg acbeveic mov vofdAlovtol o€ KuTTOPOTOEIKN YNLE0Bepaneia Yia
Koo e (pe e&aipeon ) ypOVIO LLELOYEVT] AeVyaLpia KOt TO LDELOSVOTAAGTIKG GUVOPOLLLL).

4.2  Aocoloyio kol TpOTOS yopynong

H Bepameio pe Cavoley 0o mpénet vo, Eekva kot va eniPAETETAL 00 10TPODS LE EUTELPIO GTNV
oykoAoyio /Kot TNV oUeToAoYio.

Aocoloyio

Mia 660m tv 6 mg (pia Tpoyepiopuévn ocvptyya) Cavoley cuvietdron yio kdOe KOKAO
ynueobepameiog, YopTyOOLEVT TOVALYIGTOV 24 MPEG LETA OO TNV KLTTOPOTOEIKN Ynuetofeparneia.

Edwoi mAinfvopuoi




THoudiorpiog minBoouog

H acpdiela ko 1 arotelecpaticotnta tov Cavoley o moudid oev £xovv akopa tekunplodel. Tao
mopdvta daBéoia dedopéva TeptypaeovTol oTig Topaypaeovg 4.8, 5.1 kat 5.2, aAld dev pmopel va
yivel 60oTOoN Y100 T docOAOYia.

Negpixn dvolertovpyio.

Agv ouvictdrol oAlayn TG 060N og acheveic e veppikn duciettovpyia, copmepiapuBavouéveoy
OVTAOV LLE VEPPIKT VOGO TEAMKOV 6TAdI0V.

Tpomog yopnynong

To Cavoley mpoopiletar yio vrodopia yprion. H éveon mpénet va yopnyeitat oTov unpo, Ty KoLK
YOpa 1 10 dve pépog Tov Ppayiova. o 00MYieg GYETIKA LE TOV YEPIGLO TOL PUPUAKEVTIKOD
TPOTOVTOG TPV IO TN XOPNYNoN, PA. Tapdypapo 6.6.

4.3 Avtevoeitag

YrepevoioOnoio otn dpaoTiky 0vcio 1} 6€ KATO10 Ao To EKS0Y0 TOV OVAPEPOVTOL TNV TAPAYPOPO
6.1.

4.4 E01kég TPOELOOTOMGELS KU TPOPVAAEES KATE TN (p1ion

Iymloaodémo

[pokeévou va Bertiwbel 1 yvnAOGILOTNTO TOV TOPAYOVI®V SIEYEPOT|G OTOIKIDV KOKKIOKVLTTAP®OV
(G-CSF), 10 6vopa kot 0 aptBpdg moptidog Tov yopnyodIEVOL POPULOKEVTIKOD TPOTOVTOG TPETEL VO
KOTOYPAPETOL LE GAPTVELD GTOV PAKELD TOV 0.60evoDC.

AocBeveic ne puelostdn Asvyairtio 1 LLEAOSVGTAUGTIKO GOVOPOLLOL

[epropiopéva KAVIKE d€dOUEVE VTTOSNADYOLY GUYKPIGIUN ETOPOACT] TG TEYKPILYKPACTIUNG EVOVTL
NG PILYKPOGTIHNG OTOV XpOVO G TNV avakayn 6cov apopd t Paptd ovdetepomevia o acOeveic pe
de novo o&gia poehoyevi Aevyoupio (OMA) (PA. mapdypoeo 5.1). Qotdc0, o1 pakporpodBeciieg
EMOPAOELS TNG TEYKPIALYKpaoTiung oty OMA dev €yovv tekunpuwbei kot cuvenmg Bo Tpémet va
YPTOULOTOEITAL [IE TPOGOYN GE OVTOV TOV TANBVoUO 0cBevDV.

Ta G-CSFs pnopet va evioydcouy Ty avamtuén LUEAOEODY TOV KVTTAP®V in Vitro Kol TopOUOLES
emdpdoeig pmopei va mapatnpnBolv in vitro o€ oplGPEVA [T LVEAOEIITN KOTTOPA.

H acpdleio kot 1) amoTeEAEGLOTIKOTTO TG TEYKAQLYKPAOTIUNG dev €yovv depevvnOel oe acbeveic pe
LVEAOSVOTACTIKO GUVOPOLLO, YpOVIL, LueloyEVT Aevyatpio Kol og aobeveic e devteportadn OMA,
cuvenm¢ dev Ba TPEmeL va, ypMoIoToLEiTaL GE 0 TOVG TOVG acbeveic. Idwaitepn Tpocoyn Oa tpémet va
diveTon TPOKELEVOD v YIvVETOL O1AKPION TNE OLAYVOGNG TOL UETACYNLOTIGHOD TV PAACTOV TNG
XPOVIOG puehoyYEVOLG Agvyarpiag amd Tnv OMA.

H ac@dieia kot 1 amoTeAeGLOTIKOTNTO THG XOPNYNOTS TEYKPIAYKPAGTIUNG 6 acbevelg pe de novo
OMA nhxiog <55 etav pe (15;17) otnv KuTtapoyevveTikn avaivon dgv Exovv tekunplmbet.

H ac@dieio kot 1 amoTeEAEGLOTIKOTNTO TG TEYKPIAYKPASTIUNG o€ acbeveic mov vrofdAloviol o€
mueobepamneio vYNANG dooTg dev £xovv diepeuvndel. AvTd T0 PAPUAKELTIKO TPOTOV dev O Tpémet va
YPMNOLOTOEITAL Yo aENGM TNG SOOTG TNG KLTTAPOTOEIKNG YN UEl0epaneiog mépa amd To
Kafepopéva S0GOA0YIKA GYNLLOTA.

IIvevpovikéc ovembountec evépyelec




ITvevpovikéc avemBOUNTEG EVEPYEIEC, KO CLUYKEKPLUEVA SLAUEST) TTVELLLOVIA, EYOVV avapepBel LETA TN
yopnynon G-CSF. AcBeveic pe TpdopaTo 16TOPIKO TVELHOVIKMV dnBNcemv 1 TveLpoviag evOEyeTaL
va dtatp€yovy vynAdTEPO Kivouvo (BA. mapdypapo 4.8).

H epedvion nvevpovikadv onpeiov, dnwg fryoc, Topetds Kot 0UGTVOLN, GE GUGYETION LE OKTIVOAOYIKA
onueio TvevpoviK®V dmbNncemv Kot 1 EMOEIVOOT TNG TVEVUOVIKNG AELTOVPYIOG 68 GLVOLACUO UE
avENUEVO aplOUO 0VLOETEPOPIAMY EVOEYETAL VO OTTOTEAOVV PO, GMUEIR GLVOPOLOL OEEing
avamveLoTikng duoyépetag (ARDS). Xe avtéc Tig TepmtdoEelc, 1 TEYKQILYKpaoTiun o tpénet vo
OLOKOTTTETO KOTA TNV KPIoM TOL 10TPOv Kol Vo yopnyeitat KatdAAnAn aymyn (BA. Ttapdypago 4.8).

TREPAUATOVEQPITION

"Eyel avapepbel onelpapatoveppitidn o€ aobeveig mov AApPavoy ukykpooTipm Kot TEYKOIAYKPOGTIUN.
I'evikd, To GUUPAVTO GTEIPALATOVEPPITIONS VITOYMPN oAV UETH TN Helwon TG 0dong N TN OlaKoTN TNG
YOPNYNONG PALYKPAGTIUNG KOl TEYKPIAYKPAGTIUNG. ZVVIGTATOL 1] TOPAKOAOVON O e OVAAVGT 0VPmV.

20VOPOLO BVENUEVNC SLOTTEPATOTNTOC TV TPLYOELDDV QYYEIWV

"Exet avapepBel cuvopopo avEnpévig dlomepatoTnTag TOV TPLYOEWDOV oyYyeimv petd amod yopnynon G-
CSF, 10 omoio yapaxtnpiletol amd vroTaoT), VITOUABOV VAL, OTOTLO KOt OLLOTOAOY KN
oVYKEVTP®OT). Ot acBeveic mov epavilovy COUTTOUATO GVVIPOLOL CLENLEVIC OLOTEPATOTNTOS TMV
TPY0EWOV ayyeinv Ba mpénel va mapakoiovBodvial otevd Kot va Aapupavouy Ty kabiepopévn
ocuunTepaTiKn Oepaneia, 1 omoia propel va mEPIAAUPAVEL TNV aVAYKN Y10 EVIATIKN @povTida (BA.
apaypaeo 4.8).

Trinvoueyoiio Kot pnén tov omAnva,

T'evikd 0CVUTTOUOTIKA TEPIOTATIKE GTANVOUEYAALOG KOl TEPIOTATIKA PIENG TOL GTANVA,
GUUTEPTAAUPOVOUEV®Y OPICUEVAOV TEPIOTATIK®Y HE Bavatn@opo katdAnén, éxovv avapepbel petd
amo TN yopnynon neYKPIAykpootiung (BA. mapdypago 4.8). Emopévog, to péyebog tov omAnvoc o
TPEMEL VAL TapaKoAoLOeital TPoseKTIKE (.. KAWVIKY eEETaoT, VITEPTXOC). L€ acbeveig mov avapépovy
GAYOC 6TO GV 0PloTEPS TUNLA TNG KOIMOKNE YDPOS 1] 0TO GKPO TOL MLov, Ba mpénet va eEgtdletal
TO EVOEYOUEVO dAyvmong pi&ng Tov oTAnva.

Opoupomevia Kot avorpiol

H Oepaneia povo pe meykeidykpaotiun dev amokAeiel tn Opoufomevia kot tnv avoipio, Kadmg oto
GLVTUYOYPOPOVUEVO TPOYPOLLLO dlaTnpeital N LUEAOKATAGTAUATIKT ynuelofepameio TAipovg dOoNC.
ZUVIGTATOL TOKTIKT TopoKoAohONnon Tov aptBpod aporeTtaiioy kot Tov apatokpitn. [dwitepn
nwpocoyn Oa mpémel va divetal Katd T YopnyNnon £vOg YNUEIOOEPUTEVTIKOV TAPAYOVTA 1] GLVOLAGC OV
YMUEOBEPUTEVTIKMY TOPAYOVTOV TTOV £ival yvmoTo 6Tl mpokaiovv Papid Opoppomevia.

MuerodvoTAaoTIKO GOVEPOLO Kot 0EEID LVEAOYEVIC ASVYoupio o€ acOeveic Le KOpKivVo TOV LOGTOD
KOl KOPKIVO TOL TVEDULOVO,

270 TAQIG10 PHEAETNC TOPATAPTONG UETE TV KUKAOPOPIW, 1) TEYKPIAYKPACTIUN GE GUVIVAGUO LE
ymueobepameio M/kon axtivobepaneio £xel GLOYETIOTEL e AVATTLEN LVEAOSVOTANGTIKOD GLVOPOLLOV
(MDS) kot o&glag pveroyevoig hevyapiog (OMA) oe aoBeveic pe Kapkivo Tov paotod Kot kapkivo
Tov mvedpova (BA. mapdypapo 4.8). O acBeveic mov Aappdvovy Bepaneio o€ avtd to TepPdirovia
Oa mpémetl va TapakoiovBodvtat Yo onpeio Kot copntopato MDS/OMA.

APETOVOKLTTOPIKN CLVOLLLLO,

ApEMAVOKLTTOPIKEG KPIGEIS £XOVV GUGYETIOTEL LIE T YPNON TNG TEYKPIAYKPOUCTIUNG 0 aobeveig pe
OTiyHO OPETAVOKLTTOPIKNG AVALIING 1) OPEMAVOKVLTTAPIKT] VOGO (BA. Tapdypapo 4.8). Zuvenmg, ot
1oTpoi Ba TpémeL va ival TPOGEKTIKOL KATA TN GLUVTAYOYPAPNOT) TG TEYKPIAYKPASTIUNG o8 aobeveig



UE OTiyLO SPETOVOKVTTAPIKNG AVALUING 1] SPETAVOKLTTUPIKT VOGO, Ba Tpémet vo Topakolovboly Tig
KOTAAANAEG KMVIKES TOPAUETPOVS KOL TIG EPYOCTNPLUKES OVAADGELS KOl B0 TPETEL VO TPOGEYOLY TV
OOV GLGYETION AVTOD TOV PUPHUOKEVLTIKOD TPOIOVTOG LLE O10YKMGT] TOL GTANVOG Kol
OYYELOQTOPPOKTIKT KpioT).

AgvkokvtTdpmon

"Exovv mapotnpn0ei apidpoi Aevkoxvttépav (WBC) 100 x 10%/1 § peyoddtepot o€ AMydtepovg omd o
1% t@v acBevdv mov hafav aymyn He TEYKQIAYKPOSTIUN. AVTI 1 adéNnon TV AEVKOKLTTAP®V gival
Tapodkn, epeavifetar cuviwg 24 pe 48 dpeg HETA amd TN YOPNYNON KOl AVTIGTOXEL OTIG
QOPUAKOOVVOUIKEG EMOPACELS ALTOV TOV POPLUOKEVTIKOD TPOIOVTOG. ZOUQMVO UE TIG KAMVIKEG
EMOPAGELS KOl TO EVOEXOLEVO AEVKOKLTTAPW®GNG, Oa Tpénet va mpaypatomoteitol EAeyyoc tov WBC og
TOKTA YPOVIKA dlooTH T Katd T didpketo tng Bepaneiog. Edv o apBudg tov Aevkokuttdpmy
Eemepaoet Ta 50 x 10%/1 petd and 10 avapevopevo vadip, antd To GapprakenTIKO Tpoidy 0o Tpémel va
dtakomel apEcmc.

YnepsvaroOnoia,

e aoBeveic vo Bepoameia e TEYKEIAYKPASTIUN £xEL avopepBel vepevatsnaoia,
GUUTEPTAAUPOVOUEV®Y OVAPUAGKTIKMOV OVTIOPACE®Y, TOL TAPOVCIAGTNKE KOTA TNV apyIKN 1 OF
enokoAovdn Bepameia. AlOKOYTE OPIGTIKG TN YOPTYNON TEYKPILYKPOOTIUNG 6 0oOEVELG e KAVIKA
oNUOVTIKN vrepevatctncio. Mn yopnyeite TeyKQLYKpaoTiUN o€ acOeveig e 16TOPLKO
vrepevaLcONGiog oTNV TEYKEILYKpAoTiUN 1 TNV @AyKpactiun. Edv tapovoiactel cofapn aAlepykn
avtidpaon, o wpénet va yopnynOel n kaTtdAAnAn aywyn, pe oteV Topakoiovdnon Tov achevoug yia
OPKETEG NUEPEG.

2ovdpouo Stevens-Johnson

2ovopopo Stevens-Johnson (SJS), o onoio pmopet va givar ameintikd yio ™ (o 1 Bavoedpo, €xet
onavimng avoeepbel oe oxéon pe ) Bepaneio pe meykpilykpaotipn. Av o acBevig éxet avartoéel SJS
LE TN (PNOT TNG TEYKPIAYKPAGTIUNG, 1 Oepaneio pe TeEYKPILYKpOoTi|n 0V TPEMEL GE Kapio
TEPIMTOOT VoL EEKIVIIOEL €K VEOL GTOV GUYKEKPLLEVO acBEVT.

Avocoyovikotnto

Onwc ovpPaivel pe 6Aeg T1g OepamenTiKéc TPMTEIVES, LIAPYEL EVOEYOIEVO avocoyovikotTnTag. Ot
pLOUOl TAPOYOYNG OVTICOUATOV EVOVTL TNG TEYKPIAYKPAGTIUNG eivan yevikd youniol. Epgavifovrat
TPAYUATL OEGHUEVTIKA OVTICMOUOTO, OTMS UVAUEVETOL ILE OAM T PLOQOPUAKEVTIKE TpoidVTa. 26TOGO,
dev €YoV cLGYETIOTEL €M TOV TOPOHVTOG LE EEOVOETEPWOTIKY| OPOUCTIPLOTNTAL.

Aoptitida

"Exet avagepBet aoprtitida petd ) yoprynon G-CSF cg vy dropa kot og kapkivoradeic acbeveic. Ta
CUUTTOUOT TEPILOUPAVOVY TUPETO, KOIAKO AAYOG, KOKOLYIN, TTOVO GE pyn Kot ovénuévoug deikTeg
oAeypovig (.. C-ovTIdpdoa TPOTEIVN Kol EMITEIN AEVKDV OHOCPUIPIOV GTO aiplar). XTI
MEPLGGOTEPEG MEPIMTOGELS 1 0opTiTda dtayvadotnke pe CT topoypaio Kot OvVIILETOTICTNKE e
amoudkpovvon tov G-CSF. BA. eniong mapdypapo 4.8.

Kuwnroroinon PBPC (mpoyovikd KOTTOQO TEPLPEPIKOD GiLATOC)

H acpdiela ko 1 arotelecpaticotnta tov Cavoley yio Tnv Kvntomoinon Tpoyovik®v KVTTapmy
TEPLPEPIKOD alpaTog o€ acbeveig 1 o€ vyieig 06Teg dev Exovv a&loloynBel emopK®S.

Al\ec e1d0IKEC TPOPULAGEELC

H ovénpévn aipomointikn 6pastnploTnTa ToV LVEAOD TOV 0GTOV MG AVTATOKPLoN 0T Bepamneia [ie
aVENTIKO TOPAYOVTO £XEL CUGYETIOTEL e TOPOSIKE BETIKA EVPNUATO GTV ATEIKOVIOT] TOV 0GTMV.



Av16 Ba Tpémel va AapBAVETOL LTTOWYT KATA TNV EPUNVEIN TOV OMOTEAEGUATOV TNG ATEIKOVIONC TOV
00TAV.

"Exdoyoa

2opPitoin
AvT106 T0 POapHaKEVTIKO TTPOTIdV TTepLEyel 30 mg copPirtoing o€ KAOE TPOYELIGUEVT] GUPLYYO. TO OO0
toodvvopet pe 50 mg/ml. H aBpototikn enidopaon g tavtdypovne xopnynons Tpoiovimy mov

neptEyovv copPrroin (| epovktdln) Ko m pe v datpoen Ayn copPrrtoing (1 epovktdlng) mpémet
va Aappdvovtor voy.

Nazpio
AVTO TO QOPUOKEVTIKO TPOTOV TEPIEYEL AydTEPO ad 1 mmol vatpiov (23 mg) avd 66om 6 mg, eivar
avtd TOL ovopdLovE «EAEVOEPO VaTpiovy.

THoivoopfixo 20 (E432)
AvT106 10 PuppakevTIKd TPoidv mepiéyet 0,02 mg noivoopPartn 20 og kaOe mpoysiopuévn cvptyya. Ta
TOAVGOPPIKA UTOPEl VoL TPOKOAEGOVY AAAEPYIKEC UVTIOPAGELC.

4.5 Alniemdpaceig pe GALC QUPRUKEVTIKG TPOTOVTA KOL GAAEG POPPES AAANAETIOpaOT S

AOY® ™G dSuvNTIKNE eLOCONGING TV TaYEWMS SLUPOVUEVOV LDEAOEIOMYV KUTTUP®Y GTNV
KLTTOPOTOEIKN YMuelofepameia, 1 TEYKEIAYKpaoTiun o Tpémet va xopmnyeital TOLAGYIGTOV 24 dPEG
UETA TN yopynon S Kuttapoto&ikng ynuelodepaneiog. e KAVIKEG SOKIUES, 1] TEYKPIALYKPOGTIUN
yopnynonke pe acpaieto 14 nuépeg mpv amod tn ynueodepameio.

H tovtdypovn xpnon TeYKPILYKPUoTIUNG UE OTOLOVONTOTE YN UEIODEPATEVTIKO TAPAYOVTA OEV EYEL
a&lohoynOel o acbeveis. Ze poviéda {O®V, 1 GUYXOPTYNON TEYKOIAYKPOACSTIUNG Kot S-
pBopoovpaxiing (5-FU) 1 Ghhov avtipetafoltav £xet kKotaderyOel 0Tt evioyDel T LVEAOKATAGTOMT.

O mBovég aANAemdpAoelS Le AAOVG OLLOTOMTIKOVS AVENTIKOVG TALPAYOVTES KOl KUTOKIVEG OEV
&xovv yivel avtikeipevo 101KNG d1epedvnong o€ KMVIKEG SOKLUES.

To evdeyouevo adAnenidpaong pe to Aiblo, Tov emiong mpodyel TV ameAELOEP®OT) OLOETEPOPIA®Y,
dev €yel Yivel avTiKeipevo 101K OlepedVOTG. AEV LTTAPYOVY GTOLYEIN OTL LI TETOLOV TUTOL
aAnienidopacn Ba rav emPropng.

H ac@dieio Kol 1 amoTeAeGUOTIKOTITO TG TEYKPIAYKPASTIUNG dev Exovv atloloyndei oe acbeveic mov
Aappdvovv ynuetoBepaneio cuoyeTilopevn e oYU LLELOKOTAGTOAN, .Y, ViTpoLovpies.

Agv €yovv mpaypatomoindei e1d1kég peétec aAAnAemdpaoemy N HETOPOMGHOD, ®GTOGO, GE KAVIKEG
dokipég dev vodelyOnke aAANAENIOPAOT TG TEYKPIAYKPAGTIUNG LE GALA QAPLOKEVTIKA TPOIOVTA.

4.6 T'ovipétnTa, KOO KO Yorovyia

Kidnon

Agv vrdpyovv M eivon TEPLOPIGHEVA T KAVIKEG OEOOUEVE GYETIKA LE TN YPTOT TG TEYKPIAYKPOAGTIING
o€ gyKvoug. Meléteg o (Mo KaTEdeEay avomapaymyikn toéotnta (PA. mapdypaeo 5.3). H
TEYKQIAYKPOOTIUN OEV GUVICTATOL KOTA TN SIAPKELN TNG KONOTG, KaBDG KOl G€ YOVAIKEG
OVOTTOPOY®YIKN G NMKIOG TOV EV YPNGILOTOLOVY OVTICUAANY.

ONAacuog

Y mépyovv avemopkeic TANPOPOPIEC GYETIKA LE TNV OTEKKPLON TNG TEYKPIAYKPOOTIUNG /ueTaforrtdv
010 avOpomvo ydra. O kivdvuvog ota veoyévvnto/Bpéen dev pmopet va anokAeiotel. [pénet va
aro@ootoTel edv Ba dtakomel 0 Onhacudc 1 Ba daxomel/ amopevybei | Oepoameia pe
TEYKPILYKPOAGTIUY, AapPEvovTag voyT To dQeL0g TOL ONAAGHOD Yo TO TOdi Kot TO OQELOC TNG
Oepamneiog ylo TNV yovaika.



Tovwomro

H meykoilykpaotiyn dev eanpéace TNV ovoTopoy®yIKn orodoon 1 T YOVIHOTITO GTOVG 0PCEVIKOVG 1|
ToVg OInAvkovg emipveg oe aBpotoTikég efdopadiaiec S0ceLC Tepimov 6 pe 9 Popég vVYMAGTEPES 0md TN
GUVICTOUEVT] 000N Yo Tov AvBpwmo (Le Bdon to epPaddv emedveloc cdpatog) (BA. mapdypago 5.3).

4.7 Emopacseig 6Ty IKOvVOTINTE 001Y161)G KO (ELPIGHOV YOV RATOV

H meykpilykpaotipn dev €xet kopio 1} £(€L 0OHLLOVTY] ETIOPAOT OTNV IKAVOTNTA 0OYNONG KOl
YEPIOUOD UNyOovNUATOV.

4.8 AvemOvunteg evépyeleg

20VoyT TOL TPOYIA ACQAAELOC

Ot o VYV avapEPOUEVEG AVETIOOUNTESG EVEPYELES NTAV 0GTIKO AAYOC (ToAv cuyvn [ > 1/10]) ko
HVOGKEAETIKO GAyog (cuyvh [ > 1/100 éwc < 1/10]). To 06TIKO GAYOC fTAV YEVIKA PETPLOG MG NTTLOG
Bapuntog, Tapodikd Kot UTOPOVCE VO OVTILETOTICTEL GTOVE TEPICGOTEPOVS OCOEVEIC LIE KOV
OVOAYTTIKA.

AvTI0pacelg TOmoL vrepevalcinciog, copmeptrapupavouévav deppatikon eEovonuatog, kvidmong,
OYYELOOONUOTOG, SVOTVOLAG, EpVONUATOG, EE0YNG KO VTTOTOGTG TOPOVGLAGTNKOY KOTA TNV apyLKi 1
o€ emakoAovdn Bepamneia pe meykeiykpaotipn (oxt ocvyvég [ > 1/1 000 émg < 1/100]). ZoPapég
OAAEPYIKEG AVTIOPAGELS, GLUTEPIAAUPOVOUEVTC TG avapLAaiog, umTopohV Vo, TepoVGIUoTODY GE
acBeveic mov Aaufdavovy meykeidykpaotipn (oxt cvyvég) (PA. mapdypago 4.4).

To cbvopopo avénuévng SLomepatoTNTAG TV TPLYOEOMY AyYEI®V, TO 0010 PUITopEel Vo eival OTEANTIKO
vt {on dv kaBLOTEPNGEL 1] AVTIUETOTIGT TOV, £xel ovapepdel g oy cuyvo (> 1/1 000

¢wc < 1/100) ot acBeveic pe kapkivo mov vrofdiiovial og ynuelobepaneio petd amd tn xopynon
TOPAYOVTOV S1EYEPONG ATOIKLOV TOV KOKKIOKLTTApwY. BA. Tapdypapo 4.4 kot v mapdypago
«IIeprypagn emAeYUEVOV QVETIBOUNTOV EVEPYEIDVY TAPUKATO.

H om\nvopeyaiio, yevikd acuUTTOUATIKN, EVOL O)L GUYVY).

H pnén tov omAnivo, GUTEPIAAUPOVOUEVOY OPIGUEV®V TEPICTOTIKOV UE Bavatneopo katdinén,
avaépinke OxL cLYVA LETA omd TN Yop1yNon TEYKPILYKpaoTiung (PA. mapdypapo 4.4).

‘Exovv avaeepBet oyt cuyvég Tvevpovikég avembounteg evépyetes, cupumeplapfovopévng g
JBEGNG TVELHOVIOG, TOV TVELLOVIKOD OONHOTOG, TOV TVEVUOVIKAOV SINONGEDV KO TNG TVEVHOVIKNG
tvoong. Oyt cuyvd, kdmola teploTatikd liyov MG AmOTEAEG O AVATVEVOTIKT avemdpkela | ARDS, mwov
umopel va &xovv Bavammedpa KatdAnén (BA. mtapdypapo 4.4).

Mepovopéva TEPIOTOTIKG KPIGEMV dPETAVOKVTTAPIKNG ovolpiog Exovv avapepbel oe acbeveic pe
OTLYLLO OPETAVOKVTTOPIKNG AVOLULOG 1) SPEMAVOKVTTAPIKY] VOGO (O)L cLyvEG o€ acbeveis pe

dpemavokvuTTapik ovaipia) (BA. Topdypago 4.4).

KotdAoyog avemBountwv EVEPYELOV OE LOPON TVOKO,

Ta dedopéva 6TOV TAPUKAT® TIVOKA TEPLYPAPOLY AVETIOVUNTEG EVEPYELEG TTOV OVOPEPONKAY OO
KAWVIKEG SOKIES KO avBOPUNTEG avapPOpPES. L KAOE OpLAda GLYVOTNTOG, Ol OVETLOVUNTEG EVEPYELES
mapatifevion katd edivovoa celpd cofapotnToc.

[Tivaxog 1: Katdloyog avemBountov evepyeidv



Katnyopia/opya Avem@Ounreg gvépysieg
Vik6 cvoTnpO oAb ovyvég Yvyvég Oy ovyvéc Xmavieg
GOPQOVO, LE TO (>1/100 (=1/1 000 (=>1/10 000
MedDRA "Ewg < 1/10) "Ewg < 1/100) ‘Ewg < 1/1 000)
Neomraopata MverodvoTANGTIKO
K001 01, Koko 0n cbvdpopo'
Kol un Kofopiopéva, Oéela poehoyevig
(oopm. KOOTE®V Kl Aevyoapio!
TOAMOTOO V)
Awtapayés Tov ®poppomnevial, ApENOVOKLTTAPIKT
aipotog Aevkokvttapmon! avoupia pe kpion?
K01 TOV AEPOLKOY omAnvopeyorio?, pRén
GUOTIHATOS 1OV GMARVO?
Awtapayés Tov AvTtidpaoelg
UVOGOTON|TIKOV vrepevailcnociog,
GUGTILOTOG ovaguAatio
Meraporkég ko Avénceig Tov ovpikon
OluTPOPIKES o&éog
owtapayés
Awrapayéstov | Kepalahyio!
VEVPLKOV
GUGTINOTOS
Ayyelokég ZOVOPOLO ALENHEVING Aopritida
owtapayég SLOTTEPUTOTITOG TV
TPYOEd@V oryyeIHv!
AVOTVEVGTIKEG, YHvdpopo o&elag [Tvevpovikn
Ompoaxikég OVOTVEVLGTIKNG oopporyio
owatapayés Kot SVOYEPEING?, TVEVLOVIKEG
owatapayég avembounteg evépyeteg
peco0mpaxiov (dtdpeomn mvevpovia,
TVELLLOVIKO oldn L,
TVELUOVIKEG OO oELC
KOl TVELLLOVIKT tvaon)
AwomToon
Toaotpevrepikég
owurapayég
Awtapayés Tov Xovopopo Sweet (o&eia 2Hvopopo
O£PNOTOG KL TOV EUTVPETN Stevens-Johnson
VT0d6pLoV 16TOV OVLOETEPOPIMKT)

depudtwon)'2,
Sepuotuch] oyyetitido'?

KOl KOTOOTAGELS
otn 0éon

xopfymeng

Awrtapayéc tov | Ootikd Ahyoc MVOGKEAETIKO AAYOC,
JVOOKELETIKOD Loodyio, apBpaiyia,
GUGTI|LOTOS KU1 TOV A yog o€ GKpo, TOVOG
GLVOETIKODU 16TOV ce paym,
LLLOCKEAETIKO (AYOG,
ovyevalyio)
AwTapayis Tov Treipapotoveppitido’
VEQPAOV KUl TOV
0VPOPOPMYV 00DV
Cevikég owotapayés Alyog otn Béom AvTtidpacelg otn Béon

éveong!, un xopdraxod
Owpaxikd dAyog

éveonc®




Katnyopia/opya Avem@Ounreg gvépysieg

Vik6 cvoTnpO oAb ovyvég Yvyvég Oy ovyvéc Xmavieg
GOPQOVO, LE TO (>1/10) (>1/100 (=1/1 000 (=>1/10 000
MedDRA ‘Ewcg < 1/10) "Ewg < 1/100) "‘Emg < 1/1 000)

Algpevviieelg AVENGELC TNG YOAUKTIKTG
APLOPOYOVACTG KO TNG
OAKOMKNG
POGEATAONG', TAPOSIKES
avénoelg g ALT 1 g
AST
OTIG OOKIOGIES
NroTIKhC Asttovpyiag!

BA. mapdypago «Ileprypaen emAeypuévav avemBOUnTov EVEPYELOV» TAPUKATO.

Avt 1 avemBoun evEpYELO TPOGIOPIGTNKE LECH TNG EMTHPNONG UETE TNV KuKAo@opia otV ayopd, odrd Sev
TopaTNPNONKE GE TLYALOTONUEVES, EAEYYOLEVES KAMVIKES SOKILEG o€ eviAikec. H katnyopia cvyvotntog ektiunOnke e évav
oTaToTIKO voroyiopd pe Paon 1.576 acbeveig mov Elafav TEYKPILYKPAOTIUNGE EVVEN TUYOOTONUEVES KAVIKEG SOKULES.

TIeprypoen emAeypUEVOV OVETIOOUNTOV EVEPYEIDYV

"Exovv avapepBei oyl cuyva meplotatikd oovdpouov Sweet, av Kol GE OPIGUEVO TEPICTOTIKA O1
VTOKEIPEVEG IOTOAOYIKEG KoKonOeleg umopel va Ttailovv Kdmolov poro.

Oyt ouyva copufavta depprotikng ayyeutidog Exovv avapepdel oe aobeveic mov Elafav Oepomeio pe
TEYKQIAYKPoTIUN. O unyaviopog g oyyeutidong otovg acofeveig mov Aapfavouy mTeYKOIAYKPAoTIUN
glva dyvmotog.

Avtidpacelg ot Béon éveong, copmeptrapfavorévon Tov epudnpatoc otn Béomn éveong (01 cuyvn)
KkaOd¢ Kot Tov dAyovg atn Béon éveong (uyvn), £XOVV TOPOVCIUCGTEL GTNV aPYIKN 1 0€ ETOKOAOLOEG
Oepomeieg pe TEYKQILYKPOOTIUT.

"Exovv avapepbei cuyva mepiotatiKd AevkokuTTtapong (aptfpoc AEVKOKLTTAP®Y
[WBC] > 100 x 10°/1) (BA. mapérypago 4.4).

AvooTpéYILES, NTTIEG EMG LETPIEG AVENTELS TOV OLPIKOD 0EE0G KO TNG AAKOAKNG POGPATACTG, YOPIG
oYeTILOUEVES KMVIKEG eMIOPACELS TaY OYL GLUYVEG. AVAGTPEYILES, NIIEG £0C LETPLEC OVENGELS TG
YOAGKTIKNG 0PLOPOYOVACTG, Y®PIg oYETILOUEVES KMVIKES EMOPAGELS TV OYL GUYVEG GE 0oOEVEIG TTOV
ElaPav TEYKPILYKpaoTIUNUETE omd KuTTapoToSikn ynuetodepansia.

Y& acbeveic mov Adppavay ynuetodepamneia, mapotnpnOnKay TOAD GUYXVA VOUTIO Kot KEQUAGAYIEC.

Oy ovyvég avénoeig g apvotpoavopepaong g oiaviving (ALT) 1 g aomaptikng
apwvotpavepepdong (AST) og dokiuacieg nratikng Asttovpyiag Exovv Tapatnpndel oe acbeveic petd
TN AN TEYKPIAYKPACTIUNG Votepa amd Kuttapotolikn ynuetodepaneio. Avtég ol avénoelg ival
TOPOOIKES KOl EXOVEPYOVTOL OTIG TYHEG AVAPOPAS.

"Exovv avagpepbei cuyva mepiototikd Opoufomeviag.

Avénpévog kivovvog MDS/AML énretta and Oepaneio pe mEYKQILYKPAOSTIUT GE GUVOLAGUO LE
ynueodepaneio /kon axtvodepaneia £yl topotnpnBel oe o emdNUOAOYIKY HEAETN o aoBeVels e
KopKivo ToL HaoTol Kot Kopkivo tov mvedpova (BA. mapdypago 4.4).

[Teprotatikd cuvopoLoL CLENUEVNS SLOTEPATOTNTOS TV TPLYOEW®V ayyeimv £yovv avapephel petd
Vv KuKAogopio, Tov papudkov oty ayopd pe ™ ypnon G-CSF. Ta nepiototikd ovtd, yeVIKA
TOPOVGIACTNKAV O 00OEVEIG [1E TPOY®PNUEVE KOKONON vooruata, onyaiio, mov Adufovay
TOALOTTAG PapUAKELTIKA TpOiOVTa YNUE0Bepameing 1 Tov VIOPAAAoVTaV g apaipeon (PA.
Tapdypoeo 4.4).



Toudrorpikdg tAnfvoude

H epmepio o moudid ko epnfovg eivan mepropiopévn. ‘Exet mapotmpndei vynidtepn cuyxvotnta
coPop®V aVETIOOUNTOV EVEPYEIDV G HKPOTEPA TodLd nAkiog 0-5 etdv (92%) og ohykpion pe
peyoivtepa moudtd nakiog 6-11 ko 12-21 etdv (80% ko 67% avtictorya) kou eviiikes. H mo cuyva
avoeepoOLEV avemBOUN TN evEpYELo NTOY 0GTIKO AAYOC (BA. Tapdypago 5.1 kat 5.2).

Avoopd Thavoroyobuevev avemOLUNTOV EVEPYEIDV

H avagpopd mbavoloyodpevmv avemBOUnNT®V EVEPYEIDV LETE OO T Y0P YNOT AOELNG KLUKAOPOPIOGg
TOV PAPUOKELTIKOD TPOIOVTOG elvar onuavtikn. Emtpénet tn cuveyn mapakoiovdnon g oyéong
0PEAOVG-KIVOUVOL TOV QOPUAKEVTIKOD TPOTOVTOG. Znteital amd Tovg emayyelaticg vyeiag va
avaPEPOLY OTTOIEGONTOTE TOUVOALOYOVEVEG OVETIOVUNTEG EVEPYEIEG LEGH TOL EBVIKOV GUGTAUATOG
ovoeopds mov avaypdeetot oto Hopdptmua V.

4.9 Ynepdocoroyia

"Eyovv yopnyn0ei vrodoping epdanas doceig tov 300 meg/kg oe meplopicuévo aptbud vyimv
€0elovTaV Kol acBEVAOV LE U LKPOKVTTAPIKO KAPKIVO TOV TVELLOVO Y0 pig coPapéc avemBounteg
evépyeteg. Ot avemBounteg evépyeleg NTAV TAPOUOLES LE EKEIVES TOV ATOU®Y TOV AGuUPavay
YOUNAOTEPEG DOCEIC TEYKPIALYKPOCTIUNG.

5. OAPMAKOAOI'TIKEX IAIOTHTEX

5.1 @uppokodVVOPIKEG 1OIOTNTES

DoppokobepamenTikn Katyopio: 0voGodIEYEPTIKE, TOPAYOVTAG O1EYEPCTG AMOIKIOV, KOdKOc ATC:
LO3AA13

To Cavoley givon fro-opogldéc pappokevTikod npoidv. Aentopepeic mAnpoopieg elvan Sabéotpes otov
dktvakd tomo Tov Evponaikod Opyavicpod @oapudkmv: http:/www.ema.europa.eu.

O avBpomvog Topdyovtag S1EyepoNs omoKlOY TV Kokktokvuttapwv (G-CSF) etvor pia
yAvKomp®TEIVN 1 omoia pLOUILEL TNV TapOywYN Kot TNV AmEAEVBEPMOT] OVOETEPOPIAWV OO TOV HVEAD
TV 00t®V. H meykolykpaotiyn sivar pua évoon mov oynuatiletal pe opotonolkn ovlevén
avacvvdvacpévov avBpamivov G-CSF (r-metHuG-CSF) pe éva popro moivaBuievoyivkoing (PEG)
tov 20 kD. H neyk@pilykpaoTiun amotelel (o TopateTapnévng SIGPKELOS LOPON TNG GIAYKPAGTIUNG,
AOY® TG HelUEVN S veepIkne kabapon. Exet katadeiydei 6TL N TEYKOILYKPOOTIUN Kol 1] QIAYKPOGTIUN
£€yovv Tov 1810 TPOTO dPACTG, TPOKAADVTOS 0EI0CT|UEIMTN avENGT TOL APLBUOL TOV OVOETEPOPIA®V
OTO TEPLPEPIKO aipla LEGH o€ 24 DpEC, e KPEG LOVO OVENCELG TOV HOVOTOPVOV KA/ TOV
AELPOKVLTTAP®V. OTMG KOl GTNV TEPITTOON TG PALYKPAGTIUNG, TO OVOETEPOPILN TTOV TTAPAYOVTOL MG
avTOTOKPIOT] GTNV TEYKQILYKPUGTIUN Tapovclalovy QUGIOAOYIKT 1] EVIGYVUEVN AElToVpYio, OTTMG
KatadelyOnie Pe SOKIUEG TNG YNUEIOTOKTIKNG KoL TNG QoyoKVTTAPIKNG Agttovpyiag. Onwg cupPaiver
Kot 1e GAAOVE OUOTOmTIKOVE 0véNTikovg Tapdyovieg, 0 G-CSF éyel emideilel in vitro d1eyepTiKéG
1010t TEC 6T EVOoONMakd kbTTapa Tov avOpdmov. O G-CSF propel vo evieydoel in vitro v
avATTUEN TOV HVEAOEWDMV KUTTAPMV, CUUTEPIAOUPOVOLEVOV KOl TV KOKONOmV KuTTApmVv Kot
TapOUOLEG EMOPACELS UTOPEL VoL TapatnpnOovV in Vitro 6e OPIGUEVA LT LVEAOEWDN KOTTAPA.

e 500 TUYAOTONUEVEG, SITAL TVPALS, Pacikég peAéte o€ acbeveic e KapKivo Tov HaGTOD GTAdIoV
II-IV vyniod kivdvvov mov voPdAloviay g LLELOKOTAGTAATIKN Y¥npetodepaneio amoteAov eV and
do&opovfikivn kot doceTa&éAn, | ypHoN TS TEYKPILYKPUCTIUNG, ™G Mo epdma 5001 ovd KOKAO,
uelmoe TN JGPKELDL TG OVOETEPOTEVIAG KOL T GLYVOTITO EUPAVICTC TNG EUTVPETNG

OVOETEPOTEVIOG TOPOLOLN [LE OVTO TOL TOPATNPNONKE e KAONUEPIVEG YOPNYNOELS GIAYKPOACTIUNG
(d1dpeon Tun 11 kabnpepvov yopnynoewv). Ev anovsio vrootpiéng pe avéntikd mopdyovta, £t
avapepOel 6Tt 0vTO TO oYNUO 0ONYETL o€ PN dldpKeLn 5 Eg 7 NUEPOV OGOV aPOPa TNV
ovdeteponevia 4ov Babpov kot oe cuyvotnta epeavions 30-40% 6cov apopd TV epmTdpeT
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ovdetepomevia. Xe pia pedétn (n = 157), otnv omoia ypnoipomomdnke pio otabepr| 66on TV 6 mg
TEYKPIAYKPACTIUNG, N Léom dudpkela ovdetepomeviag 4ov fabpod nrav 1,8 nuépeg yio v opdda g
TEYKQIAYKPOOTIUNG, 08 cOYKplon pe 1,6 nuépeg yia trv opdda g eiykpactiung (dwapopd 0,23
nuépeg, AE 95%: -0,15, 0,63). Katd ) d1dpketo, oAOKANPNG TG LEAETNG, TO TOGOGTO EUPAVIOTG
eumvpeng ovdeteponeviag Nrav 13% tov aclevav mov éhafav mTEYKEILYKpaGTiUN 6€ GUYKPLION LE TO
20% tov acBevav mov Elafav ehykpaotiun (dtapopd 7%, AE 95%: -19%, 5%). X o devdtepn
peAétn (n = 310), omnv onoia ypnNoLUonoONKe pia SOCT| TPOSUPUOGUEVT] GOUP®VO. LE TO BAPOC
(100 pg/kg), n uéon odpkelo TG ovdeTePOTEVIRG 400 Pabuod Y10, TNV OUAdH TNG TEYKPIAYKPOAGTIUNG
nrav 1,7 nuépec, oe ovykpion pe 1,8 nuépeg yia tnv opdda e eriykpactiung (dtapopd 0,03 nuépeg,
AE 95%: -0,36, 0,30). To 6uvoAikd TOGOGTO EUPAVIONG TG EUTVPETTG OvdETEPOTTEVING TV 9% TV
acBevav mov AdpPavoy meykelykpaotipn kot 18% tov acbevov mov Adupavay eiiykpactiun
(dwapopd 9%, AE 95%: -16,8%, -1,1%).

e o EAeYYOUEVT] LLE EIKOVIKO QAPLOKO, SITAG TVQAT LEAETN o8 acbeveic pe KapKivo Tov HacToV,
a&10A0ynONKe 1 ENIOPACT] TNG TEYKPIAYKPAGTIUNG GTI GLYVOTNTO ELPAVIONC TNG EUTVPETNG
OVOETEPOTEVIOG UETE OO YOPTYNON YNUEDEPATEVTIKOD GYNUOTOG GLGYETILOUEVOL LE TOGOGTO
gLPGVIoNG epmpeETNG OvdeTEpOTEVing 10-20% (Soceta&édn 100 mg/m? ke 3 efdopddeg yio 4
KOKAOVG). Evviakoaoiol e1koc1oktd ac0eveic Tuyatomomnkay yia va Adpovv gite pia epdmas d6om
TEYKPILYKPAGTIUNG glte €1KoVIKO Qdppoko mepimov 24 dpeg (Huépa 2) petd ) ynpeobepancio o
Kkd0e kOKho. H ouyvotnta podvions g EUTUPETNG OVOETEPOTEVIOG TTOV YOUNAOTEPT Y10 TOVG
aoBeveig mov KOTOTY TVYAOTTOINONG EAAPAV TEYKPIAYKPAOTIUNGE GUYKPLIOT] E QVTOVS TOV EAPay
gwkoviko edppoko (1% évavtt 17%, p <0 001). H cuyvotrta epedviong vocsokouelokng voonieiog
Kot eVOOPAEPLOG ¥PNONG OVTIBLOTIK®OV, TOV GYeTI{ovTaL Le TV KAVIKT| S1dyvoT Tng EUTHPETNg
OVLOETEPOTEVING, NTAV YOUNAOTEPT OTNV OUASA TNG TEYKPIAYKPOAGTIUNG G€ GUYKPIOT| LLE TNV OUAO TOV
gikovikov eapudkov (1% évavtt 14%, p <0 001 kor 2% évavtt 10%, p <0 001).

e o pukpn (n = 83), Tuyatomonpévn, Sumhd ToeAn perétn edong Il oe acbeveic mov Aapupavay

ynueobepaneio yia de novo o&gia poeloyevi Aevyaipia, cuykpidnke n meykeiiykpaotipn (epdma
d0o1m 6 mg) Ue TN PIAYKPACTIUT, YOPNYOLLEVT KATA TN d1dpKeLa TG ¥nuetoeparneiog emaywmyng. O
SLIUESOC YPOVOG £MG TNV avakapy” oo T Papid ovdeTEPOTEViD VTOAOYIGTNKE OTL NTAY 22 NUEPESG
Kot Yo Tig dVo opddeg Bepoameiog. H pokpompdbeoun ékfaon dev pehetinike (PA. mapdypapo 4.4).

e o edong II (n = 37) mToAVKEVTPIKY, TUYOIOTOMUEVT, AVOIKTNG EMCHIOVONC LEAETT OF
TodlaTpkovs acbeveic pe odpkmpa, ot omoiot EAaPav meykeulykpaotipn 100 meg/kg petd tov kbxho
1 g ynueobepaneiog pe Prvkpiotivn, so&opovPikivn kot kokhoemopapion (VAdriaC/IE),
napotnpidnke peyodvtepn didpkeia Bapiig ovdeteponeviag (ovdetepdpira < 0,5 x 10%/L) o
pkpotepa modld nikiag 0-5 etav (8,9 nuépeg) og ohykpion pe peyodvtepo modd nikiog 6-11 etdv
Kot 12-21 etddv (6 nuépeg ko 3,7 nuépeg avtiotorya) kot eviAkes. Emiong, mopatnpnonike vyniotepn
GLYVOTNTA ELPAVIONG EUTVPETNG OVIETEPOTEVING GE MkpOTEPQ TadLd nAkiag 0-5 etav (75%) oe
oVYKPLON e PEYOADTEPO TTodLd NALKiog 6-11 etdv kou 12-21 gtdv (70% ko 33% avticTorya) Kot
evnAkeg (BA. mapaypdeovg 4.8 kat 5.2).

52 @oppoKoKIVNTIKEG 1OLOTNTES

Metd and o epdna vroddpla 066N TEYKPIAYKPOUGTIUNG, N LEYIOTY GLYKEVTPMOT| TG
TEYKPIALYKPAGTIUNG 6TOV 0pd TTpokOmTEl 16 ¢ 120 dpeg LeTd TN YOPTYNOTN, EVD Ol GLYKEVIPDOGELS
NG TEYKPILYKPAGTIUNG GTOV 0pO S10TNPOoOVTOL KOTA TN SIUPKELR TNG TEPLOOOL OVLOETEPOTEVING, LETA
amd pueAokaTooTOATIKN YMuelofepaneio. H amofoin tng meyK@lykpooTipng eivor pn YpOoUULKn ¢
7POG TN 0061, EVA 1 KAOAPOT TNG TEYKPIAYKPAGTIUNG 6TOV 0p0 HEIdVETOL 660 ovEdvetatl 1 door. H
TEYKQIAYKpOoTiUMPaiveTal va amoBdiletor kuping pe kdbopon pecsorafovpevn and ta
0VLOETEPOPIAD, 1) OO GE LYNAOTEPEG OGELS VPioTaTUl Kopeoud. H cuykévipwon tng
TEYKQIAYKPOUGTIUNG GTOV 0pO LEIDVETAL YPTYOPQ KUTA TNV EVAPEN TNG AVAKOUYNG TOV
OVOETEPOPIA®V, TPAYLO TOV GUVASEL UE TV VTTOPEN evOC avtoppuBlopevou unyavicpotd kabapong
(BA. oxrpa 1).
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Yympo 1: Hpo@ik TG S1GNESNS CVYKEVTPOGNG TG TEYKPLAYKPUCTINIGS GTOV 0p0 KUl TOV
améivtov apBpov ovdetepoPrimv (ANC) og acOeveis vé ynuerodepanseio, petd amwo pio epamoas
éveon 6 mg
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Hpépa peréng

AdY® TOVL uNoviIcpov KaBupong HEGOAAPOVUEVNC OO TO, OVOETEPOPIAML, 1] POPUOKOKIVITIKT TNG
TEYKQIAYKPOAGTIUNG Ogv avapéveTal va, ETNPealetol amd VEQPIKN | NATIKY SuGAEITOVPYia. X pia
perémn (n = 31) epama 066MG, KVOLKTNG EMCTLLOVONG, TO, SLAPOPQ GTASIN VEPPIKNG OLVGAEITOVPYING,
CUUTEPTAAUPBOAVOUEVIC TNG VEPPIKNG VOGOV TEAIKOD 0TOdI0V, OV ElYaV Kaio eTidpacn ot
(QOPLOKOKIVITIKY TNG TEYKPILYKPOGTILNG.

Hiopévor

ITepropiopéva dedopEVO DTTOOEIKVDOVY OTL 1] PUPLLOKOKIVIITIKT TNG TEYKPIAYKPAGTIUNG 0€ NAMKI®UEVQ
dtopo (> 65 etdv) etvar mopdpola e eKEiv TV EVNAIK®V.

Iowdwotpkodc TAnfuoude

H poppoakokivntikn g meykeihykpaotiung peretnonke oe 37 toudiotpikovg acbeveig pe ocdpkopa,
ot omoiot EAafav meykeiiykpaotipn 100 meg/kg petd v ohokAnpwon g ynuelodepaneiog
VAdriaC/IE. H vedtepn nhwiokn opudoa (0-5 etdv) glye vymiotepn uéon éxbeomn oty
TEYKQILyKpaotipn(reployn Katw omd v kaumdin, AUC) (£ tomikn andkiion)

(47,9 £22,5 mcg-hr/ml) ce oOyKpion pe peyardrepa mondid niwiog 6-11 etadv kot 12-21 etdv

(22,0 £ 13,1 mcg-hr/ml ko 29,3 £+ 23,2 mcg-hr/ml, avtictoya) (PA. mapdypao 5.1). Me e€aipeon
veotepn NAKlokn opada (0-5 etdv), n uéon AUC oto mordid (o Topopole, e aTh TV EVNATK®OV
acBevav pe Kapkivo tov poaostov otadiov II-IV vyniod kivédvov mov Adpfovoy TeyKeAyKpaoTiun
100 mcg/kg petd v ohokAnpwon g doopovfikivne/doceta&éing (BA. Tapaypdeovg 4.8 kot 5.1).

5.3 Ipoxiwvikd dgdopéva Yo TNV AGQAAELN
[Ipoxivikd dedopéva amd GUUPBUTIKEG LEAETEC TOEIKOTNTOG ETAVOAAUBOVOUEV®Y OOCEMY
UTOKAALY OV TIG OVOUEVOUEVEG PUPUOKOAOYIKEG ETOPACELS, CUUTEPILOUPAVOUEVOV QVENGEDY TOV

apOLov TV AEVKOKLTTAPWOV, PLVELOEOVG VITEPTAACIOS TOL HVEAOD TMV 0GTAOV, EEMUVEMKTG
apomoinong kot S10ykwomng oTANVOC.
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Agv TapotnpiOnkay apvnTikéG EMOPACELS GE AMOYOVOLS 0td £YKVOVE ETHVES GTOVE OTTOI0VG
YOPNYNONKE TEYKPIAYKPACTILN VTTOS0PIME, ALY GTO KOUVEAA 1 TEYKPIAYKPOOTIUN KaTadeiyOnie ot
poKaiel TOEIKOTNTO 0TO EUPPLO (ATDOAE TOV EUPPVOV) o€ aBPOIoTIKEG dOGEIC TEPITOL 4 POPES TN
ouvieTOpeVT 8001 Yo Tov dvBpomo. H to&ikdtta aut dev mapatnpndnke dtav Kvopopovvia
KOVVEALDL EKTEON KOV GT CLVIGTOLEVT 0OGT Y10, TOV AVOp®TO. Xe PEAETEC GE mipve KaTodelyOnKe OTL
N TEYKQILYKPOUOTILN Lropel va dtamepdost Tov mAakovvta. MeAETeg o emipeg védet&ay Ot 1
OVOTOPUYDYIKY] OO0, 1] YOVILOTNTO, O O1GTPIKOG KOKAOG, 01 NUEPES LETAED (EVYOPDIOTOG KOt
GUVOLGING Kot 1) EVOOUNTPLa EMPimon dgv enNnpedoTnikay omd TNV VTOJOPLL. YOPTYNoN
TeYKQULykpaotiune. H onuocio tov evpnudtov ovtdv yio tov dvipmmo dev eivat yvoom.

6. DOAPMAKEYTIKEX IAHPO®OPIEX
6.1 Kotahloyog ekdoymv

Ndrpio 0&ikd

YopPrtoin

[MoAvcopPikd 20

"Yémp yo evéoiua

6.2 Aocvpparotnreg

AVTO TO PUPUOKEVTIKO TPOTIOV JEV TPEMEL VAL AVOULYVOETOL LE GALO QOPUOKEVTIKA TPOIOVTa, 1d10iTEPQL
pe evéorpo dtalvpa yAwprovyov vatpiov 9 mg/mL (0,9%).

6.3 Awgpkero Long

3 xpovia.

6.4 Iowitepeg mpouvrdiers katd T OLAEN TOV TPOIOVTOG
dvidooete og yoyeio (2 °C — 8 °C).

To Cavoley pumopel va extebei og Beppokpacio dopatiov (Oxt téve and 25 °C) yio péyloto ¥povikd
ddoe. E0¢ 72 ®pav, YeYovog Tov dgv ennpedlel duouevmg T otabepotnta Tov Cavoley.

Mnyv kataybdyete. H toyaia éxBeom oe Beppoxpacies katayoéng yuo pio povo mepiodo 72 wpav dev
emnpealel Suopevac T otabepdtnra tov Cavoley.

DuAdooeTe TNV TPOYELLIGUEVT] GUPLYYO GTO EEMTEPIKO KOVTI Y10 VOL TPOGTATEVETAL OO TO POGC.
6.5 ®DVHo1 KO GLOTUTIKG TOV TEPLEKTN

Mua poyepucpévn cupryyo (Yoord tomov I) pe ehaoticd mopa pporov, papdo spporov, Berdva
&yyvong and avoleidmto ydAvpa Kot ELaoTIKO KAAVUUO BEAOVAG LUE QVTOUOTO TPOCTOTEVTIKO

acpuleiag Pelovag.

Kdabe mpoyeopévn cdpryyo mepiéyet 0,6 ml evésipov daddpotoc. Méyeboc cuokevaciog pog
TPOYEMGUEVIG GUPLYYOC.

6.6 Iowitepeg TPOPULAGEELS OTOPPIYNGS KOl GALOS YEPLOIOG

[pwv and ™ yopnynomn, to didlvpa tov Cavoley Oa wpénel va embempeitor OnTIKA Y10, TVYOV
alwpovueva copotidla. H éveon Oa npémel va yivetar uévo pocov 1o d1divpua, eivar dtovyEg Kot

dypopo.

Otav yoprnyeite (pMOLLOTOIDOVTAG TN YELPOKIVITI TPOYEUGUEVT] CVPLYYO, PNOTE TNV TPOYELUGLLEVN
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ovpryya vo gtdost o€ Beppokpacio Sopatiov Tpw Ty £veoT).

H vrepPoikn avaxivion evoExeTal vo 001y OEL GE CLGCMUATWOOT| TNG TEYKPILYKPOCTIUNG,
KkafioTmvTog T frodoyikd ovevepyn.

Ka0e aypnoiponointo eopproakevTikd mpoidv 1 VTOAEULA TPETEL VO, OTOPPITTETUL COLPOVO UE TIG KOTE
TOMOVG 10YVOVCEG OYETIKEG OATAEELS,

7. KATOXOX THX AAEJAYX KYKAO®OPIAX

CuraTeQ Biologics s.r.o. Trtinova 260/1,
Prague, 19600,
Togyum Anpoxportio

8. APIOMOX(OI) AAETAYX KYKAO®OPIAX

EU/1/26/2066/001

9. HMEPOMHNIA IIPQTHXE EI'KPIXHX/ANANEQXHY THX AAEIAX

Hpepounvia mpdtng £ykpiong:

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtopepeic TANPOEOPIES Y0 LTO TO PUPULOKEVTIKO TPOiOV gival S100EG1IEG GTOV 1GTOTOTO TOL
Evporaikod Opyoavicuov Ooppdkov https:// www.ema.europa.eu.
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ITAPAPTHMA 11

IHHAPAXKEYAXTHX THX BIOAOTI'IKQX APAXTIKHE OYXIAX KAI
IHHAPAXKEYAXTHX YIIEYOYNOX I'TA THN AITIOAEEMEYZXZH TQN ITAPTIAQN

OPOI'H HEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI TH XPHXH

AAAQOI OPOI KAI AITAITHXZEIX THX AAEIAYX KYKAO®OPIAX

OPOI'H IEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AIIOTEAEEMATIKH
XPHZIH TOY ®APMAKEYTIKOY ITPOIONTOX
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A. HAPAXKEYAXTHX THX BIOAOTI'IKQX APAXTIKHY OYXIAX KAI
IMAPAXKEYAXTHX YIIEYOYNOX I'TA THN AITOAEXMEYXH TQN ITAPTIAQN

‘Ovopa kot 01enfuveon Tov TapacKeLAOTH TNS BLOAOYIKDE OPACTIKNG OLGIOC

CuraTeQ Biologics Private Limited,
Survey No. 77/78, Indrakaran Village,
Hyderabad 502329,

Ivéia

Ovopo kot 61e00Vve™ ToL TOPUGKELOGTN TOL Eival VTELOVVOC Y1 TNV OTOOEGLELCT) TV TAPTIOWV

APL Swift Services (Malta) Ltd
HF26, Hal Far Industrial Estate,
Qasam Industrijali Hal Far,
Birzebbugia, BBG 3000

Mdita

B. OPOI'HIEPIOPIXMOI XXETIKA ME TH AIAOGEXH KAI TH XPHXH

DoppokeuTIKd TPOIOV Y10, TO OTTO10 amatTeiTan TEPLOPIGUEVT TPtk cvvTayn (BA. mapdptnpa I
[epiAnym Tov Xopaktnpiotikev tov [Ipoidvtog, mapdypaeog 4.2).

I AAAOI OPOI KAI ATTAITHZEIX THX AAEIAY. KYKAO®OPIAX
o Ex0éoe15 teprodukig mapakorovdnong g ac@aisrog (PSURs)

Ot anmoitnoelg yio v vofoAn tov PSURS yua 10 ev Adym @appakevtikd tpoiov opilovtal 6tov
KaTdAoyo pe Tig nuepounvieg avapopds s Evoong (katdloyog EURD) mov mapatifetol otnv
Tapdypoeo 7, tov apbpov 107y, tng odnyiag 2001/83/EK kai kdbe emakdriovdng emtkarpomoinong
OTMG OMLOGIEVETAL GTIV EVPAOTAIKT] SIKTVOKT TOAT Y10, TO, QAP LKA

A. OPOI'H HEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AIIOTEAEXMATIKH
XPHXIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Yyé010 oraygiprong Kivovvov (ZAK)

O Kdroyog Adetag Kvkhopopiag (KAK) Ba dieEaydyet Tic amantodpeveS dpacTnploTnTES Kot
TOPEUPAGELG PUPLOKOETAYPVUTVIIONG OGS Tapovotdovtal 6to cupenvndéy XAK mov tapovcsidaletan
otV evotnta 1.8.2 g dde1ag KukAoQopiog Kol 0TOEGONTOTE ETOKOAOLOES EYKEKPIUEVES
avobewpnoeic tov ZAK.

"Eva emkaipomompévo LAK Oa mpénet va kototedet:

. Metd and aitnpa tov Evponaikov Opyavicpod @apudkwov,

o OnotedNmote TPOTOMOLEITAL TO GVGTN O, SLOYEIPIONG KIVOHVOD, EIOIKE MG ATOTEAEGLLO ANYNG
VE®V TANPOQOPLOYV TTOV LITOPOVV VO ETLPEPOVY GTLLOVTIKT] OAAAYT GTN OXECT] 0QEAOVG-
KIVOOVOV 1] G AmOTELEC LA, TNG EMITEVENG EVOC ONUAVTIKOD OPOCT OV (POPUOKOETOYPOTVIION 1)
glayioTomoinon Kvovvov).
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IHAPAPTHMA 111

ENNIIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIXHMANXH
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ENAEIZEIX IIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZEQTEPIKH XYXKEYAXIA I'TA XYPIITA

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Cavoley 6 mg gvéoiplo S1GAv O GE TPOYEUGUEVT GUPLYYO
TEYKOILYKPOOTIUN

| 2. TYNOEZH IE APAXTIKH(EX) OYZIA(EY)

Ka0e mpoyepuopévn cdptryyo mepiéyel 6 mg neykpilykpootipng o€ 0,6 ml evéotuov StaAduatog
(10 mg/ml).

‘ 3. KATAAOI'OX EKAOXQN

Ndtpio 0&1kd, GopPirorn, ToAvcopPiko 20 kot VO®P Yo EVECTLA.
INo mepiocdtepeg TANpoopies, deite To PUALO 0ONYIDY YPNONG.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoo diopa
1 mpoyepiopuévn cvpryyo.

5. TPOIIOX KAT OAOX(OI) XOPHI'HXHX

To pia povo ypnon

T'a vToddpia ypron.

Awpaote 10 PUALO 0ONYIOV XPNOTG TPV 0T TN YPNOT).

AwfaoTe To UALO 03NYIOV ¥PNONE TPLY OO TOV YEPIGUO TNG TPOYEUIGUEVIC GUPLYYOC.
Amo@uyete TNV £vTovi avakivinon.

6. EIAIKH IPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO

AEN ITPOXETTIZOYN TA ITAIATA

ITPOION IIPEITEI NA ®YAAXXETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI

Na puAdocetat og BEom, Tnv omoia dev PAETOLY Kat dev Tpooeyyilovv Ta TadLd.

| 7. AAAH(EX) EIAIKH(EX) IPOEIAOTIOIHZH(EIE), EAN EINAI AlIAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

EXP
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9. EIAIKEY XYNOHKEX ®YAAZHX

DdvAdocete og Youyelo. My KatoyOyeTe.
DVAAGGETE TNV TPOYELUGIEVT GUPLYYN GTO EEMTEPIKO KOVTL Y10 VOL TPOGTATEVETAL OO TO PMG.

10. JTAIAITEPEX ITPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOTHOENTON ®APMAKEYTIKOQN ITPOIONTON 'H TON
YIHHOAEIMMATQN I1OY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

‘ 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY. KYKAO®OPIAX

CuraTeQ Biologics s.r.0,
Trtinova 260/1,

Prague 19600,

Togyikn Anpokportio

12. APIOGMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/26/2066/001

13. APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'TA TH AIAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

Cavoley 6 mg

17. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIXAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

AGOaoTaTOC YPOUU®TOS KddWKAS (2D) TOV pépEL TOV TEPIANPOEVTO LOVASTKO OVOyVOPIOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIZEIX IIOY ITPEIIEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

NNPOI'EMIXMENH XYPITTA

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHT HEHX

Cavoley 6 mg evéoyo dtdivpa (Evéoipo)
TEYKQOILYKPOOTIUN
SCxpnon

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. HEPIEXOMENO KATA BAPOZX, KAT' OI'KO 'H KATA MONAAA

0,6 ml

6. AAAA XTOIXEIA
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B. ®YAAO OAHI'TQN XPHXHX
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DVAro 00N YOV yp1ong: [IAnpogopiss yia Tov yprio

Cavoley 6 mg gvécipo d1GAVHA GE TPOYEMIGHEVT] GUPLYYQ
TEYKPILYKPOOTIUN

vTo QAPLOKO 0VTO TEAEL LTTO GLUTANPOUATIKY TOPAKOAOVONOT. AVTO B emTPEWYEL TO YPTYOPO
TPOGIOPIoUO VEDV TANPOPOPLOV acPaieloc. Mmopeite va fonbnoete péow g avapopdg mbavov
avemBuUNTOV EVEPYEIDV TOL EVIEXOUEVMG TTopovatalete. BA. T€hog g mapaypdeov 4 yio. Tov TpOmo
avaQOpAG AveTIOOUNTOV EVEPYEIDV.

AP aoTE TPOGEKTIKG OAOKANPO TO QVALO 03N YLOV PN GG TPV UPYIGETE VA P CLUOTOLEITE AVTO

T0 QOPROKO, OLOTL TEPLAGUPAVEL ONUAVTIKES TANPOPOPIES Y10 CUG.

- Dduragte avtd To PUALO 03N YOV Yprone. Towg yperaotel va o dSafdoete Eavd.

- Edv éxete mepartépm amopieg, p@TNoTE TOV Y10TPO, TOV GAPUAKOTOL0 1] TOV VOGOKOLO GOG.

- H ocvuvtayn yio ovtd to eappoKko xopnyndnke amokAEoTiKd yio 6oc. Agv TPEMEL VO OMOETE TO
@appako og AAAOLG. Mopei va Tovg TPOKAAEGEL PAAPN, 0KOLO KOL OTOV TO GUUTTOUATO TG
acBévelog Toug etvor 01 pe Ta d1Kd oag.

- Edv mapotnpioete kamoto avemBOUN T EVEPYELD, EVIUEPDOCTE TOV YIATPO, TOV QPUPLOKOTOLO 1|
TOV VOOOKOO G0C. AvTO 1GYVEL Kol Y10 KAOe mlavi) avemBupuntn evépyeia Tov devV avaPEPETOL
07O TTOPOV PUALO 0dNYIDV Ypiong. BAEre Tapdypago 4.

T tepréyel To mapov OALO 00NYLOV:

T eivar to Cavoley kot oo etvat 1 yprion tov ?

Timpénel va yvopilete Tpv ypnoyonomoete to Cavoley ?
[Mog va ypnowonomcete to Cavoley ?

IMBavéc avemBOUNTEG EVEPYELES

Ilog va puAdooete to Cavoley ?

IIepieydpeva TG GuoKeELAGTAG KOt AOUTEG TANPOPOPIES

AN o S e

1. T eivar To Cavoley ko owa givat i ypiien tov ?

To Cavoley mepi€yet T dpactiki ovcia TeykPlykpaotipn. H neykpiliykpaotipn eivon o npoteivn
oL TapdyeTol og Paxtipia mTov ovopdloviat E. coli pe nebdoovg Proteyvoroyiog. Avikel 6€ Lo
oo TPOTEIVAOV TOL OVOLALOVTOL KUTOKIVES KoL TOPOVCLALEL LEYAAT] OLLOLOTNTOL LLE L0 PUGIKN
TPOTEIVN (TapdyovTag S1€YEPOTG AMOIKIDY T®V KOKKIOKVTTAP®V) TOL TOPAYEL O OPYAVIGLOG OOG.

To Cavoley ypnotponolgitol yio T Heimon ¢ SLAPKELNG TNG OVIETEPOTEVING (YOUUNAOS aptOUdS
AEVK®V OLHOGPOIPIOV) KOl TNG EUPAVICTG EUTVPETNG OVIETEPOTEVIAG (YOUNAOG aplBUOG AEVKDY
OLLOCQAPIOV e TVPETO), TOL PIOopel Vo TPOKANOEL amd TN XPp1oT KLTTAPOTOEIKNG YNueobepameiog
(QapLOKO TOV KOTAGTPEPOLY TO TAYXEMG AVOTTLGGOUEVO KOTTOPO ), 6 EVAAKEG NAkiag 18 eTdv Kot
avo. Ta Aevkd apocaipia givar onuavtikd, Kadmg Bonbodv Tov opyavicud cag va KATATOAEUA TG
rowdéets. Ta kdTTOpa VT givorl ToAD gvaicOnta oTic emdpdoelg g ynuelodepaneiag,  onoia
umopel va TpoKaAESEL LELDOT) TOV 0plfUoD aVTOV TOV KUTTAP®MY G6TOV 0pYavicuo cag. Edv ta Asvkd
OLLOGQUIPLO TEGOVV GE YOUNAD EMIMEDO, TOTE UMOPEL VO, UMV OTTOUEVOLV OPKETH GTOV OPYAVIGHO GOG
Y10 VO KOTOTOAEUNGOLV Ta PakTipla Kot pmopel va dtatpéyxete avnpévo kivovvo Aolpuméne.

O ywtpog cog oag yoprynoe to Cavoley yio vo fon0foet Tov LeLd TV 06TV 60G (TO TUALO TOV
00670V TTOL TOPAYEL AUOCOAIPLA) VO TaPAYEL TEPIGGOTEPO AEVKA aplocpaipia Tov fonbovv tov
opyoviold 00G VL KATUTOAEUE TIG AOUMEELC.

2. T péner va yvopilete apy ypnoporonjcete To Cavoley ?

Mnyv ypnoiponouioete 10 Cavoley
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o€ TEPIMTOOT OAAEPYIOG OTNV TEYKPILYKPUCTIUT, TN QIAYKPACTIUY, 1] G 0TO100NTTOTE GALO Ol
TO, GLOTATIKG AVTOV TOL PAPUAKOV (OVOPEPOVTOL TNV TTAPAYPAPO 6).

M pocdomou|oeis Kol TPOPLAGEELS

AmevBuvieite otov Y1aTpd, TOV GUPUAKOTOLO 1] TOV VOGOKOWO GOg TPV Ypnooromaste to Cavoley:

€0V TOPOVGIACETE AAAEPYIKN OVTIOPOOT, COUTEPIAUUPOVOLEV®V OdVVAUING, TTOONG TG

apTNPLIKNG TTiEoNC, SLOKOAING GTNV avorvor, Tpn&itatog Tov Tpocmmov (avapuiasia),

KOKKIVIOHOTOG Kol €E0ync, depIaTikoD eEavONLOTOG Kot TEPLOYDV TOV OEPUOTOC e KVNGUO.

€4v mapovoidoete Py, TOPETO Kol SuoKOAio GTNV avoTTVoT. AVTO pmopel va eivar EvOgién

oLuVOpoOLOL 0&elag avamveuoTikng dvoyépetag (ARDS).

g0y &yete KATOO Ao TIC AKOAOLOES AVETIBVUNTEC EVEPYELEC 1] GLVOLAGHO TV AKOAOLOWY

AVETBOUNTOV EVEPYELDV:

- TpNREWo i S10YK®S™ TTov UopEel vo. oyeTileTan e AMyOTEPO GLYVT 00PNGT, SVGKOAIL OTNV
avomvon, TPREWO GtV KotMd kot aicOnua mAnpotntag, Kabmg Kot yevikd aictnuo
KOTWONG.

AvTd pmopel va ivol GUUTTOUOTO PIAG KOTAGTAOTC TOV OVOUALETOL «GOVIPOUO auénuévng

SOTEPATOTNTOG TV TPLYOEWDV OyYeimV», 1| 0TToi0 TPOKOAEL dlappon OiUaTog amd To, Lkpd

olpo@opa ayyeio péca 6to codpa coc. BAEme mapdypao 4.

€0V TOPOVGIACETE TOVO GTO TAV® APLOTEPO PEPOG TNG KOWALAG 1] 6TO AKPO TOV OUOL GOC. AVTO

umopel va glvan £vdelén TpofAHOTOC e TOV OTANVA oag (oTANvVouEyaAio).

€av elyate TpoceaTo cofapn AoIH®EN T®V TVELUOVEV (TVELLOVIEL), VYPO GTOVE TVEVOVEG

(Tvevpoviko oidnpa), eAEYHOVH TV TVELUOV®V (O1dpeon TVELOVOTABELR) 1 L) PUCLOAOYIKN

aktvoypagio Bdpakog (dmbnon wvedpova).

gbv yvopilete Yo omoladnToTE LETAPOAT GTOVG APLOOVG TOV ALILOGPALPIMY Gag (.. avénon

OTO AEVKA opoc@aipto 1 ovaipio) 1 Yo LEIOHEVO aptOd OUOTETOM®Y, O OTOI0G LELMVEL TNV

KovOTNTO TOL 0ipatog cog va tlet (BpopPomevia). O yiatpog cag icmg BeAcel va Gag

mopokoAovOel oTeVd.

gy &yete dpemavokvtTopikn avatpio. O ylutpodg cog iomg apyicel vo mapaKolovdel tnv

KOTAGTOOT GO MO GTEVA.

€dv glote acbevig pe KapKivo Tov paeTov 1 KapKivo Tov Tvedpova, To Cavoley 6e cGuvdLOGUO

pe ynueodepameio 1/xat aktivodepameio propet vo avéNoel Tov Kivouvo Tov SLOTPEYXETE VA

EUQAVICETE L0 TPOKAPKIVIKT TTEONO™ TOL aipatoc mov ovopdletol LLEAOSVOTANCTIKO

ovvdpopo (MDS) 1 évay kapkivo Tov aipatog mov ovopaletor ofeio poehoyeving Asvyaipiol

(AML). Ta countdpoto pmopel va TepiAapfavouy KoOpaoT, TUPETO Kol EDKOAO LOADTIGHO 1

oopparyicL.

€dv mapovoidoete EAPVIKE evoeilelg odlhepyiag Ommg e&avOnua, payodpa 1 kKvidmon Tov

O€pUATOC, TPNELO TOL TPOCHTOV, TV XEIMDV, TNG YADGSUS 1 GAA®V LEPDV TOL GMOUATOC,

AOYAVIOOLLOL, GUPTYUO 1] TPOPANLOTO GTNV GVOTTVOY], GVTA UTOPEL Vo 0moTEAODV EVOEIEEIC UG

Bapidg aArepyung avtidpoong.

dAeypovi g 0opTiS (TOL LEYAAOL OLLOPOPOL AYYEIOL TO OTTOI0 LETAPEPEL O OO TNV

Kapdld 6TO SOUM), AVTO EYEl avapepbel omdvia o aobeveic e Kapkivo katl og vyieig 00teg. Ta

CUUTTOUOTO PUTOPEL VO, TEPIAAUPEVOLY TUPETO, KOTAAKO TOVO, KOKOLYid, TOVO GTI UECT] KOl

avénuévoug deiktec eAeypovic. Evnuepoote tov yuotpd cag GV TopOVGIAGETE AVTA TO

GUUTTOLLOTOL.

O ywatpog cag Ba eAéyyel To aiplo Kot To ovpo 6og TokTikd, Kabmg to Cavoley pumopel va fAdyel ta
UIKPOGKOTIKA QIATPpO TTOL PpickovTol LEGH OTA VEPPE GOG (CTEPAUATOVEPPITION).

Yofapég depuatikég avidpaoelg (cuvdpopo Stevens-Johnson) éyovv avapepbei pe ™ ypnomn g
TEYKQIAYKPOOTIUNG. ZTAUOTNOTE va ypnotponoteite To Cavoley kot avalntmote auéomg 1oTpikn
GLUPBOVAN AV TOPATNPNCETE OTOLOONTOTE OO TO, GLUTTAOUATE, TTOVL TEPLYPAPOVTAL GTNV TAPAYPapO 4.

Oa TPEMEL VO LWANOETE LE TOV Y10TPO GOG Y10 TOV KivOUVo EKONAMONG KapKivow Tov aipatog. Eqv
exdNAmoeTe N £YeTE MOOVOTNTO VO EKONADCETE KOPKIVO TOL aipatog, dev Oa mpémnel va,
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ypnowponooete 1o Cavoley, ektog €dv AaPete oyeTikn 0dnyio amd TOV Y10TPO GO,

ATOAELD AVTATOKPLONG GTNV TEYKPLAYKPAGTI|

Edv mopovoidoete andieio avtomdkpiong 1 advvaptio dStathpnong g avtandkpiong ot Oeponeio pe
TEYKPILYKPAGTIN, 0 YITpOG Gag Ba dlepeuviloet Ta. aitia, KOBMS Kol TO €0V EXETE OVOTTVEEL
AVTICMUOTO TOL EE0VOETEPMVOLV TN OPAGCT] TNG TEYKPILYKPOCTIHUNG.

IMowora ko Epnpor

To Cavoley dev cuviotdral yio xprorn o€ Todid kKot Eprioug AOY® avenapK®V Oe60UEV®V Y10 TNV
UCQAUAELN KOL TNV OTOTEAECUATIKOTITO TOL.

Alha péppoxa ko Cavoley

Evnuepaote tov yiatpd 1 Tov eopprokonold cag edv maipvete, Exete Tpoceata ThpeL 1 LTopel va
mhpete GAAO QapLLOKO.

Kinon ko Onhaopog

Edwv eiote éyxvog 1 OnAdlete, vouilete 0TL pmopet va giote £ykvog 1) oYeOALETE VO ATOKTIOETE T,
{ntote T GUUPBOLAN TOL YITPO T} TOV PUPLOKOTOLOD GAG TPV TAPETE AVTO TO PAPLLOKO.

To Cavoley dev &xet doxipactel og eykbovs. Emopévmg, o yiatpog oag pmopel va amopacicet 6Tt dev
TPEMEL VAL YPNCUOTOMCETE AVTO TO PAPLAKO. Eivol onuovtiko va evinuep®oeTe Tov Y1aTpd Gog E0V:

. glote €yKvog
. vopilete O6TL pmopel va glote £ykvog M
o oY€014LETE VO OTOKTNOETE TOOH.

Edv peivete éyxvog katd tn didpkeia tng Oepaneiog pe Cavoley, TopakoAeiote OMMG EVIUEPDCETE TOV
yiatpd cog.

Edv ypnowonoieite Cavoley, Oo mpénet va dtakdyete tov Onhacud, EKTog v 0 YIOTpOG GOG 0aG ODTEL
OlopopETIKEG 00MYies.

001y Kol YEPLEROS PN OVIILETOV

To Cavoley dgv €yel kapio 1 £XEL AGTIUAVTN EXLOPOCT) GTNV IKAVOTNTO 00N YNONG 1} XEPITLOD
Uy ovnUaToy.

To Cavoley nepiéyer copprroin (E420)

Avto 10 Qappoko tepiExet 30 mg copPrtoing oe kébe mpoyeoUEVT GUPLYY TO OO0 1IG0dVVANEL [LE
50 mg/ml.

To Cavoley wepréyerl vatpro

To edppoko avtd mepiéyel Aydtepo and 1 mmol varpiov (23 mg) avd d6on 6 mg, sivar avtd TOV
ovopalovpe «ehevBepo vatTpiovy.

To Cavoley mepiéyel morvcoppiko 20 (E432)
Av10 10 Pappaxo epiEyetl 0,02 mg moivcsopPikod 20 oe kGOe Tpoyspuiouévn cvptyya. Ta

TOAVGOPPIKa Umopel va TPpokaAEcovy adlepyikéc avTidpdoels. Evnuepmote tov 1tpd oag v Exete
YVOOTEG QALEPYIEC,
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3. IIag va ypnoipomonjosete 10 Cavoley ?

[Tavtote va ypnoyonoieite To Cavoley ovotnpd coup@va Le TIg 0dnyieg Tov yiotpov cag. Edv éyete
aueBolriec, Bo TPEMEL VO pOTACETE TOV Y1ATPO 1 TOV PappoKonold coc. H cuvictdpevn 66om gival
pia vwodopLa Eveon TV 6 mg (£veoT KATM amd TO SEPLLA COC) LLE TPOYEUIGUEVT GUPLYYQ Kot Ba TpEmel
va yopryeital TtovAdyiotov 24 dpeg pHetd and v televtaio 06oM NG ¥nHeobepaneiog coc 6To TEAOG
Kkd0e KOhKdov ynuetobepaneiog.

Kaéavovrtag pévor cag tnv éveon tov Cavoley

O y10tpdg oag pmopel va amopaciost 6Tt 8o Tav To E0KOAO Yo oaG va KAveTe €6€ic ot 16101 TNV
éveon tov Cavoley otov €av1d cag. O yotpog 1 0 vosokopog oog o cog deiel Tmg vo KAvETE TNV
€veon oTov 00T 6aG. MnV eTLXEPNCETE VAL KAVETE TNV EVECT] GTO EAVTO GUG EAV OgV EYETE
eKTOLdELTEL.

INoa tepiocdTepec 001 YiEC OYETIKA LE TO TAOC Va. KAveTe Pdvol cog v éveon tov Cavoley 6tov ontd
o0g, TapakaAeiote va S10PAcETE TNV TOPAYPOPO GTO TEAOG TOV TAPOVTOS PUAAOV 0T YLDV YPTONG.

Mnv avaxiveite Evtova to Cavoley, KoOmg KATL TETOL0 EVOEYETOL VOL EXNPEAGEL TN OPOUCTIKOTNTA TOV.
Eav ypnowononjoete peyorvtepn 06on Cavoley amd tnv kKavoviki

Edv ypnowonomoete peyolvtepn d6on Cavoley amd v Kavoviki, 6o Tpémet va ETKOVmVICETE e
TOV Y10TPO, TOV PUPLOKOTOLO 1] TOV VOGOKOLO GO,

Edv Eeydoete va ypnoyporonjoete 1o Cavoley

Edv kévete v éveon pdvot cog ko €xete Egxdoel o 06on Cavoley, Bo Tpémet vo EMKOIVOVIGETE e
TOV Y1TPO 60g Yo va u{ntnoete mote Oa mpémel va kavete TNy emduevn éveon). Eqv éxete
TEPLOCOTEPES EPMTNOELS GYETIKA LE TN YPTOT CLTOV TOV PAPUAKOV, POTAGTE TOV Y1TPO, TOV
(OPLOKOTOL0 1] TOV VOGOKOUO GOG.

4. MBavég avemOOunTeg evépysreg

Onwc 6Ma Ta papUaKad, ETCL KOL 0VTO TO GAPLAKO UTOPEL VO TPOKAAECEL AVETIOOUNTEG EVEPYELES, OV
Kot 6gv Topovclalovtal 6€ OAOLG TOVG AvOPMOTOVC.

Evnuepoote apéomg tov yotpd oag edv Exete kKAmolo amd Tig akoloveg avemBOunTeg evépyelec n

ouvdvooud TV akdAovdwov avemBOUNTOV EvEPYELDV:

. TPNELO 1 SLOYK®OT oL UTopel va oyeTileTOL LE AYOTEPO GLY VT 0VPNOT), OLGKOAIL GTNV
avamvon], TPREWO 0TV KO kot aicOnua mAnpdtnrag, kabdg Kot yeviko aichnuo KoTmong.
Tao copmtopato avtd yevikd speaviovtar pe toyd puouo.

Avtd pmopel va eivat copmtodpoto pag oyt ovyvig (pmopel va ennpedost £og 1 ota 100 dtopa)
KOTAGTOONG 71OV OVOLUALETOL KGUVOPOUO aENUEVNC SLOTEPATOTITOG TV TPLYOEODV ayYEiVY, 1) 0T0lN
TPOKOAEL O10pPOT OHUATOS ATd T UIKPE, AOPOPO. ayyeio LEGH 6TO GO GOG Kot ¥petdleTor
eneYOVTOG 1 TpIKn PforOeto.

IToAd cvyvég avemOOuNTES evépyereg (Umopel va enmnpedoovy nepiocotepa and 1 ota 10 dropa):

. ovog 610 06Td. O Y10tpdc 60g 00 GG EVNLEPDGEL Y10 TAL PAPLLOKO TTOV LITOPEITE VO TAPETE
TPOKEWEVOL VO, LelmBEl 0 TOVOG GTOL 0OTA.
. VOLTIO KOl TOVOKEPOAOL.

Yoyvég avemOvunTeg evépyeleg (Lmopel va emnpedosovy £0¢ 1 ota 10 dropa):
. OVOG 610 omueio TG £veong
. YEVIKOil TOVOL Kot TOVOL OTIG apBpADOELG KO TOVS UG
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. UTOpEL Vo TPOKVYOUV KATO1eg LETOPOAEC GTO QL0 0aG, 0VTEG OU®G Ba EVIOTIGTOVV GTIg
kabepopéveg e€etdoelg aipatog. O aptBprdc Twv AVKOKLTTAPWOV co¢ pmopel va avEndel yia Eva
HKpo xpovikd draotnpa. O apfuog tov aponetorlomv cag propet vo petwdet, Tpdypa mov
Umopel va 001N YNGEL GTO VO, ST|LLOVPYOVVTOL LOAMTES.

Oy ovyvég avemBopnteg evépyereg (Lmopel va ennpedoovy ém¢ 1 ota 100 dropa):

o 0AAEPYLKOD TUTTOL AVTIOPACELS, CLUTEPIAAPOVOUEVOV EpLOPOTNTOC Kot EEAYMG, OEPHLOTIKOD
€EAVOMLOTOC KOl SIOYKMUEVOV TTEPLOYMY TOL OEPUATOS LE POyoVpa,

. coPapéc aAAEPYIKES aVTIOPACELS, CLUTEPIAOUPAVOLEVIC TNG avapLAaiog (advvapia, TTOon
NG OPTNPLOKNG TEOTG, OLOKOAID GTNV AVATVOT, TPNEWO TOL TPOSHTOL)

o avénon tov peyébovg Tov oA VA

o pnén tov ominva. Opiopéveg TepittOoelg pRENG Tov orAnva iyov Bavatneodpo KatdAnén.
Etvot moAd onpovTiKd va eTKOVmVIGETE QUECHS LE TOV YLOTPO GO €6V TUPOVGIAGETE TOVO
67O TAVO aPLeTEPO UEPOG TNG KOIMAG 1 OTOV 0ploTEP M0, KOS ovTd propet va, oyetiletal
LE KAmolo TPOPAN IO GTOV GTTANVA GOG.

. OVOTTVELSTIKA TTpoPAnpata. Edv £yete Priya, mupetd kol SLGKOAN TV AVOTVON, EVILEPDOTE
TOV YlTpO GG,
o ouvopopo Sweet (SLOYKOUEVES, ETMIVVEC PAAPEC PaBVKOKKIVOL YPDOUOTOC GTO (KPOL Kot

UEPIKEG POPEG GTO TPOGMOTO Kol TOV AALUO HE TVPETO) Exel avapepBel aAld pmopel va mailovv
pOLO KOl GAAOL TOPAYOVTES

. OepUaTIKN ayyeUTION (PAEYLOV] TV OLOPOP®Y ayyEi®mV TOL dEPLATOG)

. PAGPN oTa LIKPOGKOTIKA QIATPO LEGO OTA VEPPA GOC (CTEPAUATOVEPPITION)

. KOKKIVIGLLOL 0TO OMUEL0 TNG €veong

. omofoAn aipatog pe tov Pryyo (arpdmTvon).

. OLUATOAOYIKEG StoTapayEg (LueAodVoTANCTIKO cUVOpopo [MDS] 1 o&ela poedoyevig Asvyoptio
[AMLY)).

Yrdvieg avemOopnteg evépyereg (Lmopel va ennpedoovy £oc 1 ota 1 000 dropa):

. DAeypovi TG 0opTiS (TOL HEYAAOV OLOPOPOV ayYEiOL TO OTTOT0 HETAPEPEL alpla amd TV
Kapdld 610 oMUA), BA. TOPAYpAPO 2.

. Awoppayio omd Tov Ivedova (TTVELUOVIKT oopporyior).

. XHvopopo Stevens-Johnson, To 0moio UTOPEL VO EPPAVIGTEL G KOKKIVMTEG TAGKEG TTOV

Hotdlouvv pe oTOY0 1| KUKAKEG TAGKES GUYVA LE KEVIPIKES POVOKAAEC GTOV KOPUO,
EeQAOVOIG LA TNG EMOEPIIOAG, EAKT] GTO GTOLA, TOV GAPLYYQ, TN HOTH, TO YEVVITIKA OpYovo Kol
T HATLOL KO, TPV otd TNV ELPAVION TOV, UTopel va Tponyndohv TupeTdc Kot ypumdon
CUUMTMOUOTO. ZTAPATAOTE Vo ypnotponoteite to Cavoley av avamtOEETe 0V TE, TO, GUUTTOUOTA
KOl EMKOVOVIOTE AUECHOC LE TOV Y1ATPd G0¢ 1 avalnToTe APESMG 10TPIKT GVUPBOVAN. BAéme
eniomng mapdypao 2.

Ava@opd avemOOUNTOV EVEPYELOV

Edv mapotnpfioete kdmotla avemBountn eVEPYELN, EVILEPMDGTE TOV YIUTPO, TOV PAPLOKOTOLO 1) TOV/TNV
VOGOKOWO GaG. AVTO 1GYVEL KOt Yo KGOe Thavn avemBountn eVEPYELO TOV OEV AVOPEPETOL GTO TOPOV
@OALO 00Ny Yprionc. Mropeite emiong va avagpépete avemBounteg evépyeteg ancgvbeiag, LEGH TOL
€6viKoH cuoTHUOTOC avaPopds Tov avaypdeetot oto [opdptnua V.

5. IIog va pvrdocete To Cavoley ?

To papproKo aVTO TPETEL VO PLAAGGETAL GE LEPT] TOL OEV TO BAETOLY Kot deV TO POAVOLV TO TOLOLA.
No un xpnoyonoleite avtd 10 APLOKO LETE TV NUEPOUNVIO ANENG TTOL AVOPEPETAL GTO KOLTI KOl
oTNV €TIKETA TNG oVPLyyag petd 1o “EXP”. H nuepounvia Anéng eivar 1 tehevtoio nuépa Tov pUiva

IOV AVOPEPETOL EKEL.

dvidooete og yoyeio (2 °C-8 °C).
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Mmnopeite vo Bydrete to Cavoley amd to yoyeio kat va to dlatnprioete o€ Beppokpacio dopatiov (6xt
v omd 25 °C) yia oyl meplocdTEPO amd TPELG NUEPES. MOAIC Lo cvpryyo agotpedel amd to Yyoyeio
Kot pTdoel o€ Bepuokpacio dopatiov (0xL whve amd 25 °C), Tpénel va ypnoipomombei evidg tpumv
NUEPDV.

Mnv katoydyete. To Cavoley pmopei va ypnopomombei eav kotoyvydel katd AdBog yo pia pévo
mepiodo PiKpoTEPT TOV 72 MPDV.

DVAAGGETE TNV TPOYEUICUEVT) GUPLYYA GTO EEMTEPIKO KOVTI Y10l VO TPOCTATEVETOL TG TO PG,

Na pn xpnoonoleite v Td TO PAPLUKO EAV TAPOTNPNCETE OTL €ival BoLO 1 TEPIEYEL COUATIOWL.

Mnv metdite @APULAKO GTO VEPD TNG AMOYETELGNG 1| GTA OKLOK(A aroppitpate. Potmote tov
(OPLOKOTOLO GOG Y10, TO TMG VO TETAEETE T PAPLLOKA TOV OgV Ypnolponoleite mo. Avtd ta pétpa Oa
Bondncovv oty Tpoctacio Tov TEPPAAAOVTOC.

6. Ilepreydpeva TG GVGKEVLUGINS KUl AOUTES TANPOPOPIES

T epréyer to Cavoley

. H dpaotikn ovoia givar | meykeilykpaotipn. Kabe mpoyepiopévn copryya mepiéyet 6 mg
neYKQLykpaotipn og 0,6 ml dtoddpotoc.

. Ta dALa cvotatikd gival o&ikd vatpio, copPitoin (E420), molvcsopPikd 20,(E432) kot Homp
v evéoua. Agite tnv mapdypoeo 2, «To Cavoley mepiéyetl copPitoin (E420), molvcopPuco 20
(E432) ot vaTpiom.

Epg@avion tov Cavoley kot Tepleyopeve. TG 6VOKEVAGTOG ?
To Cavoley givar £va SlonyEg, Aypmuo eVEGIIO SLAAV U GE TTPOYEUIGUEVT cVpLyya (6 mg/0,6 ml).

Kdabe cvokevacio mepiéyet pio YoOAVn TPOYELGUEVT] GUPLYYA LLE EAACTIKO TTMLLO ELGYDPNONG, PEPdO
euPorov, mpocaptnuévn BeAdva omd avoéeidmto yaivPa Kot Topa ferdvac. H copryya mopéyeton o
dioko TAaoTikn VAN .

H ovpryya mapéyetot pe autdépoto pnyoviopud Kaioyng Perovag.
Karoyog Adsrog Kvkhogopiag

CuraTeQ Biologics s.t.0,
Trtinova 260/1, Cakovice,
19600, Prague,

Togyum Anpokportio

MopookevaocTi|g

APL Swift Services (Malta) Ltd
HF26, Hal Far Industrial Estate,
Qasam Industrijali Hal Far,
Birzebbugia, BBG 3000

Médita

IMo omoladnmote TANPOPOPID GYETIKA e TO TAPOV QOPUOKEVTIKO TPOIOV, TOPAKOAEISTE VOl
argvbuvbeite otov TomiKd avtimpoésmmo Tov Katdyov g Adelag Kvkiopopiag:
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Belgié/Belgique/Belgien
Aurobindo NV/SA
Tel/Tél: +32 24753540

bbarapus
STADA Bulgaria EOOD
Tem.: +359 29624626

Ceska republika
Curateq Biologics s.r.o.
Phone: +420220990139
info@curategbiologics.eu

Danmark

Curateq Biologics s.r.o.
Phone: +420220990139
info@curategbiologics.cu

Deutschland
STADAPHARM GmbH
Tel: +49 61016030

Eesti

Curateq Biologics s.r.o.
Phone: +420220990139
info@curateqgbiologics.eu

EArada

Curateq Biologics s.r.o.
Phone: +420220990139
info@curategbiologics.cu

Espaiia
Aurovitas Spain, S.A.U.
Tel: +34 91 630 86 45

France
EG LABO - Laboratoires EuroGenerics
Tél: +33 146948686

Hrvatska
STADA d.o.o.
Tel: +385 13764111

Ireland

Curateq Biologics s.r.o.
Phone: +420220990139
info@curategbiologics.eu

Island

Curateq Biologics s.r.o.
Phone: +420220990139
info@curategbiologics.cu

Italia
Aurobindo Pharma (Italia) S.r.1.
Phone: +39 02 9639 2601

Lietuva
UAB Orion Pharma
Tel. +370 5 276 9499

Luxembourg/Luxemburg
Aurobindo NV/SA
Tel/Tél: +32 24753540

Magyarorszag
Orion Pharma Kft.
Tel.: +36 1 239 9095

Malta

Curateq Biologics s.r.o.
Phone: +420220990139
info@curategbiologics.cu

Nederland
Centrafarm B.V.
Tel.: +31 765081000

Norge

Curateq Biologics s.r.o.
Phone: +420220990139
info@curateqgbiologics.eu
Osterreich

Curateq Biologics s.r.o.
Phone: +420220990139
info@curategbiologics.cu

Polska
Aurovitas Pharma Polska Sp. z o.0.
Phone: +48 22 311 20 00

Portugal
Generis Farmacutica S. A
Phone: +351 21 4967120

Romania
STADA M&D SRL
Tel: +40 213160640

Slovenija

Curateq Biologics s.r.o.
Phone: +420220990139
info@curategbiologics.eu

Slovenska republika
STADA PHARMA Slovakia, s.r.o.
Tel: +421 252621933

Suomi/Finland
Orion Corporation
Puh./Tel: +358 10 4261
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Kvbmpog Sverige

Curateq Biologics s.t.0. Curateq Biologics s.t.0.
Phone: +420220990139 Phone: +420220990139
info@curategbiologics.eu info@curateqgbiologics.eu
Latvija

Orion Corporation

Orion Pharma parstavnieciba

Tel: +371 20028332
To wapdév @OAAO 00N YOV Yp1ioNS avaOe®P1)ONKe Y10 TEAELTOIO POPE GTIS
Alreg TNYES TAPOPOPLOV

Aentopepeic TAnpoopieg yia To papuaKo avtd eivar dSabécieg 6to dikTvaKd TOTo ToL Evprmaiko
Opyaviopov @apudxmv: http:/www.ema.europa.eu.

Odnyieg ypriong
Odnyde yo To eEapTUOTa
[Ipwv and ™ ¥pon Metd and ™ yp1on
, Xpnotporomuévo
Epporo J&xﬁl "

S

; ol Etucéta ovpryyog
Xpnoyomompévog
KOAWVOPOG cLPLYYOG
Oéce1g SOKTOAMV | Z ? u|
-
Eticéta oupryyag —-|- | Ft=t——  XpP1CLUOTOINUEVT
KoAavdpoc cvpryyog 'r I --:::_E':=|r Perova
1 f \
Mnyaviopog KaAvyng _'? \ Xpnowonompévo
oupLyyag U e EAOTNPLO UNYOVICLOV
' - KdAvyMC Perdvag
Elatipro pnyavicpod
KdAvyMc Pedodvag
I'kpt tdpa Berovog | TI'xprmopo Behdvag
EMOVED extog

[Ipocoyn: Amoevyete TNV enoen pe To EUPoAro Kot T PEAGVE KOTA TNV TPOETOLLAGIN TNG GVUPLYYOS.
H ovokeun acpaleiog evepyomoleitar cuvnBwg pe wieomn amd to EPPoro 6T cOptyya.
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XNUavTIKo

[Ipwv ypnoyomooete (o tpoysucpévn cvptyya Cavoley e auTOUATO PUNYOVIGUO KAALYNG
Bedovag, d10faoTe AVTEG TIC GNUAVTIKEG TATPOPOPIEG:

. Eivat onpovtikd vo unv entyelpioete va KAveTe TV €veot LOVOL GOG GTOV E0VTO GOG, TaPd
UOVO AV EYETE EKTAUOELTEL OO TOV YLOTPO 1) TOV EMAYYEAUATIO VYEIOG GOG.
. To Cavoley yopnyeitot @g Eveon 6ToV 1610, OKPPOS KAT® 0o To dEpUa (VTOSOPLA EVEDT)).

MnV aQopEGETE TO TOWUO TNG PEAOVOG OO TNV TPOYELIGUEVT] GUPLYYA TaPd pLovo dtav Ba giote
£TOLLOL Y10 TNV €VEOT).

M ¥pNGILOTOMGETE TNV TPOYEULICUEVT) GUPLYYQ EAV EYEL TEGEL OE GKAN PN EMPAVELQL.
XPNOOTOINGTE L0 KOOV PYLO TPOYERIGHEVT] GUPLYYO KOl ETMKOIVOVIOTE LE TOV Y1ATPO 1) TOV
enayyeApatio vYElog Gog.

MV enyePNGETE VO EVEPYOTOGETE TNV TPOYELUGEVT GUPLYYA TPV A0 TNV £VEST).

MnV ETYEIPNOETE VO, APULPEGETE TOV SIAPAVO UNYOVICUO KAADYTG TPOYELGUEVTG GUPLYYAS Od
TNV TPOYEMGUEVT] CLPLYYO.

Edv &xete ep@TOELG, ETIKOIVOVIOTE LE TOV Y1TPO N TOV ENOYYEALATIO VYEING GOG.

Bipa 1:IlpogToipacio

A Apaipéote ToV SIGKO TNG TPOYEUGUEVNG GUPLYYAG GO TI GUGKELOGI KOl GUYKEVIPOGTE TO.
VAKA TTOL YPELALEDTE Y10 TNV EVECT GOC: LOVTIANKLO EUTOTIGHEVO LE OWVOTTVEV LA, £VOL
Koppatt Bappaxt 1 eniBepa yalag, enidespo Kot doyelo amdppyng aLyUnpoV aVTIKEUEVOV
(dev ovumepriauBdvovran).

INo mo Gvetn éveon, apnoTe TNV TPOYEUIGLEVT cVpLyYa o€ Beprokpacia dmpatiov Yo nepitov 30
Aemtd wpv kAvete v Eveon). [TAbvete KaAd Ta ¥€plo oaG LE COTOVVL KOl VEPD.

TomoBetnoTE TNV KAVOUPYLO TPOYEMGHUEVT] GUPLYYO KOL TO VTOAOITO DAKY TAVE o€ o kobopn,
KOAQ QOTIGUEVT EMLOAVELQL.

Mnyv emyelpnoete va Beppavete tn cupryyo pe kKdmoto mnyn Oeppotmrag 6mwg (eotd vepd N POLPVO
UIKPOKLUATMV.

Mnyv a@NVeTE TNV TPOYEUICUEVT GUPLYYA EKTEDELUEVT] GTO ALEGO NALOKO (MG,

Mnv avoKIVeiTe TNV TPOYEMGLEVT COPLYYO.

DVLACOETE TIC TPOYEMOUEVES CUPLYYES GE PPN TTOL OV TIS PAEmOVY Ko dEV TIS OGvVOLY T
ToLoLd.

B [pogidomoinon/IIpoeoiaén: EAéyEte yio va Befaiwbdeite Ot dev vadpyetl yorlapd Bpadoua M
VYPO HEcO GTN cuokevacia. Xe nepintoon apeiPoriog, MHN avoi&ete avtd 10 TOKETO.
whpte GALO.

C [pogiwomoinon/IIpopviaén: MHN onkdvete to mpoidv amd to EUPoro 1| T0 KAADLUO TNG
Bedovag. [Tidote T0 TPOGTATEVTIKO AGPAAELOG TG TPOYEUIGUEVTG COPTYYOS Y10 VO
OQUIPECETE TNV TPOYEUGUEVT GVPYYA OO TO H10K0 TAUGTIKN VAT.
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D AQuIpEoTE TNV TPOYEPIGUEVT] GUPLYYO. 0TTO TO OIGKO TAUGTIKY] VA1 OTMS QUIVETON GTNV
EIKOVa.

M {pNGLOTOGETE TNV TPOYEUIGLLEVT) GUPLYYD EAV:

To edppoxo eivar 0oAd M mepiéyel copatioo. [pémer va eivar Eva dtavyEg Ko dypmpo vypo.
Yndpyovv onpeio wov gaivetat va £xovv payicel 1| omdoet.

To ykpt mopa TG Perdvag Aeinel 1} dev Exel otepemBel KOAL.

"Eyel mepdoet 1) tedevtaio nuépa Tov URva TE nUepounvia AENG Tov avaypapeTaL 6TV
ETIKETOL.

Y K0Oe TEPIMTOOT, EMKOWVOVNOTE LLE TOV YIOTPO 1) TOV EMAYYEALOTIO VYELOG OOC,

dappoxo

Bijpa 2: Etowpooteite

A | [TAbvete KaAd To yépra cac. [Ipogtodote kot kabapiote 1o onueio e €veonc.

Endve pépoc tov Bpayiova

' e Ko

) Endve pépog tov punpov

Mmropeite va yp1CYLOTOI|CETE:

* To endvo pépog tov unpov cag,.

¢ Tnv kotud, eKTOG amd Lo TEPLOYT S EKOTOCTMV (2 IVTOMV) YOP® OO TOV aPOAd GOG.

¢ Tnv e€tepcn mepoyn Tov EXAV® PEPOLS TOL Ppayiova (LOVO av KATO10G AAAOG GG KAVEL

mv éveon).

Kobapiote 10 onpeio g éveong pe €vo LOVINAGKL EUTOTIGUEVO HE OVOTTVELLLA. APNGTE TO dEPLAL
GOG VO GTEYVAOOEL.

Mnv ayyilete 10 onueio g £veong TPV omd TNV EVEOT).
Mnyv Kdavete éveon o€ TePLOYES OTOV TO dEPLA Elval evaicOnTo, pLeAaviaouévo, KOKKIVO 1| oKANPO.
AmopiyeTe vo KAVETE TNV £VEOT OE TEPLOYEG LLE OVAEC 1] pOryAdEC.

32




B Tpapn&re npooektikd To YKPL TOUO TNG PeAdvog evbeia mpog Ta EEm Kal pakpld amd To

COUO GOGC.
.-—-—-"_I—,’_\_\
/\@

;

Hpocwdomoinen/Ipoevrain: MHN otpifete 10 kdAoppa e Perdvog kot MHN ayyilete T
Berdva 1 To EuPoro. TpaPnére to kdlvppa e BeAdvag evbeia OT®S QaiveTol Kal XEPLoTEiTE TNV
OCQAAELN DGTE VO, ATTOPVYETE TPOVUUTIGLOVG 1] KALYN

r AvOooNK®OGTE TO OTMUEID TNG EVESTG TOIUTMVTOG E TO SAKTUAN Y10l VO dNULOVPYTOETE U0
oOLYTN EMLPAVELQ.

posgdomoinon/Ilpoevraén: Eival onuavtikd va kpatdte To dEPLLO OVOOT|KOUEVO KATH TN
dudpkela g Eveonc.

Bijpa 3: Xopiynon g éveong

A Kpartnote 1o dépua avaonkopévo. EIZATATETE ) Belova oto 6éppa. Zapméte to Euporo
EVO TAVETE TIG PAAVTLEG TV SUKTOAMV.

M posgidonoinon/Ipoeviatn: Mnv ayyilete v kabapiouévn meployr] Tov S£pUATOG.
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B [IEZTE 10 éuPolo aokmvtag apyn Kot 6Tabepn| Tieon LEXPL VO VIMGETE 1 VO AKOVGETE EVal
«ichey. [Tiéote To EUPoro ¢ TO TEPUA LEYPL VO OKOVGTEL TO «iKAK». OAOKANPN 1] dOON
npénel va yopnynoel ya va evepyomom0el 1 acpdAcia.

Hpo@vraén: Eivorl onuavtikd vo TEGETE MG TO TEPLLOL LEYPL VO, OKOVOTEL TO «KATI» Y10l VOl
yopnynOel oAOKANPN M dOOM.

r | AOHXTE tov avtiyepd cog. 'Encrta ZHKOQXETE tn ovptyya amod 1o déppua.

AoV arehevBepdoete To EUPOAO, O UNYAVIGUOC KAADYNG TNG TPOYERIOUEVTG GUPLYYaG O KaADyEL
ue aopdiela tn PeAdva NG Eveong.

posgdomoinon/Ilpoevrain: Mnv enavatomobeteite 10 TOUA TG PEAOVAS GE PN CILOTOMUEVEG
TPOYEUGUEVEG GUPLYYEC.

Edv to mpoctateuticd dev elval evepyomompéVo 1 LOVO PEPIKMG EVEPYOTOINUEVO, TETAETE TO
TPOTOV - YOPIg VO AVTIKATAGTHOETE TO KAAVUUO TNG PeAdVoC.

Moévo ywo emayyelpotisg vyeiog
H epmopikn| ovopocio Tov yopnyovrevoL TpoidvTtog Bo TPETEL VO KOTHYPAPETAL IE GOPNVELL GTOV
@AaKeL0 Tov 0c0evolG.
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Bijpa 4: Télog

A [etd&Te TN YPNOYOTOINUEVT] TPOYEUICUEVT] GOPLYYE KoL To GALD VAKE o€ Eva doyeio
OTOPPIYNG ALYUNPDOV OVTIKEWUEVDV.

Ta edppoKe TPETEL VO ATOPPITTOVIOL COUPOVA LE TIC KATA TOTOVG 10(D0VCEG OYETIKEG SIUTAEELS.
Potote tov goapuoKonold cag yia to Ti¢ vo TeTdEeTe Ta @ApUaKa Tov OV ypeldleote ma. Avtd to
pétpa. Ba Bondncovv oty mpoctacio Tov TePPAALOVTOC.

Ddvldooete T GUPLYYO KoL TO SOYEI0 ATOPPIYNG ULYUNPDV CAVTIKEUEVOV GE PEPT) TTOV OEV TO
PAgmovv Kot dev ta POGvovy Ta TaNdid.

pocdomoujocsic:
Mnyv EavoypnGIUOTOINGETE TV TPOYEUGUEVT] GOPLYYA.

B | EXéyEte to onpeio g éveonc.

Edv vrapyet aipo, méote évo koppdtt Pappdxt 1 éva emifepa yalag mévo oto onueio g éveong,.
Mnv tpifete T0 onueio éveonc. ToroBetnote enideco av ypedletar.
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