DYAlo 0oLV ypriong: IIinpoopiss yia Tov ypioTn

Pelgraz 6 mg gvécipo S1GAVNO. GE TPOYEPIGUEVO EYYLTIPA
pegfilgrastim

Awfdote TPpoceKTIKG 0ALOKANPO TO GVALO 00N YLV YP1IONS TPOTOV UPYICETE VO (P CLUOTOLELTE

gVTO TO PAPRAKO, OLOTL TEPLLAUPAVEL CNUAVTIKEG TANPOPOPIES Y10 GOC.

- DuAdEte anTd TO POAAO 0dNYIBVY Yprions. Tomg yperaotel va To daPdcete Eava.

- Edv éxete mepartépm amopiec, potoTe TOV Y10TPd 1| TOV GOPUAKOTOLO 1] TOV VOGOKOUO GOG.

- H ocvvtayn yio ovtd 10 ¢approko yopnynnke amokAEloTIKA Yo 60G. Agv TPETEL VO ODGETE TO
QAapuHaKo o€ AAAOVG. Mmopel va Tovg TpokaAésel PAAPN, akoOpo Kot 0Tav To onpeio TG
ac0£veldc Tovg givon 010 pe TOL 1K GO,

- Edv mapatnpnoete kamoia avemBOpunTn evEpYELL EVNUEPDOTE TOV YLOTPO, TOV QAPLOKOTOLO 1)
TOV VOGOKOUO G6aG. AVTO 1oYVeL Ko yio KaOe mhovn avemBOun evépyeia mov dev ovaPEPETOL
6710 TOPOV PUALO odNyidvyprone. BAéne mapdypapo 4.

T mepréyer To mapév eviro 0dNYLOV:

Tt etvan To Pelgraz kot moa eivan ) yprom tov

T mpéner va yvopilete mpwv ypnoyomojoete 1o Pelgraz
[Mog va ypnoyomromcete 1o Pelgraz

[MBavég avemBounteg evépyeteg

[Iog va purdooetal to Pelgraz

[epieydpevo g GuokeLOGIAG Kol AOITEC TANPOPOPIEG

ANl S

1. T givan o Pelgraz ko mowa givar 1) p1jon Tov

To Pelgraz nepiéyel ) dpactikn ovoia pegfilgrastim. H pegfilgrastim givan puo tpwteivn mov
mapdyeton o€ Paxtiplo wov ovopdlovtat E. coli, pue epoppoyn Proteyvoroyiog. AviKel o€ Lo opdda
TPOTEVAOV TOL OVOUALOVTOL KUTOKIVEG KOt TOPOVGLALEL LEYAAT OUOIOTNTO LE L0, PLGIKT] TPMTEIVN
(Tapdyovtag S1EYEPONG OMOIKIOV KOKKIOKVTTAPMV) TOL TOPAYEL TO 1010 TO GO GOC.

To Pelgraz ypnoipomoteitol yio vo. HELDOEL TN S1APKELD. TG OVOETEPOTEVING (XOUNAOG aptOUOS AEVKDV
QLLOGPALPI®MV) KOL TV ELPAVIOT) EUTVPETOV OVIETEPOTEVIAG (YOUUNAOSG 0PLOLOG AEVKDV OHOGPOIPI®Y,
UE TVPETO) 01 0T01EG UTOPOVV Vo TPokANBoHV AdYm ¥pnong KuTTapoto&ikng ynuelodepameiog
(QUPHAK®OV TOV KOTAGTPEPOLV TO, TOXEMG avEavopeva kKOiTTopa). Ta Aevkd apoceaipila givar
ONUOVTIKE, KaOdG Bonbovv 10 chpa Gog va KoTomolepd Tic Aopuméels. Ta kdTtapa avtd givor ToAy
gvaicnta oTIg EMITOOELS TNG YNUEODEpameiag, 1| omoio puropel va TPOKOAEGEL LelmaT TOL aplOpov
TOV KUTTAPOV 0VTOV 6T0 oOpa 6ag. Eqv o Aevkd apoceaipta peiwbovv o younio eninedo, 10t
EVOEYETOL VOL UMV VITAPYOLY OPKETE GTO CAOUN GOG Y10, VO KOTATOAEUGOVV TO PAKTNPLO KOl EVOEYETOL
Vo TOPOVCIAGETE ALENUEVO Kivovvo Aoiuwéng.

O yatpdc cag odg yoprynoe to Pelgraz mpokeipévon va evioyDeL To HOELS T®V 0GTMOV 60 (TO HEPOG
€KEIVO TOV 00TOD TOL TAPAYEL ALLOGPAIPLAL) Y10 VO TOPAYEL TEPLGCOTEP AEVKA OLLOGPAIPLL TOV
Bonbolv 10 GO GOG VO KATOTOAEUNGEL TIG AOUMEELC.

2. Tvnpéner va yvopilere mpy ypnowponomjcete to Pelgraz

Mnyv ypnoipomonjoete 1o Pelgraz

. o€ mepintoon oAdepyiog oty pegfilgrastim, otn filgrastim 1 6€ onol0dnTOTE GAAO OO TOL
GLGTATIKA CVTOV TOL POPUAKOL (AVAPEPOVTAL GTIV TAPAYPOPO 6).
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Mpocwdomou|ceig Kot TPOPVAGEELS

AmnevBuvOeite 6Tov Y1TpO 1 TOV QOPLOKOTOLO 1| TOV VOGOKOWO GOG TTPOTOV YPT|CUYLOTON|GETE TO
Pelgraz edv:

. gpeovioete OAAEPYIKT AVTIOPOCT) GUUTEPIAAUPOVOUEVNG TNG AOVVOUING, TTTOCNG TNG
APTNPLOKNG TTiEONS, SLGKOAIAG GTNV AVOTVOT, SIOYK®GNG TOL TPOCHTOL (ovapuAosia),
£puOpOTNTAG Ko EE0yYTG, dEPUATIKOD EEAVONLOTOG KoL TEPLOYDV TOV SEPUOTOC LE POYOVPOL.

. €yete olAepyia oto Adte€. To kdAvppo T Pehdvag TS TPOYEUGUEVNG GUPLY YOS TEPLEXEL £V,
Taphymyo Tov AATEE Kot EVOEYETAL VO, TPOKAAEGEL GOPAPES AAAEPYIKES AVTIOPAOCELC.

. gpeoavioete frya, TVPETO KoL SVGKOAIN 6TV avamvon. Avtd umopel va givar onuddt Guvdpoov
o&elag avamvevotikng dvoyépetog (ARDS).
. €yete KAmo1o amd o akdlovba 1| GLVIVAGHO TV aKOAOVO®Y aVETOOUNTOV GLUPAUATOV:

- Soykmon 1 TpNE0, TOL UTOPEL VoL GUVOEETAL LLE LEIWUEVT OVPT|OT, SVGKOAIN OTIV

avamvor|, KooKk S10YKk®on Kot aicOnuo TAnpotnTog Kot yevikn aicOnon kommong.
Avtd pmopei va €lval GUUTTOUOTA TG KOTAGTAGTG TOL OVOUALeEToL «ZOVOpopo Alapuyng
Tpryoeddv» 1 omoio TPOKAAEL TNV S10PVYT TOV AHHOTOG A0 T CUOPOPa. AyYELD LEGH OTO
omuo oag. BA. mapdypago 4.

. TOPOVGLACETE TOVO GTNV AV OPLOTEPT] KOIALOKT Y ®PO. 1] TOVO GTIV GKPT TOV OUOV. AVTO
pmopel va. givot cOUTTO PO TTPOPANLOTOG LLE TOV CTANVO 060G (CTANVOUEYOA).
. €YETE TPOSPATOG EPPAVIGEL GOPapn AOTU®EN TV TVELUOVEOV (TVELHOVIR), VYPO GTOVG

TVEVOVES (TTVELUOVIKO 010T|LLeL), GAEYLOVT] TV TVELUOVDV ( StdpeoT Tvevpovorafela) 1 un
QLOLOAOYIKT] aKTVOYpapio Odpakog (d116norn Tveduova).

. yvopilete omoladmote PETAPOATN OTIC OUATOAOYIKEG LETPNOELS (.Y, adENOT 6T
AevkokvTTapa N avorpia) 1 LELWUEVES LETPNOELG ALLOTETAAIWDV, Ol OTOIEG LELDVOLV TNV
duvatdtnTo Tov aipatog oag vo el (Bpopfomevia). O yroTpdg cog evaéyetal va. OEAEL VO Gog
TopoKorovOel GTEVAL.

. £xeTe OPEMAVOKVTTOPIKT ovapic.. O ylaTpoOg GoG EVOEYETOL VA TOPAKOAOVONOEL TV KATAGTAGN
oG oTEVAL.
€dv elote acbevig e KapKivo TOL LAGTOD 1 KapKivo Tov Tvedpova, To Pelgraz 6e cuvovacpo
pe ynueobepaneio H/xon oktivobepameio pmopel va ovENGEL TOV KivOUVo OV SL0TPEYETE VAL
EUQOVIOETE [0, TPOKAPKIVIKT] TAON O™ TOV 0o Tog ToL OVOUALETAL LDELOSVOTAOCTIKO
ouvdpouo (MDS) 1 évav kapkivo Tov aipatog mov ovoudletol o&gio poeloyevig Asvyaipio
(AML). To copatdpote propei vo TepLopfavouy Kohpaot), TUPETO Kol EHKOAO LOADOTIGHO 1)
alpopparyio.

. mapovctioete Eopvikd onpeio oddepyiog OTmg e£avOnua, eayodpa 1 Kvidmon Tov dEPLOTOC,
TPNEWO TOV TPOGAHTOV, TV XEIMADV, TNG YADGGCOG 1] GAADV LEPDV TOV CAOUATOG, AXYAVIOGLLA,
GUPIYUO 1| TPOPANUATO GTV OVOTIVOT VTA UITOPEL VO atoTEAOVV omnpeia pog cofopns
oAAEPYIKNG avTIdpaONC.

. £€YETE GUUMTOUATO PAEYLOVIG TNG AOPTNS (TOL LEYAAOL QLLOPOPOVL ayYElOL OV PETAPEPEL OliplaL
oo TNV Kopdld TPOG TOV 0pYovIcUs), avtod £xel avapepbei ondvia og acheveic pe kapkivo Kot
VY1ELG 00TEC. XTO GUUTTOUATO, LTOPEL VO GLYKATOAEYOVTOL TUPETOC, KOIAMAKOG TOVOS, aicOnua
Kokovyiog, oopuodlyio kot avénpévol deikteg eAeyYHoViG (T.y. C-avTidpdoa TpOTEivN Kot
aplOpoc AgvkokutTapmVv). Evnuepmote apéome Tov Yiotpo Gog edv TopOVGIACETE 0VTH Ta,
GUUTTMOUOTO.
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O yatpdc cag Oo eréyyel To aipa kot Ta 00pa 6og TakTikd kabahg to Pelgraz pmopel va PAdyet Ta
UIKPOOKOTIKA PiATpa oV Ppickoviol péca 6To VEQPA 060G (CTEPUUATOVEPPITION).

YoBapég deppatikég avtidpdoelg (cuvopopo Stevens-Johnson) £yovv avapepOel pe T xpnon tov
Pelgraz. Ztapotmote va yprnolonoteite to Pelgraz kot avalntiote auécmg 1atpiki GUUBOVAT ov
TOPATPHGETE OTOLOONTOTE OO TOL GUUTTAOUATO TOV TEPLYPAPOVTOL GTNV TOPAYPOPO 4.

Oa TpémeL va. UANGETE e TOV Y10TPO GaG Y10 TOV Kivouvo vo. avartoéete Kopkivoug Tov aipatog. Edv
avamTOEete M Exete TOAVOTNTO VA avorTOEETE KOPKIVOUS TOL aipatog, dev Oo Tpémet va
xpnoponomoete 1o Pelgraz, extog edv Adfete odnyia amwd Tov YaTpd GOG.

Andlrelo avrandkpiong oty pegfilgrastim

Edv mapovcidocete andiela aviamdkpione 1 advvopio dtotipnong aviandkpiong oty Oepaneio pe
pegfilgrastim, o yltpdg cag Oo diepevvioet T aitio GLUTEPLOUPUVOLEVOD TOV 4V £XETE VOTTOEEL

OVTICOMOTO TOL EE0VOETEPMVOLY TN dpdon tng pegfilgrastim.

IHoowa ko Eonpor

H acedieio ko 1 amotedeopotikotnta Tov Pelgraz og moudid dev £ovv axopa tekunpiodel. Znmorte
™ GLUPBOVAN TOL YILTPOV 1} TOL POPLUOKOTOLOD GOG TPOTOV TAPETE OTOLOINTOTE PAPLOKO.

Allo gappoxa ko Pelgraz

Evnuepoote tov y1otpo 1] TOV QOPLOKOTOLO GOG EQV YPTCLLUOTOLELTE, £YETE TPOCPOTA YPTCLUOTOCEL
N UTOPEL VoL YPTCLLOTOUGETE GALL PAPLLOKAL.

Kvnon, Onloopoc ko yovipotnta

ZntoTe TV GUUPOVAT] TOV YILTPOV T} PAPLOKOTOLOD GOG TPV TAPETE OTOL0ONTOTE PAPLOKO. To
Pelgraz dev &gl dokipaotel og €ykvovg. [Ipénel ommoOINTOTE VO EVIUEPDCETE TOV YIATPO GOG EAV:

. glote €ykvog,
. vopilete 6T1 pmopel va elote £yKvog, 1
. oedALETE VO ATOKTNGETE OO,

Av peivete éykvog katd ™ didpketa TG Oepaneiog pe Pelgraz mopokadodpe va evipepOCETE TOV
YTpd Gog.

Extog kot edv 0 y1atpdc 60G 00, 0MGEL S1POPETIKEG 00MYieS, Oa mTpémet va dlakoOyeTe TOV ONAacuo
gav ypnowponoteite to Pelgraz.

0o1yNoN KoL LEPLOROS PNY AV LATOV

To Pelgraz dev &xetl xapio 1 el opeAnTéQ ETIOPACT GTNV IKOVOTNTO OO YNONG 1] XEPICTHOD
UV LATOV.

To Pelgraz wepiéyer copfrrorn (E420) ko vatpro

Av16 10 dpuaxo mepiEyel 30 mg copPrroing oe kGO TPOYEUGUEVT] EYYVTHPA TO OTTOI0 1IGOSVVAEL I
50 mg/ml.

To pdappaxo avtd mepiéyel Myotepo amd 1 mmol vatpiov (23 mg) avd 6 mg d6ong, eivor dniody
0VCLOTIKE «EAeVBEPO VaTpioLY.

3. Mog va ypnowonomoere to Pelgraz
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To Pelgraz npoopiletal yio yprion amd eviAKovg, nhikiog peyorlvtepng tov 18 etmv.

[avrote va ypnoiponoteite to Pelgraz avotpd coppova He Ti 001yieg Tov Y1tpov coc. Edv éyete
apppolisc, pmtote ToV YTpd N ToV Qapuakomold cag. H cuvnng 66om gival pio vwoddpia Eveon
TV 6 mg (£veon KAT® Ao TO dEPLO GOG) LLE XPNOT| TPOYELGUEVOL EYYLTHPA Kol O TPETEL va
hopPavetan 24 dpeg TOLVAGYIGTOV PETd oo TV TeElevTaio dOoN TG ynuetodepaneiog cag 6To TEAOG
KG0Og KuKAov yMuetodepameiog.

Mnyv avakwveite évtova to Pelgraz, kaOdg kdtt 161010 evOyeTOL VO ETNPEACEL TN SPACTIKOTNTA TOL.
Kéavovtag povor cag tnv éveon tov Pelgraz

O y10TpAOC GO EVOEYETOL VO OTOPOGIGEL OTL OaL )TV EVKOAOTEPO VO KAVETE EGEIG OL 10101 TNV £VEGT TOL
Pelgraz otov 0wt cag. O yuatpdg 1 1 voookopa oag 0a cag deiovy mmg va KAVETE TNV EVECT] GTOV
€avTO 00G. MnV enYEPNOETE VO, KAVETE TNV £VEGT GTO £0VTO CAG EAV OV £xeTE AAPEL E101KT
EKTOIOEVOT 0T TOV Y1UTPO 1) TN VOGOKOLO, GOG.

Mopokdto Tapéyoviol 0dnyieg GYETIKA UE TO TMOG VO KAVETE PLOVOL GOC TNV EVEGT], AAAGL 1] COGTN
Oepameio TG VOGOV GOG AmOLTEL GTEV KOl GUVEXT] CLUVEPYAGIO LLE TOV Y10TPO GOG.

Edv dev aic0daveste oryoupid yio va KAVETE LOVOL GOG TNV £VEGT 1 AV £XETE OTOIEGONTOTE EPMTNOELS,
{nmote Bonbelo amd Tov Y1aTpd 1 TOV VOGOKOUO GOG.

Mog kdvo pdévog pov éveon tov Pelgraz;

Oa TPETEL VOL KAVETE GTOV EXVTO GOG TNV £VEGT 0TOV 16TO TOL Ppicketal akplPdg KATM amd TO dEPLA.
AVt gival YveoTo g VTodOpLo. EVEST).

O eEomhopdg mov Ba yperaoteite

IMo va kdvete 6Tov £0VTO GOG e LITOdOPLO EveoT), Oa ypelacTeite:
e £vov TPOYEMIGUEVO EYYVTNpa Tov Pelgraz,
® TOADTIO LLE OLVOTVEL AL

T tpénel vo KAV TPOTOD KAVM TNV VTodopra £veon) Tov Pelgraz pévog pov;

BydAte tov mpoyepopévo eyyutinpa amo to Yyoyeio.

ELéyEte v nuepounvia ANENG mov avaypdQETOL GTNV ETIKETO TOV TPOYEULGLEVOD

gyyvmpa (EXP). Mnv tov ypnoiuonomoete v €xel mapérOel ) tedevtaio nuépa Tov

v mov avaypdeetot 1 €6v Exel droTnpnOel eKTOC YVYELOL Y10 TEPIOGOTEPEG OO

15 nuépeg M €xer Anéet pe GAlov tpomo.

3. EAéyEte v gpodvion tov Pelgraz. Tlpénet va givan Stovyég kan dypopo vypd. Edv
VIAPYOVYV COUOTIOW HECO GE AVTO, OEV TPETEL VO, TO (PTGLLOTOCETE.

4. T vo KEVETE O AVETA TNV EVEDT], APNGTE TOV TPOYEUICUEVO EYYLTIPO VO TOPOLETVEL T

30 Aemtd, ®OTE Vo QTAcEL o€ Oeppokpacio SOUATION 1) KPOTNOTE TOV TPOYEUIGHEVO

EYYVTAPA ELAPPA TNV TOAAUN 0aG Yo Alyo Aemtd. Mn Ogppaivete to Pelgraz pe

omolovonmote GALo TpOTO (Yio TapAdELy Lo, UnV To OEpUAIVETE GE POVPVO LKPOKVUATOV

1N o€ (eotd vepo).

MMAOVETE 6Y0LAGTIKA TO, YEPLO. COG.

6. Bpeite éva Gveto, koAb QOTIGUEVO PEPOG KOt TOTOOETNOTE OAO TOV EEOTAGLO OV

ypelaleote o€ amdGTAGT OTOV UTOPEITE VO TOV PTAVETE (TOV TPOYEULGUEVO EYYLTIPA KOl

TO TOADTILO E OWVOTVELLAL).

o -

(9,

Mo va wpogTtoripdom v éveon Tov Pelgraz;
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[Ipoto0 Kavete v €veon tov Pelgraz, mpénet va KAVETE TO TOPAKATM:

o AwoAéEte éva kaBapd Kol KaAd OTICUEVO LEPOG Y10 Vo YopTyNoeTe T Oepancio Gog.

o ELéyEte v nuepounvia ANéng ot cvokevacio. Mnv To xpnoiponooete €4V £yl TapEADEL 1
nuepopmvio Anéne.

o Na &yete KOVTA 60G £V TOMDTIO LE OVOTVEDLLOL KO VALV TEPLEKTT] Y10 OLYUN PO OVTIKEIUEVAL.

Ipoctopacia

N

o [TAOveTE TO XEPLOL PE GOTOVVL KAT® 0t (E0TO TPEYOVUEVO VEPD.

o EméEte to onpeio tng éveong (oTnv KOIMOKT xdpo. 1] 6Tov Unpod eav
0 ac0gvig KAvVEL LOVOG TOV TNV EVECT] KOl GE TEPITTMON TOV TOV
Bonba kamolog emaryyelpatiog vyeiog 1 KATO0 GALO GTOMO VITGPYEL
EMTAEOV 1] EXAOYN TTPOY LOTOTTOINGNC GTO TGO PEPOG TOV
Bpayiova).

o Kobopiote to onpeio g éveong: ¥pNCILOTOMGTE TOAVTIO LUE
OWVOTVEL O Y10 VO, KaBopioETE TO oNpElD. APNOTE VO OTEYVAOOEL
GTOV 0€PQL.

1. Ipw amé v éveon

e Embempnote 10 vypo oto mapdbvpo. EAEyEte yuo Tuydv aAlayég oTo
@ xpOUa, T BorepdTNTa 1) TNV TOPOVGIN PEYOADV COUATIOIMV.

o Apapéate 1o Katm Topw: eprotpéyte kot tpafnéte 10 KATO OO
v va to apapécete. Kpatmote ta xépla poxkpid ond 1o
TPOCTUTEVTIKO BEAOVAG LETA TNV 0QAIPEST] TOV TOWATOC. MnVv
enavonopatifete. Amoppiyte apécms 1o KAT® mdpo. Mnv
TPAYUOTOTO|GETE TNV EVECT] €0V TECEL KATW O TPOYEUICUEVOG
‘ l EYYLTNPOG LETA TNV APOIPEST] TOV TAOUATOG,

o [Ipaypotomouote TV £VEOT] EVIOG S5 AETTMV OO TNV OPOIPEST] TOL
KOTO TAOUOTOC,
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2.’Eveon

90

’ .
< click

3. Amoppiyn

=

Na Ovpaote

e TomoBetnote TOV €yYVLTNPO €VOEiD ETAVD GTO dEPUA Tag (TEPiMOV
90 poipeg).

o [Tiéote ) AaPn evbeia mpog ta kdtm: To edppaxo evietor Kabmg
méCete. [Tiéote pe 6o TavTNTO £lvon dveTa Yo €60G.
o MnV avooTKOCETE TOV EYXVTAPA KATE TN SIEPKELL TNG EVECTS.

e H éveon oloxinpmveral 6tav 1 Aafi PTACEL 6TO KOTMOTATO OTELD,
OKOVGETE EVOL KKALK» KOl TO TTOPTOKOAL GO SEV EVOL TAEOV
opato.

o AvaonkmoTte gvubeia mpog ta endve: H kitpvn tawvia vmodeikvoet
OTL TO TPOGTATEVTIKO PeAdVOG EXEL OGPUAICEL.

o Amoppiyte TOV YPNCLOTOMUEVO TPOYELIGUEVO EYYLTHPO TOV
Pelgraz: TomobetNoTE TOV EYYLTNPO OE EYKEKPUEVO TEPLEKTN Y10
ayunpd avtikeipevo. Ot Kavoviopol dlapEPovvy ava Teptoyn.
EMéy&te Tic 0dmyieg opbng amdppryng pe Tov YioTpd 1 Tov
PopUoKOTOld 6aG. MNV ATopPINTETE TOV EYYLTIPA OTO OIKLOK(L
OTOPPILLLLOTOL.

Edv avtipetonicete omoodnmote mpoPfAnua, {ntiote fondeio kot cupPovrég amd tov yaTpd 1 Tov

VOGOKOUO GOG,.
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Eav napete peyordtepn 00on Pelgraz amd tnv kavoviki

Av mapete peyolvtepn do6on Pelgraz and v kavoviky Oo Tpénel vo evUEPOGETE TOV Y1UTPO, TOV
PAPLOKOTOLO GOG, N TI VOCOKOLLO GOG.

Edv Egyaoete va kGvete éveon tov Pelgraz

Edv kavete povog cog v £veon kat EgxAoete va TApETE Kamota T 66om Tov Pelgraz, O mpémet va
EMKOIVOVNGETE JLE TOV Y1IOTPO GOG Yo va culntoete poli tov mote 0o mpémel va KAveTe TNV EMOUEVT
£veon.

Edv octapatioete va ypnopomorcite to Pelgraz

O yatpdc 6o o cag mel TOTE TPEMEL VAL GTAUATCETE Vo ypnoiponoteite to Pelgraz. Eival andivta
PLGOA0YIKO Vo AdPETe apKeTOVG KOKAOVG Oepameiag pe To Pelgraz.

Edv éxete meplocdtepeg EpOTNCEIS GYETIKA LLE TN XPNON ALTOV TOV POPLAKOV, POTHOTE TOV YATPO 1)
TOV QAPLLOKOTOLO GOG.

4. MBavéc avemBOunTeg evépysereg

Onwg 6A0 T0 APHOKOL, ETGL KO AVTO TO QAPLOKO LTOPEL VAL TPOKAAEGEL OVETIOOUNTEG EVEPYELES OV
Kot dgv Tapovctalovtal 6 GAOVG TOVS 0VEPOTOLG.

MopokaAeiche vo evuep®GETE TO Y1OTPO GOG GUESH EAV ELPAVIGETE KATOL0 1] £VO GLVOVOCUO TOV

aKOA0VOOV avETOOUNTOV EVEPYELDV:

. Stoykwon M TpNEL0, TOL PTOPEl VO GUVOEETOL e PELMUEVT] 00PNOT, SVCKOAIN GTNV avaTvon,
KOWAOKT 0107KmoT| Kot aioOnua TAnpdtnrag kot yevikn aichnon kénwong. To countodpato
aVTA YEVIKG epeavifovton pe Tayeic poOuovg.

Avtd pmopei va glvar copmtopata pog oyl cuxvng (Uropei va emmpedoovy émg 1 otovg 100
avOpdTOLS) KoTdoTaons Tov ovopdaletol «Xovopopo Atapuyng Tpiyoeddvy» Kot TpoKoAEL TV
SLopLYN TOV OiILOTOG ATTO TOL LIKPA GHOPOPOL CyYELD HEGO GTO GO GOG KoL YPEIALETAL ETELYOVTOGC
WTPIKT TopokolovON o).

oAb ovyvég avemBOunTES EVEPYEIES (UTOPET VO eMnpedoovy meptocoTepa amd 1 ota 10 dropa):

. T6Vog 6Ta 06Td. O Y10Tpoc 560G Bo Gag TANPOPOPNGEL Y10 TO PAPLOKO TOV LTOPEITE VO TAPETE
TPOKEYEVOD VO UTOADVETE TOV TOVO GTO 0GTA.
. vouTio Kot TOVOKEPAAOG.

Yuyvég avemBiunteg evépyeres (Umopel va ennpedsovy émg 1 ota 10 dropa):

. wovog otr B€om g éveong.

. YeVIKOi TOVOL Kat TOVOL GTIG apOpDOELG KOl TOVS LG,

. TOVOC 6T0 6TNB0G TOL dgV TPoKaAEiTal omd Kapdlomdbela 1 Kopdiakn TpocsBoAr.

. EVOEYETAL VO TPOKHWYOLV OPIGUEVES OALUYEG GTO QO GOC, OL 0TToieg OUMS Ba aviyvenBolv oTig

kabiepopéves e€etdoeig aipotog. O apBuds TV AEVKOKLTTAPOVY Gog pmopel va avéndel yio évo
piKpo xpovikod ddotnpa. O apOpdsg TV aponeToMmv cog PrTopel vo pelwbel, yeyovog mov
UTOPEL VAEYEL MG ATOTEAEGLLOL ONUIOVPYIO LOADTOV.

‘O ovyvég avemOopnTeS Evépyereg (umopel va ennpedoovv £og 1 ota 100 dropa):

. AALEPYLKOD TOTOL AVTIOPACELS, GLUTEPIAAUPAVOUEV®V pLOPATNTOC KoL EEAWYNC, SEPLLOTIKOD
eEavOnIaTOC, KOl SI0YKOGEMV TOV SEPHOTOC LE KVTGUO.
. coPapég aAEPYIKES AVTIOPAOELS, CLUUTEPAOUPOVOLEVNC TNG avapLAagiog (advuvapio, TTOoN

NG OPTNPLOKNG TLEOTG, OLOKOAID GTNV AVOTVOT], OION U TOV TPOCHTOV).
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. avénon tov peyébovg Tov omANVAG.

. pnén omAnvog. Opiopéveg tepimtdoelg piéng omAnvog eiyov Bavatneopo katdAnén. Eivarl molo
ONUOVTIKO VO ETKOIVOVIGETE AUECHOG LLE TO YIATPO GOG GTNV TEPITT®GT oV oicbavOeite movo
oTNV GV APIoTEPT] TEPLOYT] TNG KOIALAG 1] TOV UpIeTEPO MO, KOOMS 0vTd pmopei va oxetileton
Ue Kdmolo TPOPAN O GTO GTAN VA GOC.

. AVOTVELOTIKG TpoPAnpata. Av £xete Py, TUPETO Kol SUGKOAO GTIV AVOTVOT, EVILEPDGTE TO
YTtpd Gog.
. ouvopopo Sweet (BaBukdKKIVOL YPOUATOG, O10YKOUEVES, ETmOVVES PAGPES oTa dikpa Ko

UEPIKEG POPES GTO TPOGMTO KOL TOV TPAYNAO LE TLPETO) EXEL avapepOel aAAd evOE ETAL KoL

Lot Tapdyovtes va Sradpapatifovv kdmoto poro.

SepUaTIKN ayyeiTidn (PAEYHOVT TOV AOPOP®V ayYEI®V TOL dEPUATOC).

BAGPN oTO LIKPOSKOTIKG PIATPOL LEGH GTO VEQPA GOG (OTELPAUATOVEPPITION.).

epuOpoTNTA 6T B0 TNG EveoT.

U1 QUGLOAOYIKA ATOTEAECLLOTOL OULOTOAOYIKMV EEETACEDV (YOAAKTIKT APLIPOYOVACT], OLPIKO

0&D Ko GAKOAIKT QOGEATACT)).

. U1 QUGLOAOYIK( OTOTEAEGLOTO, GLULOTOAOYIK®V EEETAGEMV TOV GYETILOVTAL LUE TO TP
(apvotpaveeepdon TG aAavivig Kot 0CTOPTIKY OULVOTPAVCPEPATT)).

. amoPoAn aipotog pe Tov Prixa (apomTTueN)

. QLHLOTOAOYIKEG Sratapayés (LuelodvoThaoTiKO cOvdpopo [MDS] 1 o&ela pvehoyevig Agvyonpio
[AMLY)).

Yrdvieg avem@ounteg evépysaieg (umopei va emnpedoovy émg 1 ota 1.000 dtopa):

. PAeyHOV TG 0oPpTNG (TOV HEYAAOV ALOPOPOL AYYEIOV TTOL UETAPEPEL QLD OO TNV KAPILYL
TPOC TOV OPYAVIGHO), PA. mapdypapo 2.

e qupoppayio amd Tov TVEDLUOVE (TTVELLOVIKY aoppayio)

. YHvdpopo Stevens -Johnson, 10 0moio pUmopel va ELPAVIGTEL MG KOKKIVOTES TAAKES TOL
Hotalovv pe GTOYO 1 KUKAIKES TAUKES GLYVA UE KEVTIPIKEG POVOKAAES GTOV KOPLO, EEQGAOVIIGHA
NG emOepUidOC, EAKN GTO GTOO, TOV PAPLYYO., TI HOTT), TO YEVVNTIKA OpYavoL Kol To LATIO KO,
TP amd TNV EPEAVIGT] TOV, UTOPEL Vo, TPoNyNOovv TUPETOG KAl YPITDIT GUUTTOLLOTA.
Ytopatiote va ypnoonoteite o Pelgraz av avantuéete ovtd To GOUTTONOTA KoL
EMKOWVMVIOTE OUECHG LLE TOV YIOTPO GOG 1| avalnTnoTe AUECHS 1TPIKT GLUPBOVAY. BAéme
eniong mapdypopo 2.

Ava@opd avemOounTOV EVEPYELOV

Edv mopatnpnoete Kamowo avemBOun Tt eVEPYELD, EVIUEPDTTE TOV YLOTPO, TOV PUPUAKOTOLO 1) TOV
VOGOKOUO 6aG. AVTO 1oy0el Ko Yo KAOe mhovn avemBoun eveépyela mov deV OVAPEPETUL GTO TOPOV
POAAO 00T YLDV YpioNs. Mmopeite emiong va avagépete avembOunTeg evépyeleg angvbeiog, LEcw

EALGda

EBvikog Opyaviopog @apudkmv

Mecoyeiov 284, GR-15562 Xohapyodc, AGnva

TnA: +30 21 32040337

Iototomog: http://www.eof.gr , http:/www Kitrinikarta.gr

Méow g avagopdg avemBOUNT®V evepyEl®VY pmopeite vo fondncete 6T cLAALOYN TEPIGGOTEP®V
TANPOPOPLOV GYETIKG [LE TNV AGPAAELN TOV TAPOVTOS PAPUAKOV.

5. M®g va puracoete To Pelgraz

No puAdooeton oe BEon v omoia dev PAETOLY KoL dgv TO POGVOLY T TOUSIAL.

Noa un ypnoiponoteite avtd T0 PAPUOKO LETA TNV NUEpOUN VI ANENG TTOV AVOPEPETAL GTO KOLTI KOl
GTNV ETIKETO TOV TTPOYEUIOHEVOD yxvuTNpa (Letd amd To AHEH / EXP). H nuepounvia Anéng ivorn
TEAEVLTOIO MUEPO TOL UIVOL TTOV OVOLPEPETOL EKEL.

46



dvldooete og yoyeio (2 °C — 8 °C).

To Pelgraz pmopei va ektebdel o€ Oeppoxpacio dopatiov (Oxt dve tov 25 °C £ 2 °C) yo pio pévo
mepiodo, péytotng ddpketag 15 nuepmv. To Pelgraz mov £xet apebel oe Oeppoxpacio dopatiov yio
mEPLEGOTEPEG amO 15 Nuépeg Oa mpémet va, amoppintetal. ['io OAEC TIG EPOTNGELG GYETIKA LE TN
POMAEN, POTNOTE TOV YIUTPO, TOV VOGOKOLO 1) TOV POPLOKOTOL) GUG.

Mnyv katoydyete. H toyaio £ékBeon og Beppoxpacieg katdyoéng yia pio mepiodo pkpotepn omd 24
wpeg dev emnpedlel apvnTikd tn otabepotnta Tov Pelgraz.

DVAACCETE TOV TPOYEUIGUEVO EYYLTIPA GTO KOVTL, Y10l VO, TTPOGTATEVETAL OO TO POC.

Na pun ypnoiponoteite avtd To0 PAPLOKO AV TAPATPNCETE OTL Elval VEQPEADOES 1] EAV TTEPLEYEL
cOUOTIOW.

Mnyv mteTdte PApLOKO 6TO VEPO TNG ATOYETEVOTG 1} 0TAL oKOLTId1. POTHGTE TO POpLHOKOTOL0 GOg Yol
TO TTMOG VO, TETAEETE T PAPLLOKA TOV OEV YPTCILOTOLEiTE Tl AvTd Ta p€Tpa O Pondcovy oty
TPOCTUGio ToL TEPPAALOVTOG.

6. Iepreyépeva TG GVOKEVAGINS KO AOLTES TANPOPOPiES
T tepréyer to Pelgraz

- H dpaotikn oveia givar ) pegfilgrastim. KéOe mpoyepuopévog eyyvtipog mepiéyet 6 mg
pegfilgrastim, g 0,6 ml droAvpatoc.

- Ta dAho cvotatikd givar 0&ikd vatplo, copPitoin (E420), moivcopPucod 20 kot Vomp yio
gvéoa (BA. Tapdypago 2).

Ep@évion tov Pelgraz xou wepreydpeva g 606KeELOGIAG

To Pelgraz givat éva d1owyEég, dyp®o EVECIIO SIGAVLN G TPOYEUGUEVO EYYVTNPA, LE BEAOVa EVEOTG.
KdBe mpoyepuospévog eyyvmpog tepiéxet 0,6 ml dwwAdpartoc.

To Pelgraz dwatifetar oe cuokevacio Tov TePEyEL 1 TPOYEUIGHEVO EYYLTIPA, GE EVINIO KOVTL KO £Val
TOAOTIO PE OVOTTVEL QL.

Kéaroyog Tng Aderag Kvkhogopiag
Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6° planta,

08039 Barcelona,

Iomavia

HapaockevacTi|g
Accord Healthcare Polska Sp.z o0.0.,
ul. Lutomierska 50,95-200 Pabianice, IToA@wvia

Accord Healthcare Single Member S.A.,
64th Km National Road Athens Lamia,
Schimatari, 32009, EALGSa.

INo omodMmote mANpoPoOpio GYETIKG HE TO TAPOV PUPUAKEVTIKO TPOTOV, TAPAKAAEIGTE VL
amgvBuvleite oTov TomiKo avtitpoécsmmo Tov Katdyov g Adeiag Kvkiopopiag:

47



AT/BE/BG/CY/CZ/DE/DK/EE/FI/FR/HR/HU/IS/LT/LV/LX/MT/NL/NO
/PT/PL/RO/SE/SI/SK/ES

Accord Healthcare S.L.U.

Tel: +34 93 301 00 64

IT

Accord Healthcare Italia

Tel: +39 02 94323700

EL

Win Medica Pharmaceutical S.A.

Tel: +30 210 7488 821
To mapov gviro 0dNyLOV Ypiiong avadepOnke Yo TelevTaio popa otig 05/2025
Aldeg myég TANPOYOPLAV

AgmTopepeic TANPOQOpPIES Y10t TO PAPLOKO AVTO Eival S100EGIUECETO dlcTLAKO TOTO TOL Evponaikov
Opyavicopot @appdkmv: http://www.ema.europa.cu

O T po@opicg Tov akorovOovV aresvOHvovVTaL POVo GE YLOTPOUG 1] ETAYYELRATIES VYELOG:

To Pelgraz dev mepi€yel kavéva cuvinpntikd. Adym tov mhavol Kivovvoy pkpoPlokng ETUOAVVOTG,
to Pelgraz oe mpoyspiopévo gyyotipa tpoopiletal yia pia yprion pévo.

Mnyv kotoydyete. H toyaio £éxBeon og Oeppokpacieg katdyvéng yio €mg kot 24 mdpeg dev ennpedlel
otafepdtnta tov Pelgraz. Edv n éxbeon tav peyodkvtepn amd 24 opeg i edv Exel katoyuydet
TEPIGGOTEPES OO pio Popéc, ToTe T Pelgraz AEN Oa mpémet va ypnoponoteitot.

[poxeipévov va PeATiobel N YvNAACILOTNTA TOV TOPAYOVTIOV SIEYEPCNG ATOIKIOV KOKKIOKVTTAP®V, 1

ovopacio Tov eapudkov (Pelgraz) kot o aplOuog moptidng Tov TPOYEUIGUEVOL EYXVTIPA LUE TOV OO0
£€ywe 1 yoprynon 0o TpETEL v KATaypAQovVTaL LLE EVKPIVELX GTOV PAKELO TOV as0gvoDC.

Amnoppuym

Kda0e aypnoiponointo gopuakevTiKo Tpoidy 1| VIOAEWUN TPETEL VO, ATOPPITTETOL COUPOVOL LLE TIC
KT TOTOVG 1GYVOVGEG OYETIKEC SLOTAEELG.
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