ITAPAPTHMA I

HNEPIAHYH TQN XAPAKTHPIZTIKON TOY ITPOIONTOX



1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pelmeg 6 mg evésiuo didhvua og TpoyEHIGUEVT GVPLYYO.

2. INOIOTIKH KAI MOXOTIKH XYNOEXH

KaBe mpoyepiopévn copryyo mepiéyel 6 mg pegfilgrastim* ce 0,6 ml evéoyov dtodlvpotog. H
oLYKEVTP®OT, PAcel povo g TpwTeivng, ivor 10 mg/mi**.

*Tlapdyetar o kOTrapa Escherichia coli péow teyvoroyiog avacvuvdvacuévovr DNA,
axolovBovpevng and ovlevén pe ToAvatbvievoylvukoin (PEG).

** H ovykévipoon givor 20 mg/ml edv coumepiingbei to tunpo PEG.

H dpactucotnta avtod tov Tpoidviog dev Oa TpEmel va GuYKPIVETAL LE TN dPACTIKOTNTO GAANG
TEYKLMMUEVNG 1 1N TEYKLVAIOUEVIC TPMTEIVIG TNG 1010,¢ BepamevTikng Katnyopiag. I'io meplocdTepeg
TAnpoeopieg, PA. Tapdypapo 5.1

"Exdoyo ue yvootn dpdon:

Kabe mpoyepiopévn copryya nepiéyel 30 mg copPrroing (E 420).

IMo tov TAp1 KatdAoyo Tov exdoywv, BA. Tapdypapo 6.1.

3. DOAPMAKOTEXNIKH MOP®H

Evéoo didivpa

AL0wY£G, AYpOUO EVEGIO SLOAVUAL.

4. KAINIKEYX IAHPO®OPIEX

4.1 OgpomevTiKég gvositelg

Meiwon g d1dpKelag NG OLOETEPOTEVING KA TG GLYVOTNTAG ELPAVIONG TNG EUTVPETNG
0VOETEPOTEVING GE EVIIAIKOVS 0oBeVeEig Tov VITOPdALovTaL GE KLTTAPOTOEIKT Ynpetodepameia yio
kakonOeia (Le eEaipeon ™ xPOVIO LDEAOYEVT] AELYOLLIC, KO TO LUEAOOVGTAAGTIKG GOVOPOLLQL).

4.2  Aocoloyia Kol TPOTOS YopyNoNs

H Oepancio pe Pelmeg Oa npémet va Egxvd ko va emtPAETETOL 0d 10TPOVG UE EPTEPIO OTNV
oykoAoyio 1/kat TV opatoroyia.

Aocoloyia

Mia d6on twv 6 Mg (pio Tpoyepiopévn ocvptyya) Pelmeg givor n d6om mov cuvietdton yio kée KOKAO
ynueodepameiog, xyopnyoduevn ToLAAYIGTOV 24 MpeC PLETA amd TNV KLTTAPOTOSIKN Ynueobepansia.



Ewwoi tAnbvouoi

Houdrorpiog ninOvouog

H aopdieia ko n omotehecpatikotro g pegfilgrastim oe modid dev Exovv akdpo tekunprwbei. Ta
mapovTo dlabéaipa dedopéva TepLypapovTal oTic Tapaypdeovg 4.8, 5.1 kai 5.2, aAld dev pmopel va,
yivel c0oTOON Y0 TN d0GOAOYia.

Aobeveic ue veppikn dvalertovpyio.

Agv cvviotdtor aAlayr g 66ong og acbeveic e veppikn duoAettovpyic, CUUTEPIAAUPBOVOLEV®V
OVTOV [LE VEPPIKT VOGO TEAIKOV GTASIOV.

Tpomog yoprynong

To Pelmeg yopnyeitot pe vroddpia éveon. Ot eviEcelg TPEREL VoL YOp1YODVTIAL GTOV UNPO, TNV KOIAMOKT
YOPU M TO Ave PEPOG TOL Ppayiova.

I"a 0dnyieg GYETIKA LE TOV YEPIGUO TOV PUPLLOKEVTIKOD TPOIOVTOC TPV Ald T Xop1ynon, PA.
Tapdypoeo 6.6.

4.3  Avrtevésiteg

YnepevoioOncio 6t dpacTikn ovsio 1 6g KATO10 and To EKS0Y0 TOL AVOPEPOVTAL TNV
Topaypapo 6.1.

4.4  Ewwkég TPOEIOOTOMGELS KO TPOPLAGEES KaTd TN ypion

IynioowywodtnTo

ITpoxeévov va PeATiwbel | tyvnAooHOTNTO TV PLOAOYIKOV QUPUOKEVTIKMY TPOIOVIMV, 1| OVOLOGIN
Kot 0 aplOude mapTidag Tov YopNyoOUEVOL TPOTOVTOC Do TPEMEL VO KATAYPAPOVTAL LE GOPNVELQL.

Iepropiopéva kKAMvika dedouéva, vtodnimdvouy cuykpicwun enidpaon g pegfilgrastim évavti tng
filgrastim otov ypovo £wg v avaxouyn écov agopd ) Papid ovdeteponevia o acbeveic pe de NoOVo
o&eio, poeroyev Aevyoio (OMA) (BA. mapdypaeo 5.1). Qot660, 01 pakportpdOesieg EXOPAGELS TOV
Pelmeg oty OMA dev £xovv tekunplodei kot cuvenmdg Oa Tpénet va YPNCLULOTOLEITOL LUE TPOGOYT| OF
avtdV TV TANOVGUO acbevmv.

O mopdyovtag d1EyEPONG OMOIKIDOV TV KOKKIOKVLTTAPMV UTOPEL VOL EVIGYVGEL TNV avAaTTUEN
UVEAOEWBMV TV KLTTAP®V iN Vitro kot Tapduoleg emdpdoeig pmopei va mopotnpnbovv in vitro oe
OPIoUEVE LT LVEAOELDT] KOTTAPO.

H acedlreia ko n amoteieopatikotnta Tov Pelmeg dev éxouvv diepeuvnBel oe acbeveic pe
LVEAOOVOTAAGTIKO GOVOPOLO, ¥pOVia LueAoyeV] Aevuyoia kal o€ acbeveig pe devtepomadn OMA,
OULVETMG dev Ba Tpémel va ypnoionoteital o oTovG ToLG 0obeveis. [daitepn mpocoyn Oa mpémet va
Sivetal TPOKEWEVOL VA YIvETOL S1AKPLoT] TG SLAYVMOGNG TOL HETACYNUOTIGLOD TV PAACTOV TNG
YPOVIOG pueLoyevog Agvyaiog amd v OMA.

H acedieia ko n amoteieopatikdtnta g xoprynong Pelmeg oe acbeveic pe de novo OMA
nAwiag <55 etdv pe t(15;17) oV KOTTAPOYEVVETIKT AVAALGOT) deV £XOLV TEKUNPLOOEL.

H acedlreia ko n amoteieouatikdtnta tov Pelmeg oe acbeveic mov vropdilovionl o€ ynuetobepamneio,
VYNNG 860MG dev Exouv diepevvnBel. AvTO TO PUPLOKEVTIKO TPoioy dev Ba Tpémet va
¥pNoomoteital Yo avénomn g d0oMg g KLTTAPOTOEIKNG YN Heobepaneiog TEpa amd T
KaBlepoUEVE J0GOAOYIKE GYNLOTAL.



ITvevuovikéc avem@dunteg EVEPYELEC

[Mvevpovicég avemBOuNTeg EVEPYELEG, KO GUYKEKPIUEVA SLAUEST] TTVELLOVID, £XOVV ovapePOEl HeTd T
yopnynon G-CSF. AcBeveig pe TpOGPATO 16TOPIKO TVEVUOVIKADV SNONGE®V 1) TVELUOVING EVOEXETOL
va dlTpéyovv vymAodTePO Kivouvo (PA. mapdypao 4.8). H epnpdvion tvevpovikedv onueimv, 6mmg
Bryoc, Topetdg Kal SHOTVOLN, GE CLGYETION LLE AKTIVOAOYIKA OMLELD TVEVHOVIKOV d1NONCcE®V Kal 1
EMOEIVOOT TNG TVELOVIKNG AEITOLPYIOG GE GLUVOVAGUO LE AVENUEVO aPlOId 0VOETEPOPIA®V
EVOEYETOL VO ATOTEAOVV TTPAOLUO OTLLELD GUVIPOLOL 0EETaG avamvevoTikng duoyépetag (ARDS). Ze
VTG TIC TEPUTOOELS, To Pelmeg Oa mpénel va dtakdnTeTal Katd TV Kpion Tov 1aTpod Kot vo
yopnyeitar katdAAnin aywyn (PA. mTopdypago 4.8).

LMEPAUOTOVEQPITION

"Exetl avoagepOei oneipapotoveppitida og acbeveic mov AdpPavay filgrastim kon pegfilgrastim. Tevika,
To. GLUPAVTO CTEPAUATOVEPPITIONG LITOYMPNGOV UETA TN Heiwon TG ddoNg 1 T O10KOTN TNG
yopfiynong filgrastim ko pegfilgrastim. Zvvictdror n mapaxorohonon pe avéivon ovpwv.

2OVOPOLO SLOLQLYNC TPLYOEWODV

"Exet avagepBel chvipopo Sopuyng TPL0ed®V HETA Ad YOPTYNON TaPAyovTo SEYEPONG OTOIKIOV
TOV KOKKIOKLTTAP®YV, TO 01010 yopaktnpiletal amd vrdTaoT), VTOAEVKOUATIVOLLLIN, 010110 Kot
apocvurdkveot. Ot acbeveic Tov ueovilovy GLUATOUATO GLVIPOIOVL SLOPVYNG TPLXOEW DY Oa
npémet va mapakorovBodvton otevd kot va Aapfavouy v kabdiepopévn copntopatikn Oepaneio, 1
onoio, propei vo mepthopPfdvel TNy avaykn yio evtatikn epovtida (BA. Tapdypago 4.8).

Yrinvoueyario kot pREn oTAnvoc

I'evikd acLUTTOUATIKG TEPIGTOTIKG CTANVOUEYOAMAG KOl TEPIGTATIKE pENG OTANVOG,
CUUTEPILUUPAVOUEVOV OPICUEVOV TEPICTOUTIKOV UE Bovatneopo katdAnén, Exovv avapepbei petd
amod ™ yopnynon pegfilgrastim (BA. mapdypagpo 4.8). Emouévag, to uéyebog tov ominvoc o mpénet vo
TapoKoAovOEiTal TPOGEKTIKA (7). KAWVIKY e€€Taon, VITEPNYOS). Xe acheveic OV avapEpovy GAyog 6To
Gve aploTEPO TUNIO TNG KOIALOKNG XDOPOS 1] GTO AKPO TOV MUOL, Ba mpénet va e&etdleTon TO
evogYOLEVO dAyvoNS pRENG STANVOG.

Opouponevia Kot avouuio,

H Oepancio povo pe pegfilgrastim dev amoxheier ) Opoppomevia kot Ty avatic, Kabdg 610
GLVTAYOYPOPOVUEVO TPOYPOLLO SIOTNPEITOL 1] LUEAOKOTACTAATIKT YN pelobepameio TApoOvG dOOMC.
2UVIGTATOL TOKTIKT TopakoAoVOnomn tov aplfpod apometodimv Kot Tov aatokpitn. [daitepn
pocoyn Ba mpémetl va divetal Katd Tn Yopnynor £vOg ¥NUE0depamevTIKoD TapdyovTa 1] GLVIVAGILOD
ANUEOBEPOATEVTIKOV AP YOVTOV TTOV Eival YvGTo 6Tt TpokoAobV Bapid Opoppomevia.

MverodvoTAocTiKO 6OVEPOoLO Kol oEeio LueAoYEVAC Asuyoupia o€ acheveic Le KapKivo Tov LoGTon
KOl KOPKIVO TOL TVELLLOVO

210 TAic10 UEAETNG TTopaTpNoNG HETd TV Kukhogopia, 1 pegfilgrastim oe cuvdvaoud pe
ynueodepameio M/kan aktivodepamneio £xel GLOYETIOTEL e AVATTLEY HVEAOSVGTANGTIKOD GLVOPOLLOV
(MDS) ko o&giag pveroyevoug Aevyoupiog (AML) og acbeveig pe Kapkivo Tov HOGTOL Kol KOpKivo
tov tvevpova (PA. mapdypaeo 4.8). Na mapakorovbeite Toug achevelg pe kapkivo Tov HOGTOV Kot
Kapkivo Tov mvedpova yio onpeio kot courtopote MDS/AML.

APETOVOKVLTTOPIKT avoupio

ApEMOVOKVTTOPIKESG KPIOELS £X0VV cLOYETIOTEL e TN yprion g pedfilgrastim ce aobeveig pe otiypa
OPEMOVOKVTTAPIKNG ovalpiog 1 dpemavokvuTtapikn voco (PA. mapdypago 4.8). Xuvendg, ot watpoi Ba
npémel va. glval TPooeKTIKol katd T cvvtayoypdenon tov Pelmeg o acbeveic ue otiyua
OPEMAVOKVTTAPIKNG AVOLULIOG 1] SPEMAVOKVTTAPIKY VOGO, O TpEmeL va TapakolovBodv Tig KATAAANAES



KAMVIKEG TOPAUETPOVS KOl TIG EPYAOTNPIOKEG AVAADGELG Kot o Tpémet va, Tpocyovy Tnv Thavn
GLGYETION OVTOD TOL PUPLUKEVTIKOV TPOTOVTOG [LE S1OYKMOT] TOV GTANVOG KOl 0y YELOOTOPPOKTIKY|

Kpion.

AguKoKVTTAPW®ON

"Eyovv mapatnpndei apiBpoi Asviokvttapov (WBC) 100 x 10%/1 1 peyaldtepot o€ AMydTEPOVE OMd TO
1% tov acbevov mov Erafav aymyn pe pegfilgrastim. Asv £xovv avaeepBet avemBounteg evépyeieg
IOV VO, LTTOPOVV va. arodofovv dueca oe avtdv Tov Babud Aevkokvttdpwons. Avty n adEnon Tov
AEVKOKVTTAPOV gival TopodiKT, eppaviletal cuvnbwg 24 pe 48 dpeg LETA Ad TN YOPTYNoN Kot
OVTIGTOLYEL OTIG PAPUOUKOSVVOUIKES EMOPACELS ALTOV TOV PUPHOKEVTIKOD TPOTOVTOC. ZOUP®VO, [LE TIG
KMVIKEG EMOPACELC KOl TO EVOEYOUEVO AEVKOKVTTAPWOONC, B0l TPEMEL VO TPOYLOUTOTTOLEITOL EAEYYOG TOV
apBpod TOV AEVKOKVTTAP®V GE TAKTH YPOVIK(Y d0eTHOTH KaTd T didpkela g Oepamneiag. Edv o
apOpoC TV AevkokuTTdpmy Eemepdost Ta 50 x 10%/1 petd amd to avapevopevo vadip, avtd To
QOPUOKEVTIKO TPOiOV B TpEmel va, d1oKoTel AUESWG,.

Yrepsvoucnoio

Y acbeveic vd Bepameio e pegfilgrastim éxst avapepbei vaepevaicdnoia, coprepiiappovopsvov
OVOQPUAOKTIKAV OVTIOPAGE®DY, TOV TOPOVCLAGTNKE KATA TNV 0p)IKY| 1] 08 emakolovdn Bepaneio.
Awkdyte oprotikd n xopnynon Pelmeg oe acBeveic pe kKAvikd onpoviikn vrepgvoicinoio. Mn
yopnyeite Pelmeg oe acbeveig pe 10topikd vrepsvaicnoiog otny pegfilgrastim 1 w filgrastim. Edv
napovctactel coPapr| aAlepyikn avtidpaon, Oa mpénel va xopnynOei n KaTtdAAnAn aywyn, Le oTevn
TOPaKoA0VON oM TOV acBEVOVG Y10 APKETEG UEPEC.

2Ovdpouo Stevens-Johnson

YHvdpopo Stevens-Johnson (SJS), to omoio pumopei va etvar amednTtikd yia tn Lo 1 Bovatneopo, €xet
onaving avaeepbel oe oyéon e tn Bepaneia pe pegfilgrastim. Av o acBevig éxel avoamtoéel SJS pe
ypnon ¢ pegfilgrastim, n Oepaneio pe pegfilgrastim dev mpénel oe kapio mepintwon va Eekvd ek
VEOL GTOV GUYKEKPLUEVO acbevr).

Avocoyovikdtnta,

Onwg ovuPaivel pe Oheg Tig OepamevTiKéc TPOTEIVEG, VITAPYEL EVOEXOUEVO avocoyoviKOTNTOG. Ot
pvouoi mapaymyng avticopdtmv évoavit g pegfilgrastim sivor yevikd yapmroi. EpgaviCovtal
TPOAYUOATL OEGHUEVTIKG OVTICOUATO, OTTMG AVUUEVETOL UE OXOL TO BLOPAPUAKEVTIKA TPoidvTa. Q6TOGO,
OEV £YOVV GLGYETIOTEL €Ml TOV TAPOVTOG LE EEOVOETEPMOTIKT OPAUCTNPLOTNTA.

Aoprtitida

"Exel avapepbet aoptitida peTd 10 yopynon tov mapayovia G-CSF og vy dropa kot og
kapkivorabdeic acOeveic. Ta cvumtduate TEPIAOUPAVOLY TUPETO, KOIAOKO GAYOG, KaKovyia,
06QLOAYia Kot avénuévoug deikteg eAeypovig (w.y. C-avTdpdoa TPOTEIVN Kol ETITESH AEVKDV
OLLOCOUPIOV OTO aipl). LTI TEPICCOTEPES TEPUTTMCELG 1) AOPTITION S10YVMOTNKE e aEoViKN
TOUOYPAPiO KOl AVTILETOTIGTNKE UE amopdkpuven Tov tapdyovia G-CSF (BAéne emiong
napaypago 4.8.).

AM\eC TPOEIOOTOINGELS

H acedlela ko 1 amoteheopatikdtnta Tov Pelmeg yio thv kivnromoinon tov tpoyovikdv Kuttdpov
ToV aipatog o acbeveic 1 o€ vylelc d0TeC dev £yovv a&toAoynOel erapkdC.

H avénpévn arpomomntikn dpactnplotnTa Tov PVEAOD TV 0GTAOV MG AVIOTOKPIoT oTr| Oepamneia pe
ov&NTIKO TapAyovTo £XEL CUGYETIOTEL e TOPOOIKA DETUKA EVPNLLOTA GTNV ATEIKOVICT TOV OCGTMV.
AvT16 Oa Tpémel va AapPaveTar vy KOTA TNV EPUNVEIN TV ATOTEAEGUATOV TNG ATEIKOVIONG TOV
0GTMV.



"Exdoya

AT TO QOpROKEVTIKO TTPoioV mep1Eyel 30 MY copPrioing e kdbe Tpoyepouévn cVPLYYa TO 0TOi0
oodvvapet pe 50 mg/ml. H aBpoiotikhy exidpaot e tontdypovns xopiynons Tpoidvimv tov

ePLEXovVV copPrroAn (1 povktoln) kor m pe v drTpoen ANy copPrroing (1 epovktdlng) mpémet
va Aapavovtot vToy).

Av10 10 PUppaKeELTIKO TPOTIOV TepEyEL Aydtepo amd 1 mmol vatpiov (23 mg) ava d6on 6 mg, eivor
ovTo oL ovopalovpe «EAELBEPO vaTpiovy.

45  Alnlemopdaosic pe GALo QUPUOKEVTIKA TPOIOVTA Ko GAAeg popPEéc aliniemiopaong

AOY® TG SuVNTIKNG EVAIGHNGIOG TOV TUXEMG OLOPOVUEVMY HVEAOEIODY KVTTAPWOV GTNV
KutTapoto&ikn ynueobepaneio, To Pelmeg Oa mpémetl va yopnyeitatl tovddyiotov 24 dpeg Hetd ™
yopfynon g kuttapoto&ikng ynuetobepaneioc. Xe khvikég dokipég, n pegfilgrastim yopnynonke ue
ac@aiea 14 nuépeg mpv amd ™ ynuetobepancio. H tavtdypovn yprion tov Pelmeg pe omolovdnmote
ynueodepomentikd Tapdyovra dev £xel a&loloynbel oe acbeveis. Xe povtéda {dwv, 1 cuyyopnynon
pegfilgrastim kot 5-pBopoovpakiing (5-FU) 1 dArev aviipetaforitdv éxetl kotadelydei 6Tt evioydel
TN LWOELOKOTOGTOAN.

O mBavég aAANAETIOPAGELS [LE BALOVG ALLLOTOINTIKOVG OLENTIKOVG TOPAYOVTEG KOl KLTOKIVES Ogv
€YOUV YIVEL OVTIKEIEVO EIBTKNC SIEPEVVNONG G KAVIKES SOKIUEG.

To evdeyopevo alinAienidpaong e To Aiblo, Tov eniong Tpodyel TNV aTeAELOEPWOT 0VLIETEPOPIA®V,
dgv €yel yivel avTikeipevo KNG depedvnonge. Agv vITAPYOLY GTOLXELD OTL [0l TETOL0V TOHTOV
oAnienidopacon Ba NTav emPrufng.

H acedlieia ko n amotedeouatikodtnta tov Pelmeg dev éxovv a&loroyndei e acbeveic mov
Aappdvoov ynuetoBepameio cuoyeTILOUEV e OYIUT HVEAOKATUGTOAN, TT.Y. VITpolovpies.

Agv €yovv mpaypotomoindel 101Kég peAETEG AAANAETIOPACE®V N LETOPOMGOD, OGTOCO, GE KAIVIKEG
dokipéc dev vmodeiydnke aAlnienidpaor g pegfilgrastim pe dAlo pappakevtikd tpoidva.

4.6 Tovipétnra, kOnon ko yerovyio

Konon

Aev dwatiBevtar ) elvon Tepropiopéva To KAVIKA dedopéva oyetikd pe ) xpnon g pegfilgrastim oe
€YKVOLG Yuvaikeg. Meléteg oe {ma katédel&av avamapaywyikn toikotnta (BAéne mapdypogo 5.3).
To Pelmeg dev cuviotdtal Katd T S1apKeLo TG EYKVUOGHVIG, KAOMG Kal 6€ YOVAIKES TG
AVATOP Oy YIKNG NAKiag xopic Tn xpNon avTicOAANYNG.

OnAacpdc

Ynhpyovv avenapkeic TANpo@opieg oxeTIKA pe v amékkpion g pegfilgrastim/petaforirdv oto
avBpomvo yaia. O kivduvog ota veoyévvnta/Bpéon dev pumopel va amokAeiotel. [Ipénet va
amo@aclotel €dv Ba drakomel o Onhacuodc M Oa dwakonei/Bo amopevydel | Oepancio pe Pelmeg,
Aappévovtag vtoyn 1o 6Pehoc ToL InAacol Yia 1o Todi Kot To 0perog TG Bepaneiog yia
YovaiKo.

Tovipdtra

H pegfilgrastim dev ennpéoace v avoamopoy®yKy amwdd0om 1 1 YOVILOTNTO GTOVG OPGEVIKOVG 1] TOVG
OnAvkoig enipveg og abpoiotikés efSopadiaies d6oelg mepimov 6 pe 9 popég vynAdTEPES ald T
owvicTOUEVN 8dom yia Tov avBpwmo (pe Bdon to eufaddv emipdvelag cdpotog) (BA. Tapdypogo 5.3).



4.7 Emdpacsig 6Ny IKEVOTNTA 001]71161G KO (EPIGHOV UNYAVI|LATOV

To Pelmeg dev éyet kapio 1 el aoqUavTY ETIBPOOT] GTNV IKAVOTNTA 0O YNONE KL XEIPLEUOD
UNYovnUaToy.

4.8  AvemOOunteg evépyereg

20voyn Tov TPOPih 0GQAAELNC

O1 110 GVYVa avaPepOUEVEG AVETIOOUNTES EVEPYELEG NTAY 0GTIKOG TOVOC (ToAD cuyvn [>1/10]) kon
LVOGKEAETIKOC TOVOG (cuyv1]). O 00TIKOG TOVOG NTAY YEVIKA LETPLOG £0C LG PapOTNTOG, TOPOITKOC
KOl LTOPOVGE VO AVTILETOTICTEL GTOVG TEPLOCOTEPOLS AGHEVELS [LE KOWVE OVOAYNTIKA.

Avtidpaoelg Tomov vrepevarcinocioc, copmeptiapfovopévav deppatikov eEavinuatog, Kvidwong,
OYYEL0010MLATOC, SVOTVOL0G, EPLONIOTOC, ££00WNG KOl VTOTACTG TAPOVCIACTNKAY KOTE TNV apyIKi 1
oe emaxorovOn Bepameio e pegfilgrastim (oy1 cuyvég [>1/1 000 éwg <1/100]). ZoPoapic arlepyikég
avtdpdoelc, cupmeptiapfovouévng e avaguAiagiog, Lropodv va TapovslacTtodV g acheveic Tov
AouBavovv pegfilgrastim (6y1 ovyvéc) (BA. mapdypogo 4.4).

To cvvdpopo d10pVYNG TPLYOEDDY, TO 0010 Umopel va lvat ameAnTko Yo T {on edv Kabvotepnoet
1 AVTIHETAOTION TOV, &Yl avapepBel g Oyt cuyvo (=1/1 000 émg <1/100) o acbeveig pe Kapkivo mov
vrofailovtal o€ ynuelodepaneio LeTE 0md TN YOpYNOT TAPAYOVTOV SIEYEPCNC UTOIKIDY TV
KOKKLOKLTTApwV. BA. mapdypapo 4.4 ko tnv mapdypao «Ileprypapn emheypévov avembountov
EVEPYELDVY» TOPAKATO.

H omAnvopeyoiia, YeVIKG 0CUUTTOUOTIKY, £Vt Ol GUYVN.

H pnén ominvog, coumepthapufovouévemy 0ploHEVOV TEPLOTATIKMY (e Oavatneopo KatdAnén,
avaeéptnke Oyt cuyva petd and ) yopnynon pedfilgrastim (BA. mopdypago 4.4). Exyovv avapepbei
Ol GLYVEG TVEVUOVIKES AVETIOOUNTEG EVEPYELES, CLUTEPIAAUPAVOLLEVNC TNG SLALEST|C TVEVLOVING, TOV
TVELUOVIKOV O10NIOTOG, TOV TVEVUOVIKGV dNONcE®mV Kat TNng mveLHoVIKNG tvaong. Oyt cuyva, kdmola
TEPIOTUTIKA ElYOLV MG ATOTEAEGLO. AVOTVEVGTIKY| OVETAPKELD 1] GUVOPOUO 0EEING AVOTVEVGTIKNG
dvoyépetog (ARDS), mov pmopel va £xovv Bavatneodpa katdAnén (BA. wapdypago 4.4).

Mepovopéva TepIoTATIKG OPETAVOKVTTUPIKAV Kpicemv £xouv avapepbei oe acbeveig e otiypa
OPEMOVOKVTTAUPIKNG OVOLLLIOG 1 OPETOVOKVTTAPIKT VOGO (Ol cLYVEG o€ 0GOEVEIC L dPEMAVOKVTTAPIKT

avoupio) (BA. wapdypago 4.4).

Katdhloyoc avembduntmv EVEPYELDV GE LOPON TiVOKO

Ta dedopéva GToV TAPOKATO TIVAKE TEPLYPAPOVY AVETIOVUNTEG EVEPYELEG TTOL AvaPEPON KAV OO
KMVIKEG SOKILES KOl avBOpUNTEC OvOPOPES. e KAOE OULAda GUYVOTNTAS, Ol AVETIBOUNTES EVEPYELEG
napatifevion Katd eOivovca oelpd coPapdtnrag.

Katnyopia/opya AvemOounTteg evépysieg

VIKO cVoTNpO Moo Xoyvég 'Oy ovyvée XravIES Moo

oOPQOVA IE TO OVYVEG ondvieg

MedDRA (=1/10) (=1/100 (=1/1 000 (=1/10 000 (<1/10 000)
$w¢ <1/10) $wc <1/100) £m¢ <1/1 000)

Neomhdopata MvglodvomiacTikd

Kalon0n, cvvdpopo?

KoK 0N ko pn O&eia poeroyevig

KaBopopéva Aevyonpiot

(meprioppavovro

1 KUOTES KoL

moAOT0dES)




Katnyopia/opya

AvemOounTeg gvEpyeleg

viké cvoTnNO Moi0 Yuyvég O ovyvég Xravieg Moi0
oOQOVA IE TO ovyvég OTAVIES
MedDRA (>1/10) (>1/100 (>1/1 000 (>1/10 000 (<1/10 000)
$wc <1/10) éwg <1/100) §mg <1/1 000)
Awtapayég Tov ®pouponevial, ApENAVOKVTTOPIKT
ULILOTTOTIKOD Levkokvttdpoon® | avopia pe kpion?
K01 TOV AEP@PIKOD , omAnvoueyoia?,
GULGTILOTOS p1éEN omANVOC?
Awrapayés Tov Avtidpboeig
UVOGOTOUTIKOV vrepgvocinoiog,
GUGTNOTOS avaoula&io
AwTopayég Tov Avéncelg Tov ovpiov
petapoiopod o&éog
Ko N6 Opéyng
Awtapayéc tov | Kepohodyiol
VEVPIKOV
CUGTIOTOG
Ayyelokég ZHvdpopo dapuyng Aopritida
Swarapayis TPLY0EdHV*
Awrapayés Tov Zovdpopo oeiag ITvevpovikn
OVOTVEVGTIKOD OVOTTVEVOTIKNG atpoppayio
GULOTI|LOTOS, TOV dvoyépeloc?,
0dpaka Ko TOV TVELHOVIKEG
pecofmpdxiov OVETOOUNTEG
evépyeleg (dudpeon
TVELLOVIOL, TVEVLLOVIKO
oidm Lo, TVELHOVIKEG
dmBnoeig Kot
TVELLOVIKN tveon)
Awdéntoon
AwTopoyég Tov Nowtio?
YOGTPEVTEPLKOD
Awtapoayés Tov THvdpopo Sweet >Hvdpopo
d$ppHaTOC KU1 TOV (o&ela epmbpet Stevens-Johns
VTT0d0P10V 16TOV OVLOETEPOPIAIKN on
deppdtmon)t?,
Sepuatikn ayysitdol?
Awrapayés Tov OoTtikdg MvoockeleTiog
LVOOGKELETIKOV ToVog wovog (Loodyia,

GUGTILOTOS KOl

apBparyia, TOVOC

TOV GUVOETIKOV o710 GKPO,
16700 0GQLAAYiQ,
HVOCKEAETIKOG
ovoc,
avyevalyio)
Awtapayig TV SREPALOTOVEPPITISO?
VEQPAOV KO TOV
0VPOPOPOV 00DV
Tevikéc Alkyog g Béoneg | Avtdpdoeig Tng Béong
owotapoyés Ko éveong, 1N éveonc?
KOTOOTAGELS TG Kapdokod

0900 yopriynong

Oopoxikd ryoct




Katnyopia/opya AvemOounTeg gvEpyeleg
VIKO cVoTnpa IHoAd Yuyvég Oy ouyvée Xrdvieg IHoid
oOQOVA IE TO ovyvég OTAVIES
MedDRA (=1/10) (=1/100 (=1/1 000 (=1/10 000 (<1/10 000)
$wc <1/10) éwg <1/100) §mg <1/1 000)

Hapoxiivikég Avénoeig mg
egetaoeg YOAOKTIKNG

aeLIPOYOVACTG KO

NG AAKOAKNG

Qoopatdongt,

Tapodikég avENCELG

g ALT 1 g AST

oTIG doKIOoTiEs

nNroTikng Astrovpyioag

L BA. mopbypago «Ileprypagn] emAeYUEVOV AVETOOUNTOV EVEPYELDVY TUPAKAT®.

2 Avti n avem@OpnTn evEPYELR TPOGIIOPIGTNKE HEGM TG EMTAPNONG LETA TNV KUKAOQOpia 6TV ayopd, adld Sev
TopatPONKE O TUYOLOTOMUEVES, EAEYXOUEVEG KAMVIKEG SOKIIEG GE EVITMKES OTIG 0TOieg oTNPixdnKke N Gde10 KVKAOPOPIOG.
H xatmyopia cvyvotrag ektiuifnke pe évav ototiotikd vrohoyiopod pe Baon 1.576 acbeveic mov éhafav pegfilgrastim ce
EVVEQ TUYOOTOUNHEVES KMVIKES SOKIUEG.

Ieprypa@n eMALYUEVOV aVETIOOUNTOV EVEPYELDY

"Exovv avagepbei 6y cuyva meplotatikd cuvopOoL SWEEL, av Kol GE OPICUEVO TEPLOTATIKA OL
VTOKEINEVES OUATOAOYIKES Kakon0eteg pmopel va mailovv Kamotov poAo.

Oyt ouyva copfavta deppatiknig ayyeltidog xovv avoapepdel oe acbeveic mov ElaPav Oepomeia pe
pegfilgrastim. O unyovicpog g ayyetitidog otovg acbeveic mov Aaufdvovv pegfilgrastim eivon
Ayv®oTOG.

Avtidpdoeig g Béong éveong, cupmeptiapfavopévon Tov epuinpatog g BEong Eveong (ot cuyvn)
KaBdG Kat Tov dAyous tng BEong Eveong (ouyvn), £XOVV TAPOVGLACTEL GTNV AP)LKN 1| G€ ETAKOAOVOEG
Oepamneiec ue pegfilgrastim.

"Exovv avapepBei cuyva mepiotatiKd AevKoKLTTAPp®ONGS (aptBog AEVKOKLTTAP®V
[WBC] >100 x 10%I) (BA. mopéypago 4.4).

AVOoTpEYIEG, NTTIEG EMG UETPLEG AVENTELG TOL 0VPLKOV 0EE0G KOl TG AAKOAKNG POCOATACNS, XOPIg
oYeTlOUEVEC KMVIKEG EMOPAGELS NTOV O)L GLYVEC. AVOCSTPEYIUES, NTIES £MC LETPLEC AVENTELS TNG
YOAOKTIKNG pLOPOYOVAGTG, X0pic oxeTilOpeves KAMVIKEG EMOPACELS NTAV O)L GLYVEC G acbeveig Tov
éhaPov pegfilgrastim petd and kvtrapoto&ikn ynueodepomeio.

Ye aoBeveic mov Adpupavav ynuetodepameio, Tapatnpnnkay ToAd cuyvda voutio kot kKeQaAadyies.

Oy ovyvéc avénoetg g ALT (apuvotpovopepdon e odavivng) 1 g AST (aomoptikn
OUVOTPAVGPEPAOT]) 0 SOKIHOTIEG NIATIKNAG Agttovpyiag Exovv TapatnpnOel og acbeveic petd
M pegfilgrastim votepa amd kuttapotofikn ynueobepaneio. Avtég ot avénoeis ivor Tapodikég
KOl ETMOVEPYOVTOL OTIG TLES OVOLPOPAC.

Avénuévog kivduvogc MDS/AML énerta am6 Ogponeio pe to pegfilgrastim oe cuvdvoouod pe
ynueodepameio M/xan aktvobeparneio £xel mapatnpnOei oe pio emdnuoroykn peAétn oe acheveic e
KOPKIVO TOL HOGTOV Ko KapKivo Tov Tvevpova (BA. mapdypaeo 4.4).

"Exovv avaeepBel cuyva mepiotatikd Opopforeviag.

[TepioTotiKd cuvoPALOL SLOPLYNE TPLYOEWDDV £xoVV avapepBel LeTd TNV KVKAOPOPIo TOL PAPILAKOV
GTNV AyOPa UE TN YPNON TOPAYOVIOV SIEYEPCNS OTOIKIOV TOV KOKKIOKLTTAP®V. Ta TEPIGTUTIKG VT
YEVIKA TOpOVGLAcTKaAY 6 ac0eveig pe Tpoympnuéva Kakondn voonuata, onyaipio, mov Adpfovoy
TOALATAG PUPUOKEVTIKA TpoidVTa ynuetodepaneiag 1) mov vrofdAlovtay o apaipeon (BA.
napaypoago 4.4).



Houdrwotpkde TAnbovoude

H epmepio ota mondid ivar nepropiopévn. ‘Exel mapatnpndei vyniotepn cvyvotnta cofapov
avemBountov evepyeldv oe pikpoTepa madld nikiog 0-5 etdv (92%) oe cOyKplom pe peyaAvTepa
mond1d nikiag 6-11 ko 12-21 etdv (80% wai 67% avtictoya) kot eviiikec. H mo cuyva
avoQEPOUEVT] avemBOuUN TN evEPYELR NTAY 00TIKOG TOVOG (PA. Tapdypopo 5.1 kot 5.2).

Avaopd Tthovoroyoduevmy aveTOUNTOV EVEPYELDV

H avagopd mbavoroyodpevmv avemBountov evepyeidv LETA omd TN XOP1YNOoT ASELNG KUKAO(POPIOG
TOV QOPUUKELTIKOV TTPoidvTog eivar onuavtikn. Emtpénetl n cvveyn mapoakoiovbnon g oxéong
0PEALOVG-KIVOVVOD TOV PUPUOKELTIKOD TPOIOVTOC. ZnTeitan amd Tovg enayyeApatieg vyeiog vo
avaPEPOVY OTTOECONTOTE TOUVOAOYOVUEVES OVEMIBOUNTES EVEPYELES LECH TOV EBVIKOD GLGTILOTOG
avaeopdg tov avaypdeetor oto [Hoapdptnua V.

49 Ymnepdooolroyia

"Exovv yopnynbei vrodopimg epdmo d6oeic v 300 meg/kg oe mepropiopévo apBpud vyidv
eferovtdv Kol ac0evov e PN LIKPOKLTTAPIKO KopKivo Tov mvedpova wpig coPapég avemBounteg
evépyeteg. Ot avemBounTeg evEPYELEG NTOV TOPOLOLES LLE EKEIVEG TV ATOUWOV TOV AdUPovoy
yapnAotepeg d6oeic pegfilgrastim.

5. DOAPMAKOAOI'IKEX IAIOTHTEX

51 ®@appokodvvopikEs 1I010TNTES

DoppoKkobepamEVTIKT KATYOPIO: AVOGOIIEYEPTIKA, TAPAYOVTAS OLEYEPCTG UMOIKIMDY, KOOKOG
ATC: LO3AA1L3

To Pelmeg givai fro-opogidéc poppokevticd mpoidv. Aemtopepeic TAnpopopieg eivar drabécieg otov
dktvakd 1omo Tov Evponaikod Opyaviopuol ®apudkev: hitp://www.ema.europa.eu.

O avBpodmivog mopdyovtag S1EYEPONC UTOIKIMY TV KokKlokuTtdpmv (G-CSF) givat pa
YAVKOTPOTEIVT 1 oToia, pLOUIletl TV mOPAY®YN KOl TNV OTEAEVOEPWOGT) OVOETEPOPIA®Y OO TOV LVELD
tov ootdv. H pegfilgrastim sivor pia évoon mov oynuatifetal pe opotomorikn c0levén
avaovvovacuévou avBpamvov G-CSF (r-metHuG-CSF) pe éva popto morvoiBvievoyiokoing (PEG)
twv 20 kD. H pegfilgrastim arotelei pia mopatetopévng didpketog popen g filgrastim, Adym g
pelwuévng veppikng kabapon. ‘Exetl katadeydei 611 n pegfilgrastim wai  filgrastim £yovv tov id10
TPOTO Spdiong, Tpokalmvtag aloonueimtn avénon Tov aptBpol TV OVOETEPOPIAMY GTO TEPLPEPLKO
aipo péca o€ 24 dpeg, Le LIKPEC LOVO OENCELS TV LLOVOTUPNVOVY KoM TOV AeU@oKLTTAp®V. OTmg
Kot otnVv wepintmon g filgrastim, ta ovdetepdpiia ToL TEPAYOVTOL MG AVTOTOKPLIOT GTIV
pegfilgrastim topovcidlovv puololoyikn 1 evioyvuévn Aettovpyia, 6nmg katadeiydnke pe SoKUES TG
YNUELOTOKTIKNG KoL TNG PAyOKLTTAPIKNG Aettovpyiag. Omwg cvpfaiver kot pe GAAOVS OLLOTOUTIKOVG
avéntikong Tapdyovieg, o0 G-CSF éyet emdeifet in Vitro dieyeptikég 1810tteC 010, €vE0bnAiokd
KkoTTapa Tov avBpdmov. O G-CSF propei va evioydoet in Vitro v avantoén tov puerogldov
KUTTAP®V, CUUTEPILOUPAVOUEVOV Kol TOV KAKOMN OOV KUTTAP®OV Kol TOPOLOLES EMOPACELS UTOPEL VOl
wapatnpnbodv in Vitro oe opiouéva un poelogidn KoTTapa.

g d00 TUYOLOTONUEVEG, OITAG TVQAES, PaoiKEG LEAETEG o 0oOEVELS e KOPKiVO TOV HOGTOD

otadiov -1V vymiov kivddivov Tov VTORAAAOVTOY GE LVEAOKATACTOATIKY] ynHE0BepOmEiQL
amotedovpevn and do&opovfikivn kat doceta&éAn, 1 xpnon g pegfilgrastim, wg pia epanal d6on
avd kKOKklo, pelmoe TN SIIPKELN TNG OVOETEPOTEVIAG KAl T GLYVOTNTA ELGAVIOTG TNG EUTVPETNG
ovdetepomeviag mapduote pe ovtd Tov TapaTnPNOnKe pe kKabnuepvég yopnynoeig filgrastim (Siépeon
Ty 11 kabnuepwvav yopnynoewv). Ev anovcio vrootipiéng pe avéntikd mapdyovia, &yl avopepbet
OTL 0LTO TO SYNUa 0dNyel o€ péon ddpKela S €wg 7 MUEPDY OGOV aPOPd TNV 0LOETEPOTEVID 40V
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Babuod kot og cuyvotnTa epedviong 30-40% 66OV apopd TNV EUTVPETT OVOETEPOTTEVIQ. L€ [iol
perém (n = 157), onv omoia ypnoyomomdnke pia otabepn 66om twv 6 mg pegfilgrastim, n péon
didpkela ovdetepomeviag 4ov Pabupod frav 1,8 nuépeg yia v oudda g pegfilgrastim, e chykpion
ue 1,6 nuépeg yuo v opdda g filgrastim (Swapopd 0,23 nuépeg, AE 95%: -0,15, 0,63). Kotd ™
Suprelo OAOKANPNG TNG UEAETNG, TO TOGOGTO EUPAVIOTG EUTVPETNG ovdeTEPOmEViag NTav 13% tmv
acBevav mov élafov pegfilgrastim oe cOykpion pe to 20% tov acbevidv mov Edafav filgrastim
(owapopd 7%, AE 95%: -19%, 5%). Xe uia 6evtepn puerét (n = 310), oty omoia ypnoyomomonke
por 6061 TPOGAPUOGHEV GVOHE®VA Le TO Bapog (100 pg/kg), n péon dtbpkela TG oLIETEPOTEVING
400 Babpov yuo tnv opdda g pegfilgrastim nrav 1,7 nuépeg, o€ ovykpion pe 1,8 nuépeg yua v
opdda g filgrastim (Swapopd 0,03 nuépeg, AE 95%: -0,36, 0,30). To 6GuVOAIKO TOGOGTO EUPAVIONG
™G EUTVPETNG oLdETEPOTEVIOG TV 9% TmV acBevav mov AduPavay pegfilgrastim kot 18% tov
acbevav mov AduPavay filgrastim (dtoupopd 9%, AE 95%: -16,8%, -1,1%).

e pio EAeyXOLEVT LLE EIKOVIKO QApLOKO, SITAQ TUPAN LeAéTn o€ acbevelg Le KapKivo Tov HaoTov,
a&loloynonke n enidpacn tng pegfilgrastim otn cuyvoTnTa ELEAVIONG TG EUTOPETNG OVIETEPOTEVING
UETE 0o YOp1YNOT YNUELODEPOUTEVTIKOD GYNUATOG GLGYETILOUEVOL LE TOGOGTO EUPAVIOTG EUTVPETNG
ovdetepomeviag 10-20% (Socetaééin 100 mg/m? kéde 3 efSouades yia 4 koxkAovg). Evviakociot
EIKOGIOKTA aobeveic TuyatomomOnkay yio vo Adpovv eite pia epdmag 66om pegfilgrastim eite
EIKOVIKO Qapuako mepimov 24 mpeg (Huépa 2) petd m ynueobepaneio o ke xoxro. H ocuyvotnta
EUPAVIONG TNG EUTOPETNG OLOETEPOTEVING NTOV YOUNAOTEPT Yo TOVG acBevelg Tov Katdmy
toyatomoinong Elafav pegfilgrastim oe ovykpion pe avtovg wov Elafav eikovikd edpuaxo (1%
évavtt 17%, p <0,001). H cuyxvotnta epnedvionc VOGoKOUELOKNG VOGIAEING Kot EVOOQAEPLOG XpIoNS
avTifloTikdv, mov oyetifovral e TNV KAVIKY S1dyveor] TG EUTHPETNG OVOETEPOTEVING, TAV
yaunAdtepn otnv opddo tng pegfilgrastim oe ovykpion pe v opdde tov gikovikod eapudrkov (1%
évovtt 14%, p <0,001 ko 2% évavtt 10%, p <0,001).

e wa pkpn (N = 83), Tuyotomotnuévn, Sumhd ToeAn peiétn edaong Il oe acbeveig mov Aappavoy
ynueobepoameio yio de NOVo o&eio pvehoyevi Aevyotpio, cuykpiOnke n pegfilgrastim (spdma& 6om

6 mg) ue ™ filgrastim, yopnyooduevn katd ) didpketa g ynuetobepansiog emaywyng. O d1Guecog
YPOVOG EmG TNV avaKapyT and T Papld ovdeTEPOTEViD, VTOAOYIGTNKE OTL TAV 22 MUEPES KO Y10 TIC
V0 ouddeg Bepanciog. H paxpompdbeoun éxPfaon dev ueketndnke (PA. mopdypago 4.4).

e wa eaong II (n = 37) moAVKEVTPIKT|, TUYALOTOUNUEVT], AVOLYTNG EMIOTLLOVOTG LEAETT] OE
taudlaTpikovg acbeveic pe odprmpa, ot omoiot Edafav pegfilgrastim 100 mcg/kg petd tov koxko 1 tng
ynueobepaneiog pe fvipiotivn, 6o&opovPikivn kot kukhoewoeapidn (VAdriaC/lE), tapoatnpndnke
peyalvtepn Sidpreta Popiég ovdetepomeviag (ovdetepdpiia <0,5 x 10%/L) oe pikpdrepo Toudid
nixiog 0-5 etav (8,9 nuépec) oe cvykpion pe peyardtepa moudtd nikiog 6-11 etov kot 12-21 etdv

(6 nuépec kau 3,7 nuépeg avriotorya) kot eviiikes. Eniong, mapatnpridnke vynidtepn cuyvotnta
EUPAVIONG EUTOPETNG 0VOETEPOTIEVING OE PKPOTEPQ TOd1d nAkiag 0-5 etdv (75%) og cvykplon pe
peyodvtepo moudd nAkiog 6-11 et@v ko 12-21 etomv (70% ko 33% avtictoyya) kot eviiikes (PA.
Tapaypaeovg 4.8 kat 5.2).

52 ®@appokoKivnTIKES 1O10TNTES

Mertd amd o epdma& vrodopia 66on pegfilgrastim, n péyiom ovykévrpwon g pegdfilgrastim otov
0po6 mpokvTTEL 16 £w¢ 120 dpeg HETA T XOPNYNON, EVO Ot cuyKevIpmaoels ¢ pegfilgrastim otov opod
St povvTal Kotd Tn SdpKeLd TG TEPLOSOV OVOETEPOTEVING, LET OO LVELOKOTACTUATIKNY
ynueobeponeio. H amofoir g pegfilgrastim givor un ypoppukn og mpog m 8661, evd 1 kdBapon g
pegfilgrastim otov opd peidverar 660 avEaveton n d6om. H pegfilgrastim eaivetat va amofdiieta
Kupimg pe kdBopor pesorofodpevn amd Ta OVOETEPIPIAN, 1 OTOl0 GE VYNAOTEPES OOGEIS VEIGTATL
kopeopd. H ovykévipmon g pegfilgrastim otov opd peidveton ypiyopo katd v évapén g
AVAKOUYNG TOV OVOETEPOPIA®V, TTPAYLLO TOL GLUVADEL Pe TNV VITAPEN £vOG avToppLOEOIEVOD
unyaviopov kédBapong (BA. oynua 1).
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Zympa 1: Mpo@ik Tng drapeong svykévrpoong s pegfilgrastim etov opé kor Tov améLvTov
apOpov ovdetepdprimv (ANC) og achseveig v ynueobepancia, peta amwd pio e@ama éveon
6 mg
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Huépa peréng

AOY® ToV unyovicpov kdBapong LesoAlafoOUEVNG amd To OVOETEPOPIAA, 1] POPLOKOKIVITIKN TNG
pegfilgrastim dev avapévetat va ennpedletot omd veQpikn | NTATIKY SucAettovpyia. Xe pio LeAT
(n =31) epdmag 666MC, AVoLYTNHG EMTIGHLOVOTG, TO S1APOP OTASLN VEQPIKTG SVGAEITOVPYING,
GUUTEPIAAUPAVOLEVIC TNG VEPPIKNC VOGOV TEAIKOD 0TAdT0V, OV Elyov Kapia enidpacn ot
Qoppoakokiyntikn g pegfilgrastim.

Hluxiopévot

[Tepropropéva dedopéva LITOJEIKVOOVY OTL 1] PAPUOKOKIVITIKT TG pegfilgrastim oe nAikiopéva dropa
(>65 e1v) eivar TopOpOLL HE EKEIVI TV EVNAIKOV.

Ioudwapudc TANOvoudS

H poppokokivntikn g pegfilgrastim pelemOnke oe 37 madiotpikovg acbeveis pe ohpkopa, ol
omoiot éAafav pegfilgrastim 100 mcg/kg petd v oAokAnpmon g ynpeobeponeiog VAdriaC/IE. H
veotepn nAlokn opdda (0-5 etdv) giye vyunAdtepn péon €kbeon oty pegfilgrastim (meproyn Kdtw
amd v koumdAn, AUC) (+ tomiky andkiion) (47,9 + 22,5 meg-hr/ml) o€ coykpion pe peyoldtepa
woudtd nhkiog 6-11 etov ko 12-21 gtodv (22,0 + 13,1 meg-hr/ml xon 29,3 £ 23,2 meg-hr/ml,
avtictolya) (PA. mapdypaeo 5.1). Me e€aipeon T vedtepn nAtkiokn opdada (0-5 et@v), n péon AUC
GT0 TOLSIA N TOV TOPOLOLD LE VTN TOV EVNATKOV acBevdv pe KopKivo Tov pootov otadiov 11-1V
VYNA00 Ktvdvvou wov AdpPavay pegfilgrastim 100 meg/kg petd v oAoxAnpmon g
do&opovPikivng/doceta&éAng (BA. Topaypdpovg 4.8 kot 5.1).

5.3 IMpoxivikd dedopévo Yo TNV ac@aiero

ITpoxhvikd dedopéva amd cuuPatikés peréteg ToEkOTNTOG EMavalopuBavolevemy 06Gemv
OTTOKOAVYOV TIG AVUUEVOUEVES QUPUAKOAOYIKEG ETIOPAGELS, CUUTEPIAAUPAVOUEVEOY AVENGEDY TOV
aplBpod TOV AEVKOKVTTAP®OYV, LVEAOEIO0VE VIEPTAACING TOV LVEAOD TV 00TAV, EEMUVEMKNG
OLLOTTOINoMG Kot S10YK®ONG GIANVOC.

Agv mapotnpinkay apynTiKég EMOPACEIS GE OTOYOVOLG OO EYKVOVG ETLUVEG GTOVS OTOI0VG
yopnynonke pegfilgrastim vrodopimg, aAld ota kovvéla N pegfilgrastim katadsiybnie dti mpokoiet
to&kdTTa 670 EUPpvo/Kinua (ammAieio Tov euPpHov) oe abpoloTikég 60Gelg TEPimov 4 popic T
oLVIGTOUEVN 00N Yo Tov GvBpomo. H To&ikotnta avt dev mapatnpidnke 6Tov KVOPOPOLVTA
KOLVEAMO EKTEOMKOV GTN GLVIGTAOUEVT 000N Y10 TOV dvBpwmo. Xe perétec o emipveg Katadelydnke o6t
1 pegfilgrastim pmopei va damepdoel Tov mAokovvta. Meléteg o emipveg védel&ay o6t
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OVOTOPOY@YIKN ATOS00, 1] YOVILOTNTA, O 010TPIKOG KOKAOG, Ol Nuépes HeETa&d (enyapduatog Kot
oLVoLGiog Kot 1) evdounTplo emiPimon dev ennpedotnkay and Tnv vroddpia yoprynon pegfilgrastim.
H onpocio tov evpnudtov ovtdv yio tov avipmmo dev givol yvooti.

6. D®APMAKEYTIKEX IAHPO®OPIEX

6.1 Koaraloyog ekddymv

Natpro o&o *

YopPiroin (E 420)

IMoAvcopPikd 20

"Yomp yio evéoiua

Ydpoyrwpikd o€V (yio pHbion tov pH)

Noazpiov vépo&eidio (Yo pvOuion Tov pH)

*To vatpilo o&kd Tapackevdletor pe avipeEn vatpiov 0&kov Tpdpko kat 0&kod 0&Eog.

6.2 AocvppotoTnTeg

AvT6 10 QOPUAKEVLTIKO TPOTOV OV TPETEL VAL OVOLUELYVOETOL LE BAAN QOPUOKEVTIKG TTPOTIOVTAL,
WUTEPMG UE doAvUATA YADPLOVYOV VATPiov.

6.3 Awdpkero {ong

2 ypovia.

6.4 Idwitepeg mpoPuAAEelS KOTA TN @OLAEN TOV TPOTOVTOG

duvrdooete oe yoyeio (2 °C — 8 °C).

To Pelmeg pmopei va extebel og Beppoxpacio dmpatiov (0t ave tov 30 °C) yia pia povo tepiodo
péyiotng duapkelog mg 96 wpdv. To Pelmeg mov £xel mapapieivel o Beppokpacio Sopatiov yio

TEPLOGOTEPESG Ao 96 dpeg Ba Tpémel va, amoppinteTat.

Mnv katayoyete. H toyaia ékBeon og Bepurokpacieg Kotdyvéng yio 000 TeEPLOSOVE UKPITEPES ATO
72 dpec Ekoot dgv ennpealetl apvnTikd tn otabepotnta tov Pelmeg.

Duidooete TOV TEPEKTN OTO EEMTEPIKO KOVTL Y100 VO TPOGTATEVETAL OO TO PWG.
6.5 ®@Von K GVOTUTIKA TOV TEPLEKTN

[poyepopuévn ovpryya (Yoot tomov 1) pe mopo stloyd®@pnong omd eAactikod Bpouofovturiov Kot
Berova amd avo&eldmTo yaivfa e auTOHOTO UNyovioud Kaivyng Belovag.

Ka0e mpoyepiopévn oopryya mepiéyet 0,6 ml evésyov S10AdHOTOG. ZuoKELAGIN P0G TPOYEUIOUEVS
ovpryyag, o€ koyéAn (blister).

6.6 Idwitepeg TPoPLAAGEELS OOPPIYNGS KO AALOG YEPIGUOG

[pwv amd ™ yoprynon, to didivpa tov Pelmeg Oa mpénet va embempeitol onTiKd Yo TuYOV
awwpovpeva copatidlo. H éveon Ba mpénet va yiveton povo epdcov to didAvpa ivar dtovyEg Kot

dxpouo.

H vrepPoikn avaxivnon evoéyetal va 0dnynoel 6e cuocopdtmon g pegfilgrastim, kabiotdvtag ™
Broloyucd avevepyn.
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AQNoTE TNV TPOYEUIGLEVT] GUPLYYO. VO OTAGEL 68 Begppokpacio dmpotiov yia 30 Aentd mpv
YPNOLLOTOLGETE T GUPLYYO.

Kda0e aypnoyromointo mpoidv 1 VITOAELLO TPETEL VO ATOPPITTETOL COUPOVA [E TIG KATA TOTOVG
OYVOVGES GYETIKES SLOTAEELS.

7. KATOXOZX THX AAEIAY. KYKAO®OPIAX

Mundipharma Corporation (Ireland) Limited,

United Drug House Magna Drive, Magna Business Park,

Citywest Road, Dublin 24,

Iphavdia

8. APIGMOZ(OI) AAEIAY. KYKAO®OPIAX

EU/1/18/1328/001

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHY THX AAEIAX

Hpepopnvia tpdtng €yxpiong: 20 Nogpppiov 2018
Huepounvia tehevtaiog avavémong: 20 Noguppiov 2023

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtopepeic TANPoPOpieg Yo TO TOPOV PAPUAKEVLTIKO TPOTOV Elvar dtabéoieg oTov SIKTLOKO TOTTO
tov Evponaikov Opyoviopot Gopudkov: http://www.ema.europa.eu.
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ITAPAPTHMA 11

HHAPAXKEYAXTHX THX BIOAOTI'IKQX
APAXTIKHX OYXZIAX KAI IIAPAXKEYAXTHX
YIIEY®OYNOZX I'TA THN AITOAEXMEYXH TQN
ITAPTIAQN

OPOI'H IEPIOPIXMOI XXETIKA ME TH AIAGEXH
KAI TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H NIEPIOPIXMOI XXETIKA ME THN

AXDPAAH KAI AITOTEAEXMATIKH XPHXH TOY
®APMAKEYTIKOY ITPOIONTOX
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A. TTAPAXKEYAXTHX THX BIOAOTI'IKQX APAXTIKHX OYXIAX KAI
ITAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AITOAEEMEYXH TQN ITAPTIAQN

Ovopa xai d1evfvvon Tov TapacKeLAST TNS BLOAOYIKAC dPUCTIKNG OVGIog

3P BIOPHARMACEUTICALS SL
C/ Mocholi 2, Poligono Industrial Mocholi
31110 Noain

Tonavia

‘Ovoua kot 61e0fvven Tov TOPAGKEVOGTH TOL £ival LTTELOLVOC Y10 THY ATOOEGUEVGT TV TOPTIOMV

PharmaKorell GmbH
Georges-Kohler-Str. 2,
79539 Loerrach
Teppovia

B. OPOI'H HEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppokeLTIKO TPOTOV Y10 TO OTO10 AmTALTEITON TEPLOPIGLEVN 1 TPIKY svvTayn (PA. mapdptnua I:
[epiinym tov Xapaktnpiotikdv tov [Ipoidvtoc, napdypagog 4.2).

T. AAAOI OPOI KAI ATTAITHXEIX THE AAEIAY KYKAO®OPIAX
o Ex0foe1g nmeprodiki)c napakorovOneng g acpdieros (PSURS)

Ot amaitioelg yuo Ty vroPorn tov PSURS yia 10 ev Ay @oppokentikd tpoiov opilovtal otov
KaTdAoyo pe Tig nuepounvieg avapopdg g Eveoong (katdioyog EURD) mov mapatiBeton oty
Tapaypago 7, Tov apBpov 107y, tng odnyiag 2001/83/EK kat kabe emakdAovdng emtkolpomoinong
OTMS ONUOGIEVETAL GTNV EVPMTOIKN SIKTLOKT] TOAN Y10 TOL QAP UK.

A. OPOI'H TIEPIOPIEMOI XXETIKA ME THN AX®»AAH KAI AHOTEAEXMATIKH
XPHXIH TOY ®APMAKEYTIKOY ITPOIONTOX

. Yyéo0 owayeiprong Kivovvov (ZAK)

O Karoyog Adetag Kukhogopiag (KAK) Oa die€orydyet Tig amattodpeves dpactnplotnTes Kot
TOPEUPACELS POPIAKOETOYPOTVNONG OTMG Topovstdlovtal 6To cLUEVNBEY ZAK mov
napovatdleTar oty evotnta 1.8.2 ¢ Ade10¢ KUKAOQOPING Kol OTOIECONTOTE EXAKOAOVOESG
gykekpipéveg avabempnoelg tov TAK.

‘Eva emkaiporompévo XAK Oa mpémetl va kartatedei:

e Metd and aitmpo tov Evponaikod Opyavicpov Gapuikay,

e  OmoTEdNTOTE TPOTOTOLEITAL TO GVGTN O SLaXEIPLONG KIVOVVOU, EI01KE MG ATOTEAEGLLO ANYTG
VE®V TANPOPOPLDOV TOV HTOPOVV VOl EMPEPOVLY GNUAVTIKT AALOYT OTY] GYECT 0PEAOVG-
KvOUVOL 1 G ATOTEALEGHLA TNG EMITEVENG EVOG OTLOVTIKOD OPOGTLLOL ((POPUAKOETAYPOTVION
1 EAayLeTOTOINOT KIVOLVOV).
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ITAPAPTHMA IIT

ENIXHMANZXZH KAI ®YAAO OAHI'IQN XPHXHX
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A. ENIIXHMANXZH
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTIT'IA XYPIITA XE XYXKEYAXIA KYWEAHX (BLISTER)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Pelmeg 6 mg evéoyio didAvpo € TPOYEUIGUEVT GVPLYYQ
pegfilgrastim

2. YYNGOEXH XE APAXTIKH(EY) OYXIA(EY)

KaBe mpoyepouévn ovpryyo mepiéyet 6 mg pegfilgrastim og 0,6 ml (10 mg/ml) evécipov dtaiduatog.

3. KATAAOI'OX EKAOXQN

"Exdoya: vatpro 0&iko, copPiroin (E 420), moivcopPucd 20 kot vdwp yia evécipa. [a mepiocdTepeg
TANPOQOpiES, dgite TO PUALO 0INYIDV XPOTGS.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéowo didAvpa
1 mpoygpicpévn ovpryyo piog ypnong pe awtépato unyavicpd kaioyng pelovag (0,6 mi).

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

INa pio pévo xpnron.
Mo vroddpra yprion.
INRovTiKG: S1opdote TO PUAAO 0ONYIMV YPNOTNG TPV OO TOV YEPIGUO TNE TPOYEULOUEVNG CUPLYYOC.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puidoocetar o€ Béon, tnv omoia dev PAEmOVVY Kot dev Tpoceyyilov Ta Toudid.

7. AAAH(EZX) EIAIKH(EX) IPOEIAOMOIHZH(EIL), EAN EINAI ATAPAITHTH(EZ)

Amo@iyete v £viovn avaxivnon.

8. HMEPOMHNIA AHEHX

EXP
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9. EIAIKEX XYNOHKEX ®OYAAEHX

dvldcoete o€ Yoyeio.
Mnv KatayOyeTe.
Ddvidcoete TOV TEPIEKTN GTO EMTEPIKO KOVTL Y10, VO TPOGTATEVETAL OO TO PG,

10. IAIAITEPEX TIPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOIIOTHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATAQON ITOY ITPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Mundipharma Corporation (Ireland) Limited,

United Drug House Magna Drive, Magna Business Park,
Citywest Road, Dublin 24,

Iphavdia

12.  APIOGMOZX(OI) AAEIAYX KYKAO®OPIAX

EU/1/18/1328/001

| 13.  APIOMOX MAPTIAAY

Lot

‘ 14, TENIKH KATATAEH I'lA TH ATIAGEXH

‘ 15. OAHTI'IEX XPHXHX

‘ 16. TMAHPO®OPIEX XE BRAILLE

Pelmeg

17.  MONAAIKOX ANAT'NQPIZTIKOX KQAIKOX — AIEAIALTATOX TPAMMQTOX
KQAIKAX (2D)

A16d106TOTOG YPOUUOTOC KOdKaS (2D) mov pépet Tov meptnefévta Lovadikd avoyvoploTIKO KMOIKO.

18. MONAAIKOX ANATNQPIETIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AITO
TON ANOPQIIO

PC
SN
NN
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EAAXIETEZ ENAEIZEIL TOY MPEMEI NA ANATPA®ONTAI XTIE XYSKEYAXIEE
KYWEAHX (BLISTER) H XTIZ TAINIEZ (STRIPS)

XYXKEYAXIA KYYEAHX (BLISTER) ME XYPIITA

‘ 1. ONOMAZXIA TOY ®APMAKEYTIKOY ITPOIONTOX

Pelmeg 6 mg evéoiuo didAvua
pegfilgrastim

‘ 2. ONOMA KATOXOY THX AAEIAYX KYKAO®OPIAX

Mundipharma

‘ 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX ITAPTIAAX

Lot

| 5. AAAA ETOIXEIA

Aoyotomo
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EAAXIXTEX ENAEIZEIX I1IOY HIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA XYPIITAX

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX KAI OAOX(OI) XOPHTHZHX

Pelmeg 6 mg evéoiuo didAvua o TPoyEGUEV GOPLYYQL
pegfilgrastim
SC

| 2. TPONOX XOPHTHZHE

‘ 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX ITAPTIAAX

Lot

l 5. NHNEPIEXOMENO KATA BAPOZ, KAT' OI'KO'H KATA MONAAA

0,6 ml

6. AAAA YTOIXEIA

Mundipharma
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B. P’YAAO OAHI'TQN XPHXHX
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DVYAro ooV ypiong: IIAnpoeopisg yia Tov ypnotn

Pelmeg 6 mg evéeipo dtahvpa 6 TPoyERIGUEVY GOPLYYO.
pegfilgrastim

AP aoTte TPOGEKTIKG OAOKANPO TO GVALO 03N YLAV YPNGG TPLV UPYICETE VO YPTCLUOTOLEITE OVTO

TO PAaPNOKO, S10TL TEPLAAPPAVEL ONRAVTIKES TAPOPOPiES Y10 GG,

- DvAaETe 0VTO TO PUALO 00MYLDVY Yprone. Towg xpetaotel va to dafdacete Eavd.

- Edv éyete meportépm amopieg, poToTE TOV Y1ATPO, TOV GOPUOKOTOL 1) TOV VOGOKOLO GOG.

- H ocvvtayn yio avtd 10 pappoko xopnyndnke amokAelotikd yio cog. Agv mpénet vo SDOCETE TO
QApLOKO o€ AALOVG. Mmopel va, Tovg TpokarEécel PAGPN, aKOU KOl OTOV TO GUUTTOUOTO TNG
acBévelog Tovg givat 010 pe ta Sk GOC.

- Edv mapatnpnoete kdmola avemBountn evépyela, EVILEPMGTE TOV YIOTPO, TOV QOPLOKOTOO N
TOV VOGOKOUO GOG. AVTO o0l Kot Yo KAOe mhovn avemBOuntn EVEPYELD TTOL OEV OVOQEPETOL
GTO TTOPOV PUALO 0dNYIOV YpNHone. BAére mapdypapo 4.

T epréy el To TOPOV GVALO 00N YLAOV:

T eivar To Pelmeg kou ot givon 1 xprion tov

T npémet va yvopilete Tpiy ypnoiporomoete o Pelmeg
Ta¢ va ypnoonooete to Pelmeg

[MBavéc avemBOuNTES EVEPYELES

Id¢ va puidooete to Pelmeg

[epreydpeva g cvokevaciog Kot Aotég TANpoPopieg

ocoukrwbdr

1. T givar To Pelmeg kot o sivar 1 ypijon tov

To Pelmeg nepiéyet t dpaotikn ovoio pegfilgrastim. H pegfilgrastim sivat wo npoteivn mov
naphyetar og Paktipia wov ovoudlovtot E. coli pe pebddovg Proteyvoroyiag. Avikel oe pio opudda
TPOTEIVOV OV OVORALOVTOL KUTOKIVES KOl TAPOVCIALEL LEYAAT] OLOIOTNTO LE UI0 PLGIKN TPOTEIVY
(Tapdyovtag S1€YEPONC OMOIKIDY TOV KOKKIOKVTTAP®V) TOV TOPAYEL O OPYAVIOUOG COG.

To Pelmeg ypnoytonoieitan o€ evniikovg aoBeveic yio va LeU®OEL TN SIGPKELL TG OVIETEPOTEVIOS
(papnA6g apBpdg AeVKOV ULOCPUIPIOY) KoL TNV ELEAVIOT EUTVPETNG 0VOETEPOTEVIOG (YAUNAOG
plOUOG AEVKAV ALOCOUIPI®MY E TVPETO) O1 OTTOIEC UITOPOVV VO TPOKAN 00UV AOY® TG XPNoNG
KUTTOPOTOEIKNG YN LEl0epameiog (PUPUAK®V TOL KOTASTPEPOLV TO TOYENMG AVOTTUGGOUEVO KOTTAPO).
Ta Aevkd apoceaipa gtvor onpovtikd, kafng fonbodv Tov opyaviopd Gog v KATOTOAEUE TG
roméets. Ta kbtropa avtd glval moAD gvaicOnTa oTIg EMOPAGELS TNG YN LeloBepaneiag, 1 onoia
UTOPEL VO TPOKAAESEL LEIMOT TOL OPLOUOL AVTAV TOV KLTTAP®V GTOV 0pYavIopd 6oc. Edv ta Asvkd
olpocaipla TEGOVV o€ YOUNAS EMIMEDO, TOTE LTOPEL VO, NV OTOLEVOLY OPKETE GTOV OPYOVIGLO COG
Y10l VO KOTOTOAEU GOV TO BOKTAPLOL KO UITOPEl Vo StaTpéyete avénuévo kivouvo Aoipménc.

O ytpdg cog oag yopnynoe to Pelmeg yia va Bondnoetl tov puehd tov 06TMV 60G (TO TUNHO EKEIVO
TOV 06TOV TOV TOPAYEL ALLOGPAIPL) VO TOPAYEL TEPLGGOTEPA AEVKA aplocpaipta mov fonbovv Tov
OPYOVICUO GOG VO KOTOTOAEUA TIC AOUMEELS.

2. T apéner va yvopilete Tpwv ypnoiporonjcete to Pelmeg

Mnyv gpnoeipononjoete To Pelmeg

. oe mepintwon odhepyiag oty pegfilgrastim, ) filgrastim, tic tpwteiveg Tov Tpoépyovron amd
10 E. coli 1 og omotodnmote GAAO amd 10 GVOTATIKG CVLTOD TOL PUPUAKOV.
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IIposgidomoumoelg Kot TPoPLAGEELS
Amevbovleite otov Y1oTpd, TOV UPUAKOTOLO 1) TOV VOGOKOUO GOg TPV ¥pnoiuonomoste to Pelmeg:
. €4V TapovoldceTe AALEPYIKT| AVTIOPAOT, CUUTEPIAAUPOVOUEVOV AOVVOLING, TTOONS TNG

OPTNPLOKNG TTiEOTS, OLGKOAING GTNY avamvor|, TPNEILATOG TOL TPOS®TOL (avapuiasin),
KOKKIVIGHOTOG Kot EEaynG, 0EpUATIKOD EEAVONLLOTOC KO TEPLOYDYV TOV OEPLATOC LLE PAYOVPAL.

. €Qv TopovoldceTe Prixa, TUPETO Kot SuGKOAiL TNV avamvor. Avtd pmopet va etvan Evoeidn
owvdpouov ofeiag avanvevotikig dvoyépetag (ARDS).
. €4V €xete KAmTOLN OO TIG AKOAOVOES avemBOUNTES EVEPYELEC 1] GLVIVAGHO TOV AKOAOVO®V

AVETOOUNTOV EVEPYELDV:

- TpNEo 1 d1dykwaon ov puropet va oyetiletat pe AMydtepo cuyvi) o0pnon, SVGKOAMA GTNV
avamvon, TPHEWo Ty KoL Kot aicOnua TAnpotnTog, Kabmg Kot yevikd aicOnua
KOTMOT|G.

Avtd pmopel va €ivol COUTTOUATO P0G KATAGTACTG TOL OVORALETOL «GHVOPOLO dloPLYNG

TPLLOEODVY», 1 0Ol TPOKOAAEL S10pPOoT| OiLATOG OTd T PIKPE HOPOPa. Ay YELD LEGH GTO GMUA

cag. BAéne mopdypago 4.

. €0V TOPOVOIACETE TOVO GTO TAV® APLOTEPO LEPOG TNG KOWAMAG 1 GTO (KPO TOL MU0V GaG. AVTd
umopel va etvan £voelén tpofAnpatog pe tov ominva cog (omAnvoueyoiio).
. €av elyate Tpocpato coPapn AOIH®EN TV TVELUOVAV (TTVELHLOVIR), VYPO GTOVG TVEDLLOVES

(mvevpoviko oidnua), PAEYHOVH TV TVELHOV®OV (SIAUEST] TVELLLOVOTTAOELN) 1] U1 PLGLOAOYIKN
axtvoypapio Ompaxog (d1\0non Tvedvpova).

. eav yvopilete yua omoladnmote petafoin otovg aplfpods tev apoceupioy cog (m.y. avénon
OTO AEVKA apooeaipta 1 ovopio) 1 yroo LELoUEVO aplfpd aOTETAAI®MY, O OTO10C LELMVEL TNV
KovOTNTO TOL aipatdg cog va miet (Bpopfomevia). O yotpdg cog icwg BeAnoel va Gog
mapaKolovbel oteva.

. €dv &yete dpemovokvTTapIKn avalpio. O yoTpdg cag iowg apyicel va mapakoAlovdel TV
KOTAGTAGY] GOG MO GTEVL.
. €av giote aobevnc pe Kapkivo Tov pootol 1 Kapkivo tov mvevpova, to Pelmeg oe cuvdvacud

pe ymueobepomeio /kat aktivobepaneio pmopet vo avénoet Tov Kivouvo Tov daTpEyeTe Vo
EUPAVIGETE UI0L TPOKOPKIVIKN TAONGN TOL aliptatog Tov ovopdletotl POEAOSVOTANGTIKO
ovvopopo (MDS) 1 évav kapkivo Tov aipatog mTov ovopdletor o&eio pueAoyevig Asvyoipio
(AML). Ta cvpntopato uropet va Tepthapifdvovy Kovpaon, TuPeTd Kol E0KOAO LOAMTIOUO M
opoppayio.

. €av mapovoidoete Eapvikég evoeibelg arlepyiog omme eEAvOnua, payovpa 1 Kvidwor Tov
d€ppratog, TPNELO TOV TPOSHOTOV, TV YEMDV, TNG YAOCCAG 1| GALDV LEPDOV TOV COUOTOC,
AQYOVIOGULO, GUPLYLO 1 TPOPAUOTO GTNV OVOTVOT], VT LWITOPEL VoL AmoTEAOVV eVOEIEELS LLOG
Bapidg ariepyikng avtidpaong.

. €0V €XETE CUUTTOUOTA PAEYLOVIG TNG AOPTNG (TOV HEYAAOV apoPOPOL ayyelov To omoio
HETAQEPEL QLo At TNV Kapdld 6T0 GMUA), avtd £xel avapepbel ondvia oe acbevelg pe kapkivo
Kot o€ VYelg 86tec. Ta cvpntdpate propet vo TEPAaUPBEvouy TUPETO, KOIALHKO TOVO,
KaKovyia, TOvo otn péoT Kot avEnuévoug deikteg AeYHOVIG. Evnuepdote Tov y1otpd cog eav
TOPOVGLAGETE OVTH TO GUUTTAOUOTOL.

O yatpdg cog Ba eAéyyel To aipa kat o 00pa oG TakTikd, kabnhg to Pelmeg propei vo frayet to
UIKPOGKOTIKA QIATpa TOL Ppiokoviot HEca 6To VEPPE Gag (CTELPAUOTOVEPPITION).

YoPapéc deppotikég avidpaoelg (chvdpopo Stevens-Johnson) £xovv avaeepbet pe T ypnon tov
Pelmeg. Ztapoatmote va ypnowonotgite To Pelmeg kat avalntiote apéomg worpiky cvpfovin av
TOPOTNPNGETE OTOLOONTOTE OO TO, CUUTTAOUOTO TTOV TEPLYPAPOVTOAL GTIV TAPAYPUPpO 4.

Bo Tpémel va, LLANGETE LE TOV Y1oTpO Gag Yo ToV Kivouvo ekdnimong Kapkivov Tov aipotog. Edv

exdNA®ceTe N £xeTe MOAVOTNTA VO EKOINADOETE KOPKIVO TOV aipaTog, dev Oa Tpémet va
ypnoporomoete to Pelmeg, extdg edv AdPete oyxetikr 0dnyia omd tov YioTpd Gog.
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Andiewo avramokprong ety pegfilgrastim

Edv mapovcidoete andAglo ovTomoKpiong 1 oduvaio Slthpnong e aviamokplong otn Oeparneio pe
pegfilgrastim, o yiotpdc oag Oa diepevvioet To aitia, Kabdg Kot To Gv Eyete AVaTTOEEL OVTICOUOTO
nov e€ovdeTepdvoLy T dpdon g pegfilgrastim.

Alro @appoxa kot Pelmeg

Evnuepdote Tov y1atpd 1| TOV QUPUAKOTOL Gag €0V Tailpvete, £xete mpdSEATO TAPEL 1| LTopel va
nhpete AAAL PApUAKO.

Kdnon kol Onioopog

ZnTNoTE TN GLUPOVAT TOL YITPOV 1| TOL POPLAKOTOLOD GG TPV TAPETE OnotodNmote PAapuako. To
Pelmeg dev éye1 dokuaotel oe eykhovg. Eivatl onuavtikd vo, eVIUEPDGETE TOV YIUTPO GOG EAV:

. glote éyxvog

. vopilete 611 umopet va giote £ykvog M

. oyedleTe Vo OMOKTNOETE TTOdI.

Eav peivete éykvog katd ) didpkeia g Oepaneiog pe Pelmeg, evnuepdote tov yatpd cag.

Edv ypnowomnoteite Pelmeg, 6o mpénet va dtaxdyete Tov Onhooud, eKTO GV 0 Y10TPOC 060G GOG dDOEL
OLOPOPETIKEG 0ONYiES.

001 ynon Kot YEPIGUOS PNYEVIINATOV

To Pelmeg dev éyet kapio 1 £yl aoUAVTH ETIBPOCT) GTNV IKAVOTNTO 0dNYNOTG 1} XEPLOUOD
UNYOVTLETOV.

To Pelmeg mepiéyer copprrorn (E 420) kot vatpro o&iko

AvT6 10 Pappako mepiExel 30 mg copPiroAng oe KAbe TpoyeIGUEVT] GUPLYYO TO OO0 100dVVApETL e
50 mg/ml.

To @dpuaxo avtd mepiEyet Aydtepo amd 1 mmol vatpiov (23 mg) avd d6om 6 Mg, eivot ovtd ToL
ovopalovpe «elevbepo vatpiovm.

3. Mo va ypneporonjcete To Pelmeg

To Pelmeg mpoopiletar yia ypiion oe evidikes nlkiog 18 €1dv Kot Gvo.

ITavtote va ypnowomnoteite to Pelmeg avotnpd copemva pe tig 0dnyieg Tov yiorpoo oag. Edv éxete
aupiolieg, Ba mpénel va pOTACETE TOV Y1Tpd 1 TOV Qappakomold cag. H ocuvindng doon eivar pia
VROdOPLY EVEOT TV 6 MY (£veon KAT® amd TO dEPLLO GOG) LE TPOYEMGUEVT cVPLYYQ Kot Bo Tpémet va
yopnyeitan TovAdytotov 24 dpec PHETA omd TNV TeAevTain dOoN TG YNueobepaneiog oag 6To TEAOG
KOs khKAov ynueobepaneiog.

Mnyv avakiveite £vtovo to Pelmeg, kabdg kTt 1£1010 evdEyeTat vo ennpedost T SpacTiKOTNTA TOV.
Kavovtag pévor cag tnv éveon tov Pelmeg

O ywotpog 60g Umopel vo. amoPacicst 6Tt o NToV Lo EDKOAO Y10 GOC VO, KAVETE E0€IG Ot 10101 TNV
éveon tov Pelmeg otov eantd cag. O yuTpdg 1 0 voookopog og 0o cog deiéel mdg va Kavete v

£VEDT] OTOV €0VTO GOG. MnV EMYEIPNOETE VO KAVETE TNV £VEGT GTO €QVTO GaG GV Oev €xeTe
EKTOOEVTEL.
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To mep1o6dTEPEG 0ONYiEG GYETIKA LE TO TAOG VA KAveTe pdvot oag v éveon) tov Pelmeg otov eantd
600G, 010BACTE TNV EVOTNTO GTO TEAOG TOL TTAPOVTOS GUAAOV 0dONYIDV XPOTS.

Eav ypnowpomonjoete peyorlvtepn 606n Pelmeg amé tnv kavoviki

Edv ypnowwomomoete peyaddrepn d6on Pelmeg amd thy kavovikr|, Ba mpémet va ETKOWVOVAGETE e
TOV YLOTPO, TOV PAPLOKOTOLO 1] TOV VOGOKOLO GOG.

Eav Eeyaoete va ypnoyporomyeste To Pelmeg

Edv éyete Egydoet pia d6om tov Pelmeg, Bo mpénel va exikovmviceTe e TOV Y10Tpd GaG Yo, Vol
ov{ntMoete TOTE TPEMEL VA, KAVETE TNV EMOLEVT EVEDT.

Edv éxete meplocOTEpPEG EPOTNOELS GYETIKA [LE TN (PT|OT CVTOV TOV PAPUAKOV, POTNGTE TOV Y1OTPO,
TOV PAPLOKOTOLd 1] TOV VOGOKOO GO,

4, IMBavég avemBOUNTES EVEPYELEG

Onmg 6Aa 0. pAPHOK, £TCL KOL AVTO TO PAPLOKO UTOPEL VoL TPOKAAEGEL AVETIOVUNTEG EVEPYELES, OV
KoL 0gV TOPovotdlovial 6 OAOVE TOVS OvVOP®TOLG,.

Evnuepdote apécms Tov ylaTpd cog Qv EYETE KATTOWL OO TIG aKOAOVOES avemBOUNTEG EVEPYELEG 1|

GLUVOLAGLO TV AKOAOLOWV AVETIOOUNTOV EVEPYELDV:

. TPNEO N 010YKmOT TOV pmopel va oyetiletan pe Ayotepo Guyvn ovpnor, Sucokoiio otV
avamvon], TpNEo oty Kowld Kot aicOnua TAnpotntag, Kabmg Kot yevikd aicOnpo kénwong.
Ta copntOpaTe aVTd Yevikd speaviovtot pe Toyd puouo.

Avtd pmopel va givol copmtapato pog oyt cuyvig (uropel va ennpedoet £og 1 ota 100 dtopa)

KOTAGTOOTG IOV OVOUALETAL «GUVOPOLO SLOPVYNG TPLYOEDDVY, 1) OTTOI0, TPOKAAEL dSlappoT) CULOTOC

omd To PKPA OLOPOP ayYeio LECH GTO CAOMUO, GO Kot ¥pelaletal enelyOvImg 1aTpikn fondeta.

IMoAd ovyvég avemOopnTeg gvépyereg (Lmopel va ennpedcovy teplocotepa amd 1 ota 10 dtopa):

. OVOG 610, 00Td. O yloTpog 60¢ Bo GOg EVIUEPMOEL Y10l TO PAPLOKO TOV UTOPELTE VO TAPETE
TPOKEEVOL VO LElwBEl 0 TOVOg 6TOL 0GTAL.
. VoTio KOl TOVOKEPOAOL.

Yoyvég avemBopnteg evépyereg (Umopel va emnpedoovy mg 1 ota 10 dropa):

. OVOG 610 orueio ¢ £veong

. YeviKol TOvol Kot TOvol 6TiS apfpMCELS Kot TOVG HUG

. Umopel vo TpokOYouV Kamoleg LETOPOAEG OTO aipla GOg, OVTEC OUWOG B EVTOMIGTOVY GTIC
kabiepopéves e€etaoel aipotog. O aplfloc Tmv AeVKOKLTTAP®V cag Hropel vo avéndel ya Eva
LUKpo xpovikd dtdotnua. O aptBpdc Tov apomeTaAiny cog Wropel va petmbel, Tpdypa mov
UTOPEL VoL 001 YNGEL GTO VO, SMLLOVPYOVVTOL LDAWDTEC.

Oy ovyvég avemBOuNTEg evépyeres (umopel va emnpedoovy €wg 1 ota 100 dropa):

. OAAEPYIKOD TOTTOV aVTIOPACELS, cuuTEPAQPavOUEV®Y pLBpOTNTAG Kot £E0WNG, OEPLLOTIKOD
€EavONLOTOG KOt SIOYKOUEVOV TEPLOYDV TOV OEPLATOG LLE PAYOVPO.

. coPapéc aALepyIKEG avTIOPATELS, cuumepthapavouévng g avaeviasiog (advvapio, TTMON
NG aPTNPLOKNG TTiEoNS, OLGKOAIN GTNV AVATVOT], TPNELLO TOV TPOGMOTOV)

. avénon tov peyébovg Tov omAnva

. pNéN Tov omAva. Opiopéves TepTMOGELS PIENG ToL oTAva elyav Bavatnedpo KatdAnsgn.
Eivar mohd onpavtikd vo ETKOVOVIGETE OUECHOC LLE TOV Y1ATPO GOC EAV TAPOVCIACETE TOVO
GTO TTOV® APIGTEPO UEPOG TG KOIALAG 1) GTOV apIoTEPO MU0, KOOMG avTd pmopel va oyetileton
Le Kamoto TpOPANLO GTOV GTTAVA GO,

. avomveuoTikd TpoPAnuata. Eav £xete iy, mupetd Kot SUGKOAIN GTNV AVATVOT], EVILEPDOTE
TOV Y10TpO GG,

27



. ovvopopo Sweet (droykmpéveg, enmdvveg PAAPBEG PabuKOKKIVOV YPOUATOG OTO GKPOL KOl
LEPIKEG POPESC GTO TPOCOTO Kol TOV Aod pe Tupetd) £xet avapepOel aArd umopel va mailovv
POAO Kol AAAOL TOPAYOVTEG

. OEPLOTIKN AyYEUTION (PAEYHOVT] TOV QHOPOPOV AYYEI®V TOV dEPHATOC)

. BAGPN ota pikpookomikd piATpa pé€ca 6Ta VEPPA GaG (CTEPAUATOVEPPITION)

. KOKK{VIoHO 6TO ornpeio g Eveong

. amoPfoAn aipotog pe tov Prye (cpudmTvo).

. OLRLOTOAOYIKES dratapayEs (LueLodVOTANGTIKO cOvopopo [MDS] 1 o&ela puehoyevig Aevyoptio
[AMLY]).

Yrdvieg avemOopnteg gvépyereg (Umopel va ennpedcovy £og 1 ota 1 000 dtopa):

o  dleypovi tng aopTig (TOV HEYEAOD LOPOPOVL ayYEIOL TO 0010 LETAPEPEL aipa omd TNV Kopdld
070 GOUW), BA. TOpdypapo 2.

e Awoppayio amd ToV TVEDHOVO (TVELVHOVIKT OiLloppayia).

e X0Ovdpopo Stevens-Johnson, to omoio Umopel vo. EUPAVIGTEL G KOKKIVOTES TAGKES TOV Holdlovv
UE OTOYO N KUKAKEG TAAKES GUYVA LE KEVIPIKEG POVOKAAES GTOV KOPUO, EEPAOVIIGUA TNG
emOepUIdOC, EAKT OTO GTOUM, TOV PAPVYYQ, TN LOTN, TO YEVVITIKG OpYavo Kol TO LATLO KO, TPV
a0 TNV EUEAVICT) TOV, UTopel va TponyNndovy Tupetds Kol YpuTmdON CUUTTOUOTH. ZTOUOTIOTE VA,
ypnoponoteite To Pelmeg av avartdéete ovTd 10 GULUTTOUOTO KAl ETIKOWVOVIGTE QUECMS LE TOV
ywTpd cog N avaintiote apécmg 1otpik] cupPovin. BAéne emiong mapdypago 2.

Ava@opd avemOOunTOV EvepyELOV

Edv mapatnpnioete kdmoto avemBOUNTY EVEPYELN, EVILEPDCTE TOV YIATPO, TOV PAPUAKOTOLO 1) TOV/INV
VOGOKOHO 6ag. AvTtd 1oyvel Kal yio kéBe mBavr| avemBountTn evEPYELO TOV OEV OVAPEPETOL GTO TAPOV
@OALO 0OMYIDV YprionG. Mropeite emiong vo avoapépete avemBounteg evépyeleg omevbeiog, LES® TOV
€Bvikod cuoTraTog avapopdg Tov avaypdeetal oto Lapdaptnua V.

5. IMog va puidccete To Pelmeg

To @appako avtd TPETEL VO PUAGCGETOL GE PEPT TTOL dgV TO PAETOLV Kot deV TO POAVOLV Ta TOOLA.
No pn xpnoponoteite ovTd TO EAPHOKO HETA TNV NUEPOUN VI ANENG TOV AVAPEPETAL GTO KOVLTI KOl
oTNV €TIKETA TNG oVptyyag petd ™ Aéén AHEH. H nuepoumvia Aféng givar n tedevtaio nuépa tov
UVa oL ovapEPETOL EKEL.

duvldooete og yoyeio (2 °C-8 °C).

Mmropeite va Pydiete to Pelmeg and 1o yoyeio kot va to dratnpioete o Oeppokpacio dopoatiov (Ot
wévo arnd toug 30 °C) yia fog Kot 4 NuéEPeg 10 TOAD. Ao TN GTIYUN TTOL pia cVpLyya Pyet omd o
yoyeio kot ptaoet og Oeppokpacio dmpatiov (Ox1 Tave amd tovg 30 °C), npénel eite va

ypnowomon el péoa oe 4 nuépeg eite vo meToyTEL.

Mnv kotoydyete. To Pelmeg pmopei va ypnowonombei av £xet katd Aabog katayvybei dO0 popic yia
YPOVIKO SAGTNLO PKPOTEPO TOV 72 ®POV TNV KAbe popd.

Ddvidcoete TOV TEPIEKTN 6TO eEMTEPIKO KOVTL Y10, VO TPOGTATEDETOL OO TO PG,
Na pn ypnowonoteite avtd 10 PappoKo edv Topatnpnoete O6tt eivorl BoAd 1 mepiéyel copatio.
Mnyv ztetdite APLOKO GTO VEPO TNG OTOYETEVONG 1] GTO. O1KLOKA amoppipata. Potrote tov

QOPUOKOTOLO GAG Y10, TO TMG VO, TETAEETE T PAPLLOKA TOV OEV YPNCILOTOLEITE T AVTA Ta HETPA Bal
BonOncovy oty Tpoctacio Tov TEPPAAAOVTOC.
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6. Iepreyopeva TS 6VOKEVAGING KO AOTES TANPOPOPiES

T nepréyer to Pelmeg

. H dpaotikn oveio givar n pegfilgrastim. Kabe mpoyepicpuévn copryyo mepiéyel 6 mg
pegfilgrastim* g 0,6 ml doAvparoc.
. Ta dAAo cuotatiKd gival vatplo o&iko, copPirorn (E 420), morvcopPuco 20 kot vdwp yio

evéolpa. Biéne mapdypago 2.

Epngavien tov Pelmeg kot wepireyopeve TS 6uoKeLAGiag
To Pelmeg sivai éva dwavyéc, dypopo evéoio dtddlvpe o€ Tpoyspuicuévn cvptyya (6 mg/0,6 ml).

Kda0e cvokevacio mepiéyetl 1 mpoysuopévn ocvpryya amd Yool pe Tpocaptnuévn Beadva omd
avo&eldmTo yaAvPa kot kdAvppo feAdvac. H cOptyya Tapéyetol pe autoloTto unyavicpio keioyng
Berovag.

Karoyog Aderog Kvkrhogopiog

Mundipharma Corporation (Ireland) Limited,

United Drug House Magna Drive, Magna Business Park,
Citywest Road, Dublin 24,

Iphavdia

Mepoackevaotig
PharmaKorell GmbH
Georges-Kohler-Str. 2,
D-79539 Ldrrach

I'eppavia

INo omoladnmote TANPOPOPia. GYETIKA LE TO TAPOV PAPUAKEVTIKO TPOTOV, TUPUKAAEIGTE VO,
anevBuvbeite otov Tomikd avtimpdcwno tov Katdyov g Adsiag Kukhogpopiog:

Belgié/Belgique/Belgien Lietuva

Mundipharma BV EGIS Pharmaceuticals PLC atstovybé
Tél/Tel: +32 2 358 54 68 Tel.:+ 370 5 231 4658
info@mundipharma.be info@egis.It

Buarapust Luxembourg/Luxemburg
TII, Mynaudapma Iezenmadt m.6.X. Mundipharma BV

Ten.: +3592 962 13 56 Tél/Tel: +32 2 358 54 68
mundipharma@mundipharma.bg info@mundipharma.be
Ceska republika Magyarorszag
Mundipharma Gesellschaft m.b.H., Egis Gybgyszergyar Zrt.
organizacni slozka Tel.: +36 1 803 5555

Tel: + 420 296 188 338 mailbox@egis.hu

office@mundipharma.cz

Danmark Malta
Mundipharma A/S Mundipharma Corporation (Ireland) Limited
TIf: + 45 45 17 48 00 Tel: +353 1 206 3800

nordics@mundipharma.dk

Deutschland Nederland
Mundipharma GmbH Mundipharma Pharmaceuticals B.V.
Tel: + 49 (0) 69 506029-000 Tel: +31(0)33 45082 70

info@mundipharma.de info@mundipharma.nl
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Eesti

Medis Pharma Lithuania
Tel: + 37052512550
medis.lt@medis.com

EALGoa

Mundipharma Corporation (Ireland) Limited

TnA: + 353 1 206 3800

Espafia

Mundipharma Pharmaceuticals, S.L.
Tel: +34 91 3821870
infomed@mundipharma.es

France
MUNDIPHARMA SAS
Tél: +331 4065 29 29
infomed@mundipharma.fr

Hrvatska

Medis Adria d.o.o.

Tel: + 385 (0) 1 230 34 46
medis.hr@medis.com

Ireland
Mundipharma Pharmaceuticals Limited
Tel: +353 1 206 3800

island

Icepharma hf.

Simi: + 354 540 8000
icepharma@icepharma.is

Italia

Mundipharma Pharmaceuticals Srl
Tel: +39 02 3182881
infomedica@mundipharma.it

Kvnpog

Mundipharma Pharmaceuticals Ltd
TnA: +357 22 815656
info@mundipharma.com.cy

Latvija

EGIS Pharmaceuticals PLC parstavniecibas

Tel: + 371 676 13 859
info@egis.lv

Norge

Mundipharma AS

TIf: +47 67518900
nordics@mundipharma.dk

Osterreich

Mundipharma Gesellschaft m.b.H.
Tel: +43 (0)1 523 25 05-0
info@mundipharma.at

Polska

Mundipharma Polska Sp. z o.0.
Tel.: + (48 22) 866 87 12
biuro@mundipharma.pl

Portugal

Mundipharma Farmacéutica Lda
Tel: +351 21 901 31 62
med.info@mundipharma.pt

Romaéania

Egis Rompharma SRL
Tel: +40 21 412 00 17
office@egis.ro

Slovenija

Medis, d.o.o.

Tel: +386 158969 00
medis.si@medis.com

Slovenské republika
Mundipharma Ges.m.b.H.-0.z.
Tel: + 4212 6381 1611
mundipharma@mundipharma.sk

Suomi/Finland

Mundipharma Oy

Puh/Tel: + 358 (0)9 8520 2065
nordics@mundipharma.dk

Sverige

Mundipharma AB

Tel: +46 (0)31 773 75 30
nordics@mundipharma.dk

United Kingdom (Northern Ireland)
Mundipharma Pharmaceuticals Limited
Tel: +353 1 206 3800

To wapov vALo 00N YLOV Yp1oNS avabewpOnke Yo TEAEVTAIN POPa 6TIS .

Addeg TNYEG TANPOPOPLOV
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Aemtopepeic TAnpopopieg yio 1o pappako avtod gival dSabécieg ato diktvakd tomo Tov Evpomaikon
Opyaviopov dappdrav: http://www.ema.europa.eu.
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Odnyieg ypriong

Odnydc vy ta e€aptiuato
|

[Ipwv amd ™ xpnon Metd amd ™ yprion
IIpw amo ™ yprion Meta amo ™ ypron
XpnoyLomompévo
éuporo

"Epporo

®¢oelg SaxTO MV

Etwcéta ovpryyag
KvAwdpog cvpryyog

Mnyaviopdg kdAoyng
GUPLYYaG

Elatipilo unyovicpov
KaAvyMG Berdvag

Kdaioppa Berdvag
tomofeTnpévo

Etucéta ovpryyag

XPpNOHOTOMUEVOG
KOMVOPOS GUPLYYOG

Xpnoyomompuévn

Berova
Xpnoyomompuévo
EAOTIPLO UNYOVIGHLOD

KdAvyMg Berovag

Kéivppa Berdvag un
tonofeTnuévo

32




XNNOvTIKO

pw ypnowponouoete pa tpoyspiopévn copryya Pelmeg pe avtéopato pnyoviopd kdivyng
Berovag, O10fdoTe VTES TIC GNUAVTIKEG TANPOPOPIES:

x

Eivat onpovtikd vo unv eniyeipnoeTe vo KAVETE TNV £VECT] LOVOL GOG GTOV EXVTO GaG, TaPd LOVO
€aqv €yete exmandevTel omd ToV YoTpo M TOV EmayyeEAUATIO VYELOG GOG.

To Pelmeg yopnyeitat og £€veon 6Tov 1610, akpB®OS KAT® and To déppa (LTOdOPLa £VESN).

Mnv aoipécete To KAAVR TNG BEAOVOG QO TNV TPOYEMGUEV cLPLYYa TTopd Lovo dtav Ba giote
£Tolot Yo TV €veon.

Mn yp1GLOTOGETE TNV TPOYEUIGUEVT] GUPLYYO. AV EYEL TEGEL GE GKANPT EXPAVELQ.
XPpNOOTOOTE Lo KOVOUPYLH TPOYEUICUEVT) GUPLYYO KOl ENMKOWVMVIGTE LE TOV YLOTPO 1 TOV
emoyyeApatio vysiog cog.

Mnyv enEPNGETE VO EVEPYOTOWGETE TNV TPOYEUIGUEVT] GVPLYYO TTPLY OO TNV EVECT).

MV eMLEPNGETE VO APAPEGETE TOV OLAPAVO UNYOUVICUO KAAVYNG TPOYELGIEVNG CUPLYYOS Ao
™V TPOYEUGUEVT GUPLYYOL

Mnyv enylpNCETE VO APOIPECETE TNV OTOKOAAOVUEVT ETIKETO OO TOV KOAVOPO TNG TPOYEUGUEVNS
GUPLYYOS TPV OO T YOPNYNoN TNG VESNC.

Edv éyete epmtnoElg, EMKOIVOVIGTE UE TOV YIOTPO GOG 1| TOV EXAYYEAUATIO VYELOG GOC.
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Brua 1:Ilpogtopacio

A@aipéote TOV S1GKO TNG TPOYEMGHEVNS GUPLYYOS OO T CLGKELOGIN KOl GUYKEVTPMOOTE TO
VAKE OV XPELALEDTE Y1aL TNV £VECT OOG: LOVTIAGKLO EUTOTIGUEVO, [LE OLVOTIVEVLULA, EVOL KOUUATL
PBapupaxi N eniBepa yalag, enidecpo kol d0xelo amdppIYnS ALyUNPOV AVIIKEWEVOVY (OeV
coumeptlopfavovrar).

IMa wo avetn éveon, aQNoTE TNV TPOYELUGLEVT cLPLyYa o€ Beppokpacio dwpatiov yio tepimov 30 Aemtd
TPV Kavete TNV éveor). [TAdvete kaAd ta y€pla Gog (e GamovVL Kot VEPO.

TomoBetoTE TNV KOUVOOPYLL TPOYEUGUEVT] CUPLYYO KOL TO DVITOAOUTO VAIKE TAvV® G€ Lo kabapt, KoAd
QOTIGUEVT EMUPAVELL.

X Mnyv emyelpnoete va Bepudvete ) cvpryya pe kdmola mnyn Beppotrag 6mmg Leotd vepd 1 povpvo
HUIKPOKVUATOV.

Mnyv aQNVETE TNV TPOYEUICUEVT] GUPLYYQ EKTEDEUEVT GTO AUECO NAOKO PWG,.
Mnyv avokwveite TNy Tpoyecévn cOpLYYa.

DVAACGETE TIS TPOYEPIGPEVES GUPLYYES 6€ PEPT OV OV TIS PAETOVY Kot dev TIC POAvOoLY TO.
o014,

X X X

B Avoi&te tov dioko, apapdvtog to Kaivppa. ITidote tov pnyoaviopd KdAvyng g
TPOYEULGLEVNG SVPLYYOS Yo Vo PYGAETE TV TPOYEUIGLEVT GUPLYYO Ot TOV dioKO.

IIdote 0

IMa Adyovg acpareiog:
X  Mnv mdoete o {pPolo.

X  Mnv mdoete to kGAoupa e Berdvac.
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r EXéyEte To ApHOKO Kot TNV TPOYEUIGULEVT] GOPLYYO.

>

Dapuaxo

X My ypnopomonoeTs TV TPOYEUIGLEVT GOPLYYQL EGV:
e To eapuaxo ivar BoAd 1| mepiéyel copatiow. [pénet va givar €va dtowyég Kot dypmpo vypo.
®  Ymrdpyovv onueio wov gaivetor va £xovv payicet 1| omdcel.
e To kdAvppo tng Pelovag Aeimel 1} dev €xel TomobeOel KoAd.

e 'Eysimepdoel n tehevtaio nuépa Tov punva g nuepounvia AMENG Tov avaypaeeTal otV
ETIKETAL.

Y& KGOe TEPIMTOOT, EMKOIVMOVNOTE LIE TOV YIOTPO GOG 1) TOV ENOYYEAATIO VYEiOG OOG.
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Brua 2: Etopocteite

A [TAdvete kodd ta yépra oag. [Ipoetopndote ko kabapiote To onpeio g Eveong.

Endvo pépog tov Bpayiova

Kot

Endvo pépog tov unpov

Mmropeite va (p1GLLOTOUGETE:

® To endvo pépog tov punpov coc.

° Tnv KotMd, ekTOG Ao pa TEPLOYN S5 EKATOGTAV (2 vTeMV) YOp® amd ToV apaid Gag.

° Tnv e€Tepikn mePLoyN TOL TGV LEPOVG TOL Pparyiova (LOVO av KAmo10¢ AAAOC GOG KAVEL
v éveon).

KoaBapiote 10 onpueio g €veong pe évo LavTnAdKL ELTOTIGUEVO UE OVOTVELLLO. APNOTE TO SEPLLOL GOG
V0. GTEYVAOCEL.
b 4 Mnv ayyilete 0 onpeio g £veong Tptv amod Vv £veon.
Mnyv kdvete éveon o teployég 6mov To dépa givar evaicOnro,
o LEAOVIOGLEVO, KOKKIVO 1] GKANPO.
ATOQUYETE VO KAVETE TNV £VEGT OE TEPLOYEG UE OVAEC | paYAOEC.
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Apapéote TPooekTIKd To KaAvupa g ferovag tpapdvtog to evbeio kot pakpld omd to
GMUO GOG.

AvVoonK®GTE TO OTUED TNG £VEONG TOIUTMVTOG LLE TO OGKTLAC Y10 VO, OT|LLLOVPYTCETE La
oOL(TN EMUPAVELL.

Etvol onpovtikd va kpatdte to 0Epo ovoonKOUEVO KOTd T S1apKELR TNG EVEONG.

Brpa 3: Xopriynon mg €veong

Kpatiote 10 6épua avaonkopévo. EIXATATETE t Belova oto déppa.

Mnyv ayyilete Vv KoBopIGUEVN TTEPLOYT TOV OEPLOTOC.
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IIEZTE 10 éupoio ackmvtag apyn Kot 6tadepr| Tieon LEYPL Vo VIOGETE 1] VO 0KOVGETE £Val
«chy. ITiéote 10 EUPOAO G TO TEPUO LEYPL VOL AKOVGTEL TO «KALK).

Eivat onpovtikd vo miésete og 1o TP PEYPL VO KOVOTEL TO «KALK) Yo VoL Yopnyn0el
0LOKAN PN M OOOM.

A®HXTE tov avtiyepd coc. Encita THKQETE ™) cOptyya amd to dépua.

AoV amelevbepdoete To EUPOLO, O UNYAVIGHOG KAAVYTG TNG TPOYEUIGUEVNG cVPLYYOS Oa KaADyeEL pe
acQdiela ) Peddva NG Eveong.

X

Mnyv ernavatomofeteite To kdAvppa PEAOVOG GE YPNOUYLOTOUEVES TPOYELUGUEVEG
GUPLYYEC.
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Moévo o emayyelpatieg vysiog

H gumopikn| ovopasio kot 0 aptfpog taptidag tov xopnyovuevov tpoidvtog Oa mpénet va
KOTOYPAPOVTAL LLE GOUPNVELL GTOV PAKEAD TOL 0.GOEVOVG.

Apapéate Kot QUAGETE TNV ETIKETA TNG TPOYEUIGHEVIC GUPLY YOS

/ = ({‘9“*_{///
/ N A
\/7‘\\‘\ \ —ty \/3/\\\
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IMvpiote to £uPoro yia vo petaxvnBei n eticéta og B¢omn oty omoia Bo pmopécete va
OQUPECETE TNV ETIKETA TNG GUPLYYOGS.
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Bnua 4: Téhog

A [TetdEte T YpNOHLOTOMUEVT TPOYEUGUEVT) GUPLYYO KOt To GAAC VAIKE G éva doyelo
ATOPPLYNG ALYUNPDOV AVTIKELLEVOV.

Ta eapuoke TPETEL VO, ATOPPITTOVIOL COUP®VO LUE TIG KOTO TOTOVS IoYVOVGEC GYETIKES SLUTAEELG
Pwtote Tov poprakomold cog yio To THS Vo TETAEETE TA. PAPLAKO TOV deV Ypeldleote Ta. AvTtd Ta
pétpa Bao fondnicovv oty Tpoctacio Tov TEPPIALOVTOC.

DVAAGGETE TN GUPLYYO KoL TO OOYEID OmOPPIYNG ALYUNPDV OVTIKEWEVOV GE LEPT TTOL gV Ta fAETOVY
Kot 6gv To pOAVOLY TO TOdLAL.

b 4 Mnyv EavoypnGIUOTOGETE TNV TPOYEUIGUEVT GUPLYYO.

X MnV avoKUKADGETE TIG TPOYEUIGUEVEG CUPLYYES KO PNV TIG TETAEETE GTA OIKLOKA
omoppippora.
B EAéyEte to onueio g éveong.

Edv vrapyet aipa, méote £va koppdtt Pappaxt ) éva emnibepa yalog mdvm oto onpeio tng Eveong.
Mnv tpifete to onpeio éveong. TomoBetote emideopo av yperaletat.
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