ITAPAPTHMA 1

HNEPIAHYH TOQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Epoetin alfa HEXAL 1.000 1U/0,5 ml evéoyo Stdlvpe 6€ Tpoyeicévn copyyo
Epoetin alfa HEXAL 2.000 1U/1 ml gvéoyuo dtdAvpo 6€ Tpoyspuicuévn coptyya
Epoetin alfa HEXAL 3.000 1U/0,3 ml evéoipo Stdlvpo 6€ Tpoyeicpévn ovpiyyo
Epoetin alfa HEXAL 4.000 1U/0,4 ml evéoyo StdAvpe 6€ TpOyEGHEVT] GVPLYYO
Epoetin alfa HEXAL 5.000 1U/0,5 ml evéoypo Stdlvpa 6€ Tpoyeucévn oopyyo
Epoetin alfa HEXAL 6.000 1U/0,6 ml evéoipo Stdlvpo 6€ Tpoyeicuévn oopyyo
Epoetin alfa HEXAL 7.000 1U/0,7 ml evéoyo StdAvpe 6€ TpoyEGHEVT] GVPLYY
Epoetin alfa HEXAL 8.000 1U/0,8 ml evéoyo Stdlvpe 6€ Tpoyecévn copyyo
Epoetin alfa HEXAL 9.000 1U/0,9 ml evéoipo Stdlvpo 6€ Tpoyeicuévn oopiyyo
Epoetin alfa HEXAL 10.000 1U/1 ml gvécipo didlvpo o€ TPOyEUICUEVT GVPLYYOL
Epoetin alfa HEXAL 20.000 1U/0,5 ml gvéoipo dtdAvpa e Tpoyepiopévn copryyo
Epoetin alfa HEXAL 30.000 1U/0,75 ml evécyuo didAvua o€ mpoyspicpévn coptyya
Epoetin alfa HEXAL 40.000 1U/1 ml gvécipo d1dlvpo 6€ TPOYEUIGUEVT GOPLYYO.

2. HOIOTIKH KAI IOXOTIKH XYNOEXH

Epoetin alfa HEXAL 1.000 1U/0,5 ml evéoipo didAvpo o€ mpoyepuouévn coptyyo

KdaBe ml srodvpotog mepiéyet 2.000 TU epoetin alfa* 1o omoio avtictoyei og 16,8 pikpoypoppdpio
ava ml

Mia npoyspopévn ovpryya tomv 0,5 ml nepiéyet 1.000 diebveic povadec (IU) to omoio avtictotyel oe
8,4 pwpoypappdplo epoetin alfa. *

Epoetin alfa HEXAL 2.000 1U/1 ml gvéoyio didAvpo 6€ Tpoyepicuévn oOptyya

Kabe ml srodvoporog mepiéyet 2.000 TU epoetin alfa* 1o omoio avtictoyei og 16,8 pikpoypoupdapio
ava ml

Mia npoyepiopévn odpryya tov 1,0 ml mepiéyet 2.000 d1ebveig povadeg (IU) 1o omoio avrtictoryei o
16,8 pkpoypapudpio epoetin alfa. *

Epoetin alfa HEXAL 3.000 1U/0,3 ml evéoiuo didlvpo 68 Tpoyeucuévn ovpiyyo

Kdabe ml srodvopotog mepiéyet 10.000 TU epoetin alfa* to onoio avtiotoyei o 84,0 kpoypappdpio
ava ml

Mia npoyepopévn ovpryya tov 0,3 ml mepiéyet 3.000 diebveic povadec (IU) to omoio avrtictolyel o
25,2 pikpoypappdpio epoetin alfa. *

Epoetin alfa HEXAL 4.000 1U/0,4 ml evéoipo didAvpo o€ mpoyepuopévn coptyyo.

KdaBe ml srodvpotog mepiéyet 10.000 TU epoetin alfa* to onoio avrtictoyei oe 84,0 pukpoypappdpio
ava ml

Mia npoyepopévn ovpryya tmv 0,4 ml nepiéyet 4.000 diebveic povadec (IU) to omoio avtictoyel o
33,6 pkpoypappdpia epoetin alfa. *

Epoetin alfa HEXAL 5.000 1U/0,5 ml evéoio didlvpo 68 Tpoyeucuévn oopiyyo

Kdabe ml srodvpotog mepiéyet 10.000 TU epoetin alfa* to onoio avtictoyei o 84,0 ukpoypappdpio
ava ml

Mia npoyepopévn ovpryya tov 0,5 ml mepiéyet 5.000 diebveic povadec (IU) to omoio avrtictolyel o
42,0 wkpoypauudpia epoetin alfa. *

Epoetin alfa HEXAL 6.000 1U/0,6 ml evéoio didlvpo 6€ Tpoyeucuévn ovpiyyo

KdaBe ml srodvpotog mepiéyet 10.000 TU epoetin alfa* to onoio avrtictoyei oe 84,0 pukpoypappdpio
ava ml

Mia npoyepopévn opryya tov 0,6 ml mepiéyet 6.000 diebveic povadec (IU) to omoio avrtictoryel o
50,4 pkpoypappdpia epoetin alfa. *




Epoetin alfa HEXAL 7.000 1U/0,7 ml evéoiuo Siddlvpo 68 TpOyEGUEVT) GVPLYYO

Kdabe ml srodvpotog mepiéyet 10.000 TU epoetin alfa* to onoio avtiotoyei o 84,0 ikpoypappdpio
ava ml

Mia npoyepopévn ovpryya tov 0,7 ml mepiéyet 7.000 diebveic povadec (IU) to omoio avrtictotyel o
58,8 wikpoypappdpia epoetin alfa. *

Epoetin alfa HEXAL 8.000 1U/0,8 ml evéoipo didAvpo o€ mpoyepuouévn coptyyo

KdaBe ml srodvpotog mepiéyet 10.000 TU epoetin alfa* to onoio avrtictoryei oe 84,0 pukpoypappdpio
ava ml

Mia npoyepopévn ovpryya tov 0,8 ml mepiéyet 8.000 diebveic povadec (IU) to omoio avrtictotyel o
67,2 pikpoypappdpio epoetin alfa. *

Epoetin alfa HEXAL 9.000 1U/0,9 ml evéoipo didAvpo og mpoyepuouévn coptyyo

KdaBe ml srodvpotog mepiéyet 10.000 TU epoetin alfa* to onoio avrtictoyei oe 84,0 pukpoypappdpio
ava ml

Mia npoyepopévn ovpryya tmv 0,9 ml wepiéyet 9.000 diebveic povadec (TU) to omoio avtictotyel oe
75,6 pikpoypappdpila epoetin alfa. *

Epoetin alfa HEXAL 10.000 1U/1 ml evéciupo d1dlvpo Ge TPOyEGUEVT) GVPLYYO.

Kdabe ml srodvopotog mepiéyet 10.000 TU epoetin alfa* to onoio avtictoyei o 84,0 ikpoypappdpio
ava ml

Mia npoyepiopévn ovpryya tov 1 ml mepiéyet 10.000 debveic povadeg (IU) to onoio avtiotolyel o€
84,0 wikpoypappdpia epoetin alfa. *

Epoetin alfa HEXAL 20.000 1U/0,5 ml gvéoipo diddvpa 6g mpoyepouévn coptyyo.

KdaBe ml srodvpotog mepiéyel 40.000 TU epoetin alfa* to onoio avtictoyel o 336,0 pikpoypoppudpio
ava ml

Mia npoyepopévn opryya tov 0,5 ml nepiéyet 20.000 iebveic povadeg (IU) 1o omoio avtiotolyei o
168,0 wkpoypappdpra epoetin alfa. *

Epoetin alfa HEXAL 30.000 1U/0,75 ml evéoyo didivpa 6 Tpoyeucévn cvptyyo

KdaBe ml srodvpotog mepiéyel 40.000 TU epoetin alfa* to onoio avtictoyel o 336,0 pikpoypoppdpio
ava ml

Mia npoyepopévn ovpryya tmv 0,75 ml mepiéyel 30.000 diebveic povadec (TU) to omoio avtictotyei o
252,0 wkpoypauudpia epoetin alfa. *

Epoetin alfa HEXAL 40.000 1U/1 ml evécipo d1dlvpo Ge TpOyeGUEVT) GVPLYYO.

Kdabe ml srodvoporog mepiéyel 40.000 TU epoetin alfa* to onoio avtictoyel og 336,0 pikpoypopupdpio
ava ml

Mia npoyepuopévn opryya tov 1 ml mepiéyet 40.000 diebveic povadeg (IU) to onoio avticToyel o
336,0 kpoypouudplo epoetin alfa. *

* [Topaockevdaleton e v e)YVvoA0Yia avacvvdvacuévov DNA og kbttapa Qodnkov Kivelikav
Kpumntov (Chinese Hamster Ovary cell line) (CHO)

IMa tov TA7pn KaTdloyo TV ekddywv, PA. mapdypago 6.1.

To @appaxo avtd mepiéyel Arydtepo amd 1 mmol votpiov (23 mg) avd 6661, ONAndT| OLGLUCTIKA
«ehevbepo vatpiovy.

3. OAPMAKOTEXNIKH MOP®H

Evéoipo didivpa og mpoyepiopévn cvpyya (evEcLo)
Awyég, dypopo dtaivua



4, KAINIKEX ITIAHPO®OPIEXZ
4.1 OegpomevTiKég evOsiEelg

To Epoetin alfa HEXAL gvdgikvotal yio tn Oepoameio TG COUTTOUATIKNAG ovatpiog mov oyetileTon pe
wpovia veppikn avemdpkela, (CRF):

- o€ eviAikeg kol mondlatpucong acbeveic nlikiag 1 éog 18 etdv mov vrofdiiovTol og
alpodwAon Kot g evihikeg acBeveic mov vrofaiiovtal o€ mepitovoiodvoion (BA.
napbypapo 4.4).

- 0€ EVIAIKEG LLE VEQPIKT] OVETAPKELN O1 OTTO101 OEV VTTOPAAAOVTAL AKOUT GE GLLOSTOAICT] Y10l T
Oepameio ¢ cofopng avatpiog veppikng artloloyiag 1 omoio cuVodeHETOL ATd KAVIKA
ovuntduata otoug acbeveic (BA. mapdypapo 4.4).

To Epoetin alfa HEXAL gvdeikvotal o€ evijhikeg mov Aapfavouy ynuetobepomeia yio tnv
OVTILETMTION GUUTOYDV OYK®OV, KOKON00UE AEUPDOTOC 7} TTOALUTAOD HVEADUOTOC, KOL LE KIVOLVO
UETAYYIONC OTIMG KPIveTaL BAGEL TNG YEVIKNG KOTAGTUGNG TOL 0o0eVONG (.. KapSlayyelokn
KaTAoTOo™, TPoUmdpyovca avalpio Katd Ty Evapén g ynueodepaneiog) yia tn Oepaneio g
ovoupiog kot petmon e aveykng yio Hetdyyon.

To Epoetin alfa HEXAL gvdeikvotol 6€ EVAAKEG 6€ TPOYPOLLLO, AVTOUETAYYIONS Y10 adENGT] TNG
amodoong avtoroyov aipatoc. H Bepaneio mpémet va yopnyeitor povo o acbeveig pe avorpio pETplog
Bapvtntag (ebpog cuykivipmong arpoc@apiving [Hb] peta&d 10 éwg 13 g/dl [6,2 émg 8,1 mmol/l],
YOPIC AVETAPKELN GLONPOV), GE TEPITTMSN TTOL 01 dladiIKaGieg E£0IKOVOUNGNG OULOTOG ETvar U
dwbéoipeg N avemapkeic, OTAV TO TPOYPOUUATIGUEVO HEIloV xelpovpyeio amattel peydAo OYKO aiplaTog
(4 M mepLocOTEPEG LOVADEG OULOTOC Y10l TIG YUVOIKES Kot 5 1] TEPIOGOTEPES LOVADES Y10 TOVG AVOPEC).

To Epoetin alfa HEXAL gvdeikvotot mpv amnd ugilova npoypappaticuéva ophomedikd yeypovpyeia,
T omoia Be@pNTIKA £X0VV VYNAS AVAUEVOUEVO KIVOLVO ETITAOKAOV KOTA T LETAYYIOT, Y100 EVIAIKES
OV 0&V TAPOVCIALOVV AVETAPKELD GLOPOV DOTE VO LELOOEL TNV £KBe0T 08 aALOYEVIKEG LETAYYIOELS
aipartog. H yprion tov Oa mpénet va mepropiletar o€ acbeveic pe avaipio pétplog apvtnrog (m.y.
€0pog oLYKEVTPOONG arpooeapivng petaé&d 10 £og 13 g/dl 1 6,2 £mg 8,1 mmol/l) ot onoiot dev
GUUUETEYOVV GE KATOLO TPOYPOLLLN CVTOUETAYYIOTG KOl Ol 00101 OVAUEVETOL VO, VTOGTOUV LIt LETPLOL
amwieta. oipatog (900 £wc 1.800 ml).

To Epoetin alfa HEXAL evdeikvutat yio ) Ogpameio T COUTTOUATIKAG avorpiog (cuykEvipoon
apooparpivng < 10 g/dl) o evijhixeg pe younid — 1 evéldueco-1 — kivovvo tpwtoraddv
UVEAOSVOTAOGTIK®V cLVEpOUmY (MAX) ot omoiot £xovv younAr epvbpomomntivr opov (< 200 mu/ml).

4.2 Aocoloyio Kon TPpOTOS Yopfiynong

H Ogpancio pue Epoetin alfa HEXAL zmpénet va apyilet vto v enifreyn yatpdv EUneipmv o
Swyeipion acbevdv e Tig avotépm evoeigelc.

Aocoloyia

Ipwv and v Evapén g Bepameiog pe v epoetin alfa kot 6tov amopaciletor avénon g 66omng, Ha
npénel va, a&loAoyo VTl Kot VoL aVTILETOTILoVTOL 0EpamenTIK®G OAEC 01 AAAEG QUTIES TG OVOLUiNG
(avermapkelo odnpov, PuAAKOD o&éoc 1 Prrapiving Bz, SnAntnpioon amd apyido, Aolpuwén 1
QAEYLOVT], OTOAELD AILOTOG, ALOALGT KOl tV®OT) TOL HVEAOD T®V 0GTOV OTOLUCONTOTE OLTIOAOYING).
INa vo dacpaiiotel 1 PéATIOT BepanevTikn aviandkpion otny epoetin alfa, Oa wpénel va
Stouoeoliletar n vIapPEN ETOPKOV amofepdTOV G1ONPOL Kot Bo TPETEL VO YOPTYOUVTAL GUUTANPOLOTO
o1dnpov gdv eivan amapaitnto (BA. mapdypago 4.4).



Ospameio THS COUTTOUATIKNS OVOLULOC 0E EVIAIKES 0oOSVEIC UE YPOVIO. VEPPIKY] OVETOPKELD,

To copmtopata Kot erakdlovdao e avopiog pmopel va motkiAlovv avaioya pe TNy nAikia, o ¢OAO0
KOl TIG CUVUTTAPYOVGES KATAGTAGELS Voo potnTag. Amotteitar a&loldynon e KAVIKNG Topeiog Kot
KATAGTAOTG TOL KaBe acBevoic amd tov yloTpo.

To cuvietduevo emtBVUNTO VPO CLYKEVTPMONG alpoc@apivng eivon petacd 10 g/dl émg 12 g/dl (6,2
¢wg 7,5 mmol/l). To Epoetin alfa HEXAL znpénet va. yopnyeitotl mpokeipévon vo, ovénbei n
alpoo@arpivn oy meprocdepo omd 12 g/dl (7,5 mmol/l). Mia abEnon g arpospaipivig dvm tmv

2 g/dl (1,25 mmol/l) og wia tepiodo teccapmy fdopddwv Tpénel va amopevyetal. Eav cvufei owtd,
Oa Tpémet va yivel 1 KOTAAANAN Tpocapoyn e 800G Onme TpoPAEmeTaL.

Adyo Tov Stoukvpdveeov petabd actevov, evoéyetat va mapatnpnlovy TEPIGTUCIOKA LEHOVOUEVES
TIES oo @atpivig yia Eva acbevi) vynAdtepeg N yaunAotepeg omd To emilfountd e0pog
GLYKEVTPMOTG APocPalpivig. Ot SI0KLHAVOELG TG ALOCPULPIVIG TPETEL VO OVTIHETOTILOVTOL HECM
dayeipiong g 66ong, Aaufdavovtag vIdyn To E0POG GLYKEVTPMOTS opoc@olpivig ard 10 g/dl

(6,2 mmol/l) éwg 12 g/dl (7,5 mmol/l).

‘Eva 6tabepd eninedo arpoceaipivng vyniotepo and 12 g/dl (7,5 mmol/l) npénel va amopedyetor. Eqv
N apocpatpivny avéavetat kotd meptocdtepo omd 2 g/dl (1,25 mmol/l) to piva, 1 edv 1 otabepn
apooarpivn vaepPaiver ta 12 g/dl (7,5 mmol/l) peidote ™ d6on tov Epoetin alfa HEXAL katd
25%. Eav n opooearpivn vepPaivet ta 13 g/dl (8,1 mmol/l), dwaxdyte ) Oepameio péypt va téoet
kato arnd 12 g/dl (7,5 mmol/l) ko tote apyiote Eavd ™ Oepomeio pe Epoetin alfa HEXAL og o
8001 katd 25% younAotepn and TV TPoNyovUEVT] HOOT).

O1 aoBeveic mpénet va mapakorovBoldviol oteva dote va dtacariiletar 0Tt ypnoionoteiton 1
younAoTeEPN gyKeKpIUEVN amoteheouatikny 60on Epoetin alfa HEXAL yua tov emapkn Eleyyo g
AVOALIIOG KOl TOV COUTTOUATOV TNG VOIS EVD SaTnpeiTal CUYKEVIPOOT) AUOGPALPIVIG KATM 0Td
N oto 12 g/dl (7,5 mmol/l).

Amotteiton mposoyn pe TV KMpdkwon tov docewmv tov Epoetin alfa HEXAL oe acbeveig pe ypovia
VEQPIKN ovemdpkela. Te aobeveic ue avemopkr avtamdkpion g apoocealpivng oto Epoetin alfa
HEXAL, 0a mpénet va eEgtdlovtol eVOAMOKTIKEG EENYNCELS Y10 TNV AVETOPKT avtamdkpion (BA.
mapdypoeo 4.4 kon 5.1).

H Bgpansvtikn aywyn pe to Epoetin alfa HEXAL yopiletat og 800 6tadio — pdon d16pbmong kot
GLVTHPNOTG.

Evnlikec ao0sveic wov vrofallovion oc auuodivlion

Y& aoBeveig mov voPdAlovtol g apodAIoT], OTaV gival apeca dtabéoiurn evooeréPia TposPaocn,
TPOTILATOL 1) YOPNYNoN HES® TG EVOOPAEPLAG 0600.

Daon o10pBwang
H evapxtipia 60om eivor 50 1U/Kg, 3 @opéc v efdopdda.

Edv eivon amapaitnto, avénote N pewdote ) d6on katd 25 1U/KG (3 popéc tnv efdoudda) péypt va
gmtevydel to embountd e0pog ovykévipwong apocseatpivig ueta&d 10 g/dl émg 12 g/dl (6,2 £mg
7,5 mmol/l) (a6 Ba Tpémet va yivetar 6 6TASI0 TOVAAYIGTOV TEGGAP®V ERSOUASDV).

Ddon ovvTHPNoNG
H cuvictdpevn cuvolikn efdopadiaio d6on kopaiverol petagd 75 kon 300 1U/Kg.

[pénel va yiveton 1 KOTAAANAN TPOGAPUOYN TNG SOOTG Y1 TN SlOTHPNOT TOV TIU®V TG
apoo@apivng £vrog tov emtBounton evpovg cvuykévipmong petad 10 £mg 12 g/dl (6,2 £og
7,5 mmol/l).



O1 aoBeveic pe oA yapmid apyikd exineda g apoopapivng (< 6 g/dl 1 < 3,75 mmol/l) propei va
ypeWGBOHY VYNAOTEPES OOGEIC GLVTIPNONG CLYKPITIKG LLE TOVS 0oBEVEIC GTOVE 0OTTOToLE 1 OvOaLLio
Katd v évapén g Oepomeiog sivar pikpdtepng Bapotnrtag (> 8 g/dl > 5 mmol/l).

Evnlixec aoOeveic ue veppikn oavemopkeio, wov 08y VToBoAAoVTol axoun o aiuodivAion

Ortav dev givar dpeoa dtobéoun evooerépia tpdoPao, To Epoetin alfa HEXAL pmopei va yopnynOet
vrodopimg.

Daon o10pBwang

Evapktipila d6om ion pe 50 1U/Kg 3 popég v efdopdda, axorovBodpevn amd, edv yperdletar, pia
avénon g docoroyiag pe docoloyikéc avénoeig Tav 25 1U/KG (3 popéc v efdopdda) péypic 6tov
emtevyBel o embountodc 610Y0¢ (0vTd OO TPEMEL VO YiveTal 6€ 6TAOIN TOVAGYIGTOV 4 EBOOUAdDV).

Daon ovvTHPNoNg

Kot ) dudpketo g paong cvvripnong, to Epoetin alfa HEXAL pmopei va xopnynbei gite 3 popég
NV €PSOUAd0. KO, OTNV TEPITTOOT VITOSOPLOG YOpPNYNoNG, dmal efdopadiaing N pia popd kade

2 eBdopdoes.

[pémel va yiveton 1 KOTAAANAN TPOGAPHOYN TNG SOOTG Yl TN S1OTHPNCT TOV TIL®V TG
alpoo@arpivng oto embountd eninedo: Hb peta&d 10 ko 12 g/dl (6,2-7,5 mmol/l). H enéktoon tov
S0GOAOYIKMY LECOMAGTNUATOV UTopel va amattel avénon e doong.

H péyiom docoroyia de Ba mpémet va vepPaiver to 150 1U/KG 3 popécg v efdopdda, ta 240 1U/Kg
(ém¢ éva uéyreto 20.000 IU) pia popd v efdoudda 1 ta 480 IU/kg (ém¢ éva uéyieto 40.000 IU) pia
@opa Kabe 2 BdoUGOES..

Evnlixec aoOeveic wov vrofdlloviol og mepitovaiodivlion

Ortav dev givar dpeoa dabéoun evéoerépia tpdoPaon, o Epoetin alfa HEXAL pmopei va yopnynOei
vrodopimg.

Ddon diopbawong
H evapktipia 66om eivor 50 1U/KG, 2 gopéc v efdopdda.

Ddon ovvtipnons

H ocvvietdpevn d6om cuvehipnong kopaiveror petacv 25 [U/kg kot 50 TU/kg, yopnyoduevn 2 popég
v ePdopdde. o€ 2 i0€g EVECELS.

[pénel va yivetor 1 KOTAAANAN TPOGAPHOYN TNG SO0TG Yl TN S10THPNOT TOV TIU®V TNG
apoo@aipivng oto embountd eninedo petacd 10 g/dl émg 12 g/dl (6,2 g 7,5 mmol/l).

Ocpameio evilikwy aolevay pe avoiuio exoyousvy omo ynuetofepameio.

Ta cvuntopatae kot exakdAovdo Tng avopiog pTopel va TokiAlovv avdioyo Le TNV nAkia, To OAO
KOl TN GLVOALKN emMPApvvon TG vOGov. Amarteitan a&loldynomn e KAVIKNG TopEiag Kol KATAGTAONG
oL KaOe as0evovg amd Tov YaTpo.

To Epoetin alfa HEXAL znpénet va yopnyeital o€ aobeveic pe avorpio (.. cvykévipmon
apoo@arpivng < 10 g/dl (6,2 mmol/l)).y

H evapkipia 66on givon 150 IU/kg vrodopimg, 3 @opég tnv efoopddo.

Evaliaxtikd, to Epoetin alfa HEXAL propei va yopnynOei o€ pio evapkrfipia d6om tov 450 1U/kg
VITOdoPimG pia Popa TV gfdouado.

[pénetl va yivetor 1 KOTAAANAN TPOGAPHOYN TNG SOOTG Yl TN S1OTHPNOT TOV TIU®V TNG
alpoo@aipivng eviog tov emBounton evpovg cvuykévipwong peta&d 10 g/dl émg 12 g/dl (6,2 £mg
7,5 mmol/l).

Adyo Tov Swukvpdvoeov petasd actevav, evoéyetat va mapatnpnlovy TEPIGTUCIOKA LEHOVOUEVES
GUYKEVTIPMGELS OUOoG@atpivng yia Eva acbevi vynhdtepeg N xaunmAotepeg 0md 1o emtbuountd evpog



GLYKEVTPMONG ALLoGPapivng. Ot S1aKvUdVoELS TNG QOc@OPivIG TPETEL VO OVTILETOTILOVTAL LECH
dtayeipiong g 060G, AapPavovtag voY™ To EMBVENTO EVPOS GLYKEVTPMONG ALOGOALPIVIG LeTAED
10 g/dl (6,2 mmol/l) éwg 12 g/dl (7,5 mmol/l). Mo 6t08epn) GLUYKEVTPOOT] 0LLocParpiving vynAoTepT
am6 12 g/dl (7,5 mmol/l) mpéner vo amopedyetar. KatevBuvinpieg odnyieg yio v katdAAnAn
TPOGOPLOYN TNG BOONG TV Ol GVYKEVTPDOGELS opoo@alpivng sivar dvo tov 12 g/dl (7,5 mmol/l)
TEPLYPAPOVTOL TOPOKATC.

- Y& mepinton mov £yl onUEIBOEl avENoN TG GLYKEVTPMONG TNG CLLOCOULPIVIG KOTE
tovAdyotov 1 g/dl (0,62 mmol/l) 1 éxel avéndei o ap1BudS TV S1KkTLOEPLOPOKVTTAP®Y KATA
> 40.000 kotrapo/pl méve omd to apyikd eninedo petd and 4 efdopddeg BepamevTiKng oywyng,
N d6on Oa pémel va mapapeivel ota 150 TU/kg yopnyodueva 3 gopég tv efdouddo 1 ota
450 IU/kg yopnyovpueva, pio gopd tnv gfdopdda.

- Edv 1 avénon g ovykévipoong g apocparpivig sivon < 1 g/dl (< 0,62 mmol/l) ko €yt
onuembel avénon tov apduov v diktvogpvdpokvtrdpwv < 40.000 kitrapo/ul Tve arnd Ta
apyd enimeda,  06on B wpénet va avédvetan og 300 TU/kg yopnyobueva 3 @opég tnv
gpodopdda. Eav petd amd 4 efdonadeg emmiéov Bepanciog otn d6om tov 300 1U/Kg
yopnyobuevng 3 eopég tnv efdopdda, £xet onuetwdei avénon > 1 g/dl (> 0,62 mmol/l) g
GUYKEVIPMOONG TNG Loc@arpiving M v 0 aptBpog v diktvogpuBpokuttdpov £xet avénbdel
katd > 40.000 kottapa/pl, n d6on Ba npénet va mapapeiver ota 300 [U/kg yopnyodpeva
3 popég v efdopddo.

- Edqv n avénon g cuykévipmong g apoc@apiving mov éxel onueiwdel eivan < 1 g/dl
(< 0,62 mmol/l) ko 0 ap1Budg TV diktvogpvOpokvTTAPOV Exel LENOET KarTd
< 40.000 wottapo/pl méve amd to apyikd enineda, sivor aniBovo vo onueiwdel Kiviky
avTomokplon kot 1 Ogpanevtikn aywyn 0o Tpénel va SloKOTTETOL.

Ipooapuoyn tne 66onc yio. T J1eTNPNo TV COYKEVIPMTEWY TS aiuocaipivig uetold 10 gldl éwc
12 g/dl (6,2 éwc 7,5 mmol/l)

Edv n ovykévipwon g apoceatpivng owédvetor kotd nepiocotepo oo 2 g/dl (1.25 mmol/l) to
unva, 1 v 1o eninedo cLYKEVTP®GONG TG aupocpapivig veepPaiver ta 12 g/dl (7,5 mmol/l), peivorte
) d6om tov Epoetin alfa HEXAL «otd mepinov 25 g 50%.

Edwv 1o eninedo cvykévipmong g aposparpivig vrepPaiver ta 13 g/dl (8,1 mmol/l), dwaxdyte
Oepomeio péypt va téoel kdto and 12 g/dl (7,5 mmol/l) ko tote apyiote Eava ) Bepomeia pe Epoetin
alfa HEXAL og i 6601 kotd 25% yapnAotepn omd Ty Tponyoduevn doom.



To cuUVIGTOUEVO dOGOLOYIKO GYNUO TEPTYPAPETUL OTO OKOAOVLOO d1iyPOLLLOL:

150 IU/kg 3x/ePoouada
1 450 IU/kg pia popd v gfdopdada

17 eni 4 gfoopddec

AvEnon tov apBpod tov diktvogpvbpokvttdpoy  AvEnom tov aplfuov tov

> 40.000/pl duktvogpvbpoxvttdapmv < 40.000/pl
N avénon tov emmédmv e Hb > 1 g/dl Kot avénon tov emmédwv e Hb < 1 g/dl
Ytoyevopevn Hb 300 IU/kg
(<12 g/dl) 3x/eBdopdda
yia 4 gfoopddeg

!

AvENom tov ap1Bol TV SIKTLOEPLOPOKVTTAPMY P |
> 40.000/l ) l

N avénon tov emmédwv e Hb > 1 g/dl

AvEnon tov ap1Buod TV
dikrvogpvBpokvtTapmy < 40.000/pl
Kot avénon tov emmrédwv e Hb < 1 g/dl

!

Awxomn g Bepameiog

Ot aoBeveic mpénetl va mapakoAovBovviol oTevd dGTE Vo StacParileTor 6TL ¥pNGILOTOLEITOL 1)
YOUNAOTEPT EYKEKPIUEVT] BOGT] EVIGYVTIKOD TTopdyovta epvBponoinong (ESA) yia tov emapkn| Eleyyo
TOV GLUTTOUATOV TNG VOGS,

H Ogpaneio pe epoetin alfa mpénet va cuveyiletar puéypt Eva unva LeTd amd To TEAOG TNG
ynueodepaneiog.

Ocporeio eviAIKmV aobevov ye1povpyelon oe TPOYPOIO, ODTOLOYNSC UETAYYLONG

e aoBeveig pe avoupio g fapvrag (apatokpitng 33 £mg 39%) mov anartovv TpokatdOeon

> 4 novadov aipartoc Tpénel va yopnyeitar aymyn ue Epoetin alfa HEXAL 600 TU/kg evdopAefing,
2 popég v efdouada yio 3 gfdopddeg pv and 1o yeypovpyeio. To Epoetin alfa HEXAL wpénet va
YopMyeiTal HETA TNV OAOKANP®GT TNG S10d1KAGI0G OHod0oiag.

Ocpormeio evilikwy acbsvay o1 omoiol &yovy mpoypouuotiotel yia ucilov opBomedixo ysipovpyeio

H cuvictdpevn d6om eivon Epoetin alfa HEXAL 600 IU/kg, yopnyobpevn vrodoping efdopadioing
v Tpelg efoopadec (Muépeg - 21, - 14 ka - 7) mpv amd 10 yepovpysio kabmg kot Ty nuépa Tov
yepovpyeiov (uépa 0).

211G TEPIMTOGELS OOV LILAPYEL AVAYKN 1OTPIKNG PVONG Y10 VO, GUVTOUEVTEL 0 ¥pOVOG TOL TTponyEital
TOV YEPOVPYEIOL 6€ AlyOTEPO OO TPELS £fdouddec, Oa mpémet va yopnyeital vrodoping Epoetin alfa
HEXAL 300 IU/kg nuepnoing yo. 10 cuveydueves nUEPES TPV OO TO YEPOLPYEID, TNV NUEPT TOV
YEWPOLPYEIOL KABMDG KOt Yo TEGGEPIS NUEPEG AUECHG LETA OO QVTO.
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Edv dwmotmbei 611 to enineda g arpocs@apiving etavovv ta 15 g/dl (9,38 mmol/l), | mapamdvo,
Katd TNV TpoeyyelpntiKy mepiodo, T0te Bo mpénel va oTapoTiost 1) yoprynon tov Epoetin alfa
HEXAL «xot va pn xopnynfodv mepattépm 0060 oYieS.

Ospancio evijlikwy aclsvay us younio — 1 evoiauecoo-1 — kivovvo MAX

To Epoetin alfa HEXAL 6o npénel va yopnyeitan oe acbeveic pe copntouatikn avaipio (m.y.
ovykévipoon apocparpivig < 10 g/dl (6,2 mmol/l)).

H cuvictdpuevn apyikn doon eivar 450 1U/Kg Epoetin alfa HEXAL (1 péytotn cuvolikn d6on gival
40.000 IU) yopnyovuevn vrodopimg pic popd v efdoudda, pe ypovikd dtUcTNUN TOVANYIGTOV
5 nuepav peta&d Tov 66cemv.

B0, TpEmEL VO, YIVOVTOL 0L KATAAANAEC TPOGUPLUOYES TNG SOONG TPOKEWEVOL VO ST POVVTAL Ol
GUYKEVIPMDGELG ALLOGPALPIVIG EVTOC TOV £MOIOKOUEVOL £0pove Tmv 10 g/dl émg 12 g/dl (6,2 £mg

7,5 mmol/l). Zvvictdrot n a&loAoynoT ™S apykng EpLOPOEISIKNG AVTOTOKPIONG VO TPAYLOTOTOLEITOL
8 ém¢ 12 gfdouddeg petd v évopén g Bepameiag. O avéNcelg kat ol LEIMGELS TG 600G Oa Tpémet
VO TPOYLOTOTOL0VVTOL KATA £vo 00G0A0Y1KO Brina T eopd (BA. To Sidypappa Tapakdte). Ao Tpémnet
VO, OTOPEVYETOL GLYKEVIPMOT oitpoc@atpivig dve twv 12 g/dl (7,5 mmol/l).

AvEnon doonc: H abénom g 06onc dev Ba mpénet vo, vrepPaiver tig 1050 1U/kg (cuvorikn ddon
80.000 IU) avd efoopada. Edv o acBevic méyet va avTamokpiveTal 1 €6v 1 GUYKEVTPOON
apocapivng téoet katd > 1 g/dl petd ) peiwon g 60omg,  66om Ba Tpénet va owéndei katd Eva
8060A0Y1KO Priua. Meta&d Tov avénoewny g d0omng Oa TPEmel va TapEPYETOL XPOVIKO SLAGTNUY
TOVAdYIGTOV 4 EfJOUAd®Y.

AvaBoin kot peimon 66ong: H yopnynon epoetin alfa Oa npénet va avofdiietor 6Tov 1 GUYKEVIPOOT)
g apooeatpivig vaepPaivel ta 12 g/dl (7,5 mmol/l). Moig to eninedo tng apooceaipivig katéAbet
< 11 g/dl n xopniynon g 600omg umopei va. Eekivioet kat AL 670 1510 docoroyKo Pripa 7 Evo
S0C0A0YIKO Pripa KAT® Katd TV Kpion Tov wTpov. To evdeyoduevo peimong g d0omg KoTd Eva
docoloyikod Brua Bo mpémel va eEetdletan £av 1 abEnon g arpospapivig eivor tayeio (> 2 g/dl og
duaoua 4 efdouddwv).

o =
g | AS
L 1050 1UKkg | &
< 3
4 :

(]
< | 787.5 IU/kg | &
£ E
—— I g
g | 450 1U/kg | o
z | | =
e | -9
S | | ©-
=v 337,51Ukg 1 S
[«'a] e

Ta cvuntopatae kot erakdAovdo Tng avopiog pTopel va TokiAlovv avdAioyo Le TV nAkia, To OO
KOl TIC GLVLTTAPYOVOEG KATAGTAGELS VOO pOTNTOC. ATtonteiton 0EL0A0YN oY TG KAWVIKNG TopEiag Kot
KOTAGTAOTG TOL KaBE acBevoic amd tov yroTpo.

Houdiarpikoc tinBovouog

Ocpameio THS COUTTOUOTIKNC OVOIUIOC 0 OTOEVEIC UE YPOVIO VEPPIKI] OVERGPKELQ. TTOV DIOPAALOVTOL GE
o10d1vlion

Ta cvuntopatae kot exakdAovdo Tng avopiog pTopel va TokiAlovv avdAioyo pe TNV nAkia, To OAO
KOl TI§ GLVUTTAPYOVGES KATUOTAGELS voonpdtnTag. Amatteitan aloddynomn e KAMVIKNG Topeing Kot
KaTAoTOONG TOL Kabe acbevoic and Tov yiotpo.




2700¢ TOd1ATPIKOVG AGHEVEIC, TO GUVICTMUEVO EDPOG GVYKEVIPWOOTG LLOCOUIPIvIG Elvar PHETOED

9,5 g/dl ém¢ 11 g/dl (5,9 £mw¢ 6,8 mmol/l). To Epoetin alfa HEXAL npénet va yopnyeitor mpokeipuévon
va avéndei n arpoceatpivn oyt tepiocdtepo amo 11 g/dl (6,8 mmol/l). Mo abéEnon g aprospatpivig
avo tov 2 g/dl (1,25 mmol/l) o¢ o mepiodo tecodpav efdouddmv npémet vo, omopedyetat. Edv
ovuPet owto, Ba TpEmeL va yivel 1 KATAAANAN TPOGapLOYN TNG 000TG OT™S TPOPAETETAL.

Ot aoBeveic mpémet va mapakoAovBovviol 6Teva MGTE Vo SlacParileTol OTL ¥pNGILOTTOLEITOL 1)
youniotepn eykekpipuévn d6om Epoetin alfa HEXAL yia tov emopkr] EAeyyo TG avoupiog Kot Tmv
CUUTTOUATOV TNG avolpiog.

H Bepamevtikn aymyn pe to Epoetin alfa HEXAL ywpiletar o dVo otddio — gpdon didpbwong kot
GLVTNPNOTG.

e mondlaTpikovg acteveic Tov vToPaiiovtal 6€ apodtdAon, dtav givar dueca dtabéoiun evoopAPia
TPOGPacT), TPOTILATOL 1) XOPNYNOT HESM TNG EVOOPAERLOG 000V.

Ddon diopbawong
H evapxmipa 66om etvon 50 [U/kg evboprefing, 3 popég tnv efdopdda.

Edv eivar anopaitmto, avénote 1 pewwote ) d6omn katd 25 TU/Kg (3 popég v efdopdda) péypt va
gmtevydel to embountd e0pog ovYKEVTpwong apospatpivig petacd 9,5 g/dl éwc 11 g/dl (5.9 émg
6,8 mmol/l) (avtd Ba mpénet va yivetan o€ 6Tad10 TOVAGYIGTOV TEGoAP®V ERSOUASDV).

Ddon ovvtypnons

[pénet va yiveton 1 KOTOAANAN TPOGAPUOYT TNG dOGNE YLOL T OLUTHPTOT| TOV EXTEI®V TNG
AoGQULPivNg EVTOG TOL emBuuNTOn £HPOLE GuYKEVTp®onG peta&y 9,5 g/dl éwg 11 g/dl (5,9 éwg
6,8 mmol/l).

e YEVIKEG YPOUUES, TO TondLd pe ompatiko Papog katm amd 30 kg yperidlovtar vynAdtepeg 006ELg
GUVTIPNOTNG CLYKPLTIKG UE T TOOL8 Le SoUATIKO Bapoc Tave arnd 30 kg kat Tovg eviAiKed.

Ot toudiatpikoi acbeveig pe ToAd yoaunid apyikd enineda apoceoipivng (< 6,8 g/dl 1 < 4,25 mmol/l)
umopei va ¥pelactohy VYNAOTEPESC dOGELS GUVTINPNONG CLYKPLTIKG e acheveic 6TOVg 0moiovg M
apocatpivn katd v Evapén g Bepanciog eivor vynAidtepn (> 6,8 g/dl 1§ > 4,25 mmol/l).

Avauuio oe 0g0eveic ye ypovia veppikl] averopkela TPty T Evaplin e aiuoddAons 1 Tov
vIOPOALOVIOL OE TEPITOVOIOOIDAIGN

H aocopddeia kot 1 amotelecpatikotnta TG epoetin alfa gtovg acbeveic pe ypovia veppikr| avemdprela
pe avaipio Tpv TNV Evopén e atodvoAong 1 Tov LIOPAALOVTAL GE TEPITOVALOIIOALST] OEV EYOLV
axoua tekunprwdel. Ta mapdvta dobéotua dedopéva yia v vwoddpia ¥prion g epoetin alfa oe
VTOVG TOVG TANBVGHOVG TTEPTYPAPOVTAL GTNV TToPaypamo 5.1 aAld dev pmopel va yivel cOGTOON Yo
T docoAoyia.

Ocpameio mo110TpIKOV 0.005vOV UE OVOLULO ETOYOUEVY] OTO YNuEIOBEpOTELD,
H aocopddeia kot 1 amotelecpatikdtnTo TG epoetin alfa o moudiotpikovg acbeveig mov Aappdvouvv
ynueodepaneio dgv Eyovv axopo tekunplodel (PA. Topdypogo 5.1).

Ocpameio mo110TpIK®Vv 000V YEIPOVPYELOD TE TPOYPOLUO. ADTOAOYNS UETCYYITNC
H aopddea kot 1 amotelecpaticotnTa TG epoetin alfa oe moudiotpikovg acbeveig dev £xovv akopo
tekunprwei. Aev vdpyovv dabEcia dEdOUEVA.

Ocpameio mo1d10TpIk®Vv 000sv@V o1 0Toio1 EYovy TPoypounaTiotel yio uellov opBorediko yeipovpyeio
H aocpddeia kot n amotelecpaticotnTo TG epoetin alfa og moudiotpikovg acbeveig dev £xovv akopo
tekunprwei. Aev vdpyovv dabEcia dEdOpUEVAL.

Tpdroc yopnynong

IIpopurda&eig mov mpémel va AneBovv mpv amd Tov XEPIGUO 1] TN YOPNYNOCT TOV QUPHOKEVTIKOD
TPOIOVTOC,.
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Ipw ) xpnon, aenote t cvpryya tov Epoetin alfa HEXAL péypt va ptdoet oe Oepuokpacio
douatiov. Avtd yperdletal cuvibmg 15 pe 30 Aemtd.

Onwg kot pe kabe GALO evESLUO TPOiOV, EAEYETE OTL OEV LILAPYOVY COUATIOW GTO SIGAVHA 1)
ypopotikn petapoin. To Epoetin alfa HEXAL eivat éva oteipo mpoidv 10 0moio dev mepiEyel OUmG
SUVINPNTIKE KO TOV TPoopileTOL OMOKAEIGTIKA Y100 LOVIPT] XPTIoN. XOPNYEITE TNV ATOUTOVUEVT|
TOGOTITA.

Ospameio THS COUTTOUATIKNS OVOLULOC 08 EVIAIKES 0oOSVEIC UE YPOVIO. VEPPIKY] OVETOPKELD,

e acBeveig pe ypdvia veppikn| avendpkela, Otov eivar aueca stabéoiun evooAéPia mpdofaon
(acbeveic mov voPdiiovol oe aodAion), TpoTiudtal 1 yoprynon tov Epoetin alfa HEXAL péow
g evOoQAEPLaG 0500.

Otav dev givan dpeca dtabéoiun evoopréfra tpocPaon (acbeveig mov dev vroPdAilovtar akdOun 6€
apodtvlon kot acbeveig mov voPfdilovtar og mepttovalodtvion), To Epoetin alfa HEXAL upmopet
va yopnynOet mg vwodopla Eveon.

Ocpormeio evilikwy acblevay us ovaiuio exayousvn amo ynueiobepomeia
To Epoetin alfa HEXAL znpénet va yopnyeital og vrodopio Eveon.

Ocpormeio evilikwy aclsvay yeipovpysiov o€ TpoYPoUUe. QDTOLOYNC UETAYYIONC
To Epoetin alfa HEXAL znpénet va yopnyeital péom g evooeAéProg 0600.

Osparcio eviilikwy aclsvav o1 omoliol Eyovy mpoypouuotiotel yio usilov opBomediko ysipovpysio
To Epoetin alfa HEXAL npénet va yopryeital og vrodopio éveon.

Ospancio evijlikwy aclsvay us younio — 1 evoiauecoo-1 — kivovvo MAX
To Epoetin alfa HEXAL npénet va yopryeital mg vrodopio éveon.

Ocpormeio THC COUTTOUATIKNS OVOIUIOC 08 TOLOIOTPIKOVC AOBEVEIC UE YPOVIO. VEQPIKY QVETOPKELN TOD
vrofallovial oc oupodiviion

2TOVG TOUdLUTPIKOVG ACHEVEIG LE XPOVIL VEPPIKT AVETIAPKELN, OTAV givar dpeca OBt evoopAEPia
npocPaon (aobeveic mov vrofdriovtal o€ aodOAIGN), TPOTILATOL 1] XopTyNon tov Epoetin alfa
HEXAL péow tng evéopréPiag 0d00.

Evdopléfia yopnynon

Xopnyeite o€ ¥povikn S1APKELN EVOG EMG TEVTE AETTAOV, VALY LLE TI] GUVOMKT 00GT. Xe aobeveig
7ov vofdAlovtol og apodAlon, uropei va yopnynoei pia otrypaio (bolus) éveon katd t @don g
OLHOSOAIONC HEC® P0G KOTAANANG QAEPIKNG 01000V GTN YPOLUU TNG AlpodtOAIoNG. EvaAlakTikd, 1
éveon umopel va yopnynOei Kotd 1o T€hog TG Ao TNG OLUOSIOAIONC HEG® LOG KOTAAANANG 61000V
€VTOG TOL GLOTHUATOC TNG ALULOdTOAIONG, akoAovBovpevn amd 10 Ml 16otovikoD dlaAdpeTog
(PLGLOAOYIKOV 0pOV TTOL YPNOIUEVOLV Yo va, EEMAVOEL TO GVLGTNHO TS OLUCOANVMOOTG Kot VO
e€aoc@aiiclel ) kavomontikn petdfoact tng éveong Tov mpoidvtog atny kKukhogopio (PA. Aocoroyia,
Evilikeg acbeveig mov vmofdAiovion og opodoiion).

Y100¢ 0o0gveig mov avTdpovv 6T1 Bepameio pe GCLUTTOWUATE TOV TPOGOUOALOVV UE QLT TNG YPITNG,
givou TpoTdTEP 1 YOopTYNON o8 Ppadvtepo pudud (BA. Tapdypago 4.8).

Mn yopnyeite To Epoetin alfa HEXAL pe evéopréfia éyyvon 1 o cuvdvacud pe GAlo Stoddpota
QUPUAKEVTIKOV TPoiovVI®V (Tapakareicle va avatpiéete oty Tapdypapo 6.6 yio neplocdTepes

TANPOQOPIEC).

Yrodopia yopnynon

T'evikd dev Ba, mpémel vo vepPaivetal o péytotog dykog tov 1Ml og pia eviépuevn meployn. Ztig
TEPMTMOGCELG TTOL OTULTOVVTOL HEYAADTEPEG OOGELG, O TPEMEL VAL EMAEYOVTOL TEPIGGOTEPES ATO LA
EVIELLEVES TTEPLOYEG.

O1 evéoelg TpémeL Vo, TPary LATOTOIOVVTOL GTO AKPa 1] 6TO TPHGO10 KOIAKO TolymLaL.
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Xe eKEIVEG TIC TEPITTOOELG OTIC OTOIEC O YLOTPOG SAMICTMGEL OTL 0 aGHEVIC ) 0 PPOVTIOTHG UITOPOVY
va. xopnynoovy vodopimg ot idiot to Epoetin alfa HEXAL pe ao@dAsio kot omotelecpatikotnTo,
TPEMEL VO, TOVG TOPEYOVTOL Ol KATAAANAEG 00N Yieg Yia T dOGOAOYi Kot Tr YOpNyNon.

Awafobuiouévor doxtdrior

H o0pryya mepiéyet dSafabucpévoug daktuiiong yia va ivatl duvath 1 yopynon UEPovg e 66ong
(BA. mapdypogo 6.6). Qot0660, T TPOIdV TPoopileTal yio pia xprion povo. Oa mpénet vo Aapfdavetol
uovo pia d6om tov Epoetin alfa HEXAL and kabe cvpryya.

"Odnyieg yio 0 TG O KGveTe £veon otov £avtod cog ue to Epoetin alfa HEXAL" Bpickovton oto
TEAOG TOV PUAAOL 0dNYIDV YPIOTG.

4.3  Avrevodcieag

- YrepevoioOnoio 61N dpacTikn ovsia 1| 6 KAmo1o amd To £KO0Y TOV AVUPEPOVTOL GTNV
mwapdypoeo 6.1.

- Acbeveic mov avantoccoovy autyn aniacio g epvBpdg oeipdg (PRCA) petd and Bepamevtikn
ayoyn pe onowadnmote epvBpomoimtivn dev Ba wpémetl va Aappdvovy to Epoetin alfa HEXAL 1
omotadnmote GAAN gpvBpomomtivn (PAéne Tapdypapo 4.4).

- Mn eleyyouevn véptaon.

- [pénel va Lapfavovtor voyn oleg ol avievdeifelg mov oyetilovtan [IE TO QLTOAOYO aipa o€
npoyplupata ovtouetdyyiong oe acbeveic mov Aapupdvouvv Epoetin alfa HEXAL.

H ypnon tov Epoetin alfa HEXAL avtevdgikvotan o€ acbeveic pe kamoto copapr| otepoviaia,
TEPLPEPIKT APTNPLOKT], KAPOTIOKT, OYYELNKT] EYKEQUAIKT] VOGO, CLUUTEPIAAUPOVOUEVOV TV 0cOEVHY
OV &0V TPOGPATO KATO10 EULPPOYLUO TOV HVOKAPSIOV 1) KATO10 OryYEINKO EYKEPUAIKO ETEIGOOLO TTOV
etvon Tpoypappoticpuévor yio peilova opfomedikd yeipovpyeia Kot mov 6 GUUUETEXOVV GE KOTO0

TPOYPOLLLLLY CVTOUETAYYIONG.

- Acbeveic yepovpyeiov ot omoiot yio omotovonmote Adyo dev umopohv vo, Adfovv emapkn
TPOPLAOKTIKN AvTIOPOUPOTIKY oywy.

4.4  E10kéC mPoELOOTOM|GELS KOl TPOPVAAEELS KATA T1) Y p1joN)
Tevika

H apmnpiaxn mieon 6Amv tov acBevdv mov Aapfdavovv epoetin alfa, Ba tpénel va mapaxorovdeiton
oTEVA Kal va AapBavovTor OAa To LETPO Yo T PUBIGT TNG. XTI TEPITTMOGELS TNG VIEPTACTG TOV OEV
£XEL AVTIUETOTIOTEL, TNG OVETUPKMG OVTIUETOTILOUEVNG 1] TG OVETOPKMG EAEYYOLEVIC VIEPTACNC, 1
epoetin alfa Oa Tpémel va ypnoiponoteitar pe mpocoyn. Eivor mbavo va amorteiton Evapén | avénon
NG AVTITEPTAGIKNG OEPATEVTIKNG OY®YNG. X€ MEPIMTMOT TOL gV Elval dOLVATOG 0 EAEYYOG TNG
apTNPLKNG Tieonc, 1 Oepamevtiky aymyn pe v epoetin alfa O npénel va dokomteTo.

Kotd m dudprela g Oepaneiog pe epoetin alfa £yovv eniong onueimbel vepTacIKEG KPIGEIS e
EYKEQOLOTAOELN KOl GTTAGIOVS, TOV AALTOVY GUECT] LOTPIKN POoVTIoa Kal evioTikh Oepameia, o€
ao0eVElg |1 TPONYOVUEVMG PLGLOAOYIKT 1 YAUNAT] OPTNPLOKT TiEoT). O TPEMEL Vo dIdETOL TPOTOYN
oT1g Eapvikég dEIPIoTIKEG KePalodyieg TOv TPoGoUolalovy Le NKpavio neldn Uropel va
owvioToOV mhovo mpoetdomomtikd onueio (PA. mapdypapo 4.8).

H epoetin alfa Oa wpénet va ypnoytomoieiton pe Tpocoyn oe aodeveic e eMANYia, 10TOPIKO CTAGUMY,
N WTPKES KOTAGTAGEIC TOL GuoyeTilovTal Le Tpodiabeom Yo EXANTTIKN SpASTNPLOTNTO OTTMC
Aoméelg Tov KNX kot HETaoTAGELS GTOV EYKEQOAO.

H epoetin alfa 6o mpénet va ypnoomoteital pe Tpocoyn o€ acHevelg e ypOVIa NTOTIKN AVETAPKELO.
H acpdleia g epoetin alfa dev €xetl akdpo tekunpimbei oe acbeveig pe nrotikn Svciertovpyia.
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H ovyvotnta epedviong tov 0popuotik®dy ayyelokoy engicodiov mov Exovy tapatnpnbel o acbeveic
ot omoiot Aappdvouv ESA givar avEnuévn (PAEne mopdypago 4.8). Avtd nepilapfdavovy eAepucég Kat
aptnplaxéc OpouPaocelg kot epPoin (couneptiappavouévev opiouévav e Bavatnedpeg ekPdoeis),
Omm¢ ev T® Pabel pAefikn Opdupwon, Tvevpovikng epfoin, Opoufmon e auEPBANGTPOEISIKNG
aptnpiog, Kot Epepayua tov pookapdiov. Eyovv emiong avaeephel ayyelokd eykepaitkd eneicdola
(ovpumepAopPovVOIEVOD EYKEPAATKOD EUPPOUKTOV, EYKEQPUAKNG ALLOPPOYIOG KO TOPOIIKMOV
IGYOLUK®V ETEICOOIMV).

O avapepopueVOg Kivouvog autdv TV BpopPatikdv ayyslokmy encicodiov Oa tpénet va otabuileTon
TPOCEKTIKG GE OYECT LLE T AVOUEVOUEVA 0QEAT amd T Bepamneia pe epoetin alfa dwaitepa otnv
nepintoon acbevav e TpobmdpyovTeg TopayovTeg Kvdvvov yio OpouPoTikd ayyeloko enelcodto,
GUUTEPTAAUPOVOUEVG TG YL OPKING KOL TPOT)YOVUEVOL 1GTOPIKOV OpoUfOTIKOV 0y YElHKOY
enelcodiov (T.y. ev T Padel rePikn OpouPmon, Tvevpoviky eUPoir], Kol ayyEIOKO EYKEPOAIKO
EMEIGO010).

e 0A0v¢ ToVG acbevelc, o emineda TG AUOCEUIPIVIC TPETEL VA TAPOKOAOLOOVVTAL GTEVA AOYM TOV
avEnpévou gvdgyOuevoL Kivduvou yia Bpopfospforika copPapata kot Bavatneopo ékPoom otav ot
acBeveic voPaiiovrtal o Oeparneio o€ eninedo apocPAIPivc TAV® amd TO EVPOG GLYKEVTPOGTC VIO,

v €vdeln ypnomng.

Koatd m dugpketa g Oepamevtikig aymyng ne tnv epoetin alfa, givor duvatd va mapatnpndet pio
pétpio docoeaptdpevn avénon otov apliud TV AUOTETOAI®V, 1| 0TTOl0 VO TAPAUEVEL LEGH GTA
@voloAoyka opra. H adénom awtr opaiomoteiton Katd v mopeio g ocuvexilopevng Bepaneiog.
Emmiéov, éxer avapepbel Opopporvtrapaipio tdve amd To €0POg PUGIOAOYIKAOV TILAV. ZVUVICTATOL O
TOKTIKOG EAEYYOG TOV AP0V TOV OUOTETAAIDV KATA TN S1OPKELN TOV 8 TPOTMV EROOUAdDV TNG
Oepameiog.

Ipwv amd v évapén tng Bepaneiog pe v epoetin alfa kon 6tav amopacileTor avénon g 66omng, Ha
npénel va, a&loAoyohvTal Kot Vo avTILeTOTilovTol 0epamevTikdg OAEC 01 AAAEG QLTiES TNG avoLpiog
(avemdpkelo o1dMpov, LAALKOY 0&€og 1| Prrapivng Biz, Snintnpiccn and apyilio, Aoipwén 1
QAEYLLOVT], ATMAELN OLOTOC, ALULOAVGT) KOl IVAOGT] TOV HDEAOD TOV 0GTMV OTOLIGONTOTE OLTIOAOYING).
2T1G TEPIOCOTEPEC MEPUTTMGELS, OL TULES TNG PEPPLTIVIIG GTOV 0P TEPTOLYV TAVTOYPOVA. LLE TNV OEN oM
TOL OYKOL TOV CUUTETVKVOUEVOV KUTTAp®V. [a va dtacealiotel n BéATIoT Bepamevtinng
avtomokplon otny epoetin alfa, Oa wpénel va SacparileTal n Vapén enapkdv arodepdtoy Glonpov
Ko Ba TpEmeL va, xopnyohviol cuumAnpodueTo 61o1pov edv givar amapaitnto (BA. Tapdypago 4.2):

- IMoa aoBeveig pe xpovia VEQPIKT AVETAPKEL, 1| ANYT] COUTANPOUATOV GLO1POV (GTOLYEINKOG
cidnpog 200 £wg 300 mg/Mmuépa AapPavopevo amd Tov 6TOHOTOG Yo eviAtkes kKot 100 €wmg
200 mg/Mmuépa amd TOL GTOUATOG Y10 TOVG TULTPIKOVE 000gVEIQ) GuvicTaTOL EQV TO EMTITEDL
™g eeppTivig Tov opov givar Katm omd 100 ng/ml.

- INo aoBeveig pe Kapkivo, 1 AYN COUTANPOUATOV GLOTPOV (oTOoLKELNKOG GidNpog 200 Emg
300 mg/Mmuépo. amd TOL GTOUATOS) GLVIGTATAL EAV TO TOGOGTO KOPEGUOV TNG TPAVGPEPPIVIG
glvar kéto amd 20%.

- INo aoBeveig og TPOYPAULO AVTOALOYG LETAYYIONG, N ANYT CUUTANPOUATOV GOTPOV
(otoryelokog oidnpog 200 mg/Mmuépa Aaufovopeva amd Tov GTOUATOS) TPETEL VA, YopTYEiTOL
apkeTég efdopadec mpv amod TV Evapén TG TPOKATADEST|G AVTOAOYOL iUATOG LE GTOYO TNV
emitevén vYNA®V amobepdtov c1dMpov Tpv amd Evapén g Bepameiog pe epoetin alfa kon kb’
OAn N ddpketo, TG Bepameiag pe epoetin alfa.

- INa acBeveig o1 omoiot £yovv mpoypappatiotel yio peilov opbomedikd yeipovpyeio,  AnyYn
cuumANPOUdTOV 61d1Ppov (oToryElaKkog oidonpog 200 mg/muépa Aappavopeva omd Tov
OoTOUATOG) TPETEL Va, yopnyeital kaf' 6An ™ didpkela ¢ Oepaneiag e epoetin alfa. Eqv etvat
duvatov, 1 YOPNYNON CUUTANPOUATOV GLOTPOV TPETEL VO, aPYIcEL TPV Ao TV EVapEn TG
Oepaneiog pe epoetin alfa therapy dote va emttevyBoiv enapkr| amobépata G161 pov.
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[ToAv omdvia, £xet Topatnpndel avamtuén 1 emdeivaon g Topeupiag e acbeveic Tov Aappfdvouy
epoetin alfa. H epoetin alfa npémnel va ypnoiponoteitar pe tpocoyn oe acbeveic pe mopeupia.

Kotd ™ Bepancio pe emoetiveg Exovv avapepbel cofapéc deppatikés avemBOunteg evépyeteg, petaly
TV omoimv 1o ohvdpopo Stevens-Johnson kot 1 to&ikn emdepuiky veKpOALOT|, Ol 0TTOleC UTOPEL vaL
glvanl  amenTikég yio ) Lo 1 Bavatnedpec. Ta mo coPapd mepiotatikd xovv Tapatnpnoel Le Tig
EMOETIVEG LOKPAG OpAoTg.

Koatd ™ ovvtayoypdenon, ol acBeveic Tpémet va, EVILEPDVOVTOL Y10 TUYXOV EVOEIEEIS KOl GUUTTAO LT
KoL VoL TopokoAovBoivTol 6TeEVA Yio SepUATIKEC avTdpacels. Edv eugaviotovv evoeifelg kot
CUUTTTMMOTO TTOV EVOEXETOL VO oyeTilovTon LE aVTEG TIS avTIdpacels, 1| Oepaneia pe Epoetin alfa
HEXAL mpénet va StoKOmTETOl OUESHOS KOl VoL YopryeiTol evorrokTikn Oeparneio.

Edv o acOeviig eppaviocel cofapn deppotikn avtidpaorn dmwg cvvdpouo Stevens-Johnson i to&ikn
emdEP KT vEKpOALoN AdY® NG xprong Epoetin alfa HEXAL, n Ogpancia pe to Epoetin alfa HEXAL
TPEMEL VO CTOLLOTCEL Y1 TAVTAL.

IMa ™ PeAtioon ¢ yvNAAGILOTNTOS TOV EVIGYLTIK®OV Tapaydvtov epvbpomoinong (ESA), n
EUTOPIKT ovopacio tv yopnyodueveov ESA npénet va kataypdestot pue capnveta (1 vo SnAGVETIL)
670 PAKeLO TOV a60evolC.

Ot acBeveic mpémel va petafaivovy amd éva ESA og évav GAAo uoévo vd v KoTaAANAn
TapoKoAoLONoN.

Auync Arhacia tne Epvbpdc Xepdc (PRCA)

Metd amd pnveg Emg ypovia vrodopiag Bepaneiog emoeTivig, £xel avapepBel emayopevn amd ovVIicmu
PRCA, xvping ot acBeveic pe ypdvia veppikn averndpketa. Eyovv emiong avaeepbel tepintdoelg o
aoBeveic pe nratitida C mov vroPdAlovtal e Bepameio pe wtepPepoVT Ko prumaPipivn, e
tavtoypovn yopnynon ESA. H epoetin alfa dev éxel eykpiBei yia tn dwoyeipion avaipiog mov oyetileton
pe nratitida C.

210vG aoBeveilc Tov gpeaviotnke EaEviKn EAAELYT TNG ATOTEAEGLATIKOTNTOC OTTMG avTh opiletal amd
peioon tov emmédov g arpocparpivng (1 émg 2 g/dl 1 0,62 émg 1,25 mmol/l o pva) cuvodevdpevn
oo avENEVN avaykn petayyicewyv, o mpénet va LeTpdTol 0 aptipodg TV S1IKTVOEPVOPOKLTTAP®Y Kot
VoL S1EPELVMVTOL O1 TUTIKES OLTIES Y10l T U1 OVTOTOKPIoT (TL.). AVETAPKELD GLOTPOV, PLAALKOD 0EE0G 1|
Brrapivng Biz, dnAntnpiaon apyiiiov, Aoipmén | pAEYHOVT], OTOAEW OIUATOS, AUOAVGT Kol tvom
TOV HVEAOD TV 0GTOV OTOLOGONTOTE ALTIOAOYIOG).

Mo Tapddoén peimon g opooeapivig Kot avantuén cofapng avarpiag mov oyetileTon e
YOUNAOVS ap1tBpodg epLOPOKLTTAP®Y TPETEL VA, TPOTPEYEL GE dloKom NG Bepameiog pe epoetin alfa
Kot Ste&aryyn EAEYXOV YOl AVTICOUATO avTl-EpvBpomomTivine. Oa mpénet emiong va Aapupdveton
vdyn 1 e€€Taom Tov LLELOD TV 00TOV Y10, TN d1dyvwon e PRCA.

Agv mpéner va Eekivd dAAN Ogpameia e ESA emeldn vdpyel o Kivouvog dlaGToUpOIEVNG AvTIOpAoNG.

Oepameio TNEG CLUTTO UOTIKAC OVOUIOC 68 EVAMKES KO TTOd10TplkoS acOeveic ue ypodvia veppikn
OVETAPKELD,

Ta enimeda TG apocealpivig o€ aoOEVELG LLE XPOVIO VEPPIKT OVETAPKELN TOV Aapfdvovy Bepameio
ue epoetin alfa tpénet va petpdvtar o€ Taktiky Pdon péxpig 0Tov To eninedd ¢ otabepomonbodv
KoL EKTOTE TEPLOOIKAL.

e 000eveig e XpOVIO VEPPIKT AVETAPKELX, 0 pLOLOC abENONG TG apoceaipivng Ba Tpémel va givan
nepito 1 g/dl (0,62 mmol/l) o piva kou de o mpémel vo vepPaiver ta 2 g/dl (1,25 mmol/l) to piqva
£161 OoTE va gEloyiotomoindel o kivdvuvog abEnomng g vaEPTaoTC.

e ao0eveig e YpOVIO VEPPIKT OVETAPKELD, T GUYKEVIPWOOT] GUVTIPNONG TNG OLULOGPOLPIvIG OEV
TPENEL VO, VITEPPOIVEL TO AVADTEPO OPLO TOL EVPOLS GVYKEVIPOONG TNE ULUOGPALPivNG 0T cLaTHONKE
oV Tapdypago 4.2. Te kKhvikég pelétec mapatnpnOnke avénuévog kivovvog Oavatov kot cofapdv
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Kapdlayyelokmv cvpuPapdtov 6tav ot ESAs yopnyndnkav yio va emttevydel eninedo cuykévipwong
alpoo@arpivng peyorvtepo tov 12 g/dl (7,5 mmol/l).

Eleyyoueveg khvikég dokipég dev £0e150v oMuavTkKd opEéAN Tov Bo propodoay va arodobovv ot
YOPNYNON EMOMTIVAOV OTAV 1] GUYKEVTPMOT] CLLOGPALPivig avEdveTol TEpa amd To EMIMESO TOL givol
OTaPOiTNTO Y1 TOV EAEYYO TV CUUTTOUATOV TNG OVOLLIOG KOl TV OTOQPLYT HETAYYIONG OiLOTOG,

Amorteiton mpocoyn pe v kKhMpdkoon tov 60cemv g Epoetin alfa HEXAL og acBeveig pe ypovia
VEQPIKN avemdpkelo Kabmg VYNAEG cpevTIKEC d0oELS epoetin pmopel va cvoyetiloviat pe avénuévo
Kkivduvo Bvnolpudmrag, Gofupmy KapdLoyYELNK®OY KOl Y YEILK®MY EYKEPUAIKDY ETEIGOOIMV. €
ao0eVElg [1e AVETOPKN AVTOTOKPLOT) TNG QULOCPULPIVIG OTIG EmomTiveg, Ba mpémet va e&etaloviat
EVOALOKTIKEG EENYNOELS Yo TNV avemapKT| avTomokpion (PA. mapdypao 4.2 kot 5.1).

O1 acBeveic pe ypdvio veppikn avemdpkela Tov Aapupdvovv Oepaneia pe epoetin alfa péow g
VIT0d0PLOG 000V Oa TPEMEL VAL TAPOKOAOLOOVLVTOL TAKTIKG Y10 TUXOV ATMAELD ATOTEAEGLATIKOTITOG,
7ov opiletor w¢ amovasio 1 peimwon g avtamoxkpiong ot Oepaneia pe epoetin alfa oe acbeveig mov
mapovcioloy TPONYOLUEVMG AVTATOKPLoT| 6€ aVTNVY TN Oepameio. Avth yopaktnpiletol amd cuveyn
petwon tng apooceapivng mapd v avénon g docoroyiag g epoetin alfa (BA. mopdypopo 4.8).

Opropévor aoBevels pe mo exteTopéEVE S0G0AOYIKE pecodtacthata (Leyaddtepa and pio popd v
gPdoudoa) g epoetin alfa pmopei va un diatnpnoovy enapkn exinedo apocpoipiving (PA.
Tapdypoeo 5.1) ko propei va yperactody avénon g 60omng g epoetin alfa. Ta enineda
OLLOGPOLPIVNG TTPETEL VO TOPOKOAOVOOVVTOL TOKTIKA.

"Eyel onueimel Opoupfwon tov avactopumcemv o€ ac0eveig mov vrofdALlovTol GE alodOAIoT,
wiaitepa o€ EKEIVOLE TOV £YOVV TACT) TPOG VIOTACT 1) GE EKEIVOLG TOL EUPAVILOVY EMTAOKES OTAL
apTNPLOPAEPLKE GUPLYYLOL (.Y, CTEVAOOELS, OVELPOOUATA, KAT.). L€ aVTOVE TOVG acbeveic cuvieTaTaL
va YIveTal TPMIUN EXOVEEETAGT TNG OVAGTOUMGNG Kol VoL AAUPBAVOVTOL TPOPUANKTIKA UETPO KATE TNG
OpouPwoNG e YopNYNoN AKETVAOGOAMKVLALKOD 0EE0G, Y10l TOPAdELY L.

& JHEPOVOUEVEG TEPUTMOGELS EXEL TapaTnPN Ol VITEPKOALOULIN AV KO 1) ALTLOONG OYECT OEV EXEL
tekunprwbei. e acbevelg pe ypovia veppikn avendpkelo, 0o Tpénel va mapoakolovbovvtal T enimeda
TOV NAEKTPOALTAOV 6ToV 0p0. Edv aviyvevBodv avénuéva 1 av&avopeva erinedo koliov oTov 0pd
toTE, EKTOC OO TNV KATUAANAT Bepameio Tng vepkaiaipiog, Oa Tpémel va Aappdavetor vdym 1
SloKoT TG yopnynong tng epoetin alfa péypt va d1opbwbel to eninedo Koriov 6TovV 0po.

Suyva amotteitol va ovénbei n d0om g nrapivg Kotd T SLdpKeLd TNG OUodTOAONG EVA SLOPKEL M
Bepaneio pe v epoetin alfa Adym g adENGNS TOL OYKOL TMV GUUTETVKVOUEVOV KOTTAP®V. L€
TEPIMTO®GN OV 1) 6TAYONV GuveyNg Eyyvon ¢ nrapivng (heparinization) dev givar 1 féXTIoT, €lvan
mOovo vo onuelwbdel amdepoén Tov GLGTAUATOG TNE ULUOSTOAIGTG.

Me Bdaon tig péypt onuepa dabécipeg TAnpopopies, n d1opbmon g avaipiog pe T xprnon g epoetin
alfa og eviilikeg acbeveic pe veppikn avemdpkeld ol 0moiotl 6V VTOPAALOVTOL AKOUN GE AUOOIOAION
dev gmroyhivel To puOUd eEEMENG TS VEPPIKNG AvETAPKELOC.

Oc¢cpancia achevov ue ovorptio gmoryopevn omd ynuetobepameia,

Ta enineda ¢ apoceopivng o acbeveic pe kapkivo mov Aappdvovy Bepameio e epoetin alfa
TPEMEL VO, LETPOVTOL GE TAKTIKN PAoT HEXPIS OTOV Ta eMimEdA TG oTadepomomBoldy Kot EkToTE
TEPLOOIKAL.

Ot emoetiveg amotelohv avENTIKOVE TAPAYOVTES Ol 00101 EVEPYOTOLOVV MG ML TO TAEIGTOV TNV
Tapay®yn TV epudporvtTdpnv. Ot vIodoyei TN epuBpomontivig UITOPEL VO EKOPACTOVV GTNV
EMPAVELN APOPMY VEOTAUSUOTIK®Y KVTTAp®V. Ommg 1oy0eL Y100 GAOVE TOVG OLENTIKOVS TAPAYOVTEG,
VIapyel 0 OPog Twg ot epubpomomtivec B uropodoay va exdyovy Ty avénon dykwv. O porog TV
ESA oty e£éMén tov dykov 1 61N petopévn emiPioon eledBepn e&ehéng dev umopel va
amoxlelchei. Te ereyyOpeves KMVIKES peAéTec, 1) ypiom epoetin alfa kot dAlwv ESA éyel cvuoyetiohei
UE UEIOUEVO TTEPLOYLKO TOTIKO EAEYYO TOV OYKOL 1 LEIWUEVT] GUVOMKT emPioon:
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- LEIMGE TOV TEPLOYIKO TOTIKO EAEYYO GE QGOEVELG [le TPOYMPNUEVO KOPKIVO TNG KEPAANG KOl TOL
TpoaynAov ot omoiotl vroPfdriovtay og Bepomeio aktivoBoriag, dtav yopnynonke yio va
emtevydel éva eninedo cuyKEVIpmONG alpocatpivng peyorvtepo and 14 g/dl (8,7 mmol/l),

- peimoe T cvvolikn emPicmon kot avénoe Tovg BavaTovg mov amoddnKay oty eEEAMEN TG
vOGoL 6ToVG 4 UNve og 0oBeveig e HETOOTATIKO KOPKIVO TOL LOCTOV Ol 0Toieg LITOBAAAOVTOY
o€ ynueobepaneia, dtav yopnynonke yio va enttevydel £va €DPOG GVYKEVIPOONG ALOCPOIPIVIG
12 ¢émg 14 g/dl (7,5 €émg 8,7 mmol/l),

- avénoe tov Kivovvo Bavatov otav yopnyndnke yia vo, emitevyel évo eninedo cVYKEVTPOONG
apooparpivng 12 g/dl (7,5 mmol/l) oe acBeveic pe evepyn xaxondn voco mov dev
vroPdAlovtay ovte o€ ynuelobepaneio ovte og Oepancia axtivoforiag. H ypion twv ESA bev
€VOEIKVLTAL Y10l XPTOT] GTO CLYKEKPIUEVO TANOLG O acOevdvy,

- TOPUTNPOVUEVT KOTA 9% adénon otov kivouvo yia Tpoodevtikn voco (PD) 1 Bdvarto oty
ouado epoetin alfa ouv to TpoTLIO TEPiIBAYNC (SOC) amd pia. TPOTOYEV AVAALOT Kol KATd
15% avénuévog kivovvog o omoiog dev pmopel va amokielcOel ototTioTiKg oe acleveic e
LLETAGTOTIKO KOPKIvO TOV HaoTo 01 omoie vrofdiioviav og ynuetodepaneio, Otav yopnyndnke
v va emtevydel éva e0pog cuykévTpmaong arpooparpivng 10 éog 12 g/dl (6,2 £mg 7,5 mmol/l).

AESOUEVOV TOV TOPOTAV®, GE OPLOCUEVES KAMVIKEG TEPIMTMGELS, 1] LETAYYION OLIOTOC TPETEL VAL
OmOTEAEL TNV TPOTIUMUEVT OEPATELTIKN AY®OYT| Y10 TV OVTIUETOTION TG avalpiog og achevelg pe
kapkivo. H andpaon yio m xopiynon Bepaneiog avacuvovasuévemy epupomomtivedy Tpenet va
Baciletar o€ pa a&loAdynon 0EEAOVG-KIVOVVOD E TN GUUUETOYN TOL Kabe acbevoic, | onoia Oa
pémel vo AapPavel vroyn Tig e101kég KAVKEG cuvOTikec. O mapdyovteg mov npénet va eEetalovton o
auTV TNV 0E0AGYNOT TPETEL v TEPILOUPAVOLV TOV TOUTTO TOL OYKOL KOl TO GTASO TOV, TO Pabud g
avapiog, To TpocdoKio (ong, To mepPdAlov oto omoio o acbevig voPdAletal e Bepameia, kabmg
Kot TNV mpotiunon tov aobevoic (BA. Tapdypago 5.1).

e aoBeveig pe Kopkivo mov Aapfdvouy ynuetobepaneia, Oa mpénet va Aappdvetor vToyNn M
kaBvotépnon 2 - 3 efdouddwv petalv g xopnynong tov ESA kot g epedviong tov
gpLBpoKLTTAP®V TTOL £)ovV dnovpyNdel amod v epvBpomomtivn edv evoeikvuton 1 Bepomeio pe
epoetin alfa (acbevnic mov dratpéyet kivouvo petdyyiong).

AocBOeveic yelpovpyeiov 6 TPOYPALULOTO AVTOAOYNC LETAYYIONG

[Ipémel va TNpovVTaL OAEG O1 EIOTKEC TPOELOOTOUGELS KOl EIOIKEG TPOPVAAEELS TOV GYETICOVTAL LIE TO
TPOYPALUATO QVTOAOYNG LETAYYIONG, EOIKA LE TNV AVTIKATAGTACT] OYKOV POLTIVOC.

AoBeveic mpoypopuotiougévor v ueilova opfomedikd yeipovpysio

2NV TPOYELPOVPYIKT PACT, TPETEL TAVTOTE VO YPTCLUOTOLOVVTOL KOAEG TPOKTIKES OloyElpLong Tov
aipotoc.

Ot acBeveic mov givan Tpoypoppatiopévol yio peilova opBomedikd yeipovpyeio o mpémet va
AGUPEVOLY ETOPKT TPOPLVAGKTIKT] OVTIINKTIKY oywyn, KaBodg ivor mbavo otovg acsbeveic avtovg va
TOPOVCLACTOVY OPOoUPOTIKA Kot 0y YEINKA ENEIGOA0, EWOIKA OTIG TEPIMTMOGELS OOV LIOPOCKEL KATO0!
Kapdlayyelokn vococ. EmmAéov, Oa mpénet va Aappdvovtor £101kEC TPoPLAGEEIS 6TOVG 0ieBeveig Tov
£yovv mpodrifeon yia va avamtoEouy v 1o Pabet pAefucr Opopupwon. Emumiéov, otovg acbeveig pe
apykd enineda apocearpivng > 13 g/dl (> 8,1 mmol/l), dev pmopei va amoxieiotei n mbavotnta vo
ovoyeTiotel 1) Oepamneia pe epoetin alfa pe avénuévo kivévvo peteyyepntikov Opoupotikoy /
ayyelKov enelcodinv. Emopévac, n epoetin alfa de Oa mpénel va ypnoylomoteiton oe acheveig e
apykd enineda g arpoceapiving > 13 g/dl (> 8,1 mmol/l).

"Exdoya

To @appaxo avtd mepiéyel Aydtepo amd 1 mmol vatpiov (23 mg) avd Tpoyepuspuévn copryya, dSniadn
OVLGLOOTIKA «EAEVOEPO VaTPiOUY.
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45  Alliemopacsig pe Ao QUPUOKEVTIKA TPOIOVTA KOl GAAEG pOPPES alAeTiOpacG

Agv vrdapyovv evoeifelg mov va vodetkviouy 0Tt 1) Bepameia e TV epoetin alfa petafdiiel To
UETABOAGUO GAADV QAPUOKEVTIKMDY TPOTOVIMV.

DopUAKEVTIKG TPOIOVTO TOV LELDOVOLV TNV €PLOPOTOINGCT UTOPEL VO LELDGOLV TNV AVTATOKPIoN OTNV
epoetin alfa.

Kabmng 1 kukhoomopivn decpedetar amd ta epudpokvtrapa (RBC) eivar duvar  arAnienidpacn tov
QUPUAKEVTIKOV TTpoidovTmy. Edv 1 epoetin alfa yopnynei tavtodypova e kukhoomopivn, Oo mpénetl va
mopoakoAovBovvTol Ta eTITESN TG KVKAOGTOPIVNG 0TO aipla kaBm¢ Kot vo puBotel ) 06om g
TOPUAANAQ LE TNV ENCT TOV ALULATOKPITN.

Agv vapyovv evdeitelg mov va vodelkvhovy aAANAETiOpacT avaesa oty epoetin alfa kot Tovg
TaPAYoVTEG 01€YEPONC OTOIKIMY KokKloKVTTApwV (G-CSF) 1| Toug mapdyovteg 61€yepong amoKidv
KOKKLO0KLTTAp@v-povokuttdpmv (GM-CSF) og oyéon pe v in Vitro oatoloykn dtapopomroinen 1
TOV TOAMOTANGLOC UG TV OEIYUATOV TG froyiog Tov 0YKov.

e yovaikeg evilikeg aoOevels pe eTaoTaTikd KopKivo TOV HOGTOV, 1) VITOAOPLN GLYYOPTYNCY
40.000 IU/ml epoetin alfa pe tpactovovpdunn 6 mg/kg dev giyxe kapio enidpacn o
QOPUOKOKIVITIKT TNG TPAGTOLOVUAUTNG.

4.6 Tovipétnta, KOO KoL yolovyia
Konon

Agv dwatiBevton 1| elvon meplopiopéva ta KMVIKA dEd0UEVA GYETIKA LE T ¥PNoN NG epoetin alfa oe
£yxvo yovaika. MeAétec oe {da kotédei&ov avamapaymykn toéidmra (BAEne mapdypapo 5.3).
Tovenmg, n epoetin alfa 6o mpénel va ypnoipomoleitol Katd T S1GpKELR TG EYKLUOGHVNG LOVO EQV TO.
SuVNTIKA 0PEAT LITEPTEPOHV TOV SLVNTIKOV KIvovvoL Yo To EuPpvo. H yprion ¢ epoetin alfa de
ouvioTdtol o€ £YKueG acBeveic YEPOVPYEIOL TOL GLUUETEYOVY GE TTPOYPOLULO AVTOLOYNG LETAYYIONS.

Onioouodg

Agv givon yvooto gdv 1 eEmyevig epoetin alfa anekkpivetal oto avBpomvo ydla. H epoetin alfa
TPENEL VA, YpMOILOTOLELTAL PE Tpocoyn o€ OnAhalovoeg yuvaikeg. [Ipémel va AapuPavetol amdeacn yio
70 €6V Oa drakomel 0 Onhacuodg 1 Bo draxomei/vdpyel amoyn amd T Oepaneia pe epoetin alfa
otabuilovtag 1o 0¢pelog Tov ONLacuov yio To Todi Ko To 0pelog ¢ Bepaneiog e epoetin alfa yio
yovaika.

H ypnion ¢ epoetin alfa 6e cuvietdrar 6 OnAdlovceg acbeveic ye1povPyEion TOL GUUUETEXOVY GE
TPOYPOUUL CVTOAOYNG LETAYYIONG.

Tovipémra

Agv vapyovv peréteg mov vo, agloloyovv T dSuvnTikn enidpacn ¢ epoetin alfa oty avdpikni 1
Yuvatkeio yovipoTnTa.

4.7 Emopacseig 6Ty IKOVOTNTE 001]Y161)G KO YELPIGHOV PN UVIILATOV

Agv TpaypoTomoOnKoy HEAETEG GYETIKA LE TIC EMOPAGEIS GTNV KOVOTNTO 001]YNONG KOl XEPIGHOD
unyovnudtov. To Epoetin alfa HEXAL dev éxet kapia 1| €yl oonuavTn nidpacn 6Ny ikavotnto
001 YNOMNG KOl YEPIGHOD HIYOVILATOV.

4.8 AvemOounTteg evépyeleg

Lepiinyn tov Tpoeil aopdlsiag
H avemBountn evépyeia Tov appdrov mov £xel Topatnpnoel cuyvotepa Katd T SLapKeLd TNg
Oepaneiog pe tnv epoetin alfa eivon pia Socoe&aptdpevn avénon g apTNPLOKNG Teong N emdeivoon
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NG VIAPYOVCUC VITEPTUCTC. ATOLTEITOL TAPAKOAOVONGN TNG APTNPLOKNG TTiEONC, WO10iTEPA KOTH TNV
évapén g Bepanevtikng aymyng (BA. mapdypago 4.4).

O1 ouyvotepa ePEaVICOUEVES OVETIOVUNTEG EVEPYELEG TOV QOPLAKOL TOV TOPATNPNOTKAY GTIG
KAMviKéC dokipéc g epoetin alfa sivon didppota, vovtia, Euetog, Topeio kot KEQoAodyio.
ZOUTTAOLOTO TOV TPOCOLOLALOVV LE EKEIVAL TNG YPIMNG Uopel va, ePPavicTobV 1010ATEP KATH TNV
évapén g Bepomeiog.

ZUUEAPNOT) TOV AVOTVEVGTIKOD GUGTHUATOG, 1 0010 TEPIAAUPAVEL ETEICOON GLUPOPNONG TOV
AVATEPOV OVOTTVELGTIKOV, PIVIKT] GLUPOPTON Kot Pvopopvyyitide, Exel avapepdel oe peréteg e
EKTETAWEVO OOGOAOYIKG LECOOIOCTLOTO O EVIAIKEG 00OEVEIG [LE VEPPIKT| OVETOPKELDL O1 OTTO101 dEV
VoPdALoVTOL OKOUO GE OLULOSTOAIGT).

AvEnuévn ouyvotnra epedaviong OpouPoepuporikmv coppapdtov (TVE) éyel mapatnpnbei o acbeveic
nov Aappdavovv ESA (BA. mapdypago 4.4).

2VVORTKOC TIVOKOC OVETLOOUNTWY EVEPYEIWV

A76 éva ouvolo 3.417 atopmV oTIC 25 TUYOTOINIEVESG, SITAEC-TVQALS, EAEYYOUEVES LLE EIKOVIKO
QAPUOKO 1 PE TO TPOTLTIO TEPIOAAYTG LEAETEC, TO GLUVOALKO TTPOPIA acPaAeiog TG epoetin alfa
a&loroynOnke oe 2.094 avoruikd dropo. Zopmeptinednkay 228 dropa e CRF mov éhafov Oepameio
ue epoetin alfa g 4 peAéteg yio T ¥pOVIO VEQPIKT AVETAPKELD, (2 LEAETEC TTPO TNG UUOSTOAIONG

[N =131 dropa pe CRF mov exténiav] kot 2 o€ aupodoiion [N = 97 dropo pe CRF mov extébnxav].
1.404 dropo pe kopkivo mwov ektédniay og 16 pehéteg tng avoiog Aoym ynueobepaneiog, 147 dtopa
7oV eKTEOMKOV 08 2 HEAETEG Yo LETAYYIOT 0LTOAOYOV aipotoc, 213 acBeveig mov ektébnkav og

1 perétn oty mepryepovpyikn| tepiodo kot 102 acbeveic mov ektédniav oe 2 peléreg MAZ. Ot
avemBouunTeg EVEPYELEG TOV PAPUAKOL TTOV avapépOnkay and > 1% tov acbevav vmod Bepaneio pe
epoetin alfa g avTéc TIg doKIUEG TapoTifeVTaL GTOV TTIVOKO TOPAKATM.

Extiunon cvyvomrag: [Tokd cuyvéc (> 1/10), cuyvég (> 1/100 émg < 1/10), oy ovyvég (> 1/1.000 £mg
< 1/100), omdvieg (= 1/10.000 éwg < 1/1.000), modd ondvieg (< 1/10.000), un yvootéc (dev umopovv va
extiun0ovv pe Paon ta dSwwbéoua dedouéva).
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Katyopia/opyoviké AvemOOunTn evépysra YuyvotnTa
cvotnua (SOC) kata (Ilpotipcdpevo
MedDRA gMimed0 OpOV)
AlotapoyéG TOU OULLOTOINTIKOV Ap W,ﬂ% omhacio mg epvdphs .
KO TOV AEUPUKOD GLUGTILOTOG OEpas Znavieg
OpopuporvtTopotpio
AwTapayéc Tov HETOPOAMGHOD - . .
Ko e Opéyme Yreproitonpio Oy cuyvég
Awotapayéc Tov YnrepevacOnoio® Oy ovyvég
OVOGOTIOUNTIKOV GUGTHILOTOG Avagoloxtiky avtidpaon® XTavieg
Awotapoyéc Tov Veupikon Kepaharyia 2oyvEC
GULGTNUOTOG Xnacpoi Oyt ouyvég
Yréptaon, OAefikn kot S yvé
Ayyelokég dtaTopayss aptnpraxy Opoupwon? AVEG
Ynepracikr] kpion® Mn yvootég
Awtapayéc Tov avamvevotikod | Biyag XuyvEG
GUGTHHATOG, TOV Bdpaka Kot va(pf)pncn TOV OVOTTVELGTIKOV Oyt ouvic
OV PEGOBWPAKIOL GLGTHLATOG
Awtapoyés ol , ., , .
YOOTPEVTEQTCOD Awdppora, Navtia, Eperog [ToAvd cuyvéc
Alotapoyég Tov dEPUATOC Kot Ea‘?‘ve"“‘; Z OLTES :
S j Kvidwon Oy cuyvég
TOV VTOSOPLOL 1GTOV — 3 >
Ayyeloveupwtikod oidon o Mn yvooTtég
Awrogpaxsg TOV HVOCKEAETIKOV ApBpodkyia, AAyoc Tov 06TV, ’
OULGTNLOTOG KOl TOV i . Yuyvéc
, , MvuaAyia, Alyog og dicpo
GLVOETIKOV 16TOD
Zuwsvs:lg, OLROTEVEL; Kt O&gla mopupio® Xmhvieg
YEVETIKES S10TAPOLYES
TMope&ia [ToAd Guyvéc
Piyn, Nocog mov mpocopotdlet
I'evikég dratapayés kot pe ypimm, Avtidopacmn oto .
. , , . , Xuyvég
KOTOGTAGELS TG 000V onueio g éveong, Oldnpua
xopnymong TEPLPEPTKO
AvomoTtehesHOTIKOTI T TOV .
, wr 3 Mn yvootég
QOPLOKEVTIKOV TPOIOVTOG
[Moapaxivikég eetdoelg Oetikd GVTLOMNATAL KATO TG Xravieg
gpvbpomomtivng
1 Tvyvi oty oupododion
2 TTIeprhopBaver aptnpioxd kor eAeucd, Oavatnedpa kot pn Govatneopo cuoppapata, OTwme ev To
Baber pAeficn BpouPwon, Tvevpovikn epporn, Opoupwon g apeiPAnctpoeldikng aptmpiag,
aptnplokn Opoupwon (copmeptAapufovoprévon eUEPEYLLOTOS TOV LVOKOPSTOV), ayyELoKE
EYKEPAAKE ETEIGON (CLUTEPIAAUPAVOLEVOD EYKEPUAIKOD ELPPOKTOV KOl EYKEPAUAKNG
OLLOPPOYIOG), TOPOOLKE IOYOUIKA ETEIGOSLA, Kol OpOUP®mON T®V OVOCTOUDCEDY
(ovumepiapfovouévon Tov eE0TMGHOD OodAIeNG) Kot BpouPmon eviog aveELPLGUATMV
APTNPOPAERIKOV AVUCTOUDCEDY
3 Eetdletar otV LIOEVOTTO TOPAKATO /KoL 6TV Tapaypogo 4.4

Heprypaon smileyusvov ovemBountwy evepysiawov

"Exovv avaeepbei avtidpdoeig vrepevacnciog, coumepAapfovouévoy Tepmt®cemy eE0VONLOTOC
(ovumepriopPavopévig kKvidmaong), avopLANKTIKNG avVTIOPAoNG Kol 0y YELOVELPMTIKOD 010NUATOG (PA.
napdypapo 4.4).

Kotd m dudprela g Oepaneiog pe epoetin alfa £yovv eniong onueimbel vepTacIKEG KPIoEIS e
EYKEPAAOTAOELN KOl GTOGUOVE, TOL AIOLTOVV GLEST] LTPIKT GPOVTION Kot EVIATIKY| Oepomeia, o
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000eveic [Le TPOMNYOLUEVMOC PLGIOAOYIKT| 1] YOUNAT ApTNPLOKY o). Oa mpémet va didetal Tpocoyn
oTIC EAQVIKEC OL0ELPIOTIKEG KEPAAOAYiEC TOL TPOGOLOLALOVV LE NUKPAVID EXELON UTOPEL VOl
ovvieToOV mhavd mposidomomtikd onpeio (PA. mapdypaeo 4.4).

Koatd ) Oepamneia e emoetiveg Exovv avaeepBel coPapéc depratiKéc avemBOUNTeG evEpyeLeg, LETAED
TV omoimv 1o ohvdpopo Stevens-Johnson kot 1 to&ikn emdepuiky vekpOALOT|, Ol 0TToieg UTOPEL va
givor amentikég yo tn Lon 1 Bavameopeg (BA. mapdypagpo 4.4).

Erayouevn amd aviicopa apyng oamiacio g epubpdg celpdg £xetl avopephel ToAD ondvia o€
< 1/10.000 meputtdoelg ava £T-acbevady peTd amd unveg £og yxpovia Bepaneiog pe epoetin alfa (BA.
napdypapo 4.4).

Evijlixec aoBsveic ue younlo — n evordueco-1 — kivovvo MAX

2TV TUYOLOTTOMUEVT, SITAG TUQAT), ELEYYOUEVT] LIE EIKOVIKO QAPUOKO, TOAVKEVTPIKT LeAéTT, 4 (4,7%)
aoBeveig eppavicay Opoupotikd ayyeaxd enelcodio (TVE) (awpvidiog Odvatoc, 1oyopukd eyKeQoitkod
enels0010, epPforn ko eAefitidn). Oia o TVE gppavicmnkay otnv opdda g epoetin alfa, katd t1g
TpOTEG 24 gfdopddec TG peAdnc. X11g Tpelg meputtdoels to TVE emPePorddnkay, eved otny t€toptn
nepintoon (aevidlog Bavatog), to BpopPoepuforikd copupapa dev emiPePormbnie. Avo acbeveic giyav
ONUOVTIKOVG TOPAYOVTEG KIVOUVOU (KOATIKT LAPUOPVYT, KOPOLOKT aVETApKELN Kat Opoufoplepitida).

LHoidr0mpidc TAnGoouoc e ypovia veppiky oavemopKelo TOL DEOSOALETOL o€ aLodidlion

H éxBeon mondiatpikdv acfevav pe ¥povia VEQPIKT OVETAPKELN TOV VTOPAALOVTAL GE ALLOSTOAIOT
OTIG KAMVIKEG SOKILEG KOl 0TIV EUTELPTA LETE TNV KUKAOQOPIO TOV QApPLLAKOL elval TeEPLOPIGEVN. Agv
ovoEEPOMN KAV Ge oV TOV TOV TANBLGLO EOTKES Y10 TOVG TOUILATPIKOVE 00OEVEIC OveEmBOUNTES EVEPYELEC
01 0Toieg 0ev £xovV avapepOel TPONYOLUEVMG OTOV TOPUTAVE® TTIVOKQ, 1| OTOIEGONTOTE AVETOOUNTES
€VEPYELEG 01 OTTOLEC OEV NTOV GUVAPEIC [LE TNV VTTOKEIEVT] VOGO.

Ava@opd ThovoroyoOLUEVAOV aVETIOVUNTOV EVEPYELDV

H avagopd mhavoroyoduevoy avemBOUNT®V EVEPYELDY LETA A0 TN YOPTYNoN (o0 KuKAOPOPiog
TOL QOPUAKEVTIKOD TPo1dvTOog elvan onpavtikn. Emtpénet ) cvveyn mapakorlovdnomn e oyéong
0PEALOVC-KIVOVVOL TOV QOPHOKEVTIKOD TPOTOVTOG. ZnTeital and Tovg enayyeAIaTieg vyeiag va
avaPEPOLY OTTOIEGONTOTE TOUVOALOYOVUEVEG OVETIOOUNTEG EVEPYEIEG LEG® TOV £BVIKOD GUOTNUATOG
avaopdg mov avaypdeetol oto [Hapdptnua V.

4.9 Ymnepodocoroyia

To BepamevTid pdopa g epoetin alfa etvar moAd gvpv. H vepdocoroyia epoetin alfa eivar dvvortd
VO TPOKOAECEL POIVOLEVO TO OTTOL0L EIVOL TPOEKTUGT TNG PAPLLOKOAOYIKNG OPAGTG TNG OPHOVIG. ZTHV
nepintoon mov TapatnpnBody eEupeticd VYNAA ETITESD APOCPALPIVIG, TOTE UTOPEl Va Yivel
oAefotopia. Ao TPETEL VO TAPEXETOL EMTAEOV CUUTTOUOTIKY VITOCTNPIEN, OVAAOYA LE TIC OVAYKEG
ToV acBevolC,.

5. DOAPMAKOAOTI'IKEZ IAIOTHTEX

51 ®@appokodvvoptkés 1010TNTEg

DoppokobepamenTikn KaTnyopic: avIlovolpiKd, epvporomtivn, kmdikog ATC: BO3XAO1.

To Epoetin alfa HEXAL givotl Blo-opog1dég @apuakentikod mpoiov. Asmtouepsic mAnpogopieg sivat
drabéoeg otov diktvakd Tomo Tov Evpordikon Opyavicpod Gapudkev: http://www.ema.europa.eu.

Mnyoviopndc dpdong

H epvBpomomtivn (EPO) eivan pua yAvkompoteivikn opudvn 1 omoia mopdyetot kKopimg amd Tov veppd
o€ avtamokpion og vro&ia Kot amoTerel facikd puOUIGT TG TOPAY®YNS TV EPLOPOKLTTAPOY
(RBC). H EPO gumiéketon o OAeg TIC PAOELS aVATTUENC TOV £pVOPOEODV, KaL EXEL TNV KUPL dpdion
TNG OTO EMMEDO TV TPOOPOUWOV TV pLBpoed®mv. Apov 1 EPO cuvdebel 6tov vmodoyéa KuTTaptkng
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EMPOVELNG TNG, EVEPYOTOLEL 000VC LETAYMYNG CNUAT®V Ol 0T0iEg TAPEUPAALOVTOL TNV OTOTTOGCN KoL
dteyeipel ToV TOALOTAAGLOGUO TV EPLOPOEODY KLTTAPWV.

H avacvvdvacpévn avBpaomivn EPO (epoetin alfa), ) onoia ekppaletal ota kbTTopo wodnkov
KIveClKav KpiknTov, £xet pio oAAniovyio 165 apvolémv tavtoonun pe ekeivn g avipanivng EPO
TV 0VpwV" o1 2 givarl duadidkprreg pe Pdon Aettovpyikég dokipacies. To pavopevikd poplakd Bapog
g epvbpomomtivig sivar avapeso ota 32.000 kar 40.000 dalton.

H epuBpomomntivn givar évog avéntikdg mapdyovtag mov Kupimg JEYEIPEL TNV TOPAYWYT TOV
gpvBpoxvTTdpmv. YTodoyeic e epubpomomtivng uropei va ekppalovtol 6TV ETQAVELL LLOG

TOKIMOG KOPKIVIKOV KOTTAPOV.

Dapuokodvvakic emOPAUoELS

Yyieic eOcloviéc
Metd amod epanas docelg (20.000 g 160.000 TU vrodopimg) tng epoetin alfa, mapatnpndnke

00G0EEAPTMOUEVT] AVTATOKPION Y10, TOVG POPLLOKOIVVOLKOVS OeiKTEG TTOL dlepevviOnkay
ovumepthappavopévev: dtktvogpvbporkvttdpwv, RBC, kot aposeatpivng. 'Eva kabopiopévo mpopir
GLYKEVTPMOTG-YPOVOL LE PEYIOTO EMIMESO KOl EMTTPOPT] OTA APYIKE EMimEd D TOPATPIONKE Y1l
HETAPOAEG 0TO TOGO0TO dkTvogpLBpokLTTap®Y. Eva AMydtepo kabopiopuévo Tpopid tapatnpndnke
yio RBC ko atpocatpivn. Xe yevikés ypouuéc, OA0t ot oppokoduvapikoi deikteg avnonkoy pe
YPOUUKO TPOTO, HE TN 860T va eOAveL 6 PEYIOTT OVTOTOKPIoT 6TO LYNAOTEPO EMITESD SOGTC.

[Tepartépo pappokoduvapkég peréteg diepgvvnooay 40.000 TU pio popd v fdopdda Evavtt

150 1U/kg 3 popéc v efdoudda. TTapd Tic dtapopéc oTo TPOPik GLYKEVIPMONC-YPOVOL, 1
QOPUAKOSLVOULKT avTamoKploT (Omwg peTprnke and petaforég 010 T0OGOCTO
SKTVOEPVOPOKVTTAP®V, TNV AHLOCPULPivY, Kot Ta suvoAlkd RBC) ntav mapdpota petad avtdv tov
oynuatav. Ipdobeteg perétec cuykpvay 1o oyfua twv 40.000 TU pia eopd thv fdoudada epoetin
alfa pe 06ce1g dVo Popéc v gfdoudda mov kupaivovtar omd 80.000 émg 120.000 IU vrodopimg.
I'evikd, pe Paor o OTOTEAECUATO QVTMOV TOV QUPUOKOSVVOUK®OV LEAETMY GE VY] GTOLM, TO
docoroyikd oyfue 40.000 IU pia @opd tnv efdoudda @aivetot va, ival o omoTEAECUATIKO GTNV
mapayoyn RBC omd 6,11 ta oypata 600 eopéc tnv efGoudon, Tapd (o TopaTpoVUEVT] OHOIOTN T
oTNV Tapaymyn dktvogpupokuttdpwv ota oyxfpata pio eopd v efdondda Kot 600 opég TV
epdopdda.

Xpovio veppikl averopkelo.

H epoetin alfa €ye1 katadeybei 611 dieyeipel Tnv epvBpomnoinon o avayukovg acbeveic e CRF,
ovumeptlappavouévey actevav Tov VTORAAAOVTOL GE ALOSTOALGT Kol TPO TG aptodtviong. H
TPAOTN £vOelEn avtomdkpilong oty epoetin alfa etvar pro adénon otov ap1Buod twv
dwktvogpvBpokvttdpmv evtog 10 nuepmv, axorlovBodevn omd avENcelg 6ToV apBpd TV
£PLOPOKVTTAP®V, TNV AULOCPULPIVI] KOl TOV UaTOKpPiTn, cuviBog evtog 2 £mg 6 efdopddwv. H
OVTOTOKPIoT NG apoc@opivig mowkidietl petald tov achevav kol pmopet vo ennpeactel amd ta
omofépaTa GLO1POL KOl TNV TOPOLGIN GUVLTPYOVIOV LITPIKAOV TPOPANUAT®V.

Avaupio emayouevy omd ynueiobepomeio

H epoetin alfa yopnyoduevn 3 @opég v efdopdda 1 pia eopd v fdopada £xetl kotaderyel Tt
aLEAVEL TNV OUOCPOLPTVT KoL PELOVEL TIG OTALTIOEL Y10 LETAYYIOT META OO TOV TPMTO PAVA
Oepaneiog og avakovg acbeveig pe Kapkivo mov Aopfdavovy ynuetobepaneio.

e pio ueAETn mov ovyKpve ta docoroyika oynuata 150 1U/Kg, 3 eopéc v efdoudda ko 40.000 1U,
pio popd v efdoudda G€ VY ATOUA KOl OE AVOLUIKE GTOUO LE KAPKIVO, TO YPOVIKA TPOQPIA TV
UETABOADV GTO TOGOGTO SIKTLOEPLOPOKVLTTAPWV, TNV ULLOGPALPTIVT), KOl T0 GUVOAIKE EpuOpoKITTAPO
nrav Tapopota HeTa&d Tmv 600 60GOA0YIKOY GYNUAT®OV TOGO GE VY GTOUN OGO KOl GE OVOILULKGL
droua pe kapkivo. Ot AUC tov avtioTolyov QopHoKoSUVILUIK®OV TOPUUETPOV NTAV TOPOUOEG UETAED
TV docoroyikav aywydv 150 1U/Kg, 3 popég v efdopdda kot 40.000 TU, pia popd trv efdopdda
G€ LY ATOUO KOl ETIOTG GE OVOLUKE ATOLO LLE KapKivo.
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Evnlixec ao0eveic yeipovpyeiov ae mpoypopio. avtoloyns UETAYYIoNS

H epoetin alfa &yet kataderydei 6T1 dieyeipel v Tapoywyn epuOPoKLTTAP®Y TPOKELUEVOL Vo awEnBel
1 GLAAOYN AVTOLOYOV CHUATOG, KO Y10 VO TEPLOPICTEL 1 LEIMOT] TNG CUOGPALPIVIG GE EVIAIKOVS
acBeveig o1 omoiot £yovv mpoypappaTIoTeL Yio peIlov xElpovpYEio, Ol 0Toiol OeV AVOUEVETAL VO
TPOKATUOEGOVV TIC TANPELS TEPLEYXEIPNTIKEG AVAYKEC TOVC G€ aipla. Ot HeyaATEPES EMOPACELS
TapatnpovvTal og aobeveic pe younin apocseapivn (< 13 g/dl).

Ocporeio evilikwyv acbevav o1 0moiol Exovy mpoypouuatiorel yio ueilov opBomediko yE1povpyeio

Xe acbeveig o omoiot £yovv mpoypappatiotel Yo peilov opBomedikod yelpovpyeio Le apoceoatpiv tpo
g Oepomeiog > 10 émg < 13 g/dl, 1 epoetin alfa &yel kataderybel 6T pewdver Tov kivovvo Ayng
OAAOYEVIKMV PETAYYICEDV KOl OTL ETTOYOVEL TNV AVAKOUYT TV EpLOpoed®Vv (awénpéva enineda
olocQUPivng, eMimeda alpatokpitn, Kot aplfpol o1kTvogpLOPOKLTTAP®V).

KAk ommoteAeouotikOTnTo. Kol 0oQAAEL

Xpovio veppikl averopkelo.

H epoetin alfa &yetr peletnBei oe KAVIKEG doKIIEC G€ eViAIKES avarpukovg acBeveig pe CRF,
ouumePAapUPavoUEVEY aGOEVOY TOL VTTOPAAAOVTOL GE OUOSTOAVOT| KOl TPO TNG GLLLOSTOAIOTG, Y10l TN
Oepameio TG avarpiog Kot Tr S1oTPNoT TOL OLUATOKPITH EVIOC EVOG EDPOVG CLYKEVTPMONG GTOYOV
ano 30 éwg 36%.

2115 KMvikéG SoKIpEG o€ evapkTipieg dooelg S0 g 150 TU/kg, tpeic popéc v efdoudda, Tepimov
95% oAV TV acbevav avtamokpifnke pe KAVIKA onpoavtiky avénon tov oiatokpitn. Metd and
nepinmov 600 unveg Oepameiog, oyedov 06A01 ot acbeveic frav eEaptouevol amd petdyyion. Otav
eMeTELYON O AATOKPITNG GTOYOL, 1] 6OGT GLVTNPNoNG eEaTopkevONKe Yo KGOe acevn.

211G TPELG LEYOADTEPES KAVIKES SOKIHES TTOV OlevepynOnKaY og EVIAIKOVS 0I00EVEIS VTTO ALOSTOAICT), 1)
dlapecn 40T GLVTHPNONG TOL NTOV ATAPOITNTN Y TN ST PN o™ TOL opatokpitn peta&d 30 Emc
36% nMtav mepimov 75 TU/kg yopnyobuevn 3 popég tnv efdopdda.

e oL OUTAN-TUQAT], EAEYYOLEVT] LLE EIKOVIKO PAPLOKO, TOAVKEVTPIKN HEAETT Yol TV TTo10TN T (0N
o€ acbeveig pe CRF vztd aypodtdvAion, katadeiydnke KAVIKG KOl GTOTIGTIKG oNUOVTIKY BeAtioon
o10Vg acbeveig Tov vroPfANnOnkav o Bepaneia pie epoetin alfa oe GuyKpion e TNV OLAdO EIKOVIKOD
QOPHAKOL OTaV HETPONKAV 1) KOTMGT), TO PUGIKE GUUTTAOLATA, Ol GYECELS KOl 1] KATAOAYM
(Epotuotordoyio Neppikng Nocov) petd amo €51 uiveg Ogpanciag. Ot acbeveic amd tnv opdda wov
vroPAnOnke og Bepamneia pe epoetin alfa evidyOnkav eniong o€ (o LEAETY ETEKTOOTG OVOLYTNG
gMONUAVONGS, 1 onoio KoTEdEIEE TG feElTIdoELS 6T dtdpkela (NG TOLg oV dlatnpHOnKav Yo Eva
TPOcETO Ypovikd dtaotnue. 12 unvav.

Evijlixec ao0sveic us veppixn avendprelo wov dev vrofailovior axdun oe ayootvlion

2115 KMvikég peléteg mov dievepyndniayv oe acBeveic pe CRF mov dev vrofdAlovioy axoun o
apodwion ot ooiot vroPANONKov ce Oepaneio pe epoetin alfa, n péon didpketo g Bepaneiog NTov
oye00V TEVTE UNves. Avtoi ol acbeveig avtamokpifniay otn Oepaneia pe epoetin alfa e Evav tpomo
TOPOUO10 LE EKEIVO OV TTapatnpnOnke og acbeveic Vo aodtvion. Ot acbeveig pe CRF mov dev
VTORAAAOVTOV OKOUN G QPOIOALOT KATESEEAY Lo 00G0EEAPTOUEVT] KOl cLuVEYN AOENGN TOV
apatokpitn otav yopnyndnke epoetin alfa péow eite g evéopAEPiag gite g VLOdOPLAG 050D.
[Mopdpola TocooTd adENGNG TOL alaToKpitn TapoTnPONKay dtav 1 epoetin alfa yopnynOnke pe
évav omd Toug 600 TpodTOLE. Q0Td00, dOGEIC epoetin alfa 75 £wg 150 TU/kg v efdopdada £xet
Kkatadelydel 6Tt dratnpodv eninedo arpatokpitn 36 Emg 38% yia éwg €L punvec.

e 2 peléteg pe bocoroyia og exkteTapéva dlaoTpoTo TG epoetin alfa (3 popég tnv efdopdda, pio
@opa TV efdoudoda, pia eopd kabe 2 efoopddeg, Kot pia popd kabe 4 efdoudosg) optouévol acbeveic
UE LEYOADTEPA HOCOAOYIKA SLUGTHUATO OEV SLOTHPTCAV EMOPKT EMIMEIM OpOc@apivig Kot E@Bacay
T kaBopilopeva amd To TPMOTOKOALD KpLTploL andsvpong Yo Ty aposeatpivn (0% oty opdda
piag eopdg v gfdopdda, 3,7% otnyv opdda picg popdg kKabe 2 efdopddes, kat 3,3% otnv opddo piog
@opag kaOe 4 efoopadeq).
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Mio toyotomoinpuévn mpoontikn dokiun a&loddynoe 1.432 avoipikods acbeveig e xpovia vEPPKn
ovendpkela o1 omoiol dev vofailovTay o€ aodwion. Ot acbeveic avtictotyiomkay ot Bepameio
e epoetin alfa otoyevovrag éva eminedo cuvthipnong apocseapivng 13,5 g/dl (vynidtepo omd to
GUVIOTMUEVO eTimEdO cuyKéEVTpmong apoceotpivig) 1 11,3 g/dl. Eva peilov koapdiayysioxkd copfav
(Bavatog, Epepoyo Tov HVoKapPdio, ayYELOKO EYKEPUAIKO ETEIGOII0 1] VOOAELD Y10 GUUEOPTTIKY
Kapdlakn avendapkela) Elafe yopa o 125 (18%) and tovg 715 acbeveic oTnv opdado vynAdTEPNG
apocpatpivng oe obykpion pe 97 (14%) amd toug 717 acbeveic oty opdda yxopumiotepng
atpooarpivng (Aoyog kivddvov [HR] 1,3- 95% CI: 1,0- 1,7 p = 0,03).

SUYKeEVTPOTIKEC post-hoc avaiioelg KMvikdv uedetdv tov ESAs éyovv npayuatonombei oe acbeveic
LE xpOVICL VEQPIKN OVETAPKELD (VIO OLUOSTOALOT, XOPIG AOSTOAIOT, GE dLofNTIKODS Kot [
dapnrikode acbeveic). [apaphOnke wo Tdon Tpog aLENUEVES EKTIUNGELS KIVODVOD Yia
BvmoudTTO 0O OAEG TIC OLTIEC, KOPOAYYELK( KO Oy YELOKC, EYKEPUALK( ETEIGOJLM, TOV
ocvoyeTilovtal pe VYNAOTEPEG SmPELTIKEG d0oelg ESA aveldptnrta and v Katdotaon deffmm 1
aipodrdivong (BA. mapdypago 4.2 kot Taphypopo 4.4).

Ocpameio aobevary pe avouuio exoyouevy oxo ynustofepameio.

H epoetin alfa éye1 pelemOei oe Khvikég doxyég og EVAIKES avarpkovg acBeveic pe kapkivo pe
AELPOELDELS KOl GUUTAYEIC OYKOVG, KO 00OEVEIC VIO SLAPOPES YN LLELODEPATEVTIKES Oy OYEG,
GUUTEPILAUPAVOLEV®VY ay®YDV TTOV TTEPLElyaV 1] deV TEPLeiyav TAatTiva. X auTéC TIG SOKIUES, N
epoetin alfa yopnyoopevn 3 popég tnv efdopdda kot pio popd v efdopdada £xet kataderybel 0Tt
avEAvEL TNV OHOCPALPTV KOl PELOVEL TIG OTALTIOEL Y10 LETAYYIOT HETA OO TOV TPMTO PV
Oepameiog oe avaluikovg acevels e kopkivo. e oplopéveg LEAETEG, 1| OITAN-TVPAT Ao
akolovOnOnke amd pio PACT AVOLYTNG EMCTLAVONG, KATA T StdpKeLd TG omoiog OAot ot aobeveig
élaPav epoetin alfa ko mapoTnprOnke Satipnomn TOL UTOTEAECUATOG.

Ot dBéoipeg evoeilelc vmodeikvhouvy OTL o1 aeOeVeic e OUATOAOYIKEG KaKOT0E1EC Kol GLUUTOYEIC
oykovg avtamokpivovtol e&icov ot Oepameia pe epoetin alfa, kot 611 01 acBeveig pe 1 yopic SmMbnon
TOV HVEAOD TOV 0GTAOV amd Tov OYKO avTamokpivovtal e&icov ot Oepamneia pe epoetin alfa.
Yuykpiown éviaon g ynuetobepaneiag otic opnadec epoetin alfa kot etkovikov QapuUdKov 6TIg
doKEG TNE ynuetoBepomeiog KotadeiyOnke amd po TopdUota TEPLOYN KAT® 0d TNV KOUTOAN
0VdeTEPOPIAV-YpOVOL oe noBeveig mov vmoPfAnOnkav e Bepamneia pe epoetin alfa kot acBeveic mov
Ehafav etovikd PApuaKo, KaOMOS Kot 0o [ TopOHolo ovaioyio acOevadY 6TIC OUASES TTOL
vroPAnOnkav oe Bepaneio pe epoetin alfa kot oTic opadec oL ELaPav EIKOVIKO PAPUAKO, TOV OTOImV
ot amoAvTol aptfpol ovdetepopirmv peiddnkay kdtw amd 1.000 kor 500 koTTapo/pl.

Y& pio TPOOTTIKT), TUYOLOTOUEVT, SITATN-TVOAT|, EAEYYOLEVN LE EIKOVIKO QApLaKO SoKIUN 1) oTtoia
dedybnie o 375 acleveic pe avorpio ot omoiol euEaviLay SOPOP®V TOTMV UN-HUVEAOYEVELG

Koo feteg ko Aappavay ynuetobepaneio yopic Thativeg, onueiddnke pio onpavtikny peimon ota
CLUUTTOUOTO TOV oYeTIloVTay e TNV avotpic (T.y. KOTMGON, LEIOUEVT] EVEPYELN KoL EAGTTMOOT TNG
dpacTNPIOTNTOC), OTMG ALTA UETPNONKAV LLE TO, TOPUKATD OPYOVO Kot KATHOKES: YEVIKT KATLoKa
Agrrovpying A&ohdynong g Avarpiog katd tn Oegponeio Tov Kapkivov (Functional Assessment of
Cancer Therapy-Anaemia, FACT-An), khipaka k6mwong FACT-An, kot KAipoko Kapkvikdv
Ipoppikedv Avoroyov (Cancer Linear Analogue Scale, CLAS). Abo dhAeg pikpdtepec,
TUYOLOTOMUEVES, EAEYYXOLEVES LE EIKOVIKO QAPLOKO SOKLUES Oev KaTdpepay va amodei&ovv kdmola
onuoavtikn Peitioon eni tov topapéTpov g tototntag Long facet g khipakag EORTC-QLQ-C30
1 CLAS, avtictouyo.

H emPicoon kot n eEEMEN TV OYK®V EETAGTNKAV GE TEVTE UEYOLEC EAEYYOUEVEC LEAETEG OTIC OTTOTES
copmeptnednkay 2833 acBevels, and Tig onoieg o1 TE0oEPIS NTOV SIMAEC-TVOAEG EAEYYOLEVES e
EIKOVIKO QAPLOKO HEAETEG KOt 1] pid )TOV aVOLKTH HEAETN. XTIg HeAéTeg evdyOnkay eite aobeveig mov
vroPdArlovtay oe Bepoameia pe ynuetobepaneio (dVo uekéteg) eite ypnooromdniay tinbvouol
acBevdv otoug omoiovg ot ESA dev evdeikvuvtat: avorpio oe aobeveig pe Kopkivo ol onoiot dgv
Adupavav ynuetoBeponeio kol acBevelg pe Kapkivo TG KEQOANG Kot TOV TpayNAoL Tov Adupavay
axtvodepaneio. To emBountod €Minedo GLYKEVIPOONS apoc@alpivng oTig 600 uekéteg frav > 13 g/dl
(8,1 mmol/l), evd otic vedrowmeg tpeig peréteg rav 12 éwg 14 g/dl (7,5 éwg 8,7 mmol/l). v
avOIKTn HeAETT dev Topatnpnnke dapopd ot cuvorkr emPioon petald Tav achevdv 6Tovg
omoiovg yopnynonke avacvvovacuévn avlpomvny epvbpomontivn Kot 6T ATop EAEYYOV. XTIg
TEGGEPLG EAEYYOUEVES LLE EIKOVIKO QAPUOKO PEAETEG, O AOYOL KIVOUVOL Y10, T GUVOALKT EMPimon
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KopdvOnkav petalo 1,25 kai 2,47 vrép tov atdpmv eAEyyov. AVTEC Ol LEAETEC KATESEIEAY JLLdL
otafepn, ave&yntr, OTATIGTIKA SUOVTIKY avénon g Bvnootntog oe acbeveic e avaipio
oyetiopevn pe didpopovg cuvnbelg Kapkivoug, ol omoiot Adpfavay avacuvovacuévn avBpomivn
gpvBpomomntivn, o€ oyéon Le to dropo eAéyyov. To amotérespa TG cuVOAKNG emPBimong oTig
SoKIpEG Oev Umodpece va, eEnyndel tkavomomtikd amd Tig dSlopopEg otV ELPAVIoN BpouPmong Kot
GYETIK®V EMTAOK®V HETAED TV ATOUWOV TOV AAUBavay avasuvdvacévn avipomvn epvbpomontivn
Kol EKEVOV 6TV OLLAd0L EAEYYOV.

[payuoatomomdnke exiong o avéivon dedopévav oe eninedo acbevmv, oe 13.900 kapkivonabeic
(vmd ynueoBepameio, axktivobepamneia, ynueto-aktivobepaneia, 1 kopio Oepanein) TOL GLUUETENYAV GE
53 eheyyoueveg Khviég dokipég pe drdpopeg emoetivec. H peta-avdivon tov dedopévmv GUVOMKNG
emPioong £dwoe o ektipnorn onueiov Adyov kvduvov 1,06 viép tov poaptopav (95% CI: 1,00, 1,12,
53 doxuég ko 13.933 acbeveic) kot yio Tovg kapkivomadeig mov AduPavay ynuetobepaneio, o Adyog
KvdOvov cuvorikng emPioong frav 1,04 (95% CI: 0,97, 1,11, 38 doxipéc ko 10.441 acBeveic). Ot
peta-avaAvoelc £de1&av eniong otabepd Evav onUAVTIKG dvENIEVO GYETIKO Kivouvo Opopufosppoiikmv
ovppaudtov oe kapkivoradeic mov Adupavay avacvvdvacuévn avlparivn epubporomtivn (PA.
Topaypago 4.4).

Mia Tuo1oTOMULEVT], OVOLKTY|, TOAVKEVTPIKY HEAETT TparyaTomomOnke o€ 2.098 yuvaikeg pe avorpio
UE LETOOTOTIKO KOPKIVO TOV UOGTOV, Ol 0Ttoieg EAafav ynuelobepameio TpdTNG YPOUUNE 1| 0e0TEPNS
YPOUPNG. AT NTaV o LEAETN U KATOTEPOTNTAG TOL GYESIAGTNKE Y10 Vo omoKAEsOel i katd
15% avénon Tov Kvddvov yio eEEMEN TV O0yK®V 1 Bavdtwv pe v epoetin alfa cuv to TpdTLTO
nepiBoiymc (SOC) o obykpion pe 1o SOC povo. H didueon ehenbepn e&gMéng emPimon (PFS) avda
a&loddynon g e£EMENG ™G vOGoL amd Tov gpguvnth NTav 7,4 pnveg oe kKabe okérog (HR 1,09, 95%
ClI: 0,99, 1,20), vmodekvhovtag 6Tt 0 6TOYOG TNG LEAETNG deV ekmANpdOnKe. Katd tnv kAtvikn
amokomn, avaeépOnkav 1.337 Oavatol. H diaueon cuvolikn emiBioon otnv oudda epoetin alfa cuv
SOC ftav 17,2 ufiveg og ouykpion pe 17,4 unveg otnv opdoda tov SOC povo (HR 1,06, 95% ClI: 0,95,
1,18). Znuavtika Ayotepot acbeveig EhaPav petayyioeig RBC o1o okélog epoetin alfa cuv SOC
(5,8% évavtt 11,4%)- mot660, onuoviikd tepiocdtepol acheveic iyav Opoupotind ayysioxd
£ME160010 670 6KELOG epoetin alfa cuv SOC (2,8% évavtt 1,4%).

Lpoypoyua avtoloyne petayyiong

H enidpaon g epoetin alfa otn dievkoAvVeN TG KaTdBeong avtdAoYoL aiplatog o€ acbeveic e
yopunAd erineda apotokpitn (< 39% kon yopic vroxeipevn avorpio Ady® ovemdpkelos GldNPOL) ot
omoiol &xovv poypappatiotel yio peilov opBomedikd yepovpyeio a&loroynonie o pio STAN-TLEAY,
gleyyopevn Le EIKOVIKO PApPUOKO HeAETN 1) omtoia dlevepynOnke oe 204 acbevelg, kot pio Lovi-ToeAn,
eAEYYOLEVN LE EIKOVIKO QAPLOKO LEAETN o€ 55 acBeveic.

211 SIMAN-TVEAT PEAETY, o1 acBeveig vroPfAnOnkav og Bepaneia pe epoetin alfa 600 [U/kg 1y Edafov
EIKOVIKO Papuoko evoopAePing pio @opd tnv nuépa kabe 3 mg 4 nuépeg yo 3 gfdouadec (cuvolikd
6 dooe1g). Katd péco 0po, o1 acbeveic mov vmofAndnkav oe Oepamneia pe epoetin alfa frav wavoi va
TPOTAHEGOVY CTUOVTIKG TEPIOTOTEPEG LOVASEG apatog (4,5 povddeg) amd 6,1 o1 aobeveig mov
ElaPav eucovikd eapuaxo (3,0 povadeg).

2T povn-oumAn pelétn, ot acBeveic vofAndnkoav o Oepancio pe epoetin alfa 300 TU/kg 1 600 1U/Kg
N éhafov eiovikd eapuoko evOoPAERimg pia eopd TV Nuépa kKabe 3 £wc 4 nuépeg yia 3 efoopndadeg
(ovvolikad 6 66ce1g). O acbeveic Tov vrofAnOnkav oe Bepameio pe epoetin alfa Ntov exiong wcovoi va
npokatafEcoVY onUavVTIKG TEPLocOTEPES LOoVAdES aipatog (epoetin alfa 300 IU/Kg = 4,4 novédec,
epoetin alfa 600 1U/kg = 4,7 povadeg) and 6,11 o1 acbeveic mov EAafav eIKOVIKO QAPLAKO

(2,9 povadeg).

H Oepaneio pe epoetin alfa peiwoe tov kivovvo £kBeong oe aAloyevikd aipo kotd 50% oe cuykpion
pe acbeveig mov dev ElaPav epoetin alfa.

Meilov opBomediro yeipovpyeio

H enidpaon g epoetin alfa (300 TU/kg 1 100 TU/kg) otnv ékBeon o€ petdyyion aAloyevikol aipatog
&xet a&loloyn0el o€ Lo EAEYYOUEVT E ELKOVIKO PAPUAKO, SITAN-TVEAT KAMVIKT S0KIUN GE EVAAIKEG
aoBeveic ympic avemdpkelo o1d1NPOL 01 0Toi0L Elyav TPoypappoTioTel Yo peilov opBomedikd
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yewpovpyeio 610 10Yio 1} oo Yovato. H epoetin alfa yoprynnie vwodoping yia 10 nuépeg tptv amd 1o
YEWPOVPYELD, KOTA TV NUEPA TOV YELPOLPYEIOD, KAOBMGE Kot Y1 TEGGEPLS NUEPES LETA TO YEPOLPYETD.
O1 aoBeveic oTpmpoTomomOnKay cOUEOVA UE To apykd eninedo apoceorpivng (< 10 g/dl, > 10 éog
<13 g/dl ko > 13 g/dl).

H epoetin alfa 300 IU/kg peimwoe onuavtikd Tov Kivouvo aALOYeEVIKNG LETAYYIoNG € acOeVEIC Le
atpoc@apivn mpo g Bepanciog > 10 g < 13 g/dl. Aéka £E1 T01G ekatd TV 060EVOY OV
vroPAnOnKav oe Bepaneio pe epoetin alfa 300 [U/kg, 23% ekeivov mwov vroPfAndnkoy oe Bepancia pe
epoetin alfa 100 TU/kg ko 45% exeivov mov EAafay £1KoviKd QAapUaKO YPEIACTNKOY HETAYYIOT.

Mia ok avolyTg ETGNUAVOTG, TAPIAANAWDY OUAO®V GE EVAAIKA ATOLN Y®PIG OVETAPKELL
o13MPov pE apocolpivn po g Bepomeiog > 10 émc < 13 g/dl o1 omoior iyav mpoypappatioTel yio
ueilov opBomediko yeipovpyeio 6to 1oyio 1| 6To Yovarto cOykpive TV epoetin alfa 300 1U/kg
vrodoping pio eopd v Nuépa yio 10 nuépeg mpv amd to yepovpYEio, KATA TV NUEP TOV
YEPOLPYEIOL Ko Yot TEGGEPLS NUEPEG LETA TO Yepovpyeio pe epoetin alfa 600 [U/kg vrodopimg pia
@opa TV efdoudda yio. 3 efSOUAdEC TPV A0 TN YEPOLPYIKY EXEUPACT KoL KATE TNV NUEPO. TNG
YEPOVPYIKNG EMEUPACTC.

Amd mpo g Bepaneiog Emg TPo TOL YEPOoLPYEioL, N HEOT AENGT TG ALocEaLPivg TNV OUAda TMV
600 TU/kg v £fdopada (1,44 g/dl) frav dVvo popéc exeivn mov mapatnpHOnke TNV oUAdO TV

300 IU/kg v nuépa (0,73 g/dl). Ta péca eninedo opoc@apivig nTav Topopuotd yio tig SHo opades
Oepamneiog kab' OAn N peteyyePNTIKN TEPi0DO.

H epvOpomontikn avtamdkpion wov mapotnpnonie kot oTig Vo opddeg Bepameiog eiye ¢
AmOTEAEC O TAPOLOLY TOGOGTA HeTdyyions (16% oty opdda twv 600 IU/kg v efdopdada kar 20%
otV opdda twv 300 IU/kE v nuépa).

Ocpameio evilikwy aolevay ue younlo — 1 evoigueso-1 — kivovvo MAX

& oL TUYOLOTOINUEVT], SITAG TOPAT, EAEYXOUEVT LE EIKOVIKO QAPLOKO, TOAVKEVTPIKT LEAETN
a&l10A0YNONKE 1) OTOTEAECUATIKOTNTO KoL ] aopAAEln TG epoetin alfa oe eviilkeg acBeveic pe
ovorio, pe younid — i evoldueco-1 — kivouvo MAX.

Ot acBeveic otpopatorodnkay fdcel Tov emmédov g epvBpomomtivng opov (SEPO) kot trng
TPONYOVLEVNG KATAGTACTG LETAYYIoNG Katd TN dtohoyn. Ta Pactkd apyikd yopokTnploTIKA Y10, TO
otpopa < 200 muU/ml tapovoidloviol 6Tov TOPUKAT® TIVOKO.
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Apyika yopakTnpLeTika a60evov pe sEPO < 200 mU/ml kotd ™ drohoyn

Tvyoromoinon
Zovoro (N)?P Epoetin alfa Ewovikd pdppoxo
85" 45

Awohoyn sEPO <200 mU/ml (N) 71 39

Awooeoapivn (g/l)

N 71 39
Méon tiun 92,1 (8,57) 92,1 (8,51)
Atdpeon Tun 94,0 96,0
Evpog (71, 109) (69, 105)
95% CI yio T péomn Tiun (90,1, 94,1) (89,3, 94,9)

IIponyovueveg petayyioeg

N 71 39

Nou 31 (43,7%) 17 (43,6%)
<2 povadeg RBC 16 (51,6%) 9 (52,9%)
> 2 ko < 4 povadeg RBC 14 (45,2%) 8 (47,1%)
> 4 novadeg RBC 1 (3,2%) 0

Ox 40 (56,3%) 22 (56,4%)

* T évav acBevn| dev vnpyav dedopéva SEPO
P ¥10 otpdpe > 200 mU/ml, 13 acleveic avikav oty opdda tng epoetin alfa kot 6 acOeveic ot
OULAdO TOL EIKOVIKOD PUPUAKOD

H epvBpoctdikn avtamodkpion opiotnke cOLPvO pe Ta kptnipla T AteBvovg Opddog Epyaciog
(IWG) tov 2006 mg ovENoN ™ apoceapivng > 1,5 g/dl and v apywn Tipn M o¢ peimon Tov
povadwv RBC mov petayyiotnkoy Kotd amoivto apifpd tovhdayiotov 4 povadmv kdbe 8 efoopddeg
SLYKPLTIKA pE TIC 8 eBSOUAdES TPV amd TV apyIK a&loAdynomn Kot SIOPKELD AVTOTOKPIONG
TovAdyioTov 8 efdopdded.

H epuBpoetdikn avtamodxpion Katd tn S1dpKeld Tov Tpatev 24 efdouddny TG LeAETNG KoTadElyTnKE
o€ 27/85 (31,8%) acbeveic e ouddag tng epoetin alfa e oOyKkpion pe 2/45 (4,4%) acOeveic g
opadag ekovikod papudiov (p < 0,001). OAot o1 acBeveig mov avtamokpifnKoy aviKay 6TO GTPOLA
pe sSEPO < 200 mU/ml kotd ) Sidpketa g 010A0yhG. T0 cvykekpiévo otpopa, 20/40 (50%)
acBeveic yopic Tponyodueveg petayyioelg katédel&av epuhpoetdikn avTamdKpIon KoTa T SiipKeLd
TOV TPOTOV 24 efdouddnv, cuykpriikd pe 7/31 (22,6%) acbeveig pe mponyoduevec petayyioelc (6o
aoBeveig [le TpoNyoLUEVN UETAYYIOT TETVYOV TO TPOTELOV TEAKO orueio Pdoet TG pelmong Twv
povadwv RBC mov petoyyiotnkoy Kotd amoivto apifpd tovhdyiotov 4 povadmv kdbe 8 efoopdadeg
OVYKPITIKA tE TI¢ 8 gfdopadeg mpv amd v apyikn a&loldynon).

O dqpecog xpdvog amd v apytkn a&loAdynon Ewg TV TPMOTI LETAYYIOT TV GTOTIGTIKE CULAVTIKA
UEYOADTEPOC GTNV Opada TG epoetin alfa cuykpitikd pe To etkovikd eapuako (49 évavtt 37 nuepav,
p = 0,046). Metd and 4 efdopddeg Bepameiog, 0 ¥pOVoG £MG TNV TPMTN UETAYYIOT ovénonke
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TEPAUTEP® GTNV Opada TG epoetin alfa (142 évavtt S0 nuepav, p = 0,007). To m0606TO TV 06OEVDY
7oL VIoPANONKaY 6E pEThyylon 6TV opdda TG epoetin alfa pelwbnke and To 51,8% otig 8 efdopddeg
7P omd TNV apyikn agloldynon oto 24,7% petadd tov efdopddmv 16 kot 24, cuYKPITIKA e TNV
OULAdO TOL EIKOVIKOD PUPLAKOV 1 0Tola EPLPAVIcE ahENCT] 6TO TOc00TO HeTayYicewy amd to 48,9%
610 54,1% xatd v o ypovikn mepiodo.

TMoudwarpikdc TANOvoudC

Xpovio veppikl averopkelo.

H epoetin alfa a&loAoynOnke oe pio avoryTig EMGHLAVONG, U1 TUYOIOTOUNUEVT], OVOLYTOD
0GOAO0YIKOV €0POVG KAVIKY HEAETN dudpkelag 52 efdouddwv o mandiatpikovg acbeveic pe CRF mov
vroBdAlovtay og arpodwiion. H didpeon niwio tov acBevav mov evtdydniav otn pelét frav
11,6 étn (evpoc 0,5 éwg 20,1 £n).

H epoetin alfa yopnynOnke ota 75 [U/kg/efdoudda evooplefimg oe 2 1} 3 dropepévec SO0ELG LETA TNV
apodwiton, tithomomuévn kota 75 1U/kg/efoopdda oe dtuotnuate tov 4 efdouddnv (ng éva
uéyoto 300 TU/kg/efdopada), yia tnv enitevén wog avénong g arpocearpivng 1 g/dl/ufiva. To
emBuunTo £6poc cLYKEVTIP®ONG atpoceapiving nrav 9,6 £mc 11,2 g/dl. Oydovra éva to1g ekatd TV
aofevav TETVYAV TO EMIMESO GLYKEVTPOOTG aptocealpivine. O d1dpuecog xpovos £mG To GTOYO MTaV

11 efdopadec ko n didpeon d6om oto 610y Nrov 150 IU/kg/efdopnada. Amd toug acbeveic ol omoiot
mETVY AV TO 6TOY0, 90% TO EKavay LE EvVO 0GOLOYIKO Gy 3 Popég TNV efdopdda.

Metd amd 52 efdouddesg, 57% tov acbevav mapéusvay otn HeAET, Aappdvovtag tn didueon d6om
tov 200 IU/kg/efdouada.

Ta kKhvikd dedopéva pe TV vITOdOPLO YOPNYNOT OE OO EIVOL TEPLOPIGUEVO. XE 5 HKPES, AVOIKTEG,
un ereyyopeveg uehéteg (o aplbpog tav acbevov kopdvonke omo 9-22, covoro N = 72), epoetin alfa
yopnynOnke vrodoping oe Todd oe docelg Evapéng 100 IU/kg/efdopada g 150 TU/kg/efdoudda pe
duvarotnta avénong £oc kot ota 300 [U/kg/efdopndda. Xe avtég Tig HeAETES, 01 TEPLGGOTEPOL NTAV
acbeveic mpo-apodwitong (N = 44), 27 acBeveig voParlioviay 6€ TEPITOVALOSOALGT Kot 2
VIOPAALOVTOY GE ALOSTOAIST] LE NAKIOKO gVPOG amd 4 unvav £0¢ 17 etdv. Zuvolikd, avTtég ot
peAéteg Exovv ueBodoroyikong Teplopioos, oAAG 1 Bepaneio cuoyeticOnie pe Betikég Tdoelg Tpog
VYNAOTEPO EMITEDD OpLOcPaLpivig. Aev avaépOnkay un avopevopeveg avemBounteg evépyeteg (BA.
napdypapo 4.2).

Avauuio gmoyousvy aro ynustobepomeio

H epoetin alfa 600 IU/kg (xoprmyobuevrn evooprefimg 1 vtodoping pio opd tnv efSopdda) £xet
a&roroyn0el og Lol TUYALOTONUEVT], SITAN-TVEAT], EAEYYOLEVT] LLE ELKOVIKO QAPLOKO LEAETN

16 £foopad®V KoL GE L0 TUYOLOTTONLEVT], EAEYXOUEVT], avolkTh pekétn 20 gfdopdadmv og
Tod1aTpLKong acbeveic pe avoipio ot omoiol ELafav HLEAOKATACTAATIKY ynpelobepameio yio T
Oepameio S10QOPOV TOTWV UN-HVEAOYEVAV KAKONOEIDV TNG TodIKN G NALKIAG.

2 pekétn 16 gfdouddov (n = 222), otovg acbeveig mov Erafav Bepaneio pe epoetin alfa dgv

TapoTN P ONKE GTATIOTIKA GMUAVTIKN ETIOPACT OTIS OVOPEPOUEVEG OO TOVG acBeveic 1] avapepOpeVES
a6 Tovg yoveig Babpoioyieg Paediatric Quality of Life Inventory (Amoypaen [Toudiatpikig
[owtrag Zmng) | Cancer Module (Ewdwkd Epotnpatoroyio yia tov Kapkivo) oe coykpion pe 1o
EIKOVIKO PAPUOKO (TP®TEVOV TEAIKO ONUEl0 amoTeEAEGHOTIKOTNTOG). EmimAéov, dev mapatnpnonie
OTATIOTIKN S10popd UeTa&D TOV TOGOGTOL TV acbevav o ypeldomray petoyyicelc pRBC peta&o
NG opdidag epoetin alfa kat Tov €1KOVIKOD PUEKOV.

2 pekétn 20 gfdouddwv (n = 225), dev mopatnpnnike oNUAVTIKY S10POPE GTO TPMOTELOV TEAIKO

ONUELD OMOTEAEGLOTIKOTNTAG, ONA. GTO TOGOGTO TV acbevdv Tov ypetdokay petdyyion RBC petd
v Hpépa 28 (62% tov acBevov pe epoetin alfa évavtt 69% tov acBevav pe Tomiky| Bgpomeia).
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52  ®appoxoxivnTikég 1016TNTES

Amoppopnon

Metd v vodopia Eveon, Ta enineda g epoetin alfa otov opd £pbacav Eva péyioto eninedo petalop
12 ka1 18 wpdv petd m 8601. Agv VITPEE GLGGMPELGT PETA OO YOPNYNON TOAAATADY OOCEWV TOV
600 IU/kg yopnyoduevmv vrodoping o efdopadiaio fdor.

H amolvt Brodiabecipnotnto T vmodoplag evéoiung epoetin alfa etvar mepimov 20% oto vyu) dtopa.

Kozovoun
O péooc oykoc katavoung frav 49,3 ml/kg petd and evéopréfieg d6oeig 50 ko 100 TU/kg oe vy

dropa. Metd and evoopAEfia xoprynon tng epoetin alfa oe dtopa pe ypoVIO VEPPIKT| OVETAPKELD, O
OyKo¢ Kotavopung kopavinke omd 57-107 ml/kg petd and spanal docoroyia (12 TU/kE) éwg

42-64 ml/kg petd amd molhomdn docoloyio (48-192 TU/kg), avtictorya. Q¢ ek T00TOL, 0 dYKOG
KOTOVOUNG Elval EALAQPAOS LEYOADTEPOC OO TO YDPO TAAGUOTOG,

Amofoin

H nuicewo (o1 g epoetin alfa petd amd v evéoeréPia yopnynon mtolhamimv d0cemv gival mepimov
4 ®pec 6T0 VY dTOUA.

O ypdvoc nuicetog Long g vwodoPLUg 060V EKTILATAL OTL Elvor Tepimov 24 dpeg 6T LY ATOUA.

H péon CL/F yia ta oynpato 150 1U/Kg 3 @opéc v efdopdda kor 40.000 TU pia popd thv £fdoudado
og vym atopa Nrov 31,2 ko 12,6 ml/h/kg, avtictoya. H péon CL/F yuo ta oyfuote 150 1U/Kg,

3 popég v gfdopada kot 40.000 IU, pia eopd v efS0oUAO0 GE QVOLUIKO GTOUN LE KOPKIVO NTaV
45,8 xou 11,3 ml/h/kg, avtictoyo. ta TeplocOTEPA AVOLUIKG ATOUO UE KOPKIVO TTOVL Adpufavoy
Kok ynueobepaneio, 1 CL/F frov yauniotepn petd amd vnodopieg dooelg twv 40.000 TU pia
@opd v gfdopada kar 150 1U/KY, 3 @opéc v efdoudda oe ohykpion Ue TIC TIHES Yo vy dTopa.

Ipoyyurxotnro/un ypouuixdtnro,

e vy dropa, TopatnpnonKe o avéioyn pe T d6om aHENCT TOV GLYKEVIPOGE®DY TNG epoetin alfa
otov 0po LeTd omd evoopAEPLa yopriynon 150 kai 300 1U/KG, 3 popéc tv efdopdda. H yoprynon
gpamaé d6cewv 300 £wg 2.400 IU/kg vmoddpiag epoetin alfa glye g amoTéELEGUO, [LLOL YPOUUIKT GYECT
peta&d g péong Cmax kot TG 000G kal peta&d tng pnéong AUC kot g d6omg. Mo avtioTpoemg
avéioyn oxéon Hetaly TG eovOoueVNG KAaBapong Kat Tng 0061 GNUEL®ONKE GE VY] ATOLO.

2T1G LEAETEC Y100 TN SLEPEVVTON| TG EMEKTUGNG TOV d0Cc0A0YIKOV dtaetipatog (40.000 1U pia gopd tv
gBdopdoa xat 80.000, 100.000, xar 120.000 IU dvo @opéc tnv efdopdda), Tapatnpnonke po
YPOUUIKT 0AAG Ol avAhoyn He T d00T oyéon HETOED TG HEOTG Cmax KO TNG 0OGTG, KOl LETAED TNG
AUC xot g 860mMG 6€ 6TOOEPOTOINUEVT KATATTOON.

DapUOKOKIVITIKES/ POPUAKOOVVOUIKES TYETELS
H epoetin alfa mapovcialet po oyetikn pe tn 66om ENIOPOCT OTILS ALLLOTOAOYIKESC TAPAUETPOVG, N
omoia etvat aveEdptnn amd TV 050 YOpPNYNoNG.

Haidrozpiroc minBoouog

"Exel avagepbei nuiceia (o1 mepimov 6,2 £0¢ 8,7 opdv o€ Tondid e ¥pdvia VEQPIKN OVETAPKELN LETA
omd evoopAEPLa yoprynon moAhamiadv docewv epoetin alfa. To gappakokvnTikd mpoeid g epoetin
alfa ota Tond1d ko tovg ePrifovg eaiveral Tt Elvan TAPOLUOLO LE EKEIVO TOV EVNMK®V.

To popuokokvnTikd dedopnévo ot VEOYVE ival TEPLOPICUEVAL.

Mo pedét oe 7 mpdmpa veoyva ToAD younAoD fapovg katd tn yévvnor kot 10 vyieic evijAikeg oTovg
omoiovg yopnynonke evéopAéfia epvbpomomtivn vaédeile 0L 0 GYKOG Katavoung ftav mepinov 1,5
£0¢ 2 POPES LYNAOTEPOG OTA TPOWPX, VEOYVA aTtd §,TL GTOVE VYIElG EVAMIKES, KO 1) kKdBapomn fTov
mepimov 3 Popég LYNAOTEPT GTA TPOWPX VEOYVA amd O,TL GTOVG VYIEIG EVIAIKEG.

Negpikn averdpkeio.
e acbeveig pe gpdvia veppikn avendpketa, n npicsia {on g evoopieimg yopnyobuevnc epoetin
alfa eivan Eha@pdg TapaTETOUEVT, TEPITOV 5 DPEG, GE GVYKPIOT UE VYL UTOUO.
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5.3 IIpoxivika doedopéva Yo TNV d6@arela

e ToEIKOLOYIKEG LEAETEG EMOVOLALPOVOLEVOV dOCEMV TTOV £YIVOV GE GKUAOLG KOl GE 0LPOLPAIOVC,
oAAG Oy o€ mBNKovg, N Bepameia pe epoetin alfa cuoyetiotnke pe VIOKAWVIKNY (V@GN TOV HLEAOD TOV
oot®Vv. H tvwon tov pedod Tmv 06TV €lval pia yVvmoTh ETUTAOKT TG ¥POVING VEQPPIKNG OVETAPKELOG
otov avOpmmo Kot pmopel va oyeTileTan Le devTEPOYEVN VIEPTOPABVPEOEIOIGHO 1| LUE AYVOGTOVG
TOPAYoVTEG. X pia LEAETN oL £yve og acBeveic mov vToPdAlovtay o€ alpodtvAlon Kot Adppovoy
OepamevTikn aywyn pe epoetin alfa yuo 3 ypovia, 1 cuyvoTTA ELEAVIOTG TG TVOOTG TOV LVELOD TV
00TMV 0V aVENONKE 6€ cUYKPLOT LE Lo avTioToyn opdda Laptopwv Le acbeveig mov vrofdAlovtay
o€ aodtOAoN aALG dev AduPavay BepamevTikn aywyn pe epoetin alfa.

H epoetin alfa dev endyetl Paxtnploxég yovidrokég petarraéelg (dokipacio Kotd Ames),
YPOUOCMUATIKEG AVOUUAIEG GE KOTTAPO, ONAAGTIKAOV, WIKPOTVPTVEG GTOVE TOVTIKOVG, 1] YOVIOLOKN
petdAraén otn 0éon HGPRT.

Agv &govv die€aybel Lakpoypovieg HEAETEG AVAPOPIKA LLE TO OVVOUIKO KOPKIVOYEVESTGC.
Avtikpovdpeveg avaeopés ot Piioypagia, pe Bdon in vitro evpruata mov £xovv TPoKLYEL 0md
avOpOTIVA VEOTAAGHATUKY OELYLOTA, DTOSEIKVOOVY OTL 01 EpLOpPOTOMTIVES HTOPOVV VA TTaiEOVY
K010 POAO MG EMAYWOYELG TOV TOAAUTANCIOGHOD TV O0YK®V. H onpocio avtod dpwmg dev etvar capng
o€ 0,TL aPopd TNV KAVIKT Tpdén.

g KUTTOPIKES KAAALEPYELES ovBpMTIVOL LVEAOD TV 00TMV, 1) epoetin alfa deyeipel cuykekpiéva tov
gpLOpoTOMTIKO pnyoviopd Kot dgv ennpedlet TV TapayYT TV AEVKOV oiplocarpiov. Agv ntov
avIVeEDOIIES KUTTOPOTOEIKEG EMOPACELC TNG epoetin alfa ota KOTTOPA TOL LVELOD TOV OGTMV.

On peléteg mov £ywvav og (oo katédel&av, Tmg 1 epoetin alfa peidvel to copotikd Bapog Tov
euPpoov, emPpadvvel Tnv ooteomoinomn Kot avEdvel Tnv gpPpuiky Bvnopdtna 6tav yopnyeital o
gpdopadiaicg 60celg oL eivar TEpimov 20 TAAGIEG TS CLVIGTOUEVNS Efdopadiaiog dOGNE GTOV
avOpwmo. Ot LeTOPOAEC OVTEC EpUNVEDOVTUL MG OEVTEPOYEVEIG TNG HEIOUEVNG TPOGANYNC PApovg TG
unTepag.

6. ®APMAKEYTIKEX IAHPO®OPIEX
6.1 Katarloyog ekdéymv

Natpro pooeopikd d166EIvo dtHdpikd
AwaTplo @mcEoptkd StHdpKo

Natpro yroprodyo

IMookivn

[ToAvcopPko 80

"Yowp yio evéoipa

Ydpoyrwpucd 0D (yio pvOuion tov pH)
Natpiov vOpo&eidio (Yo pOOon tov pH)

6.2 AovpPatotnTeg

EXkeiyel peletdv oyetikd pe tn cupfototnta, T0 Topodv QAPUOKEVLTIKO TPOIOV OEV TPEMEL VA
OVOPLETYVOETOL LLE AL POPLLOKEVTIKE TPOTOVTAL.

6.3 Awdpxkera Cong

2 ypévia

6.4 Iowitepeg mpoPuAdEels kKaTd T OLAEN TOV TPOIOVTOG

Ddvidocoete ko petapépete og Yoyelo (2°C émg 8°C). Avtd 10 g0pog Beppokpaciog Tpémet va
dlotnpeitar 6TeEVA PEYPL TN YopNyNon Tov acbevi.

2NV TEPINTMON TNG TEPIMATNTIKNG ¥PNONS, TO TPOTOV Umopei va fyet omd To yoyeio, ywpig va

enovaronofetnOel, yio péyioto ypovikd ddotnua 3 nuepdv og Beppoxpacio oyt peyolvTtepn Tmv
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25°C. Edv 1o pappakentikd Tpoidv dev £xel ypnoporoindei 6to t€A0g anvToh TOL YPoviKo
dtotnuatog, Oa mpénel va amopplebet.

Mnv katoyvyete | 0vaTOPAGoETE.
DduAdcoete GTNV APYIKN] GLOKEVAGIO Y10, VO TPOGTATEVETAL OO TO PG,

6.5 ®@Yon Kol GLOTUTIKA TOV TEPLEKTN

[Ipoyepicpéveg ovpryyec (Yvoi Tomov I), pue 1 yopic TpootaTeLTIKG KAAVUU BEAOVNG, Ol OTTOIEG
QEpOLY IO, EloYDpMons Le EuPoro (Elaotikd pe Teflon ewtepikd) copayiouéves LG o KOWET.

Epoetin alfa HEXAL 1.000 1U/0,5 ml evéoipo didAvpa og mpoyepuouévn coptyyo.
KdaBe npoyepuopévn odpryya mepiéyet 0,5 ml draddpartoc.
Yvokevacia tov 1 1 6 cuplyyov.

Epoetin alfa HEXAL 2.000 1U/1 ml evéoipo dtdAvpa g mpoyepuouévn copyyo.
KdaBe npoyepuopévn odpryya mepiéyxet 1 ml diaddpartoc.
Yvokevacia tov 1 1 6 cuplyyov.

Epoetin alfa HEXAL 3.000 1U/0,3 ml evéoipo didAvpo og mpoyepuouévn coptyyo
KdaBe npoyepuopévn odpryya mepiéyet 0,3 ml draddpartoc.
Yvokevacia tov 1 1 6 cuplyyov.

Epoetin alfa HEXAL 4.000 1U/0,4 ml evéoipo didAvpo o€ mpoyepuouévn coptyyo.
KdaBe npoyepuopévn odpryya mepiéyet 0,4 ml draddpartoc.
Yvokevacia tov 1 1 6 cuplyyov.

Epoetin alfa HEXAL 5.000 1U/0,5 ml evéoipo didAvpo og mpoyepuopévn coptyyo
KdaBe npoyepuopévn odpryya mepiéyet 0,5 ml draddpartoc.
Yvokevacia tov 1 1 6 cuplyyov.

Epoetin alfa HEXAL 6.000 1U/0,6 ml evéoipo didAvpo og mpoyepuouévn coptyyo.
KdaBe npoyepuopévn odpryya mepiéyet 0,6 ml draddpartoc.
Yvokevacio tov 1 1 6 cuplyyov.

Epoetin alfa HEXAL 7.000 1U/0,7 ml evéoipo didAvpo o€ mpoyepuopévn coptyyo
KdaBe npoyepuopévn odpryya mepiéyet 0,7 ml draddpartoc.
Yvokevacia tov 1 1 6 cuplyyov.

Epoetin alfa HEXAL 8.000 1U/0,8 ml evéoiuo didlvpa 68 Tpoyeucuévn ovpiyyo
KdaBe npoyepuopévn odpryya mepiéyet 0,8 ml draddpartoc.
Yvokevacia tov 1 1 6 cuplyyov.

Epoetin alfa HEXAL 9.000 1U/0,9 ml evéoio diddlvpa 6€ Tpoyecuévn oopiyyo
Kdabe npoyepuopévn ovpryya nepiéyet 0,9 ml diaddpartoc.
Yvokevacia tov 1 1 6 cuplyyov.

Epoetin alfa HEXAL 10.000 1U/1 ml evécipo d1dlvpo Ge TPOyEGUEVT) GVPLYYO
Kdabe npoyspuopévn ovpryya mepiéyet 1 ml daddpartoc.
Yvokevacia tov 1 1 6 cuplyyov.

Epoetin alfa HEXAL 20.000 1U/0,5 ml evéoipo d1ddvpo 6e TpoyeioUévn Gopyyo
Kdabe npoyspuopévn odpryya nepiéyet 0,5 ml diaddpartoc.
Yvokevacio tov 1, 4 1 6 cuplyywv.

Epoetin alfa HEXAL 30.000 1U/0,75 ml evécuo didAvpa o mpoyeopuévn oipryyo
Kdabe npoyspuopévn ovpryya tepiéyet 0,75 ml dtodlvporog.
Yvokevacia tov 1, 4 1 6 cuplyywv.
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Epoetin alfa HEXAL 40.000 1U/1 ml evécipo d1dlvpo Ge TPOyEGUEVT) GVPLYYO.
Kdabe npoyspuopévn ovpryya mepiéyet 1 ml daddpartoc.
Xvokevacia tov 1, 4 1 6 cuplyyov.

Mmropei va, unv KoKAOQPOpPOUV OLEG 0L GLOKEVAGIES.
6.6 Idwitepeg TPoPUVLAEELS OTOPPLYNG KOL AALOS YEIPIGNOG

To Epoetin alfa HEXAL dev npémet vo, ypnoUOTOIEITOL KO TPETEL VOL ATOPPITTETOL

- G€ TEPIMTOON OV TO VYPO £XEL YPOUATIOTEL ) GV Pmopeite va, deite coUATiO Vo EMTAEOVLY
péoa og ato,

- O€ MEPIMTMON TOL 1) GPPAYIOT| £XEL TAPOPLOCTEL,

- o€ mepintwon mov yvopilete | motedete 0TL umopel va £xel kot AdBog Katayvydet,

- o€ mepintwon PAAPNS Tov Yyuyeiov.

O1 mpoyeicpéveg ouptyyeg sivat £totpeg yio xpnon (BA. mapdypago 4.2). H mpoygpucuévn copryyo
dev mpénel vo, avakiveitat. Ot aOpryyeg pépouvv avayAveovg dafaduicuévovg SaktuAione, £T01 MOTE
va glvar duvatn 1 peptkn ypnon edv amarteitol. Kabe dwfoabpicpuévoc Saktvilog aviiotoryel og dyko
0,1 ml. To mpoidv mpoopiletan yio pia ypnon povo. Maipvete pio poévo d6on Epoetin alfa HEXAL and
KdOe cVPLYYa, OTOPPITTOVTAG TO TEPIGTIO SIGAVUA TPV TNV EVECT).

Xpnomn mpoysuouévns cLPLYYOC TOV PEPEL TPOGTATEVTIKO KGAvupa BeAdvng

To mpootatevtikd KdAvupo TG BeAdVNG KaAOTTEL TN PEAOVT HETA TV éveon Yia TV TPOANYN
TPOVUATIGLOV ad VOYUO L TN PeAovr. Avtd dev emnpedlel TO PLGIOAOYIKO YEPIGUO TNG SVPLYYOC.
Q0bnote 10 uPoro apyd kot otabepd peEypt va £yl xopnynbel oAdKAN PN 1 dOCT Kot VoL unv UTOpEl TO
éuPolo va meotel mepartépw. Evad cuveyilete va mélete to EuPfolo, amopakpOveTe Tn cvpyya and
Tov acBevn]. Otav apnoete To EPPOA0, TO TPOGTATELTIKO KAALULA TNG BeAdVNG Ba kadvyel T Peddvn.

Xpnon mpoysouévne cVPLYYoS ToL 0 QEPEL TPOTTOUTELTIKO KdAvuuo BEAOVNC

Xopnynote ) 8001 akoAoLODVTAS T0 VN OEg TPOTOHKOALO.

Kdé0e aypnoipomointo Qoprakevtikd Tpoidv 1| VITOAELLO TPETEL VO, ATOPPITTETOL GOUPDVA LE TIG
KOTO TOTOLG 1GYVOVGEC GYETIKES SLOTAEELG.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Hexal AG
Industriestr. 25
D-83607 Holzkirchen
Teppoviadl

8. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

Epoetin alfa HEXAL 1.000 1U/0,5 ml evéoipo didAvpo o€ mpoyepuopévn copryyo
EU/1/07/411/001
EU/1/07/411/002
EU/1/07/411/027
EU/1/07/411/028

Epoetin alfa HEXAL 2.000 1U/1 ml gvéoyuo dtéAvpo. 6€ Tpoyspuicuévn cOptyya
EU/1/07/411/003
EU/1/07/411/004
EU/1/07/411/029
EU/1/07/411/030
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Epoetin alfa HEXAL 3.000 1U/0,3 ml evéoypo Stddvpe 6€ TpoyEGIEVT] GVPLYYO
EU/1/07/411/005
EU/1/07/411/006
EU/1/07/411/031
EU/1/07/411/032

Epoetin alfa HEXAL 4.000 1U/0,4 ml evéoipo Stdlvpo 6€ TpOyeEUIoUEVT GOPLYYO.
EU/1/07/411/007
EU/1/07/411/008
EU/1/07/411/033
EU/1/07/411/034

Epoetin alfa HEXAL 5.000 1U/0,5 ml evéoipo Sidlvpo 6€ Tpoyeicuévn oopiyyo
EU/1/07/411/009
EU/1/07/411/010
EU/1/07/411/035
EU/1/07/411/036

Epoetin alfa HEXAL 6.000 1U/0,6 ml evécyuo dudAvpa 6 Tpoyepiopuévn oopryya
EU/1/07/411/011
EU/1/07/411/012
EU/1/07/411/037
EU/1/07/411/038

Epoetin alfa HEXAL 7.000 1U/0,7 ml evéoiuo Stdlvpo, 6€ Tpoyecuevn ovplyyo.
EU/1/07/411/017
EU/1/07/411/018
EU/1/07/411/039
EU/1/07/411/040

Epoetin alfa HEXAL 8.000 1U/0,8 ml evéoio dtdlvpe, 6€ Tpoyeicuévn oopiyyo
EU/1/07/411/013
EU/1/07/411/014
EU/1/07/411/041
EU/1/07/411/042

Epoetin alfa HEXAL 9.000 1U/0,9 ml evéoipo didAvpo o€ mpoyepuopévn coptyyo
EU/1/07/411/019
EU/1/07/411/020
EU/1/07/411/043
EU/1/07/411/044

Epoetin alfa HEXAL 10.000 1U/1 ml gvécipo d1Glvpo 6e TPOyELGUEVT GVPLYYO.
EU/1/07/411/015
EU/1/07/411/016
EU/1/07/411/045
EU/1/07/411/046

Epoetin alfa HEXAL 20.000 1U/0,5 ml evéoipo didivpo 6e TpoyeioLévn copyyo
EU/1/07/411/021
EU/1/07/411/022
EU/1/07/411/047
EU/1/07/411/053
EU/1/07/411/048
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Epoetin alfa HEXAL 30.000 1U/0,75 ml evécuo didAvpa o mpoyspucpévn oipryya
EU/1/07/411/023
EU/1/07/411/024
EU/1/07/411/049
EU/1/07/411/054
EU/1/07/411/050

Epoetin alfa HEXAL 40.000 1U/1 ml gvécipo d1ddvpo 6e TpoyeoLEVT GOPLYYOL
EU/1/07/411/025
EU/1/07/411/026
EU/1/07/411/051
EU/1/07/411/055
EU/1/07/411/052

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHYX THX AAEIAX

Huepounvia mpdng £ykpiong: 28 Avyovotov 2007
Hpepounvia tedevtaiog avavémong: 18 Iovviov 2012

10.. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopuepn TANPOPOPLOKE GTOLYEIN Y10 TO TUPOV PAPUAKEVTIKO TPOTOV gival S1abEc1ua 6ToV SIKTLOKO
1610 T0V Evponaikod Opyavicpov eapudkev: http://www.ema.europa.eu.
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IMAPAPTHMA 11

ITAPAT'QI'OI THXE BIOAOI'TKQX APAYXTIKHY OYXIAY KAI
HAPAT'QI'OX YIIEYOYNOX I'TA THN AITIOAEXMEYXH TQN
IAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAOEXH KAI TH XPHXH
AAAOI OPOI KAI AITAITHZEIX THX AAETAY. KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI
ATIOTEAEEIMATIKH XPHXH TOY ®PAPMAKEYTIKOY ITPOIONTOX
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A. HAPAI'QI'OI THX BIOAOT'IKQX APAXTIKHY OYXIAY KAI ITAPAT'QI'OX
YIHEY®YNOX I'TA THN AITIOAEXMEYXH TQN HAPTIAQN

‘Ovopa kot dtevfuvon TV Topoy®ydV The BLoAoyIKOC dpacTIKNE OVGIOG

Rentschler Biotechnologie GmbH
Erwin-Rentschler-Strasse 21
D-88471 Laupheim

Teppoavia

Lek Pharmaceuticals d.d.
Kolodvorska 27

S1-1234 Menges
XloPevia

‘Ovopa kot 61evfuvon Tov mopayyol mwov ivol vITeHuvoc Yo TNV atodEGLEVON TOV TAPTIOWV

Sandoz GmbH
Biochemiestr. 10
A-6336 Langkampfen
Avotpia

B. OPOI'H OI HEPIOPIZEMOI XXETIKA ME TH AIAOGEXH KAI TH XPHXH

DopUAKEVTIKO TPOTOV Y1 TO OToio amotteital meplopiopévn wrpikn cvvtayn (PA. Tapdptnua I:
Iepinyn tov Xapaktnpiotikdv tov IIpoidvtog, napdypoapog 4.2).

.  AAAOI OPOI KAI AITAITHXEIX THX AAEIAY. KYKAO®OPIAX
o Ex0fcseig Ileproduiig HapaxorovOnong e Acpdielog

Ot amotnoelg yio v voPoAn ekfécemv TEPLOSIKNG TAPUKOAOVONGNE TNG AGCPAAELOS Y10, TO EV AOY®
QOPUAKEVTIKO TTPOTOV opilovTal 6ToV KATAAOYO e TIg NUEpOUNVies avapopdg T Evoong (katdloyog
EURD) mov mapatifetor otnyv mopdypapo 7, Tov dpbpov 107y, tng odnyiag 2001/83/EK ko kébe
EMOKOAOVONG EMIKOIPOTOINGNG OTTMG SNUOGIEDETOL GTNV EVPOTAIKT SIKTLOKT] TOAN Y10 TO QAP LOKAL.

A.  OPOI'H IEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AITIOTEAEXMATIKH
XPHIH TOY ®PAPMAKEYTIKOY ITIPOIONTOX

o Yyéowo Awygiprong Kivovvou (XAK)

O Kdroyoc Adeiag Kukhogopiag Oa die&aydyet TIC omattovpeveg dpactnploTnTeg Kot mopeUPAacelg
(QOPUAKOETOYPOTTVTIONG OTt®G Topovctaloviatl 1o cuupwvniév ZAK mov napovoidletol otnv
evotnra 1.8.2 g adetag KukAoQopiog Kol 0TolEGONTOTE ETOKOAOVOEC EYKEKPIUEVEC avafemPNOELS
Tov ZAK.

"Eva emucaporompévo ZAK Ba mpénet va katotebet:

. petd omd aitnpa tov Evponaikod Opyavicpod Qoppakov,

o OTOTESNTOTE TPOTOTOIEITOL TO GUGTNLA SLYEPIONG KIVODVOD, EIOIKA MG OMOTEAEG O ANYNG
VE®V TANPOQOPLDOV TOV UTOPOVY VO EXLPEPOVY GNUAVTIKT OAAAYT GTN GYECT] 0QELOVC-KIVOVVOL
N ®O¢ OMOTELEGO, TNG EMITEVLENC EVOC GNUAVTIKOD 0POCTLOL (POPUOKOETOYPVTVIO 1}
eloloTomoIN o KIvduvov).
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IMAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIXHMANXH
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ENAEIZEIX ITIOY IIPEIIEI NA ANAI'PA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Epoetin alfa HEXAL 1.000 1U/0,5 ml evéoyo Stdlvpe 6€ Tpoyecévn oopyyo

Epoetin alfa

‘ 2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

1 mpoyeopévn ovpryyo tov 0,5 ml tepiéyet 1.000 diebveig povadeg (IU) mov avtiotoryovv oe
8,4 pcpoypappdpio epoetin alfa.

‘ 3. KATAAOI'OX EKAOXQN

"Exdoya: vatpio owo@opikd d160Evo dtHdpikd, StvaTplo @oo@opikd dtHdpiko, VATPLo YA®PLOLYO,
yAvkivn, ToAvcopPikod 80, vdpoyropikd o0&y (Yo pubuion tov pH), vatpiov vopoteidio (Yo pubuion
tov pH) ka1 HOWpP Yo EVESIULAL.

BA. 10 @OALO 0INYIDV Y0 TEPICGOTEPES TANPOPOPIEC.

‘ 4, GOAPMAKOTEXNIKH MOP®H KAI INTEPIEXOMENO

Evéoyo dwdlvpa oe Tpoyepucuévn coptyya.

1 mpoyeouévn cvpryyo tov 0,5 ml

6 Tpoyeopéveg cvpryyeg twv 0,5 ml

1 mpoyspopévn ovpryyo tov 0,5 ml pe mpootatevTikd KaAvpupa BEAOVNG 6 TpoyeoUEVES GUPLYYES
tov 0,5 ml pe TpoctatevTikd KaAvppo BEAdVNg

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

IMo vodopa kot evOoPAEPLa Ypriom.
AwBdote T0 PUAALO 0NV YPAONG TPV OO T YPNON).
Mnv avokiveite.

6. EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION IIPEITEI NA ®YAAXXETAI LE OEXH THN OITIOIA AEN BAEITOYN KAI
AEN ITPOXETTIZOYN TA MITAIAIA

Na puidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALdd.

7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EYX)

8. HMEPOMHNIA AHEHX

EXP
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9. EIAIKEYX XYNOHKEX OYAAZEHX

duvidooete Ko petopépete og yoyeio (2°C-8°C).
Mnv katoyoyete.

DVAAGGETE TNV TPOYEUICUEVT) GUPLYYX GTO EEMTEPIKO KOVTI Y10l VO TPOCTATEVETAL TG TO PG,

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TOQN
YIHHOAEIMMATON ITIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Hexal AG, Industriestr. 25, D-83607 Holzkirchen, T'eppoviadl

12.  APIOGMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/07/411/001
EU/1/07/411/002
EU/1/07/411/027
EU/1/07/411/028

13. APIOMOZX ITAPTIAAX

Lot

14. TENIKH KATATAZH I'TA TH AIAOEXH

15. OAHI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Epoetin alfa HEXAL 1.000 1U/0,5 ml

17.  MONAAIKOX ANAI'NQPIZTIKOZ KQAIKOX — AISATIAZTATOZ TPAMMQTOX
KOQAIKAY (2D)

A160106T0TOC YPOUU®TOS KddKaG (2D) mov gépel Tov TEPIANPOEVTO LOVOITKO aVOyVOPICTIKO KOOTKO.
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18. MONAAIKOX ANAI'NQPIETIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

PC:
SN:
NN:
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH/ZYPIITA

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHZ

Epoetin alfa HEXAL 1.000 1U/0,5 ml evéoyuo

Epoetin alfa
IVISC

‘ 2. TPOIIOX XOPHI'HXHX

3. HMEPOMHNIA AHEZHX

EXP

4, APIOMOZX ITAPTIAAX

Lot

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

6. AAAA XTOIXEIA
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ENAEIZEIX [TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZEQTEPIKO KOYTI

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Epoetin alfa HEXAL 2.000 1U/1 ml gvéoyuo dtdAvpo 6€ Tpoysuicuévn coptyya

Epoetin alfa

2. YYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

1 npoyspopévn ovpryya tov 1 ml wepiéyet 2.000 diebveic povadec (IU) mov avtiotoryody 6
16,8 pkpoypappdpio epoetin alfa.

‘ 3. KATAAOI'OX EKAOXQN

"Exdoya: vatplo @oo@opikd d160Evo d1Hdptkd, dSvATPlo pmcopikd d1Hopikod, vATPLo YAwpLovyo,
yAvkivn, molvcsopPikd 80, vopoyrwpud o0& (Yo phOuot tov pH), vatpiov vOpoceidto (Yo pOBucn
tov pH) kot ¥dwp Yo EVESUAL.

BA. 0 pOALO 011DV Y100 TEPIGCOTEPEG TANPOPOPIES.

‘ 4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéopo didAvpa og Tpoyspiopévn cvpiyya.

1 mpoyepopuévn cvpryya tov 1 mi

6 Tpoyecéveg cuptyyes tov 1 mi

1 mpoyspopévn ovpryya tov 1 ml pe mpootoTevTikod KaAvppa BEAdVNG
6 Tpoyeopéveg cvptyyec Tov 1 ml pe Tpootatevticd kdAvupo Beovng

‘ 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

T vrod6p1a Ko VOoPAEPLa xprion.
AwPaote T0 PUALO 0INYIOV XPNOTG TPV O TN (PNOT.
Mnv avakiveite.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IMPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIATA

Na puAdooetol o 0éom, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadId.

7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)
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8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEY YYNOHKEX OYAAZHX

duvidooete Ko petopépete og yoyeio (2°C-8°C).
Mnv kaToyvyeTe.

DuAdcoeTte TNV TPOYEUIGUEVT] GUPLYYO GTO EEDTEPLKO KOVTL Y10l VO TPOGTATEVETOAL OTO TO PWG,.

10. IATIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TON
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Hexal AG, Industriestr. 25, D-83607 Holzkirchen, T'eppoviadl

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/07/411/003
EU/1/07/411/004
EU/1/07/411/029
EU/1/07/411/030

13.  APIOMOX ITAPTIAAX

Lot

14. TENIKH KATATAZH I'TA TH AIAOEXH

15. OAHTI'IEX XPHXHX

16. TMAHPO®OPIEX XE BRAILLE

Epoetin alfa HEXAL 2.000 1U/1 mi

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A163146T0TOG YPAPL®TOS KDdKaAS (2D) mov pépel Tov TEPIANEHEVTO LoVadIKO avoyVOPIGTIKO KOSIKO.
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18. MONAAIKOX ANAI'NQPIETIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH/ZYPIITA

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHZ

Epoetin alfa HEXAL 2.000 1U/1 ml evéciuo

Epoetin alfa
IVISC

‘ 2. TPOITIOX XOPHI'HXHX

3. HMEPOMHNIA AHEZHX

EXP

4, APIOMOZX ITAPTIAAX

Lot

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

6. AAAA XTOIXEIA
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ENAEIZEIX [TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZEQTEPIKO KOYTI

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Epoetin alfa HEXAL 3.000 1U/0,3 ml evéoipo Stdlvpo 6€ Tpoyeicévn ooptyyo.

Epoetin alfa

2. YYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

1 mpoyspopévn ovpryya tov 0,3 ml mepiéyet 3.000 diebveic povadeg (IU) mov aviiotoyodv o
25,2 pikpoypappdpio epoetin alfa.

‘ 3. KATAAOTI'OX EKAOXQN

"Exdoya: vatplo @oo@opikd d160Evo d1Hdptkd, dSvATPlo pmcopikd d1Hopikod, vATPLo YAwpLovyo,
yAvkivn, molvcsopPikd 80, vopoyrwpukd o0& (Yo phOuot tov pH), vatpiov vOpoceidio (Yo pvBucn
tov pH) kot ¥dwp Yo EVESUAL.

BA. 0 pOAAO 011DV Y100 TEPIGCOTEPEG TTANPOPOPIES.

‘ 4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéopo didAvpa og Tpoyspiopévn cvpiyya.

1 mpoyeopévn cvpryyo tov 0,3 ml

6 Tpoyecpéveg cuptyyes tov 0,3 ml

1 mpoyspopévn ovpryya tov 0,3 ml pe mpootatevTikd KGAvpa BEAOVNG
6 Tpoyeopéveg cvptyyeg Twv 0,3 ml pe Tpootatentikd KdAvppo BeAdvng

‘ 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

T'a vrod6p1aL Ko EVOOPAEPLaL Yprion.
Awfaote 10 PUALO 0ONYIOV XPNOTG TPV O TN (PNOT.
Mnv avakiveite.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IMPOION MPEIEI NA ®YAAXXETAI E OEXZH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIATA

Na puAdooetol o 0éom, TV omoia dev PAETOLY Ko dev Tpoceyyilovv Ta TadLd.

7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)
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8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEY YYNOHKEX OYAAZHX

duvidooete Ko petopépete og yoyeio (2°C-8°C).
Mnv kaToyvyeTe.

DuAdcoeTte TNV TPOYEUIGUEVT] GUPLYYO GTO EEDTEPLKO KOVTL Y10l VO TPOGTATEVETOAL OTO TO PWG,.

10. IATIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Hexal AG, Industriestr. 25, D-83607 Holzkirchen, T'eppoviadl

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/07/411/005
EU/1/07/411/006
EU/1/07/411/031
EU/1/07/411/032

13.  APIOMOX ITAPTIAAX

Lot

14. TENIKH KATATAZH I'TA TH AIAOEXH

15. OAHTI'IEX XPHXHX

16. TMAHPO®OPIEX XE BRAILLE

Epoetin alfa HEXAL 3.000 1U/0,3 ml

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A163146TaTOG YPAPL®TOS KDoKaAS (2D) mov pépel Tov TEPIANEHEVTO LoVadIKO avoyVOPIGTIKO KOSIKO.
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18. MONAAIKOX ANATI'NQPIXTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH/ZYPIITA

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHZ

Epoetin alfa HEXAL 3.000 1U/0,3 ml evéoyuo

Epoetin alfa
IVISC

‘ 2. TPOITIOX XOPHI'HXHX

3. HMEPOMHNIA AHEZHX

EXP

4, APIOMOZX ITAPTIAAX

Lot

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

6. AAAA XTOIXEIA
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ENAEIZEIX [TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZEQTEPIKO KOYTI

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Epoetin alfa HEXAL 4.000 1U/0,4 ml evéoipo Stdlvpo 6€ TPOYEUIGUEVT] COPLYYO.

Epoetin alfa

2. YYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

1 mpoyspopévn ovpryya tov 0,4 ml mepiéyetl 4.000 diebveic povadeg (IU) mov aviiotoyodv o
33,6 wikpoypappapia epoetin alfa.

‘ 3. KATAAOTI'OX EKAOXQN

"Exdoya: vatplo @oo@opikd d160Evo d1Hdptkd, dSvATPlo pmcopikd d1Hopikod, vATPLo YAwpLovyo,
yAvkivn, molvcsopPikd 80, vopoyrwpud o0& (Yo phOuot tov pH), vatpiov vOpoceidto (Yo pOBucn
tov pH) kot ¥dwp Yo EVESUAL.

BA. 0 pOAAO 011DV Y100 TEPIGCOTEPEG TTANPOPOPIES.

‘ 4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéopo didAvpa og Tpoyspiopévn cvpiyya.

1 mpoyepopévn cvpryya tov 0,4 mi

6 Tpoyecpéveg cuptyyes tov 0,4 ml

1 mpoyspopévn ovpryya tov 0,4 ml pe TpootatevTikd KaAvpa BEAOVNG
6 Tpoyeopéveg cuptyyeg Twv 0,4 ml pe mpootatentikd KdAvppo BeAdvng

‘ 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

T vrod6p1a Ko VOoPAEPLa xprion.
AwPaote T0 PUALO 0INYIOV XPNOTG TPV O TN (PNOT.
Mnv avakiveite.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IMPOION MPEIEI NA ®YAAXXETAI E OEXZH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIATA

Na puAdooetol o 0éom, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadId.

7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)
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8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEY YYNOHKEX OYAAZHX

duvidooete Ko petopépete og yoyeio (2°C-8°C).
Mnv kaToyvyeTe.

DuAdcoeTte TNV TPOYEUIGUEVT] GUPLYYO GTO EEDTEPLKO KOVTL Y10l VO TPOGTATEVETOAL OTO TO PWG,.

10. IATIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Hexal AG, Industriestr. 25, D-83607 Holzkirchen, T'eppoviadl

12.  APIOMOZ(OI) AAEIAX KYKAO®OPIAX

EU/1/07/411/007
EU/1/07/411/008
EU/1/07/411/033
EU/1/07/411/034

13.  APIOMOX ITAPTIAAX

Lot

14. TENIKH KATATAZH I'TA TH AIAOEXH

15. OAHTI'IEX XPHXHX

16. TMAHPO®OPIEX XE BRAILLE

Epoetin alfa HEXAL 4.000 1U/0,4 ml

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A163146TaTOG YPAPL®TOS KDoKaAS (2D) mov pépel Tov TEPIANEHEVTO LoVadIKO avoyVOPIGTIKO KOSIKO.
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18. MONAAIKOX ANAI'NQPIETIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH/ZYPIITA

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHZ

Epoetin alfa HEXAL 4.000 1U/0,4 ml evéoyuo

Epoetin alfa
IVISC

‘ 2. TPOITIOX XOPHI'HXHX

3. HMEPOMHNIA AHEZHX

EXP

4, APIOMOZX ITAPTIAAX

Lot

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

6. AAAA XTOIXEIA
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ENAEIZEIX [TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZEQTEPIKO KOYTI

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Epoetin alfa HEXAL 5.000 1U/0,5 ml evéoipo didlvpo 6€ Tpoyeicpévn ooptyyo

Epoetin alfa

2. YYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

1 mpoyspopévn ovpryya tov 0,5 ml mepiéyet 5.000 diebveic povadeg (IU) mov aviiotoyodv o
42,0 wkpoypoupdpio epoetin alfa.

‘ 3. KATAAOTI'OX EKAOXQN

"Exdoya: vatplo @oo@opikd d160Evo d1Hdptkd, dSvATPlo pmcopikd d1Hopikod, vATPLo YAwpLovyo,
yAvkivn, molvcsopPikd 80, vopoyrwpud o0& (Yo phOuot tov pH), vatpiov vOpoceidto (Yo pOBucn
tov pH) kot ¥dwp Yo EVESUAL.

BA. 0 pOAAO 011DV Y100 TEPIGCOTEPEG TTANPOPOPIES.

‘ 4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéopo didAvpa og Tpoyspiopévn cvpiyya.

1 mpoyepopévn cdpryya tov 0,5 mi

6 Tpoyecpéveg cuptyyes Tov 0,5 ml

1 mpoygpopévn ovpryya tov 0,5 ml pe mpootatevTikd KaAvppa BEAOVNG
6 Tpoyeopéveg cvptyyeg Twv 0,5 ml pe Tpootatentikd kdAvppo BeAdvng

‘ 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

T vrod6p1a Ko VOoPAEPLa xprion.
AwPaote T0 PUALO 0INYIOV XPNOTG TPV O TN (PNOT.
Mnv avakiveite.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IMPOION MPEIEI NA ®YAAXXETAI E OEXZH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIATA

Na puAdooetol o 0éom, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadId.

7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)
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8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEY YYNOHKEX OYAAZHX

duvidooete Ko petogépete og yoyeio (2°C-8°C).
Mnv kaToyvyeTe.

DuAdcoeTte TNV TPOYEUIGUEVT] GUPLYYO GTO EEDTEPLKO KOVTL Y10l VO TPOGTATEVETOAL OTO TO PWG,.

10. IATIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Hexal AG, Industriestr. 25, D-83607 Holzkirchen, T'eppoviadl

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/07/411/009
EU/1/07/411/010
EU/1/07/411/035
EU/1/07/411/036

13.  APIOMOX ITAPTIAAX

Lot

14. TENIKH KATATAZH I'TA TH AIAOEXH

15. OAHTI'IEX XPHXHX

16. TMAHPO®OPIEX XE BRAILLE

Epoetin alfa HEXAL 5.000 1U/0,5 ml

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A163146TaTOG YPAPL®TOS KDoKaAS (2D) mov pépel Tov TEPIANEHEVTO LoVadIKO avoyVOPIGTIKO KOSIKO.
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18. MONAAIKOX ANAI'NQPIETIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH/ZYPIITA

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHZ

Epoetin alfa HEXAL 5.000 1U/0,5 ml gvéoyuo

Epoetin alfa
IVISC

‘ 2. TPOITIOX XOPHI'HXHX

3. HMEPOMHNIA AHEZHX

EXP

4, APIOMOZX ITAPTIAAX

Lot

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

6. AAAA ETOIXEIA
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ENAEIZEIX [TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZEQTEPIKO KOYTI

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Epoetin alfa HEXAL 6.000 1U/0,6 ml evéoipo Stdlvpo 6€ Tpoyeicuévn ooptyyo.

Epoetin alfa

2. YYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

1 mpoyspopévn ovpryya tv 0,6 ml mepiéyetl 6.000 diebveic povadeg (IU) mov aviiotoyodv o
50,4 wikpoypappdpio epoetin alfa.

‘ 3. KATAAOTI'OX EKAOXQN

"Exdoya: vatplo @oo@opikd d160Evo d1Hdptkd, dSvATPlo pmcopikd d1Hopikod, vATPLo YAwpLovyo,
yAvkivn, molvcsopPikd 80, vopoyriwpud o0& (Yo phOruot tov pH), vatpiov vVOpoceidto (Yo pvBucn
tov pH) kot ¥dwp Yo EVESUAL.

BA. 0 pOALO 011DV Y10 TEPIOCOTEPEG TTANPOPOPIES.

‘ 4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéopo didAvpa og Tpoyspiopévn cvpiyya.

1 mpoyepuopévn cvpryya twv 0,6 mi

6 Tpoyecpéveg cvptyyes tov 0,6 ml

1 mpoyspopévn ovpryya tov 0,6 ml pe TpootatevTikd KAAvpa BEAOVNG
6 Tpoyeopéveg cuptyyeg Twv 0,6 ml pe Tpootatentikd KdAvppo BeAdvng

‘ 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

T vrod6p1a Ko VOoPAEPLa xprion.
Awfaote T0 PUALO 0ONYIOV XPNOTG TPV O TN YPNOT.
Mnv avakiveite.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IMPOION MPEIEI NA ®YAAXXETAI E OEXZH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIATA

Na puAdooetol og Béom, TV onoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)
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8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEY YYNOHKEX OYAAZHX

duvidooete Ko petopépete og yoyeio (2°C-8°C).
Mnv kaToyvyeTe.

DuAdcoeTe TNV TPOYEUIGUEVT] GUPLYYO GTO EEDTEPIKO KOVTL Y10l VO TPOGTATEVETOAL OO TO PWG,.

10. IATIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Hexal AG, Industriestr. 25, D-83607 Holzkirchen, T'eppoviadl

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/07/411/011
EU/1/07/411/012
EU/1/07/411/037
EU/1/07/411/038

13.  APIOMOX ITAPTIAAX

Lot

14. TENIKH KATATAZH I'TA TH AIAOEXH

15. OAHTI'IEX XPHXHX

16. TMAHPO®OPIEX XE BRAILLE

Epoetin alfa HEXAL 6.000 1U/0,6 ml

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A163146TaTOG YPAPL®TOS KDoKaAS (2D) mov pépel Tov TEPIANEHEVTO LoVadIKO avoyVOPIGTIKO KOSIKO.
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18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH/ZYPIITA

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHZ

Epoetin alfa HEXAL 6.000 1U/0,6 ml evéoyuo

Epoetin alfa
IVISC

‘ 2. TPOITIOX XOPHI'HXHX

3. HMEPOMHNIA AHEZHX

EXP

4, APIOMOZX ITAPTIAAX

Lot

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

6. AAAA XTOIXEIA
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ENAEIZEIX [TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZEQTEPIKO KOYTI

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Epoetin alfa HEXAL 7.000 1U/0,7 ml evéoipo Stdlvpo 6€ TpoyeoueVT oOpLyyo.

Epoetin alfa

2. YYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

1 mpoyspopévn ovpryya tv 0,7 ml mepiéyetl 7.000 diebveic povadeg (IU) mov aviiotoyodv o
58,8 wikpoypappdpio epoetin alfa.

‘ 3. KATAAOTI'OX EKAOXQN

"Exdoya: vatplo @oo@opikd d160Evo d1Hdptkd, dSvATPlo pmcopikd d1Hopikod, vATPLo YAwpLovyo,
yAvkivn, molvcsopPikd 80, vopoyrwpud o0& (Yo phOuot tov pH), vatpiov vOpoceidto (Yo pOBucn
tov pH) kot ¥dwp Yo EVESUAL.

BA. 0 pOALO 0OMYLDV Y100 TEPIGCOTEPEG TANPOPOPIES.

‘ 4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéopo didAvpa og Tpoyspiopévn cvpiyya.

1 mpoyepopévn cvpryya twv 0,7 mi

6 Tpoyecpéveg cuptyyes twv 0,7 ml

1 mpoyspopévn ovpryya tov 0,7 ml pe TpootatevTikd KaAvpa BEAGVNG
6 Tpoyeopéveg cvptyyeg Twv 0,7 ml pe Tpootatentikd KdAvppo BeAdvng

‘ 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

T vrod6p1a Ko VOoPAEPLa xprion.
AwPaote T0 PUALO 0INYIOV XPNOTG TPV O TN (PNOT.
Mnv avakiveite.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IMPOION MPEIEI NA ®YAAXXETAI E OEXZH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIATA

Na puAdooetol o 0éom, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadId.

7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)
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8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEY YYNOHKEX OYAAZHX

duvidooete Ko petopépete og yoyeio (2°C-8°C).
Mnv kaToyvyeTe.

DuAdcoeTte TNV TPOYEUIGUEVT] GUPLYYO GTO EEDTEPLKO KOVTL Y10l VO TPOGTATEVETOAL OTO TO PWG,.

10. IATIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Hexal AG, Industriestr. 25, D-83607 Holzkirchen, T'eppoviadl

12.  APIOMOZ(OI) AAEIAX KYKAO®OPIAX

EU/1/07/411/017
EU/1/07/411/018
EU/1/07/411/039
EU/1/07/411/040

13.  APIOMOX ITAPTIAAX

Lot

14. TENIKH KATATAZH I'TA TH AIAOEXH

15. OAHTI'IEX XPHXHX

16. TMAHPO®OPIEX XE BRAILLE

Epoetin alfa HEXAL 7.000 1U/0,7 ml

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOXZ TPAMMQTOX
KQAIKAX (2D)

A163146TaTOG YPAPL®TOS KDoKaAS (2D) mov pépel Tov TEPIANEHEVTO LoVadIKO avoyVOPIGTIKO KOSIKO.
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18. MONAAIKOX ANAI'NQPIETIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH/ZYPIITA

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHZ

Epoetin alfa HEXAL 7.000 1U/0,7 ml evéoyuo

Epoetin alfa
IVISC

‘ 2. TPOITIOX XOPHI'HXHX

3. HMEPOMHNIA AHEZHX

EXP

4, APIOMOZX ITAPTIAAX

Lot

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

6. AAAA XTOIXEIA
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ENAEIZEIX [TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZEQTEPIKO KOYTI

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Epoetin alfa HEXAL 8.000 1U/0,8 ml evéoipuo Stdlvpe 6€ Tpoyeicuévn ooptyyo

Epoetin alfa

2. YYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

1 mpoyspopévn ovpryya tov 0,8 ml mepiéyet 8.000 diebveic povadeg (IU) mov aviiotoyodv o
67,2 pikpoypappdpio epoetin alfa.

‘ 3. KATAAOTI'OX EKAOXQN

"Exdoya: vatplo @oo@opikd d160Eivo d1Hdptkd, dSvATplo pmcopikd d1Hopikod, vATplo YAwplovyo,
yAvkivn, molvcsopPikd 80, vopoyrwpud o0& (Yo phOuot tov pH), vatpiov vOpoceidto (Yo pOBucn
tov pH) kot ¥dwp Yo EVESUAL.

BA. 0 pOAAO 011DV Y100 TEPIGCOTEPEG TTANPOPOPIES.

‘ 4. DOAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéopo didAvpa og Tpoyspiopévn cvpiyya.

1 mpoyepopévn cvpryya tov 0,8 mi

6 Tpoyeopéveg cuptyyes tov 0,8 ml

1 mpoyspopévn ovpryya tov 0,8 ml pe mpootatevTikd KGAvppa BEAGVNG
6 Tpoyeopéveg cvptyyeg Twv 0,8 ml pe pootatevtikd kdAvppo BeAdvng

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

T vrod6p1a Ko VOoPAEPLa xprion.
AwPaote T0 PUALO 0INYIOV XPNOTG TPV O TN (PNOT.
Mnv avakiveite.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IMPOION MPEIEI NA ®YAAXXETAI E OEXZH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIATA

Na puAdooetol o 0éom, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadId.

7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)
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8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEY YYNOHKEX OYAAZHX

duvidooete Ko petogépete og yoyeio (2°C-8°C).
Mnv KaToyvyeTe.

DuAdcoeTe TNV TPOYEUIGUEVT] GUPLYYO GTO EEDTEPLKO KOVTL Y10l VO TPOGTATEVETAL OO TO PWG,.

10. IATIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Hexal AG, Industriestr. 25, D-83607 Holzkirchen, T'eppoviadl

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/07/411/013
EU/1/07/411/014
EU/1/07/411/041
EU/1/07/411/042

13.  APIOMOX ITAPTIAAX

Lot

14. TENIKH KATATAZH I'TA TH AIAOEXH

15. OAHTI'IEX XPHXHX

16. TMAHPO®OPIEX XE BRAILLE

Epoetin alfa HEXAL 8.000 1U/0,8 ml

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A163146TaTOG YPAUL®TOS KDOKaAS (2D) mov pépel Tov TEPIANEHEVTO LoVadSIKO avoyVOPIGTIKO KOSIKO.
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18. MONAAIKOX ANAI'NQPIETIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH/ZYPIITA

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHZ

Epoetin alfa HEXAL 8.000 1U/0,8 ml evéoyuo

Epoetin alfa
IVISC

‘ 2. TPOITIOX XOPHI'HXHX

3. HMEPOMHNIA AHEZHX

EXP

4, APIOMOZX ITAPTIAAX

Lot

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

6. AAAA XTOIXEIA
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ENAEIZEIX [TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZEQTEPIKO KOYTI

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Epoetin alfa HEXAL 9.000 1U/0,9 ml evéoipo Stdlvpe 6€ Tpoyeicuévn ooptyyo

Epoetin alfa

2. YYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

1 mpoyspopévn ovpryya tv 0,9 ml mepiéyet 9.000 diebveic povadeg (IU) mov aviiotoyodv o
75,6 pikpoypappdpio epoetin alfa.

‘ 3. KATAAOTI'OX EKAOXQN

"Exdoya: vatplo @oo@opikd d160Evo d1Hdptkd, dSvATPlo pmcopikd d1Hopikod, vATPLo YAwpLovyo,
yAvkivn, molvcsopPikd 80, vopoyiwpud o0& (Yo phOruom tov pH), vatpiov vOpoceidto (Yo pvBucn
tov pH) ka1 Vdwp Yo EVESUAL.

BA. 0 ¢OALO 001DV Y10 TEPIGCOTEPEG TTANPOPOPIES.

‘ 4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéopo didAvpa og Tpoyspiopévn cvpiyya.

1 mpoyepopévn cvpryya twv 0,9 mi

6 Tpoyecéveg cvptyyes Tov 0,9 ml

1 mpoygpopévn ovpryya tov 0,9 ml pe TpootatevTikd KAAvpa BEAOVNG
6 Tpoyeopéveg cvptyyes Twv 0,9 ml pe Tpootatevtikd kdAvppo BeAdvng

‘ 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

T vrod6p1a Ko VOoPAEPLa xprion.
Awfaote T0 PUALO 0INYIOV XPNOTG TPV O TN YPNOT.
Mnv avakiveite.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IMPOION MPEIEI NA ®YAAXXETAI E OEXZH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIATA

Na puAdooetol o 0éom, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)
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8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEY YYNOHKEX OYAAZHX

duvidooete Ko petopépete og yoyeio (2°C-8°C).
Mnv kaToyvyeTe.

DuAdcoeTte TNV TPOYEUIGUEVT] GUPLYYO GTO EEDTEPLKO KOVTL Y10l VO TPOGTATEVETAL OO TO PWG,.

10. IATIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Hexal AG, Industriestr. 25, D-83607 Holzkirchen, Teppoviadl

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/07/411/019
EU/1/07/411/020
EU/1/07/411/043
EU/1/07/411/044

13.  APIOMOX ITAPTIAAX

Lot

14. TENIKH KATATAZH I'TA TH AIAOEXH

15. OAHTI'IEX XPHXHX

16. TMAHPO®OPIEX XE BRAILLE

Epoetin alfa HEXAL 9.000 1U/0,9 ml

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A163146TaTOG YPAPL®TOS KDoKaAS (2D) mov pépel Tov TEPIANEHEVTO LoVadIKO avoyVOPIGTIKO KOSIKO.
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18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH/ZYPIITA

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHZ

Epoetin alfa HEXAL 9.000 1U/0,9 ml evéoyuo

Epoetin alfa
IVISC

‘ 2. TPOITIOX XOPHI'HXHX

3. HMEPOMHNIA AHEZHX

EXP

4, APIOMOZX ITAPTIAAX

Lot

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

6. AAAA XTOIXEIA
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ENAEIZEIX [TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZEQTEPIKO KOYTI

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Epoetin alfa HEXAL 10.000 1U/1 ml gvécipo didlvpo 6g TpoyeUIoUEVT GVOPLYYOL

Epoetin alfa

2. YYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

1 mpoyepopévn ovpryya tov 1 ml wepiéyer 10.000 diebveic povadeg (IU) mov aviiotoyodv o
84,0 wikpoypappdpia epoetin alfa.

‘ 3. KATAAOTI'OX EKAOXQN

"Exdoya: vatplo @oo@opikd d160Evo d1Hdptkd, dSvATPlo pmcopikd d1Hopikod, vATPLo YAwpLovyo,
yAvkivn, molvcsopPikd 80, vopoyrwpud o0& (Yo phOuot tov pH), vatpiov vOpoceidto (Yo pOBucn
tov pH) kot ¥dwp Yo EVESUAL.

BA. 0 pOALO 011DV Y100 TEPIGCOTEPEG TANPOPOPIES.

‘ 4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéopo didAvpa og Tpoyspiopévn cvpiyya.

1 mpoyepopuévn cvpryya tov 1 mi

6 Tpoyecéveg cuptyyes tov 1 mi

1 mpoyspopévn ovpryya tov 1 ml pe mpootoTevTikod KaAvppa BEAdVNG
6 Tpoyeopéveg cvptyyec Tov 1 ml pe Tpootatevticd kdAvupo Behovng

‘ 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

T vrod6p1a Ko VOoPAEPLa xprion.
AwPaote T0 PUALO 0INYIOV XPNOTG TPV O TN (PNOT.
Mnv avakiveite.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIATA

Na puAdooetol o 0éom, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadId.

7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)
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8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEY YYNOHKEX OYAAZHX

duvidooete Ko petopépete og yoyeio (2°C-8°C).
Mnv kaToyvyeTe.

DuAdcoeTte TNV TPOYEUIGUEVT] GUPLYYO GTO EEDTEPLKO KOVTL Y10l VO TPOGTATEVETOAL OTO TO PWG,.

10. IATIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TON
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Hexal AG, Industriestr. 25, D-83607 Holzkirchen, T'eppoviadl

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/07/411/015
EU/1/07/411/016
EU/1/07/411/045
EU/1/07/411/046

13.  APIOMOX ITAPTIAAX

Lot

14. TENIKH KATATAZH I'TA TH AIAOEXH

15. OAHTI'IEX XPHXHX

16. TMAHPO®OPIEX XE BRAILLE

Epoetin alfa HEXAL 10.000 1U/1 ml

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A163146TaTOG YPAPL®TOS KDoKaAS (2D) mov pépel Tov TEPIANEHEVTO LoVadIKO avoyVOPIGTIKO KOSIKO.
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18. MONAAIKOX ANAI'NQPIETIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAZXIEX

EINIXHMANXH/ZYPIITA

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHZ

Epoetin alfa HEXAL 10.000 1U/1 ml evéoipo

Epoetin alfa
IVISC

‘ 2. TPOITIOX XOPHI'HXHX

3. HMEPOMHNIA AHEZHX

EXP

4, APIOMOZX ITAPTIAAX

Lot

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

6. AAAA XTOIXEIA

e



ENAEIZEIX [TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZEQTEPIKO KOYTI

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Epoetin alfa HEXAL 20.000 1U/0,5 ml evéoipo didlvpo 6e TpOyeIoUEVT GOPLYYOL

Epoetin alfa

2. YXYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

1 mpoyspopévn ovpryya tov 0,5 ml mepiéyet 20.000 diebveic povadeg (IU) mov avtiotoryovy ot
168,0 wikpoypappdpio epoctin alfa.

‘ 3. KATAAOTI'OX EKAOXQN

"Exdoya: vatplo @oo@opikd d160Evo d1Hdptkd, dSvATplo pmcopikd d1Hopikod, vATplo YAwplovyo,
yAvkivn, molvcsopPikd 80, vopoyrwpud o0& (Yo phOuot tov pH), vatpiov vOpoceidto (Yo pOBucn
tov pH) kot ¥dwp Yo EVESUAL.

BA. 0 pOAAO 011DV Y100 TEPIGCOTEPEG TTANPOPOPIES.

‘ 4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo didAvpa og Tpoyspiopévn cvpiyya.

1 mpoyepopévn cdpryya twv 0,5 mi

6 Tpoyecpéveg cuptyyes Tov 0,5 ml

1 mpoygpopévn ovpryya tov 0,5 ml pe mpootatevTikd KaAvppa BEAOVNG
4 poygcpéveg ovptyyes tov 0,5 ml pe tpootatentikd KdAvppo BeAdvng
6 Tpoyeopéveg cuptyyes Tov 0,5 ml pe Tpootatevtikd KeAvppo BeAdvng

‘ 5. TPOITIOX KATI OAOX(OI) XOPHI'HXHX

IMo vodopa kot evOoPAEPLa ypriom.
Awfaote T0 PUALO 0INYIOV XPNOTG TPV O TN YPNOT.
Mnv avokiveite.

6. EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IMPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETITIZOYN TA ITAIAIA

Na puAdooetol og 0éom, TV onoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadId.

7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EYX)
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8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEY YYNOHKEX OYAAZHX

duvidooete Ko petopépete og yoyeio (2°C-8°C).
Mnv kaToyvyeTe.

DuAdcoeTte TNV TPOYEUIGUEVT] GUPLYYO GTO EEDTEPLKO KOVTL Y10l VO TPOGTATEVETOAL OTO TO PWG,.

10. IATIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Hexal AG, Industriestr. 25, D-83607 Holzkirchen, T'eppoviadl

12.  APIOMOZ(OI) AAEIAX KYKAO®OPIAX

EU/1/07/411/021
EU/1/07/411/022
EU/1/07/411/047
EU/1/07/411/053
EU/1/07/411/048

13. APIOMOZX IMAPTIAAX

Lot

14. TENIKH KATATAZH I'TA TH AITAOEXH

15. OAHTI'IEX XPHXHX

‘ 16. TMAHPO®OPIEX XE BRAILLE

Epoetin alfa HEXAL 20.000 1U/0,5 ml

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A16100T0TOC YPOUU®TOS KddKAG (2D) Tov pépel Tov TEPIANPOEVTO LOVOITKO aVOyVOPIOTIKO KOOTKO.
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18. MONAAIKOX ANAI'NQPIETIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH/ZYPIITA

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHZ

Epoetin alfa HEXAL 20.000 1U/0,5 ml evéoiuo

Epoetin alfa
IVISC

‘ 2. TPOITIOX XOPHI'HXHX

3. HMEPOMHNIA AHEZHX

EXP

4, APIOMOZX ITAPTIAAX

Lot

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

6. AAAA XTOIXEIA
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ENAEIZEIX [TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZEQTEPIKO KOYTI

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Epoetin alfa HEXAL 30.000 1U/0,75 ml evécuo didAvua o mpoyspcuévn opryyo

Epoetin alfa

2. YXYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

1 mpoyspopévn ovpryya tov 0,75 ml tepiéyet 30.000 diebveic povadec (IU) mov avtictoryodv 6
252,0 wkpoypoupdpio epoetin alfa.

‘ 3. KATAAOTI'OX EKAOXQN

"Exdoya: vatplo @oo@opikd d160Evo d1Hdptkd, dSvATplo pmcopikd d1Hopikod, vATplo YAwplovyo,
yAvkivn, molvcsopPikd 80, vopoyrwpud o0& (Yo phOuot tov pH), vatpiov vOpoceidto (Yo pOBucn
tov pH) kot ¥dwp Yo EVESUAL.

BA. 0 pOAAO 011DV Y100 TEPIGCOTEPEG TTANPOPOPIES.

‘ 4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéopo didAvpa og Tpoyspiopévn cvpiyya.

1 mpoyepopévn copryya twv 0,75 ml

6 Tpoygoéveg cvptyyes twv 0,75 ml

1 mpoygpopévn ovpryya tov 0,75 ml pe Tpootatevtikd kAvppo feAdovng
4 poyeopéveg ovptyyeg tov 0,75 ml pe mpoototevTikod KaAvppa BeEAdvng
6 Tpoyeopéveg cvptyyes Twv 0,75 ml pe TpootatenTikd KaAvppo BEAGVNG

‘ 5. TPOITIOX KATI OAOX(OI) XOPHI'HXHX

IMo vodopa kot evOoPAEPLa ypriom.
Awfaote T0 PUALO 0INYIOV XPNOTG TPV O TN YPNOT.
Mnv avokiveite.

6. EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETITIZOYN TA ITAIAIA

Na puAdooetol og 0éom, TV onoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadId.

7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EYX)
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8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEY YYNOHKEX OYAAZHX

duvidooete Ko petopépete og yoyeio (2°C-8°C).
Mnv kaToyvyeTe.

DuAdcoeTte TNV TPOYEUIGUEVT] GUPLYYO GTO EEDTEPLKO KOVTL Y10l VO TPOGTATEVETOAL OTO TO PWG,.

10. IATIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Hexal AG, Industriestr. 25, D-83607 Holzkirchen, T'eppoviadl

12.  APIOMOZ(OI) AAEIAX KYKAO®OPIAX

EU/1/07/411/023
EU/1/07/411/024
EU/1/07/411/049
EU/1/07/411/054
EU/1/07/411/050

13. APIOMOZX IMAPTIAAX

Lot

14. TENIKH KATATAZH I'TA TH AITAOEXH

15. OAHTI'IEX XPHXHX

‘ 16. TMAHPO®OPIEX XE BRAILLE

Epoetin alfa HEXAL 30.000 1U/0,75 ml

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOC YPOUU®TOS KDdKAG (2D) Tov gépel Tov TEPIANPOEVTO LOVOITKO aVayVOPICTIKO KOOTKO.
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18. MONAAIKOX ANAI'NQPIETIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAZXIEX

EINIXHMANXH/ZYPIITA

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHZ

Epoetin alfa HEXAL 30.000 1U/0,75 ml evécuuo

Epoetin alfa
IVISC

‘ 2. TPOITIOX XOPHI'HXHX

3. HMEPOMHNIA AHEZHX

EXP

4, APIOMOZX ITAPTIAAX

Lot

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

6. AAAA XTOIXEIA
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ENAEIZEIX [TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZEQTEPIKO KOYTI

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Epoetin alfa HEXAL 40.000 1U/1 ml gvécipo didlvpo 6g TpOyEUIoUEVT GVOPLYYOL

Epoetin alfa

2. YXYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

1 mpoyepopévn ovpryya tov 1 ml wepiéyer 40.000 diebveic povadeg (IU) mov aviiotoyodv o
336,0 pkpoypappdpio epoetin alfa.

‘ 3. KATAAOTI'OX EKAOXQN

"Exdoya: vatplo @oo@opikd d160Evo d1Hdptkd, dSvATplo pmcopikd d1Hopikod, vATplo YAwplovyo,
yAvkivn, molvcsopPikd 80, vopoyrwpud o0& (Yo phOuot tov pH), vatpiov vOpoceidto (Yo pOBucn
tov pH) kot ¥dwp Yo EVESUAL.

BA. 0 pOAAO 011DV Y100 TEPIGCOTEPEG TTANPOPOPIES.

‘ 4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéopo didAvpa og Tpoyspiopévn cvpiyya.

1 mpoyepuopuévn cvpryya tov 1 mi

6 Tpoyecéveg cuptyyes tov 1 mi

1 mpoyspopévn ovpryya tov 1 ml pe mpootoTevTikod KaAvppa BEAdVNG
4 poyecpéveg ovptyyeg tov 1 ml pe mpootatentikd kdAvppo feAdvng
6 Tpoyeopéveg cuptyyes Tov 1 ml pe Tpoctatevticd kdAvppo fehdovng

‘ 5. TPOITIOX KATI OAOX(OI) XOPHI'HXHX

IMo vodopa kot evOoPAEPLa ypriom.
Awfaote T0 PUALO 0INYIOV XPNOTG TPV O TN YPNOT.
Mnv avokiveite.

6. EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXETAI XE OEXZH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETITIZOYN TA ITAIAIA

Na puAdooetol og 0éom, TV onoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadId.

7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EYX)
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8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEY YYNOHKEX OYAAZHX

duvidooete Ko peToépete og yoyeio (2°C-8°C).
Mnv kaToyvyeTe.

DuAdcoeTte TNV TPOYEUIGUEVT] GUPLYYO GTO EEDTEPLKO KOVTL Y10l VO TPOGTATEVETOAL OTO TO PWG,.

10. IATIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Hexal AG, Industriestr. 25, D-83607 Holzkirchen, T'eppoviadl

12.  APIOMOZ(OI) AAEIAX KYKAO®OPIAX

EU/1/07/411/025
EU/1/07/411/026
EU/1/07/411/051
EU/1/07/411/055
EU/1/07/411/052

13. APIOMOZX IMAPTIAAX

Lot

14. TENIKH KATATAZH I'TA TH AITAOEXH

15. OAHTI'IEX XPHXHX

‘ 16. TMAHPO®OPIEX XE BRAILLE

Epoetin alfa HEXAL 40.000 1U/1 ml

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A16100T0TOC YPOUU®TOS KddKAG (2D) mTov gépel Tov TEPIANPOEVTO LOVOITKO aVOyVOPIGTIKO KOOTKO.
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18. MONAAIKOX ANAI'NQPIETIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH/ZYPIITA

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHZ

Epoetin alfa HEXAL 40.000 1U/1 ml evéoipo

Epoetin alfa
IVISC

‘ 2. TPOITIOX XOPHI'HXHX

3. HMEPOMHNIA AHEZHX

EXP

4, APIOMOZX ITAPTIAAX

Lot

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

6. AAAA XTOIXEIA
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B. ®YAAO OAHI'TQN XPHXHX
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@vAiro oonYLOV ypiong: IIinpoopics yia Tov a.60evi)

Epoetin alfa HEXAL 1.000 1U/0,5 ml gvéoipo didiopa o€ mpoyspicuivy copryya
Epoetin alfa HEXAL 2.000 1U/1 ml gvéoypo drdiopa 6€ Tpoyepicpivy copryya
Epoetin alfa HEXAL 3.000 1U/0,3 ml gvéoipo didlopa o€ mpoyspicuivy copryya
Epoetin alfa HEXAL 4.000 1U/0,4 ml gvéoipo didAlvpa 6€ Tpoyepicpévy copryya
Epoetin alfa HEXAL 5.000 1U/0,5 ml gvéoipo didlvpa o€ mpoyspicuivy copryya
Epoetin alfa HEXAL 6.000 1U/0,6 ml gvéoipo dialopa o€ Tpoyspicpéivy copryya
Epoetin alfa HEXAL 7.000 1U/0,7 ml gvéoipo didivpa o€ mpoysuicuivy copryya
Epoetin alfa HEXAL 8.000 1U/0,8 ml evécipo didhvpa o€ Apoyspiopsivy copryya
Epoetin alfa HEXAL 9.000 1U/0,9 ml evéoipo draivpa o€ Tpoyspicpévn copyyo
Epoetin alfa HEXAL 10.000 1U/1 ml gvéeipo draivpo 6g Tpoyepiopévy cOpryyo.
Epoetin alfa HEXAL 20.000 1U/0,5 ml gvéeipo didlvpo o€ Tpoyspiopévny copryyo
Epoetin alfa HEXAL 30.000 1U/0,75 ml evéoipo drdhopa o mpoyepicpévn copryya

Epoetin alfa HEXAL 40.000 1U/1 ml evéoypo drdhopa o Tpoyspmcpuévy copryyo
Epoetin alfa

AwfdoTe TPOGEKTIKA 0AOKANPO TO PVALO 0ONYIAV YP1|CNG TPOTOV UPYIGETE VA P GLUOTOLEITE

oVTO TO QAPNEKO, OLOTL TEPLLAUPAVEL ONUAVTIKES TANPOPOPIES VIO GOC.

- DordEte avTd To POAAO 0oy ¥prone. Towg ypelactel va. to dopdacete Eava.

- Edv éxete mepartépo amopieg, poTNoTE TOV Y10TPO, TOV PAPLOKOTOLO 1] TOV VOGOKOUO GOLC.

- H ocvvtayn yio oavtd 10 pappoko xopnyndnke amokAelotikd yio oag. Agv TPEMEL VO ODGETE TO
QAapuoKo 6€ GAAOVC. MTmopel va TOVg TPOKAAEGEL BAAPT], KOUO KoL OTOV TO, GUUTTOUOTO TNG
acBéveldg Tovg givor 101 pe ta dkd cag.

- Edv mapatnproete kKamowo avemBOunTn evEpyela, EVIUEPADOTE TOV YLOTPO, TOV QAPUAKOTOL0 1)
TOV VOGOKOUO G0¢. AvTd 1oY0eL Kat Yo KaOe mhavi avemBOunTn evépyela Tov OV avaPEPETOL
670 TOPdV PUALO 0dNYIBY xpriong. BAére mapdypagpo 4.

T epréyer 1o Tapév UALO 00N YLOV:

T eivan o Epoetin alfa HEXAL «on oo givan 1 ypfion tov

T mpémetl va yvopilete npv ypnowonomoste to Epoetin alfa HEXAL
IMog vo ypnopomomoete To Epoetin alfa HEXAL

[MBavég avemBOuntec evépyeteg

o va pvidooete to Epoetin alfa HEXAL

[epreydpevo g cuokeLOTiOg Kol AOUTEG TANPOPOPIES

oL

1. T givon To Epoetin alfa HEXAL kot o givar i yp1jon tov

To Epoetin alfa HEXAL mepiéyet ) dpaoctikn ovoia epoetin alfa, puo tpoteivn mov dieyeipet o poekod
TOV 0GTAOV OOTE VO TAPAYEL TEPLIGGOTEPN EPLOPOKVTTAPA OIUATOS TO OTTOL0 LETAPEPOVY AULHLOGPALPIVN
(o oveio mov petagépet o o&uydvo). H Epoetin alfa sivon éva avtiypoapo e avlpomivng Tpmteivng
gpvBpomomtivng Ko dpa pe Tov idto Tpomo.

To Epoetin alfa HEXAL ypnowomorgitar yia T Ogpancio T1)g COUTTOROTIKIG OVOLRiNG TOV
TPOKUAEITAL OTTO VEQPPLKT] VOGO:
® o€ oLl TOV VITOPAALOVTAL GE QLOSTOALCT
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®  0g EVIIAIKEG TOV VTTOPAAAOVTAL GE GLULOSIOALCT] 1] TTEPITOVOLOSIOALGT).
e 0g ooPupd avaLKOUG EVIAMKEG TTOV gV VTTOPAAALOVTOL OKOUT GE OLULOSIOAIOT

Edv mdoyete and veppikn voco, umopel va £xete EAAENYT €pVOPOKVLTTAP®Y €AV O VEPPOS GOG OEV
napbyel apketh epuvbponomtivn (amapaitntn yio v mapaywyn epvbpokvttdpmv). To Epoetin alfa
HEXAL cvvtayoypageitol yio va 01eyeipeL TO HDEAD TV 0GTAOV GG OCTE VO TOPAYEL TEPIGGOTEP
gpvOpoxvTTAp.

To Epoetin alfa HEXAL ypnoipomorciton yio ™ Ogponcio T ovorpiog 6€ EVIJAKES 1OV
Aappavovy ynueodepansio yio oopmayeis 6ykovg, Kakonbeg AEpeoua 1 ToALOTAS pEA® UL
(Kopkivo Tov HLEAOD TV 0GTMOV) Ol 00101 UIToPEl va, €YoV avayKT Yo LeTdyyion aipatog. To
Epoetin alfa HEXAL pmopei vo, peidoet tnv avéykn petdyyiong aiporog og antong toug acbeveic.

To Epoetin alfa HEXAL ypnoipomorciton o€ evijhkeg pe pétprog popeng avarpio, Ta omoia
TPOKATAOETOVY PO TOGOTNTA TOV GIPOTOS TOVG TTPLY UTTO pia. EPOVPYIKY) EXEpPaon, £T01 OOTE
vo umopei va tovg dobei Tiow kotd T Sidpketo 1 petd v enéuPoon. Enedn to Epoetin alfa HEXAL
SlEYEIPEL TNV TTOPAY®YN TOV EPVOPOKLTTAP®V, OL YIUTPOL UTOPOHV VO, TTAPOLV TEPIGGOTEPO QLD ALTTO
oVTA TO ATOLLOL.

To Epoetin alfa HEXAL ypnoipomotciton o€ svijhika dropa pe péTproc popeng avorpio wov
npoxkertol va vropin0ovv oe peilova opBomedikiy yewpovpyki enéppaon (Yo mtapdderypo o
EMEUPAGELG AVTIKATAGTAONG GYIOV 1 YOVATOC), Yo Vo, uetmBel 1) mhovy avaykn Letayyicemy aipatoc.

To Epoetin alfa HEXAL ypneipomoteitor yro ™ Ogpomeio g ovolpiog 6€ EVIPAMKES pe

L TOPUYT] TOV HVEAOV TOV 0GTAV TOV TPOKUAEL cofapd mpoPfiqpata ot dnpovpyia
JHOKVTTAp OV (LvElodvemhactikd cOvépopa). To Epoetin alfa HEXAL pmopei va peiwoet myv
ovayKT petdyyong oipotog.

2. T npéner vo yvopilete Tpv yproyporomyeste To Epoetin alfa HEXAL
Mnv ypnopomonieete to Epoetin alfa HEXAL:

e oc mepintmon allepyiag oty epoetin alfa | e ono0dNmoTE AALO 07O TOL GVOTOTIKA AVTOD TOV
QOpUaKoL (OvaEEéPOVTOL 6TV Tapdypapo 6).

® og MEPIMTOO TOV VIAPYEL O1AYVOST O0TL TAGYETE amd Ay AThacia tng EpvOpag Lepdg (o
LVELOG TV 0GTMV eV LITOPEL VO TOPAYEL APKETO EPLOPOKVTTAPA) UETE 0Td TPONYOVUEVN
Oepoameio e 0mo100MmoTE TPOTOV TOV SlEYEIPEL TNV TAPAY®YN TV £pLOPOKVLTTAPWV
(ovumeptrapPavouévov tov Epoetin alfa HEXAL). BL. mopdypago 4.

e oz mePinTOoN OV £YETE VYNAN TigoT CiLATOS TOV OV EAEYYETAL KAVOTIONTIKA LLE PAPLLOKCL.

o ['w va dieyeipete v mapaywyn TV epuOpoKLTTAP®V Gag (£TG1 MGTE Ol YIOTPOL VO LTOPOLV VO
AGPovV amd £06G TEPLGGOTEPO QLLN) EAV OEV UTOPEITE VO, £YETE NETAYYIGELS IUE TO QMO GOG
KT T O18pKELDL 1] HETA amd YEPOLPYIKT EXEUPAON.

e o¢ epinmTmon wov tpdkerton vo vroPfinOeite og peilova Tpoypappatiopévi opBomedk
xeWpovpyIKn exépPact) (OnTmg XEPOVPYIKY ETEUPACT 1GYIOV 1] YOVATOG), KoL
e mdoyete and coPapn Kapdlokn voco
® TacyeTe and OPupPES SLOTAPAYES TOV PAERDV Kol TOV OPTNPLOV
o ciyute TpOGPATA KOPOOKS EMEIGOSIO 1] OYYELOKO EYKEPOALKO EMELGOOI0
®  J&v UMOpPELTE VO TAPETE PAPLLOKO TOV OPALDOVOVY TO OLiLLOL
Epoetin alfa HEXAL umopei vo. unv givar kotdAinio yio eodc. Mapakarovpue culnTtnoTe T0 U
tov yatpd cog. Opiopéva dropa, katd T diapkela tng Oepameiog pe Epoetin alfa HEXAL,
ypeElovTal eApLOKa TOV PEWDVOLV ToV Kivouvo Bpoppacemy. Edv dev propeite va Aappavete
Qappaka wov Tporappavouv Tic Opoppdcels, dev mpiéner va mapete Epoetin alfa HEXAL.

IIpogidomounjoeig ko TPoPLAGEELS:

AmevBuvBeite 6TOV Y10TPO, TOV POPLOKOTOL0 1 TOV VOGOKOWO GOG TTPLY ypnotporomoste to Epoetin
alfa HEXAL.
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To Epoetin alfa HEXAL kol Ghlo tpoiovto mov deysipovy Ty Tapaywyn EprOpokvtTdpv
pmopel va avéReovy Tov Kivouvo avartuéng Opoppadcemv og 6Aovg Tovg acbeveic. Avtég o
Kivouvog pmopel va givar vynAotepog £av £xeTe AALOVG TAPAYOVTEG KIVOUVOD Y10 TNV avATTLEN
Opoupdcewv (yia wapaderyua, eav eiyoze Gpoufwan ato mapel@ov i eiote vaépfopog, Exete diofny,
EXETE KOPOIOKH VOGO 1 TOPOUEVETE KAIVHPHS Y10, UEYGLO YPOVIKO OLGGTHIUA AOYW KOTOL0G EXEULATHS 1
acbéverag). Tlopokoleiohe va eviuepOOETE TOV YIATPO GOG Y10 OTOWONTOTE ad AVTEG TIG
kataotdoels. O yitpdc oag Oa oag fondncel va amopacioste edv to Epoetin alfa HEXAL eivou
KATOAANAO Y10 GOG.

Eivar onpovtiko va evi\uEPMOGETE TOV YIOTPO 060G €0V 1GYVEL KATO10 a0 TO TOPAKAT® Y10l EGAC.
Mropei va cuveyicete va giote e Béon va ypnoomoteite to Epoetin alfa HEXAL, aAld mpdta
ou{NTNOTE TO LE TOV YLOTPO GOG.

Edav yvopiletre 611 vITo@épete 1 vmopépate amd:

VYN apTNPLoKI] TTigon,

EMMTTTIKOVG 6T 100G 1] KpicEls,

NToTIKY V060,

avolpio GAA®V 0TI0A0YLOV,

mopeupia (Mo 67Tdvia aLpaToA0YIKT SraTapayn).

Eav giote kapxivoradg npénel va yvopilete 0TL Ta TPoIOVIA TOL SIEYEIPOVY TV TAPOYOYT TOV
gpvbporvttdpav (6nwg o Epoetin alfa HEXAL) purnopodv va dpdcovy g avéntikog mapdyoviag Kot
eMOUEVOG BempnTiKA pumopov va ennpedoovy v eEEMEN Tov Kopkivov cag.

Avaloya pe TNV TEPITTMOON GOG, Ia PETAYYLON aipaTog propel va wpoTiun0ei. [lapaxarovpe
oL{NTNGTE TO UE TOV YLOTPO GOC.

Eav giote ao0eviic pe nratitioo C ko waipvete wvtep@epovn Ko prumafipivn, Tpénet vo
ocv{ntoete yuo 10 B0 anTo pE TO YLoTpd GO, d10TL Evag cuvdvacudg epoetin alfa pe wtepeepdvn
Kot prumoPipivn £xel 00NYNHOEL GE ATMAELN TNG EMOPOOTG KOl GE AVATTVEN HIOG KATAGTAGTG TOV
ovoudletar Apyng Amhooio g EpuBpdc Xeipdc(PRCA), po coPapr popon avarpiog, oe omdvieg
nepurtooelg. To Epoetin alfa HEXAL dev éyet eykpibei yio. tn dwoyeipton g avaupiog mov oyetiCeton
ue v nratitdo C.

Edv ciote ao0eviig pe ypovia veppikn avemapkeLd, Kot 10img v 08V OVTOTOKPIVESTE ETAPKMG GTO
Epoetin alfa HEXAL, o yioatpdc oag Oa eréy&etl ) d6on cag tov Epoetin alfa HEXAL di6tin
gmovarappavopevn avénon g 66omg cag tov Epoetin alfa HEXAL gdv dev avtanokpiveote otn
Bepaneio pmopei va avénoet Tov kKivouvo va Tapovclicete TpOPANUa Le TNV Kapdid 1 To opoedpa
ayyeio kot 0o pwopovoe vo avéNcel Tov KivOuvo EUEPAYIOTOS TOV HDOKAPSIon, ayYELKOD
EYKEPOAIKOV €TELG0dI0V 1 BavaTov.

Eav giote kapkivoradng tpinetl va yvopilete 6t ypnon tov Epoetin alfa HEXAL gvdéyeton vo
ovoyetiletan pe pkpdtepn emPinon kot VYNAOTEPO TOG00TO HaviaTmy 6ToVG 0G0EVEIC e KapKivo TNG
KEPAANG KO TOL TPOYNAOL Kol LETOGTUTIKO KAPKIVO TOL HAGTOD Ol 07010l Aapfdvouy
mupeobepaneio.

IpoocéEte Waitepa pe drrha mpoidva Tov dLeyEipovY TNV TAPAYOYT| EPLOpOKVTTAPOV:

To Epoetin alfa HEXAL avikel 6g o opddo mpoidovimv mov Seyeipovy Ty mopaymyn
gpuBpokvLTTap®V, OTOG KaveL 1| avBpdTIVY Tp®TEIVN gpuBpomomtivn. O emayyeipotiog vyeiog cog Oa
KATOyPAQEL TAVTO TO aKPIPEG TPoidV mov ypnoiponoleite. Edv cog d00el £va pappako mov avikel 6
avTVv TV Katyopia extog and to Epoetin alfa HEXAL xatd ) dudpketa tng Oeponeiog cog,
EVNUEPDOOTE TOV Y1OTPO 1) TOV PUPLOKOTOLO GOG TPOTOV TO YPTCLUOTOUCETE.

Idwaitepn mpocoyi) pe To Epoetin alfa HEXAL:

Kotd t Oepaneio pe emostiveg £yovv avopepOel cofapic depuotikéc avtdpaosls, LETOED TV OTolmV
obvdpopo Stevens-Johnson kot to&iky emdeppiKn vekpOAvoN.
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To chvdpopo Stevens-Johnson /m to&iky emOEPUIKT VEKPOAVGT UTOPEL VL ELPAVIGTOVV PYLKE MG
KOKKIVOTE o1Uadior Tov HotdlouV Le TOAVKVKAIKOUG GTOYOVE 1| KUKAIKES TAAKEG OTNV TTEPLOYN TOL
KOPUOV, GLYVA Pe GAOKTAIVEG 0TO KEVTPO. Emtiong, umopel va eppoviotodv €Ak 6TO GTOWA, GTOV
QAPLYYO, GTI UOTI), OTO YEVVITIKG OPYAVO Kot GTOVS 00B0AL00G (KOKKIVE, KoL TPNOUEVO. LATIOL).
2oyva, TPV amd TNV EKONAMOT QVTOV TV GOPap®V dEPUATIKOV e&ovOnudTov Tponyeiton TupeTd]
N/kar ypummon copntopoto. To eavOnuata puropei vo e&elybolv o ekteTOUEVT OTOPOABMOT TOV
OEPHOTOG KO AEIANTIKEG Vi T o1 EMITAOKES.

Edv spoavioete cofapd eEdvOnuo 1 Kamo1o GAAo ard to v AOY® SEPUOTIKG GUUTTMLLOTOL,
otauotnote T Awn tov Epoetin alfa HEXAL kot emikotvovicTE LE TOV YTpO cac 1) avalnTioTe
aueoa 1Tpikn fondero.

Alha @appoke ko Epoetin alfa HEXAL

Epoetin alfa HEXALEvnpep®ote tov y1otpd 060G £0v TOUPVETE , EXETE TPOGPATA TAPEL 1] UTOPEL VO,
TAPETE AALOL PAPLLAKAL.

2V TEPITTMO TOV LAPPAVETE KATOL0 PAPLOKO TOV OVORALETAL KVKAOGTOPIVY (PN CILOTOLEITOL
Y. META OO TIG LETAUOGYEVGELS VEQPOD), O YIATPOC GOG UTOPEL VUL GOG GLOTIOEL AULOTOAOYIKEG
g€etdoelg ya vo, eléyEet to eminedo tng kukloomopivng evd AauBdvete to Epoetin alfa HEXAL.

Tao copTANpORATO G101 POV KOl GALA OLEYEPTIKA TOV CiPOTOS LITOPEL VO AVENCOVY TV
amoteAecpatikotnta tov Epoetin alfa HEXAL. O ywtpdg cag Bo anopocicel dv ival 6ot Yo
€00,C VoL ToL AapPAVETE.

Edv emoke@Ocite voookopeio, KMVIKI 1] OIKOYEVELOKO Y10.TPO, EVILEPDOOTE TOVG OTL aKoAovbeite
Oepomeia pe Epoetin alfa HEXAL. Mropei va emnpedlel dAleg aymyég 1 o anotelécpoto eEeTdoemy.

Kinon ka1 Onioopog

Eivol onpuavtikd vo evijpep@oETE TOV YIUTPO 60G GV 1GYVEL KATO0 OO TO TOPUKAT® Y10 E0GG.
Mropei va cuveyicete va giote og Béon va ypnowomoteite to Epoetin alfa HEXAL, aAlé npdta
ov{NTNOTE TO LE TOV YLOTPO GOG:

e &qav giote £yKvog 1| vouilete 0T pmopel va glote £ykvog.

o &gav Onralere.

To Epoetin alfa HEXAL mepiéyet varpuo:

To Epoetin alfa HEXAL nepiéyet Aydtepo and 1 mmol vatpiov (23 mg) avd 56om, dnhadn
0VLCLOOTIKA «EAeVBEPO VOTPioY.

3. g va ypnowomomeste To Epoetin alfa HEXAL

I[IavtoTe vo. P CLUOTTOLEITE TO PAPRAKO GVTO FVGTIPE COUPOVA IE TIS 0OYIES TOV YIUTPOV GOC.
Edv éyete augipoiricc, potote Tov ylotpd Gog.

O ywTpoc 6ug mpaypotonoinos eEeTaoElg aipotog kot amopdoios 0Tt yperdleote Epoetin alfa
HEXAL.

To Epoetin alfa HEXAL propei va yopnynbei pe éveon:
o Eire og pAéPa eite 6 coANva mov KoTtaAyel o€ AEPa (evooQAePing)
e 'H xdtm and 10 dépua (vrodopimg).

O yotpog oag Ba anopacicet pue motov Tpodmo Ha evietar To Epoetin alfa HEXAL. Zvviwmg ot evéoeig
0o TpaypaTomolovVTaL 0o YIUTPO, VOGOKOUO 1) KATOI0V GAAOV ETOYYEALOTIO TOL TOUEN TNG
VYEOVOLIKNG TtEpifaAyg. Opiopéva dtopo, avaloya pe To Adyo yia Tov omoio ypetdlovtal Oeparmeio
ue Epoetin alfa HEXAL, evdéyetat apyodtepa va pabouy Tmg va Tpoyatorolody Hovol Tovg Tig
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EVESELS KATM and o dépua: PA. Odnyies yia 1o madg Oa kdvete v éveon otov eavto cog ue to Epoetin
alfa HEXAL oto 1éhog autod Tov DAL 0dNyLdV ¥prong.

To Epoetin alfa HEXAL dev mpénet va ypnotponomdei:

® et TV nuepounvia ANENG oTNV EMONUAVOT Kol 6T0 E£MTEPKO KOoLTi

e og MePIMTOT oV YVopilete 1| ToTEVETE OTL UTOPEL va £xel Katd AaBog KatayvyBel,
e o¢ mepintwon PAEPNg Tov yuyeiov.

H 860m tov Epoetin alfa HEXAL mov Aappdvete Bacileton oto copatikd oag fapog ot kihd. To aitio
g avopiog oag etvar emiong €vog TapayovTog Yo Vo amopocicel 0 YIoTpOg GOg Tr 6MOTY 000T).

O ywutpog oog 0o mapaxorovOel TNV apTNPLOKY] 6OG TIEST OVA TAKTA XPOVIKA S10GTHATE OGO
ypnouonoteite To Epoetin alfa HEXAL.

ATopo pe ve@piki vooo

e O yurpdg oag o drotnproet 1o eninedo g apoceopivng oag peta&d 10 kot 12 g/dl kabmg to
VYNAO emtinedo apoceoipivne puropet vo, avénoet Tov kivouvo yia Opopupoug Tov aipatog Ko
Bavaro. Xto modid, o eninedo g apoceapivng Oa mpémel va dwatnpeitan petad 9,5 won
11 g/dl.

e H ouv0ng apyuxn 60061 tov Epoetin alfa HEXAL yio evijhikeg kot maudid giva 50 Aebveig
Movadec (IU) ava yiioypappo (/kg) copotikod Bapovg, yopnyovuUeVn TPEIC POPEC TNV ERSoUADA.
I acBeveic mTov vroPdriiovion og meptrtovatodiviion, To Epoetin alfa HEXAL pmopei va
yopnyeitar 800 Popég tnv efdopdda.

e T evilikeg ko Toudid, to Epoetin alfa HEXAL yopnyeitatl wg éveon gite og pio oAéPa
(evooAéfia) | o€ cwinva wov Kotakyel o€ AEPa. Otav avt 1 TpdcPacn (Léow QAEPag
owAva) dev givon aueca dabiotun, o yiatpdc oag pmopei vo anopacioet 6t to Epoetin alfa
HEXAL npénet va evebel kbto and to dépua (vmoddpia). Avtd mephappdvel acbeveic mov
voPaALovTal 68 aOdIOALST Kot 0oBeVEIS TOV OV VTTOPAAAOVTOL OKOLY GE OLOSTOALON.

o O ywtpog cag Ba GLOTNOEL TAKTIKEG EEETACELS AULLOTOG TTPOKELUEVOD VO SLOTIGTAOGEL TAG
AVTOTOKPIVETOL M AvaLpio 6og Kol LWTopel va Tpocappriocel T 6001, cuvidmg Oyt cuyVOTEPT OO
Kabe téooepic fdouades. Mio avénon g apoceopivng dve tov 2 g/dl og ia tepiodo
TEGGAPOV EPOOUAS®V TPETEL VAL ATOPEVYETAL.

o  Otav n avoipio cog dtopbmbet, o yrotpdg cac Ba cuveyioet va eléyyet To aipa cag taxtikd. H
d6om cag kot 1 ovuyvotTa yoprynong tov Epoetin alfa HEXAL uropei vo mpocappoctet
TEPALTEP® TPOKEUEVOL Vo, dtatnpn el n avtomdkpion cog ot Oepaneio. O ylotpdc cog Oa
AP CULOTOGEL T YOUNAOTEPT] AMOTEAEGUATIKY OGN Yia VO, EAEYEEL TOL GUUTTMOUOTA TG AVOLULIOG
oG,

e Edav dev avramokpiveote enapkadg oto Epoetin alfa HEXAL, o yiotpog oag 0o eléyEel tn d0om
oag kat 0o oag evnuepmoet eav yperaleton va aAlatete Tig d0celg tov Epoetin alfa HEXAL.

o Edv Ppickeote v1o £vo, mo EKTETAUEVO OOCOAOYIKO HeGOdIAoTNIO (LEYOADTEPO amd pio opd TV
gpoopdda) tov Epoetin alfa HEXAL, propei va pn dtatnpnoete EnopKn ETITEda aptoc@opivng
KOl umopel va ypetooteite adéEnon g d6ong 1 g ovyvotntag yoprynong tov Epoetin alfa
HEXAL.

e  Mmopei va cag yopnynfodv GUUTANPOUATO GO POV TPLY Kot KATA TN dldpKeLlo TG Bepomeiag e
Epoetin alfa HEXAL yia va avénfei 1 o0motelespotikdtnTd Tov.

o Edv vrofdilecte og apodtdhon otav apyilete ) Oepaneio pe Epoetin alfa HEXAL, n ayoyn
NG OUOSWAIONC GOG LITOPEL VO, XPEWOTEL TPOsAPLOYT. AVTO Ba TO ATOPAGIGEL O Y10TPOC GG,

Evijlikeg mov vroPariovron o€ ynusroepansio

o O yatpog oog umopet va Eexvioet Bepancio pe Epoetin alfa HEXAL gdv 1 axpospoupivn cog
givan 10 g/dl ) Aryotepo.

o O ytpog 6og Ba drotnpnoet 1o eninedo tng cupooeatpivig cog uetacd 10 kar 12 g/dl, kabhg to
VYNAO emimedo alpoceapivng puropel va avénoet Tov kivouvo yia Bpopufoug Tov aipoatog kot
Bdvaro.
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H apykn 66om ivan gite 150 U avd yildypappo copatikod Bdpov, Tpelg eopés tnv efoopdda,
gite 450 IU avd yiAdypappo copatikod Bapovg pia eopd v efdoudoa.

To Epoetin alfa HEXAL yopryeitat pe éveon kdtom and 1o dEppia.

Avéoyo, pe v avtamdkpion e avaiog cog otn Oepaneio pe Epoetin alfa HEXAL, o yuutpdg
cag Oa {ntoet e€etdioelg aipatog Kot Hmopel vo Tpocapocet T d6o.

Mmropei va gag yopnyndodv GUUTANPOLOTO GLONPOL TPV KoL KOTA T dStdpKeLd TG Bepaneiog [e
Epoetin alfa HEXAL, ®ote vo, yivel TeplocOTEPO ATOTEAEC LATIKT).

Yoviog, Oa cvveyicete ™ Bepaneio ue Epoetin alfa HEXAL ya éva ufive petd and to télog g
ymueroBepameiog.

Evijlakeg mov divovv 10 016 TOVG aipa

H cvviOng 6601 civar 600 TU avd yilidoypappo copatikod Bapovg dvo epopég v efdondda.
To Epoetin alfa HEXAL yopnyeitat pe éveon péoa oe o @AEBO apécmg HETA and TV
TPOKATAOESN TOV AUaTOS GaG Yo 3 €BOOAdES TPV amd T XEWPOLPYIKN EXEUPAOT).

Mmropei va gag yopnyndodv GUUTANPOHOTO GLONPOV TPV KOl KTA T dldpKeLo TG Depamneiog pe
Epoetin alfa HEXAL, dote vo yivel To anote eopotikn.

Evijlikeg Tpoypappoaticpévor yia peilova opOomedika yeipovpyeia

H cvvictdpevny 6601 civor 600 [U avd yididypappo copoticod Bapovg pia popd v gfdopndda.
To Epoetin alfa HEXAL yopryeitat pe éveon kdtom and to déppa kaOe efdopdda yio Tpeig
€POOUAOES TPV TO YELPOVPYEID Ko TNV NUEPX TG EXEUPAONC.

Edv vrapet watpikn avaykn yio peiowon tov ypdvov npv v enéppooct| cog, Ba cog yopnynoet
nuepnota 66om twv 300 [U/kg £wg kot déka NUEPES TPV TO YEPOLPYELID, TNV NUEPA TOV
XeWPovpyeilov Kal yio TEGGEPIS NUEPES AUECOG PETA.

Av o1 e€etdoelg aipatog 0ei&ovv OTL 1) OLHOGPALPTVY] GOG Eval TOAD LYNAN TPV TNV eTEUPACT, 1)
Oepomeio Oa drakomel.

Mmopei va. cog yopnynfovv GUUTANPOUATO GLOTPOV TPLV KoL KOTA TN dldpKela TG Depomeiog pe
Epoetin alfa HEXAL, dote vo yivel To amoTeAEGHATIKY.

Evijlkeg pe poerodvonhaotikd cvvopopo

O ywpdc oag punopei va Eekivinoet Bepaneio pe Epoetin alfa HEXAL gév m aupooeaipiv cog
etvar 10 g/dl 1} Mydtepo. Zkomdg tng Oepaneiog eivor 1 Statipnon Tov EnTESOD TG OLHOGPALPIVIG
oog petagd 10 kar 12 g/dl, kabdg to vynAoTepo eminedo apoceapivng pmopei va avénoet Tov
kivouvo yio Opdppovug Tov aipartog kot Oavarto.

To Epoetin alfa HEXAL yopnyeitot pe éveon kdtm amd 1o dépua.

H apywn 60om givon 450 TU avé yildypappo copatikov Bépovg pia opd v efdopdda.
Avéroyo pe v avtomdkpion g avoupiog cag otn Ogpancio pe Epoetin alfa HEXAL, o ywtpog
cog 0o (nmoet eéetdoelg aipoTog Kot umopei va Tpocapudcel T d6om).

Odnyigg yia Tov Tpomo éveong tov Epoetin alfa HEXAL amé Tov id10 Tov a.60gvi

Katd v évapén g Oepanciag, to Epoetin alfa HEXAL cuviBog evietot amd 1atpikd 1| VOGTAELTIKO
TPOCOTIKO. ApydTeEpa, 0 YITPOG GOG UTopel va TpoTeivel €0gig N TO ATopo oV Gag epovtilel va
uabete va eviete to Epoetin alfa HEXAL kdto amd 1o dépua (vmodopicg) €cgig ot idiot.

Mnyv emyeipeite va kdvete pOVOC/M oag TNV EVEST) EKTOG av £XETE EKTALOEVTEL Yo aVTO amd TOV
Y10tpd 1] TOV VOGOKOLO GOG.

ITavtote va ypnopomoteite to Epoetin alfa HEXAL avompd cOupova pe tig 0dnyieg Tov yotpod
1 TOL VOGOKOLOV GG,

BeBaiwBeite 611 eviete povo v mocdTa TOL VYPOV TOL GOG CLVESTNGOE O YITPOG N O
VOGOKOWOG GG,

Na gpnoponoteite to Epoetin alfa HEXAL povo otav €xet pulaydei cwotd — PA. mapdypogo 5,
Id¢ vo. pvlaooetar to Epoetin alfa HEXAL.
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o Tlpw ™ yxpnon, apnote tn ovpryye tov Epoetin alfa HEXAL péypt va gtdoet og Beppokpacio
douatiov. Avtd yperdletal cuvibmg 15 pe 30 Aemtd. Na ypnoipomoteite ™ cOpLyyo eViog
3 NUEPOV OO TNV ATOUAKPVVGT] TNE OO TO YUYEIO.

No maipvete povo pia d6om Epoetin alfa HEXAL a6 kG0e cvpryya.

Edv to Epoetin alfa HEXAL evieton kdto and 1o déppa (vrodoping), N mocotnTa mov o evebei dev
glvar kovovikd meptocdtepn omd évo, wkiditpo (1 ml) o pio pepovouévn éveon.

To Epoetin alfa HEXAL yopnyeitat poévo tov Kot dev avopuryvoetot pe dala vypd yio va gvebei.

Mnyv avakiveite Tic o0pryysg Epoetin alfa HEXAL. H napatetapévn évtovn ovakivnon pumopei va
PAdwet To mpoiov. Edv 1o mpoidv £xel avakivnOel évtova, unv 1o ¥p1CILOTOCETE.

O1 0dnyieg yia 10 oG Ba kKGveTe £veon otov £anto cog pe to Epoetin alfa HEXAL Bpickovtol 6to
TEAOG CVTOV TOV PVALOL 0O YLDV YPNONG.

Eav ypnoipomomjcete peyordtepn 66on Epoetin alfa HEXAL am6 tnv kevoviki

Evnuepdote apécme Tov yuotpd oag 1 ToV VOGOKOUO GOG OTNV TEPITTMOT oL VOUIleTe mTwg N
nocOtta Tov Epoetin alfa HEXAL mov cag €xet evebel givon peyaddtepn and v Kavovik.
AvemBounteg evépyeieg and vrepfoiikn 66om Epoetin alfa HEXAL dgv givar mbavéc.

Eav Egydoete vo, ypnoipomonjocte To Epoetin alfa HEXAL

[Ipayunatonomote v enduevn Eveon pog to Boundeite. Edv eiote evidg piog nuépag yo tnv
EMOUEVT €VEDT), TAPAAEIYTE ALTAV TTOV EEYACATE KOl GUVEYIOTE LE TO KOVOVIKO TPOYPOLLLLO COG.
Mn dmhacialete Tig evEGELC.

Edv éxete meplocOTEPEG EPOTNOELS GYETIKA LLE TN YPNOT] AVTOL TOV TPOIOVTOG, POTNGTE TOV YTPO,
TOV VOGOKOLO 1 TOV QOPUOKOTOL0 GOLG.

4, IMBavéic avemBounTeg evépyereg

Onwg 6ha To eAppaKa, ETGL KOL GVTO TO QAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEC EVEPYELES, OV
Kot dev mapovctalovial 6E OAOVG TOVG aVOPOTOVE.

Evnuep®ote apéomg 10 Y10Tpo 1] TNV VOSNALEVTPLA GG EGV TOPOVGIUCETE OTOLUONTOTE OO TIG
avembounteg evépyeleg mov mopatifevtal o€ aVTOV TOV KATAAOYO.

oAb cvyvéc avemBounteg evépyeieg
Avtéc pnopel va ennpedoovv teptocdtepa amd 1 oto 10 dropaEpoetin alfa HEXAL.
e Awgppown
Navria
"Epetog
Ivpetog
ZOpH@OPN O TOV GVETVEVGTIKOD GLUGTHIATOS, OTWS BOVAMUEVT] LOTY KO TOVOLOLLOG, EXEL
avaeepbel e acbeveic e veppikn voco ot omoiot dgv vTofAALlovTol aKOUN G AUOSIOAIGT).

2yVEC oVETIOVUNTEC EVEPYELEC
Avtéc pmopel va ennpedoovv émg 1 ota 10 dropaEpoetin alfa HEXAL.

o Avénuévn micon tov aipatog. Ilovoképalot, Wiaitepa oeviolot, O10ELPLoTIKOT TOV
TPpocopoldlovy Le nuikpavia, aicOnpa cOyyvong 1 Kpicelg pwropel vo amroteAovy onueio
Eapvikng avénong g mieong Tov aipartog. Avtd amortel enelyovoa Bepomeio. H avénuévn
mieon Tov aipatog pmopel va amottel Oepaneio pe pdppoka (| Tpocapproyn TS 6060 0YiNG
TOV QOPUAKOV OV AoUPAVETE 1101 Yo VYNAN TTEGN TOV AATOC).
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o  OpopPoocseig (copmeprrapfavopévng v o Badet piefikng Opoupwonc kot epPoing) ot
omoieg umopel va amaitovv enciyovcsa Oepancio. Mmopet va £xete O@pakiko woévo, dveTVOLO,
Kot 00vvnp6 Tpf&ipo kon epvOpoTNTA, GLVIOMOS 6TO TOOL (VG GLUTTMOLLATO.

Biyog.

AgppoTikd £avOnpata, 10 0T0i0 PTOPEL VO 0QPEIAOVTOL GE AAAEPYIKT] OVTIOPAOT).

I16vog TV 06TOV 1] TOV HVOV.

YOUTTOUOTO TOV TPOGOROLALOVY UE YPIm, OT®G TOVOKEPAAOG, TOVOG GTIS apOBpOGELS,
aicOnpa advvapiog, piyn, kémwon kot (oAn. Avtd pmopel va eivat cuyvotepa KOTA TNV
évapén g Bepomeiog. EGv mopovucidcete anTtd 10 CUUTTOHOTO KOTA TN SLAPKELD TNG £VESTG
ot EAEPa, o Bpaddtepn yopnynon ¢ Eveong umopei va, fondnocetl oto va amopevyfolv o
CUUTTOUOTA OVTA 6TO PEALOV.

e  EpvOpiétnTao, KGyipo Kol T6vog 6To 61ueio TG EVESTGS.

o IIpi&ipo TV aoTPpaydimv, TOV GKPOV TOOLOV 1] TOV OUKTOA®V TOV YEPLAOV.

e II6vog otov Bpayiova 1 610 TOOL.

Oy ovyvéc avemBounTes EVEPYELEC
Avtéc pmopei va ennpedoovv émg 1 ota 100 dropaEpoetin alfa HEXAL.

o  Yynia emineda KaAiov 670 aipo To omoio UTopel Vo TPOKAAEGOUVY U PLGLOAOYIKO
KapdlaKd puOuod (avt givar pia oAd cuyvn avemBoun evépyela oe acbeveic mov
VTOPAAAOVTOL GE OLLLOOTOALGT).

Kpioew.

Top@opnon ™G pOTNG 1] TOV GEPAYOYDV.

Alrepykn] avtiopaocn.

Kvidmon.

Xrdvieg avemBounTeC EVEPYELEG
Avtég pmopel va enmpedoovv émg 1 ota 1.000 dropaEpoetin alfa HEXAL.

o YyuntOpata apuryovs amiaciog g epvlpdc oepag (PRCA)

Ayng amhacio g epuBpdc oelpdc onuaivel 6TL 0 LVEAOS TMV OGTAOV dEV TAPAYEL OPKETAL
epvBpoxvtTapa. H apyng amhacio tg epubpdg cepdg mpokaiel Eapvikny ko cofapi) avorpic.
Ta copntopate givon:

e aovvi|0iotTn KOTTMOGT,

o aicOnpa faing,

e Jvomvoro.

H opync amlacio g epuBpdc celpdc avaeéptnke ToAd omdvia Kupimg o€ acbevelg e veQpikn
vOGO LETA amd pnveg Emg xpovia Bepaneiog pe epoetin alfa kot dAlo TpoidvTo Tov dieyeipovy TNV
TOPOYOYN EPLOPOKLTTAPWV.

o  Mmopei va onueimbei abénomn ota enineda TV alponeTolmy oto aipa (Opoufokidtrapa), Ta
omoia PLGIOAOYIKG gpuAEKOVTOL 6T dnpovpyio Opopfov aipatog, WAiTEPA TNV apyf TG
Oepameioc. Avtd Ba 10 eAéyEet 0 ylaTpdg Gag.

e Boapud adliepykn avtidpacr mov unopel va mepthapfavet:
®  TPNGLEVO TPOCHOTO, YEIAN, OTOUA, YADGGO 1] A0,
e JLOKOAIQ OTNV KATATOGN 1) GTNV AVATVON,
o Kvnoumdec eEavOnua (kvidwon).

o [IpoPAnpa pe to aipa 10 0moio pmopel vo TpoKaAEGEL TOVO, GKODPa 00Pa 1) AVENUEVY
gvoodnoia Tov SEPRATOC GTO MG TOL NALOL (TopPLPI).

Edv vroPdaiiecte o€ aplodtoAion:
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e  Mmopei va dnuiovpynBodv Bpoppor aipatog (0poppwon) oty avacTOU®SN TNG
OLHOSWAIONC. AVTO givar TBovOTEPO VO CLUPEL GV £xeTE YOUNAN TTECT TOVL OUATOC 1| AV
VIAPYOVY EMTAOKEC GTO OPTNPLOPAEPIKO SLPTYYLO GOC.

o  OpopPor aipartog pmopei eniong va Onovpyndovv 6To GHGTNA APLOSAIGHE Gac. O
YWITPOG GOG UTOPEL VO AOPAGIoEL v uENGEL T 600T Nrapivng oG KOTA TN SIEPKELD TNG
ULUOSIOAIONG.

Kozd ) Oepancio pe emoetivec Exovv avapepOei coPfapd deppaticd e&avonuota, petald Tmv
omoimv cvvdpopo Stevens-Johnson kat to&ikn emdeppukn vekpodrivon. Ta e&ovOnpota avtd
UTOPEL VO EUPAVIGTOVY MG KOKKIVMOTO GNUASIY TOV 1oldlovV e TOAVKLKAIKOOG 6TOYOUG 1)
KUKMKEC TAGKEG OTIV  TTEPLOYT TOL KOPHOV, GLYVH LE PAVKTUVEG GTO KEVTPO, OTTOPOAISMGT TOVL
OEPHOTOG, EAKT OTO GTOO, GTOV PAPLYYQ, GTH LWOTN, OTA YEVVITIKA OPYOVO KOl GTOVG
0pBuAuovg, Ta ooio UTopel va  EKONAMVOVTOL LETA ad TLUPETO KOl YPITMON GuURTOHoTo. Edv
EUPAVIGETE OWTA TO CLUTTOUATE GTAROTAOTE T YprioT Tov Epoetin alfa HEXAL «ot
EMKOWVMVIOTE LLE TOV Y1ATPO GOG 1) avalnTnote dueca wtpiky fonbeia. Biéne emiong mapdypapo
2.

Evuep®oTte TOV Y10.TPO 1] TOV VOGOKONO 60G ORECOS AV avTIAN@Deite 0m0100MTOTE OO AVTEC TIG
EVEPYELEG, 1 EAV TAPOTNPT|CETE OTOLECONTOTE AALEG EVEPYELEG EVOSM Aapfavete Bepamneia pe TO
Epoetin alfa HEXAL.

Edv xdmota avemBountn evépyela yivetal cofapny, 1 av TopATNPNOETE KATOLo avemBuunTT EVEPYELN
OV OEV OVAPEPETOL GTO TAPOV PVAAO 001DV, TapaKAAEIGHE VO EVIUEPDCETE TOV Y1OTPO, TOV
VOGOKOLO 1) TOV QOPLOKOTO0 GOG.

Ava@opd avemOOunTOV gVvEPYELAV

Edv mopatnpnoete kamoto avemfOun evEpPyeL, EVINUEPDOTE TOV YIOTPO, TOV QAPUAKOTOLO 1) TOV/TNV
VOGOKOHO 6aG. AvTtod 1oyDeL Ko Yio KAOe Thovi avemBounn evEPYELD TOL dEV OVAPEPETAL GTO TOPOV
@OALO 0OMY1DV Yprionc. Mmopeite emiong vo avapépete avemBounteg evépyeieg anevbeiag, HECW TOV
€Bvikov cuaTUATOG aVaPopPAs Tov avaypaesTor oto [Tapaptnua V. Méoo tng avapopdg
aveEMBOLUNTOV EVEPYEIDV UTOPEITE VO fonONCETE TN GLALOYT TEPLCTOTEPMVY TANPOPOPLOV CYETIKA
LE TNV AGPAAELD TOV TOPOVTOC PAPLLAKOV.

g va puhdeesste To Epoetin alfa HEXAL

To pdppako avtd TPETEL VO, PUAACGETAL GE PLEPT] TTOL gV TO PAETOVY Kot dev TO POAvoLY TO
TodLd.

Na pn ¥pnoUoToLEiTe aVTO TO PAPOKO KETA TNV NUEpOUNVIa AENG TTOL AVOPEPETOL GTNV
EMONLOVOT KOt 6TO KouTi petd v "EXP" (An€n).

duvrdooete Kot petopépete o€ yoyeio (2°C-8°C).

Mropeite vo. Bydiete to Epoetin alfa HEXAL £€w and to yuyeio kai vo o puAdooete o
Oeppokpaocio dmopatiov (€ng 25°C) yia ypovikd dtdotnua péExpt 3 nuep®V. Ao Tn oTiyun mov pio
ovpryya £xet Pyet amod to yoyeio kot 1 Oepuokpacio g Exel TacEL o€ Bepokpacio dopUaTion
(¢mg 25°C) mpémel gite va ypnolonon el evtog 3 nuepav gite vo amopprpOel.

Mnv katoyvyete | ovaKiveite.

dvrdooete GTNV APYIKT] CLOKEVAGIN Y10, VO TPOGTATEVETUL OO TO PG,

Na pn (pMNOLUOTOLEITE AVTO TO PAPLLOKO EAV TAPAUTNPTCETE

mepinT®on Tov Yvopilete N moteveTe OTL umopel va £xel katd AdBog katayuybel, N

nepintwon PAGPnNg Tov yoyeiov.

TEPIMTMOT TTOL TO VYPO EYEL YPOUATIOTEL 1] GV UTOPEITE VO OEiTE COUOTION VO, EMTAEOVV LEGA O
oTo,

TEPIMTOGN TTOL 1) GPPAYIoT £XEL TAPOPLoCTE,
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Mnyv mteTdTe QAPROUKO 6TO VEPO TNG UTOYETEVOG 1] 6T OLKLOKA amoppipata. Potiote tov
QOPLOKOTOLO GOC YOl TO TS VO TETAEETE TOL PAPLLOKO TTOV OEV YpNoLlomoteite mo. Avtd to pétpa Ba
BonBnoovv oty Tpoctacio tov mepPdAiiovtog.

6. Ilepreydpevo TG GVGKEVAGING KOl AOUTES TANPOPOPIES

T wgpréyer To Epoetin alfa HEXAL

- H dpaoctikn oveia givar: epoetin alfa (yio mv mocdtnta PA. TOV TIVOKO TOPAKAT®).

- Ta dAho cvoTaTIKA €lvaL: VATPLO POSPOPIKO H16OEIVO STHOPIKO, SIVATPLO POGPOPLKS
SOP1KO, VATPLO YA®PLOVYO, YAVKIVT], ToAvcopPikd 80, vdpoylmpikd o0&y (Yo pibuion tov pH),
vatpiov VOPo&eidio (Yo pHOen Tov pH), kot HéWP Yo evéaiua.

Engavien tov Epoetin alfa HEXAL kou Tepieyopevo e 6v6KeL06i0G

To Epoetin alfa HEXAL napovctdletol mg £va StovyEg, dypmpo eVEGIIO SIEADIN GE TPOYELOUEVT
ovpryya. Ot cOpryyeg elval GOPAYIGUEVEC LEGO OE 0L KOWEAN.

Mopon AvTioTor e pop@ég o¢ Hocoétta
mOGOTNTO/0YKO Y10 KGOS epoetin alfa
MEPLEKTIKOTN T

Ipoyeuopéveg cvpryyec | 2.000 1U/ml:
1.000 1U/0,5 mi 8,4 wpoypappdpio
2.000 IU/1 ml 16,8 pikpoypopupdapio
10.000 1U/ml:
3.000 1U/0,3 ml 25,2 wkpoypoppdpio
4.000 1U/0,4 ml 33,6 pwkpoypappdpio
5.000 1U/0,5 ml 42,0 wkpoypappdpro
6.000 1U/0,6 ml 50,4 pkpoypappdpio
7.000 1U/0,7 ml 58,8 wkpoypappdpio
8.000 1U/0,8 ml 67,2 pikpoypappdpio
9.000 1U/0,9 ml 75,6 pikpoypoppdpia
10.000 1U/1 ml 84,0 wkpoypapudpio
40.000 1U/ml:
20.000 1U/0,5 ml 168,0 wkpoypappdpio
30.000 1U/0,75 mi 252,0 pikpoypappdpio
40.000 1U/1 ml 336,0 pwpoypappdpio

“Méyefog cuokevaciog 1, 4 1§ 6 Tpoyepiopuévng(-ov) copryyag(cupiyymv) pe N xmpig TposTaTELTIKO
KéAoppo Beddvne.
Mmropei va, unv KoKAOPOPOUV OLEG Ol GLOKEVAGIES.

Kéroyog aocrog kuokrogopiag

Hexal AG
Industriestr. 25
D-83607 Holzkirchen
T'epuoviadl

Hoepaywyog

Sandoz GmbH
Biochemiestr. 10
A-6336 Langkampfen
Avotpia
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To mapov vAlo 0dNYLAOV xpHoNS avadempOnke Yo Tedevtaio popd otic {MM/EEEE}.

Aemntopepeic mAnpoopieg yio To pappoko avtd eival d108éoipeg oto dikTLAKO TOTO ToL Evpmraikon
Opyoaviopov Gopudkmv: http://www.ema.europa.eu.

Oonyies Yo To TAOG 00 KAVETE TNV £VEGT GTOV £0VTO 60G (Y10 A6OEVEIS HE CUUATORATIKY AVOLPid,
OV TPOKOAELTAL OTO VEQPPIKY] VOGO, Y10 EVI|MKES 0.008veiS TOV VToPfailovTan o€ ynuerobepansia,
eviiMKeg 0.60gveig oL givar TpoypappaTiopévol Yo opBomedikd yeipovpysio 1 evijlikes aceveig
JE PVELOOVGTAUCTIKG GUVOPOpA PLOVO)

AVt 1 gvOTNTO TEPIEYEL TANPOPOPIESG Y10 TOV TPOTO LIE TOV OO0 UTOPEITE VO KAVETE PLOVOL GOG TNV
éveon tov Epoetin alfa HEXAL. Eival snuavtiké vo py eTvELpGETE Vo KAVETE EVEGT] LOVOL GOG
TOPa Povo £av £xeTe £101KA EKTULOEVTEL 06 TO YIUTPO 1) TN VvoonrevTpLd ooc. To Epoetin alfa
HEXAL odwtifeton pe 1 xopic Tpootateutikd KdAvppo BeAovng Kot o Y1atpog 1 1 voonAenTpld oag Ha
oag ogiel Tmg va to ypnoonoteite. Edv éyete amopieg oyetikd pe ) xoprynom g éveong 1 4
€YETE OMOIECONTOTE EPWTNOELS, Tapakaieiche va {ntoete tn fonbeia Tov yoTtpov 1 g
voonAebTplig oog.

1. [TAbvete ta yépla oag.

2. Apaipéote pio oOptyyo amd Tr GLOKELOCTN KOl APUPESTE TO TPOGTATEVTIKO KAALUUA O TN
Bedovn. Ot oOpryyeg pépovv avaylveovg Stoadicpévoug SaKTuAlovg, £T01 MGTE VoL Etvol
duvatn N peptkn ypnomn dv anarteitol. Kabe dwapaduiocuévog daktdiiloc aviietoryel o€ dyKo
0,1 ml. Eqv amatteiton pepikn ypnon me ooupLyyos, apopiote 1o mTEPIioeto Sl Tpty Ty
éveon.

Kobapiote to déppo atnv meptoyn g £veonc, oKovmilovTog TNV Ue OVOTVED QL.

Yymuotiote pio wruyn 6to dépua mELOVTOC TO dEPUA LETOED TOV OVTIYEPO KOl TOL OEIKTY.
Eiodyete ™ Behovn péoa oty Ty Tov déppatog pe pia ypriyopn, otabepn kivnon. Kdvete
™mv éveon tov dodvpatog Epoetin alfa HEXAL 6mog cog éxet vodei&et o yiotpog cag. Eav
&xete au@1PoAiec, pOTNOTE TOV YIATPO 1 TOV POPLOKOTOLO GOG.

gk w

IIpoyeumouévn oipryya ywpic TpooTaTenTikd KaAvUpo BeAdVNS

6. Q0Onote 10 uPolro apyd Kot otabepd eEarkorlovbdvTag va KPATATE TO
dépua cag.

7. AoV gvéaete T0 VYPO, apapéate TN Peddvn Kot ehevBepdoTe TO dEpUA
60c. AcKNoTe Tieon AV 6To onpeio TG Eveong e éva 6TeyVO, oTEIPO D)
Boppaxt. a5

8. Kda6e mpoiov mov dev €xet ypnoyromondei 1 vITOAEUpO TPETEL VAL

. , . , . L I
amopprpfel. Xpnoonomote Kabe cuptyya Lovo yio pio Eveon.

IIpoysuiouévn cvpryyo. Le TPOoTATELTIKO KdAvupa BeAdvng

6. Evo kpotdte 10 dépua cog, wbnote to pPolo apyd kor otabepd péypt
va yopnyn0et 6An n 8601 KoL va, unv propei 1o EpPoro va meotel
TEPOTEP®. AgV TPETEL VA YOAAPDGETE TNV TIECT| TOV OIOKEITE GTO
éuporo! )

7. AoV evéaete To VYPO, apalpiote T LoV evd datnpeite TV Tieon \
070 £UPoro Kot LeTd ehevBepdote T0 Oéppa GuG. ACKNOTE TiEoT TAV® )/ —
070 onueio g éveong pe éva oteyvo, otelpo PapPfaxt. ()

8. Aopnote 10 éuPoro. To TpootatenTiKd KAALUPA TNG BEAOVNC Ba
petokivnel ypriyopa yio va kaAoyel T BeAdvn.

9. Kda6e mpoiov mov dev €xet ypnoyomombei 1 vroreipupa Tpémnel va aroppipbei. Xpnoiponomorte
KGOe cVpryyo LOVO Yo, pio Eveon).
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