ITAPAPTHMA 1

NEPIAHYH TON XAPAKTHPIETIKOQN TOY ITPOIONTOX



1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Binocrit 1.000 IU/0,5 ml evéoyo dtdAvpa e TpoyepUGEVN GUPLYYO
Binocrit 2.000 IU/1 ml evécipo S1GAVU GE TPOYELUGHUEVT] GUPLYYO.
Binocrit 3.000 1U/0,3 ml gvéoyio S1GAvO. GE TPOYEUIGLEVT] GOPLYYOL
Binocrit 4.000 1U/0,4 ml evéoyo 1AV GE TPOYELUGIEVT GVPLYYO
Binocrit 5.000 IU/0,5 ml gvéoyo 614AVUE. GE TPOYEUIGLEVT] GUPLYYO
Binocrit 6.000 1U/0,6 ml gvéoylo S1GAVO. GE TPOYEUIGLEVT] GOPLYYOL
Binocrit 7.000 1U/0,7 ml evéoyio d1dAvpa o€ TPOYEUIGUEVT] GOPLYYO
Binocrit 8.000 IU/0,8 ml gvéoyo 61GAVUE. GE TPOYEUIGLEVT] GUPLYYO.
Binocrit 9.000 1U/0,9 ml evéoylo 61GAVUO. GE TPOYEUIGLEVT] GOPLYYOL
Binocrit 10.000 IU/1 ml gvéoipo didAvpa o mpoyepuopévn ooptyya
Binocrit 20.000 1U/0,5 ml evéoiplo S1dAVLO GE TPOYEUGUEVT CVPLYYO
Binocrit 30.000 1U/0,75 ml evéoyo S1dAvUa GE TPOYEUIGLEVT] GUPLYYO.
Binocrit 40.000 IU/1 ml evéoio didAvpa 6g TpoyEUIGUEVT GUPLYYO

2. MNOIOTIKH KAI MOXOTIKH XYNOEXH

Binocrit 1.000 1U/0,5 ml evéoyio d1dAvpa 6€ TPOYEUIGUEVT) GUOPLYYOL

Ka0e ml drodvpatog mepiéyet 2.000 IU epoetin alfa* to omoio avtictoryei o 16,8 pikpoypoppdpio
ové ml

Mia poyepuopévn oopryya tov 0,5 ml mepiéyel 1.000 debveic povéaodeg (IU) 1o omoio avtictoryel o
8,4 wkpoypaupdpia epoetin alfa. *

Binocrit 2.000 1U/1 ml evéciuo didAvpa G€ TPOYEMGUEVT) GUPLYYOL

Kabe ml drodvpartog mepiéyet 2.000 IU epoetin alfa* to omoio avtiototyei o 16,8 pikpoypoppdpia
ava ml

Mia npoyepopévn oopryya Tov 1,0 ml mepiéyet 2.000 d1ebveig povadeg (IU) To omolo avtiotoryel o
16,8 pkpoypoppdpila epoetin alfa. *

Binocrit 3.000 IU/0.3 ml evéoo didlvpa 6 TpoyeLouévn cupLyya

Kdabe ml drodvpartog mepiéyet 10.000 IU epoetin alfa* 1o omoio avtiotoyyel og 84,0 pikpoypappdpla
ové ml

Mia mpoyepucpévn oopryya tov 0,3 ml tepiéyet 3.000 debveig povadeg (IU) 1o omoio avrtictoyei o
25,2 wkpoypappdpio epoetin alfa. *

Binocrit 4.000 1U/0.4 ml evécipo S1dAvpo Gg TPOYEUGUEVT) GLPTYYOL

Ké&0e ml diodvpoarog mepiéyetl 10.000 IU epoetin alfa* to onoio avtiotoryel o 84,0 ukpoypappdpio
avé ml

Mio mpoyepucpuévn ovpryya tov 0,4 ml tepiéyel 4.000 debveic povadeg (IU) 1o omoio avtictoyei o
33,6 pikpoypappdpio epoetin alfa. *

Binocrit 5.000 1U/0,5 ml evécipo didlvpo 6g TPOYEUOUEVT) GLPLYYO.

Kabe ml drodvpartog mepiéyet 10.000 TU epoetin alfa* 1o omoio avtictoyei oe 84,0 pikpoypappdpio
ové ml

Mia poyepuopévn ocopryya tov 0,5 ml mepiéyel 5.000 debveic povdaodeg (IU) to omoio avtiotoryel o
42,0 wkpoypoppdpia epoetin alfa. *

Binocrit 6.000 1U/0,6 ml gvéoyio didAvpa o€ TPOyEUIGUEVT) GOPLYYOL

Kabe ml drodvpartog mepiéyet 10.000 IU epoetin alfa* 1o omoio avtictoyel oe 84,0 pikpoypappdapia
ava ml

Mia mpoyepuopévn ovpryya tov 0,6 ml tepiéyet 6.000 debveig povddeg (IU) 1o omoio avrtictolyel og
50,4 pikpoypappdpio epoetin alfa, *




Binocrit 7.000 1U/0,7 ml evéoipo didAvpa g TPOYEUCUEVT) GLPTYYOL

Ké&0e ml dwodvpotog mepiéyet 10.000 U epoetin alfa* to onoio avtictoyyel o 84,0 pukpoypappdpio
avé ml

Mia mpoyepucpévn ovpryya tov 0,7 ml tepiéyel 7.000 debveic povadeg (IU) 1o omoio avrtictoyei o
58,8 pikpoypappdpia epoetin alfa. *

Binocrit 8.000 1U/0,8 ml evécipo didlvpo 6g TPOyEGUEVT) GLPLYYO.

Kabe ml drodvpartog mepiéyet 10.000 TU epoetin alfa* 1o omoio avtictoyel oe 84,0 pikpoypappdplo
ovd ml

Mia mpoyepucpuévn ovpryya tov 0,8 ml tepiéyet 8.000 diebveic povadeg (IU) to omoio avrtictoyei o
67,2 wikpoypappdpia epoetin alfa. *

Binocrit 9.000 1U/0.9 ml evéoyio d1dAvpa € TPOyEUIGUEVT) GOPLYYOL

Kabe ml drodvpartog mepiéyet 10.000 IU epoetin alfa* 1o omoio avtictoyel oe 84,0 pikpoypappdpia
avé ml

Mia mpoyepuopévn ovpryya tov 0,9 ml tepiéyet 9.000 debveig povddeg (IU) 1o omoio avrtictolyel og
75,6 wikpoypappdpia epoetin alfa. *

Binocrit 10.000 IU/1 ml evéowo sidAvpa og Tpoyspicuévn cbptyyo

Ka0e ml drodvpoatog mepiéyet 10.000 IU epoetin alfa* 1o omoio avtiototyel oe 84,0 pukpoypoppdpio
ava ml

Mia npoyepuopévn oopryya tov 1 ml mepiéyer 10.000 debveic povédec (1U) to onoio avtictoryel og
84,0 pukpoypappdplo epoetin alfa. *

Binocrit 20.000 1U/0,5 ml gvéoylo didAvpa o€ Tpoyemouévn cOptyyo

Kda0e ml drodvpatog mepiéyet 40.000 U epoetin alfa* 1o onoio avtictoyyel og 336,0 pikpoypoppdpo
avé ml

Mia mpoyepuspévn ovpryya tov 0,5 ml tepiéyet 20.000 debveig povadeg (IU) to omoio avtiotoryel o
168,0 kpoypappdpio epoetin alfa. *

Binocrit 30.000 1U/0,75 ml gvéoyio didlvpo 6€ TPOYEUGUEVT) GLPTYYO

Ka0e ml drodvpatog mepiéyet 40.000 IU epoetin alfa* 1o onoio avtictoyel og 336,0 pikpoypoppdpio
avé ml

Mio poyepucpuévn ovpryya tov 0,75 ml nepiéyet 30.000 diebveic povadeg (IU) to omoio avtictoyel o
252,0 pixpoypappdpio epoetin alfa. *

Binocrit 40.000 IU/1 ml evécwo didAvpo oe Tpoygpicpévn cbptyyo

Ka0e ml drodvpatog mepiéyet 40.000 IU epoetin alfa* to onoio avtictoyel og 336,0 pikpoypoppdpio
ovdé ml

Mia tpoyepucpévn cvpryyo tov 1 ml mepiéyet 40.000 d1ebveig povadeg (IU) to omoio avtictotyel o€
336,0 wkpoypouudpo epoetin alfa. *

* Tlapaokevaletar pe tnv teyvoroyia avacvvovacspévov DNA og kittapo Qobnkdv Kivelikdv
Kpumntodv (Chinese Hamster Ovary cell line) (CHO)
IMa tov TApn kaTdloyo TV ekddy®V, PA. Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H

Evéoyo didAvpa og Tpoyeucuévn ocupryyo (eVEGILO)
Awowyég, aypopo St



4. KAINIKEY IAHPO®OPIEX
4.1 OepamevTiKég evoEitelg

To Binocrit evdeikvutat yia tn Ogpameio TG CLUTTOUATIKNAG ovoLiog Tov oyeTileTon pe xpovia
veppikn avendpkeld, (CRF):

- o€ evihikeg kot andld niwkiog 1 éog 18 etdv mov voPAALOVTOL OE UHOSIOAIGT) KOl GE EVIIALKEG
acBeveic mov vroPdAilovtal og Tepitovaikn kaBapon (BA. mapdypapo 4.4).

- 0€ EVIIAIKEG LLE VEQPIKT] OVETAPKELN O1 00101 dEV LTOPAALOVTOL KON o€ aupokdBapon yio
Oepamneio g cofapnc avarlpiog veePIKng ortioloyiog 1 0moiot GUVOSEVETAL OO KAVIKA
cuounTopate 6tovg acbeveig (BA. Tapdypago 4.4).

To Binocrit evdgikvutal o€ eVAAKeg Tov Aapfdvouy ynuelodepameia yio TV OVIILETOTIOT COUTOYDV
OYK®V, KOKONO0UE AEUO®UATOC 1) TOAAUTAOD LVEADIOTOG, KO PE KIVOLVO PETAYYIONG OTTMG KpiveTal
Baoet g yevikng kKaTdoTaoNG TOL A0HEVOVS (). KOPIAyyEIKT] KOTAGTOGT), TPOVTAPYOVGO OVOLLLio:
Katd Vv évapén g ynuetobepaneiog) yio t Oepameio Tng avoipiog Kot peimon e ovaykng yio
LLETAYYLON.

To Binocrit evoeikvutol 6€ EVAAIKES GE TPOYPOLLLO OVTORETAYYIONG Yo avENOT TS 0dO0oNG
avtoéroyov aipotoc. H Oepaneia npémel va yopnysitan povo oe acbeveic pe avorpio pétplag fopdtnrog
(evpog ovykévipoong orpooparpivng [Hb] peta&d 10 émg 13 g/dl [6,2 £w¢ 8,1 mmol/1], ywpig
OVETAPKELD GLONPOV), GE TEPITTMGT TOL 01 d1adIKaGieg E£0IKOVOUNOTG AiATOG Elval un dtabéotpeg M
OVETOPKELS, OTOV TO TPOYPUUUATIOUEVO UEILOV EKAEKTIKN XEIPOVPYIKN eméUPacT omattel LeYaAo OyKo
aipoatog (4 N TEPIOGOTEPES LOVADES CILLOTOG Y10l TIG YUVOIKEG KOl 5 1) TEPIOTOTEPEG LOVADIES Y10l TOVG
GvOpEQ).

To Binocrit evdeikvuton Tptv amd peiloveg ekiexticég opBomedIKEC YeIpoVPYIKEG eneUPACELC, O1 OTTOlES
BepnriKd £xovv LYNAS KivOVVO EMITAOKMV KOTA Tr) HETAYYLON, VIO EVIJAIKEG TOL OEV TAPOLGLALOVY
OVETAPKELD GLONPOV DOTE VO LEIDGEL TNV €KBeoN 68 aALOYEVIKES petayyioelg aipatog. H xpion tov
0o mpémel va mepropiletan og acbeveic pe avapio pétplag fapvntog (1., E0POG CLYKEVIPOGNG
atpoceapivng pneta&y 10 éwg 13 g/dl 1 6,2 émg 8,1 mmol/l) o1 onoiot dev GLUUETEXOVY GE KATO10
TPOYPOLLLLO CVTOUETAYYIONG KOl Ol OTTO{01 AVOLEVETAL VO DTTOGTOVV Ll HETPLO OTDAELR OiLOTOG

(900 ¢wc 1.800 ml).

To Binocrit evdeikvutat yia n Ogpameio TG CLUTTOUATIKNG ovapiog (GLYKEVTP®ON OLLOGOAPIvIG
<10 g/dl) oe evijhikeg pe younAo — 1 evoldpeco-1 — kivouvo Tpmtoraddy HLEAOSVOTAAGTIKMY
ouvopopmy (MAX) ot omoiotl Exovv yaunin epvbpomontivi opod (< 200 mU/ml).

4.2 Aocoloyia Kol TPOTOS Yopynons

H Oepaneio pe Binocrit mpémel va apyilel vd v enifreyn yatpov Eunelpov ot dlayeipion
acfevav pe TIg avoTépm eVOEiEels.

Aocoloyia

IIpwv amd v €Evapén g Bepaneiag pe tnv epoetin alfa kot dtav anopaciletal avénon g d6onc, Ha
pEmEL va, 0E0A0Y0DVTOL Kot VO, avTIETOTI ovTal BepamenTikde OAEG o1 GALEC aTieg TG ovarpiog
(avendpkelo o101 pov, PLAALKOD 0&€og 1| Prrapivng By, toéikwon and alovpivio, Aoipmén 1
QAEYLOVY, ATTOAELD OULLOTOG, OLILOALGT KOt tV®OT) TOL HVEAOD TMV 0GTMOV OTOLUGONTOTE OLTIOAOYING).
INoa va dteceaiiotel n PéATio Bepomevtikn avtomdkpion otny epoetin alfa, Oa wpénel va
dtoporiletarl n dapén enapkdV amobepdTomv 61dNPoL Kot Bo TPETEL VAL YOPTYOVVTOL GUUTAT POLOTO
onpov gav glvar amapaitnto (PA. mapdypaeo 4.4).



Osparmeio THS COUTTOUATIENS OVOIUIOC 08 EVAAIKEC aoBEVEIC e YpOovIo VEQPIKT] OVETOPKELO,

Ta copntodpaTo Kot xakolovda e avopiog propel va mokiAlovv avaioyo pe Ty nAtkia, To eOAO
KOl TIG CLUVUTAPYOVGEG KATAGTAGEIS voonpotntag. Amatteitol a&loAdynon g KAWVIKNG Topeiog Kot
KatdoToong Tov Kabe acevoidc and Tov yloTpo.

To cvvietduevo extBountd edpog cuykévipmang aposearpivng sivor petaly 10 g/dl éwog 12 g/dl
(6,2 éw¢ 7,5 mmol/l). To Binocrit @pénet va yopnyeital Tpokeévou va avéndel 1 arpocoatpivny oyt
neprocodtepo amd 12 g/dl (7,5 mmol/l). M avénon g opospatpivng ve tov 2 g/dl (1,25 mmol/l)
o€ [a mePiodo 1eccdpmv efdopddmv mpénel va amopevyetat. Edv cuppel avtd, 8o mpémet va yivelt n
KATOAANAN TPOGAPHOYR TG 0OGNC OTT®G TPOPAETETOL.

Adyo TV dtokvpdveemv petalh achevav, evOEyeTol va, Tapatnpniodyv TEPIGTAGIOKH LELOVMUEVES
TIWES apos@arpivng yia Evav acBevi vynmidtepeg 1| YOUNAOTEPEC 0o TO EMBLUNTO EVPOG
GLYKEVTP®ONG apoc@arpivng. Ot SIOKLUAVGELS TG OLOCPALPIVIG TPETEL VO AVTIHETORILOVTOL LECH
dwyeipiong g d6omMg, AapPdvoviag VoY To E0POG CLYKEVTPMONG dosparpivng amd 10 g/dl

(6,2 mmol/l) éog 12 g/dl (7,5 mmol/1).

"Eva otafepd eninedo arpoceaipivng vynAadtepo and 12 g/dl (7,5 mmol/l) mpénet va amopevyetar. Edv
N apocatpivn avEdverar katd mepiocdtepo and 2 g/dl (1,25 mmol/l) tov piva, 1 edv 1 otabepn|
apoceapivn vrepPaiver o 12 g/dl (7,5 mmol/l) peuwote tn d6om tov Binocrit katd 25%. Edv n
apocparpivn vrepPaiver ta 13 g/dl (8,1 mmol/l), Stoxodyte T Bepaneio péxpt va técel KAT® Ao

12 g/dl (7,5 mmol/l) kou 161 apyiote Eava  Bepaneia pe Binocrit og pia 66om katd 25%
YOUNAOTEPT amd TNV TPONYOVUEVT] dOOT).

Ot acBeveic Tpémetl va mapakorovBodvial 61evé doTe va dtao@oriletat 6T ypnoipomoteital 1
YOUNAGTEPT EYKEKPLUEVT] OTOTEAECUATIKY 000T Binocrit yio Tov emapkn EAeyy0 TG avalpiog Kot Teov
CUUTTOUATOV TNG AVOLUING EVED SUTNPEITOL GLYKEVIP®GOT) QUOGPALPivG KAT® amd 1| oto 12 g/dl
(7,5 mmol/l).

Amarteital Tpocoyn He TNV KAUAK®GCT TV dOGEMV EVIGYVLTIKOV Tapdyovta epvbponoinong (ESA) oe
acBeveic pe ypovia veppikn averdpkela (CRF). Ze acbeveig pe avemapkn aviondkpion g
apoceapivng otov ESA, Ba npénel va eEetdlovtal evaALaKTIKES EENYNOELS Y10 TV OVETOPKT)
avtomokpion (PA. mopdypoaeo 4.4 kot 5.1).

H Bepansvtikn| aywyn pe to Binocrit ywpiletor og dvo otddio — edomn 510pHwong Kot cuvtipnong.

Evilixec aobBeveic mov vmofdrlovian oe oupodivlion

e aobBeveic mov vroPdAiovtal o€ alodtdALoT, OTav gival dpeca dtabéciun evoopAéPio TpocPaon,
TPOTILATOL 1] YOPNYNOoN UEG® TNG EVOOPAEPLAG 0000.

Daon o10pBwons
H evapktipio 06om givon 50 TU/kg, 3 popéc v efdoudda.

Edwv eivon anapaitnto, avénote 1 peuwote m d6on katd 25 [U/kg (3 popég tnv efdopdda) péxpt va
emrevydel To emBLENTO EVPOG SLYKEVTP®ONG arposparpiving petald 10 g/dl éwg 12 g/dl (6,2 émg
7,5 mmol/l) (awt6 Oo mpémel va yivetal o€ 6TAUd10, TOVAGYIOTOV TEGGAP®OV EFSOUASMV).

Daon ovVTHPNONS
H ocvvietduevn cvuvolikn efdopadiaio d6omn kopaivetar peta&d 75 kot 300 [U/kg.

[Ipémet va yiveton 1 KATAAANAN TPOSAPLOYN TNG SOOG Y10l TH SALTHPNOT TOV TIHDV TNG
alpoc@opivng evioc tov embuuntot evpovg cuykévipwong petaéd 10 éwg 12 g/dl (6,2 émg
7,5 mmol/l).



Ot acBeveic pe ToAD younAd apyikd enineda g apoceapivng (< 6 g/dl 1 < 3,75 mmol/l) umopei va
YPEWCOOHY LVYNAOTEPESG HOGELS GUVTNPNONG CLYKPLTIKA LLE TOVG 0oBeVeElg GTOVG 0TOloVG 1 vaLpia
KaTd TV Evopén g Bepamneiag eival pkpotepng fapvtnrac (> 8 g/dl > 5 mmol/l).

Evilikec aoOsveic ue veppixi ovemapkelo. mov ogy vrofalloviol axoun o ouporxaBapon

Ortav oev givar dueca dtabéoun evoopréfra tpdcsPacn, To Binocrit propet va, yopnynoel vrodopimg.

Ddon diopbwaong

Evapkmipia d6on ion pe 50 TU/kg 3 opéc v efdoudda, akorovboduevn omd, edv ypeidletal, pio
avénon tng docoloyiug pe docoroyikég avénoelc tov 25 TU/kg (3 popég v efdopndda) péypig 6Tov
emtevyBel o emBopunTodg 6T6Y0G (VT B TPEMEL VO YiveTan o 6TAd10 TOVAGYIGTOV 4 ERSOUAdW™V).

Ddon ovvTHPNoNS
Koatd ™ didpkela g pdong suvtnipnong, to Binocrit uropel va yopnyn0ei eite 3 popég tnv efoopdda
KoL, GTNV TEPIMTMOT VIOOOPLAG XOPNYNOoNS, anal efdopadiaing 1 pio popd kabe 2 efdopddec.

[péret va yiveton 1 KATAAANAN TPOSAPUOYN TG HOCTG Y10 T SATHPNOT TOV TIHDV TNG
apoceapivng ota embountd eninedo: Hb peta&d 10 ko 12 g/dl (6,2-7,5 mmol/l). H enékroon tov
30C0AOYIKMY HEGOSOOTNIATOV pmopel va amattel advénon g 066G,

H péyiotn docoloyia dev Ba npémer va vepPaiver Ta 150 IU/kE 3 popéc v efdopdda, ta 240 [U/kg
(¢m¢ éva péytoto 20.000 TU) pia popd v efdopdada 1 ta 480 1U/kg (Ewg éva péyioto 40.000 IU) pia
@opa Kabe 2 eBdoUGOES.

Evinlikec aoOsveic mov vrofiallovion og mepitovaixny kabopon

Orav dev givar dueca dtabéoiun evoopréfia tpdcsPacn, To Binocrit propei va yopnynoel vrodopime.

Daon o10pBawons
H evapktipia 66om givar 50 TU/kg, 2 popég v efdopndda.

Daon ovVTHPNONS

H ocvvietduevn d6on cuvenpnong kopaivetor petalo 25 1U/kg kot 50 TU/kg, yopnyoduevn 2 popég
v ePdoudda ot 2 ioeg evéoelc.

[Ipémet va yiveton 1 KATAAANAN TPOSAPLOYN TG SOOTG Y10l T1 SLALTHPNOT TOV TIHDV TNG
apoc@alpivng oto emtBountd enimedo petald 10 g/dl €wg 12 g/dl (6,2 émg 7,5 mmol/l).

Ocpomeio evilikwy aclevay us avoruio exayousvy omo ynueiobepomeio,

Ta copmtopata Kot erakdAova Tng avoliog uropel va TotkiAlovy avaioyo pe v nAlio, To eOA0
KoL Tr] GUVOAIKT eMPApvvoT TG vocov. Amaiteital aloAdynon g KAVIKNG Topeiog Kot KOTAoTaong
Tov kéBe acBevoig amd Tov yaTpo.

To Binocrit Tpénel va yopryeitor o acBeveic pe avopia (7.y. cvykévipwon apoopalpiving < 10 g/dl
(6,2 mmol/l)).

H evapktipia 86om givar 150 [U/kg vrodopimg, 3 popég tnv efdoudda.

Evolaktikd, to Binocrit umopei va yopnyn0el oe o evapktpia 06om tov 450 1U/kg vrodoping pio
@opa Vv gfdoudda.

[Ipémet va yiveton 1 KATAAANAN TPOSAPLOYN TNG SOOG Y10l TH SALTHPNOT TOV TIHDV TNG
apoc@opivng evioc tov emtbuuntot evpovg cuykévipwong petalv 10 g/dl éoc 12 g/dl (6,2 £mg
7,5 mmol/l).



AOY® oV dokvudveesmv petald acbevav, evoéyetal va mapatnpnovy TEPICTOCIUKY LEPOVOUEVEG
GUYKEVTPMGELS OLLOGPLPIvIG Yo Evav acBevi] vyMAGTEPES 1| YOUNAOTEPES OO TO EMOLUNTO EVPOG
GLYKEVTPMONG alos@alpivng. Ot d10KVIAVGELS TN OOCQUPIVIG TPETEL VO OVTILETOTILOVTOL LECH
dwyeipiong g d0ong, Aappdvoviag voyT o extBuuNTd 0POC GLYKEVTIPMOTG AUOGPALPIvIG LETAED
10 g/dl (6,2 mmol/l) éwg 12 g/dl (7,5 mmol/l). Mo ota8ep cLYKEVTP®ON ALOSOAIPIVIG VYNADTEPT
a6 12 g/dl (7,5 mmol/l) mpénet va amopevyetar. KatevBuvinpieg odnyieg yio tnv katdAAnAn
TPOGOAPUOYN TNG dOCTG OTAV 01 GLYKEVTIPMGELS OlpocPatpivng eival dvm tov 12 g/dl (7,5 mmol/1)
TEPLYPAPOVTOL TOPUKAT®.

- Y mepinton mov £xel onuelwbel avnon TG CLYKEVTPMONG TNG LOCPULPIvIG KOTA
tovAdyiotov 1 g/dl (0,62 mmol/l) N} éxet awénbei o ap1BudC TV diktvogpvOpoKLTTAPOVY KOTH
> 40.000 kotTape/ul Tave omd to apyikd exinedo petd ond 4 efdoudoeg OepamevTIKNG oy®YNGS,
N d6on Ba mpéner va mopapeivel ota 150 [U/kg yopnyodueva 3 @opég tnv efdopdda 1 ota
450 IU/kg yopmyovpeva pio popd tnv efoopddo.

- Ed&v n adénon g ovykévipwong g atposeapivng eivar < 1 g/dl (< 0,62 mmol/l) ko €yet
onuewmdei avénom tov apBuov Tev diktvogpudpokvttdpwy < 40.000 kdtTapa/pl Tave omd To
apykd emimeda, 1 660m Oa wpémet va av&avetor oe 300 1U/kg yopnyodueva 3 popég tnv
epdopada. Edv petd and 4 efdopdadeg emmréov Bepaneiog otn 66om twv 300 IU/kg
yopnyovpevns 3 eopég tnv efdopdda, £xel onpelmbel avénon = 1 g/dl (= 0,62 mmol/l) g
GLYKEVTPMONG TG LOCPULpivig 1] GV 0 aptBpdg Tmv diktvogpvBpokuttdpmy €xel ovénbel
Katd > 40.000 kotropa/pl, n 06on Ba mpénet va moapapeiver ot 300 [U/kg yopnyodueva
3 popéc v efdoudoa.

- Edv n avénon g ouykévipwong e atoceapivng mov £yt onuelwdei sivar < 1 g/dl
(< 0,62 mmol/l) ko 0 ap1BpdS TV diktvogpvBpokLTIAP®Y £xel avéndel KoTd
<40.000 kotTapa/pl whve omd ta apyikd exineda, sivar amibBovo va onpelmOel KAvikn
avtomokplon kot 1 Oepoamevtikn aywyn 0o mpénel va dtokonTETOL

Tpocopuoyn tne d0onc yio. ) O1aTHPNoH TWV GOYKEVIPWOTEWY TN Ooopoupivic uetact 10 g/dl éwc
12 g/dl (6,2 éwc 7,5 mmol/l)

Edv n ovykévrtpmon g aposparpivng avdvetat kKatd mepiocdtepo anod 2 g/dl (1,25 mmol/l) tov
unva, 1 €6v o eninedo cuykEvipwong g ooceotpivng vrepPaivel ta 12 g/dl (7,5 mmol/l), peuwote
T 6001 tov Binocrit katd mepinov 25 €wg 50%.

Edwv to eninedo cvykévipmong tng apocspaipivig vrepPaiver o 13 g/dl (8,1 mmol/l), Sraxdyte T
Oepameio uéypt va méoel kbto amd 12 g/dl (7,5 mmol/l) kot tote apyiote Eavd ) Oepaneio pe Binocrit
o€ oL 060m Kotd 25% yapnAdtepn omd TNV TPONYOOUEVT SOON.



To cLUVIGTOUEVO 00GOAOYIKO GYNIO TEPTYPAUPETOL GTO OKOAOLOO SOy POLLLLOL:

150 IU/kg 3x/eBdopada
N 450 [U/kg pio popd tnv efdopdda

17 emi 4 gfdopddec

AvEnon tov apBpod Tov diktvogpvdpokuttdpmy  AvENGM ToL apPlBRoD TV

>40.000/pl dwkrvogpubporvttapwv < 40.000/pl
N avénon tov emnédov e Hb > 1 g/d Kot ovénon tov emmédov g Hb < 1 g/dl
Ytoyevopevn Hb 300 IU/kg
(<12 g/dl) 3x/gPdondda
T vio 4 gfdopddeg
AvEnon tov apBpod Tmv diktvogpuBpokvTTdpmV P |
> 40.000/ul )
N avénon tov emnédwv g Hb > 1 g/dl

Avénon tov apfpov tov
diktvogpubpokvtTapwv < 40.000/pl
Kot ovénon tev emmédov g Hb < 1 g/dl

!

Awokomn g Oepameiog

Ot aoBeveic Tpémetl va TapakoAovBovVTOL 0TEVA BOTE VO dStacariletotl 6Tt ¥pNGUYLOTOIEITOL M)
younAotepn eykekpuévn doom ESA yia tov emapkr| EAEYY0 TOV GCUUTTOUATOV TNG AVOLLIOG.

H Bepaneia pe epoetin alfa mpénet va cuveyiletan péypt Evav piva PeTd amd 1o TELOG TNG
ynueobepomeiog.

Ocpameio evilikwy aobevay ye1povpyeiov o€ TPoyPoLo ODTOAOYNC UETAYYIONC

e aoBeveic pe avopio Nrag Papvntog (apatokpitng 33 £wg 39%) mov anattovv Tpokatddeon

> 4 povadwv aipartog Tpémel va yopnyeital aywyn pe Binocrit 600 IU/kg evéopiefimg, 2 popég v
gfdoudoa yuo 3 efdouddeg mpv amd ™ xepovpykn exéuPact. To Binocrit mpémetl va yoprnysiton petd
TNV 0AOKAN pOOT| TG S1001KAci0G dPEAS ATLOTOC.

Ocpormeio evilikwyv acbevay o1 omoiol Eyovy mpoypouuotiotsi yio usilova eklektikn opBoredixn
xepovpyiky exéufoon

H ovviotdpevn 66on eival Binocrit 600 IU/kg, yopryovuevn vrodopiong efoopadioime yio Tpelg
gfdoudoeg (Muépeg - 21, - 14 ko - 7) mpv amod T yepovpyiky enépufacn Kabdg Kot TV NUéEPa TG
xewpovpymg enéufaong (Muépa 0).

2TIG TEPIMTAOGELS OTOV VILAPYEL AVAYKN WTPIKNG PUOTG Y10 VO GUVTOUELTEL 0 ¥pOVOG TOL TpoNyEiTOL
NG XEPOVPYIKNG EMEUPACTC GE AYOTEPO ATO TPELG ERdoUAdES, B Tpémel va yopnyeiton vTodopimg



Binocrit 300 1U/kg nuepnoing yio 10 cuveydpeves nUEPES TPV amd TN YEPOVPYIKY EXEUPOCT), TNV
NUéEPa TNG XEWPOVPYIKNG eTEUPaoNS KaBDS Kot Yo TEGOEPLG NUEPES OUESMG LETA OO ALTNV.

Edv dwomictwbei 61 ta emineda tng arpoopatpiving etdvouv ta 15 g/dl (9,38 mmol/l), § Tapamdvo,
KOTO TNV TPOEYYEPNTIKY TEPT0d0, TOTE Ot TPEMEL VL GTAUATAGEL 1 YopnyNon Tov Binocrit kot va pun

yopnyNOovv Tepartépm d0GOAOYIEC.

Ocsparcio eviilikwy acOsvav ue younio — i evoidusoo-1 — kivovvo MAX

To Binocrit Ba tpénetl va yopnyeitol o€ acheveig e GUUTTOUATIKY ovoLpio (.. CLYKEVTPWOON
apoceapivng < 10 g/dl (6,2 mmol/l)).

H ovvietodpevn apyikn 66on eivar 450 IU/kg Binocrit (n p€yiomn cvvoAikn d6om eivan 40.000 IU)
YOPNYOVUEVT LTTOSOPIMG pict POPA TNV ERSOUAdA, LE YPOVIKO OEAGTNIA TOVAGYLIGTOV 5 NUEPOV UeTAED
TV 00CEMV.

B0, TPETEL VO, YIVOVTOL 01 KATAAANAEG TPOGOPUOYES TNG dOGNG TPOKEUEVOL VO, AT POVVTOL OL
GLYKEVTIPMGELS OLOGPLPTVIG EVTOC TOV EMOIKOUEVOL €0povg Tov 10 g/dl émg 12 g/dl (6,2 ¢wg

7,5 mmol/l). Zvviotdtar 1 a&loAdynon e apykng EPLOPOEISIKNG AVTATOKPLONG VO TPAYLLOTOTOLEITOL
8 €w¢ 12 gfdopddeg petd v Evapén g Bepaneiag. Ot avENGELS Kat 01 LELDMGELS TG 0001 Ba Tpémet
VO TPOYUOTOTO100VTOL KATA £va 0060A0Y1IKO Brina T @opd (PA. TO S1dypappo TopaKkdT®). o Tpémel
VO ATOPEVYETAL GLUYKEVIPMOOT apocpatpivng dve tov 12 g/dl (7,5 mmol/l).

AvEnon d6onc: H avénom tng 06on¢ dev Oa mpémnet va vepPaiver 1ig 1.050 [U/kg (cuvorikn 66om
80.000 IU) ava efdopdda. Edv o acbevig mayel va avtamokpivetal 1§ €6V 1| GUYKEVIPWOOT)
apoceatpivne nécet katd > 1 g/dl petd m peiowon g d6ong, n d6on Ba mpénet va avéndel Kotd Eva
d0c0A0YIKO Prina. Meta&d tav avéneemv g 600G Ba Tpémetl va TapEpyeTal XPOVIKO SLAGTI L0
TovAdyLoTOV 4 EBSOUAdMV.

Avapoin ko peiwon d6ong: H yoprynon epoetin alfa 0o wpénetl va avaPdidetal dtav 11 cuYKEVTIp®ON
g apocpaipivng vaepPaivet ta 12 g/dl (7,5 mmol/l). MoOAG T0 entinedo tng apoopatpivig KatéAbet
<11 g/dl n yopnynon g 66omg pumopel va EeKVIOEL Kot TAAL 6T0 1010 S0c0A0YIKO Pripa 1 Eva
d0c0AoY1KO Pripa kbTo Katd TV kpion Tov wtpov. To evdeyopevo peimong g 60omg Kotd Eva
docoroyiko Prua Oa wpénet va e€etdletan edv 1 advénomn g apooceatpivig givar tayeio (> 2 g/dl og
dtotnua 4 gfdopddmv).

w e
g | ‘%
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: ¥

=-
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= | | =
e | | o
g_ | | S
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Ta copntdpato Kot exakolovda g avopiog propel va mokiAlovv avaioyo pe v nAtkia, to eOAO
KOl TIG CUVUTTAPYOVGEG KATAGTAGEIS voonpotntag. Amatteitol aloAdynon g KAVIKNG Topeiog Kot
Katdotoong Tov Kabe acevoidc and Tov yloTpo.



Houdioazpixoc tAnBvoudc

Ocpameio TS COUTTOUATIKNC OVOIULOS 0 ATOEVEIC UE YPOVIO. VEYPIKT] AVETGPKELL TTOV DIOLGALoVTaL o8
oLooALon

Ta copntopata kot erakdAovda tng avaiog uropel va TotkiAlovv avaioya pe Ty nAkia, To ¢OAO
KOl TIG GLUVUTAPYOVGEG KATUOTAGELS VOO POTNTOC. ATatteitan a&loAdynon TG KAVIKIG TOPELnG Kot
Katdotaong Tov Kabe acbevoidc amd Tov yloTpo.

2100¢ Tad10TPIKOVG AGHEVEIC, TO GUVICTMOUEVO EDPOG GLYKEVTIPMOTG AOSPALPivG etvar peta&hd

9,5 g/dl éw¢ 11 g/dl (5,9 éw¢ 6,8 mmol/l). To Binocrit mpémet va yopnyeitat Tpokeévoo vo, avénbdein
apoceapivn oy mepiocdtepo amd 11 g/dl (6,8 mmol/l). Mo avénon g apospatpivng Gve tov

2 g/dl (1,25 mmol/l) oe pa tepiodo teccdpav efdopdadmv mpénet va anopevyetat. Eav cuppet avtd,
Ba mpémet va yivel 1 KaTAAANAN Tpooapproyn TG 06ong Onwe TpoPAEnetal.

Ot acBeveic Tpémetl va TapakorovBodvial 6Teva OoTE Vo dStooPorileTar 6Tt ¥pnoiomoteiTol 1
younAotepn eykekpyévn do6or Binocrit Yo Tov emopkrn EAeYX0 TNG OVOLUIOG KOL TOV COUTTOUATOV
™G avaLpLiogG.

H Oepanevtik ayoyn pe to Binocrit ywpiletor og dvo otddio — edomn 510pHwong Kot cuvTipnong.

Y& moudlotpikovg acbeveic Tov vrofaiiovtol o€ apodIOAIeN, OTav eival dpecsa dabEctun evooeAEPia
TpOcPaom, TPoTATUL 1 YOP1YNoN LECH TG EVOOPAEPLAG 050V.

Daon d1oplwong
H evapktipia 86om givon 50 1U/kg evbopiefing, 3 popéc v efdopdda.

Edwv givan anapaitnto, avénote N pewwote m d6on katd 25 IU/kg (3 popég tnv efdopdda) péypt va,
emtevybel to emBountd €0pog Guykévipmong apocpatpivig petaéd 9,5 g/dl éwg 11 g/dl (5,9 émg
6,8 mmol/l) (avt6 Bo mpémetl va yivetal o€ 6TAd0 TOVAYYIOTOV TEGSAP®OV EFOOUAS®V).

Daon avvTHpnong

[Ipémet va yiveton 1 KATAAANAT TPOGAPUOYT TG dOONG Y10 T OLUTHPTOT TOV EMTEI®V TNG
alpoceapivng evioc tov emBountol e0povg cuykévipwong petald 9,5 g/dl éwg 11 g/dl (5,9 émg
6,8 mmol/l).

e YeVIKEG YPOUUES, Ta TodLd e cmUaTkd Bépog katm and 30 kg yperalovtor vymiotepes 600eLg
GUVTNPNONG CLYKPLTIKE LE T Aol e oUaTikO Bdpoc mhve amd 30 kg kat Tovg evijAKed.

O todraTpikoi acbeveig pe oD yoaunAd apyikd exineda apoceapivng (< 6,8 g/dl 1 < 4,25 mmol/l)
UTOpEL va ¥peoTOVY VYNAOTEPEG DOGEIS GLVTHPTONG CLYKPLTIKG e acBevelg oTOVG OTTOioNG M
aoc@otpivn katd v Evapén g Bepameiog eival vymAdtepn (> 6,8 g/dl > 4,25 mmol/l).

Avouuio og acbeveic ue ypovia, veppikn averapkeio pty v évapln e aiuoxaboponc 1 wov
vrofarroviou oe wepirovaiky kabBaporn

H aogdleio kot 1 amotelecpotikdtnto TG epoetin alfa 6toug acbeveic pe ypdvio veppikn avemdpketo
pe avarpio Tpv Ty évapén g apokdbapong 1 Tov vroPdAlovtal o€ Tepitovaikny Kabapor dev
&yovv akopa tekunpuwdel. Ta mtapdvta dwbéoia dedopéva yio v voddpia yprion g epoetin alfa
G€ AVTOVG TOVG TANBVOUOVE TEPLYphpOovTaL TNV ToPdypaeo 5.1 aAld dev pumopel va yivel cvotaon
Yo T docoloyia.

Ocpameio moud10tpIk@v 0.00evav ue avoiuio exayouevy omo ynuelofepameio.
H aocpdleio kot 1 amotelecpotikdtnto TG epoetin alfa og modiatpikodc acbeveig mov Aaufdavoovy
ynueobepomeio dev Exovv akdpa texunplmOet (BA. mapdypapo 5.1).

Ocpameio mo1010TPpIKOV ATOVAOV YEIPOVPYEIOD TE TPOYPOULUO. QVTOLOYNS UETCYYITHS
H aocpdleio kot 1 amotelecpotikdtnTo TG epoetin alfa oe modiatpicodc acbeveig dev Exovv akoua
tekunprwbei. Agv vdpyovv dabécio dedopéva.
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Osporeio moudioTpikwy acbevay o1 omoiol Eyovy mpoypouuatiotel yio ucilovo, exiextixny opBomedixi
YEIPOVLPYIKY] ETEUSOoN

H acpdieia kot ) amotelecpatikdOtnTo TG epoetin alfa e madiaTpikovg acBevels dev £xouv akoOua
tekunprwbei. Agv vadpyovv dabécyLo dedopéva.

Tpomog yoprynong

[Ipopurd&elg mov Tpémel va AneOHoVVY TPV amd TOV YEPIGUO T} TN YOPNYNOT TOV PUPUAKEVLTIKOD
TPOIOVTOC.

[Ipwv tn yp1iom, aenote ) cVpryya tov Binocrit péypt va @tacel o Oeppokpacio dopation. Avtd
ypewaletar cuvnbmg 15 pe 30 Aemtd.

Onoc kat pe kéBe dAlo evésyo mpoidv, eAEYETe OTL eV LILAPYOLY COUATIOW GTO SIAAVLLO 1)
ypouatikny petaforn. To Binocrit gival £va 6Tteipo Tpoidv 10 0moio dev TEPIEXEL OLLMG GLVTNPTTIKA
KoL Tov TPoopileTal AMOKAEIGTIKA Yio Lovipr| xp1on. Xopnyeite TV OmTOITOVUEVT] TOGHTNTA.

Ospameio THS COUTTOUATIENS OVOIUIOC 0& EVAMKEC aobeVeEIS e ypOvIo VEQPIKT] OVETAPKELO,

e aoBeveic e xpoOVIQ VEPPIKT aveTdpkela, OTav gival aueca dtobéoiur evoopréPia TpocPaon
(aoBeveig mov vTofailovTol og AOSOALGT), TPOTILATOL 1) YOpT YN o™ TOL Binocrit pésm g
EVOOPAEPLOG 000V,

Otav dev glval dueca dtobéoyun evooprépia tpocPaon (acbeveig mov dev vroPdAlovtat akdun o€
apokdBapon kot acbeveic Tov vwofdrlovial oe Teptrovaikn kdbapon), to Binocrit pmopei va
yopnyNnoel wg vTOdOPLL EVEDT).

Ocpameio eviilikwy aclsvay ue avoiuio exoyousvy amo ynueiolepomsio,
To Binocrit Tpémetl va yoprnyeitor ¢ vrodopla Eveon.

Ocpomeio evIMIKWY acbevay yeipovpysiov & TpoyP oo, GDTOAOYNC UETAYYITNS
To Binocrit Tpénetl va yopnyeitot péom tng evoopAEPLag 0500.

Ocpomeio evilikwy acbevay o1 omoiol Eyovy mpoypouuotiots yio usilova eklextikn opBoredixn
YeIpovpYIKh enéufoon
To Binocrit Tpénet va yopryeitor g vrodopla £veon.

Ocpormeio evilikwyv acbevay us younlo — n evoiausoo-1 — kivoovo MAX
To Binocrit Tpémetl va yoprnyeitor ¢ vrodopla Eveon.

Ocpomeio THC COUTTOUATIKNC OVAIUIOC 08 TOLOLOTPIKOVC A0HEVEIC UE YPOVIO. VEQPIKN QVETOPKELO TOD
vrofdllovial og oupodivlion

21ou¢ Tadlatpikovg acheveic e ypdvia veppikn avemdpkela, otav eivat dpecso dStbéoiun evooeAEPia
npocPoon (aobeveig mov vofdAlovial Ge alodWALST)), TPOTILATAL 1) XOp1yNnoT Tov Binocrit pécw
g eVOOQAEPLAG 0500,

Evdogiéfia yopiynon

Xopnyeite 6 YPOVIKT OLAPKELN EVOG EMG TEVTE AETTMV, AVAAOYO LE TN GUVOAIKT| dOoT|. X acbeveic
7oV VToPaAlovtal o€ alpodALoT, uropel va yopnyndei pia otiypaio (bolus) éveon katd tn pdaon g
OLHOKAOOPONC HECH HLOG KATAAANANG QAEPIKNG S1000V 0N YPOpLUT TG atpokdbaponc. Evallaktikd,
1N éveon umopet va xopnynOel katd 10 TEAOG TG GACT|G TNG ALUOKAOOPONG HEGH UI0G KATAAANANG
S1000V €VTOC TOV GUGTALOTOG TNG ALOJOALST|S, okoAovBovpevn arnd 10 ml 16oToviKoD StHADUOTOC
(QUVGIOAOYIKOV 0pol TTOL ¥PNSeEDOLY Yia va EemAvbel To chHGTNHA TG SICOANVOGNS Kot VoL
eEacpaMobel n ikavomonTikn petdfoacn g éveong tov Tpoidvtog otnv Kukroeopia (BA. Aocoroyia,
Evilikeg acBeveig mov vroPdAlovial og atodoiion).
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Y1ov¢ aoBeveic mov avTidpovv 6N Bepomeio e GUUTTOUOTO TOV TPOCOUOIALOVY e AVTA TNG YPITNG,
glvar TpotipdTEPN M YopnyNon o€ Ppadvtepo pubuod (PA. mapdypapo 4.8).

Mn yopnyeite to Binocrit pe evoo@Aéfia Eyyuon N 6€ GLVOVAGUO e GALD STHADLOTO POPUAKEVTIKOV
TPoiovTV (Tapoakareiche va avatpéEete oty Tapdypao 6.6 Yo TEPIGCOTEPEG TANPOPOPIES).

Yroddpia yopiynon

I'evikd dev Ba mpémet va vepPaivetal o péytotog 6ykog Tov 1 ml o€ pa eviepevn neployn. ZTig
TEPIMTMOGELG TTOV OTOLTOVVTOL PLEYOADTEPES OOGELS, Oa TPEMEL VAL EMAEYOVTOL TEPLGGOTEPEG OO LUL0L
eVIELEVEC TEPLOYEG.

O1 gvéoelg mPEMEL VAL TPAYLATOTOOVVTOL GTO AKPa 1 6T0 TPOGHL0 KOMAaKO TOl L.

Ye eKEIVEG TIC TEPITTAOOELS OTIG OTTOIEC 0 Y1OTPOG dOTIOTMGEL OTL 0 AGHEVIC 1| 0 PPOVTIGTHG UTOPOHY
va yopnynoovy vrrodopimg ot idtot To Binocrit pe 0o@AAEN KOl OTOTEAEGUATIKOTITA, TPETEL VO TOVG
TapEXOVTOL 0L KATAAANAES 001 Yies Y1 T docoAOYia KO TN XYOpNynon.

drofabuiouévor doxtorion

H ovpryya nepiéyet dSofabpicpévoug Saxtuiions yio va eivat duvath 1 xoprynon LEPOLG TG dOONG
(BA. mapdypago 6.6). Qot600, TO TPOTOV TpoopileTan Yo pia xpron povo. Oa wpémetl va AapPaveton
uévo pio 660m Tov Binocrit amd kdbe cupryya.

«OdMyieg yia Tov Tpdmo €veong Tov Binocrit amd tov id10 Tov acBeviy Ppickovial 6To TEAOG TOVL
@OALOVL 00T YLDV YPNONC.

4.3 Avtevositeg

- YrepevaicOnoio 6t dpactikn ovcio 1] 6 KATOL0 amd To EKO0Y TOV AVOPEPOVTUL TNV
mopdypaeo 6.1.

- Acbeveig mov avarticcovy auyn ariacio g epudpdg cepdg (PRCA) petd and Oepamevtikn
aywoyn pe onowdnrote epuvbpomomrtivn dev Ba mpénet va AapPdvovv to Binocrit 1] onowadnmote
GAAN epvBpomomtivn (BAEre mapdypapo 4.4).

- Appofuiotn véptaon.

- IIpéner va Aappdvovtor vwoyn OAec ot avtevdeiEelg Tov oyetilovtal e 1o avTOA0YO aipla o
TPOYPAUUOATE AVTOUETAYYIONG 68 acbeveic mov Aapupdvovy Binocrit.

H ypnon tov Binocrit avtevdeikvutol o€ acBevelg pe kdmolo cofapn GTeEPOvVINio, TEPLPEPIKT
aPTNPOKT, KOPOTISIKY, AYYEWKT EYKEPAAIKT VOGO, GUUTEPIAAUPAVOUEVOY TOV acevdy Tov giyav
TPOCPUTO. KATOL0 EUGPAYLLO TOV LLOKOPIIOV 1] KATOL0 ayYEOKO EYKEPAAIKO EMEIGOAI0 OV Eivort
TPOYPOUUATICUEVOL Yo Letlova eKAEKTIKT 0pBOTEDTKN YELPOVPYIKY| ETEUPOACT] KOl TTOV dEV
GUUUETEXOVV GE KATO0 TPOYPOLLLLY, OVTOUETAYYIONC.

- Aocbeveig xelpovpyeiov ot omoiot yio omotovonmote Adyo dev umopoHv va Adfovv emapkn
TPOPLACKTIKN ovTIOpOUPOTIKN aywyn.

4.4 E101kég mpogidomonjoelg kot apo@uidiels katd ) ypion

IyynAacwotnto

[Ipokeévov va Bertiwbel n yvnloodtra v eVieyuTikdv mapaydviov epubpomoinong (ESA), to
EUTOPIKO Gvopa Kot 0 aptBpdc maptidag Tov yopnyoduevov ESA mpénet va Kataypaeetal pe Gopiveld
(f vo OnAdveTatl) 6Tov EAKELO TOV acHEVODG,.

O1 aoBeveic mpénet va petafaivovv and évav ESA og GAAov povo vd v KatdAAnAn emtipnon.
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T'evikd

H apmnploxn nieon 6Awv tev acbevov mov Aapfdvouv epoetin alfa, Oa mpénel va mopakolovbeital
oTEVA KoL v AopuPavovtot Oha Ta LETPO Yo T pOOUIGT TNG. ZTIG TEPMTMOGELG TNE VITEPTACNG TOV OEV
£YEL AVTIUETOTIOTEL, TNG OVETOPKDG AVTILETOTILOUEVNG 1] TNG AVETOPKMG EAEYYOUEVNG VITEPTOOG, M
epoetin alfa Ba mpémel va ypnoonoteitor pe mpocsoyn. Eivar mibovo va amatteiton Evapén 1 adénon
NG avTIHTEPTOCIKNG DEpameVTIKNG AyYNG. X Tepintmon mov dev givar Suvatdg 0 EAEYYOG TNG
apTNploKng Tieong, 1 Oepamevtikn aywyn pe Ty epoetin alfa Oo mpémel va drokomTETAL.

Koza ™ didpketo e Oepaneiog pe epoetin alfa Exovv emiong onpeiwbei vaeptacikés Kpioelg pe
EYKEPOAOTAOELN KOl EMANTTIKEG KPIGELS, TOV OTOLTOVV GUEST] LOTPIKT PPOVTION KOl EVIOTIKY
Oepameia, og acOeveic e TPONYOLUEVOG PUGIOAOYIKT 1| XOUNAT opTNPLOKN Ttieom. Qo TpEnel va
didetar mpocoyn oTig EAPVIKES SLUEIPIOTIKEG KEQPAAAAYIEC TOV TPOCOUOIALOVY LE NUIKPOVio ETEON
umopel va 6uvietovy Thavo TpoeldomonTikd onueio (PA. mwapdypoeo 4.8).

H epoetin alfa Ba npénel va ypnoyomoteitat pe Tpocoyn o€ acbeveic e emAnyia, 1GTOpKo
EMUMNTTIKOV KPIoE®V 1 10TPIKEG KATOGTAGELS TOL GLOYETICOVTOL LE TPOSIADEST Y10, ETANTTIKY
dpaotnprotnto 6mwg Aotudéelg Tov KNI Kot eyKe@aAIKES LETOOTACEL,

H epoetin alfa o tpémel va ypnoyonoleitat e Tpocoyn o acbeveic e ¥pdvia NTATIKY AVETAPKELQL.
H acpdAeia g epoetin alfa dev £xel axdua tekunprobei oe acbeveig pe nrotikn SvcAeitovpyia.

H ovyvomta epepdviong towv 0pouPoTik®y ayyelakov eneicodiny mov Exovy mopatnpndel oe aobeveig
ot ortoiot Aappavouv ESA eivar avénuévn (PAére mopdypoaeo 4.8). Avtd tepiiapfdavouy erePikég Kot
aptnpokég Opoppaoelg kot epforn (coumepriapfovouévav opiopévev pe Bavatneodpeg ekfAceLs),
Omwg ev o Péber prefucr Bpopupwon, Tvevpovikr| epfoirn, Opopfwon e apuEPANGTPOELIIKNG
aptnpiag, kot Euepaypa tov pvokapdiov. Exovv eniong avapepbel ayyelokd eyke@oMKd ETEIGOS0
(cvumepAapfovoprévon eYKEPAAIKOD EULPPOKTOV, EYKEPUAKNG ALLOPPAYIOG KOl TOPOSTKOV
IOYOLUIKDV 0YYELIKOV EYKEPAMKDOV ETEICOIMV).

O avapepdUeVOg Kivauvog auTav TV OpouPaTikdy ayyslakmdv encicodiov Oa npénel va otaduiletal
TPOCEKTIK(A GE GYEOT LLE TO AVaUEVOHEV 0PEAT amd TN Bepaneia pe epoetin alfa Wiaitepa oty
nepintwon acbevov pe mpodmdpyovteg mopdyovteg Kivduvov yio BpopufmTikd ayyeloKod enelcod1o,
GUUTEPTAOUPAVOUEVIC TNG TAXVOAPKIOG KOl TTPOT)YOVUEVOD 1GTOPIKOV OpoufoTtiK®V ayyeloKmy
enelcodiov (T.y. ev 1o Pabel prefikn OpopPfmon, Tvevpovikn eLPoin, Kol ayyEKo EYKEQPOALKO
EMELGOO10).

e 6Aovg ToVG acbevelg, Ta emimeda TG ALOCPALPIVIG TPETEL VO TAPAKOAOVOOHVTOL GTEVE, AOY® TOV
avénpévou evoeyouevou Kivdvvou yia Bpopfospfoiikd cupfavra kot Bavatneopo Ekfaocrn 6tav ot
aoBeveic vroPdAlovtar oe Bepaneio oe eXImESQ AUOGPAIPIVIG TAV® OO TO EVPOC GVYKEVTPMOONG Y10

v évoeién ypnomng.

Kotd ™ dibpkela g Bepamevtikng aymyng pe tnv epoetin alfa, givol duvato va mapatnpndei pra
pétplo docoegoptdpevn ovénon otov aplipd TV oUOTETAAI®Y, 1| 0010 VO TOPAUEVEL LEGH GTA
@volohoyika 6pla. H adénon avtr opaiomoteitor kKotd v mopeio tng cuvexilopevng Oepaneiog.
Emumiéov, éxer avapepBel Opopforvttdpwon méve amd 10 0pOg PUGIOAOYIK®V TIUMOV. ZVVIGTATOL O
TOKTIKOG EAEYYOC TOV OPIOLOV TOV OUOTETAAI®V KATA TN OAPKELN TOV 8 TPOTOV ERSOUAd®V TNG
Oepameiog.

IIpwv amd v €vapén g Bepaneiag pe tnv epoetin alfa kot dtav anogaciletal avénon g d6onc, Ha
TpEMEL va, 0EI0A0YOUVTOL Ko VO, avTIETOTI ovTal OepamenTikde OAEG o1 GALEC aTieg TNC ovarpiog
(avemdpkelo o101 pov, PLAAIKOD 0&€og 1| Prrapivng By, toéikwon and adovpivio, Aoipmén 1
QAEYLLOVY], ATMOAELO C{LATOC, ALLOAVOT] Kol tVMOGT TOL HVEAOD TOV 0GTMV OTOLGONTOTE OITIOAOYING).
211G TEPIOCOTEPEC MTEPUTTMOELS, Ol TILES TNG PEPPLTIVIG GTOV 0pd TEGTOVV TOVTOYPOVA. LLE TNV AEN O
Tov cuparokpitn. [a va dtacpariotel n PéATio Bepamevtikn avTomdkpion oty epoetin alfa, Oa
pEmeL va SlacarileTon n vapén enapkdv amofepdTov o1dNpov Kat B TPETEL va yopryouvTal
GUUTANPOUATO GLONPOV €AV gival amapaitnTo (PA. mapdypaeo 4.2). ['a v emhoyn ¢ BéATIoTNC
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OepamenTIKNg ETAOYNG GOUPOVO HLE TIG AVAYKES TOL 000gVOVG, Oa mpémel va akoiovbovvtal ot
TpéYovoes katevBuvinpieg Ypappég Bepameiog yio T AYn GLUTANPOUATOV GLONPOL GE GLVIVAGHO
Le TIc 0dnyieg docoroyiag mov £yovv eykpBei Ko meprypdpoviar oty I[lepiinym tov
Xoapaktnpiotik®v tov [1poidvtog Tov poprakov c1énpov:

- T acBeveig pe ypdvia VEQPIKT AVETAPKELD, 1) ANYT COUTANPOUATOV GIONPOV GLUVIGTATOL EAV
TOL EMITED D TNG PEPPLTIVIG TOV 0pOV givarl kbt omd 100 ng/ml.

- INo acBeveic pe kapkivo, 1 My COUTANPOUATOV GLONPOV GLVIGTATOL EAV TO TOGOGTO
KOPESLOV NG TpavePeppivig elvar Katw amd 20%.

- INo aoBeveig og TPdYpOULO AVTOLOYNG LETAYYIONG, N ANYT CUUTANPOUATOV GOTPOL TPETEL VO
yopnyeitat apketég eSOUAdES TPV amd TV EVAPEN TG TPOKATABEGC CVTOLOYOV GLLATOG LE
6TOY0 TV mitevén VYMA®V omobepudtov o1dnpov TPy amd Evapén g Depomeiog pe epoetin
alfa kot xa0' 6An ™ ddpkela g Bepaneiog pe epoetin alfa.

- INa acBeveic o1 omoiot £xovv mpoypappatiotel yio peilova eKAEKTIKT 0pOOTESIKN YEPOLPYIKY
eméuPoomn, N ANYn CLUTANPOUATOV GONPOL TPETEL va yopnyeitat Kab' 6An T ddpKelo TG
Oepaneiog pe epoetin alfa. Edv eivar duvatdv, n yopnynon COUTANPOUATOV GLONPOV TPENEL VO,
apyicel wpwv amd Vv Evapén e Bepameiog e epoetin alfa dote va emitevyBodv emapkn
amoBépata G1dnpov.

IToA0 omdvia, €xel mapatnpndet avamTuén N emdeivoon ¢ mopeupiag o€ acbeveig Tov Aapfdavovy
epoetin alfa. H epoetin alfa npénel va ypnoyonoteitan pe Tpocoyn oe acbeveic pe mopevpia.

Kotd ) Oepaneia pe emoetiveg Exovv avapepbel coPfapés depuatikés avembOunTeg avtidopiacels,
ueta&y tv omoimv 10 cUVopopo Stevens-Johnson kot 1) TN EMOEPLUIKT] VEKPOAVOT], OL OTTOIEG
umopel va givol - ametntikég yio ™ {on 1 Bavoatneopes. Ta mo cofopd tepioTatikd Exovv
mapatnpnOel Le TIC ET0ETiVES LOKPAG OpACTG.

Kotd ) ovvtayoypdenon, ot aceveic Tpémel va, EVILEPMDVOVTOL Y10, TUYXOV EVIEIEEIS KOl GUUTTOOTOL
KoL VoL TopokoAovBovvToL oTevd Yio depUaTiKeG avtidpacels. Edv eppaviotovv evoeifelg kot
CUUTTAONOTO TTOL eVOEXETAL VA oyeTilovTon pe avTég TIG avtidpacels, N Oepaneia pe Binocrit mpénel va
SLOKOTTETOL AUECHS KO VA, yopnyeitan evOAAaKTIKT Ogpomeia.

Edv o aoBevnig eppavicel coPapn deppotikn ovtidpaon onwg ocbvdpopo Stevens-Johnson 1 to&ikn
emdepuIKn vekpdAvon AOYm TG ypnong Binocrit, 1 Oeponeio pe to Binocrit mpémetl va 6TopaTAGEL Y10

TAvTOo.

Anyne Arhaocia tne EpvOpac Xepdc (PRCA)

Metd and pveg Emg xpovia Bepomeiog pe epoetin alfa, £yel avapepbei emayopevn amd avticopo
PRCA. Eyxovv eniong avaeepbel tepintdoelg og acbeveic pe nratitida C mov vrofdiioviol 6
Oepameio pe vtepeepodvn Ko prumafipivn, pe tavtoypovn yopnynon ESA. H epoetin alfa dev et
gykplel yio n doyeipton avorpiog mov oyetiCeton pe nratitdo C.

210ov6 aobevelg mov gppaviotnke Eapvikny EAAEYN TNG ATOTEAEGLATIKOTNTAG OTT™G avTh opiletal amd
ueimon Tov emmédwv g atpoceapivng (1 éog 2 g/dl 1 0,62 £mg 1,25 mmol/l tov uiva)
GLVOJELOUEVT OO oLENUEVN avdykn peTayyioemV, Ba TpEmel va peTpdTat o oplBpdc TV
SIKTLOEPLOPOKLTTAPWV KAl VO HLEPELVMVTOL O1 TUTIKEG GUTIEC YOl TN UN AvTOTOKPLoT (L., OVETAPKELN
61N Pov, PLALIKOV 0&Eog ) Prrapivig Bis, To&ikmon amd alovpivio, Aoiuwén 1 eAeyuovn, ammAsLlo
aiplaTog, oOAVGT) KOl IVEOT] TOV HUEAOD TOV 0GTAOV OTOLUCONTOTE OLTIOAOYING).
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Mo Topadoén peimon tng apooealpivig Kot avamtuén coPapng avaipiog tov oyetileTon pe
YOUNA0VG aptBpodg SkTvoEpLOPOKLTTAP®Y TPETEL VL TPOTPEYEL GE dtakomn NG Bepamneiog e epoetin
alfa kot dte&oywyn eréyyov yia avticodpata avti-epudpomomrivig. Oa mpénel eniong va AapPaveton
voyn N e&€Tacn Tov LLEAOD TV 06TOV Yia TN ddyvoon ¢ PRCA.

Agv mpémet va Eekva GAAN Bepomeia pe ESA emeidn vadpyet o kivouvog dloeTavpodevng avTidpaonc.

Ocpameio TS CLUTTOUOTIKAC AVOLINC 08 EVAMKES KoL TOd1oTpIKovE acBeveic ue ypdvio VEQPIKN
OVETAPKELD

Ta enimeda TG pocPalpivig o€ 0oOEVELG LLE XPOVIO VEPPIKT AVETAPKELL TOV AdpPdvovy Oepameio
pe epoetin alfa mpénet va petpdvion o€ TakTikn Pdorn pEYPs 0Tov Ta eminedd e oTabeponomBody
KoL EKTOTE TEPLOJIKAL.

e aofeveic pe xpOVIO VEQPPIKT OVETAPKELD, O PLOLOG adENOTG TG apocealpivig Bo Tpémel va etvan
nepi to 1 g/dl (0,62 mmol/l) tov prva kot dev Ba mpénet va vepPaivet ta 2 g/dl (1,25 mmol/l) Tov
uiva €tol dote va glayiotomombet o kivouvog adEnong g vIEPTUCTG.

e aofeveic e xpOVIO VEPPIKT AVETAPKELD, T) CUYKEVIPWOOT] GUVTNPNONG TNG OLOSPALPivIG OV
TPEMEL VAL VITEPPALVEL TO AVATEPO OPLO TOV EVPOVE GLYKEVTPMONG TNG AHLOCEULPiVIG OTME GLOTHONKE
oV Tapdypago 4.2. Te kKAvikég peréteg mapatnpndnke avénpévog kivovvog Bavatov kot cofapav
Kapdlayyelok®v cupfapdtov dtav ot ESA yopnynbnkav yio va emtevyfel eninedo cuykévipmong
aocatpivng peyarvtepo towv 12 g/dl (7,5 mmol/l).

Eleyyopeveg khvikég peréteg dev €6€1&av onuavTiKd opéAT wov Ba pmopovoay vo amrodofodv 6t
YOPNYNON EMOMTVAV TV 1] GLYKEVIPW®GT] OHLOCPALpivG avEdvetal mépa amd 1o eminedo mov eivat
omapaiTNTO Y1 TOV EAEYYO TV CUUTTOUATOV TNG VOIS KOl TNV OTOPUYN LETAYYIONS OiLOTOC.

Amatteital mpocoyn pe TV KApdkmon tov docemv Binocrit 6e aobeveig pe xpovia veppixy
OvETAPKELD KAODS VYNAEC cmPeVTIKEG dOOELS epoetin pmopel va cvuoyetilovion pe avénpévo kivovvo
BvnoodtTTag, GoPapdv KoPIOYYEIK®MOY KOl OYYEINK®Y EYKEQPOMKOV cuUPdvtav. Te acOevelg pe
OVETOLPKT] OVTOTOKPLOT TG ALLOcQapivng oTig emomtives, Oa tpémel va e&eTtalovton EVOALOKTIKES
e€nynoeig yuo v avenapkn avranokpion (PA. mapdypoaeo 4.2 kot 5.1).

Ot acBeveig pe ypdvia veppikn averndpkelo Tov Aapupdavouv Oepaneio e epoetin alfa péow g
VI0dOpLG 000V Ba TPEMEL v TALPOKOAOLOOVVTAL TAKTIKE Y10 TUYOV ATMAELD ATOTEAEGLOTIKOTITOG,
7oL opiletal w¢ amovsio N peimon g avTamodkplong ot Beponeia pe epoetin alfa oe acBeveig mov
TapoLcialoy TPONYOVUEVMG AVTATOKPIoN G 0TV T Oepameia. Avth yopoktnpiletal omd cuveyn
peimon g aposeapivng Topd v adEno g docoroyiag tng epoetin alfa (BA. mapdypago 4.8).

Opiopévorl aoBeveic e o EKTETAUEVO OGOAOYIKG pecodiaoThuota (LeyalvTepa amd ptio popd Tnv
gfdoudoa) g epoetin alfa pmopel va pn dtetnprncovy enapkn eninedo apocealpivig (BA.
Tapdypoeo 5.1) ko propel va ypetactodv avénon g 60ong g epoetin alfa. Ta enimeda
OLHOCPOLPIVNG TPETEL VO TOPOAKOAOVOOVVTOL TOKTIKE.

"Exel onueimfei Opopupwon tov avactopmoewv o acbeveig mov vrofdAioviol g apodiion,
Witepa o€ eKetVOVG TOV EXOVV TAOT TPOG LLOTACT 1| G€ EKEIVOLE OV EUPUVILOVV ETUTAOKEG 0T
apTNPoQAERKd cupiyyla (T.Y. GTEVAOOELS, 0VEVPVCUATA, KAT.). L& 0LTOVG TOVG acbeveilg cuvioTaTol
va yivetal Tpodun enoveETao TG AvaoTOUMONS Kol VO AAUBAVOVTOL TPOQUAAKTIKA LETPO. KOTA TNG
OpopPmong pe xopynon OKETLVAOGAAIKLALKOD 0EEOC, Y10l TOPAOELYLLA.

& ELOVOUEVEG TEPIMTMOGELG £XEL Topatnpn el vTepKaAlopio oV KoL 1 oTdONG oYEom eV ExEl
tekunpuwbel. Ze acbeveig pe ypovia veppikn avendpkela Oa Tpénet va mapokorovBovvtal ta enimeda
TOV NAEKTPOALTOV 6ToV 0pd. Edv aviyveuBodv avénuéva 1 avéavopeva enimedo KaAiov otov opod
TOTE, EKTOG OO TNV KATAAANAT Ogpaneia g vepkaiioipiog, Oo Tpémel va Aapupavetor vdyn 1
SlKOT TNG Yopnynong tng epoetin alfa péypt va dopbwhel to eninedo Kariov 6TOV 0po.
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Yuyvd amorteital va avéndel n d6om T Nrapivng KOTA TN SIEPKELD TNG GLUOSIOAIONG EVD S10PKEL 1|
Oepameio pe v epoetin alfa Adym g avénong Tov aatokpitn. Xe TEPITTOON TOV 1 GTAYINV
ovveyng Eyyvon ¢ nrapivng (heparinization) dev etvar n BéATio, sivor TBavo va onueiwdet
amoQPaén TOL GLOTHLTOC TNG AUOKABaPONC.

Me Baon Tig uéypt onpepa dabéoiec TAnpopopiec, n o10pOBwon TE avolpiog (e T xpnon g epoetin
alfa oe eviilikeg acbeveic pe veppikn avemdpkela ot 0moiot dgv vrofdAlovtol akdun oe aokdbapon

dev emitayhvel Tov puOpd e£EMENG TG VEPPIKNG AVETAPKELNG.

Ocepomeio acHevav pe ovorpio gmoyodusvn omd ynuetobepomeio

Ta enimeda g apoceaipivig o acheveig pe kKapkivo mov Aapfdvovy Bepaneia pe epoetin alfa
TPEMEL VO LETPDVTOL OE TAKTIKT Pdon HéEypic 0Tov ta eminedd g otabepomonBodv Kot EKToTE
TEPLOOIKAL.

O1 gmoetives amoTeEA0HV ALENTIKOVG TOPBEYOVTEG O1 00101 EVEPYOTOLOVV MG ML TO TAEIGTOV TNV
napayoyn tov epubpoxvttapov (RBC). Ot vrodoyeic e epudpomomtivig umopei va ekepoactody
GTNV EMPAVELL SL0POPMV VEOTAUGUATIKOV KUTTAP®V. Onm¢ 1oyvEL Yio OA0VE TOVG avENTIKOHS
TAPAYOVTES, VIAPYEL O POPOG T™G ot epubpomontiveg Ba pmopovoay vo emdyovv Ty avénom oyKmv.
O pbérog twv ESA oty e£€MEn tv OyK®Vv 1 6T petopévn emPimon ehevBepn eEEMENC dev pmopel va
amokAelcOel. Te eheyydpeveg KMVIKEG HeEAETEC, 1) ypTon epoetin alfa kot dGAAwv ESA €yel cuoyetiobei
LLE LEWWUEVO TEPLOYIKO TOMIKO EAEYXO TOV OYKOV 1 LEWWHEVT CUVOAIKY| EMPimon:

- UEIMGE TOV TEPLOYIKO TOTIKO EAEYYO GE OGOEVELG LLE TPOYMPMNIUEVO KAPKIVO TNEC KEPAATNG KOL TOV
TpoynAov o1 omoiol vtoPdAlovtay og axtivobepaneia, dtav yopnynonke ywo va enttevydei Eva
eninedo cuYKEVTPOONG opospatpivng peyarvtepo ond 14 g/dl (8,7 mmol/l),

- peimoe ™ cvvolkn emPicnon katl avénoe tovg BovaTovg Tov arodddnkav oty e&EMEN TG
VOGOV GToVG 4 PNveg og acheveic e LETAGTATIKO KOPKIVO TOL HACTOV Ol 01oies VToPaiiovToy
o€ ynueodepamneio, Otav yopnyndnke yio va emttevydet £va e0pOC GLYKEVTPMOONG ULOCPULPIVIG
12 éwg 14 g/dl (7,5 éwg 8,7 mmol/l),

- avénoe tov Kivouvo Bavdtov otav xopnyndnke yia va emitevydel éva eninedo cuYKEVIPOONG
apoceapivng 12 g/dl (7,5 mmol/l) o€ acbeveic pe evepyn kakondn voco mov dev
vroPaArlovtay ovte o€ ynuelobepaneio ovte og axtivobepaneia. H ypron tov ESA dev
€VOEIKVLTAL Y10 XPTOT] OTOV CLYKEKPIHEVO TANOLVGHO aoBevdv,

- TOPUTNPOVUEVT KATA 9% advénom atov kivouvo Yo Tpoodevtikn voco (PD) 1 Bdvato oty
opada epoetin alfa cuv to TpdTLTO TEPIBUAYNG OO Hio TPOTOYEVT avdAivon Kot katd 15%
avénuévog Kivouvog o omoiog dev pUmopet vo amokAeloBel oTatioTiKG o8 0o0eveic e
UETAGTATIKO KOPKIVO TOV LOGTOD 01 0Toieg vtoPdAlovtay o ynuetobepamnseio, 6tav yopnynonke
Yo va enttevyBel Eva dpog cuykévipwong apoceatpivng 10 éwg 12 g/dl (6,2 émg 7,5 mmol/l).

AgdopEVOV TOV TOPATAV®, GE OPLGUEVEG KAVIKEG TEPITTMGELS, 1| LETAYYION AILATOG TPETEL VO
OTOTEAEL TNV TPOTIUMUEVT OEPATELTIKY AYy®YN Y10 TNV OVIILETMION TG avolpiog oe 0o0eveig e
kapkivo. H andeaon yia m yopriynon Bepameing avacuvovasuévemy epuiponomTivedy TpEReL va
Pacileton o€ pia a&loAdynomn opEAOVC-KIVOUVOV LE T GLUUETOYN TOL K& acBevoig, | omoia Oa
pémeL va AapuPavel vmoyn TIg E01KEG KAVIKEG cuvOnkec. Ot mapdyovteg mov Tpénel vo e&eTtalovtal 6€
avtv TV a§loAdynon TPEneL va TepAaBavouy Tov THTO ToL OYKOVL Kot T0 6Tdd10 Tov, ToV Pabud g
avopiog, To Tpocdokipo Lmng, To TepIBailov 610 omoio 0 acBevig vrofdiietorl og Bepomeia, KaODg
Kot TV Tpotipnon tov 0cbevong (BA. Tapdypago 5.1).

e aoBeveig pe kapkivo mov Aapupdvovv ynuetobepaneia, Oa wpénet va Aappdvetar vroyn M
kaBvotépnon 2 - 3 gfdopddmv petalhd g xopnynong tov ESA kat ¢ epedviong tov
gpuOpoKVTTAP®V TTOL £YoVV dnuUovpYNOel amd TV epvBpomotivn dtav aloloyeitar edv gvdeikvotal
n Bepaneio pe epoetin alfa (acBevig mov datpéyet kKivouvo PeTdyyiong).
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Aobeveic yeipovpyeiov o€ TPOoYPEUUATO QVTOAOYNG LETAYYIONC

IIpémel va TnpovvTon OAEC 01 EOIKEC TPOEOOTONCELG Kot EI01KEG TPOPVAAEELS TOV oyeTilovTal LE Ta
TPOYPAUUATE AVTOAOYNG LETAYYIONG, EIOIKA LE TOV GYKO AVOTANPOOTG POVTIVOC.

AoBeveic tpoypouuotiouévor yio peifova ekiektikn opfomedikn yeipovpyikn enéufoaocn

2TV TPOYELPOVPYIKT PACT, TPETEL TAVTOTE VO YPTOLLOTOIOVVTOL KOAES TPUKTIKES S0y EIPIONG TOL
aipotoc.

Ot acBeveic Tov glvar Tpoypappatiopévol yio peilovo ekAektikn opBomedikn yEpovpyikn| exéuPocn
Oa Tpémel va AapPAvouV ETOPKT TPOPUAOKTIKT AVTITNKTIKY 0y®yn, KaOdg lvar mbavd otovg
aoBeveic 0VTOHE Vo TOPOVSIUGTOVY OPOUPOTIKA Kot 0y YELNKA ETEIGOL, EWOIKA OTIG TEPITTMOGELS OOV
voPockel Kamolo Kopdlayyelakn vocog. Emmhéov, Oa mpémel va Aoufdavoviot e101kég TpopLAGEELS
6T0VG aobeveig Tov Exovv Tpodidbeon yia vo avarntuéovv ev T Babel piefikn Opopufoon (DVT).
Emumiéov, otovg acbevelg pe apykd enineda apospapivng > 13 g/dl (> 8,1 mmol/l), dev pmopel va
amokAglotel | mOovOTTO Vo cuoyETIoTEL ) Ogpameia e epoetin alfa pe avénuévo kivévvo
UETEYYEPNTIKOV BpouPoTikdy / ayyelakdv eneicodiov. Emopévmg, ) epoetin alfa dev Oa mpénet va
y¥pNolLonoteitan o€ acbevelg pe apykd enimeda g apocsaipivig > 13 g/dl (> 8,1 mmol/l).

"Exdoya

To @dppoako awtod mepiéyel Aydtepo omd 1 mmol vatpiov (23 mg) avd doon, gival avtd mov
ovoudlovpe «erevBepo vatpiovy.

4.5 Alniemopdosis pe GAho QUPROKEVTIKA TPOIOVTA Ko dAheg popPEiS aliniemiopaong

Agv vtapyovv gvdeitelg mov va vodeikviouvy 0Tl 1 Oepaneio e v epoetin alfa petafdirel tov
petaforiopd GAA®Y POPUAKEVTIKMOV TPOIOVIMV.

DopUAKEVTIKE TPOIOVTO TOV UELDVOLV TNV £pLOPOTOINGT UTOPEL VO LELDGOLV TNV AVTUTOKPIGT GTNV
epoetin alfa.

Kabng 1 kukhoomopivn deopedetor amd to RBC eivar duvarr 1 aAAnAEnidpaon TV QOpUOKEVTIKOV
npotdvtav. Edv n epoetin alfa yopnyn0el tavtoypova pe kokioomopivn, Oa mpénel va
TapaKolovBovvTal Ta Enimeda TG KUKAOOTOPIVIG 6TO aipa Kabdg Kot va pubuctel 1 666m g
TOPIAANAQ LLE TV AOENGT TOL UATOKPITN.

Agv vtapyovv gvdei&elg mov va vwodelkvhiovy aAANAETIOpacT avapesa oty epoetin alfa kot Tovg
napdyovteg S1€yepong amokldv KokklokuTtdpwv (G-CSF) 1| toug Tapdyovtes d1€yepong anotkimv
KOKK1oKLTTAp®V-poakpopdywnv (GM-CSF) og oyéon pe v in vitro GloToAOYIKN d10(pOpOoToinon 1
TOV TOAAATAOGIOGUO T®V dElyUATOV TG Proyiog Tov Oykov.

X yovaikeg evlikes 0oBevelg pe LETAOTATIKO KOPKIVO TOV HOGTOV, 1) VTTOJOPLO GUYXOPTYNON
40.000 IU/ml epoetin alfa pe tpactovlovpdaunn 6 mg/kg dev giye kapio enidpacn o
QOPLOKOKIVITIKY TNG TPACTOV OVUAUTNC.

4.6 Tovipotnta, Kvnen ko yorovyio

Kvnon

Agv datifevtol 1 elvon TeplOpIGEVE Ta KAVIKE SEG0OUEVO GYETIKG LE TN XPNOT TNG epoetin alfa oe
£ykvo yovaiko. Meiétec o (Do kotédei&av avamopaymykn tosikotnta (BAéne mapdypapo 5.3).
Yuvenmg, 1 epoetin alfa O Tpémel va ypnoyomoteiton Katd n Stdpkeln TG KuNoNG LOVO AV TO

SVVNTIKA OQEAT VTTEPTEPOVY TOV SLVNTIKOD KIvdUVoL Yo To EuPpvo. H yprion g epoetin alfa dev
GLVIOTATAL G€ £YKVEG AGOEVEIC YELPOVPYEIOD TOV CLUUUETEXOVV GE TPOYPOUUA AVTOAOYNG LETAYYIONG.
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Oniaocudg

Agv glvarl yvooto edv 1 eEmyevig epoetin alfa anexkpiveral oto avOpomivo ydra. O Kivovuvoc ota
veoyévvnto. / fpépn dev pmopel vo. amokAEIoTEL.

H epoetin alfa npénet va ypnoonoteitan pe mpocoyn oe Inialovoeg yovaikeg. [pémetl va
amopaociotel edv Oa dlakomel o Onhacpog 1 Ba dwakonel/amopevybel n Bepamneia e epoetin alfa,
Aappdvovtag voy” To 6PEAOC TOV ONAaGLOD Yo To Toudi Kot To 6@EA0G TG Oepameiag pe epoetin alfa
Y10 T yovoiko.

H ypnon ¢ epoetin alfa dev cuvictdrol oe OnAdlovceg acbeveig yeypovpyeiov mov GUUUETEXOVY G
TPOYPOUUO CVTOAOYNG LETAYYIONC.

Tovipdtra

Agv vtapyovv peréteg mov va agloloyodv T duvntikn emidpacn g epoetin alfa oty avdpkn 1 ™
YOVOIKELD YOVILOTNTOL.

4.7 Emopdaceig 6NV IKavOTTO 001Y161)G KOL (EIPLGHOD PNYUVIILATOV

Agv poypotomomonkoy LEAETEC GYETIKA LE TIC EMOPAGELS GTNV IKAVOTNTA 00N YNONE KOl XEPIOUOD
unyovnuétov. To Binocrit dev €xel kapia 1 £xel aonpovIn EXiOpOCT GTNV IKAVOTN T 0ONYNONG Kot
YEWPIGHOD pUnyovnLbToVv.

4.8 AvemOounreg evépysieg

Hepilnyn tov Tpowil acpdisioc

H avemBountn evépyeio Tov opUAKOD OV EYEL TOpOTNPNOEL GLYVOTEPO KOTA TN SLUPKELN TNG
Oepamneiog pe tnv epoetin alfa givor o docoeEaptdpevn avénon e opTnplakng Tieons 1 emdeivoon
NG VIAPYOVOAG VIEPTAUCTG. ATALTEITOL TAPOKOAOVONGN TNG APTNPLEKNG Tieonc, Waitepa Katd TV
évapén g Oepamevtikng ayoyng (BA. Tapdypago 4.4).

Ot ovyvotepa epeoviLOpEVES OVETIBOUNTES EVEPYELEG TOV PAPLLAKOV TTOV TapoTn P ONKAY OTIG
KAMvikég peléteg g epoetin alfa ivat odppora, vovtia, Epetog, mopeéio kot kepoioryio. I'purddng
cuvopoun uropel va upavicTel Waitepa katd tnv Evapén g Bepomeiog.

ZOUPOPNOT TNG AVOTVEVLGTIKNG 000V, 1] 01010 TEPIAAUPAVEL ETEIGOIIO CLLLPOPTONG TNG AVATEPNG
OVOTVELGTIKNG 000V, PIVIKT GUUPOPNOT] Kol pLvoQopLyYiTida, Exel avapephel oe peléteg pe
EKTETAUEVA OOGOAOYIKA PLEGOSIOGTNOTO OE EVIAIKEG 0COEVEIC [LE VEQPIKN AVETAPKELD Ol 00101 OEV
vofaAAovTol aKOU O OLOKAOaPO.

AvEnuévn ouyvotnta eppdaviong Opopfoepuporicmdv coppapdtov (TVE) éxel mapatnpndel oe acbeveic
mov AapPavouv ESA (BA. mapdypapo 4.4).

2VVorTikoC Tivokxac avemBountwy evepyeioy

Ao éva ouvoro 3.417 atdp®V OTIC 25 TUYOMOTOMUEVES, OITAN TUQAES, EAEYYOUEVES LE EIKOVIKO
QAPLOKO T LE TO TPOTLTO TEPIDAAYNG LEAETEC, TO GUVOAIKO TPOPIA ac@uieiog TG epoetin alfa
a&lohoynonie og 2.094 avorpikd dropo. Zoprepnednkay 228 dtopo pe CRF mwov éhafav Oepaneio
ue epoetin alfa o 4 perétec yuo  CRF (2 peréteg mpo g apoxdBapong [N = 131 dropa pe CRF
7o ektédnkav] kot 2 og apokdBapon [N =97 dtopa pe CRF wov extébnkav]). 1.404 dropa pe
KapKivo Tov extédnkay og 16 peléteg g avaipiog Adym ynueodepaneiog, 147 dropa mov ektédniay
o€ 2 peléteg yuo dwped avtdOAoyov aipatog, 213 acbevelg mov extébnkav o 1 pehétn oy
mepLyepovpyikn mtepiodo kot 102 acBeveic mov extédnioy og 2 pedétec MAZ. Ot avemBounteg
EVEPYELEC TOVL QapLikov OV avapépOnkay amod > 1% Tov acbevav vid Bepaneio pe epoetin alfa og
OVTEG TIG LEAETEG TOPOTIOEVTOL GTOV TIVOKO TOPAKAT®.
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Extipnon cvyvomtog: [Todd cuyvég (> 1/10), ouyvég (= 1/100 émg < 1/10), oyt ouyvég (= 1/1.000 £mg
< 1/100), omévieg (= 1/10.000 émg < 1/1.000), mord omavies (< 1/10.000), un yvootés (dev pmopovv va,

ekTIUN B0V e Pdon ta dabéota dedopéva).

Katnyopio/opyoviko AvemB@Ountn evépyera XuyvotnTo
cvotnpa (SOC) kotd (ITpotipcdpevo
MedDRA eningdo 6pov)
AloTapoy£C TOV ALLOTOTIKOD Ap W’T]% omhasio mg epuBpd .
KOL TOV AEUPIKOD GLUGTNUOTOG OO, Zmovieg
®poupokvtrdpmon
Awotapayéc tov petafoAcpon - . .
Ko Trc Opéyme Yreprooption Oy ovyvég
Awotapoyéc Tov Yrepevoicshnoio? Oy ouyvéc
0VOGOTOINTIKOY GLUGTILLOTOC Ava@ulokTtikn avtidpaon? Xmivieg
Alotapoy£c Tov VELPIKOD Kepaialyio Yuyvéc
GUGTILOTOG Ax00610¢ POTKOC omacUog Oyt ouyvég
’ , Ynspwcn, (D)tSBlKT[ Kz(ll Suyvéc
Avyyelokég oatapoyés aptpokn Opoupwon
Yneptaokn kpion? Mn yvootéc
Awtopayéc Tov avamvevotikod | Biyag Xuyvéc
GUGTHHATOG, TOV Bdpaka Kot P HpOpNOT TNG AVOVEVOTIKTS Oyt ovvic
oV pecofwpaKiov 000V
AwTapayéc Tov . o, , .
YAOTPEVTEPIKOD Awgppora, Navtia, ‘Epetog [ToAd cuyvég
Alotapoy€c Tov dEPHOTOG Kot E&(,xv(;)nu(; Z AL .
. , Kvidmon Oy ouyvég
TOV VTTOSOPIOV 1GTOV — 3 >
AyyelovevpoTiko oidnpo. Mn yvootécg
ALOL’E():pU,XSQ TOV LLVOGKEAETIKOD ApOpodyic, OoTiKé 6yoc, ’
GLGTNLOTOG KOl TOV L . 2UyvEC
, , Mvahiyia, Alyog og dxpo
GLVOETIKOD 16TOV
ZUyysvsrtg, Owoyevels Kk IMopovpia o&eia’ Xmivieg
YEVETIKES SLoTOpOyYEG
[upe&ia [ToAb cuyvéc
Ievikég Srotapayéc Kot PWT]’, Tpmddng G}Wap,om’ .
. , Avtidpaomn ot Béon éveong, Yuyvéc
KOTAGTAGELS TNG 0000 , ,
, Oidnua Teppepikd
xopnynong .
AVATOTEAECLLATIKOTN T TOV .
, 3 Mn yvooTéc
QOPUAKEVTIKOD TPOIOVTOC
Hopaxivikéc eEetdoeig Osruca OVTIOOHATA KATA TG Ymivieg
gpvbpomomntivng

I Tuyvn oty apokdBapon

2 TleprhopPaverl aptnprakd Kot AePKd, Oovatneopa kot pn Bovatmedpa coppauata, OTme v To
Babel pAePikr OpouPwon, mvevpovikn epporn, Opdupwon g apPPANGTPOEdKNG apTnpiog,
Opoupwon aptnpiog (copmepIAaUPOVOUEVOD ELPPAYILOTOC TOV LVOKAPSIOV), Oy YELOKA EYKEQOAKE
eMEGOO0 (CVUTEPIAAUPAVOUEVOD EYKEQPOALKOD EUPPAKTOV KOl EYKEQPAMKNG ALLOPPAYIaG),
TOPOSIKA 1oYOLUKE Ay YELOKE EYKEQPOAMKE ETe1cOd10, Kot Bpdupwon mapoyétevong
(ovumepriapfavopévov tov e£omMopod alpokdapong) kot Opoufmaon eviog aveLPLGUAT®V
APTNPLOPAERIKOV OVOCTOUDCEDY

3 E&etaleton otV LIogvoTNTA TOPOKATO /K0 6TNY Topdaypapo 4.4
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Heprypogn emileyuévov avemBountwy evepyeidy

"Exovv avaeepBel avtidpdoelg vrepevaiodncioc, CopumepAapuBavolévoy TEPITOcENY VO UATOC
(cvumepriapfoavouévng Kvidmong), avapLAAKTIKNG oVTIOPOoTG KOl AYYEIOVELPOTIKOD 010N HaTog (BA.
Tapdypoeo 4.4).

Kota ) Oepancio pe emoetiveg Exovv avapepbel copapés depuatiKég avemBiunteg avtidpicelc,
peta&y tov onoimv 10 cuvdpopo Stevens-Johnson kot 1 To&ikn emdeppukn vekpoivon (TEN), ot omoieg
umopel va givo anetntikég yia ™ Lon 1 Bavatneopes (BA. mopdypoeo 4.4).

Koatd ™ ddpketo g Oeparneiog pe epoetin alfa éxovv emiong onpeimbei vaeptacikég kpioelg pe
EYKEPOUAOTADELN KOl EMANTTIKEG KPIGELS, TOV OTOUTOVV GUEST] LOTPIKT PPOVTION KOl EVIOTIKNY
Oepamncio, oe 0oOeVEIC [LE TPONYOVUEVMOG PLGIOAOYIKN 1| XOUNAT OPTNPLOKY TTEST|. Ou TPEmEL VoL
dideTon Tpocoyn 6Tig EPVIKEG SOEIPIOTIKEG KEPUAULYIEG TTOL TPOGOUOLALOVV LE TUIKPOVIO, ETELON
umopel va cuvietovy mhovo TpogdononTikod onueio (PA. wapdypoeo 4.4).

Erayouevn amnd aviicopa apyng oxiacio g epudpdg celpdg £xetl avapepdei ToAD ordvia o€

< 1/10.000 mepurtdoElg oV £Tn-000evav HETA amd UNveg £mg xpovia Bepaneiag [ie epoetin alfa

(BA. mapdypapo 4.4). Me tnv vmodopia 080 yopnynong £xovv avapepbel TeplocdTEPES MEPMTMOCELS OE
GUYKPLOT HE TNV eVOOPAEPLa 000 YopnyNoNG.

Evijhikec ao0sveic ue younlo —n evoioueoo-1 — kivovvo MAX

2NV TUYOOTOINUEVT], SUTAG TVPAT, EAEYXOLEVT] LLE EIKOVIKO QAPLOKO, TOAVKEVTPIKT UEAETN, 4 (4,7%)
aocleveic eupdvicay Opoppwtixd ayyelakd eneicodia (TVE) (apvidiog 0dvotoc, ioyoukd ayyeioko
EYKEPOAKO eMEIGOA10, EUPorn kot pAefitida). Ora to TVE epoavictnikav otnyv opdda tng epoetin
alfa, katd tig pdtec 24 efdouddeg g pekétng. Xtic Tpelg meputmoels Ta TVE emPefordbnkav, evd
otV tétoptn mepintwon (aipvidlog Bdvartog), To Opoppoeppforikd copPav dev emPBePorddnke. Avo
acfeveic glyav oNUAVTIKOOG TOPAYOVTEG KIVOUVOU (KOATIKT LOPUAPVYY], KOPOIOKT OVETAPKELL KoL
Opoppoprefition).

Haidratpiroc minBoouoc e ypovia Ve@piki] aVERGPKELL. TOD DXOPGILETOL T8 00100

H éxBeon mondiatpikdv acfevav pe xpovia VEQPIKY OVETAPKELN TOV VTOPAALOVTOL GE ALLOSTOAIOT
OTIG KMVIKEG LEAETES KO TNV EUmELPia, LETA TNV KVKAOPOpia TOL papudkov givor teplopiopévn. Agv
avaépOnkay 6e oVTOV TOV TANOLVGUO ESIKES Y10 TOVE TOUd1ATPIKOVG acOeVEic avemBounteg evépyeleg
01 oTtoieg dev &xovv avapepOel TPONYOVUEVMG GTOV TAPAUTAVE® TIVOKC, 1) OTOIEGONTOTE AVETIOVUNTEG
EVEPYELEG O1 OTO1EG OEV NTAV GLVAPELG [LE TNV VITOKEIUEVT VOGO.

Avopopb mbavorloyoduevav avemBOuNTOV EVEPYELDY

H avoaeopd mBovoroyodpevmv avemiBountomy vepyetmy HeTd amd Tn Yop1ynon adetog Kukhopopiog
TOV QOPUAKELTIKOD TPOidVTOG eivan onpavtiky. Emitpénetl  cuveyn mapakolobtnon g oxéong
0PEALOVG-KIVOVVOV TOV PUPHOKEVTIKOD TPOTOVTOC. ZNTEiTal 0l TOVG ETayyEAUATIEG VYELNG VO
avaPEPOVY OTTOLEGONTOTE THOVOAOYOVLEVES OVETOVUNTES EVEPYELEG LECH TOL EBVIKOD GLGTNLOTOG
avapopdg Tov avaypdeetor oto [Hopdpmua V.

4.9 Ynepdoooroyio

To Bepanevtikd eacua g epoetin alfa eivar Todd gvpv. H vrepdocoroyia epoetin alfa gival duvotd
VO TPOKOAECEL PALVOLLEVE TOL OTTOL0 £IVOL TPOEKTACT TNG PUPLOKOAOYIKNG dPACTG TNG OPHOVIG. ZTNV
TEPIMTMOOT TOL TAPATNPNOOVY eEAPETIKE VYNAAL EMITEIN ALLOGPALPIVIG, TOTE UITOPEL VOl YivEL

oAefotoun. Oa TPETEL VO TOPEYETOL EXMTAEOV VITOGTNPIKTIKT PPOVTION, AVAAOYO LE TIC OVAYKES TOVL
acBevoug.

5. OAPMAKOAOI'IKEX IAIOTHTEX
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5.1 DopPoKOOVVOUIKES LOLOTNTES
DopraKoBEPATELTIKY KT YOpid: ovTiovaluKd, epudpomomrtivn, kmdikdoc ATC: BO3XAO1.

To Binocrit givat Blo-opog1dég pappokentikd Tpoidv. Asntouepeic TAnpoeopieg eivar drabéoipec otov
diktvokd témo tov Evpwmnaikov Opyoviopod Oapudkmv: http:/www.ema.europa.cu.

Mnyoviopnog dpdong

H epvBpomomtivn (EPO) givan pa yAukompmteivikn oppdvn 1 omoio mapdyeton Kupimg amd Tov veppd
o€ avtanokpion og vroéio kKot aroterel faciko pvbuioty g topayoync RBC. H EPO gumiéketon o
OAEG TIC PAGELG AvATTLENG TV EPLOPOEBDV, Kot £XEL TNV KOPL dPAGCT) TNG GTO EMIMEDO TOV
TPOdPOUOV TV epLBpoedmv. Aol 1 EPO cuvdebel 6tov vtodoya KuTtTaptkng entpaveiog e,
EVEPYOTOLEL 000VC LETAYWDYNG CNUATMV Ol 0TTOiEG TOpEUPAALOVTOL GTNV OTOTTMOGN KOl SEYEIPEL TOV
TOALOTAQGIOGUO TOV EPLOPOEIBDOV KLTTAP®V.

H avacvvdvacpévn avBpaomivn EPO (epoetin alfa), n onoia ekppdaletan ota kbtrapa wodnkov
Kvellk@v kpikntov, &yl po oAlniovyio 165 apvo&éwmv tavtdonun pe ekeivny e avlpomivng EPO
TV 0VPp®V’ 01 2 gival duadlakprteg pe Baor Aettovpyikéc dokypacies. To pavouevikd poplakod Papog
g epvBpomomrivng eivar avapesa ota 32.000 kot 40.000 dalton.

H epvBpomontivn gival évog avéntikdg Tapdyovtog mov Kupimg SIEYEIPEL TNV TAPUYOYT TOV
gpvBpokvuTTdpnv. Yrodoyeis g epubpomomtivig unopel va ek@paloviol 6Ty emPEveLe LG

TOIKIALOG KOPKIVIKAOV KVTTAP®V.

Dapuokodvvakéc emdpaoElc

Yyieic eBsloviéc
Metd and epdmaé dooelc (20.000 émg 160.000 U vrodopimg) tng epoetin alfa, mapoatnpnonie

S0C0EEQPTMUEVT] OVTATOKPLON Y10 TOVG PUPLOKOSVVOUIKOVG OEIKTES TOV dlepevvhOnKoV
ovumeptlopPavopévev: dtktvogpvbpoxvttdpmy, RBC, kot aiposeatpivng. 'Eva kabopiopévo mpopid
GLYKEVTPMANG-YPOVOL LE PEYIOTO EMIMESO KO EXMTTPOPT| GTA OPYIKA EMimeda TapaTnPRONKE Yol
petaforég 6to T0sooTd dkTvogpvOpokvTTap®V. ‘Eva Atydtepo kafopiopévo tpopid mapatnpnonie
vy RBC kot arpocpaipivn. Ze yevikég ypoppés, 6Aot ot pappoakoduvapkol deikteg avénbnkay pe
YPAUUKO TPOTO, LE TN 000T Vo OAvVEL GE PEYIGTN OVTOTOKPIGT 6T VYNAOTEPX ENimEd HOGTG.

[epartépo pappokoduvapkég peréteg depgvvnoay 40.000 TU pio popd v efdopdda Evavtt

150 TU/kg 3 @opég v efdopdda. I[Tapd tic dSapopés ota TPoPil cLYKEVTP®ONS-XPOVOD, 1|
QOPUOKOOVVAIKT avTamokpion (6nwe petpridnke omd petaforég 6To T0GOGTO
dwkrvogpvlporvtTapmy, TV apocearpivn, kot ta cvvoikd RBC) ntav mapdpoto petald avtmv tamv
oynudtov. IIpocheteg pehéteg ocvykpivay to oynua tov 40.000 IU pia popd tv efdoudda epoetin
alfa pe 06c¢e1g dVo Popég TV gfdopdda Tov kupaivovtat omd 80.000 Emg 120.000 U vrodopimg.
I'evikd, pe fdon To OmOTELECUATA OVTOV TOV POPUAKOSVVOUIKOV LELETMY GE VY| GTOWM, TO
docoroyiko oynua 40.000 IU pia popd v efdopdda paiveTar va ival o omoTEAECUATIKO GTNV
napaywyn RBC and 6,11 ta oyfuata d0o opéc v efdoudda, Tapd Hio topatnpovuevn opoldtTTa
GTNV TOPAY®YN SIKTLOEPVHPOKVTTAPW®Y GTO GYNUATO Lio Popd TNV Rdoudda Kot V0 POPES TNV
efdopdoa.

Xpovio. veppikn averdpkelo

H epoetin alfa €ye1 kataderydei 611 dieyeipel tnv epvbpomoinon oe avayukovg acbeveic pe CRF,
ovumeptloppavoprévev acevav mov vrofdiiovtal og apoKkabapon Kot Tpo g apokdbapons. H
TpMTN £voElln avTomdkpilong otnv epoetin alfa givar pio avénon otov apbud tov
dwktvogpulpokvttdpmv evtog 10 nuepmv, axorlovBobuevn omd avENGelS 6ToV aptpd TV
gpuBpoKVLTTApP®YV, TNV pocPaALpivn Kol ToV aatokpitn, cuviBwg evtog 2 émg 6 efdopddwv. H
OVTOTOKPIoT TNG apoc@apivig mokiddel petald Tov aclevdv kot pmopel va ennpeoaoctel omd to
amoBépaTa GIOMPOY KAl TV TAPOLGIN GVLVLTAPYOVTIOV LUTPIKGV TPOPANUAT®V.
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Avouuio emoyouevny omd ynuetofepameio

H epoetin alfa yopnyoouevn 3 popéc v efdopdda 1 pia eopd v efdoudda €xet Kataderybei 6t
oLEAVEL TV OCQOPTV KOl LELDVEL TIG OTOLTOELS Y10 LETAYYIOT UETA AtO TOV TPMOTO HNVOL
Oepamneiog o€ avorpukovg acbeveig pe kapkivo mov Aapfdavouy ynuetodepameia.

g o LEAETN TTOL GVYKPVE To docoroywkd oynpata 150 TU/kg, 3 popég v efdopdda kat 40.000 1U,
pio eopd v efdoudda GE VY GTOU KAl GE AVOLUIKE (TOUO LE KOPKIVO, TO YPOVIKG TPOPIA TV
UETAPOADY GTO TOGOGTO SIKTVOEPLOPOKVLTTAPWV, TIV CLOGPALPTVY], KOl T0 GUVOAIKA EpuBpoKITTAPO
Ntav Ttapdpota PeTa&d TV 600 S0COAOYIKAOV SYNUAT®V TOGO GE VY ATOLN OGO KOl GE OVOILLLIKY
dtopa pe xkapkivo. Ot AUC 1oV avtioToly v QoprokKodUVILIK®OY TOPAUETPMOV TV TOPOUOLEC LETAED
TV 00G0r0YIKMV aywydv 150 [U/kg, 3 popéc tnv efdopdda kot 40.000 1U, pia popd v gfdopdada
G€ VYU GTOLa KO ETIONG OE OVOLUIKE ATOMO LE KOPKIVO.

Evilixec ao0eveic yeipovpyeiov oe mpoypopuio. avTtoAoynS UETAYYIoNS

H epoetin alfa €ye1 kataderydei 6T1 dieyeipel TNV mapoy@yn epLOPOKLTTAP®Y TPOKEUEVOL Vo, avEnOet
1 GLAAOYN AVTOAOYOL OHLLATOG, KO Y10l VO TEPLOPLOTEL 1 LElMOT TG AUOGPALPIVIG O EVIAIKOVG
acBeveic o1 omoiot £xovv TPOYPOUUATIOTEL Yio peilova EKAEKTIKT YELPOVPYIKT EXEUPOAON, OL 0TTOI0L OEV
OVOULEVETOL VOL TPOKOTOOECOVVY TIC TANPELG TEPLEYYEPTTIKES OVAYKEG TOVG o€ aipa. Ot peyaddtepeg
emdpdioeig Tapatnpovvtal o€ acbeveig pe yaunAn owposeatpivn (< 13 g/dl).

Ocporeio evilikwy aobevav o1 0roiol Exovy mpoypouuatiotsl yio ueilove exiextixy opBomedikn
YELPOVPYIKT] ETEULOON

e aobBeveic o1 omoiot £xovv TPOoyPAULATIOTEL Yia peilova eKAEKTIKY 0pBOTESIKT YELPOVPYIKN
eméuPoomn pe apooceotpivn mpo g Bepameiog > 10 £wg < 13 g/dl, n epoetin alfa €yetl katadeydei 6T
LEWDVEL TOV KIVOUVO ANYTG OALOYEVIKOV LETAYYICEMV Kol OTL EMTAYVVEL TNV AVAKOLYT] TOV
gpuBpoedav (avénuéva enimeda opospatpivng, enimeda apaTokpitn, kot apldpol
SKTLOEPLOPOKLTTAPWV).

KAk omote e UOTIKOTITO KOL 0GQAAELNL

Xpovio. veppikn averdpkelo

H epoetin alfa £ye1 peletnBel oe Khvikég pehéteg og evilikeg avoipuikovg acbeveig pe CRF,
couneptropfavoévey achevdv Tov VToPAAAOVTAL GE OLOOOAVOT| KOl TPO TNG poKaBapong, yio )
Oepameio TN avaLiog Kot T SLOTPTON TOL GLUOTOKPITY EVTOE EVOC £DPOVG GLYKEVTPMGTG GTOYOV
ond 30 éwg 36%.

211G KAWVIKEG pehéteg og evapktnpieg 06celc 50 €wg 150 TU/kg, tpeic popég v efdoudda, wepimov
95% 6AV TV 000eVAOV avTamoKkpiOnKe e KAVIKG GUOVTIKT adéNoT ToV apatokpitn. Metd and
nepimov 6v0 pveg Bepaneiog, oyeddv 6ot o1 acheveic Mtav eEaptopevor amd petdyyon. Otav
EMETEVYON 0 ATOKPITNG 6TOYOV, 1 HOOT) GLVTIPNONC EEATOUIKEVONKE Yo KAOE acOev].

XTI TPELG LEYOAVTEPEG KAVIKEG LEAETEG TTOV dlevepynOnkay og eviiAikovg acBeveic vo apokdbapon,
1 ddipeon 8661 GLVTIHPNONG TOV NTAV ATAPALTNTY YO TN S THPNOT ToV arpoToKpitn petadd 30 fwg
36% nrav mepinov 75 [U/kg yopnyoduevn 3 popéc tnv fdoudda.

e pio SumAd TOEAN, EAEYYOLEVT] LLE EIKOVIKO PAPLOKO, TOAVKEVIPIKN LEAETT] Y10 TNV To1dTNTa {ONg
o¢ acbeveig pe CRF vd apodiviion, katadeiydnie KAWVIKE Kol oToTIoTIKG onpoavTiky Belticoon
6T0VG acbeveig Tov vmofANnOnkay o Bepameia pe epoetin alfa oe GUYKpIoN pe TNV OUASA ELKOVIKOD
QOPUAKOV OTAV LETPNONKOV 1] KOTMGT, TO PLGIKE GUUTTOUATE, Ol GYECELS KOl 1] KATAOAWYT
(Epotuatoldyro Neppikic Nocov) petd amd &1 pnveg Oepancioc. O acBeveic amd v opddo mov
voPAnOnke oe Oepaneio pe epoetin alfa evtaydnkav eniong o€ (o LEAETN ETEKTACNG AVOLYTNG
EMONUAVONG, 1) 0Toia KOTEDEIEE TIG PEATIOOEIS TNV TTO1OTNTO (NG TOVG TTOL droTnphONKay Yo Eva
TPOcheTO Ypovikd dtdoTna 12 pnvov.

Evilikec ao0eveic ye veppixiy averapkeio mov dev vmofdlroviar oxoun oe ayoxdadapon
2mig kKMvikes peréteg mov devepynnkav og acBeveig pe CRF mov dgv vrofairovtav e apokabapon
o1 onoiot vroPAndnkav oe Bepamneia pe epoetin alfa, n péon didpkela g Bepancioc Ntav oyeddv Tévte
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unvec. Avtot ol acBeveig avtamokpifnkay ot Oepaneia pe epoetin alfa pe Evav TpoTO TAPOLOLO HE
exelvov Tov mapatnpninke oe acbeveig vrd apokdBapon. Ot acBeveic e CRF mov dev
vrofdiiovtay o€ apokaOapon Katé€delEay o 00G0eEAPTOUEVT KO GLUVEYN AOENGN TOV QLLOTOKPITN
otav yopnynonke epoetin alfa péow ite g evoopAéProg ite tng vVodopLog 000V. [Tapduoln Toc0GTA
avénong Tov apatokpitn TapatnpnOnkay 6tav n epoetin alfa yopnynonke pe évav amd tovg dvO
Tpomovc. Qotd6G0, d00elg epoetin alfa 75 £wg 150 IU/kg tnv efdopdda Exel kKatadeyBel dtL dtatnpovv
emineda aparoxpitn 36 g 38% yia £mg €L unveg.

Xe 2 peléteg pe doocoroyia og exkTeTapévVa dStooTipaTo TG epoetin alfa (3 popég tnv efdopdda, pio
oopd Vv gfdopdda, pia popd Kabe 2 gfdopddec, Kot pio eopd kdbe 4 efoopdoes) opiopévol acbeveic
UE PEYOADTEPO HOGOAOYIKA SLOCTAUATE, OEV SLUTNPNCOV ETAPKT| EMITESA OLLOGPALPivNG Kol EPOacay
T KaBoplopeva omd To TPOTOKOALO KPITHPLX 0TOGVPGTG Yo TV opoopatpivr (0% otnv opdada
piog @opdg v gfdopada, 3,7% otnv opdda picg opdg Kabe 2 efdopddes, kot 3,3% otnv opdda piog
@opag kaOe 4 efoopadeq).

Mo toyaromompévn mpoontiky] peAétn agloloynoe 1.432 avarpkovg acbeveic pe ypdvia veppikn
avemdpkelo o1 0moiol dev voPaiiovtay og apokabapon. Ot acbeveig avrictoyyiotnkay otn Oepaneio
ue epoetin alfa otoygbovrag éva eninedo cvuvtipnong apocsearpivng 13,5 g/dl (vynAdtepo amd to
GULVIGTAOUEVO EMMEDO cVYKEVTIpOTNG arpoopatpivig) ) 11,3 g/dl. "Eva peilov kapdiayysiokd coppav
(Bavatoc, Epepaypa Tov LVOoKAPSIoD, AYYEINKO EYKEQPAALKO EMEICOOL0 1| VOOTAELN Y100 GUUPOPNTIKY
Kapdlokn avemdpkeln) Ehape yopa o€ 125 (18%) amd tovg 715 acbeveig otnv opdda vynAdTEPNg
apocpatpivns oe cvykpion pe 97 (14%) amod tovg 717 acBevelg oty opdda yapunAotepng
apocseapivng (Adyog kvdvvov [HR] 1,3 95% CI: 1,0- 1,7 p = 0,03).

YuyKevTpOTIKEG post-hoc avaivoelg kKAvikav peietav twv ESA éyovv mpaypotonombel og acbeveig
LE xpoOvia veppikn avemdpkeo (V6 oapokabopon, yopis apokddapaon, oe drafnTicods Kot un
SPntikotg acbeveic). [apatnphOnke pia Tdon Tpog aLENUEVEG EKTIUNCELS KIVOUVOL Y1a
BvnootTa amd OAEg TIC OLTIEG, KOPOLOYYELOKE KOl Oy YELOKE EYKEQPOALKE GCUUPAVTO TTOV
ocvoyetilovtat pe vynAdTeEPEg cmpevTiKég d0oelc ESA ave&dptnrta and v Kotdotaon defmm n
apoxkaBapong (PA. mapdypoo 4.2 Kot wapdypapo 4.4).

Ocpameio aobevarv ue avoruio exayousvy amxo ynustobepamnsio.

H epoetin alfa &ye1 pelemBel oe KAvikég pedéteg e eVIMKES avOKOLG acbevels pe KapKivo pe
AELPOELDELS KOl GVUTOYELG OYKOVG, Kot 0o0gVEIS VIO dLdPopeg YMUEIODEPATEVTIKEG Ay ®YEC,
GUUTEPTAOUPAVOUEV®V 0y@YDV TOL TTEPLELYOV 1 OgV TTEpieiyay TAaTiva. Te ovTég TIC LEAETEG, 1 epoetin
alfa yopnyoopevn 3 popég v efdopdda kot pio @opd v efSopdda £xetl kataderydet 6T avEdver Tnv
OGPV KO LELDVEL TIC OTALTHGELS Y10 LETAYYLOT LETE amd TOV TPAdTO Unva Bepaneiag oe
avoukovg aceveic e kopkivo. e 0pIoUEVEG HEAETEC, 1) OITAG TVQAT PAGT akoAOVONONKE amd o
(AGCT OVOL(TNG EMCLOVONG, KATA TN didpkela TG onoiag 6Aot o1 aobeveig EAaPav epoetin alfa kot
TOPATNPNONKE SLATNPNOT TOV ATOTEAEGLLOTOG.

O1 dBéoeg evdei&elg vmodekvhouvy 0Tt o1 acheveic e aLaTOAOYIKEG KaoKOoN0Eleg Kot GuUTayEig
oykovg avtorokpivovral e€icov otr Bepamneia pe epoetin alfa, kot 0t1 o1 acBeveig pe 1 yopic dudnon
TOV HVEAOD TOV 0GTAOV ad Tov OyKo avtamokpivovtal e€icov ot Oepaneia pe epoetin alfa.
Yvuykpiown évtoon tng ynuetodepaneiog otig opadeg epoetin alfa kot lKovViKod PapudKov GTIC
peAéteg tng ynueobepaneiog katadeiydnie amd pio mapopoo TEPLOYN KAT® Amd TV KOUTOAT
0voeTEPOPIAV-YPOVOL G€ acbeveig mov vofAnOnKay og Beponeia pe epoetin alfa kot acOeveig mov
Ehafov elkovikd PApUaKOo, KOO®DG Kot 0o o Topdpolo ovaroyio actevdv 6Tig OpAdES TOL
vroPAnOnkayv og Bepaneia pe epoetin alfa kot oTig opddeg oL ELafav EUKOVIKO PAPLAKO, TOV OTOI®V
o1 aoAVTOL ap1Bpoi ovdetepoPilmv petmdnkay kdtw amd 1.000 kot 500 kotrapo/pl.

& 10 TPOOTTIKT), TUYALOTOUUEVT, OITAG TUQAT], EAEYXOUEVN LE EIKOVIKO QAPUAKO HEAETN 1) OOl
deEdyOnke o 375 acbeveic pe avarpio ot omoiot epEaviLoy SPOP®V TOTMV [UN-HUVEAOYEVELG
KakonBeieg kot AdpPoavay ynuetobepomeio yopic TAativeg, onuetmdnke po onpaviikn peimon ota
CUUTTOUOTO TOV GYETIlOVTaV pE TNV ovarpio (7., KOT®GOT, LEWWUEVT EVEPYELD KOL EAGTTMON TNG
dpaoTNPOTNTOG), OTMG AVTA LETPNONKAV LE TA TAPOKAT®O OpYyave Kot KAHOKES: YeviKn KATpaka
Agrtovpyikng A&oddynong g Avaipiog katd ™ Oepamneia tov Kapkivov (Functional Assessment of
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Cancer Therapy-Anaemia, FACT-An), kAipoka kémwong FACT-An, kot KAipaxe Koapkvikov
Ipoppikov Avoroyov (Cancer Linear Analogue Scale, CLAS). Abo dAiAieg pkpdtepeg,
TUYOLOTIOINUEVEG, EAEYYOUEVES LE EIKOVIKO PAPLLOKO LEAETEG OEV KATAPEPAV VO 0m0deiEovV KAmoLo
onpavtikn Peitioon ent tov topapétpov g totdotntag (mng faoel g Kiipakag EORTC-QLQ-C30
N CLAS, avtictoyyo.

H emiPioon ko n e£EMEN TV OYK®V €EETAGTNKOV G TEVTE LEYAAEC ELEYYOLEVEC LEAETEG OTIC OTTOLEC
ocoumepneOnkay 2.833 acbeveic, amod Tig 0moiec 01 TEGGEPIS NTAV STAN TVPAEG EAEYYOUEVEG UE
EIKOVIKO QAPUAKO UEAETEG KOL 1) L0 TOV OVOIKTY PHEAETN. ZT1¢ peAéteg evrdyOniay gite acbeveic mov
vroPdAilovtav o Bepaneio pe ynueobepaneio (dvo pehéteg) eite ypnoorodniay minbvouoi
acBevmv otovg onoiovg ot ESA dev evdeikvovtal: avopia o€ acbeveig pe kapkivo ot omoiot dev
Adupavav ynuetoBepameio kot acbeveig pe Kapkivo TG KEQOANS Kot TOV TPOYHAOL TOL Adufoavoy
axtivobepaneia. To embBountd eninedo cLYKEVIP®ONG ALOCEAIPIvIG OTIG dVO pekétes NTav > 13 g/dl
(8,1 mmol/l), eved otic vrdhoumeg Tpelg perétec rav 12 éwg 14 g/dl (7,5 émg 8,7 mmol/l). Ztnmv
aVOIKT HEAETN dev TopatnpnonKe dapopd 6t GuVoAKT emPinon petaéd TV aclevdy 6Tovg
omoiovg yopnyndnke avacvvovacuévn avBpomvn epuBpomomrtivn Kot 6T dTopa EAEYYOL. ZTIg
TEGGEPLS EAEYYOLEVES LLE EIKOVIKO PAPLOKO HEAETES, O AOYOL KIVOUVOL Y10 T GLUVOAIKT emPimon
KopdvOnkav peta&d 1,25 ko 2,47 vép Tov aTopmv eAEyyov. AVTéG o1 peATeG KoTEdEEAV Lol
otabepn], ave&NynTn, GTUTIGTIKA ONIAVTIKY avénon e Bvnoydtntog oe 0obeveig pe avapio
oyxetilopevn pe dtapopovg cuvnbelg kapkivoug, ot omoiot Adpfovay avacuvovacuEvn avOpdTivn
gpvBpomomtivn, oe oyéon e ta, dropa eAéyyov. To amotéreoua TG GUVOAIKNG EMPIWONG OTIC
peAéteg Oev umopece vo e&nyndel ikavomomTikd omd Tig Sapopéc TNy EUPavion Opoupwong Kut
OYETIKOV EMTAOKAOV HETOED TOV aTOU®V oV Adppoavay avacuvivacpévn avlpomvn epvBporomrtivn
KoL EKEIVV GTIV opdda eEAEYYOV.

[paypotomomnie eniong o avdivon dedopuévov ot erninedo acbevav, og 13.900 kapkivorabdeic
(o6 ynueobepamneio, aktivobepaneia, ynueto-aktivodepaneia, 1 kapio Bepaneio) mov cvppeTelyav o
53 eheyydpeveg kKAMvViIKEG LeATeC e dtdpopeg emoetiveg. H peta-avaivon Tov 0e00UEVOY GUVOAMKNC
emPinong édwoe [ ektipnon onueiov Adyov kvdvuvou 1,06 vrép tov paptopav (95% CI: 1,00, 1,12,
53 pekétec kan 13.933 acBeveig) kat yio Tovg Kapkvorabeic mov Adpupavav ynuetodepansio, o Adyog
KvdUVoL GuvoAkT|g emiPimong frav 1,04 (95% CI: 0,97, 1,11, 38 pehéteg kan 10.441 acBeveig). Ot
peta-avaivoelg £oe1&av eniong otabepd Evoy onuavtikd avénuévo oyeTikd Kivovvo Opopposuforikdv
ocuupdvtov og kapkivonadeic mov Adpfovay avacvvovacuévn avlpamivn epvBporomtivn (BA.
Topaypapo 4.4).

Mo, TOY OO UEVT], AVOLKTT), TOAVKEVTPIKT] LEAETN TtpaypoTonomOnke og 2.098 yuvaikeg pe avaipio
L€ LETAOTOTIKO KOPKIVO TOVL HLaoTOV, 01 omoieg EAafayv ynuelobepaneio TpdTNG YpopUNG 1} de0TEPNS
YPOUUNG. AVTH \TOV o LEAETN U KOTOTEPOTNTOC TOL GYESIACTNKE Y10 VO ATOKAEIGOEL piaL Kotd
15% abEnom tov kvdvuvou yio e&EMEN Tav Oykwv 1 Bavatov pe Ty epoetin alfa cuv 10 TpdTLTO
nepiBoiyng o ovyKpion pe to TpodTLTO TEPiBalyng povo. Tn oTiyun| TG amoKomng KAMVIKMV
dedopévav, 1 otdpeon erevbepn eEEMENG emBimon (PFS) avd a&loddynon g e&EMENg ¢ vocov and
Tov gpevvnTn Ntav 7,4 uiveg o ke oxérog (HR 1,09, 95% CI: 0,99, 1,20), vrodeikviovtag 6Tl 0
GTOY0G TNG HEAETNG Oev ekmANpmONKE. EnpovTikd Atyotepot acBeveic Edafav petayyioceig RBC oto
okéhog epoetin alfa cuv mpdtvmo TEPIBaAYNG (5,8% Evavtt 11,4%). QoT1000, ONUAVTIKA TEPIGGOTEPOL
aocleveic glyav Opoupwtikd ayyelokd enelco0la 6T0 0KELOG epoetin alfa cuv TpdTLTO TEPIDAAYNC
(2,8% évavtt 1,4%). Katd v tehikn avaivon, avaeépbnkay 1.653 Bdvartol. H didpeon cuvoiikn
emPioon oty opdda epoetin alfa cuv mpdTLIO TEPIBOAYNG NTaV 17,8 Pveg og chyKplomn ue

18,0 ufveg otnv opdda tov Tpotvmov mepiBaiyng uovo (HR 1,07, 95% CI: 0,97, 1,18). O dudpecoc
1povog Emg v e&EMEn (TTP) Paoel g Tpocdiopicuévng amod tov epeuvntn e&éMéng vocou (PD)
ntav 7,5 unveg otnv opdda epoetin alfa cuv mpdTLmo epiBaiyng Kot 7,5 pnveg otnv opdd Tov
potoumov mepifaiyng (HR 1,099, 95% CI: 0,998, 1,210). O dudpecog TTP Baoet tng mpocdiopiopévng
amo 1o IRC g&éhéng vooov ftav 8,0 ufvec oty opddo epoetin alfa cuv TpdTLTO TEPIBAAYNC Ko

8,3 unveg otnv opdda tov Tpotvmov wepiBouryng (HR 1,033, 95% CI: 0,924, 1,156).

Lpoypoua ovtoloyng uetdyyions

H enidpaon g epoetin alfa ot dievkdAvven ¢ katdfeong ovtOA0YOL aipatog o€ acbeveig e
yopmAd enineda arpororpitn (< 39% ko ywpig vrokeipevn avarpio AOY® avemGpKELRS G1O1POV) 01
omoiot &yovv wpoypappatiotet Yo peilova opBomedikn yepovpyikn enéppaocn agloroyndnke o pia
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Al TVPAY, EAEYXOUEVT] UE EIKOVIKO QAPLOKO LEAETN 1] omoia devepynOnke o€ 204 acheveic, Kot pia
LOVA TOPAT, EAEYYOUEVT] LLE EIKOVIKO (APLOKO LEAETN o€ 55 aobevels.

21 OmAG TVEAN pEAET, ot acbeveic vroPfAnOnkav oe Bepaneia pe epoetin alfa 600 IU/kg 1 Eafov
EIKOVIKO Qdpuaxo evdopieBing pia popd v nuépa kdbe 3 Emg 4 nuépeg yuo 3 efdouddeg (cuvolikd
6 06c¢1c). Katd péco 6po, ot asbeveic mov vroPAndnkav ce Bepamneia e epoetin alfa ftov tkavoi va
TPOKOUTAOEGOVY OTLAVTIKG, TEPLGCOTEPEG LOVADEG aipatog (4,5 povddeg) amd 6,T1 o1 acbeveig mov
EaPav eucovikd papuako (3,0 povadeg).

21N Hova TveAN peAét, ot acBeveic vmofAnOnkav o Oepameia pe epoetin alfa 300 IU/kg 1) 600 1U/kg
N éAafav elkovikd apurako evoopAERimg pio popd v nuépa Kabe 3 €wc 4 nuépeg yia 3 efoopadeg
(ovvolikd 6 dooeig). Ot acbeveic mov vroPAnOnKav oe Bepaneia pe epoetin alfa Nrav eniong wavol va
TPOKATOOEGOVV GNUOVTIKA TEPIGTOTEPES LoVAdeS aiptatog (epoetin alfa 300 IU/kg = 4,4 povadec,
epoetin alfa 600 IU/kg = 4,7 povdadeg) amd 6,11 o1 acbeveig mov EAafav eKoVIKO QOPLOKO

(2,9 povadeq).

H Oepoameio pe epoetin alfa peiwoe tov kivovvo £kBeonc oe arloyeviko aipa kotd 50% oe cuykpion
ue aoBeveic wov dev ElaPav epoetin alfa.

Meilwv exlextikn opBoredixn yewpovpyixy exéufoon

H enidpaon g epoetin alfa (300 IU/kg i 100 IU/kg) otnv ékBeon o€ peTAYYIoN OAAOYEVIKOD QULOTOC
éxel a&ohoynOel o pio eEAeyyOLEVT HE EIKOVIKO QAPULOKO, SUTAG TOPAT KAVIKT HEAETN O EVIAIKEG
aoBeveic yopic avemdpkela 6101Pov 01 0moiot Elyav TPOYPAUUATIOTEL Yo peilovo EKAEKTIKN
opBomedikn yepovpyikn enépPacn oto oyio 1 6to Yovarto. H epoetin alfa yopnynonie vrodoping yuo
10 npépeg mpv amod TN XEPOLPYIKN EXEUPAOT], KATE TNV NUEPA TNG XEPOVPYIKNG EXEUPACTC, KOOMG
KoL Y10 TEGOEPLG NUEPES LETA TN XEPpoLPYIKN eméuPaot). Ot acBeveic oTpopaToTomdnkay couP@Va
pe to apyka emineda opooparpivng (< 10 g/dl, > 10 éog < 13 g/dl xon > 13 g/dl).

H epoetin alfa 300 [U/kg peiwoe onpoviikd tov kivouvo aAloyevikng HeTayylong o€ acbeveic e
apoceapivn Tpo g Bepameiog > 10 éwg < 13 g/dl. Aéka €&t Toig ekatd TV acbevdv Tov
voPAnOnKav oe Oegpaneio pe epoetin alfa 300 [U/kg, 23% exeivov mov vrofAndnkav oe Ogpaneia pe
epoetin alfa 100 IU/kg ka1 45% exeivaov mov ELafov eikovikd @APLOKO YPELICTNKOY LETAYYION.

Mio, HeAETN VoL TG EMONUAVONG, TAPIAANA®Y OUAO®V GE EVAAIKO ATOWO WOPIG AVETAPKELL
o1dNpov pe apocearpivn mpo g Bepaneiog > 10 émg < 13 g/dl o1 omoiot elyav TpoypappaTIoTEL Y100
peilova opBomedikn yepovpyikn| enEPPact o6To 1oyio 1| 6TO YOVATO GUYKPLVE TNV epoetin alfa

300 IU/kg vrodopimg pia opd v nuépa yio. 10 nuépeg mptv amd ) EpovpyIkn enépPacn, Katd tnv
NUEPOL TNG XEWPOVPYIKNG EXEPPAONC KoL Y10 TEGGEPLG MUEPES PETA TN XEPOLPYIKN emEUPaioT e epoetin
alfa 600 IU/kg vrodopimg pio @opd tnv efdopdda yio 3 efdopadeg mptv and T xepovpyikn enénpoon
KoL KOTé TNV NUEPA TNS YEPOVPYIKNG ETEUPAOTG.

Am6 Ttpo g Bepameing Emg TPO TNG YEPOLPYIKNG EMEUPAOTG, N HEST AOENCT] TG AHOSPALPIVIG OTNV
opada tmv 600 IU/kg v efdoudda (1,44 g/dl) ntav dvo eopég exeivn mov mapatnprdnke oty opdda
tov 300 [U/kg v nuépa (0,73 g/dl). Ta péca eninedo aploouipivig NTov Topduota yio Tig d0o
opadec Bepameiog ko' 6An ™ peTEYYEPNTIKY TEPT0DO.

H epvbpomomtikn avramdkpion mov Tapoatnpinonke kol otig 000 opddeg Bepameiag iyxe wg
amoTELEC LA TAPOUOLL TOG00TA peTdyylong (16% otnv oudda tov 600 IU/kg v efdoudda xat 20%
otV opdda twv 300 IU/kg v nuépa).

Ocpancio eviilikwv aobevaov ue younioé — 1 evordueco-1 — kivovvo MAX

g U0 TUYOOTOMUEVT], SUTAG TOPAT, EAEYXOUEVT] LE EIKOVIKO QAPLOKO, TOAVKEVTPIKT LEAETN
a&lohoynOnKe N ATOTEAECUATIKOTNTA Kot 1) acpAAEla NG epoetin alfa e evilkeg acOeveig pe
avopio, pe younio —n evoldpeco-1 — kivouvo MAX.
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Ot acBeveic otpopatomomnkay fdcetl Tov emmédov tng epvbpomomtivng opod (sEPO) kat g
TPOTYOVLEVNG KOTAGTAONG LETAYYIoNG Katd TN S1aAoyn. Ta facikd apyikd xopaKTnpioTikd yio To
otpmpa < 200 mU/ml mtapovsidlovtal 6Tov TopaKat® TivaKa.

Apykd yapaxtnpiotikd acfevav pe SEPO <200 mU/ml katd T dwwhoyi

Tvyotonoinon
Zovoro (N)P Epoetin alfa Ewovikd pappoko
85¢ 45

Awhoyn sSEPO <200 mU/ml (N) 71 39

Awocearpivn (g/1)

N 71 39
Méon tyun 92,1 (8,57) 92,1 (8,51)
Aldpeon Tyum 94,0 96,0
Evpog (71, 109) (69, 105)
95% CI yo T péon Tyuq (90,1, 94,1) (89,3, 94,9)

IIponyovpeveg petayyicelg

N 71 39

Now 31 (43,7%) 17 (43,6%)
<2 povaodeg RBC 16 (51,6%) 9 (52,9%)
> 2 ko1 < 4 povédeg RBC 14 (45,2%) 8 (47,1%)
> 4 povadeg RBC 1 (3,2%) 0

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

* T évav acbevn dev vanpyav dedopuéva sEPO
B ¥10 otpdpo > 200 mU/ml, 13 acbeveic ovikav otnv opdda g epoetin alfa ko 6 acOeveic otnv
OO TOL EIKOVIKOD QUPLLAKOV

H epuBpoedikn avtamdkpion opiotnke cOppova pe o kpirnpto g Atebvoog Oudadag Epyaciog
(IWG) tov 2006 o¢ avénon g apocpapivig > 1,5 g/dl and v apyn tiun 1 ©g peimon tov
povadwv RBC mov petayyiomnrov Katd amdAvto aptBpd tovidyiotov 4 povadmv kabe 8 efdoudoeg
GLYKPLTIKA e TG 8 efdopnadec Tpv amd TV apyiky a&loAdyncn Kot SIEPKELD AVTATOKPIONS
TOVAGIoTOV 8 £POOMAES.

H epuBpoedikn avtamdrkpion Katd ) Stapkeln TV Tpatev 24 fdouddny g LEAETNG KOTOdETTNKE
oe 27/85 (31,8%) acbeveig Tng opddog tng epoetin alfa oe ovykpion pe 2/45 (4,4%) acbeveig g
opadag gtkovikov eappdxov (p < 0,001). OAot o1 acBeveic mov avtamokpifnKoy aviKoy 6To GTPOLL
pe sEPO < 200 mU/ml katd ™ didpKelo TG O10A0YNG. LTO GUYKEKPIUEVO oTpdpLa, 20/40 (50%)
acBeveic yopic Tponyodueves petayyicelg katédelov epudpoeldikn ovTamdKkpion KoTd T SiipKeLd
TV TpOTOV 24 gfdopddnv, cuykpitikd pe 7/31 (22,6%) acBeveic pe mponyodueveg petayyioeg (600
000EVEIC LLE TPONYOVLLEVT] LETAYYIOT TETLYOV TO TPMTEVLOV TEAMKO orpeio facel Tng peimong Tov
povadmv RBC mov petayyiotnikay kotd amdivto aptfpd tovdhayiotov 4 povadmv kabe 8 efoopddeg
GLYKPITIKA pE TG 8 gfdopnddec mpv amod v apykn a&loAdynon).

O duapecog xpdvog amd TV apyikn a&oAdyNnon £mg TNV TPOTN HLETAYYION NTAV GTOTIGTIKG G1LLOVTIKE
UEYOADTEPOG OTNV OpddaL TNG epoetin alfa Guykpitikd pe 1o siovikd appako (49 évavtt 37 nuepov,

p = 0,046). Metd ano 4 efoopnddeg Bepamnciog, o ¥povog Emg TNV TPMOTN UETAYYIon avénonke
TEPAUTEP® OTNV opada TG epoetin alfa (142 évavtt 50 nuepdv, p = 0,007). To T0c006TO TV 0IGOEVDY
7oV VITOPANONKOY oE PETAYYIoN otV opdda TG epoetin alfa peidOnke amod to 51,8% otig 8 efdouddeg
P amod v apykn a&loddynon oto 24,7% peta&d tov efdonddmv 16 kot 24, GUYKPITIKA e TNV
OULAdA TOV EIKOVIKOD QOPLAKOL 1) OTToia EULPAVIcE aDENGN 6T0 TOG0GTO petayyicewv and 1o 48,9%
010 54,1% xotd v ida ypoviky mepiodo.

Iowwarpikde tAnfvoudc

Xpovia veppikn averdpkeio,
H epoetin alfa a&loloynOnke og o avoryTig EMGNUOVONG, LI TUYOLOTOMUEVT], AVOLYTOD
30G60A0YIKOV €DPOVE KAVIKT HEAETN dtdpketag 52 efdouddmv og maudiatpikovg acbeveig e CRF mov
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vroPaArlovtay o€ arpodwiion. H didpeon niikio tov acBevaov mov evtdydniav otn pelét frov
11,6 ém (gvpog 0,5 émg 20,1 £tn).

H epoetin alfa yopnynonke ota 75 TU/kg/efdopdada evooprefing e 2 1 3 dtapepéveg dOGEIS LETH TNV
aipokdBapon, Tithomomnpévn kotd 75 1U/kg/efoopdda oe dtaotipata tov 4 efSopddmv (mng Eva
péyroto 300 IU/kg/efdopdda), yio tnv emitevén pog avénong g aposearpivng 1 g/dl/pnva. To
emBouuntd €HPog GLVYKEVTPOTG arocealpivig nTov 9,6 £wg 11,2 g/dl. Oyddvta €va To1g eKatd TV
acfevav TETVYOV TO ENMIMEDO GVYKEVIPOOTG apoceulpivig. O d1dpuecog xpovog £0¢ TOV GTOYO MTaV
11 gBdouddeg xar n didpeon d6on otov otdyo Nrav 150 1U/kg/eBdopdda. And Toug acheveig ot omoiot
ETVYAY TOV 6T0Y0, 90% TO £KOavav e Eva 00G0A0YIKO oyNua 3 popég TV efdopdda.

Mertd amod 52 gfdopddec, 57% tov achevav Tapepevay otn LeAETN, Aappdavovtag T dtbpeon doon
v 200 TU/kg/eBdopdada.

Ta KAvikd dedopéva e TNV vTodOPL YOPTYNOT GE TAdLA EIVOL TEPLOPIGUEVA. XE 5 HIKPEG, OVOIKTEG,
un ekeyyopeves peréteg (o apBpog tov achevav kopdvinke omd 9-22, civoro N = 72), epoetin alfa
yopnynHonke vrodoping og Todd oe docelg Evapéng 100 IU/kg/efdopdada g 150 1U/kg/efdoudda pe
duvatotnra avénong émog kot ota 300 [U/kg/efdoudda. e avtéc Tig LEAETEC, OL TEPIGGATEPOL TAV
acBeveic mpo-aporxdbapong (N = 44), 27 acbeveig vrofdAioviay og Tepitovaikn kébapon kot 2
VTOPBAAAOVTOV O OILOSIOALON UE NALKLOKO €0POC omd 4 unvav £0¢ 17 €TV, ZUVOAIKA, QVTEG Ol
peAéteg €xovv puebodoroyikovg TePLopIGLone, oAAa 1 Oeparneia cuoyeticOnke pe OeTikéc TAGEIS TPOG
vyNAdTEPQ EMIMESQ QLOGPUPIvIG. Agv avagépOniay pn avapevopeves avemBountes evépyetes (PA.
Topaypapo 4.2).

Avouio srayousvy amo ynusiobeporeio

H epoetin alfa 600 IU/kg (yopnyoduevn evooprefimg 1 vwodoping pia @opd tv efdoudda) Exet
a&lohoyn0el G€ Lo TUYOLOTOUNIEVT], SUTAQ TUPAN, EAEYYOLEVT] LLE EIKOVIKO PAPUOKO HEAETN

16 gBdouddmv Kot e pio TUYOLOTOMUEVT, EAEYYOLEVT], ovolkTh peAéTn 20 eSopddwv o
TOdLTPIKOVC 0e0eveic e avaipio ot omoiot EAafav LLEAOKATUCTAATIKY YN LE0Bepameia Yo Tn
Oepameio SOPOPO®V TOTMOV UN-HVEAOYEVOV KaKONOEIDV TG Tondkng NAKiag.

21 pekét 16 gfdopddov (n = 222), otovg aceveig mov éhafav Oepanein pe epoetin alfa dev
TOPUTNPNONKE GTATIGTIKA GUAVTIKT EXIOPOCT] OTIC OVAPEPOUEVEG A0 TOVG AGOEVEIC 1| avapEPOUEVES
amo tovg yovelg fabuoroyiec Paediatric Quality of Life Inventory (Amoypaogn [odatpiknig
[Mowtrag Zmng) | Cancer Module (Ewdikd Epotnpatoroyio yia tov Kapkivo) og ohykpion pe 1o
EIKOVIKO pdppoko (Tpmtedov 1Mk onpeio arotehespotikdTrag). EmmAéov, dev mapotnpndnke
GTOTIOTIKN S10poPd LeTA&D TOV TOGOGTOD TV achevdv oL Ypetdotnkay petayyicelg pPRBC peta&d
g opddag epoetin alfa kot Tov €1KOVIKOD QOPUAKOV.

2 pekém 20 gfdopddov (n = 225), dev mapotnpnOnke onUAvTIKY S10QOopd 6TO TPMOTEHOV TEAIKO
onueio amoTeEAESHATIKOTNTAG, OMA. GTO TOCOGTO TV 0GHEVAV TToL YpetdotnKay petdyyion RBC petd
v Hpépa 28 (62% tov acBevav pe epoetin alfa évavit 69% tov acBevdv pe Tomikn Oepaneia).

52 ®oppokokivnTIKES 1O10TNTEG

Amoppopnaon

Metd v vodopla éveon, Ta enineda g epoetin alfa gtov 0pod £pbacav Eva péyioto eninedo peta&y
12 ko 18 opdv petd ™ 0601. Agv vaNPEE GLGGOPELOT UETE OO YOPTYNOT TOALUTADY dOGEDV TV
600 IU/kg yopnyovuevov vrodopimg o efdopadiaio Baon.

H amolvtn Brodiabecyuotnto T vwodopiag evéoiung epoetin alfa sivon mepimov 20% ot vy dToUa.

Koravoun
O péoog 6ykog katavoung nrov 49,3 ml/kg petd and evooeréPieg dooelg 50 kar 100 1U/kg og vym

dropa. Metd amd evioeAéPia yopnynon g epoetin alfa e dropa pe ypovio VEPPIKY| OVETAPKELD, O
OYKOG KaTovoung Kopdvonke amd 57-107 ml/kg petd and epdna docsoroyia (12 TU/kE) €wg
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42-64 ml/kg petd and moriamin docoroyia (48-192 IU/kg), avtictoyya. Qg ek T00HTOV, 0 OYKOG
KOTOVOUNG Elvat EAAPPDOG LEYOADTEPOG OO TOV YDPO TAAGLATOC.

Amoforn

H npicewo (oM g epoetin alfa petd amd v evoopAEPia yopnynon moAlanidv d0cE®V glval TePITOL
4 dpeg oTO VYU ATOLLO.

O ypovog nuicetog (NG TS VITOdOPLUG 000D EKTILATL OTL EIVOL TEPITOV 24 MPEG GTO LY ATOMA.

H péon CL/F yia ta oynpata 150 IU/kg 3 popég v efdopdda ko 40.000 U pia popd v efdopdda
o€ vy dropa nTav 31,2 ko 12,6 ml/h/kg, avrictoyya. H péon CL/F ywo to oyfnuoto 150 IU/Kkg,

3 popég v efdopdda kot 40.000 TU, pia eopd v efdopadn 6€ avoLiKd dTopo Le KapKivo fTay
45,8 xan 11,3 ml/h/kg, avtictotrya. Xta mepIocOTEPA AVULUIKA ATOUO LE KOPKIVO TOL AduPavoy
KoKk ynueobepaneio, 1 CL/F Aoy youniotepn petd ond vrodopieg d6oeic twv 40.000 TU pia
@opa Vv gPfdopada kot 150 IU/kg, 3 popég v efdopndda oe GUYKPION UE TIG TIUES Y10 VYL GTOLO.

I popyixotyro/un ypouixotyo,

e vym dropa, Topatnpnonke o avéioyn pe  d6on aHENOT TOV GLYKEVIPMOGE®Y TG epoetin alfa
oTOoV 0p0 pETd amd evioeAEPia yoprynon 150 kar 300 1U/kg, 3 popéc v efdoudda. H yopriynon
epamaé 06cewv 300 €wc 2.400 IU/kg vmoddpiag epoetin alfa elye ¢ OMOTELEG A 0L YPOLLUIKT] GYECT
peta&d TG PEONG Crax KO TNG 060MG Ko peta&d g péong AUC kot g 06ong. Mo avTiotpdpmg
avdAoyn oyéon peta&d g eavopevng Kabapong Kot tng 0061 GNUEW®ONKE GE VYU ATOL.

2TIG LEAETEG Y10, TN OIEPEVVIOT| TG EMEKTAGNC TOV d0c0A0YIKOV dtactipatog (40.000 IU pio popd v
gfdoudoa rar 80.000, 100.000, kar 120.000 IU 600 @opéc tnv fdoudda), Tapatnpndnke po
YPOULIKT 0AAG Ol avaAOYT LE TN 0001 oyéom HETAED TG HEONG Crax KO TNG SOOTG, KOl LETAED TNG
AUC kot g 860n¢ o€ otabepomompévn KatdoTaoT).

DapuaKoKIVITIKES/ POPLLOKOIVVOLIKES TYETELS
H epoetin alfa mapovcidlet pua oxetikn pe ™ 8001 ENIOPACT GTIS AUATOALOYIKEG TOPAUETPOVG, M
omola etvat aveEdptnTn amd TV 030 YOpPNYNONG.

Houdiorpikoc tAnBoouoc

"Exer avapepbei nuiceia {on mepimov 6,2 mg 8,7 opdV 6€ madd Le XPOVIO VEPPIKT OVETAPKELL LETA
amo evoopAEPLa yopNyNnon ToAlaTA®mV 60cemV epoetin alfa. To @apuakokvnTIKd TPOPIA TG epoetin
alfa ota Toud1d kot Tovg eprifovg eaivetar 0Tt €lvar TAPOUOL0 UE EKEIVO TOV EVIMK®V.

Ta oppokoKvnTiKd 6ed0UEVE, GTO VEOYVA EIVAL TEPLOPICUEVAL.

Mo pedétn og 7 mpdmpa VEoyva TOAD yoUnAo0 PBapovg katd T Yévvnon kal 10 vyieic evijAikeg 6Tovg
omoiovg yopnynonke evooeAEPia epvBpomomtivn védelEe 6TL 0 OYKOC KATAVOUNG NTaV TTepimov 1,5
£0¢ 2 POopEC VYNAOTEPOG GTA TPOWPA VEOYVE, amtd O,TL GTOVG LYIEIG EVIAIKEG, Kol 1 KaBapor Ty
TePImoL 3 POPEG LYNAOTEPT GTA TPOWPO. VEOYVA OO 0,TL GTOVG VYIEIG EVIAIKEG.

Negpikn overdpkeio,
e aoBeveic pe xpovIa veEPPIKT averdpkela, 1 Nuicelo {on g eviopAefing yopnyovuevng epoetin
alfa eivan eha@pdg TapateTapévn, TEPImov 5 dPeS, G€ GVYKPIOT LE VYL ATOUC.

53 Ipoxkivikd deoopéva 1o TNV AGQALELN.

e ToEIKOLOYIKEG LEAETEG EMOVOAALPUVOLEVOV BOCEMV TTOV £YIVOV GE GKVAOLS KOl GE 0POLPAIOVG,
oALG Ox1 o€ mONKoLg, N Bepameia pe epoetin alfa cuoyetioTnke e VIOKAVIKY VOGN TOL HLEAOD T®V
oot®v. H ivmon Tov poghod 1oV 00TdV glval pio YVOOTH EXTAOKT TNG YPOVING VEPPIKNG AVETAPKELNG
oTov avBpwmo kot propet va oyetiletan e 0evTePOyEVN LITEPTAPAOVPEOEISIGUO 1| LLE AYVOGTOVG
TOPAYOVTEG. Xe o LEAETN Tov €yve o€ acbeveig mov vToPdAlovtay Gg OOdOAIST Kot Adpovoy
Oepamevtikn oywyn pe epoetin alfa ya 3 xpovia, 1 GUXVOTNTO ELPAVIONG TNG TVOOTG TOV LVEALOD T®V
00TV dev avéninke o€ oOYKPIoN LE (o avTioTolyn opada LapTOpmv e acbeveic mov vrofdiiovtay
o€ apokdBaporn aAid dev AduPavay Bepamevtiky aywyn e epoetin alfa.
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H epoetin alfa dev endryer Paxtnplokég yovidrokés petarhaéelg (Sokipacio Kotd Ames),
YPOUOCOUATIKES AVOUUAEG GE KOTTAPU ONAACTIKMOV, LIKPOTLPVES GTOVE TOVTIKOVS, 1] YOVIOLUKY|
petdAroén ot 0éon HGPRT.

Agv &xovv de€aybel pakpoypdvieg LEAETEG AVAPOPIKAL LLE TNV IKOVOTNTO KOPKIVOYEVESTC.
Avtikpovdpueveg ovapopég ot Biproypapia, pe Bdon in vitro EvpHLOTA TOV £XOVV TPOKVYEL OO
avOpOTIVO VEOTAUGLOTIKG SELYHATO, DTOSEIKVOOVY OTL 01 £pVOPOTOMTIVES UTOPOLV VO TaiEOVY
KooV pOLo MG EMAYMYEIS TOV TOALUTANGLOGLOD TV OYk®V. H onuacio avtod dpwmg dev eivat
GOENG O€ 0,TL APOPA TNV KAMVIKN TPAEN.

e KLTTAPIKEG KAAMEPYELEG avOpDOTIVOU HVEAOD TV 00TAOV, 1 epoetin alfa Sieyeipel cvykekpiéva Tov
£PLOPOTOMNTIKO UNYOVIGHO KOt dEV EMNPEALEL TNV TOPAYDYT TOV AEVKOV opLocpatpiov. Agv Tov
aviyveLoIUES KUTTOPOTOEIKEG EMOPACELG TG epoetin alfa ota KOTTOPA TOL LVLEAOD TOV 0GTMV.

O pehéteg mov €ywvav oe Lma katédel&av, mwg 1 epoetin alfa peidvetl 1o copatikd Bapog Tov
guPpoov, emiPpaddvel Tnv ooteomoinom kot avédvel v euPpuikn Bvnopudmra dtav xopnyeital o
gfdopadiaieg 60oelg oL givar Tepimov 20 TAAGIEG TG CLVIGTOUEVNG Efdopadiaiog 666N GTOV
avBpomo. Ot petaforés avTég EpUNVEDOVTAL MG SEVTEPOYEVEIS TNG LEIWUEVTS ADENONG COUOTIKOD
Bapovg g UNTEPAG Kot 1) ONUACT Y10 TOVS OVOPDOTOVE Eivat AyV®OT 0EO00UEVMV EMTEOWDV
OepamenTikng 060MC.

6. @®APMAKEYTIKEX IAHPO®OPIEX
6.1 Kaoatdaroyog ekddywv

Natpro paoopopikd d166&vo d1HdpiKod
AwdTplo @mc@opiko dtHdpiko

Ndtpio yAoplovyo

IMwkivn

[HoAvoopPiko 80

"Ydwp yia gvéotpa

Yépoyrwpikd 0&D (Yo pvBuiom tov pH)
Natpiov véposeidro (Yo pHOon Tov pH)

6.2 AocvppoarétnTeg

EAAetyel peletdv oyetikd pe T ovufototnTa, T0 TopoV PAPUOKEVLTIKO TPOiOV OV TPEMEL VA
OVOUELYVOETOL UE GALO PAPLOKEVTIKA TPOTOVTO.

6.3 Awdpkero Long

2 ypovia

6.4 Iowitrepeg mpo@uvrdéers katd T @OLAEN TOV TPOIGVTOG

Dvlaocoete Kot petapépete o€ yoyeio (2 °C €wg 8 °C). Avtd 10 £0p0og Beppokpaciog Tpémet va
dlotnpeitan 6TEVE PEYPL TN YOPNYNOT GTOV 0e0EVT).

2V TEPImT®ON NG TEPIMOATNTIKNG ¥PNONG, TO TPOTOV pmopei va Pyet omd to yoyeio, yopig va
enovatorofetnOel, Yo péyioto ypovikd diotna 3 nuepodv o Beppokpacio oyt LeyoldTEPT TOV
25 °C. Edv to poppokentikd Tpoidv dev €xel ypnopomombei oto téA0g avutol ToL YpoviKol
duotpaTog, Ba Tpémet vo amoppLpdei.

Mnv katoyoyete 1| 0vOTOPACCETE.

Dduidocete TNV apPYLKN CLCKEVAGIN Y10l VO TPOGTATEVETAL OO TO PWG.
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6.5 @von Kol GLOTATIKE TOV TEPLEKTT

IIpoysuopéveg oupryyec (Yool tomov I), pe 1 xopig mpootatenTikd KaAvppo BehAdvng, ot omoieg
QEPOLY TOUA EloYDPNONS Le EuPoro (Tpopuiaxtikd pe Teflon eEmtepikd) cppayiouéves péca o€
KOWEM).

Binocrit 1.000 1U/0,5 ml evécipo diddvpo Gg TPOYEGUEVT) GLPLYYO.
Kda0e oOpryya mepiéyet 0,5 ml evéoyov dtaAvpatoc.
2vokevacio tov 1 1 6 cupiyyov.

Binocrit 2.000 [U/1 ml evécipo SidAvpa 6g TPOYEMGLEVT) GVPLYYO.
Kda0e oOpryya mepiéyet 1 ml evéoipov dtoidpartog.
Yvokevacio Tov 1 1 6 cupiyyov.

Binocrit 3.000 1U/0,3 ml gvéoyio S1dAVU0O. GE TPOYEUIGUEVT) GUPLYYO.
Kda0e oOpryya mepiéyet 0,3 ml evésyov dreAvpatoc.
Yvokevacio Tov 1 1 6 cupiyyov.

Binocrit 4.000 1U/0.4 ml evéowo d1dAvpo 6€ TPOYEUOUEVT] CVUPLYYO.
Ka0e oopryya mepiéyet 0,4 ml evésipov S10AVOTOG.
Yvokevacio Tov 1 1 6 cupiyyov.

Binocrit 5.000 1U/0,5 ml evéoyio d1dAvpa o€ TPOYEUIGUEVT) GOPLYYOL
Ka0e cOpryya mepiéyet 0,5 ml evéoyov StoAdpotoc.
Yvokevacia tov 1 1 6 cupiyyov.

Binocrit 6.000 1U/0,6 ml evécipo didAlvpo Gg TPOYEOUEVT) GLPLYYO.
Ka0e cOpryya mepiéyet 0,6 ml evésyov StaAvpaToc.
Yvokevacio tov 1 1 6 cupiyyov.

Binocrit 7.000 1U/0,7 ml gvéouuo S14AVUE. GE TPOYEULGUEVT) GUPLYYO,
Kda0e ovpryya mepiéyet 0,7 ml evéoyov dtaAvpatoc.
2vokevacio Tov 1 1 6 cupiyyov.

Binocrit 8.000 1U/0,8 ml evécipo didivpa g TPOYEGUEVT GLPTYYOL
Kda0e cOpryya mepiéyet 0,8 ml evéoyov dreAvpatoc.
Yvokevacio Tov 1 1 6 cupiyyov.

Binocrit 9.000 1U/0,9 ml evécwo didAvpo 6€ TPOYEUOUEVT] CVPLYYO.
Ka0e ovupryya mepi€yet 0,9 ml evésipov doAvpaToG.
Yvokevacio Tov 1 1 6 cupiyyov.

Binocrit 10.000 IU/1 ml evéowo idAvpa og Tpoyspicuévn cbptyyo
Ka0e cOpryya mepiéyet 1 ml evéoipov dtadduatog.
Yvokevacio tov 1 1 6 cupiyyov.

Binocrit 20.000 1U/0,5 ml evéoiplo S1dAvI0 GE TPOYEMGUEVT] CVPLYYO.
Ka0e cOpryya mepiéyet 0,5 ml evéoyov StaAdpatoc.
Yvokevacia tov 1, 4 1 6 cuplyyov.

Binocrit 30.000 1U/0,75 ml gvécuo didlvpo € TPOYEUGUEVT) GUPTYYO
Ka0e cvpryya mepiéyet 0,75 ml evéoipov dtoivuarog.
Yvokevacio Tov 1, 4 1 6 cupiyyov.
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Binocrit 40.000 1U/1 ml gvéciio sidAvpa o mpoyepmouévn coptyyo.
Kd&0e oOpryya mepiéyet 1 ml evéoipov daidpatog.
Yvokevacio tov 1, 4 1 6 cuplyyov.

Mmropei va unv KuKAOPOPOLYV OAEG Ol CUGKEVAGIEC.
6.6 Iowitepeg TPOPULAGEELS OOPPLYNGS KOl GALOG YEWPLONOG

To Binocrit dev mpEMEL VoL YP1GLLOTOLEITAL KOl TPETEL VAL ATOPPINTTETOL

- 6€ TEPITTOON OV TO VYPO £XEL YPWUOTIOTEL 1) €0V pmopeite va dgite coUATiOWN Vo ETTAEOLY
péca o€ avtd,

- 0€ MEPIMTOOT TTOL 1) GEPAYIOT £XEL TaPAPLooTE,

- o€ mepintwon mov yvopilete | motedete 6TL umopel va €xetl katd AdBog Katayvydet, )

- o€ mepintwon PAGPNG Tov yuyeiov.

O mpoyepopéveg oOptyyeg elvar £rotpes yua xpnon (PA. mapdypoeo 4.2). H npoyspiopévn ocdpryya
dev mpémnel va, avokiveitat. Ot aOpryyeg Epouvv avaylveovg dtafaduicuévovg SaktuAiong, 161 MGTE
va givan duvatn N pepikn xpnon edv amorteitatl. Kabe dapabuiopuévog daktiiog aviiotoryel o€ 6yKo
0,1 ml. To mpoidv mpoopiletan yia pia xpnomn povo. [aipvete pio péovo do6or Binocrit amd kdbe
oVPLYYO, ATOPPITTOVTIOG TO TEPIGTIO SIAAVLLA TPV TNV EVECT).

Xpnomn TpoyEMOUEVIC GLPLYYOC TTOV PEPEL TPOGTATELTIKO KaAvuua Beddvne

To mpoctatevTiKd KdAvpupo TG Pehdvng KoAvte T PeAdvn HeTd TV Eveon Yo TNV TPOANYN
TPOVUOTIGHOD a0 VOYUO pe T PeAdVT. AvTo dgv emnpedlel TOV UGIOAOYIKO YEPICUO TNG GVPLYYOS.
QOnote 10 EuPoio apyd kot otabepd pueypt va Exel xopnynel olokinpm n 466N Kot va unv Uropel to
éuPolo va meotel mepartépw. Evd cuveyilete va mélete to EPPoAo, AmMOLOKPVOVETE TN CVPLYYA OO
tov actevn. Otav apnoete 10 EUPoro, TO TPOSTATELTIKO KAALUUO TG BeAdVNG Ba kKoAvyeL T PEAOVT.

Xpnomn TpoyEUoUEVNC GVPLYYOC TTOV 0LV QEPEL TPOGTATEVTIKO KaAvuua BeAdvng

Xopnynote 1 6001 aKkolovdhvTog T0 cHVNOEG TPOTOKOAAO.

Ka0e aypnoionointo eapuokevtikd Tpoidv 1 VITOAEUO TPETEL VO OTOPPITTETAL GOUPDVOL UE TIG
KOO TOTOVG 1GYVOVGEG OYETIKEG OLUTAEELS.

7. KATOXOX THX AAEIAYX KYKAO®OPIAX

Sandoz GmbH
Biochemiestr. 10
6250 Kundl
Avotpia

8. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

Binocrit 1.000 1U/0,5 ml gvéoyo 61GAVUEO. GE TPOYEUIGLEVT] GOPLYYOL
EU/1/07/410/001
EU/1/07/410/002
EU/1/07/410/027
EU/1/07/410/028
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Binocrit 2.000 [U/1 ml evéoipo SidAvpa 6e TPOYEUIGLLEVT) GUPLYYO
EU/1/07/410/003
EU/1/07/410/004
EU/1/07/410/029
EU/1/07/410/030

Binocrit 3.000 1U/0,3 ml evéoyio d1dAvpa o€ TPOYEUIGUEVT] GOPLYYOL
EU/1/07/410/005
EU/1/07/410/006
EU/1/07/410/031
EU/1/07/410/032

Binocrit 4.000 1U/0,4 ml gvéoylo S1GAVO GE TPOYEUIGLEVT] GOPLYYOL
EU/1/07/410/007
EU/1/07/410/008
EU/1/07/410/033
EU/1/07/410/034

Binocrit 5.000 IU/0,5 ml gvéoyo 61GAVUEO. GE TPOYEUIGLEVT] GOPLYYO
EU/1/07/410/009
EU/1/07/410/010
EU/1/07/410/035
EU/1/07/410/036

Binocrit 6.000 IU/0,6 ml evéoyo S1GAVUE. GE TPOYEUIGLEVT] GUPLYYO
EU/1/07/410/011
EU/1/07/410/012
EU/1/07/410/037
EU/1/07/410/038

Binocrit 7.000 IU/0,7 ml evéoyo S1dAvpa € TPOYELUGHEVT GVPLYYO
EU/1/07/410/017
EU/1/07/410/018
EU/1/07/410/039
EU/1/07/410/040

Binocrit 8.000 1U/0,8 ml evécipo S1dAvpa oe TPOYEUIOUEVT] GUPTYYDL
EU/1/07/410/013
EU/1/07/410/014
EU/1/07/410/041
EU/1/07/410/042

Binocrit 9.000 1U/0,9 ml evéoyo S1dAva GE TPOYEUIGLEVT] GOPLYYOL
EU/1/07/410/019
EU/1/07/410/020
EU/1/07/410/043
EU/1/07/410/044

Binocrit 10.000 IU/1 ml gvéoio d1dAvpe G TPOYEUIGHEVT GUPLYYO
EU/1/07/410/015
EU/1/07/410/016
EU/1/07/410/045
EU/1/07/410/046
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Binocrit 20.000 1U/0,5 ml evéoipo dtdAvpo o€ TPOyEGUEVT] GUPLYYO
EU/1/07/410/021
EU/1/07/410/022
EU/1/07/410/047
EU/1/07/410/053
EU/1/07/410/048

Binocrit 30.000 1U/0,75 ml evéoylo 61dAvpa G€ TPOYEUIGLUEVT] GOPLYYO
EU/1/07/410/023
EU/1/07/410/024
EU/1/07/410/049
EU/1/07/410/054
EU/1/07/410/050

Binocrit 40.000 IU/1 ml evéoio didAvpa 6g TpoyEUIGUEVT GUPLYYO
EU/1/07/410/025
EU/1/07/410/026
EU/1/07/410/051
EU/1/07/410/055
EU/1/07/410/052

9. HMEPOMHNIA ITPQTHY E'KPIZTHX/ANANEQYXHY THX AAEIAX
Huepounvia tpodg £ykpiong: 28 Avyovotov 2007

Hpepopnvia tekevtaiog avavémong: 18 lovviov 2012

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepeic TANPoPopieg Yo TO TOPOV PUPLOKEVTIKO TPoioY gival S100éG1EG GTOV SIKTLAKO TOTO
tov Evponaikod Opyaviopov eapudkov: http:/ www.ema.europa.eu.
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ITAPAPTHMA 11
ITAPAXKEYAXTEX THX BIOAOTTKQX APAXTIKHY OYXZIAX KAI
HAPAXKEYAXTHX YHHEYOYNOX I'TA THN AIIOAEXMEYXH TQN
ITAPTIAQN
OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAOGEXH KAI TH XPHXH
AAAOI OPOI KAI AITAITHXEIX THX AAETAYX KYKAO®OPIAX

OPOI'H TEPIOPIEMOI XXETIKA ME THN AX®AAH KAI
ATNIOTEAEEMATIKH XPHXH TOY ®PAPMAKEYTIKOY ITPOIONTOX
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A. TTAPAXKEYAXTHX THX BIOAOTI'IKQX APAXTIKHX OYXIAX KAI
ITAPAXKEYAXTHX YIIEYOYNOX I'TA THN ATTIOAEEMEYXH TQN ITAPTIAQN

Ovopa kat d1evfuvon tov TapackeLaoT TS BLOAOYIKAOS dPAGTIKNG 0VGIOG

Novartis Pharmaceutical Manufacturing LLC
Kolodvorska cesta 27

1234 Menges

XhoPevia

Ovopa kat d1ev6vven Tov TOPUCKELAGTN TOL gival LITEVHLVOC Y10 TNV ATOOEGLEVCT) TV TOPTIOWV

Sandoz GmbH
Biochemiestr. 10
6336 Langkampfen
Avotpia

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

DopprokevTIKO TPOIOV Y10 TO 0TTOI0 OmaLTEiTOL TEPLOPIGUEVT 10TPIKT) cuvTayT| (PA. mapdptnua I:
[epiinyn tov Xapakmpiotik®dv tov [lpoidvtog, mapdypapog 4.2).

I AAAOI OPOI KAI AITAITHZEIX THX AAEIAYX KYKAO®OPIAX
o Ex0¢oeig Ieprodwkiig apakorovdnong tng Acedaierog

Ot amoitioelg yio v voPoAr] ekBEGE@Y TEPLOJIKNG TAPAKOAOVONGONC TG AGPAAELNG Y1 TO €V AOY®
QOPUAKEVTIKO TTPOTIdV 0pilovTol 6TOV KATAAOYO LE TIG NUEpouUNVies avapopds T Evoong (katdloyog
EURD) mov mapatifetor otnv mapdypago 7, tov apbpov 107y, tng odnyiag 2001/83/EK kot ka6
EMOKOAOLONG EMKOLPOTOINGNG OTTMG SNUOGIEVETOL GTNV EVPOTAIKT SIKTVLOKT TOAT Y10 TO QAP LK.

A.  OPOI'H HEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AIHIOTEAEXEMATIKH
XPHIH TOY ®APMAKEYTIKOY ITPOIONTOX

o Xyéo10 owayeipiong Kivovvov (XAK)

O Karoyog Adetag Kvkiopopiag (KAK) Ba die&aydyet Tig amaitodpueves SpacTtnploTnTES Kot
TOPEUPATELS PAPLOKOETAYPVTVIONG OTC Tapovotdlovtal 6to cupeavniéy ZAK mov tapovcidaletat
oty evotnta 1.8.2 ¢ ddetog kukhopopiog Kot 0nolesdNmote EMOKOMOVOEC EYKEKPIUEVEC
avabempnoeig tov TAK.

"Eva emucaportompévo XAK Oa mpénet va katotedel:

. Metd and aitnpo tov Evporaikod Opyaviopotd @apudxkov,

. Omnotednmnote Tpomomoteital To GVGTNUA dloyelpLonS KvdHvo, eIKE MG AmoTéAeGHO ANYNG
VE®V TANPOPOPIDOV TOV UTOPOVV VO, ETPEPOVY CNUAVTIKT GALOYT OT1 6YECT 0PEAOVE-KIVODVOL
N ©¢ oTOTEAESUA TG ENMITEVENG EVOC GNUAVTIKOD OPOGTLOV (PUPUOKOETOYPVTVION N}
gla1oTomoinon Kvdvvov).
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ITAPAPTHMA II1

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EIIIXHMANXH
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Binocrit 1.000 1U/0,5 ml evéoylo d1dAva GE TPOYEUIGLUEVT] GOPLYYOL

epoetin alfa

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

1 mpoyeopévn cvptyya tov 0,5 ml mepiéyet 1.000 diebveig povadeg (IU) mov avtictotryodv e
8,4 wkpoypapupdpia epoetin alfa.

3. KATAAOI'OX EKAOXQN

"Exdoya: vatplo @ocpopikd d160&vo dtHdpikd, SvaTplo poceopikd S1dpikd, VATPLo YA®PLovyo,
yAvkivn, ToAvcopPikd 80, vdpoyAmpikd o0&y, vatpiov VOPOEEIDI0 Kot DOWP Yo EVESIUA.
BX. 10 ¢OAAO 0ONYIDV Y10 TEPLOTOTEPES TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoyo dtdAvua

1 poyeopévn cvpryya tov 0,5 ml

6 Tpoyeopéveg oupryyeg tav 0,5 ml

1 mpoyeuiopévn cvptyya tov 0,5 ml pe TpooTaTELTIKO KAALLLO BEAOVIG
6 mpoyeopéveg ovpryyeg Tav 0,5 ml pe TpocTaTELTIKO KAAVULO BEAOVNG

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

I'a vroddpa Kot evoopAEPLa yxprion.
APacte T0 POALO 0INYIOV XPNONG TPV OO TN XPNOT).
Mnv avoxkuveite.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIATA

Na pvidooetar o€ 0éom, v omoia, dev PAETOLY Ko dev Tpooeyyilovy Ta Tandid.

| 7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

| 8.  HMEPOMHNIA AHEHZ

EXP
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9. EIAIKEX XYNOHKEX OYAAZEHX

dvidooete Kot LeTAPEPETE GE YoYElo.
Mnv KatoyoyeTe.

DVAAGGETE TNV TPOYEULTUEVT] GVPLYYO GTO EEMTEPIKO KOVTL Y10l VO TPOCTUTEVETOL ATO TO PMG.
DVAGGGETE TIG TPOYEUGUEVEG GUPLYYES GTO EEMTEPIKO KOVTL Y10l VO TPOGTATEVOVTOL OTO TO PMC.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TOQN
YIHHOAEIMMATQN IIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

Sandoz GmbH, Biochemiestr. 10, 6250 Kundl, Avotpia

12. APIOMOX(0OI) AAEJIAY KYKAO®OPIAX

EU/1/07/410/001
EU/1/07/410/002
EU/1/07/410/027
EU/1/07/410/028

13. APIOMOX [TAPTIAAX

Lot

| 14. TENIKH KATATAZEH I'lA TH ATAGEXH

| 15. OAHI'IEX XPHXHX

| 16. HAHPO®OPIEX XE BRAILLE

Binocrit 1.000 1U/0,5 ml

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

A163106T0TOG YPAUU®TOS KOdKaS (2D) Tov pépet Tov TEPIANPOEVTO LOVASTKO aVAyVOPLOTIKO KMOKO.
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18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIZEIX I10Y ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH/ZXYPIITA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOZX KAI OAOX(OI) XOPHITHIHZ

Binocrit 1.000 1U/0,5 ml evéowo

epoetin alfa
IV/SC

| 2. TPOIIOX XOPHIHIHE

| 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

| 5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO'H KATA MONAAA

| 6.  AAAA XTOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Binocrit 2.000 IU/1 ml evécipo S1GAvUO GE TPOYELUGUEVT] GUPLYYO

epoetin alfa

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

1 mpoyepiopévn cvptyya tov 1 ml mepi€yet 2.000 d1ebveig povadeg (IU) mov avtictoryodv e
16,8 pikpoypappdpia epoetin alfa.

3. KATAAOI'OX EKAOXQN

"Exdoya: vatplo @ocpopikd d160&vo dtHdpikd, SvaTplo poceopikd S1dpikd, VATPLo YA®PLovyo,
yAvkivn, ToAvcopPikd 80, vdpoyAmpikd o0&y, vatpiov VOPOEEIDI0 Kot DOWP Yo EVESIUA.
BX. 10 ¢OAAO 0ONYIDV Y10 TEPLOTOTEPES TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoyo dtdAvua

1 Tpoyeopévn cvptyya tov 1 ml

6 Tpoyeopéveg oupryyeg Tov 1 ml

1 mpoyeopévn cvptyya tov 1 ml pe mpoctoTenTiKd KAAvpo BEAGVNG
6 mpoyeopéveg ovpLyyeg Tov 1 ml pe mpooTaTenTikd KaAvupa BeAdvNg

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

I'a vroddpa Kot evoopAEPLa yxprion.
APacte T0 POALO 0INYIOV XPNONG TPV OO TN XPNOT).
Mnv avoxkuveite.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIATA

Na pvidooetar o€ 0éom, v omoia, dev PAETOLY Ko dev Tpooeyyilovy Ta Tandid.

| 7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

| 8.  HMEPOMHNIA AHEHZ

EXP
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9. EIAIKEX XYNOHKEX OYAAZEHX

dvidooete Kot LeTAPEPETE GE YoYElo.
Mnv KatoyoyeTe.

DVAAGGETE TNV TPOYEULTUEVT] GVPLYYO GTO EEMTEPIKO KOVTL Y10l VO TPOCTUTEVETOL ATO TO PMG.
DVAGGGETE TIG TPOYEUGUEVEG GUPLYYES GTO EEMTEPIKO KOVTL Y10l VO TPOGTATEVOVTOL OTO TO PMC.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TOQN
YIHHOAEIMMATQN IIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

Sandoz GmbH, Biochemiestr. 10, 6250 Kundl, Avotpia

12. APIOMOX(0OI) AAEJIAY KYKAO®OPIAX

EU/1/07/410/003
EU/1/07/410/004
EU/1/07/410/029
EU/1/07/410/030

13. APIOMOX [TAPTIAAX

Lot

| 14. TENIKH KATATAZEH I'lA TH ATAGEXH

| 15. OAHI'IEX XPHXHX

| 16. HAHPO®OPIEX XE BRAILLE

Binocrit 2.000 1U/1 ml

43



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

A163106T0TOG YPAUU®TOS KddKag (2D) Tov pépet Tov TEPIANPOEVTO LOVASTKO aVayVOPLOTIKO KMOKO.

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

PC
SN
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EAAXIXTEX ENAEIZEIX I10Y ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH/ZXYPIITA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOZX KAI OAOX(OI) XOPHITHIHZ

Binocrit 2.000 [U/1 ml evéoipo

epoetin alfa
IV/SC

| 2. TPOIIOX XOPHIHIHE

| 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

| 5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO'H KATA MONAAA

| 6.  AAAA XTOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Binocrit 3.000 1U/0,3 ml gvéoylo S1dAVO GE TPOYEUIGLEVT] GOPLYYOL

epoetin alfa

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

1 mpoyeopévn cvptyya tov 0,3 ml mepiéyet 3.000 diebveig povadeg (IU) mov avtictotryodv e
25,2 wkpoypoappdpia epoetin alfa.

3. KATAAOI'OX EKAOXQN

"Exdoya: vatplo @ocpopikd d160&vo dtHdpikd, SvaTplo poceopikd S1dpikd, VATPLo YA®PLovyo,
yAvkivn, ToAvcopPikd 80, vdpoyAmpikd o0&y, vatpiov VOPOEEIDI0 Kot DOWP Yo EVESIUA.
BX. 10 ¢OAAO 0ONYIDV Y10 TEPLOTOTEPES TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoyo dtdAvua

1 mpoyeopévn cvpryya tov 0,3 ml

6 mpoyepopéves oupryyeg twv 0,3 ml

1 mpoyeuiopévn cvptyya tov 0,3 ml pe TPooTATELTIKO KAALLLO BEAOYIG
6 mpoyeopéveg ovpryyeg Tav 0,3 ml pe TpocTaTELTIKO KAAVULO BEAOVNG

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

I'a vroddpa Kot evoopAEPLa yxprion.
APacte T0 POALO 0INYIOV XPNONG TPV OO TN XPNOT).
Mnv avoxkuveite.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIATA

Na pvidooetar o€ 0éom, v omoia, dev PAETOLY Ko dev Tpooeyyilovy Ta Tandid.

| 7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

| 8.  HMEPOMHNIA AHEHZ

EXP
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9. EIAIKEX XYNOHKEX OYAAZEHX

DdvAidooete Kot LETAPEPETE GE YuyEelD
Mnv KatoyoyeTe.

DVAAGGETE TNV TPOYEULTUEVT] GVPLYYO GTO EEMTEPIKO KOVTL Y10l VO TPOCTUTEVETOL ATO TO PMG.
DVAGGGETE TIG TPOYEUGUEVEG GUPLYYES GTO EEMTEPIKO KOVTL Y10l VO TPOGTATEVOVTOL OTO TO PMC.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TOQN
YIHHOAEIMMATQN IIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

Sandoz GmbH, Biochemiestr. 10, 6250 Kundl, Avotpia

12. APIOMOX(0OI) AAEJIAY KYKAO®OPIAX

EU/1/07/410/005
EU/1/07/410/006
EU/1/07/410/031
EU/1/07/410/032

13. APIOMOX [TAPTIAAX

Lot

| 14. TENIKH KATATAZEH I'lA TH ATAGEXH

| 15. OAHI'IEX XPHXHX

| 16. HAHPO®OPIEX XE BRAILLE

Binocrit 3.000 1U/0,3 ml

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

A163106T0TOG YPAUU®TOS KOdKaS (2D) Tov pépet Tov TEPIANPOEVTO LOVASTKO aVAyVOPLOTIKO KMOKO.
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18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIZEIX I10Y ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH/ZXYPIITA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOZX KAI OAOX(OI) XOPHITHIHZ

Binocrit 3.000 1U/0,3 ml evéowo

epoetin alfa
IV/SC

| 2. TPOIIOX XOPHIHIHE

| 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

| 5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO'H KATA MONAAA

| 6.  AAAA XTOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Binocrit 4.000 1U/0,4 ml gvéoylo S1GAVO GE TPOYEUIGLEVT] GOPLYYOL

epoetin alfa

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

1 mpoyeopévn cvpryya tov 0,4 ml mepiéyet 4.000 diebveig povadeg (IU) mov avtictotryodv e
33,6 wikpoypappdpla epoetin alfa.

3. KATAAOI'OX EKAOXQN

"Exdoya: vatplo @ocpopikd d160&vo dtHdpikd, SvaTplo poceopikd S1dpikd, VATPLo YA®PLovyo,
yAvkivn, ToAvcopPikd 80, vdpoyAmpikd o0&y, vatpiov VOPOEEIDI0 Kot DOWP Yo EVESIUA.
BX. 10 ¢OAAO 0ONYIDV Y10 TEPLOTOTEPES TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoyo dtdAvua

1 mpoyeopévn cvpryya twv 0,4 ml

6 Tpoyepopévesg oupryyeg tov 0,4 ml

1 mpoyeuiopévn ovptyya tov 0,4 ml pe TPOoTATELTIKO KAALLLLLO BEAOVIG
6 mpoyeopéveg ovpryyeg Twv 0,4 ml pe TpocTOTELTIKO KAAVULO BEAOVNG

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

I'a vroddpa Kot evoopAEPLa yxprion.
APacte T0 POALO 0INYIOV XPNONG TPV OO TN XPNOT).
Mnv avoxkuveite.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIATA

Na pvidooetar o€ 0éom, v omoia, dev PAETOLY Ko dev Tpooeyyilovy Ta Tandid.

| 7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

| 8.  HMEPOMHNIA AHEHZ

EXP
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9. EIAIKEX XYNOHKEX OYAAZEHX

dvidooete Kot LeTAPEPETE GE YoYElo.
Mnv KatoyoyeTe.

DVAAGGETE TNV TPOYEULTUEVT] GVPLYYO GTO EEMTEPIKO KOVTL Y10l VO TPOCTUTEVETOL ATO TO PMG.
DVAGGGETE TIG TPOYEUGUEVEG GUPLYYES GTO EEMTEPIKO KOVTL Y10l VO TPOGTATEVOVTOL OTO TO PMC.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TOQN
YIHHOAEIMMATQN IIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

Sandoz GmbH, Biochemiestr. 10, 6250 Kundl, Avotpia

12. APIOMOX(0OI) AAEJIAY KYKAO®OPIAX

EU/1/07/410/007
EU/1/07/410/008
EU/1/07/410/033
EU/1/07/410/034

13. APIOMOX [TAPTIAAX

Lot

| 14. TENIKH KATATAZEH I'lA TH ATAGEXH

| 15. OAHI'IEX XPHXHX

| 16. HAHPO®OPIEX XE BRAILLE

Binocrit 4.000 1U/0,4 ml

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

A163106T0TOG YPAUU®TOS KOdKaS (2D) Tov pépet Tov TEPIANPOEVTO LOVASTKO aVAyVOPLOTIKO KMOKO.
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18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIZEIX I10Y ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH/ZXYPIITA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOZX KAI OAOX(OI) XOPHITHIHZ

Binocrit 4.000 1U/0,4 ml evéowo

epoetin alfa
IV/SC

| 2. TPOIIOX XOPHIHIHE

| 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

| 5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO'H KATA MONAAA

| 6.  AAAA XTOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Binocrit 5.000 1U/0,5 ml evéoylo S1dAva GE TPOYEUIGLEVT] GOPLYYOL

epoetin alfa

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

1 mpoyeopévn cvptyya tov 0,5 ml mepiéyet 5.000 diebveig povadeg (IU) mov avtictotryodv e
42,0 wkpoypappdpia epoetin alfa.

3. KATAAOI'OX EKAOXQN

"Exdoya: vatplo @ocpopikd d160&vo dtHdpikd, SvaTplo poceopikd S1dpikd, VATPLo YA®PLovyo,
yAvkivn, ToAvcopPikd 80, vdpoyAmpikd o0&y, vatpiov VOPOEEIDI0 Kot DOWP Yo EVESIUA.
BX. 10 ¢OAAO 0ONYIDV Y10 TEPLOTOTEPES TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoyo dtdAvua

1 poyeopévn cvpryya tov 0,5 ml

6 Tpoyeopéveg oupryyeg tav 0,5 ml

1 mpoyeuiopévn cvptyya tov 0,5 ml pe TpooTaTELTIKO KAALLLO BEAOVIG
6 mpoyeopéveg ovpryyeg Tav 0,5 ml pe TpocTaTELTIKO KAAVULO BEAOVNG

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

I'a vroddpa Kot evoopAEPLa yxprion.
APacte T0 POALO 0INYIOV XPNONG TPV OO TN XPNOT).
Mnv avoxkuveite.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIATA

Na pvidooetar o€ 0éom, v omoia, dev PAETOLY Ko dev Tpooeyyilovy Ta Tandid.

| 7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

| 8.  HMEPOMHNIA AHEHZ

EXP

54



9. EIAIKEX XYNOHKEX OYAAZEHX

dvidooete Kot LeTAPEPETE GE YoYElo.
Mnv KatoyoyeTe.

DVAAGGETE TNV TPOYEULTUEVT] GVPLYYO GTO EEMTEPIKO KOVTL Y10l VO TPOCTUTEVETOL ATO TO PMG.
DVAGGGETE TIG TPOYEUGUEVEG GUPLYYES GTO EEMTEPIKO KOVTL Y10l VO TPOGTATEVOVTOL OTO TO PMC.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TOQN
YIHHOAEIMMATQN IIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

Sandoz GmbH, Biochemiestr. 10, 6250 Kundl, Avotpia

12. APIOMOX(0OI) AAEJIAY KYKAO®OPIAX

EU/1/07/410/009
EU/1/07/410/010
EU/1/07/410/035
EU/1/07/410/036

13. APIOMOX [TAPTIAAX

Lot

| 14. TENIKH KATATAZEH I'lA TH ATAGEXH

| 15. OAHI'IEX XPHXHX

| 16. HAHPO®OPIEX XE BRAILLE

Binocrit 5.000 1U/0,5 ml

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

A163106T0TOG YPAUU®TOS KOdKaS (2D) Tov pépet Tov TEPIANPOEVTO LOVASTKO aVAyVOPLOTIKO KMOKO.

55



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

PC
SN
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EAAXIXTEX ENAEIZEIX I10Y ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH/ZXYPIITA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOZX KAI OAOX(OI) XOPHITHIHZ

Binocrit 5.000 1U/0,5 ml evéowo

epoetin alfa
IV/SC

| 2. TPOIIOX XOPHIHIHE

| 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

| 5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO'H KATA MONAAA

| 6.  AAAA XTOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Binocrit 6.000 1U/0,6 ml gvéoylo S1GAVO. GE TPOYEUIGLEVT] GOPLYYOL

epoetin alfa

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

1 mpoyeiopévn cvptyya tov 0,6 ml mepiéyet 6.000 diebveig povadeg (IU) mov avtictotryodv e
50,4 pikpoypappdpio epoetin alfa.

3. KATAAOI'OX EKAOXQN

"Exdoya: vatplo @ocpopikd d160&vo dtHdpikd, SvaTplo poceopikd S1dpikd, VATPLo YA®PLovyo,
yAvkivn, ToAvcopPikd 80, vdpoyAmpikd o0&y, vatpiov VOPOEEIDI0 Kot DOWP Yo EVESIUA.
BX. 10 ¢OAAO 0ONYIDV Y10 TEPLOTOTEPES TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoyo dtdAvua

1 mpoyeopévn cvpryya twv 0,6 ml

6 Tpoyeopévesg oupryyeg twv 0,6 ml

1 mpoyeuiopévn cvptyya tov 0,6 ml pe TPOSTATELTIKO KAALLLLLO BEAOYIG
6 mpoyeopéveg ovpryyeg Twv 0,6 ml pe TPocTOTELTIKO KAAVLLO BEAOVNG

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

I'a vroddpa Kot evoopAEPLa yxprion.
APacte T0 POALO 0INYIOV XPNONG TPV OO TN XPNOT).
Mnv avoxkuveite.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIATA

Na pvidooetar o€ 0éom, v omoia, dev PAETOLY Ko dev Tpooeyyilovy Ta Tandid.

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

EXP

9. EIAIKEX XYNOHKEX OYAAZEHX

DduAidooete Ko LETAPEPETE GE YLYELD.
Mnv katoyoyete.

DVAGGGETE TNV TPOYEUIGUEVT] GUPLYYO GTO EEDTEPIKO KOVTL Y10 VO TPOGTATEVETAL OTO TO POC.
DVAGCGETE TIG TPOYEUOUEVEG GUPLYYEG OTO EEMTEPIKO KOVTL Y10l VO TPOCTATEVOVTAL OTO TO PMG.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATQN I1OY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Sandoz GmbH, Biochemiestr. 10, 6250 Kundl, Avotpia

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/07/410/011
EU/1/07/410/012
EU/1/07/410/037
EU/1/07/410/038

13. APIOMOX ITAPTIAAX

Lot

| 14. TENIKH KATATAZEH I'TA TH AIAGEXH

| 15. OAHTIEX XPHIHE

| 16. IAHPO®OPIEX XE BRAILLE

Binocrit 6.000 1U/0,6 ml
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17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOEZ TPAMMQTOX
KQAIKAX (2D)

A163106T0TOG YPAUU®TOS KddKag (2D) Tov pépet Tov TEPIANPOEVTO LOVASTKO aVayVOPLOTIKO KMOKO.

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

PC
SN
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EAAXIXTEX ENAEIZEIX I10Y ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH/ZXYPIITA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOZX KAI OAOX(OI) XOPHITHIHZ

Binocrit 6.000 1U/0,6 ml evéoio

epoetin alfa
IV/SC

| 2. TPOIIOX XOPHIHIHE

| 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

| 5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO'H KATA MONAAA

| 6.  AAAA XTOIXEIA

61



ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Binocrit 7.000 1U/0,7 ml gvéoylo S1GAVO GE TPOYEUIGLEVT] GOPLYYOL

epoetin alfa

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

1 mpoyeopévn cvpryya tov 0,7 ml mepiéyet 7.000 diebveig povadeg (IU) mov avtictotryodv e
58,8 pikpoypappdpio epoetin alfa.

3. KATAAOI'OX EKAOXQN

"Exdoya: vatplo @ocpopikd d160&vo dtHdpikd, SvaTplo poceopikd S1dpikd, VATPLo YA®PLovyo,
yAvkivn, ToAvcopPikd 80, vdpoyAmpikd o0&y, vatpiov VOPOEEIDI0 Kot DOWP Yo EVESIUA.
BX. 10 ¢OAAO 0ONYIDV Y10 TEPLOTOTEPES TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoyo dtdAvua

1 poyeopévn cvpryya twv 0,7 ml

6 Tpoyeopéveg oupryyeg twv 0,7 ml

1 mpoyeuiopévn cvptyya tov 0,7 ml pe TPOoTATELTIKO KAALLLLLO BEAOYIG
6 mpoyeopéveg ovpryyeg Twv 0,7 ml pe TpocTOTELTIKO KAAVULO BEAOVNG

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

I'a vroddpa Kot evoopAEPLa yxprion.
APacte T0 POALO 0INYIOV XPNONG TPV OO TN XPNOT).
Mnv avoxkuveite.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIATA

Na pvidooetar o€ 0éom, v omoia, dev PAETOLY Ko dev Tpooeyyilovy Ta Tandid.

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

EXP

9. EIAIKEX XYNOHKEX OYAAZEHX

DduAidooete Ko LETAPEPETE GE YLYELD.
Mnv katoyoyete.

DVAGGGETE TNV TPOYEUIGUEVT] GUPLYYO GTO EEDTEPIKO KOVTL Y10 VO TPOGTATEVETAL OTO TO POC.
DVAGCGETE TIG TPOYEUOUEVEG GUPLYYEG OTO EEMTEPIKO KOVTL Y10l VO TPOCTATEVOVTAL OTO TO PMG.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATQN I1OY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Sandoz GmbH, Biochemiestr. 10, 6250 Kundl, Avotpia

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/07/410/017
EU/1/07/410/018
EU/1/07/410/039
EU/1/07/410/040

13. APIOMOX ITAPTIAAX

Lot

| 14. TENIKH KATATAZEH I'TA TH AIAGEXH

| 15. OAHTIEX XPHIHE

| 16. IAHPO®OPIEX XE BRAILLE

Binocrit 7.000 1U/0,7 ml

63



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

A163106T0TOG YPAUU®TOS KddKag (2D) Tov pépet Tov TEPIANPOEVTO LOVASTKO aVayVOPLOTIKO KMOKO.

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

PC
SN
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EAAXIXTEX ENAEIZEIX I10Y ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH/ZXYPIITA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOZX KAI OAOX(OI) XOPHITHIHZ

Binocrit 7.000 1U/0,7 ml evéowo

epoetin alfa
IV/SC

| 2. TPOIIOX XOPHIHIHE

| 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

| 5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO'H KATA MONAAA

| 6.  AAAA XTOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Binocrit 8.000 1U/0,8 ml gvéoylo S1GAvO GE TPOYEUIGLUEVT] GOPLYYOL

epoetin alfa

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

1 mpoyeopévn cvpryya tov 0,8 ml mepiéyet 8.000 diebveig povadeg (IU) mov avtictotryodv e
67,2 pwikpoypappdplo epoetin alfa.

3. KATAAOI'OX EKAOXQN

"Exdoya: vatplo @ocpopikd d160&vo dtHdpikd, SvaTplo poceopikd S1dpikd, VATPLo YA®PLovyo,
yAvkivn, ToAvcopPikd 80, vdpoyAmpikd o0&y, vatpiov VOPOEEIDI0 Kot DOWP Yo EVESIUA.
BX. 10 ¢OAAO 0ONYIDV Y10 TEPLOTOTEPES TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoyo dtdAvua

1 poyeopévn cvpryya tov 0,8 ml

6 Tpoyeopéveg oupryyeg tov 0,8 ml

1 mpoyeuiopévn ovptyya tov 0,8 ml pe TPOoTATELTIKO KAALLLLO BEAOYIG
6 mpoyeopéveg oupryyeg Twv 0,8 ml pe TpocTaTELTIKO KAAVLLO BEAOVNG

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

I'a vroddpa Kot evoopAEPLa yxprion.
APacte T0 POALO 0INYIOV XPNONG TPV OO TN XPNOT).
Mnv avoxkuveite.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIATA

Na pvidooetar o€ 0éom, v omoia, dev PAETOLY Ko dev Tpooeyyilovy Ta Tandid.

| 7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

| 8.  HMEPOMHNIA AHEHZ

EXP
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9. EIAIKEX XYNOHKEX OYAAZEHX

dvidooete Kot LeTAPEPETE GE YoYElo.
Mnv KatoyoyeTe.

DVAAGGETE TNV TPOYEULTUEVT] GVPLYYO GTO EEMTEPIKO KOVTL Y10l VO TPOCTUTEVETOL ATO TO PMG.
DVAGGGETE TIG TPOYEUGUEVEG GUPLYYES GTO EEMTEPIKO KOVTL Y10l VO TPOGTATEVOVTOL OTO TO PMC.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TOQN
YIHHOAEIMMATQN IIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

Sandoz GmbH, Biochemiestr. 10, 6250 Kundl, Avotpia

12. APIOMOX(0OI) AAEJIAY KYKAO®OPIAX

EU/1/07/410/013
EU/1/07/410/014
EU/1/07/410/041
EU/1/07/410/042

13. APIOMOX [TAPTIAAX

Lot

| 14. TENIKH KATATAZEH I'lA TH ATAGEXH

| 15. OAHI'IEX XPHXHX

| 16. HAHPO®OPIEX XE BRAILLE

Binocrit 8.000 1U/0,8 ml

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

A163106T0TOG YPAUU®TOS KOdKaS (2D) Tov pépet Tov TEPIANPOEVTO LOVASTKO aVAyVOPLOTIKO KMOKO.
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18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIZEIX I10Y ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH/ZXYPIITA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOZX KAI OAOX(OI) XOPHITHIHZ

Binocrit 8.000 1U/0,8 ml evéoio

epoetin alfa
IV/SC

| 2. TPOIIOX XOPHIHIHE

| 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

| 5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO'H KATA MONAAA

| 6.  AAAA XTOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Binocrit 9.000 1U/0,9 ml evéoyio S1dAva GE TPOYEUIGLEVT] GOPLYYOL

epoetin alfa

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

1 mpoyeopévn cvptyya tov 0,9 ml mepiéyet 9.000 diebveig povadeg (IU) mov avtictotryodv e
75,6 wikpoypappdplo epoetin alfa.

3. KATAAOI'OX EKAOXQN

"Exdoya: vatplo @ocpopikd d160&vo dtHdpikd, SvaTplo poceopikd S1dpikd, VATPLo YA®PLovyo,
yAvkivn, ToAvcopPikd 80, vdpoyAmpikd o0&y, vatpiov VOPOEEIDI0 Kot DOWP Yo EVESIUA.
BX. 10 ¢OAAO 0ONYIDV Y10 TEPLOTOTEPES TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoyo dtdAvua

1 mpoyeopévn cvpryya twv 0,9 ml

6 Tpoyeopéves oupryyeg tav 0,9 ml

1 mpoyeuiopévn ovptyya tov 0,9 ml pe TpooTaTeLTIKd KAALLLO BEAOYIG
6 mpoyeopéveg ovpryyeg Twv 0,9 ml pe TpocTaTELTIKO KAAVLLO BEAOVNG

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

I'a vroddpa Kot evoopAEPLa yxprion.
APacte T0 POALO 0INYIOV XPNONG TPV OO TN XPNOT).
Mnv avoxkuveite.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIATA

Na pvidooetar o€ 0éom, v omoia, dev PAETOLY Ko dev Tpooeyyilovy Ta Tandid.

| 7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

| 8.  HMEPOMHNIA AHEHZ

EXP
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9. EIAIKEX XYNOHKEX OYAAZEHX

dvidooete Kot LeTAPEPETE GE YoYElo.
Mnv KatoyoyeTe.

DVAAGGETE TNV TPOYEULTUEVT] GVPLYYO GTO EEMTEPIKO KOVTL Y10l VO TPOCTUTEVETOL ATO TO PMG.
DVAGGGETE TIG TPOYEUGUEVEG GUPLYYES GTO EEMTEPIKO KOVTL Y10l VO TPOGTATEVOVTOL OTO TO PMC.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TOQN
YIHHOAEIMMATQN IIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

Sandoz GmbH, Biochemiestr. 10, 6250 Kundl, Avotpia

12. APIOMOX(0OI) AAEJIAY KYKAO®OPIAX

EU/1/07/410/019
EU/1/07/410/020
EU/1/07/410/043
EU/1/07/410/044

13. APIOMOX [TAPTIAAX

Lot

| 14. TENIKH KATATAZEH I'lA TH ATAGEXH

| 15. OAHI'IEX XPHXHX

| 16. HAHPO®OPIEX XE BRAILLE

Binocrit 9.000 1U/0,9 ml

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

A163106T0TOG YPAUU®TOS KOdKaS (2D) Tov pépet Tov TEPIANPOEVTO LOVASTKO aVAyVOPLOTIKO KMOKO.
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18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIZEIX I10Y ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH/ZXYPIITA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOZX KAI OAOX(OI) XOPHITHIHZ

Binocrit 9.000 1U/0,9 ml evéowo

epoetin alfa
IV/SC

| 2. TPOIIOX XOPHIHIHE

| 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

| 5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO'H KATA MONAAA

| 6.  AAAA XTOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Binocrit 10.000 IU/1 ml gvéoio didAvpa 6 TpoyEUIGHEVT GOPLYYO

epoetin alfa

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

1 mpoyepiopévn cvptyya tov 1 ml wepiéyer 10.000 debveic povadeg (IU) mov aviictoyovv o
84,0 pikpoypappdpio epoetin alfa.

3. KATAAOI'OX EKAOXQN

"Exdoya: vatplo @ocpopikd d160&vo dtHdpikd, SvaTplo poceopikd S1dpikd, VATPLo YA®PLovyo,
yAvkivn, ToAvcopPikd 80, vdpoyAmpikd o0&y, vatpiov VOPOEEIDI0 Kot DOWP Yo EVESIUA.
BX. 10 ¢OAAO 0ONYIDV Y10 TEPLOTOTEPES TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoyo dtdAvua

1 Tpoyeopévn cvptyya tov 1 ml

6 Tpoyeopéveg oupryyeg Tov 1 ml

1 mpoyeopévn cvptyya tov 1 ml pe mpoctoTenTiKd KAAvpo BEAGVNG
6 mpoyeopéveg ovpLyyeg Tov 1 ml pe mpooTaTenTikd KaAvupa BeAdvNg

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

I'a vroddpa Kot evoopAEPLa yxprion.
APacte T0 POALO 0INYIOV XPNONG TPV OO TN XPNOT).
Mnv avoxkuveite.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIATA

Na pvidooetar o€ 0éom, v omoia, dev PAETOLY Ko dev Tpooeyyilovy Ta Tandid.

| 7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

| 8.  HMEPOMHNIA AHEHZ

EXP
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9. EIAIKEX XYNOHKEX OYAAZEHX

dvidooete Kot LeTAPEPETE GE YoYElo.
Mnv KatoyoyeTe.

DVAAGGETE TNV TPOYEULTUEVT] GVPLYYO GTO EEMTEPIKO KOVTL Y10l VO TPOCTUTEVETOL ATO TO PMG.
DVAGGGETE TIG TPOYEUGUEVEG GUPLYYES GTO EEMTEPIKO KOVTL Y10l VO TPOGTATEVOVTOL OTO TO PMC.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TOQN
YIHHOAEIMMATQN IIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

Sandoz GmbH, Biochemiestr. 10, 6250 Kundl, Avotpia

12. APIOMOX(0OI) AAEJIAY KYKAO®OPIAX

EU/1/07/410/015
EU/1/07/410/016
EU/1/07/410/045
EU/1/07/410/046

13. APIOMOX [TAPTIAAX

Lot

| 14. TENIKH KATATAZEH I'lA TH ATAGEXH

| 15. OAHI'IEX XPHXHX

| 16. HAHPO®OPIEX XE BRAILLE

Binocrit 10.000 1U/1 ml

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

A163106T0TOG YPAUU®TOS KOdKaS (2D) Tov pépet Tov TEPIANPOEVTO LOVASTKO aVAyVOPLOTIKO KMOKO.
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18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIZEIX I10Y ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH/ZXYPIITA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOZX KAI OAOX(OI) XOPHITHIHZ

Binocrit 10.000 IU/1 ml evéowo

epoetin alfa
IV/SC

| 2. TPOIIOX XOPHIHIHE

| 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

| 5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO'H KATA MONAAA

| 6.  AAAA XTOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Binocrit 20.000 1U/0,5 ml evéoipo dtdlvpo o€ TPOyEGUEVT] GUPLYYO

epoetin alfa

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

1 mpoyepiopévn cvptyya tov 0,5 ml mepiéyet 20.000 diebveic povadeg (IU) mov aviictoryovv o
168,0 wkpoypoppdpio epoetin alfa.

3. KATAAOI'OX EKAOXQN

"Exdoya: vatplo @ocpopikd d160&vo dtHdpikd, SvaTplo poceopikd S1dpikd, VATPLo YA®PLovyo,
yAvkivn, ToAvcopPikd 80, vdpoyAmpikd o0&y, vatpiov VOPOEEIDI0 Kot DOWP Yo EVESIUA.
BX. 10 ¢OAAO 0ONYIDV Y10 TEPLOTOTEPES TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoyo dtdAvua

1 poyeopévn cvpryya tov 0,5 ml

6 Tpoyeopéveg oupryyeg tav 0,5 ml

1 mpoyeuiopévn cvptyya tov 0,5 ml pe TpooTaTELTIKO KAALLLO BEAOVIG
4 mpoyepopuéveg oOpryyeg T@v 0,5 ml pe TpoototenTikd KaAvupo BeAdvng
6 mpoyeopéveg oupryyeg Tav 0,5 ml pe TpocTaTELTIKO KAAVUO BEAOVNG

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

IMo vroddpia kot evooeAEPLa xpnom.
AwPaote T0 PUALO 0INYIOV XPNONG TPV OO TN XPTOT).
Mnv avoxkiveite.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IMMPOION MPEIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetar o€ Béon, Tnv omoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tandid.

| 7. AAAH(EX) EIAIKH(EX) HPOEIAOTIOIHEH(EIE), EAN EINAI AIIAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

EXP
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9. EIAIKEYX XYNOHKEYX OYAAEHX

DVAACGGETE KOl LETAPEPETE GE YLYETO.
Mnv KatoyoyeTe.

DVAAGGETE TNV TPOYEULOUEVT] GUPLYYO GTO EEMTEPIKO KOVTL Y10l VO TPOCTUTEVETOL OO TO PG,
DVAGGGETE TIC TPOYEUGUEVEG GUPLYYEG GTO EEMTEPIKO KOVTL Y10l VO, TPOGTATEVOVTAL OTO TO PMC.

10. IAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TOQN
YIHHOAEIMMATQN ITIOY NPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Sandoz GmbH, Biochemiestr. 10, 6250 Kundl, Avotpia

12. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/07/410/021
EU/1/07/410/022
EU/1/07/410/047
EU/1/07/410/053
EU/1/07/410/048

13. APIOMOX ITAPTIAAX

Lot

| 14. TENIKH KATATAEZEH I'lA TH AIAGEXH

| 15.  OAHTIEX XPHXHE

| 16. IAHPO®OPIEX XE BRAILLE

Binocrit 20.000 1U/0,5 ml

79



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

A163106T0TOG YPAUU®TOS KddKag (2D) Tov pépet Tov TEPIANPOEVTO LOVASTKO aVayVOPLOTIKO KMOKO.

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

PC
SN
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EAAXIXTEX ENAEIZEIX I10Y ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH/ZXYPIITA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOZX KAI OAOX(OI) XOPHITHIHZ

Binocrit 20.000 1U/0,5 ml evéoipo

epoetin alfa
IV/SC

| 2. TPOIIOX XOPHIHIHE

| 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

| 5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO'H KATA MONAAA

| 6.  AAAA XTOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Binocrit 30.000 1U/0,75 ml evéoylo 61dAvpa G€ TPOYEUIGLUEVT] GOPLYYO

epoetin alfa

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

1 mpoyepiopévn cvptyya twv 0,75 ml mepéyel 30.000 debveig povadeg (IU) mov avtictotryodv e
252,0 pixpoypappdpio epoetin alfa.

3. KATAAOI'OX EKAOXQN

"Exdoya: vatplo @ocpopikd d160&vo dtHdpikd, SvaTplo poceopikd S1dpikd, VATPLo YA®PLovyo,
yAvkivn, ToAvcopPikd 80, vdpoyAmpikd o0&y, vatpiov VOPOEEIDI0 Kot DOWP Yo EVESIUA.
BX. 10 ¢OAAO 0ONYIDV Y10 TEPLOTOTEPES TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoyo dtdAvua

1 poyeopuévn cvpryya tov 0,75 ml

6 Tpoyeopéveg oupryyeg tov 0,75 ml

1 mpoyeuiopévn cvptyya tov 0,75 ml pe TpooTaTeELTIKO KAALLLLO BEAGVNG
4 mpoyepopéveg apryyeg T@v 0,75 ml pe Tpootatentikd KAALUU, BEAOYNG
6 mpoyeopéveg oupryyeg tav 0,75 ml pe mpootatenTikd KaAvupo BeAdvng

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

IMo vroddpia kot evooeAEPLa xpnom.
AwPaote T0 PUALO 0INYIOV XPNONG TPV OO TN XPTOT).
Mnv avoxkiveite.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IMMPOION MPEIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetar o€ Béon, Tnv omoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tandid.

| 7. AAAH(EX) EIAIKH(EX) HPOEIAOTIOIHEH(EIE), EAN EINAI AIIAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

EXP
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9. EIAIKEYX XYNOHKEYX OYAAEHX

DVAACGGETE KOl LETAPEPETE GE YLYETO.
Mnv KatoyoyeTe.

DVAAGGETE TNV TPOYEULOUEVT] GUPLYYO GTO EEMTEPIKO KOVTL Y10l VO TPOCTUTEVETOL OO TO PG,
DVAGGGETE TIC TPOYEUGUEVEG GUPLYYEG GTO EEMTEPIKO KOVTL Y10l VO, TPOGTATEVOVTAL OTO TO PMC.

10. IAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TOQN
YIHHOAEIMMATQN ITIOY NPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Sandoz GmbH, Biochemiestr. 10, 6250 Kundl, Avotpia

12. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/07/410/023
EU/1/07/410/024
EU/1/07/410/049
EU/1/07/410/054
EU/1/07/410/050

13. APIOMOX ITAPTIAAX

Lot

| 14. TENIKH KATATAEZEH I'lA TH AIAGEXH

| 15.  OAHTIEX XPHXHE

| 16. IAHPO®OPIEX XE BRAILLE

Binocrit 30.000 1U/0,75 ml
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17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOEZ TPAMMQTOX
KQAIKAX (2D)

A163106T0TOG YPAUU®TOS KddKag (2D) Tov pépet Tov TEPIANPOEVTO LOVASTKO aVayVOPLOTIKO KMOKO.

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

PC
SN
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EAAXIXTEX ENAEIZEIX I10Y ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH/ZXYPIITA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOZX KAI OAOX(OI) XOPHITHIHZ

Binocrit 30.000 1U/0,75 ml evéoyo

epoetin alfa
IV/SC

| 2. TPOIIOX XOPHIHIHE

| 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

| 5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO'H KATA MONAAA

| 6.  AAAA XTOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Binocrit 40.000 IU/1 ml gvéoio didAvpa 6 TpOyEUIGHEVT GUPLYYO

epoetin alfa

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

1 mpoyepiopévn cvptyya tov 1 ml mepiéyel 40.000 debveic povadec (IU) mov aviictoyovv o
336,0 wkpoypouudpio epoetin alfa.

3. KATAAOI'OX EKAOXQN

"Exdoya: vatplo @ocpopikd d160&vo dtHdpikd, SvaTplo poceopikd S1dpikd, VATPLo YA®PLovyo,
yAvkivn, ToAvcopPikd 80, vdpoyAmpikd o0&y, vatpiov VOPOEEIDI0 Kot DOWP Yo EVESIUA.
BX. 10 ¢OAAO 0ONYIDV Y10 TEPLOTOTEPES TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoyo dtdAvua

1 Tpoyeopévn cvptyya tov 1 ml

6 Tpoyeopéveg oupryyeg Tov 1 ml

1 mpoyeopévn cvptyya tov 1 ml pe mpoctoTenTiKd KAAvpo BEAGVNG
4 mpoyeoéveg alpLyyes Tov 1 ml pe TpooTtatenTikd KaAvuua BeEAdVNG
6 Tpoyeopéveg oupryyeg Tov 1 ml pe mpootatenTikd KaAvpupa BEA6VNG

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

IMo vroddpia kot evooeAEPLa xpnom.
AwPaote T0 PUALO 0INYIOV XPNONG TPV OO TN XPTOT).
Mnv avoxkiveite.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IMMPOION MPEIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetar o€ Béon, Tnv omoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tandid.

| 7. AAAH(EX) EIAIKH(EX) HPOEIAOTIOIHEH(EIE), EAN EINAI AIIAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

EXP
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9. EIAIKEYX XYNOHKEYX OYAAEHX

DVAACGGETE KOl LETAPEPETE GE YLYETO.
Mnv KatoyoyeTe.

DVAAGGETE TNV TPOYEULOUEVT] GUPLYYO GTO EEMTEPIKO KOVTL Y10l VO TPOCTUTEVETOL OO TO PG,
DVAGGGETE TIC TPOYEUGUEVEG GUPLYYEG GTO EEMTEPIKO KOVTL Y10l VO, TPOGTATEVOVTAL OTO TO PMC.

10. IAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TOQN
YIHHOAEIMMATQN ITIOY NPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Sandoz GmbH, Biochemiestr. 10, 6250 Kundl, Avotpia

12. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/07/410/025
EU/1/07/410/026
EU/1/07/410/051
EU/1/07/410/055
EU/1/07/410/052

13. APIOMOX ITAPTIAAX

Lot

| 14. TENIKH KATATAEZEH I'lA TH AIAGEXH

| 15.  OAHTIEX XPHXHE

| 16. IAHPO®OPIEX XE BRAILLE

Binocrit 40.000 TU/1 ml
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17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOEZ TPAMMQTOX
KQAIKAX (2D)

A163106T0TOG YPAUU®TOS KddKag (2D) Tov pépet Tov TEPIANPOEVTO LOVASTKO aVayVOPLOTIKO KMOKO.

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

PC
SN
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EAAXIXTEX ENAEIZEIX I10Y ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH/ZXYPIITA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOZX KAI OAOX(OI) XOPHITHIHZ

Binocrit 40.000 IU/1 ml evéowo

epoetin alfa
IV/SC

| 2. TPOIIOX XOPHIHIHE

| 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

| 5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO'H KATA MONAAA

| 6.  AAAA XTOIXEIA

89



B. ®YAAO OAHI'TQN XPHXHX
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®YrA0 0oNYIOV ypiiong: [IAnpoeopieg Yo Tov acOevi)
Binocrit 1.000 1U/0,5 ml gvécipo drdivpa o€ TPOYEPIGUEVY] CVPLYY
Binocrit 2.000 IU/1 ml evéoipo ovaiopo o€ Tpoyspuicuévny copryyo.
Binocrit 3.000 1U/0,3 ml gvécipo drdivpa o€ Tpoyepcpuévy cvprLyya
Binocrit 4.000 1U/0,4 ml gvécipo d1dAvpa 6€ TPOYERIGUEVY] GVPLYY
Binocrit 5.000 1U/0,5 ml gvéoipo didivpa o€ Tpoygpopévi ocopryya
Binocrit 6.000 1U/0,6 ml gvécipo d1dAvpa 6€ TPOYEPIGUEVY] CVPLYY
Binocrit 7.000 IU/0,7 ml evécipo didivpa o€ Tpoyepicpuévy cOpLyyd
Binocrit 8.000 1U/0,8 ml gvécipo drdivpa o€ mpoyepiopévn cvprLyya
Binocrit 9.000 1U/0,9 ml gvécipo d1dAvpa 6€ TPOYERIGUEVY] GVPLYY
Binocrit 10.000 IU/1 ml evécipo drahvpa o€ Tpoyepiopévn cOpLyyo
Binocrit 20.000 IU/0,5 ml evéoipo dwaivpa o€ Tpoyspispuévn ovpryyo.
Binocrit 30.000 1U/0,75 ml evécipo didivpa o€ Tpoyepicpuévy cOpLyya

Binocrit 40.000 IU/1 ml gvéoypo o1dAvpa 6€ TPOYEUIGREVT] GUPLYYD.
epoetin alfa

AP aoTE TPOGEKTIKG 0ALOKANPO TO QVAAO 0ONYLOV YP1ONGS TPLV UPYIGETE VU Y PN CLUOTOLEITE AVTO
T0 QApPOK0, H16TL TEPLLARPAVEL SNUAVTIKEG TANPOPOPIES Y10 GO,

DuidEte avTd TO EUALO 0dNYIBY Yprions. Towg ypelaotel va to dwPdcete Eava.

Edv éxete meportépw amopieg, p@TNOTE TOV Y1TPO, TOV PAPHOKOTOLO 1) TOV VOGOKOLO GO,

H cvvtayn yio avtd 10 ¢approaKo xopnyndnke amokAeloTIKd Yio 00G. Agv TPEMEL VO ODCETE TO
@appoko og AAAovG. Mmopel va Toug TPoKaAEGEL PAAPT, AKOLO Kot OTOV TO GUUTTOUATO TG
acBévelag Toug elvat 101 e ta 01K GO,

Edv mapatnprioete kdmola avemtBounTn evéEpyELd, EVILEPMDGTE TOV YIUTPO, TOV PUPUIKOTOLO 1|
TOV VOGOKOUO 60G. AVTO 16Y0eL Kat Yo, KAOe mhovi avemBOunTn evépyela Tov SV avapEPETaL
07O TTAPOV GUALO 0ONYIDV ¥pNioNs. BAEére mapdypapo 4.

T Tepréyer o Tapév pviro 0dNYLOV:

AN

1.

T etvon To Binocrit ko mowa giva 1 yprion tov

T mpénet vo, yvopilete Tpv ypnotponomoete to Binocrit
IMog va ypnoyomomoete To Binocrit

[TBavég avemBounteg evépyeteg

Ilog va purdooete to Binocrit

[epieydpeva g cuokevaciog Kot AOITEC TANPOPOPiEg

Th givan To Binocrit kot wowa giva n yp1on Tov

To Binocrit mepiéyet tn dpactikn ovoia epoetin alfa, po tpwteivn mov dieyeipet Tov puedd TV 00TMOV
MOOTE VO TOPAYEL TEPLOTOTEPN EPVOPOKVTTAPO AILLATOS TO OTOT0L LETAPEPOVY ALLOGPALPIvY (Lia ovoia
7o petapépet To o&uyovo). H Epoetin alfa givar éva avtiypago tng avOpdmivng tpoteivig
gpvbpomomntivng Kot dpa pe Tov idto Tpomo.
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To Binocrit ypnowponoicitor yio tn Ogpaneio TG CLUTTOUATIKNAG AVALRING TOV TPOKAALEITAL UTTO
VEQPIKT VOGO:

o o€ ool Tov LLOPAALOVTAL GE AUOSTOALOT
o o€ eVAKeg Tov VITOPAALOVTOL GE AOSIOALST] 1] TEPITOVAIKT KABapon
o o€ goPapd avarpkons EVIALKEG Tov dgv vtofdAlovTotl akdun oe opokdapon

Edv méoyete amd veppikn vOGO, umopel vo Eyete EAAELYN EpLOPOKVTTAPOV EAV O VEPPOC GOG OEV
mapdyel opket epubponomrivny (anapaitnt yio v mapaymyn epvdporxvtrapmy). To Binocrit
GUVTOYOYPOPELTAL Y0 VO SIEYEIPEL TOV PLVEAD TOV OGTOV GO DOTE VO, TAPAYEL TEPLGGOTEP,
gpubpokvTTOpO.

To Binocrit ypnowponoicitan yia T Ogpaneio TG avarpiog og evijhikeg mov Aappavovv
Inpewdepaneia yio copmayeic 6ykovg, Kakondeg Aéppopo 1 tolhamid poéAmpo (Kopkivo Tov
LLEAOD T®V 0GTMV) 01 07010l pUrmopel va Exovv avdykn yio petdyyion aipotoc. To Binocrit pmopei va
LEUDGEL TNV OVAYKN LETAYYIONG OiLATOG GE ALTOVG TOVG acBeveic.

To Binocrit ypnoiponoicitor 6 evijAlkeg pe PETPLOS HOPPNS AVALiQ, 0L 0TT010L TPOKATUOETOVY
L0 TOGOTNTA TOV GiPATOC TOVS TPLY U0 pLa YEPOVPYIKY] ETEPPacn, £T61 DGTE VA UTOPEL VO, TOVG
d00¢i Tiow Katd ™ didpkela 1 petd v enéuPaocn. Enedn 1o Binocrit dieysipetl v mopaywyn tov
£pLOPOKVTTAP®WV, O1 Y1OTPOTl UITOPOVV VO TAPOLVY TEPIGGOTEPO Qi OO CVTE TO GTOUAL.

To Binocrit ypnowyponoicitor € gvijlka dTopo pe PETPLOS HOPONS AVULILIX TOV TPOKELTOL VU
voPan0ovv og peiova opOBomedikn yeypovpykn exépupacn (yio mopddetypo oe emepuPacelg
aVTIKATAGTAOTG 1Y 10V 1 YOVATOG), Yio Vo LelmBel 1) Thovy avayKn LETAYYIGEDV AipLOTOC,

To Binocrit ypnoiponotcitar yia tn Ogpaneio TG avorpiog 6€ EVIJAKES PE S10TAPUY TOV HVEAOD
TOV 06TAOV OV TPOKAAel cofapd mpofipate oTn oNUIOVPYIC ALUOKVTTAPOV
(nvghodvoerraoctikd cvvopopa). To Binocrit umopel va peidoel Ty avaykn HETAYYIONS OULOTOG.

2. Tvrpéner va yvopilete mpv ypnoipomomosete 1o Binocrit

Mnyv ypnoiponouioete T0 Binocrit

o o€ mepinTOon arhepyiog otny epoetin alfa 1 o€ omolodMmote GALO ATO TOL GVGTATIKA CLTOV
TOV QOPHAKOL (OVAPEPOVTAL GTNV TOPAYPAPO 6).
o o€ TEPITTOON OV VIAPYEL Sidyvoon 0Tt Tdoyete and Apryn Amhacia g EpvBpdc Xepdc

(0 peAdG TV 00TMV dev UTTOPEL VO TAPAYEL APKETA EPLOPOKVLTTOPA) LETE OO TPONYOVLEV
Oepamneio pe 00100MTTOTE TPOIOV TTOL SIEYEIPEL TNV TOPAYDYN T®V EPVOPOKVTTAP®V
(ovumeprrapPfavopévov tov Binocrit). BA. mapdypago 4.

o 0€ TTEPITTOGT TOV EYETE VYN APTNPLOKI TIEGT TOL JEV EAEYYXETAL IKOAVOTOUTIKA LLE
(APLLOKDL.
. Yo vo. SIEYEIPETE TNV Tapay®y”| TV epuBpokuTTdpmVv 6og (£T61 MOTE Ol Y10TPOl Vo LTOPOvV VoL

AdPovv amd £60¢ TEPLGGATEPO OlijLo) EAV OEV PUTOPEITE VO EYETE NETAYYICELS IE TO Tipa 6Og
KaTd T O1GPKELD 1] LETA OO YELPOVPYIKT EXEUPaON.

. og nepinToon nov tpdkertor va vrofAnOsite og peilova exiextiky opBomedik)
xepovpykn exépfacn (Onmg xepovpyKn eTEUPacm 1oyiov 1 YOVATOG), Kot
o mhoyeTe Amd cofapn KapdloKy vOGO
o hoyeTe AmO coPapés SaTapayEs TV GAEPAOV KOl TOV OpTNPLOV
o glyate TPOSPATO KOPIOKN TPOSPBOAN 1 0YYELNKO EYKEPAAIKO EMEIGOIIO
. dgvV UTOPELTE VO TAPETE PAPLLOKE, TTOV CLPALDVOVY TO OLiLLOL

to Binocrit umopet va pnv etvar katdAAnio yio esdc. [apakarodpe cuintmote 1o e ToV ylotpd
cag. Opopéva dropa, Kotd T dtdpkela e Oepaneiog pe Binocrit, ypetdloviol pappoKa o
pewdvouv tov kivouvo Bpopfmcewv. EGv dev propeite va happavere pappoke mov
npolappavovv Tig Opopfoosig, ocv mpémel va mdpete Binocrit.
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IIpogidomou|oels Kol TPOPVAGEELS
AmevBuvbeite oTov y10Tpd, TOV QPUPLAKOTOLO 1] TOV VOGOKOUO GUG TPV XPNCILOTOGETE TO Binocrit.

To Binocrit ko GAla TPoi6VTA TOV dLEYEIPOVY TNV TAPAYOYT] EPLOPOKVTTAPMV NTOPEL VO
avénoovy Tov Kivovvo avartuing Opopfdcemv o€ 6hovg Tovg aobeveic. AvTdg 0 Kivovvog propet
va givar vYNAOTEPOG €AV £XETE AALOVG TAPAYOVTEG KIVODYOL Y10 TNV avimtuén Opoufocemv (yio
roapaderyua, qv eiyate Gpoufwan oto moperBov i eiote vEEPPapog, Exete drafnTy, Exete KopILaKy VOoO
1 TOPOUEVETE KALVHPHGS VIO UEYBAO YPOVIKO O1GGTHIO, A0V KATOI0G XEIPOVPYIKNS ETEUPOTHS 1
ooBéverag). lapakaleiohe va evLEPDGETE TOV YIATPO GOG Y10 OTOLUONTOTE OO AVTEC TG
kataotdoels. O ytpog cog Ba cag fondnoet va aropacioete edv to Binocrit eivat katdAAnAo yuo
o0G.

Eivar onpovtiké va evijiep@GETE TOV Y10TPO G6OG 0V 10YVEL KATO0 0d T TOPOKATM Y10 EGOC.
Mmropei va cuveyioete va giote o€ Béon va ypnolonoteite to Binocrit, aAAd TpdTo cuintnote To pe
TOV Y10TpO GOG.

Eav yvopilere 611 vIwo@épete 1 vmopépate and:

VYA opTNPLOKI] TTigon,

EMMTTIKOVG 6TTOoH0VG 1] KpioELs,

nmoTKy vooo,

avalpio GALOV aITI0A0YLAV,

mopeupic (Lo oTAvVIia CPATOAOYIKT droTapay]).

Edv ciote a60eviig pe (povia vEQPPLKI] OVETAPKELD, Kot 101(0C €AV OEV AVTUTOKPIVESTE EXAPKADS GTO
Binocrit, o yiatpdc cog 0o eAéyéel tn 6001 cog tov Binocrit d10t1 ) emavoiopPavopevn avénon g
d00omg cag tov Binocrit edv dev avtamokpiveote otn Bepaneia propei va avénoet tov kivovvo va
mopovcidoste TPOPANUA e TNV Kapdld i) TO Alo@opa ayyeio Kot O pwopovce vo avENceL Tov
KIVOLUVO EUEPEYILOTOC TOV HVOKAPSIOV, OyYELOKOD EYKEPAAIKOD EMEIGOSIOL 1) OavaTov.

Eav giote kapxivonadig npénet va yvopilete 0T T0 TPoidvTo TOL SIEYEIPOVY TNV TAPAY®OYT TOV
gpubpokvtTdpv (6nmg To Binocrit) pmopovv vo dpacovy o¢ ovéNTikog TopayovTag Kol ETOUEVMS
Bewpnrikd umopov va exnpedcoovy v e£EMEN Tov Kapkivoy Gag.

Avaloya pe TNV TEPITTMON 0OG, Lo PETAYYISN aipatog propel vo wpotiunOei. [lapaxarovpe
ov{NTNGTE TO UE TOV YLOTPO GOC.

Edv giote kopkivomadig npénel va yvopilete 6t 1 xpnon tov Binocrit evdéyetatl va cuoyetileton pe
UiKpoOTEPT EMPimon kot vYMAGTEPO T0c06TO HavdTmy 6Tovg aebeveic e Kapkivo TG KEPAANC Kal
TOV TPOYNAOL KOl HETAGTATIKO KOPKIVO TOV HOoTOD 01 0710101l Aapufdavouy ynuetobeparneio.

Kotd ) Oepaneio pe emoetiveg Exovv avapepbel copapéc deppatikés avridpdosis, Letasd TV
omoiwv cvvdpopo Stevens-Johnson (SJS) kot to&ikn emdepuxn vekpoivon (TEN).

To cvvdpopo Stevens-Johnson /m ToEkN EMOEPUIKT VEKPOAVGT] LTOPEL VO EUPAVIGTOVV CPYLKE MG
KOKKIVOTE oNUAdLe oL HotdlovV e TOAVKVKAIKOVG GTOYOVG 1] KUKAIKEC TAGKEG GTNV TEPLOYT TOL
KOPUOV, GLYVA LE QAVKTOIVEG 0TO KEVTPO. Emtiong, pmopel va, eppovictodv €AKTn 6T0 GTOUA, GTOV
QAPLYYQ, GTN HOTI, GTO YEVVITIKA OPYava Kot 6TOVG 00BaALoVG (KOKKIVE Kol TPNOUEVE, LATIA).
2oyva, TPV AT TNV EKONAMOT AVTMOV TV GOPapOV dEPUATIKOV e£ovONUATOY TponyEiToL TUPETOG
n/xkor ypummon coprntopoto. To egavinuoata uropel vo e&elybolv o ektetapévo EEPLoDSIoU TOV
OEPUOTOG KO AmEANTIKEG Yo TN {1 EmmAOKES.

Edv gpopavicete coPapd e£vOnua 1 kémoto GAA0 amd T €V AOY® SEPUOTIKG CUUTTMLOTO, GTOLATOTE
T Ay tov Binocrit ko extkotvoviote pe Tov Yiotpd cag 1 avalntiote dueca wtpikn fondeia.
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IIpocécte Wornitepo pe GAra TPOIOGVTA TOV SIEYEIPOVY TNV TAPAY WY EPLOPOKVTTAPOV:

To Binocrit avikel o€ o opddo TpoidvTwv Tov SIEYEIPOVV TNV TOPAY®MYT EPLOPOKLTTAPWOYV, OT®S
Kével n avOpdmivn Tpoteivny epubpomointiv. O erayyedpotiog vyeiog oag 0o KaToyPAQPEL TAVTO TO
akpiPéc mpoidv mov ypnoyomoteite. EGv oag 000ei éva pappoko Tov aviKeL G QUTIHV TNV Katryopio
€KTOG amd To Binocrit katd 1N didpkeia g Bepaneiog ocag, EVUEPDOTE TOV YLUTPO 1) TOV
QOPUOKOTOLO GOG TPOTOV TO YPTCULOTOU|CETE.

Alro pappoxa ko Binocrit

Evnuepaoote tov ylotpd cog eqv Taipvete, £xete Tpdopata TapeL | Urtopel va mapete AAAL QApUAKa.
Eav giote ac0eviig pe nratitido C ko waipvete vtep@epovn kol pyumafipivn

[péner va culntoete Yo to BEpa 0T e TOV Y1TPO Gag, 010TL 0 GLVILOGUOG epoetin alfa pe
wTePPEPOVN Kot prumaPipivr £xel 00NYNCEL GE OmMAELD TNG EMIOPACTG KOl GE AVATTUEN oG
Katdotaong mov ovoudletal apyng amiacio g epudpdc oepdc (PRCA), wa cofapn popen
avapiog, oe omdvieg mepimtaocelg. To Binocrit dev éxetl eykpiBel yio T dwaxeipion g avoipiog mov
oyetifeton pe v nratitda C.

2NV TEPINTTMON OV LOPUPAVETE KATOL0 PAPLAKO TOV OVOUALETOL KVKAOGTOPIvY (Ypnoiomoteiton
Y. LETA OO TIC LETAHOCGYEVOELS VEPPOD), O YITPOG GOG UTOPEL VO 00G GVOTNOEL EEETAGELS QiILOTOC
yio vo eEAEYEEL To emimedo NG KuKAOGTOPivng evd Aaufdvete to Binocrit.

Ta copmAnpORETE 6131POV Kot dAAa SIEYEPTIKE TOV GipaTog Hopel vo avERcovy TNV
aroteleopatikotnTa Tov Binocrit. O yuutpdg cog Ba amopaciost edv elvar cwotd Yo €0dg va ta

AapPavere.

Edv emoke@0eite voooKopEgio, KAIVIKI] 1] OIKOYEVELAKO Y1ATPO, EVILEPDOTE TOVS OTL aKOAOVOEITE
Oepancio pe Binocrit. Mmopet va emnpedlel Alec aymyéc N Ta amoteléopato eEETACEWY.

Kinon, Onhoopoc ko yovipétnta

Eivar onpovtikd vo evijuep®OETE TOV Y10.TPO 60 AV IGYVEL KATOL0 OO TO TOPAKAT® Y10 EGAG.

Mropei va cuveyicete va giote o€ Béon va ypnoonoteite to Binocrit, aAAd TpdTo cuinthote T0 pe

TOV YuTpO GaG:

o Edv giote £ykvog 1] Onhalere, vopilete 611 pmopet va giote £ykvog 1 oyedALETE VO OMOKTIOETE
modt, {ntote ™ GLEPOVAT TOL YLITPOV 1} TOL PAPHLOKOTOI0V GG TPV TAPETE ALTO TO
QapLaKoO.

Agv vapyovv d100€CLO SECOUEVA GYETIKA LE TIG EMOPAGELS TOV Binocrit 6t yovipdtnta.

To Binocrit wepiéyel vatpro:

To eappako avtd mepiéyel Aydtepo amd 1 mmol vatpiov (23 mg) avd 066, gival avtd Tov

ovoudlovpe «erevBepo vatpiovy.

3. [og va ypnowpomonjcere To Binocrit

IIavToTE Vo, (PGLHOTTOLEITE TO PAPUOKO AVTO AVGTNPE CORPOVA PE TIS 001]YIES TOV YUTPOV GUC,
Edv éyete apeipolrieg, pomote ToV Y10Tpd GOC.

O ywtpog oog Tpaypotonoince e£eTdoels aipaTog Kol anopdcioe 0Tt ypedleote Binocrit.

To Binocrit umopei va yopnyn0ei pe éveon:
o Eite o¢ pAéPa eite o€ cwAnvaplo mov katoAnyel o€ AEPa (evoopAefinmg)
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. "H kdto and to 6épua (VTodoping).

O yatpog oag Ba anopacicet pe moov Tpomo Ba evietar to Binocrit. ZuviBwmg ot evécelg Oa
TPOYLLOLTOTOLOVVTOL OTO Y10TPO, VOGOKOUO 1 KATO10V GALOV EMOYYEALOTIO TOV TOUEN TNG VYELOVOLUKNG
nepiBoiync. Opiopéva dtopa, avaroyo pe Tov Adyo yuo Tov omoio ypetdloviol Oepomeio pe Binocrit,
eVOEYETOL apyOTEPA VO LABOVY TG VO TPAYLLATOTOLOUV LOVOL TOVG TIG EVEGELS KAT® Ao To dEpua: PA.
Oodnyies yia. tov tpomo éveong tov Binocrit omo tov id1o tov a.obev 610 T€A0G 0LTOD TOV PVLALOL

001 YLDV YPNOoNG.

To Binocrit dev mpémel va ypnoiponomei:

o HeTd v nuepounvia ANENG TNV EMGNUAVOT Kot 6TO EMTEPIKO KOLTL
o o€ mepinT®on mov Yvopilete N motevete 0TL uropel va el katd AdBog katayvydei,
o o€ mepintwon PAEPng Tov yoyeiov.

H 8601 tov Binocrit mov Aappdavete Paciletar 6to copatikd oag fapoc o kkd. To aitio g avaipiog
oag etvat emiong vag TapyovTag Yol Vo OTOQAGIGEL 0 YIOTPOG Gag T oMot d00T).

O Ywtpog cog 0o Tapakorovdel TNV apTNPLOKY] COG TIEGT OVA TOKTE XPOVIKE O0GTILOTA OGO
ypMnoyLonoteite To Binocrit.

Atopa pe ve@pikn vooo

o O yatpog oag Ba dratnpnoet 1o eminedo g apoopapiving cag petald 10 kar 12 g/dl kabag To
VYNAS eminedo apooceaipiving propet va avénoet tov kivouvo yia Bpdppoug Tov aipatog Kot
0davato. Xto moudid, To enimedo ¢ apocealpivng Ba tpémet va drotnpeitot peTa&y 9,5 kot
11 g/dl.

o H ovv0ng apytkn 66061 tov Binocrit yio evidikeg kot toidid eivor 50 Aebveic Movadeg (IU)
avd yuoypappo (/kg) copaticod BApovg, yopnyovrevn TpES popég v efdopdda. [a
aoBeveic mov vwofailovtal o mepttovaikn kdbapon, To Binocrit pwopei va, yopnyesitatl 000
@opEc TV ERdoudda.

o INo evidceg ko Toudud, to Binocrit yopnyesiton wg éveon eite o€ pio eAEPa (evoopAéPia) N ot
COANVAPLO TOL KataAnyel oe EAEPa. Otav avth 1 tpdcPacn (LEcw eAEPag 1 cwAvapiov) dev
glvar apeca draBéoun, o yaTpds cag uropel va amopacioet 0Tt To Binocrit mpénet va gvebel
KaT® 0o To Hépua (VTOdOPLA). AVTo TEPLOUPAVEL 0eOeVEIC TOL VITOPAALOVTOL OE
apokdBapon kot acbeveig Tov dev vroPfdilovtal akdun o apokadapon.

. O y1atpog oag 0o GVOTNOEL TOKTIKEG EEETACELS QUIOTOG TTPOKELUEVOD VO SOTIGTOGEL THG
OVTOTOKPIVETOL 1 OVOLIC O0G KOl UTTOPEL VL TPOGapUOGEL T 6001, GuvIBmG Oyt cuyVOTEP
ond kdBe téooepig efdopdoes. Mia avénon g aposeatpivng dvo tov 2 g/dl oe pia tepiodo
TEGGAPOV EPOOUAd®V TPETEL VO OTOPEVYETOL.

o Otoav 1 avapio oag dtopbmbet, o yatpdc cag Ba cuveyioel va eEAEYyEL To aipa cog Taktikd. H
3001 560G Kat 1 ouyvoTNTA Yoprynons tov Binocrit propel va mpocapocTel mepaItépm
TPOKELEVOL va dtatnpn Bl | avtamdkpion cog otn Bepamneia. O ylotpog cog Oa ypnoLoTOtoEL
TN YOUNAOTEPT) OTOTEAEGUOTIKT SOOT| Y10, VoL EAEYEEL TOL GUUTTAOUATO TNG OVOLLIOG GOC.

o Edv dev avtamokpiveote enapkdg oto Binocrit, 0 yiatpog cag Oa ehéyEet t doom cog Kot O
oag evnuepmaoel v ypetdletol va odlha&ete Tic d0oglg Tov Binocrit.
o Edv Ppiokeote vmo £va mo EKTETAPEVO HOGOAOYIKO LEGOJAGTNLO (LEYOADTEPO Ol ia Popd

v eBdopdda) Tov Binocrit, umopel va pun dtatnproete enopki eXIEdD ApOSPALPivg Kot
umopei va ypelaoteite avénon g d0omg 1 TG ovyvoTTag YopNynong tov Binocrit.

o Mropei va. gog yopnynfodv cuUTANPOUATO GLOTPOL TPV Kol KaTd TN dldpKela TG Oepomeiog
pe Binocrit yio vo avénbel 1 amoteAecpOTIKOTNTA TOV.
o Edv vroBaidiecte og arpokabapon 6tav apyilete ) Oepaneia pe Binocrit, 1 aymyn g

apokdBapong ocag pumopel va ypelaotel Tpooapoyn. Avto Oa to amoeacicet 0 ylTpdg Gog.
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Evlkeg mov vrofdriovrar o€ ynuerodepansia

O yatpog oag pmopel va Egkvioet Bepaneio e Binocrit edv 1 aupoceaipivn cog eivar 10 g/dl 7
Ayotepo.

O ywTpog oag Ba dratnpnoet 1o eminedo g aplosealpivng cag petasd 10 kat 12 g/dl, kabog
TO VYNMAO eminedo apoc@arpivng uropel va avénoet tov kivovvo yia Opopfoug tov aipotog Kot
favaro.

H apywn 66om etvon gite 150 TU ava yiMoypappto copatikold Bapoue, Tpeg popés v
gBoopada, gite 450 IU ava ytMdypappo copPatikov Bapovg pio eopd tnv efdopdda.

To Binocrit yopnyeitot pe €veon KAt amd 10 dEPLLAL.

Avdioya pe Tnv avtamokpilon e ovoiog cog otn Bepamneia pe Binocrit, o yiatpdg cog Oa
{ntoel e€eTdoelg aiploTog Kot Umopel va Tpocapuocel T 00a6.

Mropei va. cog xopnynfodv cuUTANPOUATO GLOTPOL TPV Kol KaTd TN dldpKela TG Oepomeiog
pe Binocrit, dote va yivel TeplocOTEPO UMOTELECUATIK.

YuvnBwg, Ba cuveyioete T Oepaneio pe Binocrit yio évay pnva LETA amd TO TELOG TNG
ynueobepaneiog.

EwAkeg mov divovv 10 01K6 TOVG aipa

H ovv0ng 0601 civar 600 TU avd yildypappo copatikod Bapovg dvo eopés v efdopdda.
To Binocrit yopryeiton pe éveon péca og pia GAERO ApECOS HETA amd TNV TPOKOTAOEST TOV
oipatoc oog yio 3 efdopddeg Tpv amd T YEPOVPYIKN enEUPaon.

Mmnopel va cag yopnyntodv GUUTANP®UOTO GLO1POV TPLY Kol KATH TN dtdpKeEln TG Bepameiog
ue Binocrit, dote va yivel To amoTELECUATIKY.

EwijlMkeg mpoypappaticpuévor yio peilova opBomedikn yeipovpykn enéppfacn

H ovvietdpevn 8601 civar 600 TU avd yiAdypappo cmpotikod Bapovg pia popd v
gfdoudoa.

To Binocrit yopryeitot pe £veon KaTm and 1o dépua kdbe efdopdda yio Tpelg efdopdades Tpv
TN YEPOLVPYIKN EXEUPAON KO TNV NUEPA TNG XEPOVPYIKNG EMEUPACTG.

Edv vrap&et watpikn avaykn yio peioon tov ypdvov mpv v enépPacn oag, 0o cog yopnyndei
nuepnota 66om tv 300 IU/Kg £mg kot déka NUEPES TTPLY TN YEPOLPYIKN eXEUPacT, TNV NUEPQ
NG XEPOVPYIKNG EXEUPACTIC KOL Y10 TEGOEPLG NUEPES AUECMG LETA.

Av o1 g€etdoel aipatog 0gi&ovv OTL 1 ALLOGEALPIVY GOG vt TOAD LYNAR TPV TNV EXEUPOCT,
n Beponeio Oa Srakomet.

Mmropeti va cog yopnynfovv cuumTAnpdUaTo GLOPOov TPLY Kol KaTd T didpKela TG Bepameiog
pe Binocrit, dote va yivel TO amOTEAEGLOTIK.

Evijlikeg pe pogrodvomhasTiké covopono

O ywTpog oag pmopel va Eekivnoet Bepaneio pe Binocrit edv 1 apoceatpivn cag eivon 10 g/dl
AyoTEPO. TKOTAOC NG Oepameiog ivatl n SotpNnon Tov ETESOVL TG AUOSPALPIVIG GOG HETAED
10 xon 12 g/dl, kaBdc t0 vyMAOTEPO £MiMESO ALOGPALPivNG UITOPEL VO AVENGEL TOV KIVOLVO Yol
Bpoppoug Tov aipartog kot Bdvarto.

To Binocrit yoprnyeitot pe éveon KATm and 1O SEPLUAL.

H apywn| d6om glvan 450 TU avd piidypoppo copatikov Bapous pio opd tnv efdopdda.
Avdroya pe v aviandkpion g avarpiog cog otn Beponeio pe Binocrit, o yiatpog cag Oa
{ntoel e€eTdoElg AiLOTOC Kot UTopEl va TpocapudceL T 00a6T.
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Oodnyiec Yo Tov TpémO éveong Tov Binocrit amd Tov i610 Tov acOevi)

Kot mv évapén g Bepaneiag, to Binocrit cuvBwmg gvietat amd 10Tpikd 1 VOGNAELTIKO TPOCOTIKO.
Apyotepa, 0 Y10TpOG G0G UTOpEl va TPOoTEiveL £6gig 1} TO ATopo OV Gag Ppovtilel va pabete va gviete
to Binocrit kdtw omd 10 déppa (vmodopiwg) €ceig ot idiot.

. Mnv emiyelpeite vo, KAVETE POVOS/N 60G TNV £VEGT EKTOS UV £YETE EKTOLOEVTEL Y0 0VTO 0.0
TOV Y10 TPO 1] TOV VOGOKONO GaC.

. IIavrote va ypnoponoieite 10 Binocrit avotnpd cOp@ova pe Tig 001 Yieg TOL YLOTPOU 1
TOV VOGOKONLOV GUG.

o BeporwOeite 611 eviete povo TV TOGHTITA TOL VYPOV TOV GAS GLVEGTIGE O YLUTPOS 1] 0
VOGOKONOG GOC.

. Na ypnoyonorcite To Binocrit povo 6tav £xer puray0si cmotd — Pr. Tapaypaeo 5, Ilwg va
pvldocete To Binocrit.

. pw T yp1on, apniote T oVpryye Tov Binocrit péypr va grdos og Oeppokpacio

dopatiov. Avto yperdletar ovvi|0mg 15 pe 30 Aentd. Na ypnowponoreite T oOpryya evrog
3 Nuepav amd TNV ATOPNAKPUVST TG 06 TO YVYEio.

Na waipvere povo pia d6on Binocrit amé kabe cvpryyo.

Edwv to Binocrit evietat k@t amd to déppa (VTodopimg), 1 TocoTNTH TOL Oa Evedel dev givar kKavoviKd
neplocoTeEPT 0md Eva piMhitpo (1 ml) o pio pepovopévn Eveon.

To Binocrit yopnyeitor Lévo Tov Kol dev avapyvOeTat e GAAN VYPA Yia vo eveDel.

Mnyv avaxveite Tig sopryyes Binocrit. H mopatetapévn éviovn avokivnon pmopel va PAdwyet to
poiov. Eav 1o mpoidv €xel avaxkvnBel £Eviova, Unv To YP1OLLOTOLCETE.

Ot 0dnyieg Yo 10 g Oa kdvete £veon oTov €0vT 6ag pe To Binocrit fpickovtal 610 T€A0g avTod TOL
@OALOV 00T YLDV YPT|ONC.

Eav ypnowponomosete peyorvtepn 00on Binocrit amd tnv kavoviki

Evnuepdote apécme Tov ylotpd cag 1 TOV VOGOKOUO GOG GTNV TEPITTMGT TOV VOLULETE TOC N
moc0TNTO TOL Binocrit mov cag £xet evebel eivar peyadvtepn and v Kavoviky. AvemBounteg
evépyetes amod vepdocsoroyia Binocrit dev givon mbavég.

Eav Eeyaoete vo ypropomomcete 1o Binocrit

[Ipaypotonomote v endpevn éveon ot to Bounbeite. Eqv elote gvidg piog nuépag yuo tnv
EMOUEVT EVEDT), TOPUAEIYTE AVTIV TOL EEXACATE KOl GUVEYIGTE LLE TO KAVOVIKO TPOYPapL Gog. Mnv
ThpeTe OITAN SOCT] Y10 VO AVATANPAOCETE T 600T OV EEYACATE.

Edv éxete mep1ocdtepeg pMTNCELG GYETIKA LLE T YPNOT AVTOV TOL TPOIOVTOG, POTNGTE TOV YIUTPO,
TOV VOGOKOLO 1| TOV (POPUOKOTOL0 GOG.

4. IIBavég avemBOUNTES EVEPYELES

Onmg 6ha To pAPUAKA, £TGL KOL 0VTO TO PAPLOKO UTOPEL VO TPOKOAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kol 0ev mapovstdloviol 6 GAOVE TOVS OvOP®ITOLG,.

Evnuepoote apéocmg tov y1aTpo 1] TNV VOoNAevTPLd 60g €0V TOPOVCIAGETE OTOLUONTOTE OO TIG
OVETIOOUNTES EVEPYELEG IOV TTaPOTIOEVTOUL GE AVTOHV TOV KATAAOYO.
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Koatd ) Oepancio pe emoetiveg Exovv avapepbei coPapd deppatid eavinuota, LeTa&d TV 0Toiny
ocvvopopo Stevens-Johnson kot To&ikn emdeppukn vekpoivon. Ta eEavOnpata avtd propei va
EUPOVIOTOVYV MG KOKKIVOTEG KNMOEG TOV HOALOVV LE TOAVKVKAIKOVG GTOYOVE 1] KUKAIKES TAAKES GTNV
TEPLOYN TOV KOPLOV, GLUYVA LUE GAVKTOIVEG GTO KEVTPO, EEPAOVIIGLLO TOV SEPUATOC, EAKT) GTO GTOUA,
GTOV PAPLYYW, OTN HOTN, OTA YEVVNTIKG Opyova Kot 6TOvG 0pBodpovg, Ta oroia propei va
EKONADOVOVTOL LETE 0O TVPETO KO YPUTMOT GCUUTTOUOTA. EGV ELQOVICETE QVTA TO GUUTTOUOTO
GTOUATAOTE TN XPNoT ToL Binocrit Kot exikovmvnote pe Tov yutpd oag 1 avalntiote GUesa, LiTpIkn
BonBeto. BA. emiong mapdypapo 2.

IToA0 cvyvéc avemBounteg evépyeteg
Avtég pumopet va ennpedoovy teprocotepa and 1 ota 10 dropa.

. Awdppora

. AiloOnpa vavtiog

. "Epetog

. Mvpetodg

o Top@opnon TG AVUTVEVOTIKIG 0000, OTT®MG BOVAMUEVT LOTN Kot TOVOAULLOGC, EXEL avopepOel

o€ aobevelg pe veppikn voco ot omoiot dev vtofdAilovtal akdun og aipokadapor).

2uyvég avemBounTec evépyeleg
Avtég pumopet va ennpedoovy £og 1 ota 10 dtopa.

. Avénuévn aptnproxi) wicon tov aipatos. Keparadyieg, 1daitepa aupvidles, dSlo&LploTikeg
7OV TPOGOpOLGlovV pe nuikpavia, aicOnpa cvyyvong 1 KPicelg pwropel vo amotelodv onueio
EapVviKng avénong g aptnplokng wieons. Avtd arartei enelyovosa Bepomeio. H avénuévn
apTNploKn Tieomn Tov aipatog propel va amattet Bepaneio e eappoka (1 TPOGAPLOYT TNG
50G0A0YI0G TV QUPUAK®Y TOL AAUPAVETE N)O1 Y10 VYNAN APTNPLOKT) TiEST).

. OpopPooeig (cuopnepthapfovouévng ev to Pabet pAefikng Bpdpupwong kot epoing) ot omoieg

umopel va amoartovy enciyovoa Oepaneio. Mmopel va £xete Opakikd aryog, Loayaviaopuo Kot

00VVIp1] O10YK®O KoL EpOPOTNTA, VYOOGS 6TO TOSL G CLUTTMOUATA.

Biyoc.

Agppotikd eEavOnpata, Ta omoia propel vo o@eilovton 6€ allepykn) avriopaon.

OoTiko6 1| poiké aryoc.

ZOUTTONOTO TOV TPOGOUOLALOVV pE YPim, OTmG KeUAaAyia, TOVOG Kol AAYOG OTIG

apBpaoelg, aicOnua advvapiag, piyn, eEaviinon kot {aAn. Avtd pmopel va etvar cuyvotepo

Katd Ty évapén g Oeponeioc. EGv mTapovcldoete auTd To COUTTOUOTO KOTA TN SIOPKELN TNG

éveong otn QAEPa, Lo fpadvtepn yopnynon g Eveong umopei va fonbnocet oto va

OTOPEVYOOVV TO, CUUTTOUATO OVTE GTO PLEALOV.

. EpvOpotta, kdyipo ko dhyog oto onueio g éveong.

. ALOYK®ON TOV 0GTPOUYILOV, TOV AKPOV TOLOV 1] TOV dOKTOAMV TOV YEPLOV.

. Alyog ppayiova 1] T0o100.

Oy ovyvic avemBdunTeg vEPYELEC
Avtég umopel va ennpedoovy €ng 1 ota 100 dropa.

. Yynia erineda kariov aipatog o omoio propel vo TpoKaAEGOUY U1 PLGLOAOYIKSO KAPOLoKO
pLOuo (vt etvon pia ToAH cuyvn avemBOUNTN evépyela o€ acbeveic Tov vVToPaiAovTol G
aipokdBapon).

Kpioeiwc.

Zop@opnon g pOTNG 1| TOV GEPAYOYAV.

Alrepykn avtidpao.

Kvidoon.

Zndvieg avemBOUNTEG EVEPYELEG
Avtég pumopet va ennpedoovv £og 1 ota 1.000 dtopa.

. YopuntOpotoe optyovg ariaciog e epvlpds ceipag (PRCA)
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Apyng amhacio g epuBpds oelpds onpaivel 0Tt 0 HUEADS TOV 06TAOV deV Tapdyel ApKETA
gpvBpoxvttapa. H apuyng amiacio g epubpdc oeipdg mpokaiei Ea@vikn ko cofapi) avarpio. Ta
CLUTTTORATO, EIVOL

. acvviiOotn e€dvrinon,
. aiocOnpa Cading,
. Aoyaviaopa.

H opync amlacio g epubpdc ceipdc avaeépdnke ToAd ondvia Kupimg o€ achevelg e veQpikn voco
Uetd omd unfvec £oc xpovia Oepameiog pe epoetin alfa kot GAia Tpoidvta mov dieyeipovy v
TOPUYOYT EPLOPOKLTTAP®V.

o Mmnopet va onueiodel avénon ota erinedo Tov aponetaiiov oto aipa (Bpoppoxvtrapa), To
omoia PUCIOA0YIKA eUTAEKOVTOL 6TN dnuovpyio Bpoufwv aipatog, Wiaitepa otV apyn TS
Oepaneioc. Avtd Oo to eAéyEet 0 yluTpog GOC.

o Bopid aliepyin avtidpaon mov propei va tepthapavet:
o TPNOUEVO TPOC®TO, YEIAN, GTOUM, YADGSA 1) AULUO,
. SVoKOAiD GTNV KATATOGT 1] OTNV AVATVOT,

o eEavOnua pe kvnopo (kvidwon).

. TIpoPAnua pe To aipa To omoio umopel vo TPOKaAEGEL AAYOC, GKOVPO 0VPa 1] avENEVN
gvotodnoia Tov 6EPITOC GTO MG TOL NALOV (TopPLPIaL).

Edv vmoPdAilecte o€ aipodoion:

o Mropet va, dnpovpyndovv Opéppor aipatog (0pouPmaon) oty avacTOU®GT TG
apokdBapong. Avto givorl mBavotepo va cupPEel €4V £xeTe YOUNAN 0pTNPLOKN TTiEon 1 OV
VILAPYOVY EMITAOKES GTO APTNPLOPAEPIKO cLplyYLd GOg.

. OpoépPor aipatog pmopel eniong va dnpovpyndovy 6To GVGTNHA OHOOOAISTG G0c. O Y1aTpog
060G UTOpEl va amopocioetl vo avéNoel T 006N NIupivng 60G KATd T SIAPKELD TNG
opokdfapong.

Evnuepdote Tov Y10Tpo 1] TOV VOGOKONO 60G ARECMS EGV OVTIANQOEITE OTOL0ONTOTE OO QVTEG TIG
EVEPYELEG, 1 €AV TAPATNPCETE OMOIECONTOTE AAAEG EVEPYELEG EVOSM AapPdvete Bepaneia pe TO
Binocrit.

Edv xémowa avemBountn evépyela yivetal cofapn, 1| av TopATNPNCETE KATOL0 OvemBOUNTT EVEPYELD
OV O&V AVAPEPETAL GTO TTAPOV PVAAO 00N yLdV, Tapakaleiche vo evnuep®oETE TOV YOTpd, TOV
VOGOKOLLO 1] TOV QAPLOKOTOLO GOG.

Ava@opd avemBOuNTOV EVEPYELOV

Edv mapatnpnioete kdmola avemfountn evépyeia, EVILEPMDGTE TOV YIUTPO, TOV PUPUOKOTOLO 1) TOV/TNV
VOGOKOUO GaG. AVTO 1GYLEL KOt Yio KGOe Thav| avemBountr evEPYELD TOL JEV OVOPEPETOL GTO TOPOV
@OALO 0ONYLDV YprionG. Mmopeite eniong va avapépete avemBounteg evépyetes anevbeiag, HEcw ToV
€0viKob GLGTNIATOG OVAPOPAS TTOL avaypdpeTol 6to [opdptnua V. Méowm g avapopic
aveTBOUNTOV EVEPYEIDV UTOPEITE VO fonONCETE GTI GLALOYT TEPIGGHTEPOV TANPOPOPLOV GYETIKG
LE TNV ACQPAAELD TOV TAPOVTOG PUPHAKOL.
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5. Iog va pvraccete To Binocrit

o To eappaxo avtd TPémel va puAGcoeTaL 6€ PLEPT OV dev To PAEMOVY Kol dgv TO POAvVOLY Tal
TodLd.
. Na pn ¥pMoonoteite ovTod TO PAPLOKO LETE TNV Nuepounvia AENG TOL OVOQEPETOL CTNV

gmoNpaven Kot 6to kouti petd v "EXP". H nuepounvia ANéEng eivar 1 tedevtaio nuépa Tov
VO TOL OVOPEPETOL EKEL.

o dvrdooete kou petagépete og yoyeio (2 °C-8 °C).

o Mmropeite va fydAiete to Binocrit é£m and 1o yoyeio kot va To puAdocete o Oeppokpacio
dopatiov (¢mg 25 °C) yia xpovikd ddotnpa péxpt 3 nUepdv. AO TN GTLYUT TOL Lt GUPLYY
&xet Pyet amod to yoyeio katl n Beppoxpacio g £xel pTacEl o Bepprokpacio dwpatiov (€mg
25 °C) mpéme gite va ypnoionondel viog 3 nuepadv gite vo amoppLedei.

. Mnv katoyoyete 1| avakKiveite.

. DuAdoceTe 0NV OPYIKN CLGKEVAGIN Y10 VO TPOGTATEVETAL OO TO PG,

No pn ¥p1oLoToLEiTe 0VTO TO PAPLLOKO EAV TOPAUTNPTOETE

. mePINTOON TOL Yvmpilete 1 moTeveTe OTL pmopel va Exel Katd Adbog katoyvybel, 1

. mepinton PAGPNG Tov youyeiov,

. TEPIMTWOOT TOL TO VYPO EYEL YPOUATIOTEL 1] €AV pmopeite va dgite cmpatiow vo emmAEovy Héoa.
og avto,

. TEPITTOOT OV 1| GPPAYIoT £XEL TOPAPLUCTEL.

Mnyv ntetdte @appoka 6to vepo TS amoyiTevons. Potiote Tov poprokomold cag ylo 1o Tme va

TETAEETE TOL PAPLLOKO TOV OEV YPNCIUOTOLEITE Lo AVTa To uéTpa o fonbfcovy 6Ny TpocTacic TOL

nep1PaiiovToc.

6. Iepreyodpevo TG oVOKEVOGING KOl AOTES TAN|pOPOpieg

T wepréyer To Binocrit

- H dpaotkii oveia givan: epoetin alfa (yio v mosodtnTa PA. TOV TIVOKA TAPAKATO).

- Ta drrha oveTaTIKE givar: vATplo pOoEopkd dIeOEvo d1HdPIKO, SVATPLO POCPOPIKO
SoP1Kd, VATPLO YA®PLOVYO0, YAVKIVN, ToAvcopPikd 80, vdpoylmpikd o&v (yia phOuen tov pH),
vatpiov vopoeidio (Yo pHOon Tov pH), kot VéWp Yo EvEsUQ.

Ep@avion tov Binocrit kol mepieyépeva tg cVGKELAGIOG

To Binocrit Tapovoidletor g éva d10vYES, Aypmpo evEsio dtAvpa o€ TPoyEGHEVT oOptyya. Ot
GUPLYYEC EIVOL COPAYICUEVEG LEGO GE LILOL KOYEAT).
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Mopon AvtioToyy e popeés o¢ MocétnTa
moc6TNTA/6YKO Y10 KGOE epoetin alfa
TEPLEKTIKOTN T

Ipoygpopéveg cvpryyeg” | 2.000 TU/ml:
1.000 1U/0,5 ml 8,4 kpoypoppapio
2.000 IU/1 ml 16,8 pikpoypappdpla
3.000 1U/0,3 ml 25,2 LIKpOYPOLLAPLOL
4.000 1U/0,4 ml 33,6 wkpoypoppdpio
5.000 1U/0,5 ml 42,0 Kpoypoppapto.
6.000 1U/0,6 ml 50,4 pikpoypappdpio
7.000 1U/0,7 ml 58,8 pikpoypappdpio
8.000 1U/0,8 ml 67,2 WIKpOYpPOLLAaPLO
9.000 1U/0,9 ml 75,6 pikpoypappaplo
10.000 TU/1 ml 84,0 pucpoypappdpro
40.000 IU/ml:
20.000 1U/0,5 ml 168,0 pkpoypappdpio
30.000 1U/0,75 ml 252,0 pukpoypappdpio
40.000 1U/1 ml 336,0 wkpoypouudpio

*Méyebog cvokevaciag 1, 4 1 6 Tpoyepicpévng(-ov) oopryyag(cvpilyyov) pe 1 xmpic TpooTaTenTIKo
KéAoppo BeAdvnc.
Mmropei va. uinv KuKAOQPOPOLY OAEG Ol GUGKEVAGIEC.

Kétoyog Gocrag kuokhogopiag

Sandoz GmbH
Biochemiestr. 10
6250 Kundl
Avotpia

Mopaockevaotic

Sandoz GmbH
Biochemiestr. 10
6336 Langkampfen
Avotpia

I'a omo1admoTE TANPOPOPIN GYETIKA LE TO TOPOV POPULOKEVTIKO TPOIOV, TAPAKAAEIGTE VO
amevBuvbeite otov Tomiko avtitpdésmmo tov Katdyov g Adetag Kvkiopopiag:

Belgié/Belgique/Belgien Lietuva

Sandoz nv/sa Sandoz Pharmaceuticals d.d filialas
Tél/Tel: +32 2 722 97 97 Tel: +370 5 2636 037

Bbbarapus Luxembourg/Luxemburg
Canno3 bearapus KUT Sandoz nv/sa

Ten.: +359 2 970 47 47 Tél/Tel.: +322 722 97 97

Ceska republika Magyarorszag

Sandoz s.r.0. Sandoz Hungaria Kft.

Tel: +420 225 775 111 Tel.: +36 1 430 2890
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Danmark/Norge/island/Sverige
Sandoz A/S
TIf: +45 63 95 10 00

Deutschland
Hexal AG
Tel: +49 8024 908 0

Eesti
Sandoz d.d. Eesti filiaal
Tel: +372 665 2400

E\rada

SANDOZ HELLAS MONOITPOXQITH A.E.

TnA: +30 216 600 5000

Espaiia
Sandoz Farmacéutica, S.A.
Tel: +34 900 456 856

France
Sandoz SAS
Tél: +33 1 49 64 48 00

Hrvatska
Sandoz d.o.o.
Tel: +385 12353 111

Ireland
Rowex Ltd.
Tel: +353 27 50077

Italia
Sandoz S.p.A.
Tel: +39 02 96541

Kvbmpog
Sandoz Pharmaceuticals d.d.
TnA: +357 22 69 0690

Latvija
Sandoz d.d. Latvia filiale
Tel: +371 67 892 006

Malta
Sandoz Pharmaceuticals d.d.
Tel: +35699644126

Nederland
Sandoz B.V.
Tel: +31 36 52 41 600

Osterreich
Sandoz GmbH
Tel: +43 5338 2000

Polska
Sandoz Polska Sp. z o.0.
Tel.: +48 22 209 70 00

Portugal
Sandoz Farmacéutica Lda.
Tel: +351 21 000 86 00

Romania
Sandoz Pharmaceuticals SRL
Tel: +40 21 407 51 60

Slovenija
Sandoz farmacevtska druzba d.d.
Tel: +386 1 580 29 02

Slovenska republika
Sandoz d.d. - organiza¢nd zlozka
Tel: +421 2 50 70 6111

Suomi/Finland
Sandoz A/S
Puh/Tel: +358 10 6133 400

United Kingdom (Northern Ireland)
Sandoz GmbH
Tel: +43 5338 2000

To mapév pviro 0dNYLOV Yprions avabempOnke Yo TelevTaia popa otic {MM/EEEE}.

Aemtopepeic TANpoeopieg Yo T0 PAPLOKO aVTO givol S1BEGIES 6TO dIKTLOKO TOTO Tov Evpmmaikod

Opyaviopov @apudxmv: http:// www.ema.europa.eu.

Odonyieg Yo To TOG B KAveTE TNV £vEGT GTOV €0VTO 060G (Y10 060EVEIC LE CUUTTORATIKT] OVOLRLIOL
OV TPOKUAEITAL OTTO VEQPPLKY] VOGO, Y10 EVIjAIKES 0o0eveig Tov vToPdrilovTtan o€ ynueodepansioa,
eVIIMKEG 0.60€vVEig TOL Eivarl TPOYPORNOTIGREVOL Y10 0pBOTEIIKT YELPOVPYIKT emépfaon 1)
gviiAMkeg a.o0gveig pe pueELodVOTAAGTIKA GUVOpPONA POVO)
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AVt 1 EVOTNTA TEPIEYEL TANPOPOPIES Y10 TOV TPOTO LIE TOV OTOI0 UMOPEITE VO KAVETE POVOL OOG TNV
éveon tov Binocrit. Eival onpuavtiké va pnv emyeip1)6ETE va KAVETE £VEGT POVOL 060G TaPd Poévo
€0V £YETE E10IKA EKTALOEVTEL 00 TOV YL0TPO 1] TN voonrevTpld cac. To Binocrit diatiBeton pe 1
Y®PIC TPOSTATELTIKO KAAVUPO BELOVIG KL O YI0TPOG 1) 1] VOGN AELTPLA oag Oa cag dgiéel Tdg va, To
ypnowtonoteite. Eqv éxete amopieg oxeTikd e T Yopnynom g EVeong 1 edv £yeTe omolEcONmOTE
EPMTNOELS, Tapokareiobe va (ntioete T fonbela Tov YaTpov 1 TS VOOHAELTPLAS GO,

[MPOEIAOITOIHXEH: Mnv xpnolonotcete €4v 1 cOpyyo ERECE o€ pia OKANPN EMQAVELL 1] ETECE
LETE TNV 0paipesT) TOV KOADUPATOS TNG PEAOVAS. MMV YP1CILOTOMGETE TNV TPOYEUIGUEVT] GUPLYYO
Binocrit edv sivon onacpévn. Emotpéyte v mpoysicpévn cOptyya pall pe tnv apyikn g
GLOKELAGIO 6TO PappaKeEio.

1. ITAdvete ta yépla cag.

Aogaipéote pio cVpLyyo amd TN CLOKELOGIN KOl APALPEGTE TO TPOCGTATEVTIKO TAOLM OO TN

Beddvn ovpryyag. Ot cupryyeg @Epovy avayAueovg dtofabcuévong dSoKTLAIOVG, £T61 MOTE Vo

glvar duvarn n pepikn xpnon edv anorteital. Kabe dofabduiopévog daktiioc aviiotoryel o

oyko 0,1 ml. Eqv amatteiton peptkn ypnomn g cOpLyyos, apalpEote To TePicolo SteAvpa Tpv

™V éveon.

KoBapiote 10 déppa oty meproyn g £veonc, okovmilovids TV e OvOTVED L.

Zymuatiote puo TToyn oto 0éppa mECovtag To SEPIA LETAED TOV AVTIXELPO KO TOV OEIKTT.

5. Eiodyete ™ Belovn péoa oty TTuyn ToL dEPUATOG LE Ui YpTyopn, otabepn kivnor. Kdvete
v éveon Tov dloAvpatoc Binocrit Onwe oag £xet vmodeilet o yiorpdc oag. Edv éxete
apeIBoriec, pOTAGTE TOV YIOTPO 1) TOV PUPLOKOTOLO GOG.

B

IIpoyeuiopévn ovpryyo ywpic TpootatenTikd KaAvuuo feAdvng

6. Q0Onote 10 EuPoro apyd Kot otabepd eEakolovddvTag va KpaTdTte 10
dépua oag.

7. AoV gvéaete T0 VYPO, AEUPESTE TN PEAOVN Kal EAevBepdoTe TO dépUOL
60c. Aoknote Tieon TAvo oTo onpeio TG Eveong e éva oTeyvo, oTEIPO
emibepa.

8. Kda0e mpoiov mov dev €xet ypnopomombei ) vroOLep TPETEL VO }, ht
oamoppipbei. Xpnoyonomote ke cOptyya povo yia pio Eveon. T

D)

IIpoyeuiopévn olpryya Le TPOoTOTEVTIKO KaAv Lo BEAOVNC

6. Evo kpatdte 10 déppa cag, mBnote 10 EUPoro apyd Kot otabepd péypt
va yopnynOei 6An n d60M Kot v unv pmopei to EuPoro vo meoTel
TEPAITEP®. AEV TPEMEL VO, YOAUPADCETE TNV TIEST) TOL AIOKEITE GTO
éupoio! )

7. AoV gvéaeTe TO VYPO, OQUIPESTE TN PELOVT EVG draTnpeite TNV Ttigon \
070 £UPoro Kot petd ehevbepdote T0 OEppa GOG. AGKNOTE TiEON TAV® Pai—
610 onueio g éveong ue éva oteyvo, otelpo emibepa. I3

8. Aognote 10 éuPoro. To mpootatevTikd kKaAvppo e feAovng Ba
petaxvn0el ypryopa yio vo KoAvyel T PEAov.

9. Kdabe mpoiov mov dev €xet ypnoomomei ) vrorepa Tpénel va amoppiebei. Xpnoiponomote
Ké0e cOpLyya povo yia pio éveon.

103



	ΠΕΡΙΛΗΨΗ ΤΩΝ ΧΑΡΑΚΤΗΡΙΣΤΙΚΩΝ ΤΟΥ ΠΡΟЇΟΝΤΟΣ
	A.	ΠΑΡΑΣΚΕΥΑΣΤΗΣ ΤΗΣ ΒΙΟΛΟΓΙΚΩΣ ΔΡΑΣΤΙΚΗΣ ΟΥΣΙΑΣ ΚΑΙ ΠΑΡΑΣΚΕΥΑΣΤΗΣ ΥΠΕΥΘΥΝΟΣ ΓΙΑ ΤΗΝ ΑΠΟΔΕΣΜΕΥΣΗ ΤΩΝ ΠΑΡΤΙΔΩΝ
	B.	ΟΡΟΙ Ή ΠΕΡΙΟΡΙΣΜΟΙ ΣΧΕΤΙΚΑ ΜΕ ΤΗ ΔΙΑΘΕΣΗ ΚΑΙ ΤΗ ΧΡΗΣΗ
	Γ.	ΑΛΛΟΙ ΟΡΟΙ ΚΑΙ ΑΠΑΙΤΗΣΕΙΣ ΤΗΣ ΑΔΕΙΑΣ ΚΥΚΛΟΦΟΡΙΑΣ
	Δ.	ΟΡΟΙ Ή ΠΕΡΙΟΡΙΣΜΟΙ ΣΧΕΤΙΚΑ ΜΕ ΤΗΝ ΑΣΦΑΛΗ ΚΑΙ ΑΠΟΤΕΛΕΣΜΑΤΙΚΗ ΧΡΗΣΗ ΤΟΥ ΦΑΡΜΑΚΕΥΤΙΚΟΥ ΠΡΟΪΟΝΤΟΣ
	A.	ΕΠΙΣΗΜΑΝΣΗ
	B. ΦΥΛΛΟ ΟΔΗΓΙΩΝ ΧΡΗΣΗΣ

