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- Potency in normocythaemic mice (in vivo) | @o-elod%
Immunoassay (in vitro) & ELISA ¥38 EIA | A57aRTU
enzyme Lirjked immunosorbent  assay), |

RIA (Radicimmuncassay)

oH ooo-el.d

b

&,

Dimer&related substances of higher molecular | NMT lbo.o%

weight (¥38 aggregate protein)

&.  Bacterial endotoxins Less than o IU/eo,000 iu of erythropaoietin -
o, Sterility | 579U |
s Particulate matter
size > @o uUm NWT 9,000 particles/container
- size > lo& ym __ NMT oo particles/container |
<. Water content NMT &.0% w/w i
- |

&

(Wn9a175738 Bavievynad)

UTEITUNTIUNTT A33UNTT

( w9anwu Usewdu )




o.le Drug substance specification : Erythropoietin concentrated solution

e — ——— —_—

AuauUAnImAina ! specification

quwncun"'" A3

Biological assay WARINANIINSINOL1LADE1IMTLS

n polycythaemic mice (in vivo) NLT eoo,000 IU/mg protein
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m. Protein content go-albo% of stated concentration

Dimer&related substances of f“|gher maol ﬁular NM. lo.0%

mass (138 ageregate protein)

& Sialic acids Minimum eo mol of sialic acids/mol of
] | erythropoietin
! ©.  impurity |

Host cell-derived protein AT

_ ~ Host cell and vector-derived DNA P9I

@ Amino acid sequence analysis ATIVNU

=.  Peptide mapping ' | AT
—:r. Bacterial endotoxins | NMT wo.lU/eoo,000 iu of erythropoietin

‘\
@M USEFIUNITUNTS

auluduy g

o. dlavesFFeud N weenans w%faumaﬁa%%‘maahaﬂmﬂﬂa%’iﬁ'}m%waamﬁaﬂﬁaﬁ
6.6 Laﬂm'ﬁmﬂﬁ‘%’uwmwwﬁumﬁauﬁw%"usm{,ﬁaﬁ?ﬂmhaiuUimelwa wazduas (declare) wvanas
o.0.0 luiWgmstunsdiousii$un (muls ve.m vo.) wdwsngdl, erfindelulsswelne
(Ve ‘mE..g,.‘:.s.:“ﬂ-j-wfwLﬁa:ﬁ‘]umam.iam'ﬁ'q(wmfﬁﬂ Nt.an), ?'WﬂﬂL%’T{-Wﬂ@hdtimﬁ (vueds nu.e)
oo 10 ‘Lw“’*‘-m*ﬁum?auu 1 Lo Y30 .6 YBeeTiausInT wiausande GWJ‘ET”H
AILAUAUATWYE puAnS st une oy (finished product  specification) ﬂ‘smam winamsAsuuas
wRALRLS Tasuuenasvisdunnmatentsuautly (8.¢) imseu finished product  specification
uay/v30 Drug substance specification lagweudlunawiuusemalsymnsendEnnseiing wasliiy o ¥
o TutsemausemasIBidansefing
@.o canaﬁ.‘i%‘uamwmg‘mmwﬁmm
0.0.0 NislinaRuTluLsunAlng guanasfosfidinminerisdoiusowns IFIWNIINES
HIRIUVANLNG P;«mmwawﬁlumﬁwa?m PIC/S (pharmaceutical Inspection Co-operation Scheme) 1ot
W83 PIC/S participating authorities viapillenansiusauns UM INane MU ninusiLar IS
lumsnBneivesdrdneunnenssuniIseviswazen ATENTNATITUAY Fatvuatulasiicannadas
wazvindivufundninasiuazimsidlunsudeen Picss  Tumnefiaueasie AUUAIAARILTDUATS

psrasLleeinanissusesnuyse nAYsENIRsIABENnIaNNa
é’\/ AISUNTS
VUt




oo n3difugrdudnanasuseine guindeadindededuwinindravidsdaiuses
11"cv-'s'agmﬂ"ifq%ma“.m":amé’mﬂmﬁ%ﬁﬁiummﬁmm PIC/S (pharmaceutical Inspection Co-operation
Scheme) Iauviie41u PIC/S participating authorities atdugansusaunisasinasulseinanisiusasis
TusrTALsENInTIABENVSetind vioangnaendn wauensel
o tonanendnuaret s

o6 HANINTIVIASIERRUNMNER ST VO (certification of analysis) Tugnguidauly
FIBEN

an. f;‘ﬂéi;f}i“@"-ﬁaa;'&u}“q gneEneL NNl & vials Gﬁa"'uﬁ]‘]LLWLLLH@QﬁW&ﬁ»s@&@lﬂﬂ?U JusufinIvLaly

©

wdaananT R lutnsuluiuiuauase

€. MIUTENUAMM WY dILDY
DJ 1 i [ 2 & =4 w U 1
<o agvasfidweudethidesnit o U duainiudwey
<lo sMNNIARidINavIrAsdsd A mansluiuTeman I TIRIAT e uid e UL wuds

wegluTinsevingAvanwndningRuildndnaiquiidsay

&m JU :.w?a*stLtaaummam’Lnawm’nstﬁLu’Jmﬂmsta'auamwmat'aum'a"lmmumwm
€& NTTLUNSVUEMUU cold chain system ﬁlmﬂmgm

&, Lanansoue

& WanWaN1SANY long term stability AasaIt@1gas MTUNTeuld

&b UIEmdasuInasyringe 2u1m o miNeedle boxe”wazNeedle beixe/o” 8t 9YU0E @ 99
8 & vial

o, MIdselluausedndnwmasia (Price Performance) s18agiduasmuanadnsuseninsiaisidnnsonng

PNWJ e LIFIUATIUANS

. @ l)

=
wf]
af|
;e
=
—
afl

oo Ll

( UNENBUL UsziRy ) (W9E1s751 awezuad)




