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@ Sterility Sterile
&. Bacterial endotoxin NMT lo.¢ EU/mL of erythropoietin
. Osmolality blod - bald MOsm/ke
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a.ln Drug substance specification:

Erythropoietin concentrated solution

Test items

Specification

®. ldentification

Meet the requirement

lo. Biological assay (Potency)
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In polycythaemic mice (in vivo)
In normocythaemic mice (in vivo)
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NLT @oo,000 IU/mg protein

m. Protein content o - @wo% of the stated concentration
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Meandunaudnsuzianizyase uwuiesenamsmsdndaiyiusien
1avl oow / lo&ow
5980157 o Recombinant human erythropoietin (Epoetin Beta) &,000 IU/o.en mL prefilled
syringe injection
AUUTEN AN INGUATIVSI

e. ToBN Recombinant human erythropoietin (Epoetin Beta) &,000 IU/o.en mL
prefilled syringe injection
b. AuAUURNIY
.0, JULUY Huunannifedmivdadiléiom viedadmasaidond
lo. dulsznou Uszneumedien Erythropoietin beta ¢ o000 IU Tut§inas o.m ml
b AMMULUTIY USILUAUEUTIREEnUTAIInde vl prefilled syringe
. 281N
- syyienn wiedennan1sf druusznaudiendifty YUIAAULTIVEIET LAY
nuouiiue aviinan Tuiindnuas Tunumeny
- VuMYuEUIIEN egntieedassrylerviedeniimsdn dauusznou vuna
AULTIVNET arTiNER Tuvunenylitaau
o. ANANUANIUNALA
Han1sasIviassviaun miluluanu finished product specification uay drug substance
specification fignadsnnindesinduatuiieiu deldaamaidoudeditinnuanenssunisomsuayen
nIEnTNAsINgY etndwinFuilisrBafeaduatiuiifieuvinvielminiumsgiundasiiulassu
Wik AIUTENANSENTNEANGIILEY (309 SEYRIIEN WAlbdbe adiull b FunAY bebe (@aUsEna
Tus19AUNETUT oo NUATRLS bebl) wariiosszydiue) UV ) WAoo asiufl m
AINYIAY ool (AaUsENAluTITRITIYUNTUT oo NSNYIAN oéDle)
wilumsfinsan utusaeiivvesrunssunsinnsmise

en.@. Finished product specification:

0 Test Specifications

® | Identification Complied with finished product specification

o | Biological assay

wanaan13nsavesslaogmil
- Potency in polycythemic mice (in vivo) @o.0 — elbd.o% of labeled amount
- Potency in normocythemic mice (in vivo) | @o.o — elbd.c% of labeled amount
- Immunoassay (in vitro) 14 ELISA Mo RA | «o.0 - @wo.0% of labeled amount
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e | pH (Acidity or alkalinity) 0.5 - o
Dimer and related substances of higher Not more than .0%
molecular weight (138 ageregate protein)
& | Bacterial endotoxins Less than o IU/eo,000 U of erythropoietin
b | Sterility Sterile
o | Particulate matter
- Size 2 @0 pm Not more than 000 particles/container
- Size 2 lo& pm Not more than boo particles/container
a.lo. Drug substance specification
D) Test Specifications
@ | ldentification Complied with finished product specification
o | Biological assay
wanamanInsvesnslnesnamils
- Potency in polycythemic mice (in vivo) Not less than @oo,000 IU/mg protein
- Potency in normocythemic mice (in vivo) | Not less than @oo,000 IU/mg protein
e | Protein content wo — @wo% of stated concentration
& | Dimer and related substances of higher Not more than .0%
molecular weight (W38 aggregate protein)
& | Bacterial endotoxins Not more than o IU/eoo,000 U of erythropoietin
o | Sialic acids Minimum @o mol of sialic acids/mol of erythropoietin
@ | Amio acid sequence analysis Complied with finished product specification
@ | Impurity
- Host cell-derived protein Complied with finished product specification
- Host cell and vector-derived DNA Complied with finished product specification
« | Peptide mapping Complied with finished product specification
VUGN
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- Drug substance specification #9159 NTUAATIwRYRIRHAR drug substance ialudiasievt drug
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ﬂmﬂﬂwﬂaanﬁmﬁm»’mmﬁﬁwzLﬁEJu (finished product specification) wazdafiinun
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nidlewanlulsmalneduinfadilenarsiusewnasgIunsnaneImIumanInuYiLay
FBnsfirluniswdnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) g
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<.a.¢. nydlflueingu Biological products 7idiu Vaccine, Blood product #iesiitanatssuses
FUNINER (Lot release) NNITUINGIPNARTNITUNNE NTENTHAITITNGY
c.ao. nidililienfunuy Orgina)  HuanamdngiunisAnerfiuansindundafusiing
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wag US FDA
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