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1. Appearance of the solution m’i’;ﬁ]c\i’mwmﬁizﬂu finished product
specification
2. Identification AONLARINANITNTIADENURY 1735 1w 575
Teun

- CZF %39 IEF

- PAGE taz/#50 immunoblotting

- Peptide mapping / LC

- Anti viral activity

- HPLC
3. pH m’sﬁ]&i’mm’mﬁizﬂu finished product specification
4. Osmolality G}i’;ﬁ]ﬂhum’mﬁizyﬁlu finished product specification
5. Sterility sterile
6. Bacterial endotoxins 14i31nn31100 endotoxin units/mg of
peginterferon
7. USunaudnendneay 84.0 - 116.0% of labeled amount of

o

peginterferon
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8. Purity 1m835 HPIEC %38 HPSEC maﬁ]ﬁhumuﬁizﬂu finished product specification
/ Impuritiesta oxidised forms , dimers
and high molecular weight substances

9. Anti Viral Assay 50 - 150% of the stated potency.

10. Wspywilaves preservative Mldlunansinsise
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1.2 Tudvetunzdous ve. 1 veseiauesen niouseagideaitenismuaunmnn
yasnansnminuiitunzdeul’ (finished product specification) ﬂiaﬁﬁagﬁwdwmi
WasuwlasuAludindiy ssfosuuienaisnisventlonindoy  finished product
specification
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products
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3.1 NAMINTIVIAPRAAMN NGNS UNV0ERER  (Certification of analysis) Tuensuiids
Jusee

a

3.2 HANIATINATIEIRUAMNINGAU (Raw material) vesed@dgildlunsndng13un
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3.3 densnnadrgyresantluluinseiingau taun
- 01%u197n recombinant-human peginterferon AB4LEAINANITATIY residual

host cell DNA &g residual host cell protein
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5.1 D1gvosedswevdosliitosndt ... (fow / U wmusinsal ) duaniudeey

5.2 gmnneiidmey wxdesddiunwiieluiusesmanInTaiinngiojuidaeuves
duanuazlulieszingurestinan ingauiilinanejuiidmey
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5.4 fanpazdesiuasusileilndvuneny viedlafnnisidenannieusnislag rou
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5.5 flsUUNSYUAIUY cold chain system lFiATsIU

6. LONAITOU)

6.1 WARIHANTSANYY Long Term Stability naantiiengyesennTuneleull
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