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o.e Finished product specification

- Identification Test m’m&immmﬁszﬂu Finished product specification
- YFunausnendnagy @&.o - @od.o Wlabel amount

- Uniformity of dosage units mmﬂhummﬁ'izﬂu finish product specification

- Dissolution test Not less than e/&% (Q) in mo minutes

- High Molecular Weight Proteins  Release NMT o.&%
Shelf life NMT @.0%

- Impurities Release NMT &.0%
Shelf life NMT @0.9%

- TAMC NMT @o™ CFU/g

- TYMC NMT @o® CFU/g

- Escherichia Coli Not detected
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b.ln Raw material Specification

- |dentity test maﬂﬁhummﬁisﬂu Raw material specification

- Content 0.00& - ®.00 Mg/Mg

- High Molecular Weight Proteins  NMT o.c%

- Sum of Impuirities NMT .:n%

- TAMC NMT o™ CFU/g

- TYMC NMT @o® CFU/g

- Escherichia Coli maﬁ]ﬁhummﬁﬁzqiu Raw material specification
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1W3au finished product specification Lag/#se drug substance specification
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(Pharmaceutical Inspection Co-operation Scheme) lagnuageu PIC/S participating authorities
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Aty (drug substance)
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