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b.e Finished product specification
- Identification Test
- USinaushendrdey
- Uniformity of dosage units
- Dissolution test
- High Molecular Weight Proteins

- Impurities

- TAMC
- TYMC

- Escherichia Coli

m.ln Raw material Specification
- ldentity test
- Content
- High Molecular Weight Proteins
- Sum of Impurities
- TAMC
- TYMC

- Escherichia Coli
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vsuTiszylu Finished product specification
a&.o - @od.o %label amount
nsIEuamdiszylu finish product specification
Not less than e¥&% (Q) in eno minutes

Release NMT o.¢%

Shelf life NMT @.0%

Release NMT ©.0%

Shelf life NMT aa.e%

NMT @o® CFU/g

NMT ®o® CFU/g

Not detected

n3avsusaiiszylu Raw material specification
o0.0& - ®.00 Mg/mg

NMT o.e%

NMT &.en%

NMT @o® CFU/g

NMT @o® CFU/g

pyIaEuALsyylu Raw material specification
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(Certificate of GMP Active Pharmaceutical Ingredient (API))
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#13 ICH guideline QenD, USP way EP (61i)
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Good Distribution Practice (GDP)
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