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3. grusaianiamaila: (USP 38)

3.1 Finished product speaﬁcatnon Levetiracetam oral solution

o | Testitems

Specn"lcatxons

2.1.1 | Identification

Meet the requirement

3.1.2 | Assay

90.0 - 110.0 % L.A. of Levetiracetam

3.1.3 | pH

48 -63

3.1.4 | Bacterial enumeration test and

Test for specified micrcorganisms

- Total aercbic microbial count NMT 100 cfu/mil
- Totat yeasts and molids count NMT 10 cfu/ml

- Test for absence of Escherichia coli

3.1.5 | Impurities

Meet the reguirement

3.2 Drug substance speaﬂcatlon Levetiracetam

%}a Test Items

 Specifications

321 Identlﬂcatlon

Meet the requirement

3.2.2 | Assay

98.0 - 102.0 % L.A. of Levetiracetam

3.2.3 | Water determination

NMT 0.5 %

3.2.4 | Impurities

Meet the requirement
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