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7.3.1 Finished product specification:

fo Test items Specifications
1 | ldentification Meet the requirement
2 | Assay 90.0-110.0% of the labeled amount of Olanzapine
3 | Dissolution NLT 80% (Q) of the labeled amount of
olanzapine (C17H20N4S) Is dissolved
4 | Uniformity of dosage units | Meet the requirement
5 | Organic impurities
- Olanzapine open ring{ - Notmore than 0.5 %
analog
- Olanzapine tactam - Not more than 0.5 %
- Not more than 0.5 %
- Qanzapine related
compound B
- Not more than 0.5 %
- Olanzapine thiolactam Not more than 0.5 %
- Olanzapine related
Compound C - Not more than 0.5 %
- Olanzapine - acetyl open - Not more than 0.2 %

ring analog

- Any individual unspecified
degradation product

- Total impurities

- Notmore than 1.5 %
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7.3.2 Drug substance specification: Olanzapine

49 Test itemns Specifications

1 | !dentification Meet the requirement

2 | Assay 98.0-102.0% labeled amount of Clanzapine
3 | Residue on ignition Not more than 0.1 %

4 | Organic impurities

- Olanzapine related -~ Not more than 0.1 %
compound B

- Olanzapine related - Not more than 0.1 %
compound A

- Chloromethyl olanzapinium - Not more than 0.15 %
chloridec {if present)

- Any individual unspecified - Not more than 0.1 %

degradation product

Not more than 0.4 %

- Total impurities

5 Water determination Not more than 1.0 %

T Y
- ¥ Uniformity of dosage units wag Dissolution Tuuulenansuaniswazideanants
- | Y
arviased minlildudeneasidoaidudnaslilulu coa
at of - v v - 3 val v

- nsdifivaveduudininiy (wave) nsnsivianesisenisia duwaasenansudngu
fanamildFuayide

- Drug substance specification Ri915auna1nluiasieiuesduiin drug substance w3aly

- «

T o ) v a - - ¢
Naser drug substance vesddnerduiegy atulaatunils Tnefinmmaelinseiasunn

. |
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