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5. Related substances - By Liguid chromatography
- Impurity A, B, C : for each impurity,
: NMT 0.3%

- Unspecified impurities : for each
impurity, NMT 0.1%

- Total impurities : NMT 0.6%

- Disregard limit : NMT 0.05%
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1. dSnmdedng

98.5 — 101.0% of Finasteride

(Calculated on the anhydrous basis)

98.0 — 102:0% (dried substance)

2. Identification

By Infared absorption : #373H1%

By Infared absorption : @119k %

3. Specific rotation

-56.0° to -60.0° (at 405 nm)

+12.0° to +14.0° (dried substance)

4. Water NMT 0.3% -
5. Residue on ignition NMT 0.1% -
6. Heavy metals NMT 0.001% -

By liguid chromatog‘ raphy
0.5% - Impurity A : NMT 0.3%

- Total impurities : NMT 1.0% - Impurity B ;: NMT 0.3%

- Impurity C : NMT 0.3%

- Unspecified impurities : for each

impurity, NMT 0.1%

- Total impurities : NMT 0.6%

- Disregard limit : NMT 0.05%
NMT 0.5%
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7. Related substance - Any individual impuriry : NMT

8. Loss on drying -
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