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90.0 - 110.0% L.A. of Hydratazine hydrochloride
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1
2
3 | Uniformity of dosage units*®
a4

Dissolution*®

NLT 75% (Q) of the labeled amount of
hydralazine HCl is dissolved in 45 min

3.2 Drug substance specification: Hydralazine hydrochloride
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1 | Identification

: I CJ i - o 5 - = ; ..‘. ... _ :
m’mmumumquu Drug substance specification

2 | Ysunaudengeay

98.0 - 102.0% L.A. of Hydralazine hydrochloride
(en the dried basis)

3 | Impurities
- Residue on ignition

- Organic impurities: Total

impurities

NMT 0.1%
NMT 1.0%
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- Limit of hydrazine NMT 0.001%
4 | pH 35-42
5 | Loss on drying NMT 0.5%
6 | Water-insoluble substances Weight of the residue does not exceed 10 mg
(0.5%).
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