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Procaterol HCl 25 microgram tablet

Fown Procaterol HCI 25 microgram  tablet
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3.1 Finished product specification
48 Test items Specification
Identification Complied with finished product specification
2 Assay 90.0 — 110.0% of the labeled amount of
Procaterol HCI
3 Uniformity of dosage units* Complied with finished product specification
a4 Disintegration NMT 30 min
5 Disolution Q 2 85% in 15 min
6 Water content NMT 3.2 %
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3.2 Drug substance specification :
Procaterol Hydrochloride Hydrate JP

48 Test items 1 Specification
1 Identification  Meet the requirement
2 Assay NLT 98.5% of procaterol HC
(on the anhydrous basis)

3 Heavy metals . Not more than 10 ppm
4 Water 25-33%

. 5 Residue on ignition NMT  0.1%
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n. enf1szyneglungy Biopharmaceutics Classification System (BCS) Class 3 %38 4

9. 1NAATEN1ITNWILAY (narrow therapeutic index drugs)
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