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3.1 Finished product specification:

VD Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay 95.0% - 105.0%

3.1.3 | Dimension
Diameter of capsule cap 5.7 = 5.9 mm Mean from 10 individual values

Length (Mean value) 15.6 — 16.2 mm Mean from 10 individual values

3.1.4 Particulate contamination

Particles < 10 pg < 90,000 Particles/capsule
Particles = 10 pg < 900 Particles/capsule
Particles > 25 pg < 35 Particles/capsule
3.1.5 | Water content 8.7% — 10.2%
3.1.6 | Active ingredient degradation Meet the requirement

3.1.7 | Uniformity of dosage units Meet the requirement




3.1.8 | Delivered dose uniformity
Single value 65 - 135%
Mean value 50 - 120%
3.1.9 | Aerodynamic fine particle dose <5 g
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