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Test Items Specification
1. Identification mmmumuﬁizﬂu finished product specification
2. Assay (Content) 99.8-110.3 % of the LA of Doxazocin
3. Dissolution NMT 30% (Q) Tu 4 F3lag
35-75% (Q) Tu 8 Falus
NMT 80% (Q) Tu 16 Falus
4. Content uniformity mmmumuﬁ'izﬂu finished product specification
5. Content of water NMT 2.0 %
6. Content of Acetone NMT 200 mcg/tablet
7. Total aerobic microbial count NMT 1000 cfu/g
8. Total combined Yeasts/Mould count NMT 100 cfu/g
9. Degradation product
- Unspecified NMT 0.2 %
- Total NMT 1.0 %
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(Drug Product) NlA3UN153U509U1MIF1U GMP-PIC/s w3aLieuiin
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a ]
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5.2 NaMINTIVIATIERAUN N IRgAUYeIR LAy (Certificate of analysis of drug substance)

o a
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substance) 10 5.2 fluguNsHaRveINGRiagied@ 593U (finished product) 98 5.1
5.4 Nan15ANW long term stability 91W3U 3 SUNMWER InefoUsEnaUmIY
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