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Mesalazine 4 ¢/60 mL rectal suspension
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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% of labeled amount
313 | pH 40-5.0

3.1.4 | Particle size
- Size < 30pum 90%
- Size < 10um 50%

3.1.5 | Impuirities
- Any unspecified impurity NMT 0.1%
- Total impurities NMT 0.3%

3.1.6 | Microbiological Purity test
- Total Aerobic Microbial Count (TAMC) | NMT 10° CFU/g
- Total Combined Yeasts and Molds NMT 10” CFU/g

Count (TYMC)
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