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CERTIFICATE OFANALYSIS

Amitriptyline hydrochloride
Batch No.: DR20140224 Quantity: 40kg
Manufacture Date: 2014.02.24 Expiry Date: 2017.02.23

Items Specification Results

Characters
A white to almost white powder or colorless

crystals
A almost white powder

Melting point 195-199℃ 196-197℃

Identification

(1) Show positive reaction
(2) An absorption maximum at 239nm.

Absorbance: 0.51~0.56
(3) IR

(4) Show positive reaction

Conform
239nm
0.53

Conform
Conform

Appearance of solution Meets the requirements Conform

pH 4.6~6.0 5.6

Related substances
Any single impurity: NMT 0.4%
Total impurities: NMT 0.8%

0.2%
0.2%

Residual solvents
Toluene: NMT0.089%

Tetrahydrofuran: NMT 0.072%
Isopropanol: NMT 0.5%

Undetectable
Undetectable

0.1%

Heavy metals ≤ 10ppm < 10ppm

Loss on drying ≤ 0.3% 0.0%

Sulphated ash ≤ 0.1% 0.0%

Microbe limit Bacteria ≤ 500cfu/g
Mold and yeast ≤ 50cfu/g

Escherichia coli Undetectable

＜10cfu/g
＜10cfu/g

Undetectable

Assay
≥99.2% (C20H23N • HCl )
(calculated on dried basis) 99.9%

Conclusion: The results conform to the CP2010

Analyst: Joe Yu Checker: Agnes Zhong QA.Manager: Sun Wenhu
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