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Certificate of Analysis- -Drotaverine Hydrochloride

Product Name Drotaverine Hydrochloride Batch No. QTWL200918

Sample Qty Base 250KGS Date of Production 2020.09.18

Analysis Date 2020.09.18 Expiry Date 2023.09.17

Standard USP40 Packing 25 kgs/Drum

Item Standard Test Results

Appearance
Light yellow to slightly greenish yellow crystalline
powder,odorless Complies

Identification

A: By UV Spectra:

Maxima at about 242 土 2nm, 303 ±2nm and 353 ± 2nm.

Mimina at about 322 ± 2nm,262 ± 2nm and 224±2nm.

Complies

B: By chemically, it gives reaction with chloride Complies

PH(1% solution) 3.5-5.0 4.5

Melting Point 205°C-215°C 209°C

Purity(by HPLC) N99.0% 99.8%

Related Substances

(By HPLC)

Individual impurity W0.5% 0.02%

Single unknown impurity W0.5% 0.09%

Total impurity W1.0% 0.20%

Heavy Metals W10 ppm < 10 ppm

Sulphate Ash W0.2% 0.07%

Loss on Drying W5.0% 1.1%

Assay 98.0%-102.0%, based on dried basis 99.7%

Storage In a tightly closed container and protected from light Complies

Conclusion The batch conforms to the USP 40 standard

QC: MANAGER:NianChen INSPECTOR:FeiDeng ANALYST: XiLi
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