ﬁ? Hangzhou Huarong Pharm Co.,Limited

No. 5 Yongfuqgiao Road, Gongshu District, Hangzhou, Zhejiang Province, China.

Product: AMBROXOL HCL (EP9)

TEL: 0086-571-86758373

FAX: 0086-571-81131109

Analysis of Certificate

Batch NO : 20230610
Quantity: 500kg

Manufacture Date: JUN.11.2023

Report Date : JUN.12.2023
Package: 25Kg/Drum

NO. TEST SPECIFICATION RESULT
o1 Description White or yellowish crystalline | Complies
powder
o Appearance of solution Clear not more intensely Colored | Complies

than the Reference solution Yy
03 | Melting point 235C~2407C 235¢C
Solubilty
g Water Sparingly soluble Complies
Methanol Soluble Complies
Methylene chloride Practically insoluble Complies
Identificatione
a) UV Absorption Ratio 3.2 to 3.4 Complies
05 |b) IR Spectrum Complies
¢) Thin layer chromotography Complies
d) Chlorides test Complies
Test
a) related substances
i) single impurity =0.1% 0.05%
66 ii) total impurity <0.3% 0.14%
b) heavy metals <20ppm < 20ppm
¢) loss on drying =0.5% 0.10%
d) sulphated ash <0.1% 0.05%
¢) PH(1%.aqueous solution) 4.5~6.0 5.01
07 | Assay 99.0%~101.0% 99.86%
08 | Exp.date 3 Year 20 PHARMACE JUN.10.2026
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