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Hangzhou Dawn Ray Pharmaceutical Co.,Ltd.

otk FE-FIT-AMBIFTERERBEI2S BAELI0L8E ( #B4 310012)
Add:1018 Guangyin Building,No.42 E.Fengqi Road,Hangzhou,310012 China

Tel:+86-571-85335020

Fax:+86-571-86948329

Website:www.dawnraypharma.com

Spiramycin

CERTIFICATE OF ANALYSIS

Batch No.: DR20160709

Quantity: 500kg

Manufacture Date: 2016.07.09

Retest Date: 2019.07.08

TESTS:
Items Specification Results
Characters White or slightly yellowish powder Conforms
A.UV test:Conform Conforms
Identification B.TLC test:Conforms Conforms
C.A brown color develops Conforms
pH 8.5-10.5 10.0
Specific optical rotation -80.5°~ -85.0° -81°
Impurity A=2.0% 0.5%
Impurity B=2.0% 1.5%
Impurity D=2.0% 1.6%
Impurity E=2.0% <Disregard limit
Impurity F=2.0% 1.4%
Related substances Impurity G=2.0% <Disregard limit

Impurity H=2.0%

<Disregard limit

. ) . 0.23,0.1%  0.33,0.4%
Any unspecified impurity = 1.5%
0.35,0.2%  0.78,0.1%
(RRT,result)
1.27,0.1%
Total impurities = 10.0% 5.9%
Loss on drying =3.3% 1.3%
Heavy metals =20ppm <20ppm
Sulfated ash =0.1% 0.07%
Butyl acetate =2000ppm 19ppm
Spiramycin I: = 80.0% 96.1%
. Spiramycin II: =5.0% 0.4%
Composition
Spiramycin I1I: = 10.0% 1.4%
Total Spiramycin LILIII: =90% 97.8%
=4200IU/mg calculated with reference
Assay 45991U/mg

to the anhydrous substances

Analyst:__Joe Yu

Checker: Agnes Zhong
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