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NANHAI BEISHA PHARMACEUTICAL CO., LTD.
Add: No.21 Shaluo Industrial Zone, Beisha Village, Lishui Town, Nanhai, Foshan, Guangdong , China.

P.C. 528244 Tel: +86-757-85616803 Fax: +86-757-85616809
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Batch No. 612004088 Report Datg; h 020-05-04
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Quantity (kg) 1000 Kg Manufacturing Date:  2020-04
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Test Basis E.P. 9.0 specifications Re-test Date: 2023-03
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Analysis content Specifications Analysis results
R
Characteristics White, yellowish-white or pinkish-white Meets
crystalline powder or crystals
% A
Identification A. The infrared absorption spectrum; Meets
B. The thin-layer chromatography; Meets
C. Sublimate melts at 123°C to 127°C; 123~124°C
D. The reaction of primary aromatic amines. Meets
TR
Appearance of solution Not more intensely coloured than Y5, BY5 or GY5 Meets
® K
Acidity <0.2ml 0.08ml
HRMR
Related substances(HPLC) Impurity A (Pyrimidin-2-amine)<0.3% Not detected
Impurity B (Sulfanilic acid)<0.3% Not detected
Impurity E (Acetylsulfadiazine)<0.2% Not detected
Impurity F (Unknown structure)<0.15% 0.07%
Unspecified impurities<0.05% Not detected
Total impurities<0.5% 0.07%
FIRKE
Loss on drying Not more than 0.5% 0.16%
Bk R4
Sulphated ash Not more than 0.1% 0.05%
& B
Assay 99.0%~101.0 %(The dried substance) 99.8%( The dried substance)
% %
Conclusion Meets E.P.9.0 specifications
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