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Certificate of Analysis

#o% B E R
Product. Sulfadiazine
fft & Rl
Batch No. 611610004 Report Date : 2016-1
it B Bt £=H MY
Quantity (kg) 1000 Kg Manufacturing Date:  2016-
R KB ZMEW
Test Basis E.P. 8.0 specifications Re-test Date: 2018-08
RRHE: B B F B R 4 R
Analysis content Specifications Analysis results
# R
Characteristics White, yellowish-white or pinkish-white Meets
crystalline powder or crystals
% Al
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
e
Appearance of solution Not more intensely coloured than Y5, BYS or GYS Meets
R X
Acidity <0.2ml 0.10 ml
B RYIE
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
Tmpurity F (Unknown structure)<0.15% 0.08%
Unspecified impurities<0.05% Not detected
Total impurities<0.5% 0.08%
B2
Heavy Metals <20 ppm <20 ppm
FhkE
Loss on drying Not more than 0.5% 0.15%
TR IR
Sulphated ash Not more than 0.1% 0.05%
I
Assay 99.0%~101.0 %(The dried substance) 99.8%( The dried substance)
4
Conclusion Meets E.P.8.0 specifications
- R % g/A RFEN 2,
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