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Product SULFADIAZINE c,emﬁcm No. Fr{Ba-14050%:
i 5 &R H M 2014 =06 H 27 H
Batch No. PX,-SD-1406081 Certificate Dale Year Month Day
ida it 000K e = 2014 5206 H 24 H
Batch Size & Mfo. Date Year Month Day
M % i HOM M 2018 4E 06 A 23 H
Package Size 2k gl Expiry Date Year Month Day
ﬁ? 1.5“’ H{ 'i)t'; N T + & f‘lH x*\ ¢ o {'}' J«
Specifications EP8.0 X% COS Sample From No.2 Branch Plant
6 58 T 1 48 bt KBe LR
ANALYSIS CONTENT SPECIFICATIONS ANALYSIS RESULTS
LKA N . R e Lo R (O S B A R B Yellowish-white crystalline
L JUEARET/K, Gid-F P, WRET 28 96%). powder.
Characteristics T A S AL B AR JENLIL . Practically insoluble in water,

4 gl
Identification

s

Appearance of solution

T e
Acidity
I

Related substances

White, yellowish-white or pinkish-white, crystalline

powder or crystals.

Practically insoluble in water, slightly soluble in acetone,

very slightly soluble in ethanol(96%).It dissolves in

solutions of alkali hydroxides and in dilute mineral acids.

A: HERROZAMILIOGH BT BRI CRS 1415
Stk —H

A; The infrared absorption spectrum of sample
corresponds to that of Sulfadiazine CRS.

gYs, BYS or GY5

<0 7m|

Impurity A <0.3%:
Impurity B <0.3%:
IR E\O 2%, Impurity E <0.2%:
A4F F=0.15%, Impurity F =0.15%:
AN SR SN A B <0.05%,

Single unspcmf‘cd impurity <0,05%

243 M <<0.5%, Total impurities=<0.5%

slightly soluble in acetone, very
slightly soluble in ethanol(96%).
It dissolves in sodium hydroxide
solution and dilute hydrochloric
acid.

Meets.

<Y

0.10ml

Impurity A: not detected;
Impurity B: not detected;
Impurity E: not detected:
Impurity F: 0.08%:
Max single unspecified
impurity: <0.03%
Total impurities: 0.30%

)

Heavy metals <20ppm <20ppm

Tl

Loss on drying <0.5% 0.1%

I RE ER AR 97

Sulphated ash =0.1% 0.06%

o

Calcium acetate =10ppm << 10ppm

KA M

Eiydx‘azine hydrate < 10ppm <<10ppm

Y

Assay 99.0%-101.0%(On the dried basis) 99.4%
g2 w 75 B35 EPS.0 & COS 188, ZiRFF&EME.

Conclusion The product meets EP8.0 and COS specmcanons
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e P YLALIK <) (Cuntan, Jiangbei district, Chongging, P.R. Chma)
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