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PKU HEALTHCARE CORP,, LTD.
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CERTIFJGA § AANALYSIS

P b BN W T 024-
Product SULFADIAZ Eb Certifisatd No. e i
it B ; e é&%&ﬁ W 20154E 04 B30 H
Batch No. PX;-SD—iSOSO&& Jmiﬁ”{\} grfificgle Date Year Month Day
# # &0, Hp® B M 20154 04 B 27 H
Batch Size IOOOKg ""«éﬁ&? b5 fg. Date Year Month Day
N 1% 7 % W ZE20194 04 A 26 H
Package Size 25Kg/drum Expiry Date Year Month Day
A A i dh ke W o/
Specifications EP8.0 2 COS Sample From No.2 Branch Plant
frkem B U FE (LR
ANALYSIS CONTENT SPECIFICATIONS ANALYSIS RESULTS
R B, T SR B R4 SRR R B . Yellowish-white crystalline
JLEARE TR, B THE, EMET 28 (96%). powder,

Characteristics

£

Identification

s
Appearance of solution
e

Acidity

1 XHR

Related substances

VT SRR A AL o

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.
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A: The infrared absorption spectrum of sample

corresponds to that of Sulfadiazine CRS.
\<..Y5, BYS or GYj

<0.2m}

A4 A<K0.3%, hinpurity A<0.3%;

IR B<0.3%, lmpurity B<0.3%;

44 B<0.2%, Impurity E<0.2%;

247 F<50.15%, Impurity F<0.15%;

B A G A2 <0.05%,

Single unspecified impurity <0.05%

J0 R BB <0.5%, Total impurities<<0.5%

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

Meets

<Y;

0.1ml
Impurity A:
Impurity B:

not detected;
not detected;
Impurity E: not detected;
[mpurity F:  0.09%;

Max single unspecified
impurity: 0.04%;

Total impurities: 0.23%

Bam
Heavy metals <20ppm <20ppm
FHRAT
Loss on drying =0.5% 0.2%
WK
Sulphated ash <0.1% 0.05%
B B 45
Calcium acetate = 10ppm <]10ppm
il
Hydrazine hydrate = 10ppm <10ppm
O
Assay 99.0%-101.0%(On the dried basis) 99.8%
g A% EPR.O K COS #lg, HRFAME.
Conclusion The product meets EP8.0 and COS specifications.
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MANUFACTURING SITE: Cuntan, Jiangbei district, Chongging, P.R. China
R4 POSTCODE: 400025

i TEL: 0086 23 67526705

£ FAX: 008623 67705780



