16 K E Fr B

j -ﬁsm

ot COjJ 2=y

)iH 2 5 4y ﬁﬁﬁ

SOUTHWLST SYNFHETIC J";iC“*EUTICAL CORP. LTD.
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Product SULFADIAZINE ‘%%%1 0 iCg;'t;li"féate No TRRC000
it ] & B 2013 4F 01 A 07 H
Batch No. PX;-SD-1301062 Certificate Date Year Month Day
it £ L 000K £ B M 2013 4£ 01 A 05 H
Batch Size g, Mfg. Date Year Month Day
A =% : "B M E 2017401 H 04 H
Package Size 25Kg/drum Expiry Date Year Month Day
o0 K 3 ' oA K IR —&
Specifications EP7.5 & COS Sample From No.? Branich Plagt
S U8 T LR LA EIS
ANALYSIS CONTENT SPECIFICATIONS ANALYSIS RESULTS
1 VN FE . R E BRI BB S R MR SRR & Yellowish-white crystalline
JL%‘:T%&F] A OETAE, WISET ZBE (96%)0 powder.

Characteristics

u el

Identification

e

Appearance of solution
Acidity

TR B

Related substances

SE AT BT T o
Whlte, 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, BY5 or GY5

<0.2ml

AT A<0.3%, Impurity A<0.3%;

2585 B<0.3%, Impurity B<0.3%;

AR E<0.2%, Impurity E<0.2%;

247 F<0.15%, Impurity F<0.15%;
AN RENZRFT<0.05%, '

Single unspecified impurity<<0.05%. ..
A EE<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;

0.09ml
Impurity A:
Impurity B:

not detected;
not detected;
Impurity E: not detected;
Impurity F: 0.07%;
Max single unspecified
impurity: 0.04%;

Total impurities: 0.19%

Heavy metals <20ppm <20ppm
FRIE
Loss on drying <0.5% 0.2%
RH KRS
Sulphated ash <0.1% 0.06%
B B 4
Calcium acetate <10ppm <10ppm
K & -
Hydrazine hydrate < 10ppm <10ppm
Assay 99.0%-101.0%(On the dried basis) 100.0%
g i AfhiE EP7.5 & COS 1, ARMEME.
Conclusion The product meets EP7.5 and COS specifications.
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QC Manager prI M Supervisor LI 27, ! 7 Analyst
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o [E T PR T VLB B < #E(Cuntan, Jiangbei district, Chongging, P.R. China)




