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2. 31 Flnlshed product specification USP 35

I

K ) - Test Specification
1, Appearance White soft cream. - '
2. |pH 4.0-170

3 Minimum Fill

The average net content of the 10 containers Is not
less than the labeled amount.

4| Microblal Limit Test

- Total aerobic microbial count

- Total combined Yeasts/Mold count
- Staphylococcus aureus

- Pseudomonas aefuinosa

- Escherichia coli

Not more than 23 cfu/g i

Not more than 10 cfu/g o L ,
Absence in 1 g '
Absencein 1¢
Absencein1g¢

- Salmonella spp. Absence in 10 g
5. | Identification of Silver sulfadiazine Correspond to the standard chromatogram
e 6. Assay of Silver sulfadiazine 90.0 — 110.0% LA, of CygHeAgN,0,S
[ 7, Packaging Conform to specification of packaging SILVEX

CREAM.

8. Tentative Shelf-life

2 years. Store at temperature not exceeding 25°C
and-protect from light.
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3.2 Drug substance specification USP 35

D) Test

Speclﬂcatlon

1; Description

White to creamy-white, crystalline powder

2. | Solubility

Freely soluble In 30% ammonlum sotution : slightly
soluble in acetone ; practically Insoluble in alcohol,

3. | Identification .
| :A. Infrared absorption

L - B. Thin-Layer Chromatographic

| The RF value of the principal spot in the thir-layer ~

in chloroform, and in ether,

wrizic A e . ;
#*| The IR absorption spectra exhibits maxima only at

the same wavelengths as corresponding standard.

chromatogram of test solutlon corresponds to that
obtained from standard solution A.

C. Tests for Silver A mirror of metallic silver upon the sides of the ..
il _ ' container, Lo
'O “q Content of silver 29.3 - 30.5% of silver, "
5. | Limit of nitrate NMT 0.1%
6. | Organic impurities ‘
-Any individual impurity NMT 1.0% S
- Total impurities NMT 2,0%.

A Loss on drying

Dry it at 105 degree celslus for 1 hours : it loses
NM1 0.5%

8. Particle size (Perform in subdued light.)

The average particle size Is NMT 10 mcm, and the size
of NMT 10% of the particle is greater than 40 mcm.

9. |Assay 98.0 - 102.0% of C,HeAGN,0,S (on the dried basis).
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