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3.1 Finished product specification : Delayed-release sulfasalazine tablet USP

h) Test ltems Specifications
1 | Identification Meet the requirement
2 | Assay 95.0-105.0% of the labeled amount of sulfasalazine
3 | Uniformity of dosage units® Meet the requirement
4 | Dissolution®
- Acid stage Not more than 10% of the labeled amount of
sulfasalazine is dissolved in 120 minutes
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UD Test Items

Specifications

- Buffer stage

Not less than 85%(Q) of the labeled amount of

sulfasalazine is dissolved in 60 minutes

3.2 Drug substance specification: USP

i) Test Items

Specifications

1 |dentification

Meet the requirement

- Other than the principal spot

- The sum of any secondary spots

2 | Assay 97.0-101.5% of sulfasalazine, calculated on the dried
basic

3 | Residue on ignition Not more than 0.5%

4 Loss on drying Not more than 1.0%

4 Chloride and sulfate, Chloride Not more than 0.014%

5 Chloride and sulfate, Sulfate Not more than 0.04%

6 Organic impuirities

Not more than 2%

Not more than 4%

3.3 Finished product specification : Gastro-resistant sulfasalazine tablet BP

p) Test Items Specifications

1 | Identification Meet the requirement

2 | Assay 95.0 — 105.0% of the stated amount

3 | Uniformity of dosage units* Meet the requirement

4 | Dissolution* Not less than 70%(Q) of the labeled amount of

sulfasalazine is dissolved in 45 minutes

5 | Related substances
- The area of any secondary peak
- The sum of the areas of any such

peaks

Not more than 1%

Not more than 4%

6 | Salicylic acid and sulfapyridine

Not more than 0.5% (for each)

3.4 Drug substance specification: BP

v

U Test ltems

Specifications

1 |dentification

Meet the requirement
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k) Test Items Specifications
2 | Assay 97.0-101.5% (dried substance)
3 Related substances
- Impurities A, B, C, D, E, F, G, | (for Not more than 1%
each)
- Total Not more than 4%
4 | Impurities H and J (for each) Not more than 0.5%
5 Chlorides Maximum 140 ppm
6 | Sulfates Maximum 400 ppm
7 Heavy metal Not more than 10 ppm
8 Loss on drying Maximum 1.0%
9 | Sulfated ash Maximum 0.5%
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Sulfasalazine 500 mg gastro-resistant tablet

988060

sulfasalazine 500 mg gastro-resistant tablet, 1 tablet

998264

SULSA 500 (g‘ﬁ%’u) (sulfasalazine 500 mg) gastro-resistant tablet, 1 tablet

1040131

SALAZOPYRIN (RECIPHARM UPPSALA, SWEDEN) (sulfasalazine 500 mg) gastro-
resistant tablet, 1 tablet
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ZALADINE (wausiaiinea) (sulfasalazine 500 mg) gastro-resistant tablet, 1 tablet
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SALAZINE (ndanssueiuszans) (sulfasalazine 500 mg) gastro-resistant tablet, 1

tablet
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SALAZOPYRIN (KEMWELL, SWEDEN) (sulfasalazine 500 mg) gastro-resistant tablet, 1

tablet
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SARIDINE (tamuau@m) (sulfasalazine 500 mg) gastro-resistant tablet, 1 tablet

437944

SARIDINE-E (onuaudn) (sulfasalazine 500 mg) gastro-resistant tablet, 1 tablet
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