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3.1 Finished product specification: Sulfasalazine 500 mg Delayed-Release tablet USP 41

4o Test items Specifications

1. | Identification #5996

2. | YSuneusiendndyy 95.0-105.0% L.A. of Sulfasalazine

3. | Uniformity of dosage unit ATIMIY

4. | Dissolution - NMT 10% L.A. dissolved in 120 mins (acid stage)
- NLT 85% L.A. dissolved in 60 mins (buffer stage)
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3.2 Drug substance specification: Sulfasalazine USP 41

do Test items Specifications

1. | Identification P399

2. | YSuneushendndyy 97.0% - 101.5% L.A. of Sulfasalazine (dried basis)

3. | Loss on drying NMT 1.0%

4. | Residue on Ignition NMT 0.5%

5. | Chloride and sulfate, Chloride NMT 0.014%

6. | Chloride and sulfate, Sulfate NMT 0.04%

7. | Organic impurities - the sum of the intensities of any secondary
spots detected NMT 4%

3.3 Finished product specification: Sulfasalazine 500 mg gastro-resistant tablet BP 2016

D) Test items Specifications
1. | Identification ATIWMIY

2. | sunaushendagy 95.0-105.0% L.A.

3. | Uniformity of dosage unit AT

4. | Dissolution NI

5. | Related substances NIV

6. | Salicylic acid and sulfapyridine AT

3.4 Drug substance specification: Sulfasalazine BP 2016

) Test items Specifications

1. | Identification A5

2. | Usinaushendagy 97.0%-101.5% L.A. (dried substance)
3. | Loss on drying Maximum 1.0%

4. | Chlorides Maximum 140 ppm

5. | Sulfates Maximum 400 ppm

6. | Heavy Metals Maximum 10 ppm

7. | Sulfated ash Maximum 0.5%
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U8 Test items (#a)

Specifications

8. | Related subatances

- Impurities A, B, C, D, E, F, G, | : for each | NMT 1%

- Total NMT 4%

- Distegard limit NMT 0.05%
- Impurities H, J : for each NMT 0.5%
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