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1. Yoen Leflunomide 20 mg tablet
2. auaudanaly
2.1 jUuuy \ueilarEeuTisy (film-coated tablet) dwiuuussynu
2.2 dgrulszneu u 1 uin Uszneusedaen Leflunomide 20 mg
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3. AsuUANawALln
3.1 Finished product specification: USP 41 '
5] AusiAimamaila Specification
1. | Identification ATIMIUATY finished product specification
2. | Ysaashendrdgy :90.0% - 110.0% of the L.A. of leflunomide
3. | Dissolution Test 1 (30 min) |
NLT 80% (Q) of the L.A. of leflunomide
Test 2 (30 min)
NLT 75% (Q) of the L.A. of leflunomide
4. | Uniformity of dosage units AFIAMIUA finished product specification
5. | Impurities Leflunomide related compound A : NMT 0.1%
Leflunomide related compound B : NMT 3.5%
Leflunomide related compound C : NMT 0.2%
Individual impurities : NMT 0.2%
Total impurities : NMT 4.0%
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3.2 Drug substance specification: USP 41

49 ansulAmanaiia Specification
1. | Identification ATIWY
2. | Viinahendrdy ' 98.0 - 102.0% of Leflunomide (dried basis)
3. | Residue on ignition NMT 0.1%
4. | Organic impurities : Procedure 1
- Leflunomide related compound A NMT 0.02%
Organic impurities : Procedure 2
- 5-Methylisoxazole-carboxylic acid NMT 0.1%
- Leflunomide related compound B NMT 0.3%
- N-(2’-Trifluoromethyl-phenyl)-5- NMT 0.1%
methylisoxazole-4-Carboxamide
- 2-Cyano-acetic acid-(4’-trifluoromethyl)- NMT 0.1%
anilide
- Leflunomide related compound C NMT 0.1%
- Any other individual impurity NMT 0.1%
- Total impurities, excluding leflunomide NMT 0.2%

related compound B and C

- Total impurities NMT 0.49%
5. | Melting range or Temperature 164° - 168°
6. | Loss on drying NMT 0.5%

3.3 Drug substance specification: BP 2016

19 ArusulAnNIamalia Specification

1. | Identification AT

2. | YsuausendAgy 98.0 - 102.0% of Leflunomide (dried
substance)

3. | Heavy metals NMT 20 ppm

4. | Loss on drying ' NMT 0.3%

5. | Sulfated ash NMT 0.1%
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Specification

6. | Related substances

Test solution A

- Impurity B : NMT 0.3%

- Sum of impurities C and E : NMT 0.1%

- Unspecified impurities (for each impurity) :
NMT 0.1%

- Sum of impurities other than B : NMT 0.2%
Test solution B

- Impurity A : NMT 0.01%

3.4 Drug substance specification: European Pharmacopoeia 8.0

) auaulAnamaiia Specification
Identification AT
2. | YSnasendag 98.0 - 102.0% (dried substance)
3. | Related substances :Test solution (a)
- Impurity B NMT 0.3%
- Sum of impurities C and E NMT 0.1%
- Unspecified impurities NMT 0.10%
- Sum of impurities other than B NMT 0.2%
Related substances :Test solution (b)
- Impurity A NMT 0.01%
4. | Heavy metals NMT 20 ppm
5. | Loss on drying NMT 0.3%
6. | Sulfated ash NMT 0.1%
3.5 Wan153As1eid Elemental impuri il Risk as nt report (LEABNEIT
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