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TUALLIUARNANWAIIANIZEN
Leflunomide 20 mg tablet
d7u7U 180,000 Liin %S 6,000 ndae navas 30 Lin

Tsswenunavauuny
Foen Leflunomide 20 mg tablet
2. ausutAnaly
2.1 Uuuv Wusudlaedauiiau (film-coated tablet) dwisuiuusenu
2.2 daulsznau Tu 1 e Uszneudeden Leflunomide 20 mg
2.3 NWULUTTY usTQluunsegililouesd wie blister pack Unaiin Josfunasuay
Al
2.4 aan - syyfiown, dhuuszneushendduasemuusy, Tundn, Yursmeny,
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3. auauvAManalla

3.1 Finished product specification: USP 41

da AnduUAManaila Specifications
1. | Identification M3AHIUAY finished product specification
2. | Ysusenddgy 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 »379HURY 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%
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92 anaNUAnamatia Specifications

5. | Impurities (si9)

Individual impurities NMT 0.2%

Total impurities NMT 4.0%

3.2 Drug substance specification: USP 41

18 anautANIanaila Specifications
1. | Identification ATITNIU
2. | Ysuasendngy 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 0.4%
5. | Melting range or Temperature 164° - 168°
6. Loss on drying NMT 0.5%
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3.3 Drug substance specification: BP 2016 & EP 8.0

Jo anauUAnIamaila Specifications
1. | Identification MTIINU
2. | YSunaushendneigy 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%
6. | Related substances
Test solution A
- Impurity B - NMT 0.3%
- Sum of impurities C and E - NMT 0.1%
- Unspecified impurities (for each - NMT 0.1%
impurity)
- Sum of impurities other than - NMT 0.2%
Test solution B
- Impurity A - NMT 0.01%
ntal impurity %383l Risk as t report (wansLONET
Usznau)
WA - NMT = Not more than

- *9iadie Dissolution waz Uniformity of dosage units Tikuutenansuany seazduananingig
Aanedt mndldudimeasiBesiduinanilulu coa
- nsdiftvanzdouudimsiiu (waive) minsaeasuiiaswinensla Iduwanaenasvingiu
Fananiilaueyliasae
- Drug substance specification #i915a191nluliAsIeivesindn drug substance wialAsesi drug
substance veudnunduiagy atulatunil daiimsmselinssiasunnihdeiitun
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naninasin1suszliuAruseansniwsasian (Price Performance)
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