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TUaLDYARIANYUTIAWIZEN
Leflunomide 20 mg tablet
d7uIU 144,000 iilm %38 4,800 ndad NaasaL 30 LA

Tsangunavauuniy
Foen Leflunomide 20 mg tablet
AusutAnalY
2.1 Uuuy Wugdleiadioudisu (film-coated tablet) dwiuSuusevnu
2.2 drulseney Tu 1 e Uszneusefen Leflunomide 20 mg
2.3 AMYULUTTY UssyluusTueilnadn Jestunasuaraanuduls
2.4 gann - syyTenn, dhuszneumiendidnuazanuuss, Tukde, Tunumene,
wavfindn uazaunadeushsueiliegrednauuuusstos
- nmurusIEnestiandesssylenn, dulszneuienddauay
AT, TuneNy UaiavTinEn
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3.1 Finished product specification: USP 41

D) AusulANInaila Specification
Identification #3796 UAY finished product specification
Ysueusiiendfgy 90.0% - 110.0% of the L.A. of leflunomide
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

Uniformity of dosage units M3IIUAY finished product specification

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

4o AnaudAnIunaia Specification
1. | Identification AU
2. | UsuneusaendrAgy 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%
3.3 Drug substance specification: BP 2016
D) AuauUANIamAilA Specification
1. | Identification HIIIIU
2. | Ysunawshendnfgy 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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o AuauUAManaia

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

0] AuENUANIImALn

Specification

1. | Identification

MTINUY

2. | Ysunsaendegy

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 WAN133A313M Elemental impurity %38l Risk assessment report (WanoNENS
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