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1. Baen Denosumab 60 mg/ml pre-filled syringe injection
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3.1 Finish product specification'"

1. Protein content

979 mumu'ﬁﬁqlu Finished product specification

. Potency

779 N'mmuﬁs:y’lu Finished product specification

. Identification

. p . e
mwmumumxglu Finished product specification
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. Particulate matter
- 1% > 10 um laiiAin 6,000/container
- W@ > 25 pm it 600/container

a779 N"mmuﬁizlﬂu Finished product specification

. Sterility
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. Bacterial endotoxins

979 mumuﬁﬁzq'lu Finished product specification
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.pH mmmumuﬁsmﬁl‘lu Finished product specification

. Purity test m?ﬁlmumu'ﬁﬁq‘[u Finished product specification

. Osmolality m’:’«.lmumuﬁs:lﬂu Finished product specification
10. Extractable volume ATIINIU
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1. %:azn Leflunomide 20 mg tablet

2. amanianaly
2.1 3uny Wusidewfaufdy (Film coated tablet) #1MILTLUTEN N
22 swdszney  Usznaudandaen Leflunomide 20 mg lu 1 150
2.3 MTUSUIN usiiﬂum’ﬁu:ﬂaaﬁw LL&:U?S@:}”WVTﬂMﬂ”%LLﬁ@
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3. amaNUANIIaHa

3.1 Finish product specification'”

1. VBanadimden 90.0 - 110.0% of the L.A. of Leflunomide
2. Identification ATV _
3. Dissolution Test 1 : usasnisazanelaikasnin 80%(Q) of the LA. of

Leflunomide %287 30 wfi

Eh)
Test 2 : ugaInisazans biaanin 75%(Q) of the L.A. of
Leflunomide 1781 30 w1l

4. Related substances - 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%

5. Uniformity of dosage units ATIVH
L (Content uniformity)
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3.2 Drug substance specification : Leflunomide "

Testitem - . USP38 ;
1. YSanuaendneiy 98.0 - 102.0% of Leflunomide (caiculated on the dried basis)
2. Identification AU
3. Melting range 164° to 168°
4. Loss on drying NMT 0.5%
5. Residue on ignition NMT 0.1%
6. Heavy metals NMT 20 ppm
7. Limit of leflunomide related compound A | NMT 0.02%
8. Chromatographic purity - 5-Methylisoxazole-carboxylic acid : NMT 0.1%

- Leflunomide related compound B : NMT 0.3%

- N-(2"-Trifluoromethylphenyl)-5- methylisoxazole-4-carboxomide : NMT 0.1%

- 2-Cyano-acetic acid-(4'-trifluoromethyl)-anilide : NMT 0.1%

- Leflunomide related compound C : NMT 0.1%

- Any other individua! impurity : NMT 0.1%

- Total impurities (excluding leflunomide related compound B and C) : NMT 0.2%
- Total impurities : NMT 0.4%
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