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1. Faen Enoxaparin sodium 40 mgin 0.4 ml Injection
2. auautAnaly
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3.1 Finished product specification: Enoxaparin sodium Injection USP 41

79 Test itemns Specifications
1 | ldentification ATIMWIU
2 | Assay

- Anti-Factor Xa Activity 90.0-110.0 % of the potency of Anti-Factor Xa Units (IU)
- Ratio of Anti-Xa/Ant-lla | 3.3 - 5.3

3 | Benzyl alcohol (findl) 1.35 - 1.65%

4 | pH 55-17.5

5 | Bacterial Endotoxins < 0,01 USP EU/unit of Anti-Factor Xa activity in Anti-factor Xa IU
& | Anti-Factor lla Activity 20.0-35.09% (IU or 1U/ml) of the potency of Anti-Factor Xa Units
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48 Test items Specifications

7 | Free sulfate content NMT 0.12%

8 | Sterility test ATIINIU

9 | Particulate matter vum = 10 Mmlsdifiu 6,000 synie/container
Y@ = 25 Pmlaitin 600 aynnA/container

10 | Volume in container 100.0 - 110.0 % of labeled amount

3.2 Drug substance specification: Enoxaparin sodium USP 41

¥

8 Test items Specifications
1 | identification AT

? | Molecular weight distribution Mgo012.0-20.0%, Manon-800068.0-82.09%, MgpeoNMT 18.0%

3 | Weight-Average molecular weight 3800-5000 Da,

a4 Assay
- Anti-Factor Xa activity 90-125 IL/mg of Anti-Factor Xa (dried basis)
- Anti-Factor Ya activity 20.0-35.0 IU/mg of Anti-Factor lla (dried basis)
- The ratio of Anti-Factor Xa 33-53

activity/Anti-Factor lla activity

5 | Benzyl alcohol content NMT 0.1%

6 | Nitrogen 1.8 - 2.5% on the dried basis

7 | Sodium 11.3-13.5%0n the dried basis

g | pH 6.2-7.7 for a 10.0% solution in water

9 | Loss on drying NMT 10.0%

10 | Specific absorbance 14.0-20.0, on the dried basis

11 | Bacterial endctoxins NMT 0.01 USP EU/iU of Anti-Factor Xa activity

12 | Molar ratio of sulfate to carboxylate | NLT 1.8

i

3.3 wani15As293tAsISY Elemental impurity #3sil Risk assessment report (WaRILaNET3
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