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Enoxaparin sodium 60 mg Injection
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Enoxaparin sodium 60 mg Injection
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1. S

£

90.0 - 110.0% of the potency stated on the label of Intemational Anti<factor Xa Units (IU)

Bacterial endotoxins

NMT 0.01 USP Endotoxin Unit/unit of Anti-Factor Xa activity in Anti-factor Xa U

2. identification ATIU

3. Anti-Factor Xa to Anti-Factor ila Ratio 33-53

4. Benzy! alcohol content (if present) 1.35% - 1.65%
5. pH 56-75

6.

7.

Anti-Factor lIA Activity

NLT 20.0% - 35.0% of the potency stated on the label of International Anti-factor
Xa Units (IU or IU/mL)

8. Free sulfate content NMT 0.12%
9. Sterility tests ATIY
10. Particutate matter AT
- 916 > 10 ym M 6,000/container
- W@ > 25 ym Mfiu 600/container
11. Impurities AT
AU

12. Volume in container/Extractable volume

a o af o
(wpdend fuswiag)

UYTTFIUAMENITUNNT

GRE12) NI A/ .................. nITUNIS

(WHRNNUTEN AS8IA7T)

w1 yefiB27/2562




)

3.2 Drug substance specification : Enoxaparin sodium
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1. USanmdaendragy

®  Anti-factor Xa The potency : 90 - 125 Anti-Factor Xa International Units (IU)/mg,
calculated on the dried basis

®  Anti-factor Ila The potency : 20.0 - 35.0 Anti-Factor ila IU/mg, calculated on the dried
basis

®  The ratio of Anti-Factor Xa activity to | 3.3-5.3

Anti-Factor lla activity

2. Identification AU

3. Benzy! alcohol content NMT 0.1%

4. Nitrogen Determination 1.8% - 2.5%, on the dried basis

5. Sodium content 11.3% - 13.5% on the dried basis

6. Heavy metals NMT 30 mcg/g

7. pH 6.2-7.7

8. Loss on drying NMT 10.0% of its weight

9. Specific absorbance 14.0 - 20.0 on the dried basis

10. Bacterial endotoxins test NMT 0.01 USP Endotoxin Unit/lU of Anti-Factor Xa activity
11. Molar ratio of sulfate to carboxylate NLT 1.8
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