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Enoxaparin sodium 60 mg/0.6 ml solution for injection, 0.6 ml Prefilled syringe
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2. AruantAnaly
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2.4 aanszy

(GPU 843275)
Enoxaparin sodium 60 mg/0.6 ml solution for injection, 0.6 ml Prefilled syringe
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Han13n5237tAs 1z A Iwidulynan Finished product specification waz Drug substance
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Finished product specification

o

Ud Test items Specification

1 | Identification mwa&mmuﬁwuh Finished product specification

2 | Anti-factor Xa activity 90% -110% of the potency stated on the label in
terms of International Anti-Factor Xa Units (IU)

3 | Anti-factor lla activity 20.0% -35.0% of the potency stated on the label in
terms of International Anti-Factor Xa Units (IU or
1U/mL)
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48 Test items Specification

4 | Anti-factor Xa to Anti-factor lla Ratio | 3.3-5.3

5 | Benzyl alcohol content (If present) | 1.35%-1.65%

6 | pH 5.5-7.5

7 | Bacterial endotoxins less than 0.01 USP EU/unit of Anti-factor Xa activity

in Anti-factor Xa IU

8 | Free sulfate content Not more than 0.12% (w/w)

9 | Sterility tests mqwﬁummﬁ"izu‘lu Finished product specification

10 | Particulate matter in injections mi’mhum’mﬁ“ixu’l,u Finished product specification
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Enoxaparin sodium 40 mg/0.4 ml solution for injection, 0.4 ml Prefilled syringe

(GPU 851556)

1. Youn Enoxaparin sodium 40 mg/0.4 ml solution for injection, 0.4 ml Prefilled syringe
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Finished product specification

) Test items Specification
1 | Identification m’mﬁwmmﬁiwlu Finished product specification
2 | Anti-factor Xa activity 90% -110% of the potency stated on the label in

terms of International Anti-Factor Xa Units (IU)

3 | Anti-factor lla activity 20.0% -35.0% of the potency stated on the label in
terms of International Anti-Factor Xa Units (IU or
U/mL)
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U8 Test items Specification

5 | Benzyl alcohol content (If present) | 1.35%-1.65%

6 | pH 5.5-7.5

7 | Bacterial endotoxins less than 0.01 USP EU/unit of Anti-factor Xa activity

in Anti-factor Xa IU

8 | Free sulfate content Not more than 0.12% (w/w)

9 | Sterility tests ms‘mﬁmmmﬁszq‘iu Finished product specification

10 | Particulate matter in injections mwﬂhumuﬁ‘sxq’lu Finished product specification
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