20 Bamau 2568

i1 1970 3

AMANYZIANIZEN

Enoxaparin Sodium 40 mg/0.4 ml solution for injections, 0.4 ml prefilled syringe
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1. Faen Enoxaparin Sodium 40 mg/0.4 ml solution for injections, 0.4 ml prefilled syringe
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3.1 Finished product specification: Enoxaparin sodium Injection

3 Identification

AT ATIHY

2 | Usuwshenddny

90 — 110% of the stated activity of
Anti-factor Xa

90 - 110% of the potency stated on
the label of International Anti-factor

Bacterial Endotoxins

Xa Unit (IU)
3 | Anti-factor Xa/Anti-factor lla Ratio 33-53 33-53
4 | Clarity and colour of solution - Clear
5 | Benzyl alcohol content (If present) 1.35 - 1.65% -
6 | pH 55-75 55-75
7 | Sodium - 10.2 - 16.9% of Enoxaparin sodium
8

NMT 0.01 USP EU/unit of Anti-Factor NMT 0.01 IU/International Unit of Anti-
Xa activity in Anti-factor Xa U Factor Xa activity

9 | Anti-factor lla Activity

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

10 | Free Sulfate Content

NMT 0.12% (w/w) -

volume

11 | Sterility tests ATIMNY ATIWUY
12 | Light absorption - NI
13 | Particulate matter/container ATIINIY pI3IaHU
14 | Volume in container/ Extractable AT ATIINY
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ANANYULLIANNZYBIN Enoxaparin Sodium 40 meg/0.4 ml solution for injections, 0.4 ml prefilled syringe
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AnNYAIZIaNIEYD381 Enoxaparin Sodium 40 mg/0.4 ml solution for injections, 0.4 ml prefilled syringe



