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Finished product specification : Enoxaparin Sodium oo mg/o.> ml injection USP &o

Identification MU

.  Assay
- Anti-Factor Xa Activity ®0.0% - ®®0.0% of the potency of Anti-Factor Xa Units (IU)
- Ratio of anti-Xa/anti-lla on.en — &

om.  Benzyl alcohol content ®.n& % - a.o& %

(if present)
pH && -o.&
&.  Bacterial endotoxin <o.o0@ USP endotoxin unit/unit of Anti-Factor Xa

activity in Anti-factor Xa U

o.  Anti-Factor lla Activity wo.0% - m& 0% of potency stated on the tabel in terms
of International Anti-Factor Xa Units (IU or IU/ml)
a.  Free sulfate content NMT o.e% (w/w)
Sterility test AN
Particulate matter AIIANU

Drug substance specification : Enoxaparin Sodium USP &o

Identification MU
Assay
- Anti-Factor Xa Activity &o - @& IU/mg of Anti-Factor Xa on the dried basis
am.  Benzyl Alcohol content ; NMT o.e%
&  Nitrogen determination ®.6% - b.&% on the dried basis
&. - Sodium content ‘ ®e.m% - @:n.&% on the dried basis
. Heavy metals RNMT enomceg/e
o pH D.o-0.¢¥ for a @o.0% solution in water
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Drug substance specification : Enoxaparin Sodium USP «o .

Loss on drying NMT @0.0% of its weight
«.  Bacterial endotoxins NMTo.oe USP endotoxin unit/IU of Anti-Factor Xa
activity
®o. Specific absorbance ec.0-vo.0 on dried basis
®®. Anti-Factor lla Activity wo.o - m&.o Anti-Factor lla IU/mg on the dried basis
eo. Molar ratio of sulfate to NLT @.
carboxylate
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