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Finished product specification : Enoxaparin Sodium »o mg/o.o ml injection

AauaNUANIwmAila USP &a BP oo
Identification ATV AIIINUY
Potency value wo.0% - @®0.0% of potency ®0.0% - @®0.0% of the stated
Anti-factor Xa activity stated on the label in term of activity
Intermational Anti-Factor Xa Units(IU)
.  Benzyl alcohol content (f present) | @.&%-@.0&%
pH &.& -0.d& &.&-0.&
&  Bacterial endotoxin <o.0@ USP endotoxin unit/unit | <o.oe U per IU of Anti-
of Anti-Factor Xa activity in Factor Xa activity
Anti-factor Xa IU
. Anti-Factor lla Activity ®0o.0%-mn&.0% of potency
stated on the label in term of
International Anti-Factor Xa Units(iU)
o. Free sulfate content NMT o.eb%(Ww/w)
Sterility test ASIINTUY AT
Particulate matter FTIVNUY ATIINIY
@o. Sodium - ®0.0%-eo.«% of Enoxaparin
Sodium
@e. Light Absorption . ATV
@e. Ratio of anti-factor Xa to a.an — &en en.en - &.en
anti-factor lla
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Drug substance specification : Enoxaparin Sodium
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USP &a

BP moaeb

ldentification
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ATIVHTU

. Potency ~o.o-eb&.o Anti-Factor Xa &o.o-ebé.o IU of Anti-Factor Xa
International Units (IU)/mg; dried basis | activity/mg; dried basis
o.  Benzyl Alcohol content | NMT o.e@% Maximum o.e@ %(m/m)
& Nitrogen determination | @.8%-&.&% on the dried basis
&  Sodium content @e.m%-amn.&% on the dried basis oe.m%-em.&% on the dried basis
.  Heavy metals/ NMT eomce/g /
Elemental Impurities ATITEU

pH

oloelel for a @o.0% solution in water

D.o-61.09

Loss on drying NMT e0.0% of its weight

Bacterial endotoxin NMTo.oe USP endotoxin unit/IU of

Anti-Factor Xa activity

@o. Anti-Factor lla Activity bo.o-a&.o Anti-Factor lla wo.o-amd.o IU/mg on the dried

Units(IU)/mg on the dried basis substance
@a. Molar ratio of sulfate to | NLT a.@
carboxylate
@b. Ratio of anti-factor Xa an.en — &.an en.en - d&.an

to anti-factor lla activity

@m. Specific absorbance @&.0 — wo.o on the dried basis @&.0 - wo.o (dried substance)
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AIUANAMAIN BN AR Sauginufitunsideu (finished product specification) n3flegILninenis
Wasuwdasudlufiufuesfowuuienaisviediuinmaisnisveudle (8.¢) um¥en finished product
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a.lo LONETIUTBIIATHIUNTHERNEN
olo.0 NsdlinaneluUszmele frdnasdasdidiunnmemenideusemnnsguniswin
PN MIRaRTRLluNSHEReN PIC/S (pharmaceutical Inspection Co-operation Scheme) Tag
Miaea PIC/S participating authorities viaiiienads3uTenTgIunIsHane v ninusiLag 33 nsia
Tunsrdng1vesdiinauangnIIINITEMISLAZEN NTENTNAINIUEY Fetmundulneiauaonados
waziaiisufundninusivarI3nisfialuniandnet PIC/S lunuanenfiiauswis atfudiganiusaunis
nsavdeulnefinanisiusesdviulssnaussninsandiannsednd
oo nsaliusrdndrerndnasene guandesndadadiuinnaieniedaiuses
UPIFIUNISHAREMUNE NN TETIRTUATIHERYA PIC/S (pharmaceutical Inspection Co-operation
Scheme) lnavuagau PIC/S participating authorities atuaganiussunsamsaeulnelinanissuiosiia
JuvsznmausznansinBiannsedngd viseongnaontin udusinsel
o0 1ONANIAUNINYBITLALDTIAN
o.me NANTIATIVIATIERRAA NGRS eIE1dSa3UveHER (Certification of analysis
of finished product) Tusnsuiidudiuseting
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