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lo. TIANEN FUAE oo UM (FesFsBFuAumAAuaNEn19M) AsUTEN AN T IR
ssuvgUvenA Useniel o Jufl o fauieu weabaos

wannaginisRasuAadendaiaus
ﬁ]sﬁm’iﬂrmmLawwé’muai'lmﬁﬂmﬁmﬂmzmw*lzfﬂaam Enoxaparin sodium bo meg/o..b ml
solution for injection o.o ml prefilled syringe KT 16\8‘[.‘?1’145ﬂ!,nm%'i'1ﬂ’16‘1;']?jﬂ
ansETAAlY

&.a JULuy
&lo @mUsznau
€. NYULUTIY

&.& Wan

gidnuTennde guwuuanTasanela lliffdviegou
Tu 0.5 ml Usznaumemen Enoxaparin sodium o mg
vIslun sy Eaunrnnlendeudandaugunsaliisde (prefilled

syringe with safety device) uavussadamitasiunas

A ¥ o o ot o - ot Qu A =3
- I8YUEN ﬂ’J‘lJ“L]'i%ﬂEl’UGl'JEJ'lEi']ﬂﬂJULLaBﬂTWNLLiﬂ TURER NUAUDE LAIIHER ez

wungiauiuenliagndmauvuusaysiue
s P < !
- UuAUsUTIREETesdaesylagmTelontnsin diulsznaunasaua
ﬂ] & o 4 o
ATTNUTSUR9EN Laviindn Tufuenglidaeu

AuandANIwmAiln
Han15nsr3diasieRgua niluluniy finished product specification was drug substance
specification Aus1aziBundisans FaldeansluusedinruanznssunsemIskasl NTENTIe
assaug weinduifuildidafeuuatuiidieusivislminiunasgaduiiulassuni
PUYTENIANTENTINENSITUEY 1589 T8 Ten M. bdbe aviuil b SunnAu WA, bebe (@eUsEna
Tuswfinangunsn Tuil elo AuNWUS beblo)

&e Finished product specification :
(@) Enoxaparin sodium injection USP

4o Test [tems Specifications

@ | Identification Meet the requirement

b | Anti-Factor Xa activity ®o.0 - @@0.0% of the potency stated on the label
in terms of Intermnational Anti-Factor Xa Units(iU)

m | Anti-Factor Xa to Anti-Factor lla | NLT en.en and NMT &.en

Ratio

& | Anti-Factor lla activity bo.o-m&.0% of the potency stated on the label in
terms of International Anti-Factor Xa Units(IU)

& | Bacterial endotoxins Less than o.o® USP Endotoxin Unit/unit of Anti-
Factor Xa activity in Anti-factor Xa IU

o {pH .Gl &

e | Benzyl alcohol content (if present) | @.;d~e.d%

&
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i Test Items Specifications
@ | Free sulfate content NMT o.elo% w/w
« | Particulate matter
- WM 2 @0 UM Not more than o,000 particles/container
- WA 2 bE um Not more than boo particles/container
@o | Extractable volume NLT o.p0 ml
@ | Sterility Meet the requirement

(n) Enoxaparin sodium injection BP

i Test ltems Specifications
@ | ldentification Meet the requirement
b | Assay 0.0 - @@0.0% of the stated activity for Anti-Factor Xa
e | Anti-Factor Xa/Anti-Factor lla | e.en-&.m
Ratio
& | Clarity and colour of Meet the requirement
solution
& | pH &.&-o.&
b | Sodium ®0.v-a.at%
o | Bacterial endotoxins Less than o.oe U per International Unit of anti-Factor
Xa activity
&ln  Drug substance specification :

(@) Enoxaparin sodium USP

fa Test ltems Specifications

@ | ldentification Meet the requirement

o | Anti-Factor lla activity The potency : bo.o-mé&.o IU of anti-Factor lla activity per
mg, on the dried basis

m | Anti-Factor Xa activity The potency : lo.o-ebbé.o IU of anti-Factor Xa activity
per mg, on the dried basis

& | Loss on drying NMT @0.0% of its weight

& | pH 2.lo-w.0) for a @o.0% solution in water

v | Nitrogen determination @.<-.¢% (on the dried basis)

¢ | Benzyl alcohol content NMT o.e%

& | Sodium content ea.m-am.d% (on the dried basis)

&« | Specific absorbance ec.0-wo.o (on the dried basis)

@o | Bacterial endotoxins NMT o.c@ USP endotoxin unit/lU of anti-Factor Xa
activity

@e | Molar ratio of sulfate to NLT o.c

carboxylate /
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(o) Enoxaparin sodium BP

i Test ltems Specifications

@ | ldentification Meet the requirement

b | Appearance of solution Meet the requirement

o | Anti-Factor Xa/Anti-Factor Ila an.en-&.en

Ratio

& | Anti-Factor lla activity The potency : bo.o-e&.o 1U of anti-Factor lla activity
per milligram, calculated on the dried substance

& | Anti-Factor Xa activity The potency : so.o-elbé&.o IU of anti-Factor Xa
activity per milligram, calculated on the dried
substance

o | Benzyl alcohol content Maximum c.@% m/m

& | Sodium content ee.m-en.d% (dried substance)

& |pH ©.lo-0.e0

& | Specific absorbance eac.o-wo.o (on the dried basis)
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