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81 Enoxaparin sodium bo mg/o.b5 mL solution for injection, o.bo mL prefilled syringe
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Drug substance specification (Reference USP)

a.@ Definition m?ﬁ]mumuﬁwﬂu drug substance specification
oo [dentification test m’mi’mm’mﬁizﬁlu drug substance specification
A) Spectroscopic iden. Test The spectra exhibit maxima at bae + & Nm
B) C NMR spectrum mi’mmumuﬁisﬂu drug substance specification

C) The ratio of Anti-Factor Xa
activity to Anti-Factor lla activity  laifosnan en.en Uay LiAuNI & #ua16U
D) Molecular weight distribution
and weight-average molecular
weight Meooo ®@.0 — ®0.0%
Miooo-coos D®.0 — @©.0%
Maooo NOt More than ec.0%
E) Sodium ms'mhum'mﬁizq‘l,u drug substance specification
on.en USUuddendnfny (Assay) Potency is «o — @& 1U/mg of Anti-Factor Xa

m.@ Other components

- Benzyl alcohol content Not more than o.e%
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- Nitrogen determination
- Sodium content

on.& pH

oo Loss on drying

m.e Specific absorbance

. Bacterial endotoxins test

a8 Anti-Factor lla activity

@.8% - ©.&% on the dried basis (Method II)

®@.m% — @mn.&% on the dried basis

.o - aled for @o% solution in water
dinsngliifiunit ec% (Dry @ g i 6o for o Hla)
®&.0 — bo.o on the dried basis

Lailiundn o.0e USP Endotoxin unit/IU of Anti-Factor Xa
activity

Potency is wo.o - em&.o IU/mg of Anti-Factor lla

.o Molar ratio of Sulfate to Carboxylate lilesnii e.c

Finished Product specification
en.e Descriptions
oo Identification test
on.en USUEUAIENdARY (Assay)
m.@ The ratio of Anti-Factor Xa
activity to Anti-Factor lla activity
en.@ Other components

- Benzyl alcohol content

en.o Bacterial Endotoxins Test

en.ed pH
o Anti-Factor lla activity

o« Free sulfate content

m.@o Sterility test

) | . . .
mwmumum%‘lﬂu finished product specification
M3IAHUMNNSEYU finished product specification

Potency is ®o.0 - @®0.0% L.A.

Tatiaeni e way WiAUAIN & MUEIRU

@.n&% - @.hd%

#ouN31 0.0e USP Endotoxin Unit/unit of Anti-Factor Xa
activity in Anti-Factor Xa U

&€& - a&

The Anti-Factor lla activity IU is not less than wo.0% and not
more than e&.0% L.A.

LU o.0% (W/w)

msaﬁ]mum’mﬁi:ﬁﬂu finished product specification

m.e® Particulate matter in injection m’a‘\]ci’mm’mﬁizqiu finished product specification
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product specification WagdanMMUAAMNAIMNTRGAY (raw material specification) M%‘@ﬂiiﬁﬁ'aqixw’i’mmi
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Bidnwseiing
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«.oo nsdlailgendunuy (Original) azdiesiidoyansfnuerdringadnonds (Biosimilars) daaonndes
pundninasinaziamesufoilugiionstunsfeussusiaingednenda Biosimilars) dtinemunnenssuns
omsuazen iedlususesiindndusieniy kiuunsguisnisudaia duszansamlunissnuazany
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<.oc nsifugngy biological products My vaccines, blood products AoadilananTuTBITUNISHER
(Lot release) NNTNINIEANTNTUNNE NTENTIABISUGY

«.0& nsdiueniideaiuinuilgamgil b-=°C Foafllonansuaniuas fusesindssuuniaifuuasdndeen
\Ju cold chain system ﬁié’mmgwmuma‘”mﬂmﬁ Good storage practice (GSP) wag Good distribution
practice (GDP)

<.ob kanuanarsudumuduiusseningunisndnvesingfiuvesiaed ey (drug substance) Augu
nsuinvemansingiendnsagy (finished product)
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