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Enoxaparin sodium injection o mg/o.5 ml

o. o8 Enoxaparin sodium injection oo mg/o..o ml

. AauaNTARIY

v.e JULUU Jusdausennide fdnvasluasazanelalifdfdmdoswou

oo #@uUssnau Us¥naumIY Enoxaparin sodium oo mg/o.'o ml ( pooo iu Anti-Factor
Xa/ o.o ml) in water for injection

.o AIYUTUTIY ussqluvaonvianioudn Usimanite wieugunsaldsdie (Prefilled-
syringe with Safety device) 3UIAUTTY o syringes #8  NABY
. 28N - navdpn: seydenisdn Yeandynieen daudssnaunazysuindie

d1dfey mnuusaihefufiadniu (mg) Yuwdn Jumuneny laviindn angieuiiueuazgumgii
wingaudmiudaiiue Wegredaauuuussydue fienansifiugiussglundesen

- amnuuvREAUTIYEINaNdn pg1alesdnissydenisi Feanymis
o1 drudsznaukarUSuaiiendify Amus Tununey uasiaviindslieg1edaiau (aainfivaenen
ﬁaaszqﬁv’wﬁw mg/ml wag IU (units) of anti-factor Xa per unit volume
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a.0 AMANUANIIMALIAYEY Finished product (Ref : USPem e BPooll )

U qmauﬁ'ﬁ UInIFU USP&en 4nIFU BPwolnle

® | |dentification MY MU

b | YSuneusiendrfey

® Anti-Factor Xa ®0.0 - ®®0.0% LA. «0.0 - ®®0.0% LA.
activity (IU)
® Anti-Factorlla  |®o-0-m&.0% LA. of ]
activity (IU) Anti-Factor Xa
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a.0 AMENUANIUNALIAYY Finished product (Ref :

oy

USP&a 1182 BPiwolkln ) (61D)

) AENURA UMTFIU USPan 11M3§7U BPeokln
o | Ratio of Anti- en.en — &.en en.on — &
Factor Xa / Anti-
Factor lla
& | pH E&-a.& E& - o.&
& | Bacterial endotoxins | 4e8A11 0.09 USP 1498NI1 0.0e endotoxin unit/IU of
endotoxin unit/unit of Anti-Factor Xa activity.
Anti-Factor Xa activity in
Anti-Factor Xa IU
o | Volume in container | A32aWU NI
o | Sterility test AN AN
& | Particulate matter ATIINIY AT
« | Free sulfate content | NMT o.el% -

NUBWA : FTIATIRAINIAIATINNNLINIFIU USPem %30 BPookly agdlapg1amnils

a0 AMENUANIIMALAYEY Raw material (Ref : USPem Wag BPolk )

activity (with
reference to

the dried substance)

more than eb& IU/mg

1o AMEUUR M3 USPea UMY BPokln
® | Identification Meet the requirement Meet the requirement
b | Anti-Factor Xa Not less than «o and Not | Not less than «o and Not more

than ebd& IU/mg

Anti-Factor lla activity
(with reference to

the dried substance)

Not less than wo.o and
NMT
m&.o 1U/mg

Not less than vo.o and NMT en&.o
IU/mg
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.l AMENUANIANALAYEY Raw material (Ref : USPam way BPaokle ) (4iD)

1o ARENUR NIATFIU USPaen UMY BPokln
& | Ratio of Anti- Factor | en.en = &en a.en — &.en
Xa / Anti-Factor lla
& | Molecular Mass Fractions < lv,ooo0 Da : Fractions < v,000 Da : e.0% -
®.0% - wo.0% ©o.0%
Fractions lv,o0c0-@,000 Fractions v,000-&,000 Da : bz.0%
Da : v8.0% - cl.0% - ®.0%

Fractions > &,000 Da :
Not more than ex.0%

o | Benzyl Alcohol Not more than o.e% maximum o.%
content

@ | Sodium content ®®.m% - @n.&% on the ®®.0% - ®@;n.&% dried
dried basis substance

& | pH AR 0.l - oo

« | Nitrogen ®.c to b.& % on the -
dried basis

®o | Loss on Drying Not more than @o.0% -

®® | Molar ratio of sulfate | Not less than e.c -
jons to carboxylate

ions

@l | Bacterial Endotoxin Not more than o.oe USP -
Endotoxin Unit/IU of Anti-
Factor Xa activity.

@ | Specific Absorbance | .o - bo.cec.0 - bo.o
VUBLME  FBUATITANITORATIEHRINLINTEIU USPan #38 BPoklo aentlaatamile
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.0 onannslisueuyniunzfousiveitedmnelulssmelny uazduas (declare)
WARINGR
€.0.0 luddymstunsdoussue I Mele .o ve.e vio olo wdusinsd)
o) nidfdusindnluuszvalne vanedia nele
o) nsddugniudiiontsuisussy wnets e
o) nadimdugtidnannsisssme wnefia ve.e
.00 lumvatunzdeu ve.e veswnfiiauesin (i o) wieuswazduaiadonis
UANAMANYBIHARTInLTT Uz Teu (Finished product spedification) uagdafvunnainInees
mgeu (Raw material specification) nscﬁﬁafgswdwnmﬂﬁauwauuﬂmﬁmﬁu LABIUUULBNATITNS
vouRluansau Finished product specification wag/#38 Raw material specification
<o aNAITUTBWINTFIUNTHERNEN
<lo.e niifemanlusEmAle
Q’N591ﬁaqﬁﬁﬂmewmwiﬁa%’mmmmgwumswammmwé’ﬂmmm‘%%mﬁiﬁ
TUNSHENE1UBINTENTIEAITITUEY (GMP %138 GMP/PICS) Tumngilaueuie (advangn MuseUNs
nenasulasiinanisiusesisiuiiauenaiuas Yuiindnen)
@lolo n3@iiugnindrnndadssne
Q’mﬁmcﬁmﬁﬁﬁmewmwﬁqﬁa'%’uiaammgmmsmﬁmmmwé’nmm%”?%‘mﬁiﬁ
lun1sudnenvesuszinauin nie Certificate of pharmaceutical product (@Juanganiusaunis
nenasulnsiinanisiuseaiviufiauenauas Tudindnen)
@ on LONANSARA MBI TLAUDTIAN
€. HAN5ATIVTATIEAUNWHEN AuTivesnan (Certification of analysis) lugngu
fdaduiedn
€. lo HANTSATITIATIERRAINWIRGAY (Raw material) vashenddnyildlunisnane
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<. Watan1smsanddgidewanduluieasiiagiu 1dun Molecular weight
<. fageen
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ueulwlmilusuauiduswaueniidsde ot fandn melunaniilsmeviaivun TagliAaeldane
Windnanlsmeiutakazgueasdossuiavoudilddelunisduiunis vialiindosuRnlunisdeweslyl
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«.&.& nsdiilsmeutanslunendaiguesanmdnguiiduia malsmenuasy
Fuvg e (black list) NanFusvoIUTEN wavarfiansanlildndnSausivesussnauilsmeuia
Wiuanas waglsmenunaasyimsudadeusesdinanlimissnusiieg vy
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@.5.0 \Homndusinquiting lunsdlilserdunuy desfienarsdeyanisdnyinig
padnluiiuansfanuantRniundiends (biosimilarity) fuendringdredaludunmnm anuvasnsi
wavyUseansnw

@l \damnusnguiatng lunsdlildenduwuy desdionansteyanisdnyinig
palnluyudansisEavEaw anuasnsy uazauduivuean vesefiiueifisuiuedunuy
AuanyinnanSueiiussavinaminfioutugfunuy ausmsgu EMEA Guideline uagsiossnunsamum
weunsluIIIMswmEsaUsemeiindete

«.o.m Hondusinguiaing lunsdlildenduuuy desllionansdoyanisfineivnig
adtnlunywifuansisUssdvinm anudaseds wasanuduiveeaen yesefiausiiisuiugfuluy
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«.o.¢ ndiduaiindnlulsemdlng viesundrilildedunuy dedldsuniseysT®
Uousld (Therapeutic indication) 91n@1NIIUAMENTTNITOMITWALET LT BUWINTUBIRULUUYN
Usens

«o.¢ lunsadlilyerduuuy desdienaisdeyanisdnuvimenddnlunuudgy
(Randomized Control Trial) lutsginalng veend iauaifisufuerdunuy 7 uanadwdadueidl
Usyavinawiiisuivensuiuy

<55 nydidusindnlulsznelng n3eniddiliflderduuuy deelinisdnw
Immunogenicity saseidusiouiisuiuenduiuuetieios © Weu Wetusuruuasnsiuvesen
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o UsTlunasnylaniaudn wiauagunsailisde (Prefilled-syringe with Safety)
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