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Enoxaparin sodium bo meg/o.o mL solution for injection, o.o mL prefilled syringe

®. ot Enoxaparin sodium bo mg/o.o mL solution for injection, o.o mL prefilled syringe
TMT-ID (GPU) : damlomi¢’

o, AMENTATT I
.o FULUY Wuansasmeusirnidela Lild Sdwdowdeudmivie
blo diutszney  Usvnaumeiien Enoxaparin sodium fiauyaiu Enoxaparin bo mg
0.0 TWIAUTTY o.o ml A9 @ syringe
o MusUsTy  usiglumasaussqdaunannidanioude (prefilled syringe with safety
device)
o.& 2870 - ssyfes drulsznaudisddguazanunss Jusde Suduory weiindn
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a. AuaNUANIUNaia
mamwwmm%wqmmwLﬂu‘lﬂmu Finished product specification way Drug
substance specification slgaemaToudad I uALENTINANSEMSUAYET NSENTIETITUEY YAT]
mﬁ"ﬁmsw’lﬁm\zaqmaqtﬂuwuwmammma‘hwmm*msmumﬁ’ﬁmﬁsu‘lﬂm‘swmmuﬂsumﬂ
NIENTNEAITUGY (509 S3YTIEN
m.& Finished product specification :

dia Test items ] Specifications

a.@.® | ldentification Meet the requirements

aelo | USunusetdety 0.0 - e®0.0% of the potency stated on the
Anti-factor Xa Units (1U) label of international Anti-factor Xa Units (IU}

a.@.en | Ratio of Anti-Xa/Anti lla e — &m

m.e.c | pH & - od

m.e.d | Bacterial endotoxins Not more than o.oe USP endotoxin unit/unit of

Anti-factor Xa activity in Anti-factor Xa iU

o@D | Volume in container Complied with finished product specification

m.e.0 | Sterility test Meet the requirements

m.e.c | Particulate matter Meet the requirements

m.e.« | Benzyl alcohol content ®.md — @.0¢%
(if present)
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Enoxaparin sodium bo me/oo mL solution for injection, o.o mL prefilled syringe TgT—lD (GPU) : cealonid
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(declare) unsnan
<.o.0 ludwymstunadeudiueléud nee ne.m ne.c wie Blo uiurnsdl

&.0.0.0 lunsdimfugndntutsvmelng (mned velo)

<.o.0.0 unsditdueninduiensudsussgonea ne.m)

&.6.0.6 Tun'sf’ﬁﬁLﬁuaﬂﬁmﬁ'ﬁmﬂﬁ'nﬁsumﬁ (Mnedia ve.e)

oo 'luﬁwm‘fuw silbu ne.e 30 8.0 T8wTilauEIIAY WieuTeaudsadomunuamAIm
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