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Enoxaparin Sodium 60 me/0.6 ml solution for injections, 0.6 ml prefilled syringe

2. andautaaly

<1 = 4’1’ Ialae o = 1
WugnAauseanwe la lufidgfdmdesson
Usenausiesaen Enoxaparin Sodium 60 mg (6000 IU Anti-Factor Xa) Tu
d19aea1y 0.6 ml

=l :&‘ . 9 fa @
UTTQlUMADAAAUTIMIINWELUY Single dose nWIRUgUNITULINY

2.1 3Uuuu
2.2 dnUsenau

2.3 n1WUUTIY
(Preﬁlted syringe with safety device)

- i‘“‘U"U’EJE)’l ﬂ'JUUﬁ‘“ﬂ@UM’JEﬂ?ﬂF’]EULLﬁ”ﬂ'NNLLN TUNER ’J‘U'Wllﬂ’e]’]EJ
Lﬁ‘U‘VINﬁGlLLa Lﬁ‘UVIuL‘UEJ‘L!WﬁUSJ’] 1’988’1\3%@LQUUUU53'%J’]QJ%

- ‘U‘L!ﬂ’]‘UU'“US‘if\]EJWEJEJ’N‘IJE)EJGI’ENi”U‘U@E)WVI?@“UEJ‘WNﬂ’ﬁﬂ’] ﬂ?ﬂﬂ?uﬂi)‘U
G]’JEJ’]ﬂWﬂiULLa ﬂ’J']lJLLiQ 'DU‘MM@@"IEJ Lﬁ‘U‘V]NﬁG] 1'3@8'1\‘1‘6@@14 (aa'm‘w
‘Viaaﬂmmm‘iuumwu’m mg/ml %138 IU (units) of anti-factor Xa per

2.4 2810

unit volume

3. AMANUANIGNATIA

NﬁmimamLﬂi’l”‘lfiﬂmmwmuwmu Finished product specification wag Drug substance

specification Vl@’]\iﬁ]\‘l"\)’lﬂLﬂﬁ“U@ﬂSUﬂUULG]EJ’Jﬂ‘Ll ‘lj\‘i‘lﬂﬁ]ﬂ%uLUEJuG]’éJﬂ’]Uﬂ\‘]']UFImuﬂiiﬂJﬂ’]’iEJ'WW]“JLL@“EJ’]

ﬂ’i“‘VI

’i']ﬂﬂ’)ﬁ’]imﬁ‘u *muLﬂammwﬁ%mmmmLﬂuawmm gy LVI’]MSEJIMNﬂ’NﬁJ’]Wi%’]ULﬂﬁ?JG\ﬁUELﬂG]”I'i‘U

wm mmﬂ‘sumﬂﬂiwmammmmL'ﬁaq wumi’m'] W.A. 2561 amu‘w 6 SUAN 2561 (asUsznialuse
ﬂﬁ]ﬁ]mmﬂmaw 12 nuAWus 2562)

vistllumsiinnsan Biduiugaeiiavesaaenssunisionsana

3.1 Finished product specification: Enoxaparin sodium Injection

Xa activity in Anti-factor Xa U

G Test item USP 41 BP 2020
1 | Identification HFIINIU AT
2 | Ginwsenddy 90 - 110% of the potency stated on . | 90 — 110% of the stated activity of
the label of International Anti-factor Anti-factor Xa
Xa Unit (IU)
3 | Anti-factor Xa/Antifactor lla Ratio | 3.3 - 5.3 33-53
4 | Clarity and colour of solution - Clear
5 | Benzyl alcohol content (If present) | 1.35 - 1.65% -
6 pH 55-75 55-75
7 | Sodium - 10.2 ~ 16.9% of Enoxaparin sodium
8 | Bacterial Endotoxins NMT 0.01 USP EU/unit of Anti-Factor NMT 0.01 1U/International Unit of Anti-

Factor Xa activity

9 | Anti-factor lla Activity NLT 20.0 - 35.0% of the potency -
stated on the label of International
Anti-Factor Xa Units (U or IU/mL)

10 | Free Sulfate Content NMT 0.12% (w/w) -

11 | Sterility tests HIIUY AT

12 | Light absorption - ATIIU
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UD Test item USP 41 BP 2020
13 | Particulate matter/container ATITIU AT

- 4um = 10 pm laiifiu 6,000 ayn1A
- A > 25 um Ll 600 aynA

14 | Volume in container/ Extractable ATV ATITNIY
volume
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