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Enoxaparin sodium 60 mg/0.6 ml solution for injection, 0.6 ml Prefilled syringe

1. Y081

2. gruandinaly
2.1 suwy
2.2 @lsznay
2.3 MUULUTT

2.4 aansey

(GPU 843275)
Enoxaparin sodium 60 mg/0.6 ml solution for injection, 0.6 ml Prefilled syringe
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Usenaumesen Enoxaparin sodium 60 mg luu3unms 0.6 ml
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Finished product specification

4o Test items Specification
1 | Identification G\i’mﬁi’lummﬁswlu Finished product specification
2 | Anti-factor Xa activity 90% -110% of the potency stated on the label in
terms of International Anti-Factor Xa Units (IU)
3 | Anti-factor lla activity 20.0% -35.0% of the potency stated on the label in
terms of International Anti-Factor Xa Units (IU or
IU/mL)
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U8 Test items Specification

4 | Anti-factor Xa to Anti-factor lia Ratio | 3.3-5.3

5 | Benzyl alcohol content (If present) | 1.35%-1.65%

6 | pH 55-7.5

7 | Bacterial endotoxins less than 0.01 USP EU/unit of Anti-factor Xa activity

in Anti-factor Xa IU

8 | Free sulfate content Not more than 0.12% (w/w)

9 | Sterility tests ms’mﬁé"mmuﬁixu‘[u Finished product specification

10 | Particulate matter in injections ﬁﬁ%mumuﬁizﬂu Finished product specification
LA

Wme Uniformity of dosage units TviuuLenansLanisiasdennan1siasevngila e

ywazduafidusuauliluly coa
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- Drug substance specification ﬁﬁ]ﬂ‘szu'lmniﬁm‘swzﬁﬂmr;wﬁm drug substance wialudnsien drug

substance vesguinendsagy atiulaatunil fdinmsnainneiasunnifeiitvun
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(1) Lanmim'slmu%’umgzy"m%yumﬁsuﬁw%'umLﬁaﬁwmﬂuﬂssmmiwa uazdwAs (declare) uvasuan
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substance specification) nfifiegsvmnamsiasuuasunlufisiusyasuuuenaisnisvaunia
(8.5) swsey finished product specification Wag/#38 drug substance specification Thevaunly
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Enoxaparin sodium 40 mg/0.4 ml solution for injection, 0.4 ml Prefilled syringe

(GPU 851556)

1. Yoo Enoxaparin sodium 40 mg/0.4 ml solution for injection, 0.4 ml Prefilled syringe
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Finished product specification

U9 Test items Specification

1 | Identification miwmum’mﬁizulu Finished product specification

2 | Anti-factor Xa activity 90% -110% of the potency stated on the label in
terms of International Anti-Factor Xa Units (IU)

3 | Anti-factor lla activity 20.0% -35.0% of the potency stated on the label in
terms of International Anti-Factor Xa Units (IU or
(U/mL)

4 | Anti-factor Xa to Anti-factor lla Ratio
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Ud Test items Specification

5 | Benzyl alcohol content (If present) | 1.35%-1.65%

6 | pH 5.5-7.5

7 | Bacterial endotoxins less than 0.01 USP EU/unit of Anti-factor Xa activity

in Anti-factor Xa U

8 | Free sulfate content Not more than 0.12% (w/w)

9 | Sterility tests mi?ﬂﬁiﬂum’}uﬁixﬂu Finished product specification

10 | Particulate matter in injections mﬁ'mml’mmuﬁizﬁlu Finished product specification
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