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Y9 Test items

Specifications

&. | Bacterial endotoxins test NMT o.o® USP endotoxin Unit/IU of Anti-
Factor Xa activity in Anti-factor Xa IU

©. | Anti-factor lla activity wo.o - ed.0%

ol. | Free sulfate content NMT o.e% (w/w)

w. | Sterility tests Meet the requirements

«. | Particulate matter in injections

- Particle size = ®o micron
- Particle size = & micron

NMT o000 per contalner

NMT boo per container

a.la Drug substance specification : USP «a

2 Test items Specifications

@. | [dentification test Meet the requirements

lo. | Assay «o.0 - ab&.0% Anti-Factor Xa IU/mgon the
dried basis

a. | Benzyl alcohol content NMT o.e@%

&. | Nitrogen determination ®.@ - ©.¢% on the dried basis

&. | Sodium content ae.om - @mn.&% on the dried basis

. | pH Ll — ool

o. | Loss on drying NMT @0.0%

a. | Specific absorbance e&.0 - wo.o on the dried basis

. NMT o.0® USP endotoxin Unit/IU of Anti-

Bacterial endotoxin test

Factor Xa activity

@c. | Anti-Factor lla activity

bo.o - m&.o Anti-Factor lla activity IU/mg on
the dried basis

e, | Molar ratio of sulfate to carboxylate
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