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&.@ Finished product specification
.,

Test Items Specification°lie!

@) Identification Meet the requirement

l!:> Assay c&.o - @o<t.0% of the labeled amount of Sodium chloride

Gil pH ti.ct - G'll.o

ti Sterility Meet the requirement
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Test Items Specification"llel

ct Bacterial endotoxins Not more than a.ct USP EU/ml
b Iron Not more than ppm
{n/ Particulate matter

- Size ;;::@)o µm Not more than ®ct particles/ml
- Size ;;::®ct µm Not more than c;n particles/ml

c Volume in container Not less than ®ooo ml
&. Drug substance specification

'W'<il1'at\J1'<il1flb'U1bfl'a1tVl'IJel-:J~i:-.1~~ Drug substance 'Vl~elb'U1bfl'a1tVl Drug substance 'IJel-:J
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b.® belfl6'11'afl1 'ab~f'U€1'4t!J1~('Wvitb'UcJ'W~1f'UcJ1b~-mh'Vlti1cJ1'W'U'atbVlf!bVlcJ bb6'lt6'11bb(?l-:J (declare) bb'Vl~-:ii:-.i~~,,
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'

~t\Jfl1'W'IJ€1-:Ji:-.I~~.flrusn~1~~('!.JVlt b 'U cJ'W (finished product specification) bb6'lt"Uelf11'Vl'W(?l ~t\Jfl1'W'IJ €1-:J

an9@u (drug substance specification) nlljsswisnsUuuuUasultu@us$otuuu
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'U ~

1fifl1 'a~~1'Wfl1 'ai:-.l~~cJ1 PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1(?lcJ'Vlti'"JcJ-:J1'W
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f11 'a i:-.i ~ ~ cJ 1 PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1 (?} cJ 'Vl tl 1 cJ -:i 1 'W PIC/S
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