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m.a. Finished product specification: Sterile water for irrigation

k) Test Specifications (USPee)

@ | Oxidizable substances The pink color does not completely disappear.

v | Total organic carbon (TOQC)

s Apparatus reguirements
e Reagent water Not more than o.eo mg/L (o.ec ppm) of carben
¢  Yresponse efficiency
Not more than o.&o mg/L. of TOC
ad-eoad% of the system
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i) Test Specifications (USPa'a)

o | Water conductivity Not mere than & JS/cm

& | Sterility test mmmumuﬁﬁwlu Finished product specification

& | Bacterial endotoxin Less than o.led USP endotoxin Units/ml
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lb. Drug substance specification i 1sananluiiasieivasdudn drug substance wialy
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.. Finished product specification: Water for injection

99 Test Specifications (USP&a)

® | Total organic carbon (TOC) m'ﬁmmummﬁixq’[u Finished product specification

o | Water conductivity m’mﬁhum’mﬁ'i:ﬁﬂu Finished product specification

o | Bacterial endotoxin Less than o.e& USP endotoxin Units/mL
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