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.e.on Impurities
- Iron Not more than & ppm
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®.@.€ Particulate matter
Size > @o um Not matter than b,000 particles/container
Size > & pm Not matter than boo particles/container
©.e. Bacterial endotoxins  Not matter than o.¢ USP Endotoxin Unit/ml |
b.e.o Sterility test Sterile
b.@.c Volume in container  Not less than the nominal volume
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&. Sodium chloride «oo mg/@oo mL irrigation solution, @ L bottle
(0.«9% NSS lIrrigation solution ®,000 ml)
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©.e Finished product specification
b.e.@ Identification test : Sodium and chloride : Meets the
requirements
b.e.lo. Assay : x&.0-eo&.0 % L.A. of sodium chloride
®.@.en Impurities
- fron Not more than & ppm
v.e.& pH : &.¢-a.o
©.e.& Particulate matter
Size > @o um Not matter than o,000 particles/container
Size > lo& um Not matter than boo particles/container

b.@.b Bacterial endotoxins  Not matter than o.¢ USP Endotoxin Unit/ml
.. Sterility test Sterile

b.e.c Volume in container  Not less than the nominal volume
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®. Sodium chloride woo mg/@oo mL irrigation solution, @co mL bottle
(0.«% NSS Irrigation solution @oo mt )
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©.@ Finished product specification
©.e.0 Identification test : Sodium and chloride : Meets the
requirements
b.6.lb Assay : x&.o-eo0&.0 % L.A. of sodium chloride
©.@.en Impurities
- Iron Not more than & ppm
b.e.& pH : &.&e.o
b.e.& Particulate matter
Size > ®@o um Not matter than o,000 particles/container
Size > o& um Not matter than oo particles/container
b.e.o Bacterial endotoxins  Not matter than o.&¢ USP Endotoxin Unit/ml
b.@.00 Sterility test Sterile

b.e.c@ Volume in container  Not less than the nominal volume
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