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. Finished product specification

©.e.e |dentification test : Sodium and chloride : Meets the
requirements
.ol Assay : c&.o-eo&.0 % L.A. of sodium chloride

©.@.en Impurities

- Iron Not more than & ppm
- Heavy metals Not more than @o ppm
©.6.& pH : &.&wl.o

b.®.& Particulate matter
Size > @0 um Not matter than o,000 particles/container
Size > & um Not matter than boo particles/container
v.e.D Bacterial endotoxins  Not matter than o.& USP Endotoxin Unit/ml
©.e.00 Sterility test Sterile
.6.< Volume in container  Not less than the nominal volume
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&. Sodium chloride &oo mg/@oo mL irrigation solution, @ L bottle
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| ©.@ Finished product specification

b.e.e Identification test : Sodium and chloride : Meets the
requirements

b.6.lo. Assay : «&.o-eo&.0 % L.A. of sodium chloride

®.@.on Impurities

- Iron Not more than & ppm
- Heavy metals Not more than eo ppm
w.e.& pH : &.&-e.0

v.@.& Particulate matter
Size > @0 um Not matter than v,000 particles/container
Size > & um Not matter than woo particles/container
.e.0 Bacterial endotoxins  Not matter than o.&¢ USP Endotoxin Unit/ml
.@.00 Sterility test Sterile

®.@.c¢ Volume in container  Not less than the nominal volume
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o. Sodium chloride oo mg/@oo mL irrigation solution, @co mL bottle

o. AnauTANY

0.0 Uy Wuansasaneusmnide Ta Lifid

@ @nlsznou Usenausme sodium chloride ®oo mg Tuansazangu3imseco ml

®.0 MIUFUTTY UTTYlUAguEnaradin laseanwuuliladie uasimesnainniwus
ussgliognaminigs wandald dundien deldlivunannsolanduls

®.€ AAN

©.€.OUUNABIUTIY TEYTDLIMIBTIVNNTAT, dIUUTENDY, TUINAINLSY

k]

[

v03e1 lnwnzideudiuen, aiindn, Tuiindouasiunuengdaiou
o.<lo VUMYULUTI] TeyToeviadonisnsdn, dauusenay, TumeLuse
10981 1aviindn uaztumunengli¥aiou uasdiduiteu ¢ not for injection « wiailunwnlve ot
AU LUUTIYSu
. AuENUANIuNALA
Han1snTITieTeiaun wiluluaiy Finished  product  specification  wag drug

substance specification #9198 NLAEYRISURTUREIAU ¥59819899n  In-house  specification

1
=2

FalesunisaanzilousedinuANENTINNSOMISLATEN NTENTNAEITUEY Nedindudnuild
nedsipuluatuiifisuviwielminiunesgrundusiulassunils mansenansensansisuaga
1589 53187 WA bees (@Uszmealusuianmiune Yuil oo lguisu bees)

.e Finished product specification

v.6.® |dentification test : Sodium and chloride : Meets the
requirements

©.@.lo Assay «&.0-eo&.0 % L.A. of sodium chloride

..o Impurities

- Iron Not more than o ppm

(W9aT5 M5 lined )

- Heavy metals
v.e.c pH:
v.e.& Particulate matter

Size > o um

Size > lo& um
b.@. 0 Bacterial endotoxins
o.@.60 Sterility test

v.®.& Volume in container

O AN o e ¢

(uwanugdal Nuwvew)

Not more than @o ppm

&.&-m.0

Not matter than o,000 particles/container
Not matter than voo particles/container
Not matter than o.& USP Endotoxin Unit/ml
Sterile

Not less than the nominal volume
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