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atufuvindsi oo Wazatuiiudiy (The Seventeenth Edition of The Japanese Pharmacopoeia
and Supplements; JPem) TUsaLuvdwULAFUs U895
&0 Fnlshed product specrf'catlon 0.«% Sodlum chloride Solution ®oo mL (USPufm)

M‘ua Test items

| & | Identlf ication

© | Assay
o4
€ | Sterility

& Bacterial endotoxins

o  lron

B

| Heavy metals

i

& | Particulate matter
W9 2 @0 pm.Lifiu e aynia/mL

, e N 2 lod pm. il @ o BYNA/mL

c.‘lzx Drug substance spec1f‘ cation: Sodlum Chlorlde (USP«fm)

Specuf‘ cations
m’mmumu fi nlshed product speof‘ cation

| ‘ua Test ltems

c\’@: o - ®o&.0% of the labeled amount of

] Sodlum chlonde

@&-olo

| ATIW A finished product specification
i

| NMT o.& EU/mL (UPS Endotoxin Unit/mL
i | of Sodium ) Chloride)
NMT © ppm.
NMT 0.000%, based on the amount of
' NaCl

mswmumm finished product specification
mswmumu finished product specification

§ Specifi catlons

® :ldentif‘catlon
’ -Sodium
' -Chloride

ls Assay
en Alumlnum

|
i
{

-Meet the requirements

-The precipitate dissolves easily with
 the possible exception of few large
particles, which dissolves more slowly ,
&&.0 - ®@00.¢% of NaCl v

The fluorescence of the Sample
solution does not exceed that of the

b .
| Arsenic
«‘ :
Banum
l
é
\
Y

| ,
Ferrocyanldes
L.uw

Not more than ® ppm

Any opalescence in the test solution
is not more intense than that in the

reference solution

l

| No blue color develops in @0 min.

' lodides No blue color is observed
Iron After & min, any pink color in the
ALENIIINIMVUAALAN VLA LR
A, vl
....................................... Usesunssums R o s m(“nimms
(WBuyey vol) (Wang3imi yuegin) (UE5uFY [ieneq)

@

.
2

NWANIZYBIET 0.c% Sodium chloride Solution oo mL /o




- Limit of bromides

' Limit of phosphates

|

b

i Sample solution is not more intense

‘ than that from the Standard solution
| (NMT o ppm)

; The absorbance of the Sample

| solution is not greater than that of the |
: Standard solution (NMT @co ppm)
E Any color in the Sample solution is
not more intense than that in the
Standard solution

(NMT & ppm)

lelt of potaSSIum

Magnesuum and alkaline earth metals

Not more than c;:oo ppm

The volume of o.0e M edetate
' disodium consumed in the second
5 titration does not exceed b.¢ ml
(NMT @00 ppm, calculated as Ca)

' Nitrites i Ab»sorrb‘ancei is NMT o.o0@ K
' Sulfate ' Any opalescence produced in the
! Sample solution
after & min standing is NMT that
z produced in
___‘iuwm f the Standard solution (woo ppm)
« |Specifictest: B S RN
Appearance of solution Solution clear and colorless
' Acidity or alkalinity ' NMT o.& mL of o.0e N hydrochloric |
E:acid or o.oe® N sodium hydroxide is
required to change the color of this
| . solution
Loss on drying NMT o.&%
& Sterlllty test | Sterile
>} Bacterlal Endotoxin Test ; NMT o.& USP Endotoxin Unit/mL
NugLue

- * #hdie Dissolution, Content uniformity uag Uniformity of dosage units T¥uuutenans
wanTgazBuanan1sn Iy mndldudsseazduaiidusiuariluly coa

- nsdifaanzidouudanisiu waive) nsasaeuiiaseisienisla Wiutanuenans
véngruseananilisueyifsae
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¢

(U9E129359U yauenSa)

1 v
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=
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