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Ita Test items Specifications

d.o.o ldentification Meet the requirement

d.o.lo Assay

-Sodium chtoride c(d.o - ood.o 0/o LA of Sodium chloride

d.o.sn pH d.d - e'/.o

d.o.d lron content Not more than to ppm

d..o>d. Particu[ate matter

- Size > oo pm

- Size > bd Ll,m

- Not more than tod particles/ mt

- Not more than en partictes/ m[

d.o.b BacteriaI endotoxins Not more than o.d USP Endotoxin Unit/mL

d.o.s'tJ Steritity test Sterite

d.o.d Vo[ume in container Not less than volume [abe|. amount

_t9]_

d.o Finished product specification : o.ct%o Sodium Ch[oride sotution o,ooo m[

for injection, USP do

c(.b Drug substance specification : Sodium Chtoride, USP do
I
tJo Test items Specifications

d.b.o ldentification

- Sodium

- Chtoride

- Meet the requirement

- The precipitate dissotves easily with the possible

exception of few targe particles, which dissotves

more slow[y

d.b.b Assay c(c(.oolo - ooo.d%o of NaC[

d.b.en lmpurities: cn.d - d.d in a sotution (oo mq/mt)

Atuminum The fluorescence of the Sample so[ution does not

exceed that of the Standard sotution (o.Lo ppm)

Arsenic Not more than o ppm

Barium The sotutions are equat[y ctear after standing for to hours

Ferrocyanides No blue cotor devetoos in oo min.

lodides No btue color is observed

(a{to) tJ:ct'l!n::untl
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v
tlo Test items Specifications

d.to.m tron After d min, any pink cotor in the Sample solution is

not more intense than that from the Standard sotution

(NMT b ppm)

Limit of bromides The absorbance of the Sample solution is not greater

than that of the Standard solution (NMT ooo ppm)

Limit of phosphates Any color in the Sample solution is not more intense

than that in the Standard sotution

(NMT tod ppm)

Limit of potassium Not more than doo ppm

Magnesium and atkaline

earth meta|.s

The votume of o.oo M edetate disodium consumed in

the second titration does not exceed b.d m[

(NMT ooo ppm, calculated as Ca)

Nitrites Absorbance is NMT o.oo

Sutfate Any opatescence produced in the Sampte solution

after d min standing is NMT that produced in

the Standard sotution (boo ppm)

d.b.d Specific test

appearance of sotution Solution clear and co|.orless

Acidity or alkalinity Not more than o.d ml of o.oo N hydrochtoric acid

or o.ool N sodium hydroxide is required to change the

cotor of this sotution

Loss on drying Not more than o.dolo

d.b.d Sterility test SteriIe

d.te.b BacteriaI Endotoxin Test Not more than o.d USP Endotoxin Unit/ml
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