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u0 Test items Specifications

d.o.o ldentification Meet the requirement

d.o.b Assay

-Sodium chl.oride c(d.o - ood.o o/o LA of Sodium chloride

d.or.m pH d.d - e'i.o

6.o.d lron content Not more than b ppm

d.or.d Particu|.ate matter

- Size > oo f-[m
- Size > bd llm

- Not more than lod particlesl mI

- Not more than m particles/ ml

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

6.o.6'' Steril.ity test SteriIe

g.g).re Volume in container Not less than volume label amount

-te_

d.o Finished product specification : o.c(o/o Sodium Chtoride sotution o,ooo m[

for injection, USP do

d.b Drug substance specification : Sodium Chtoride, USP do
v
?0 Test items Specifications

6.1!).O ldentification

- Sodium

- Ch[oride

- Meet the rer^rrrirement

- The precipitate dissolves easily with the possible

exception of few large particles, which dissolves

more slowly

d.b.b A55dy e(e(.o% - o'oo.&o/o of NaCt

6.1€).6n lmpurities: en,d-d.d in a solution (oo mq/m|.)

Aluminum The fluorescence of the Sample solution does not

exceed that of the Standard solution (o.lo ppm)

Arsenic Not more than o ppm

Barium The so[utions are equal[y clear after standinq for io hours

Ferrocyanides No blue color develoos in oro min.

lodides No blue color is observed

(u'l.ra1??9!ulr9lu 41 L1)
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tJ0 Test items Specifications

d.ler.en lron After d min, any pink color in the Sample solution is

not more intense than that from the Standard sotution

(NMT b ppm)

Limit of bromides The absorbance of the Samp[e solution is not greater

than that of the Standard solution (NMT ooo ppm)

Limit of phosphates Any color in the Sample so[ution is not more intense

than that in the Standard sotution

(NMT bd ppm)

Limit of potassium Not more than doo ppm

Magnesium and atkaline -

earth meta[s

The volume of o.oo M edetate disodium consumed in

the second titration does not exceed lo.d ml

(NMT ooo ppm, calculated as Ca)

Nitrites Absorbance is NMT o.oo

Sulfate Any opalescence produced in the Sampte sotution

after d min standing is NMT that produced in

the Standard so[ution (boo ppm)

d.b.d (narifir tacf .

appearance of solution Solution clear and colorless

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

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

cotor of this sotution

Loss on drying Not more than o.dolo

d.Le.d Sterility test Sterile

d.b.b Bacterial Endotoxin Test Not more than o.d USP Endotoxin Unit/ml
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nr:zuanarnrilv#ntnru'drravi6fi6iunr:zuamur GMP (Good Manufacturing Practice) nrurn:oru
v
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d.en.o r{anr:n:'laiin:rvvineunrnzuf;srnirudutrt"rr5c;rJrol{zuan (Certification of analysis

of fi nished prod uct) luuriufiril i{iu6'r ourt
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9V
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