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AMANEALIANIZVBIYT Sodium chloride 900 mg/100 ml solution for injection/infusion, 100 ml

1. %aﬁn Sodium chloride 900 mg/100 ml solution for injection/infusion, 100 ml
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2.2 dwdsznay Usgnausie Sodium chloride 0.9% Tuthdmiuimdouendausunms 100 ml

2.3 MYUYUTIY

231 Jusyuu closed system

232 usslunvusnanaindwivldadudien mMuurussidaiuaninsinuTunsvenheuasiiviinnsing
diuduansaranaiivlfognatios 70 mL lgnyuzusspdeadulumunasgundnsdasignamnssy
muugnanaindmSuussranfusindulsaannde smﬂy’aﬁaaﬁLﬂ%"awuwmmgwuﬁﬁmwwsﬁg

233 grenildreudugnesdunsed waedluFusesnmun Mg LA IBIINMNENURTIIIASETvea
NS WU nsinerenanimsunng ddnounnasgiusdadasignamngy (@ue.) nafvetmaniuing
uagduy 9 uarNYIWaNARn seal Unadniesuuonuasduly (Double protection cap) lnananafin
Fuventestudsuudeuarnmeuen eneseUnIEINdeiaudaliig uasnanadndulutiostuans
ﬁwé’mﬁaﬁwﬂmﬂﬂamq

2.4 aansyy

241 seylern dnussneumeiddyuaruuse Sudn Tuvuneny aviindnuastarvsdousiueliege
ToLaUUUUTIYA

242 vumvuzusTyegatley dessvylesmiedonisi drulsznoumedfuasIunm NI Lo

WA Judueny Tidaau

AENITU msﬁwumﬂmﬁﬂwmsLaww’umm

(GRID) . 77 USEEMUNTTUNT

(Wewan @insgnng)

' e e\ - (C foo
(@9%0)...... \ ..... WA hlwds NITUMS G 1) S NIsUNTT
(egsfng fsfnswud) (uneftygy Aasrunating)
N S
! ’ -
GRCE) S N NITUMS (A4%0)........ ﬁj%ébﬁ .......... NIUNT
(WeTmed a350uyEYaMd) (Un9d3u uvdda)
(aa%aﬁg}fﬁ’.‘ ..... &'\3%(\ nIsuMs GEE) S ‘@ ................ NITUNTUALLAUIYNG
(Weamilvim aien) (WeEsEANTI dSenyasal)

AMANWZIANIEYRI7 0.9%NSS 100 mt T 2562



3. pruduUAnIuvada

3.1. Finished product specification:

(A) Sodium chtoride for injection USP 40

Test items

Specifications

1. Identification

Meet the requirement

2. Assay

95.0-105.0 % labeled amount of sodium chloride

3. Impurities- ron

LsiiAu 2 ppm

4. Specific tests

a. pH

4.5-7.0

b. particulate Matter in injections

Meets the requirements

C. bacterial endotoxins tests

latAy 0.5 USP Endotoxin Unit/ml

(B) Sodium chloride for injection BP 2016

Test items

Specifications

1. Content of Sodium chloride

95.0-105.0%

2. ldentification

Meet the requirement

2. Bacterial endotoxins tests

The endotoxin limit concentration is 0.25 1U per ml

Each mL of 0.1M silv

3. Assay

er nitrate VS is equivalent to 5.844 mg of NaCl

3.2 Drug substance specification : Sodium chloride

(A) Sodium chloride USP 40

Test items Specifications
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Test items Specifications
1. Identification
- Sodium Meet the requirements
- Chloride Dissolve easily with the possible exception of a few large
particles, which dissolve more slowly
2. Assay 99.0% -100.5% on dried basis
3. Impurities
a. Aluminium TadiAiu 0.2 ppm
b. Arsenic, Method | Ly 1 ppm

c. Barium Any opalescence in the test solution is not more intense than
that in the reference solution

d. Ferrocyanides No blue color develops in 10 min.

e. lodides No blue color is observed.

f. Iron LA 2 ppm

Limit of Bromides

TadiAu 100 ppm

Limit of Phosphates

TaliAiu 25 ppm

Limit of Potassium

TaitAin 500 ppm

Magnesium and alkaline-e

arth metals 13ty 100 ppm (Calculated as Ca)

k.

Nitrites

A1 Absorbance Tty 0.01

L.

Sulfate

LadiAiu 200 ppm

4. Specific tests

4.1 Appearance of solution

The solution is clear and colorless
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Test items

Specifications

4.2 Acidity or Alkalinity

Not more than 0.5 mL of 0.01 N hydrochloric acid or 0.01 N

sodium hydroxide is required to change the color of this solution.

4.3 Loss on Drying

lalifiu 0.5%

4.4 Bacterial endotoxins test

14itAin 0.5 USP Endotoxin Unit/ml

4.5 Sterility tests

Meet the requirements

(B) Sodium chloride BP 2016

Test items

Specifications

1. Content

99.0% -100.5% on dried substance

2. Characters

a. Appearance

White and almost white, crystalline powder or colourless crystals or

white or almost white pearls.

b. Solubility Freely soluble in water, practically insoluble in anhydrous ethanol.
3. Identification

- Give the reaction of Sodium Meet the requirements

- Give the reaction of Chloride Meet the requirements

4. Appearance of solution

Solution S is clear and colourless

5. Acidity or alkalinity

Not more than 0.5 mL of 0.01 M hydrochloric acid or 0.01 M

sodium hydroxide is required to change the color of the indicator

6. Impurities

a. Bromides

TsitAiu 100 ppm

b. Ferrocyanides

No blue color develops within 10 min
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C. lodides The mixture shows no blue color

d. Nitrites The absorbance is not greater than 0.01 at 354 nm
e. Phosphates TaiiAu 25 ppm

f. Sulfates LAy 200 ppm

¢. Aluminium TaitAu 0.2 ppm

h. Arsenic A 1 ppm, determined on 5 mL of solution S

i. Barium Meet the requirements

j. Iron laAu 2 ppm, determined on solution Sodium

k. Magnesium and alkaline-earth metals laiiAu 100 ppm (Calculated as Ca,10.0 g)
L. Potassium TaitAiu 500 ppm

m. Heavy metals LAy 5 pom

7. Loss on Drying

140U 0.5 %, determined on 1.0 g by drying in an oven at 105° for 2 hr

8. Bacterial endotoxins Wounin 5 1U/g

(C) Sodium chloride EP 2016

Test items

Specifications

1. Content

99.0% -100.5% on dried substance

2. Characters

c. Appearance White and almost white, crystalline powder or colourless crystals or
white or almost white pearls.
d. Solubility Freely soluble in water, practically insoluble in anhydrous ethanol.

3. Identification
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- Give the reaction of Sodium

- Give the reaction of Chloride

Meet the requirements

Meet the requirements

4. Appearance of solution

Solution S is clear and colourless

5. Acidity or alkalinity

Not more than 0.5 mL of 0.01 M hydrochloric acid or 0.01 M

sodium hydroxide is required to change the color of the indicator

6. Impurities

n. Bromides

TadiAu 100 ppm

0. Ferrocyanides

No blue color develops within 10 min

lodides

The mixture shows no blue color

Nitrites

o|o

The absorbance is not greater than 0.01 at 354 nm

r. Phosphates

TaliAiu 25 ppm

s. Sulfates

TaltAiu 200 ppm

t. Aluminium

TaliAiu 0.2 ppm

u. Arsenic TaitAu 1 ppm, determined on 5 mL of solution Sodium
v. Barium Meet the requirements
w. lron LAy 2 ppm

X. Magnesium and alkaline-earth metals

14iin 100 ppm (Calculated as Ca)

y. Potassium

T3diAiu 500 ppm

7. Loss on Drying

liiAu 0.5 %, determined on 1.0 g by drying in an oven at 105° for 2 hr

8. Bacterial endotoxins

"oeni1 5 1U/g
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