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1.  d@ul       Sodium  chloride  900  mg/100  ml solution  for inj.ection/infusion,loo  ml
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2.2  d"tl58;now      tl53n@u®"1u  sodium  chloride  o.9% 1uugia°"5ayuimsutluia®tl3"s  loo  ml
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3.  q"atluor@y|i{ty|flfifl

3.1.  Finished  product specification:

(A)  Sodium  chloride for injection  USP  40

(8)  Sodium  chloride for inj.ection  BP 2016

Test items Specifications

1.  Content  of Sodium  chloride 95.0-105.00/o

2.  Identification Meet the  requirement

2.  Bacterial  endotoxins  tests The  endotoxin  limit  concentration  is  0.25  lu  per  ml

3.  Assery Each  mL  of 0.1M  silver  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                                       I                                               Specifications

1.     Identification-Sodium

Meet the  requirements

-       Chloride Dissolve  easily with  the  possible  exception  of a  few  large

particles,  which  dissolve  more  slowly

12.     Assay
99.00/o  -100.5%  on  dried  basis

3.     Impurities

I           a.Aluminium

'c\
t3Jmu  o.2  ppm

'Q
b.   Arsenic,  Method  I tub"  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.   Iodides No  blue  color  is  observed.                                                                                              I

f.     Iron -_- i i `_ __ _ _ __
9.    Limit  of  Bromides tou'lfiu  100  ppm

h.   Limit  of Phosphates
'a

t3Jmu  25  ppm

I.     Limit  of  potassium tu'bfiu  500  ppm

I         j     Magnesiumandalkaline-earthmetals              |["'bau  l00ppm(Calculatedasca)

I            k.    Nitr,tes
fl'1  Absorbance taJ'bfiu  0.01

1,.    sulfate t3J',fiu  2oo  ppm

4.  Specific  tests

4.1  Appearance  of solution The  solution  is  clear and  colorless                                                                           I
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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 t3J'lfiu  o.5%

4.4  Bacterial  endotoxins test tu'liiu  0.5  USP  Endotoxin  Unit/ml

4.5  Sterility tests Meet the  requirements

(a)  Sodium  chloride  BP  2016

I                     Test  items Specifications

|1.     Content 99.0%  -100.50/o  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

Meet the  requirements-      Givethe  reaction  of sodium

-      Givethe  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 tat,flu  100  ppm

b.   Ferrocyanides No  blue  color  develops within  10  min
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I           c.Iodides
The  mixture  shows  no  blue color

I            d.Nitrites
The  absorbance  is  not  greater than  0.01  at  354  nm

e.   Phosphates tu'lfiu  25  ppm

f.    Sulfates taJ'Lfiu  200  ppm

9.   Aluminium tat,flu  0.2  ppm

h.   Arsenic tu'bfiu  1  ppm,  determined  on  5  mL  of solution  S

I.      Barium Meet the  requirements

j.      Iron t3J'tfiu  2  ppm,  determined  on  solution  Sodium

k.   Magnesium  and  alkaline-earth  metals        I  tu'lfiu  100  ppm  (Calculated  as  ca,10.0  g)

1.     Potassium tu'Lau  5oo  ppm

in. Heavy  metals t8j'bau  5  ppm

7.  Loss  on  Drying taJ'lfiu  0.5  0/o,  determined  on  1.0  g  by  drying  in  an  oven  at  105°  for  2  hr

8.  Bacterial  endotoxins
9/I

u@umi  5  lu/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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-      Givethe  reaction  of sodium Meet the  requirements

-      Give the  reaction  of chloride Meet the  requirements

I  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

I   6.   Impurities

I           n.Bromides
tu',fiu  loo  ppm

I          o.   Ferrocyanides No  blue  color  develops  within  10  min

I          p.,odides
The  mixture  shows  no  blue  color

q.   Nitrites The  absorbance  is  not greater than  0.01  at  354  nm

r.    Phosphates t3j'bau  25  ppm

s.    Sulfates t3J'bfiu  200  ppm

t.    Aluminium
'Q

t3Jmu  0.2  ppm

u.   Arsenic t3J'lfiu  1  ppm,  determined  on  5  mL  of solution  Sodium

v.    Barium Meet the  requirements

w.  Iron t3J',au  2  ppm

x.   Magnesium  and  alkaline-earth  metals        I  tan'bau  100  ppm  (Calculated  as  ca)

y.   Potassium [alLfiu  5oo  ppm                                                                                                                                 I

7.  Loss  on  Drying tal'bau  o.5  0/o,determinedon  1.Ogbydrylnginanovenat  l05°for2hr              I

8.  Bacterial  endotoxins uftounii  5  lu/g
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4.  td@utql8u
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4.3.1.  w@n"sl@5ms"`qrufll"wamay"m`ula°1i3@3tl"tggrNaffl  (certification  of analysis  of finished  product)
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