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1.  Calcium  chloride  dihydrate  20  mg/100  ml

2.  Potassium  chloride  30  mg/100  ml

3.  Sodium  acetate trihydrate  380  mg/100  ml

4.  Sodium  chloride  600  mg/100  ml
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3.1.  Finished  product  specification:

Test items Specifications

1.  Identification-Calcium(Ca)

Meet the  requirement

-Chloride  (Cl) Meet the  requirement

-  Potassium  (K) Meet the  requirement

-  Sodium  (Na) Meet the  requirement

- Acetate Meet the  requirement

2.  A(ssay-Calcium  (Ca)-Chloride(Cl)-Potassium(K)-Sodium(Na)-Acetate

90.0  -110.00/o  L.A.  (2.45  -2.99  mEq/L)

95.0  -105.00/o  L.A.  (103.8  -115.0  mEq/L)

90.0  -  110.0%  L.A.  (3.60  -4.40  mEq/L)

95.0  -105.00/o  L.A.  (124.0  -137.0  mEq/L)

90.0  -110.00/o  L.A.  (  25.1  -30.7  mEq/L)

3.  Specific  tests

a.pH 6.0  -  7.5

b.    bacterial  endotoxins  tests [alifiu  o.5  Eu/ml

c.     Particular  matter  in  injections Meet the  requirement

d.    Sterility test Sterile

Drug  substance  specification

3.2.1     Sodium  chloride  usp40

Test items Specifications

1,     Identification
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Test  items                                                                                            Specifications

-      Sodium            Meet the  requirements

.           Chloride                 DISSOIve  easlly wlth  the  posslble  exception  of a  few  large  particles,  which  dissolve  more  slowly

2.    A(ssay 99.0o/o  -100.50/o  on  dried  basis

3.     Impurities

a.   Aluminium tat,fiu  0.2  ppm

I          b.   Arsenic,Methodl tat,fiu  1  ppm

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

in  the  reference  solution

I          d.   Ferrocyanides No  blue  color develops  jn  10  min.

e.   Iodides No  blue  color  is  observed.

f.     Iron t3J,Flu  2  ppm

9.    Limit  of Bromides ttl'bfiu  loo  ppm

h.   Limit  of Phosphates talbfiu  25  ppm

I.     Limit  of potassium tu',flu  5oo  ppm

j.     Magnesium  and  alkaline-earth  metals               I  talbfiu  100  ppm  (Calculated  as  ca)

k.    Nitrites fir  Absorbance ["'Lfiu  0,01

1.    Sulfate tan'lfiu  200  ppm

4.  Specific  tests

4.1  Appearance  of solution The  solution  is  clear  and  colorless

4.2  Acidity  or  Alkalinity tan'lfiuo 5  mL  of 0.01  N  hydrochloric  acld  or  0.01  N  sodium

hydroxide  is  required  to  change  the  color of this  solution.

4.3  Loss  on  Drying t3J'lfiuo.5o/o

4.4  Bacterial  endotoxins  test talifiu  0.5  USP  Endotoxin  Unit/ml

4.5  Sterility  tests                                              I Meet the  requirements
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3.2.2  Calcium  chloride  USP  40

3.2.3 Sodium Acetate  USP40

Test  items Specifications

1.  Identification Meet the  requirements

2. A:stay 99.0-101.0  0/o  on  dried  basis

3.  Inorganic  Impurities

-       Calcium  and  sulfatea.Chlorideb.Sulfate

A  portion  equivalent to  1.0  g  of anhydrous  sodium  acetate  shows

no  more  chloride  than  corresponds  to  0.50  ml  of 0.020  N

hydrochloric  acid  (350  ppm)

A portion  equivalent to  10  g  of anhydrous  sodium  acetate shows

no  more  sulfate  than  corresponds  to  0.50  ml  of 0.020  N  sulfuric

acid  (50  ppm)

-       Calciumand  magnesium No  turbidity  is  produced  within  5  min

-       Potassium No  precipitate  is  formed

-       Aluminium tat,fiu  2.0  ppm

4.pH 7.5  -  9.2
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5.  Insoluble  matter The  weight  of the  residue  is  NMT  10  mg  (0.050/o)

3.2.4  Potassium  chloride  USP40

Test  items Specifications

1.  Identification Meet the  requirements

I   2.  Assay 99.0-100.5  °/o  on  dried  basis

I   3.  Impurities

-       Aluminium tu',fiu  1.o  ppm

-       Sodium Sample  solution  tested  on  a  platinum  wire  does  not  impart a

pronounced yellow color to a  nonluminous flame
-       Iodide tallfiuo.oo5o/o

-       Bromide talbfiuo.iozo

-       Calciumand  magnesium No  turbidity  is  produced  within  5  min

4.  Acidity  or  Alkalinity To  a  solution  of 5.0  g  in  50  ml  of carbon  dioxide-free water add  3  drops

of phenolphthalein  TS:  no  pink color  is  produced  then  add  0.30  ml  of

0.020  N  sodium  hydroxide:  a  pink  color  is  produced.

5.  Loss  on  drying  (at  105°  for  2  hr)       I   NMT  1.00/o
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