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15q"ulul@1ub"q"fl"fi 5

flru@-nU"3b@"13"@qul  Dextrose  5%  and  Sodium  chloride 0.45%  solution  for injection/infusion,  1000  ml

1.    d@UI      Dextrose  5g/100  ml  and  Sodium  chloride  450  mg/100  ml  solution  for  inj.ection/infusion,  1000  ml
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2.2  dluu5gnou       tl53n@U®grlu  Dextrose  5g/100  ml  and  Sodium  chloride  450  mg/100  ml,1000  ml
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3.  q"fiouuor@ymtVlflfifl

3.1.  Finished  product  specification:

(A) Dextrose and  Sodium  chloride inj.ection  USP 40

(8)  Dextrose  and  Sodium  chloride  inj.ection  BP 2016
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3.2 Drug  substance specification

3.2.1     Sodium  chloride

(A) Sodium  chloride:  USP 40

I                                       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

2.    AIssny 99.00/o  -100.50/o  on  dried  basis

3.      Impurities

a.   Aluminium talLfiu  o.2  ppm

b.  Arsenic,  Method  I tu',fiu  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.

f.     Iron
:-+----_i-``+-`_   _     _    `_    -_     _    _                _
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Test  items                                       I                                               Specifications

9.    Limit  of  Bromides t3J'bfiu  100  ppm

h.   Limit  of Phosphates talbfiu  25  ppm

I.     Limit  of  potassium t3J'bfiu  500  ppm

j.    Magnesium  and  alkaline-earth  metals              |tallfiu  100  ppm  (Calculated  asca)

k.    Nitrites fh  Absorbance tu'bfiu  0.01

1.    Sulfate talbFiu  2oo  ppm

4.  Specific  tests

4.1  Appearance  of solution The  solution  is  clear and  colorless

4.2  Acidity  or Alkalinity tu'lfiuo.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'bfiu  o.5o/o

4.4  Bacterial  endotoxins  test
'a

tumu  0.5  USP  Endotoxin  Unit/ml

4.5  Sterility tests Meet the  requirements                                                                                              I

(a)  Sodium  chloride:  BP  2016

Test items Specifications

1.     Content 99.00/o  -100.50/o  on  dried  substance

2.     Characters

a.   Appearance White and  almost white,  crystalline  powder or cdlourless  crystals  or

white  or almost white  pearls.

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

Meet the  requirements-      Givethe  reaction  of sodium

-      Give the  reaction  of chloride Meet the  requirements

4.  Appearance  of solution Solution  S  is  clear  and  colourless

5.  Acidity  or  alkalinity talbfiuo.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 t3J',fiu  loo  ppm

b.   Ferrocyanides No  blue  color  develops  within  10  min

c.   Iodides The  mixture  shows  no blue  color

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

e.   Phosphates t8J'lfiu  25  ppm

f.    Sulfates
'a

tubnu  200  ppm

9.    Aluminium
'a

t3Jmu  0.2  ppm

h.   Arsenic
'a

tumu  1  ppm,  determined  on  5  mL  of solution  S

I.      Barium Meet the  requirements

j.     Iron tan'lfiu  2  ppm,  determined  on  solution  Sodium

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

1.     Potassium talLfiu  500  ppm

in. Heavy metals ubfiu  5  ppm

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

8.  Bacterial  endotoxins
y
u@umi  5  lu/g

flou3mtoum5n°"uflqrua"nuougia"i3ftyoiui

(ai€o)

(uiui6Mmui    ai'iiqfliq@)

tls3@ium53jms

(@{€o)

(@iSo)

I,ap       ,`!|1to

(uiaqsfl-n@`   asflov"uu6`)

f3-/
(u"@5"fl.   q')5SOuuf8flv1§)

(a{@o)

cac^un   ¥`7\eso^

(uiiamfimm  #idi@on)

n553jnis

n5stln15

n55tlnis

(ulio?igqul   n.@u""@u`"S)

El ., a. E

(@i€o)

tuiia3u  Ou83afi@j

Y9

n5s8jni5

n5Stlfll5

n553jni5ii@3;i@flluni5

(uiiams3fi"55ou q3uit!as"`)

qru@Ovnu"gba"i3"ui   D-5-S/2  1000  ml  a  2562



6

(C)  Sodium  chloride:  EP  9.0

I                      Test  items Specifications

I   1.  Content 99.00/o  -100.50/o  on  dried  substance

I  2.  Characters

c.   Appearance White and  almost white,  crystalline  powder or colourless crystals  or

white or almost white  pearls.

I          d.so,ubi,ity
Freely  soluble  in  water,  practically  insoluble  in  anhydrous  ethanol.

3.  Identification

Meet the  requirements-      Givethe  reaction  of sodium

-      Give the  reaction  of chloride Meet the  requirements

4.  Appearance  of solution Solution  S  is  clear  and  colourless

5.  Acidity  or  alkalinity tu'lfiuo.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 talLfiu  loo  ppm

o.   Ferrocyanides No  blue  color  develops  within  10  min

p.   Iodides The  mixture  shows  no  blue  color

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

r.    Phosphates talbau  25  ppm                                                                                                                              I

s.   Sulfates tu'bfiu  200  ppm

t.    Aluminium
'Q

umu o.2 ppm
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u.   Arsenic t8J'Lfiu  1  ppm,  determined  on  5  mL  of solution  Sodium

v.    Barium Meet the  requirements

I          w.,ron ttl',flu  2  ppm

x.   Magnesium  and  alkaline-earth  metals talbfiu  100  ppm  (Calculated  as  Ca)

y.    Potassium                                  II7.LossonDryingI talbfiu  5oo  ppm

t3J'lfiu  0.5  %,  determined  on  10  g  by  drying  in  an  oven  at  105°  for  2  hr

8.  Bacterial  endotoxins --`----+    :   _  -_  _`   _   _   _    _   -__     _   _   +_  _  _  --   _

"I"q.  drug  substance  specification  i@@15"l@mlu3mi"`"%tryNaffl  drug  substance VIE;01ufiLFi5is"` drug  substance  6uo"L

3@§tl  @uovul®@u-uMfi{  d`£m5m5i@im5"`fl5uM"ty?fl"odnoT"®                                                                                                                              U

3.2.2     Dextrose

(A)  Dextrose:  USP 40

I                     Test  items Specifications

I   1.  Identification Meet the  requirements

2.  AssRlry 97.5-102.0  %  on  anhydrous  basis

3.  Impurities

-      Maltose  and  isomaltose
talbfiu  0.4  OzO

-       Maltotriose
talifiu  0.2  OzO,

-      Fructose
talifiu  0.15  OzO,

-       Unspecified tat,fiu  o.1o  o/o,

-       Total  impurities talbfiu  o.5  %,

4.  Color and  clarity  of solution clear

5.  ConductMty talLfiu  20  us/cm  at 25°
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(a)  Glucose:  BP2016

.

Test items Specifications

1.Identification Meet the requirement

2.  Specific  optical  rotation +52.5  to  +53.3  (anhydrous  substance)

3 .  A:ssFrry 97.5-102.0  %  (anhydrous  substance)

4.  Sulfites Not  more than  15  ppm

5.  Chloride Not  more than  125  ppm

6.  Sulfates Not more than  200  ppm

7.  Arsenic Not  more than  1  ppm

8.  Barium Any opalescence  is  not  more  intense than  that  in  a  mixture  of 1  mL  of distilled

water  R  and  10  mL  of solution  S

9.  Calcium Not  more than  200  ppm                                                                      I

10.  Lead Not  more  than  o.5  ppm                                                                          I

11.  Sulfated  ash Not  more than  0.1  %

12.  Water 7.0-9.00/o  ,  determined  on  0.50  g

13.  Pyrogen Meet the  requirement

)  Glucose  monohydrate:  EP  9.0
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Test  items1.Identification2.ColorandclarityofsolutionI3.ConductMty Specifications

Meet the requirement

clear

13J'lfiu  20  uS/cm

4.Specific  optical  rotation +52.5  to  +53.3

5 .A(ssny 97.5-102.0  %  (anhydrous  substance)

6.  Related  substances

-SumofimpuritiesAand  B
t3J'lfiuo.4o/o

-       lmpurityc tallau  o.2  o/o

-       lmpurityD
tu'ifiu  0.15  0/o

-       Unspecified  impurities
talbfiu  0.1   OzO

-      Total  impurities
t3J'lfiu  o.5  o/o

-        Disregard  limit
talbau  0.05  OzO

7.  Dextrin Dissolves  completely

8.  Soluble  starch,  sulfites talLfiu  15  ppm

9.  Water 7.5-9.5  0/o,  determined  on  0.25  g

10.  Pyrogen Complied  with the test for  pyrogens

1 Umfg:  drug  substance  specification  fi@1i"l@mluims"`"w"ouam  drug  substance VI€alufiLfl513VI` drug  substance  6uoifi
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#griauosimmgr@i8ua°"mi"diuLonai5   "?oou@q@iuffo€05Ovu5o`ion@ist®u#o°"i@    siaa83iau®   ®Uiflty

4.1.  ionai5mstfl"5Ovuo#fu"tVl"a"uM3i€"°ifuu"fio@°"it"1utl53"fltVIu   bi@a;a°"®q  (declare)  b"diouaffl
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4.2.2.nsdidifiuuiu°iichoindiitl53i"#waonon"oqfiiomi55Ovuso`"5§"mswaffluim"a-nmruen`3Sm5ffium5
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4.3.  i@nai5q"fl""@"ifiLauo5ifli
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