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AANYINSLIRANIZYBIYT Dextrose 5% and Sodium chloride 0.45% solution for injection/infusion, 1000 ml

1. Foen Dextrose 5¢/100 ml and Sodium chloride 450 mg/100 ml solution for injection/infusion, 1000 mt
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2.2 dudsznou  Usenaudng Dextrose 5¢/100 ml and Sodium chloride 450 mg/100 ml, 1000 ml
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3. gruandAnIunaila

3.1. Finished product specification:

(A) Dextrose and Sodium chloride injection USP 40

Test items

Specifications

1. Identification

Meet the requirement

2. Assay

- Dextrose 95.0-105.0 % labeled amount
- Chloride 95.0-105.0 % labeled amount
3. Impurities

- Limit of 5-hydroxymethylfurfural and related substance| lsiiiu 0.25

4. Specific tests

a. pH

3.2-65

b. bacterial endotoxins tests T34y 10.0 USP Endotoxin Unit/g of dextrose

(B) Dextrose and Sodium chloride injection BP 2016

Test items

Specifications

1. Identification

Meet the requirement

2. Assay

- Dextrose 95.0-105.0 % labeled amount
- Chloride 95.0-105.0 % labeled amount
3. Impurities

- Limit of 5-hydroxymethylfurfural and related substance| lsifiu 0.25
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Test items

Specifications

4. Specific tests

a. pH

32-6.5

L b. bacterial endotoxins tests ey 0.25 1U/ml

3.2 Drug substance specification

3.2.1 Sodium chloride

(A) Sodium chloride: USP 40

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

LsiiAiu 0.2 ppm

b. Arsenic, Method |

LA 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

T4 2 ppm
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Test items Specifications
g. Limit of Bromides 1adifiu 100 ppm
h. Limit of Phosphates LadiAu 25 ppm
.. Limit of Potassium 1adiAu 500 ppm
j. Magnesium and alkaline-earth metals TaliAiu 100 ppm (Calculated as Ca)
k. Nitrites A1 Absorbance laiifiu 0.01
L. Sulfate 131w 200 ppm
4. Specific tests
4.1 Appearance of solution The solution is clear and colorless
4.2 Acidity or Alkalinity 14iAin0.5 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 LaliAin 0.5%

4.4 Bacterial endotoxins test laifiu 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.

AITNTTL msﬁwumqmé’nwmmawwmaEn

(aa%a)“....u........ﬂ...wQ .................. UsEsunssums

| \ (G
(aefe).. X 2t esinng (@380).........\. e NSSUMS
(Wegsdnd Hainswus) (WS Nasiunauns)
R o U A
(89%0)........ (N NSUMS (aeto)..... NSt IO NSNS
_a 4 aa e
(BT 330U EaYID) (W9ETU wzdia)
(asdo).. a ..... N 1‘{\;\%0{\ NSNS (B9T0).c NITUNTUABIAYIYNS
(Weanilvin aien) (W9aMsEANTSO d3enyasel)

AUANYUEIaWE YD D-5-5/2 1000 ml U 2562



3. ldentification
- 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

134fAu0.5 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 TaiiAu 100 ppm

b. Ferrocyanides

No blue color develops within 10 min

c. lodides

The mixture shows no blue color

d. Nitrites

The absorbance is not greater than 0.01 at 354 nm

e. Phosphates TaiAiu 25 ppm

f. Sulfates Taiiiu 200 ppm

g. Aluminium 14diAu 0.2 ppm

h. Arsenic TadiAiu 1 ppm, determined on 5 mL of solution S
I Barium Meet the requirements
j. Iron 134fiu 2 ppm, determined on solution Sodium

k. Magnesium and alkaline-earth metals

131/ 100 ppm (Calculated as Ca,10.0 g)

L. Potassium T3itAiu 500 ppm

m. Heavy metals TalAu 5 ppm

7. Loss on Drying

1401 0.5 9%, determined on 1.0 g by drying in an oven at 105° for 2 hr

8. Bacterial endotoxins

Wounin 5 1U/g
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(C) Sodium chloride: EP 9.0

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

- 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

14diA0.5 mL of 0.01 M hydrochloric acid or 0.01 M sodiumn

hydroxide is required to change the color of the indicator

6. Impurities

n. Bromides

LaiiAiu 100 ppm

0. Ferrocyanides

No blue color develops within 10 min

p. lodides

The mixture shows no blue color

a. Nitrites

The absorbance is not greater than 0.01 at 354 nm

r. Phosphates

sl 25 ppm

s. Sulfates

LadiAiu 200 ppm

t. Aluminium

13diAins 0.2 ppm
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u. Arsenic LaitAu 1 ppm, determined on 5 mL of solution Sodium
v. Barium Meet the requirements
w. Iron LsitAu 2 ppm

X. Magnesium and alkaline-earth metals

13 100 ppm (Calculated as Ca)

y. Potassium T3l 500 ppm

7. Loss on Drying

liAu 05 9%, determined on 1.0 g by drying in an oven at 105° for 2 hr

8. Bacterial endotoxins

Wosnin 5 1U/g
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3.2.2 Dextrose
(A) Dextrose: USP 40

Test items

Specifications

1. Identification

Meet the requirements

2. Assay

97.5-102.0 % on anhydrous basis

3. Impurities

Maltose and isomaltose

T 0.4 %

- Maltotriose 3 0.2 %,
- Fructose TaiAu 0.15 %,
- Unspecified Taitfiu 0.10 %,

Total impurities

T3y 0.5 %,

4. Color and clarity of solution clear

5. Conductivity

3y 20 uS/cm at 25°
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6. Dextrin The solution dissolves completely

7. Soluble starch, sulfites laiu 15 ppm

7. Loss on Drying luAu 0.5 %, determined on 1.0 g by drying in an oven at 105° for 2 hr
8. Bacterial endotoxins Wownii 5 1U/g

(B) Glucose: BP2016

Test items Specifications
1.Identification Meet the requirement
2. Specific optical rotation +52.5 to +53.3 (anhydrous substance)
3. Assay 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
10. Lead Not more than 0.5 ppm
11. Sulfated ash Not more than 0.1 %
12. Water 7.0-9.0% , determined on 0.50 g
13. Pyrogen Meet the requirement

(C) Glucose monohydrate: EP 9.0
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Test items

Specifications

1.Identification

Meet the requirement

2. Color and clarity of solution

clear

3. Conductivity

Tadsfiu 20 uS/cm

4.Specific optical rotation

+52.5 to +53.3

5.Assay

97.5-102.0 % (anhydrous substance)

6. Related substances

- Sum of impurities A and B

Impurity C

- Impurity D

- Unspecified impurities
- Total impurities

- Disregard limit

LatAiuo.a %
TaitAiu 0.2 %
Taifiu 0.15 %
LiAn 0.1 %
Tsdifin 0.5 %

Taifiu 0.05 9%

7. Dextrin

Dissolves completely

8. Soluble starch, sulfites

aiiu 15 ppm

9. Water

7.5-9.5 %, determined on 0.25 ¢

10. Pyrogen

Complied with the test for pyrogens
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