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3.1 Finished product specification: Ceftazidime for injection USP40
3.1.1 lIdentification Meet the requirement
3.1.2  Assay 90.0-105.0% labeled amount of ceftazidime
on the dried and sodium carbonate or
arginine-free basis and 90.0-120.0% labeled
amount of ceftazidime

3.1.3  Bacterial endotoxins Not more than 0.1 endotoxin unit/mg of
ceftazidime

3.1.4  Sterility test Meet the requirement

315 pH 5.0-7.5
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3.1.6
3.1.7

3.1.8
3.1.9
3.1.10

3.1.11
3.1.12

3.2 Drug substance specification: Ceftazidime US

3.2.1
3.2.2

3.2.3
3.24
3.2.5
3.2.6
3.2.7

3.3 Finished
3.3.1
3.3.2

333
3.34
3.35
3.3.6

Uniformity of dosage unit
Loss on drying

Particulate matter
Sodium carbonate (where present)
Limit of pyridine

Content of arginine
Constituted solution

Identification
Assay

Crystallinity

Sterility

pH

Loss on drying
Bacterial endotoxins

Meet the requirement

13.5% w/w where it contains sodium carbonate
12.5% w/w where it contains arginine

Meet the requirement

Meet the requirement

Not more than 0.4% where it contains sodium
carbonate

Not more than 0.3% where it contains arginine
Meet the requirement

Meet the requirement

P40

Meet the requirement

95.0-102.0% labeled amount of ceftazidime
(on dried basis)

Meet the requirement

Meet the requirement

3.0-4.0

13.0-15.0%

Not more than 0.1 endotoxin unit/mg of
ceftazidime

product specification: Ceftazidime for injection BP2016

Identification

Assay

- Ceftazidime

- Anhydrous sodium carbonate
PH (Acidity or alkalinity)
Clarity of solution

Pyridine

Related substances

- Impurities A,B,G (for each)
- Unspecified impurities

- Total impurities

Meet the requirement

90.0-110.0% labeled amount of ceftazidime
8.0-10.0% w/w

5.0-7.5

Meet the requirement

Not more than 0.5%

Not more than 0.2%
Not more than 0.1%
Not more than 1.0%
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3.3.7 Losson drying

3.3.8  Bacterial endotoxins

3.3.9  Uniformity of dosage units

3.3.10 Particulate matter (§3)
-Size 2 10 um
-Size 2 25 um

3.3.11 Sterility

3.4 Drug substance specification:
(A) Ceftazidime pentahydrate BP2016
3.4.1.1 Identification
3.4.1.2 Assay

3.4.1.3 pH
3.4.1.4 Related substances
- Impurities A,B,G (for each)
- Unspecified impurities
- Total impurities
3.4.1.5 Impurity F
3.4.1.6 Heavy metals
3.4.1.7 Water
3.4.1.8 Bacterial endotoxins

Not more than 13.5%
Not more than 1.0 1U per ml (solution 10 me/ml)
Meet the requirement

Not more than 6,000 particles/container
Not more than 600 particles/container
Meet the requirement

Meet the requirement

95.0-102.0% of ceftazidime (on the
anhydrous substance)

3.0-4.0

Not more than 0.2%

Not more than 0.1%

Not more than 1.0%

Not more than 500 ppm
Maximum 20 ppm
13.0-15.0%

Less than 0.10 IU per mg

(B) Ceftazidime pentahydrate with sodium carbonate for injection BP2016

3.4.2.1 |dentification
3.4.2.2 Assay
-Ceftazidime

-Sodium carbonate
3.4.2.3 pH
3.4.2.4 Related substances
- Impurities A,B,G (for each)
- Unspecified impurities
- Total impurities

Meet the requirement

93.0-105.0% of ceftazidime pentahydrate
(dried and carbonate-free substance)
8.0-10.0%

5.0-7.5

Not more than 0.2%
Not more than 0.1%
Not more than 1.0%
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3.4.2.5 Impurity F Not more than 0.3%
3.4.2.6 Loss in drying Maximum 13.5%
3.4.2.7 Bacterial endotoxins Less than 0.10 U per mg
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