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Ifosfamide 1 ¢ powder for concentrate for solution for infusion

1. Foe Ifosfamide 1 g powder for concentrate for solution for infusion
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3.1 Finished product specification:

3.1.1 Finished product specification: Ifosfamide for injection (USP 41)

1) Test Items Specifications

1 | Identification Meet the requirements

2 | Assay 90.0% - 110.0% of the labeled amount of Ifosfamide
3 | Constituted solution Meet the requirements

4 | Bacterial endotoxins NMT 0.125 USP endotoxin unit per mg

5 | pH 4.0-7.0

6 | Water determination NMT 0.3%

7 | Uniformity of dosage unit | Meet the requirements

8 | Sterility Meet the requirements
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9 | Particulate matter - Size > 10 pm: NMT 6,000 particles/container

- Size > 25 pm: NMT 600 particles/container
3.1.2 Finished product specification: Ifosfamide for injection (BP 2016)

99 Test ltems Specifications

1 | Identification Meet the requirements

2 | Assay 95.0% - 105.0% of the labeled amount of Ifosfamide

3 | Appearance of solution Meet the requirements

4 | pH 4.0-7.0

5 | Related substances - Impurity A or C: NMT 0.25% (each)
- Impurity B: NMT 0.15%
- Any other unspecified impurity: NMT 0.15%
- Impurity E or F: NMT 0.25% (each)

6 | Water NMT 0.5%

7 | Bacterial endotoxins Meet the requirements

8 | Sterility Meet the requirements

9 | Uniformity of dosage unit | Meet the requirements

10 | Particulate matter - Size > 10 ym: NMT 6,000 particles/container
- Size > 25 um: NMT 600 particles/container

3.2 Drug substance specification:

3.2.1 Drug substance specification: Ifosfamide (USP 41)

9o Test Items Specifications

1 | Identification Meet the requirements

2 | Assay 98.0% - 102.0% of the labeled amount of
Ifosfamide on the anhydrous basis

3 | pH 40-70

4 | Water determination NMT 0.3%

5 | lonic chloride NMT 0.018%

6 | Chloroform - insoluble phosphorus | NMT 0.0415%

7 | 2 = Chloroethylamine hydrochloride | NMT 0.25%
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3.2.2 Drug substance specification: Ifosfamide (BP 2016)

D) Test Items Specifications

1 | Identification Meet the requirements

2 | Assay 98.0% - 102.0% of the labeled amount of
Ifosfamide on the anhydrous basis

3 | Appearance of soulution Meet the requirements

4 | Acidity or Alkalinity Meet the requirements

5 | Optical rotation - 0.10° to + 0.10°

6 | Related substances - Impurity A or C: NMT 0.25% (each)
- Impurity B: NMT 0.15%
- Any other unspecified impurity: NMT 0.15%
- Impurity E or F: NMT 0.25% (each)

7 | Chloride NMT 100 ppm

8 | Heavy metals NMT 10 ppm

9 | Water NMT 0.5%
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