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IANBUAAMANYZIANIZEN Ifosfamide 1 g for injection

91U 3,000 Vials
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3.1 Finished product specification : Ifosfamide for Injection, USP 41

ik Test items Specifications
1. | Identification AT
2. | Yainawshendrdey 90.0 - 110.0 % of the L.A. of Ifosfamide
3. | Constituted solution ATV
4. | Uniformity of Dosage Units AT
5. | pH | 40-70
6. | Water content NMT 0.3%
7. | Sterility test AT
8. | Bacterial Endotoxins NMT 0.125 USP Endotoxin Unit/mg of Ifosfamide
9. | Particulate matter >10 um < 6000
225 um < 600
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3.2 Drug substance specification : Ifosfamide, USP 41

h) Test items Specifications
1. | Identification R ETARLY
2. | Yswnashendrdey 98.0% - 102.0% of the L.A. of Ifosfamide
3. | Water NMT 0.3%
4. | pH 4.0-70
5. | lonic chloride NMT 0.018% of lonic chloride
6. | Chloroform-insoluble phosphorus NMT 0.0415%
7. | 2-chloroethylamine hydrochloride NMT 0.25%
8. | Sterility test NI
9. | Bacterial Endotoxins NTIINU
3.3 Finished product specification : Ifosfamide for Injection, BP 2016
98 Test items Specifications
1. | Identification AT

2. | Glinawshendragy

95.0 - 105.0 % of ifosfamide

3. | Appearance of solution

Clear and not more intensely coloured “than

reference solution Y7

4. | pH

4.0-7.0

5. Water

NMT 0.5% w/w

6. | Related substances

Test A : Impurity A or Impurity C
Impurity B
Any other impurity

NMT 0.25%
NMT 0.15%
NMT 0.15%

NMT 0.25%

Test B : Impurity E or Impurity F
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3.4 Drug substance specification : Ifosfamide, BP 2016 & EP 8.0

F%Ta Test items Specifications
L. | Identification M52y
Usunausinenddyy 98.0% - 102.0% of the L.A. of Ifosfamide
(anhydrous substance)
3. Appearance of solution Clear and not more intensely coloured than
reference solution Y
4. Acidity or alkalinity According to BP
5. Optical rotation -0.10° to +0.10°
6. Related substances
Test A : Impurity A or Impurity C NMT 0.25%
Impurity B NMT 0.15%
Any other impurity NMT 0.15%
Test B : Impurity E or Impurity F NMT 0.25%
7. Chlorides NMT 100 ppm
8. Heavy metals NMT 10 ppm
9. Water NMT 0.5%
AN - NMT = Not more than
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