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de for Injection

njection contains not less than 90.0 percent and not more than 110.0 percent of the labeled amount of C_H, .CI,N,O,P.

re should be taken in handling Ifosfamide, as it is a potent cytotoxic agent and suspected carcinogen.
lorage—Preserve as described in Packaging and Storage Requirements (659), Injection Packaging, Packaging for constitution, at

emperature.

NDARDS (11)—

ion—At the time of use, it meets the requirements for Injections and Implanted Drug Products (1), Specific Tests, Completeness

tions.

er Chromatographic Identification Tests (201).)

vent—Prepare a mixture of isopropyl alcohol and toluene (1:1).
ion—Dissolve 20.0 mg of USP Ifosfamide RS in 1.0 mL of alcohol.
Dissolve 20 mg of Ifosfamide for Injection in 1.0 mL of alcohol.

ply separately 10 pL each of the Standard solution and the Test solution to a thin-layer chromatographic plate (see

1y.(621)) coated with a 0.25-mm layer of chromatographic silica gel mixture, allow the spots to dry, and develop the plate in a
romatographic chamber equilibrated with Developing solvent for about 15 minutes prior to use. Allow the chromatogram to

1e solvent front has moved about 15 cm. Remove the plate, mark the solvent front, and air-dry for 5 minutes. Place the plates
ographic chamber containing iodine crystals, and view the spots that develop. [Note—For better detection, overspray the

th a mixture of alcohol and water (1:1).] The R_value of the principal spot obtained from the Test solution corresponds to that

the Standard solution.

1 time of the major peak in the chromatogram of the Assay preparation corresponds to that of the Standard preparation, both
iternal standard, as obtained in the Assay.

ns Test (85)—It contains not more than 0.125 USP Endotoxin Unit per mg.

tions, determined 30 minutes after its preparation.

N, Method 1 (921):not more than 0.3%.

its—It meets the requirements for Sterility Tests (71), Uniformity of Dosage Units (905), and Labeling (7), Labels and Labeling

lucts.
ternal standard solution, Standard preparation, and Chromatographic system—Prepare as directed in the Assay under

»n—Select an accurately counted number of containers of Ifosfamide for Injection, the combined contents of which are

out 6 g of Ifosfamide. Dissolve the contents of each container in water and combine all of the solutions in a 1000-mL

.. Rinse each container with water, and add the rinsings to the volumetric flask. Dilute with water to volume, and mix. Transfer
‘esulting solution to a 100-mL volumetric flask, add 4.0 mL of Internal standard solution, dilute with water to volume, and mix.
seed as directed for Procedure in the Assay under [fosfamide. Calculate the quantity, in g, of C,H, .CI_N,O_P in each container
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