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ricin B for Injection

1as been updated to the current USP style. No revisions or changes to tests have been made.)

r Injection is a sterile complex of amphotericin B, deoxycholate sodium, and one or more suitable buffers. It contains NLT

120.0% of the labeled amount of amphotericin B (C,,H__,NO_ ).

mphotericin B RS

1 (where it is packaged as a single-dose container): Constitute Amphotericin B for Injection as directed in the

Iraw all of the withdrawable contents, using a suitable hypodermic needle and syringe, and dilute quantitatively and stepwise
sulfoxide to obtain a solution containing about 20 ug/mL of amphotericin B.

2 (where the labeling states the quantity of amphotericin B in a given volume of constituted

nstitute Amphotericin B for Injection as directed in the labeling. Withdraw an accurately measured volume of the resultant

a suitable hypodermic needle and syringe, and dilute quantitatively and stepwise with dimethyl sulfoxide to obtain a solution

yut 20 pg/mL of amphotericin B.
:d as directed for amphotericin B in Antibiotics—Microbial Assays (81), using an accurately measured volume of the Sample

1 quantitatively and stepwise with Buffer B.10 to obtain a Test Dilution having a concentration assumed to be equal to the
avel of the Standard.
rria: 90.0%-120.0%

ESTS
ace Units (905): Meets the requirements

1): It meets the requirements when tested as directed in Test for Sterility of the Product to Be Examined, Membrane Filtration,
container being tested.

: 10 mg/mL of amphotericin B in water
rria: 7.2-8.0

31).

00 mg

» Sample in a capillary-stoppered bottle in a vacuum at a pressure not exceeding 5 mm of mercury at 60° for 3 h.
rria: NMT 8.0%
rs: It meets the requirements for Labeling (7), Labels and Labeling for Injectable Products.

ins Test (85): It contains NMT 5.0 USP Endotoxin Units/mg of amphotericin B. For products used or labeled for intrathecal
1s NMT 0.9 USP Endotoxin Units/mg of amphotericin B.

UIREMENTS
RAGE: Preserve as described in Packaging and Storage Requirements (659), Injection Packaging, Packaging for Constitution, in a

otected from light.
to indicate that it is intended for use by intravenous infusion to hospitalized patients only, and that the solution should be
ht during administration.
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