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Rifampin for Injection

» Rifampin for Injection contains not less than 90.0 percent and not more than 115.0 percent of the labeled amount of rifampin (C43H58N4O12).

USP REFERENCE STANDARDS (11)—
USP Rifampin RS
USP Rifampin Quinone RS
Identification—

A: It responds to [dentification test A under Rifampin Capsules, the test solution being prepared by dissolving the contents of a container in
chloroform to obtain a solution containing about 10 mg of rifampin per mL.

B: The retention time of the rifampin peak in the chromatogram of the Assay preparation corresponds to that in the chromatogram of the
Standard preparation as obtained in the Assay.
BacteriaL Enpotoxins Test (85) —Dissolve Rifampin for Injection in endotoxin-free water to obtain a stock solution containing 10 mg of rifampin
per mL. Dilute the stock solution quantitatively, and stepwise if necessary, with endotoxin-free water to obtain a solution containing 0.12 mg of
rifampin per mL: it contains not more than 0.5 USP Endotoxin Unit per mg of rifampin.
Steriity Tests (71) —It meets the requirements when tested as directed for Membrane Filtration under Test for Sterility of the Product to be
Examined.
pH (791): between 7.8 and 8.8, in a solution containing 60 mg of rifampin per mL.
Warter DeTerminaTiON, Method [ (921): not more than 1.0%.
ParticuLate MatTeR IN INJECTIONS (788): meets the requirements for small-volume injections.
Assay—
Phosphate buffer, Mobile phase, Solvent mixture, Standard preparation, Resolution solution, and Chromatographic system—Prepare as

directed in the Assay under Rifampin.

Assay preparation 1 (where it is represented as being in a single-dose container)—Constitute a container of Rifampin for Injection in a volume
of water, accurately measured, corresponding to the volume of diluent specified in the labeling. [Note—Use this solution within 2 hours.]
Withdraw all of the withdrawable contents, using a suitable hypodermic needle and syringe, and transfer to a suitable volumetric flask of such

capacity that when diluted with acetonitrile to volume, a solution is obtained containing about 6 mg of rifampin (043H58N4012) per mL. [Note—

Use this stock solution within 5 hours.] Dilute an accurately measured volume of this stock solution quantitatively and stepwise with Solvent
mixture to obtain a solution having a concentration of about 0.02 mg of rifampin per mL. [Note—Prepare this final dilution immediately prior to
injection into the chromatograph.]

Assay preparation 2 (where the label states the quantity of rifampin in a given volume of constituted solution)—Constitute a container of
Rifampin for Injection in a volume of water, accurately measured, equivalent to the volume of diluent specified in the labeling. [Note—Use this
solution within 2 hours.] Dilute an accurately measured volume of the constituted solution quantitatively and stepwise with acetonitrile to
obtain a solution having a concentration of about 0.2 mg of rifampin (C43H58N4O1Z) per mL. [Note—Use this stock solution within 5 hours.]

Transfer 10.0 mL of this solution to a 100-mL volumetric flask, dilute with Solvent mixture to volume, and mix. [Note—Prepare this final dilution
immediately prior to the injection into the chromatogram.]

Procedure—Proceed as directed for Procedure in the Assay under Rifampin. Calculate the quantity, in mg, of rifampin (C43H58N4012) withdrawn

from the container of constituted Rifampin for Injection, or in the volume of constituted Rifampin for Injection taken by the formula:

(L/D)(C)(r/ro)
in which L is the labeled quantity, in mg, of rifampin in the container, or in the volume of constituted solution taken, D is the concentration, in
mg per mL, of rifampin in Assay preparation 7 or in Assay preparation 2, on the basis of the labeled quantity in the container, or in the volume
of constituted solution taken, and the extent of dilution, C is the concentration, in mg per mL, calculated on the dried basis, of USP Rifampin
RS in the Standard preparation, and r, and r are the rifampin peak responses obtained from Assay preparation 1, or Assay preparation 2, and

the Standard preparation, respectively.

www.webofpharma.com


https://online.uspnf.com/uspnf/current-document/1_GUID-48C0134E-8117-4B3B-8DC4-EA70C93EEE8F_6_en-US#C659S98
https://online.uspnf.com/uspnf/current-document/1_GUID-48C0134E-8117-4B3B-8DC4-EA70C93EEE8F_6_en-US#C659S98
https://online.uspnf.com/uspnf/current-document/1_GUID-48C0134E-8117-4B3B-8DC4-EA70C93EEE8F_6_en-US#C659S98
https://online.uspnf.com/uspnf/current-document/1_GUID-48C0134E-8117-4B3B-8DC4-EA70C93EEE8F_6_en-US#C659S98
https://online.uspnf.com/uspnf/current-document/1_GUID-48C0134E-8117-4B3B-8DC4-EA70C93EEE8F_6_en-US#C659S98
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://store.usp.org/product/1604009
https://store.usp.org/product/1604202
https://online.uspnf.com/uspnf/current-document/1_GUID-25C5CB05-700F-4546-A592-3E525E5B7166_3_en-US#M73630S3
https://online.uspnf.com/uspnf/current-document/1_GUID-25C5CB05-700F-4546-A592-3E525E5B7166_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-F9D9BFA5-099F-452C-9711-47674B37C1CC_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-F9D9BFA5-099F-452C-9711-47674B37C1CC_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-F9D9BFA5-099F-452C-9711-47674B37C1CC_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-F9D9BFA5-099F-452C-9711-47674B37C1CC_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-481C30EA-8A49-4A77-9E81-D0CD7C533498_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-481C30EA-8A49-4A77-9E81-D0CD7C533498_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-481C30EA-8A49-4A77-9E81-D0CD7C533498_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-481C30EA-8A49-4A77-9E81-D0CD7C533498_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-1DE4082B-E660-4E89-A199-2344AE2E03EB_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-1DE4082B-E660-4E89-A199-2344AE2E03EB_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-1DE4082B-E660-4E89-A199-2344AE2E03EB_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-1DE4082B-E660-4E89-A199-2344AE2E03EB_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-FBA763E7-E62C-4F19-A3E0-2141FD4EFFE4_2_en-US#C921S1
https://online.uspnf.com/uspnf/current-document/1_GUID-FBA763E7-E62C-4F19-A3E0-2141FD4EFFE4_2_en-US#C921S1
https://online.uspnf.com/uspnf/current-document/1_GUID-FBA763E7-E62C-4F19-A3E0-2141FD4EFFE4_2_en-US#C921S1
https://online.uspnf.com/uspnf/current-document/1_GUID-FBA763E7-E62C-4F19-A3E0-2141FD4EFFE4_2_en-US#C921S1
https://online.uspnf.com/uspnf/current-document/1_GUID-FBA763E7-E62C-4F19-A3E0-2141FD4EFFE4_2_en-US#C921S1
https://online.uspnf.com/uspnf/current-document/1_GUID-BFC6D11B-21C5-494E-A0C3-2EB88E2F297A_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-BFC6D11B-21C5-494E-A0C3-2EB88E2F297A_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-BFC6D11B-21C5-494E-A0C3-2EB88E2F297A_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-BFC6D11B-21C5-494E-A0C3-2EB88E2F297A_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-49C82A8F-82C7-474F-AFB8-20DFA4993303_2_en-US#M73620S13
https://online.uspnf.com/uspnf/current-document/1_GUID-49C82A8F-82C7-474F-AFB8-20DFA4993303_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-49C82A8F-82C7-474F-AFB8-20DFA4993303_2_en-US#M73620S21
https://online.uspnf.com/uspnf/current-document/1_GUID-49C82A8F-82C7-474F-AFB8-20DFA4993303_2_en-US#M73620S13
https://online.uspnf.com/uspnf/current-document/1_GUID-49C82A8F-82C7-474F-AFB8-20DFA4993303_2_en-US
https://store.usp.org/product/1604009
https://store.usp.org/product/1604009

2/16/25, 3:55 PM USP-NF Rifampin for Injection httpS//trU ngtamthUOC Com/

Auxiliary Information - Please check for your question in the FAQs before contacting USP.

Topic/Question Contact Expert Committee
RIFAMPIN FOR INJECTION Documentary Standards Support SM12020 Small Molecules 1
RS Technical Services
REFERENCE STANDARD SUPPORT SM12020 Small Molecules 1
RSTECH@usp.org

Chromatographic Database Information: Chromatographic Database

Most Recently Appeared In:
Pharmacopeial Forum: Volume No. PF 44(5)
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