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n Zinc and Polymyxin B Sulfate Ointment

d Polymyxin B Sulfate Ointment contains the equivalent of NLT 90.0% and NMT 130.0% of the labeled amounts of bacitracin
3. It may contain a suitable local anesthetic.

1oMATOGRAPHIC IDENTIFICATION TEST (201BNP): Meets the requirements

Jicrobial Assays (81)).
n: Proceed as directed in the chapter. To each Test Dilution of the standard add sufficient hydrochloric acid to obtain the
ration of hydrochloric acid as in the Test Dilution of Ointment.

: Shake a portion of Ointment with about 50 mL of ether in a separator, and extract with four 20-mL portions of 0.01 N

cid. Combine the acid extracts, and dilute with 0.07 N hydrochloric acid to a suitable volume.

:d as directed in the chapter. Dilute the Sample solution with Buffer B.1 to obtain a Test Dilution having a bacitracin

that is nominally equivalent to the median level of the standard. Add sufficient hydrochloric acid to each Test Dilution of the
tain the same concentration of hydrochloric acid as in the Test Dilution of the sample.

aria: 90.0%-130.0%

Jicrobial Assays (81)).

: Shake a portion of Ointment with about 50 mL of ether in a separator, and extract with four 20-mL portions of Buffer B.6
er). Combine the buffer extracts, and dilute with Buffer B.6 to a suitable volume.

:d as directed in the chapter. Dilute the Sample solution with Buffer B.6 to obtain a Test Dilution having a polymyxin B

that is nominally equivalent to the median level of the standard.
aria: 90.0%—-130.0%

ioN, Method 1{921),

I mL of a mixture of toluene and methanol (7:3) in place of methanol in the titration vessel.
rria: NMT 0.5%

): Meets the requirements

UIREMENTS
rRAGE: Preserve in well-closed, light-resistant containers.

ANDARDS (11)
s

ate RS

>lease check for your question in the FAQs before contacting USP.

opic/Question Contact Expert Committee
IC AND POLYMYXIN B Ying Han Bl042020 Biologics Monographs 4 -
ENT Associate Science & Standards Liaison Antibiotics
Documents

Document Sharing Hub

Full document details: Bacitracin Zinc and Polymyxin B Sulfate Ointment


https://online.uspnf.com/uspnf/current-document/1_GUID-DC3E6EDA-7CEE-4429-9788-D504DEEC0A1B_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DC3E6EDA-7CEE-4429-9788-D504DEEC0A1B_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DC3E6EDA-7CEE-4429-9788-D504DEEC0A1B_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DC3E6EDA-7CEE-4429-9788-D504DEEC0A1B_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-05E7D599-06FC-451A-A82C-01014B49FA5E_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-05E7D599-06FC-451A-A82C-01014B49FA5E_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-05E7D599-06FC-451A-A82C-01014B49FA5E_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-05E7D599-06FC-451A-A82C-01014B49FA5E_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-05E7D599-06FC-451A-A82C-01014B49FA5E_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-05E7D599-06FC-451A-A82C-01014B49FA5E_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-05E7D599-06FC-451A-A82C-01014B49FA5E_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-05E7D599-06FC-451A-A82C-01014B49FA5E_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-05E7D599-06FC-451A-A82C-01014B49FA5E_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-05E7D599-06FC-451A-A82C-01014B49FA5E_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-05E7D599-06FC-451A-A82C-01014B49FA5E_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-05E7D599-06FC-451A-A82C-01014B49FA5E_5_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-91E6617A-B2E2-4130-9713-42AA6873E436_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-91E6617A-B2E2-4130-9713-42AA6873E436_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-91E6617A-B2E2-4130-9713-42AA6873E436_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-91E6617A-B2E2-4130-9713-42AA6873E436_2_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://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://store.usp.org/product/1048007
https://store.usp.org/product/1547007
https://www.usp.org/frequently-asked-questions
mailto:ying.han@usp.org?subject=Monograph:%20BACITRACIN%20ZINC%20AND%20POLYMYXIN%20B%20SULFATE%20OINTMENT,%20ID%20:%206926
https://www.uspchromcolumns.com/
http://www.avadocuments.com/doc/bacitracin-zinc-and-polymyxin-b-sulfate-ointment
http://www.avadocuments.com/doc/bacitracin-zinc-and-polymyxin-b-sulfate-ointment

org/10.31003/USPNF_M6926_01_01

Documents

Document Sharing Hub

Full document details: Bacitracin Zinc and Polymyxin B Sulfate Ointment


https://doi.org/10.31003/USPNF_M6926_01_01
https://doi.org/10.31003/USPNF_M6926_01_01
http://www.avadocuments.com/doc/bacitracin-zinc-and-polymyxin-b-sulfate-ointment
http://www.avadocuments.com/doc/bacitracin-zinc-and-polymyxin-b-sulfate-ointment

