
Status: Currently Official on 16-Feb-2025

Official Date: Official as of 01-May-2016

Document Type: USP Monographs

DocId: GUID-1901D262-D684-4781-8E49-A5F3AF30E901_1_en-US

DOI: https://doi.org/10.31003/USPNF_M60390_01_01

DOI Ref: ru4c3

© 2025 USPC

Do not distribute

Pancuronium Bromide Injection

DEFINITION
Pancuronium Bromide Injection is a sterile solution containing NLT 92.0% and NMT 105.0% of the labeled amount of pancuronium bromide

(C H Br N O ) in Water for Injection. It contains a suitable tonicity-adjusting agent.

IDENTIFICATION

• A. The retention time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

ASSAY

• Procedure

Mobile phase: Acetonitrile, methanol, and 0.024 M hydrochloric acid (125:220:655)

Diluent: 0.0024 M hydrochloric acid

Standard stock solution: 1.0 mg/mL of USP Pancuronium Bromide RS prepared as follows. Transfer the required quantity of USP

Pancuronium Bromide RS to a suitable volumetric flask. Dissolve in 2% of the flask volume of acetonitrile. Dilute with Diluent to volume.

Sonicate for 3 min.

Standard solution: 0.1 mg/mL of USP Pancuronium Bromide RS from the Standard stock solution and Diluent

Sample solution: Nominally 0.1 mg/mL of pancuronium bromide from a suitable volume of Injection in Diluent

Chromatographic system

(See Chromatography 〈621〉, System Suitability.)

Mode: LC

Detector: Conductivity with suppression

Column: 4.6-mm × 25-cm; 5-µm packing L1

Temperatures

Detector: 40°

Column: 35°

Suppressor: 4-mm cationic membrane suppressor or equivalent

Suppression solution: 0.15 M tetrabutylammonium hydroxide

Suppressor flow rate: 1 mL/min

Flow rate: 0.75 mL/min

Injection volume: 25 µL

Run time: 2 times the retention time of pancuronium

System suitability

Sample: Standard solution

Suitability requirements

Tailing factor: NMT 2.0

Relative standard deviation: NMT 1.0%

Analysis

Samples: Standard solution and Sample solution

Calculate the percentage of the labeled amount of pancuronium bromide (C H Br N O ) in the portion of Injection taken:

Result = (r /r ) × (C /C ) × 100

r = peak response from the Sample solution

r = peak response from the Standard solution

C = concentration of USP Pancuronium Bromide RS in the Standard solution (mg/mL)
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C = nominal concentration of pancuronium bromide in the Sample solution (mg/mL)

Acceptance criteria: 92.0%–105.0%

IMPURITIES

• Organic Impurities

Diluent, Standard stock solution, and Chromatographic system: Proceed as directed in the Assay.

Mobile phase: Acetonitrile, methanol, and 0.024 M hydrochloric acid (125:180:695)

System suitability solution: 1 mg/mL of USP Pancuronium Bromide RS and 0.02 mg/mL each of USP Pancuronium Bromide Related

Compound A RS, USP Pancuronium Bromide Related Compound B RS, USP Pancuronium Bromide Related Compound C RS, and USP

Vecuronium Bromide RS prepared as follows. Transfer the required amounts of the individual components to a suitable volumetric flask.

Dissolve in 2% of the flask volume of acetonitrile, and dilute with Diluent to volume. Sonicate for 3 min.

Standard solution: 0.02 mg/mL of USP Pancuronium Bromide RS from the Standard stock solution and Diluent

Sample solution: Nominally 1.0 mg/mL of pancuronium bromide from a suitable volume of Injection in Diluent

System suitability

Samples: System suitability solution and Standard solution

[Note—See Table 1 for the relative retention times.]

Suitability requirements

Resolution: NLT 1.5 between pancuronium related compound B and pancuronium related compound A; NLT 1.5 between pancuronium

related compound C and vecuronium peaks, System suitability solution

Tailing factor: NMT 2.0, Standard solution

Relative standard deviation: NMT 10.0%, Standard solution

Analysis

Samples: Standard solution and Sample solution

Calculate the percentage of each impurity as well as any unspecified impurity in the portion of Injection taken:

Result = (r /r ) × (C /C ) × 100

r = peak response of each impurity from the Sample solution

r = peak response of the pancuronium peak from the Standard solution

C = concentration of USP Pancuronium Bromide RS in the Standard solution (mg/mL)

C = nominal concentration of pancuronium bromide in the Sample solution (mg/mL)

Acceptance criteria: See Table 1.

Table 1

Name

Relative

Retention

Time

Acceptance

Criteria,

NMT (%)

Pancuronium related

compound B 0.70 3.0

Pancuronium related

compound A 0.78 0.4

Vecuronium related

compound Fa 0.90
—

Pancuronium 1.0 —

Pancuronium related

compound C 1.47 2.0
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