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Pyridostigmine Bromide Tablets

DEFINITION
Pyridostigmine Bromide Tablets contain NLT 95.0% and NMT 105.0% of the labeled amount of pyridostigmine bromide (CgHBBrNZOZ).

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.
* B. IpenTiricaTion Tests—GeneraL (191), Chemical Identification Tests, Bromide
Sample solution: Shake a quantity of finely powdered Tablets, equivalent to 100 mg of pyridostigmine bromide, with 20 mL of water for 5 min,
and filter the mixture. Use the filtrate.
Acceptance criteria: Meet the requirements

ASSAY
* PROCEDURE
Mobile phase: Dissolve 1 g of sodium 1-heptanesulfonate in 500 mL of water in a 1000-mL volumetric flask, and add 5.0 mL of triethylamine

and 100 mL of acetonitrile. Dilute with water to volume, and mix. Adjust with phosphoric acid to a pH of 3.0.

Diluent: Mix 11.2 g of phosphoric acid with 500 mL of water, and adjust with a 50% sodium hydroxide solution to a pH of 7.0. Dilute with
water to 1000 mL.

Standard solution: 0.25 mg/mL of USP Pyridostigmine Bromide RS in Diluent

Sample solution: Nominally 0.25 mg/mL of pyridostigmine bromide prepared as follows. Finely powder NLT 20 Tablets and transfer a portion

of the powder, equivalent to about 50 mg of pyridostigmine bromide, to a suitable volumetric flask. Add about 50% of the flask volume of
Diluent, and shake for 30 min. Dilute with Diluent to volume, mix, and centrifuge. Use the supernatant.
Chromatographic system
(See Chromatography (621), System Suitability.)
Mode: LC
Detector: UV 270 nm
Column: 4-mm x 30-cm; packing L1
Flow rate: 2 mL/min
Injection volume: 20 pL

System suitability
Sample: Standard solution
Suitability requirements
Tailing factor: NMT 1.5
Relative standard deviation: NMT 1.0%
Analysis
Samples: Standard solution and Sample solution

Calculate the percentage of the labeled amount of pyridostigmine bromide (CgH BerOz) in the portion of Tablets taken:

13
Result = (r /ro) x (C/C ) x 100

r, = peak response from the Sample solution

ry = peakresponse from the Standard solution

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

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

Acceptance criteria: 95.0%-105.0%

www.webofpharma.com


https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-247B11E3-DC98-40FD-A5D3-2D2774151B4A_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-F205C3A5-CF79-44ED-9AB3-E8CC86BB1510_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-4BE35CFC-C8C0-4ABC-90B4-AC569A7E7826_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-F205C3A5-CF79-44ED-9AB3-E8CC86BB1510_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-F205C3A5-CF79-44ED-9AB3-E8CC86BB1510_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-354C6103-A4CE-4821-B9EE-026D7032768D_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US
https://store.usp.org/product/1586009
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6EF9AE5D-609E-4754-95B4-F634B9753BB9_2_en-US
https://store.usp.org/product/1586009

hﬂﬁgqﬂﬁﬁﬂ\gta mthUOC Com/ USP-NF Pyridostigmine Bromide Tablets
PERFORMANCE TESTS

* DissoLuTion (711)
Medium: Water; 900 mL
Apparatus 2: 50 rpm
Time: 60 min
Standard solution: USP Pyridostigmine Bromide RS in Medium at a known concentration approximately the same as that of the Sample

solution
Sample solution: Dilute with Medium and filter to obtain a concentration that is similar to that of the Standard solution.
Instrumental conditions

Mode: UV

Analytical wavelength: 270 nm
Analysis

Samples: Standard solution and Sample solution

Calculate the percentage of the labeled amount of pyridostigmine bromide (CQH Beroz) dissolved:

13
Result = (A /A x C x Vx (1/L) x 100

A, =absorbance of the Sample solution

AS = absorbance of the Standard solution

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

vV =volume of Medium, 900 mL
L  =label claim of pyridostigmine bromide (mg/Tablet)

Tolerances: NLT 80% (Q) of the labeled amount of pyridostigmine bromide (C,H, ,BrN,0,) is dissolved.

* UniFormiTy ofF Dosace Units (905): Meet the requirements

IMPURITIES
* OrGANIC IMPURITIES
Solution A: 4.3 g/L of sodium dodecyl sulfate in water. Adjust with phosphoric acid to a pH of 2.0.
Mobile phase: Acetonitrile and Solution A (30:70)
System suitability solution: 5 pg/mL each of USP Pyridostigmine Bromide RS and USP Pyridostigmine Related Compound A RS in Mobile
phase

Sensitivity solution: 0.4 pg/mL of USP Pyridostigmine Bromide RS in Mobile phase
Standard solution 1: 0.005 mg/mL of USP Pyridostigmine Bromide RS in Mobile phase
Standard solution 2: 0.06 mg/mL of USP Pyridostigmine Bromide RS in Mobile phase

Sample solution: Nominally 1 mg/mL of pyridostigmine bromide prepared as follows. Transfer a portion of powdered Tablets equivalent to
100 mg of pyridostigmine bromide to a suitable volumetric flask with 100 mL of Mobile phase. Shake for 30 min, and pass a portion of the
solution through a glass fiber filter.

Chromatographic system

(See Chromatography (621), System Suitability.)

Mode: LC
Detector: UV 220 nm
Column: 4.6-mm x 25-cm; 5-pym packing L1

Flow rate: 1.1 mL/min
Injection volume: 20 pL
Run time: NLT 2 times the retention time of pyridostigmine
System suitability
Samples: System suitability solution, Sensitivity solution, and Standard solution 1
[NoTe—See Table 1 for the relative retention times.]
System suitability requirements
Resolution: NLT 1.5 between pyridostigmine and pyridostigmine related compound A, System suitability solution
Relative standard deviation: NMT 5.0%, Standard solution 1
Signal-to-noise ratio: NLT 10, Sensitivity solution
Analysis
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Samples: Standard solution 1, Standard solution 2, and Sample solution
Calculate the percentage of pyridostigmine related compound A and any individual unspecified degradation product in the portion of

Tablets taken:
Result = (r/rg) x (C/C) x 100
r, = peakresponse of pyridostigmine related compound A or any individual unspecified degradation product from the Sample
solution
r. =peakresponse of pyridostigmine from Standard solution 1

S

C, = concentration of USP Pyridostigmine Bromide RS in Standard solution 1 (mg/mL)

C, =nominal concentration of pyridostigmine in the Sample solution (mg/mL)

Calculate the percentage of pyridostigmine related compound B in the portion of Tablets taken:
Result = (r/rg) x (C/C) x 100

r, = peakresponse of pyridostigmine related compound B from the Sample solution

r, = peak response of pyridostigmine from Standard solution 2

C, = concentration of USP Pyridostigmine Bromide RS in Standard solution 2 (mg/mL)

C, =nominal concentration of pyridostigmine in the Sample solution (mg/mL)

Acceptance criteria: See Table 1. Disregard any peak below 0.04%.

Table 1
Relative Acceptance
Retention Criteria,

Name Time NMT (%)
Pyridostigmine related
compound B2 0.75 0.2
Pyridostigmine related
compound A 0.92 0.2
Pyridostigmine 1.0 -
Any individual unspecified
degradation product 0.2
Total degradation products - 0.5

@ 3-Hydroxy-1-methylpyridin-1-ium bromide.

ADDITIONAL REQUIREMENTS
* PackaciNG AND SToraGE: Preserve in tight, light-resistant containers. Store at controlled room temperature.

* USP RerFeRENCE STANDARDS (11)
USP Pyridostigmine Bromide RS
USP Pyridostigmine Related Compound A RS
Pyridin-3-yl dimethylcarbamate.

C,H,,N,0, 166.18

Auxiliary Information - Please check for your question in the FAQs before contacting USP.
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Topic/Question Contact Expert Committee
PYRIDOSTIGMINE BROMIDE TABLETS Documentary Standards Support SM42020 Small Molecules 4
RS Technical Servi
REFERENCE STANDARD SUPPORT echnical Services SM42020 Small Molecules 4
RSTECH@usp.org

Chromatographic Database Information: Chromatographic Database

Most Recently Appeared In:
Pharmacopeial Forum: Volume No. PF 43(2)

Current DocID: GUID-3F1512E0-07DE-4671-8B71-6DE872BE4EF8_4_en-US
Previous DoclD: GUID-3F1512E0-07DE-4671-8B71-6DE872BE4EF8_2_en-US

DOI: https://doi.org/10.31003/USPNF_M72010_04_01
DOI ref: mv83z

www.webofpharma.com


mailto:stdsmonographs@usp.org?subject=Monograph:%20PYRIDOSTIGMINE%20BROMIDE%20TABLETS,%20ID%20:%2072010
mailto:RSTECH@usp.org?subject=Monograph:%20PYRIDOSTIGMINE%20BROMIDE%20TABLETS,%20ID%20:%2072010
https://www.uspchromcolumns.com/
https://online.uspnf.com/resources/help/english/cleaned_files.htm
https://doi.org/10.31003/USPNF_M72010_04_01
https://doi.org/10.31003/USPNF_M72010_04_01

