2/16/25, 11:44 AM USP-NF Pimobendan

Status: Currently Official on 16-Feb-2025

Official Date: Official as of 01-May-2020

Document Type: USP Monographs

Docld: GUID-90F7EBEOQ-5360-4ABF-ADE3-FA2CED8B5681_6_en-US
DOI: https://doi.org/10.31003/USPNF_M3065_06_01

DOI Ref: yleep

© 2025 USPC
Do not distribute

Pimobendan
H
N
N )—@—oma
HNT N
o CHy
C,,H, N0, 334.37

3(2H)-Pyridazinone, 4,5-dihydro-6-[2-(4-methoxyphenyl)-1H-benzimidazol-5-yl]-5-methyl-, ()-;
(£)-4,5-Dihydro-6-[2-(p-methoxyphenyl)-5-benzimidazolyl]-5-methyl-3(2H)-pyridazinone;
6-[2-(4-Methoxyphenyl)-1H-benzimidazol-5-yl]-5-methyl-4,5-dihydropyridazin-3(2H)-one  CAS RN®: 74150-27-9.

DEFINITION

Pimobendan contains NLT 98.0% and NMT 102.0% of pimobendan (C19H18N402), calculated on the anhydrous basis.

IDENTIFICATION
Change to read:

* B. 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
Solution A: 3.0 g/L of monobasic potassium phosphate in water. Adjust with suitably diluted phosphoric acid to a pH of 2.5.
Solution B: Acetonitrile
Mobile phase: See Table 1.

Table 1
Time Solution A Solution B
(min) (%) (%)
0 85 15
6 80 20
20 20 80
20.1 85 15
30 85 15
Standard solution: 0.1 mg/mL of USP Pimobendan RS in methanol
Sample solution: 0.1 mg/mL of Pimobendan in methanol
Chromatographic system
(See Chromatography (621), System Suitability.)
Mode: LC
Detector: UV 290 nm Documents
Column: 4.6-mm x 12.5-cm; 5-pym packing L1 or 4.0-mm x 12.5-cm; 5-pym packing L1 Document Sharing Hub

Full document details: Pimobendan


https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-D774BE2A-B09A-4921-A753-C16D7C9D2438_1_en-US#R2481
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://store.usp.org/product/1569315
https://online.uspnf.com/uspnf/current-document/1_GUID-3FCDE41E-1552-4515-B564-E9777B5A39DA_2_en-US#R2167
https://online.uspnf.com/uspnf/current-document/1_GUID-3FCDE41E-1552-4515-B564-E9777B5A39DA_2_en-US#R2167
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-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://online.uspnf.com/uspnf/current-document/1_GUID-6EF9AE5D-609E-4754-95B4-F634B9753BB9_2_en-US
http://avadocuments2026.com/doc/pimobendan
http://avadocuments2026.com/doc/pimobendan

2/16/25, 11:44 AM USP-NF Pimobendan

Column temperature: 45°
Flow rate: 1 mL/min
Injection volume: 10 pL
System suitability
Sample: Standard solution
Suitability requirements
Tailing factor: NMT 1.5
Relative standard deviation: NMT 0.73%
Analysis
Samples: Standard solution and Sample solution

Calculate the percentage of pimobendan (C N,0,) in the portion of Pimobendan taken:

19H18
Result = (r /r;) x (C/C,) x 100

r, = peakresponse from the Sample solution

ry = peakresponse from the Standard solution

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

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

Acceptance criteria: 98.0%—102.0% on the anhydrous basis

IMPURITIES
* ResipuE oN leniTion (281): NMT 0.1%
* ORrGANIC IMPURITIES
Solution A, Solution B, Mobile phase, and Chromatographic system: Proceed as directed in the Assay.
System suitability solution: 5 pg/mL each of USP Pimobendan Related Compound A RS and USP Pimobendan Related Compound B RS in
methanol
Standard solution: 50 pg/mL of USP Pimobendan RS in methanol
Sample solution: 5.0 mg/mL of Pimobendan in methanol

System suitability
Samples: System suitability solution and Standard solution
Suitability requirements
Resolution: NLT 2.0 between pimobendan related compound A and pimobendan related compound B, System suitability solution
Tailing factor: 0.8-1.5, Standard solution
Analysis
Samples: Standard solution and Sample solution
Calculate the percentage of each impurity in the portion of Pimobendan taken:

Result = (r /r;) x (C/C,) x 100
r, = peak response of each impurity from the Sample solution
ry = peakresponse of pimobendan from the Standard solution

C, = concentration of USP Pimobendan RS in the Standard solution (ug/mL)

C, = concentration of Pimobendan in the Sample solution (ug/mL)

Acceptance criteria: See Table 2. Disregard any peak below 0.05%.

Table 2
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