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Dobutamine Hydrochloride

Change to read:
OH
H
CH
HO ¢
C,gH,sNO, - HCl 337.84

1,2-Benzenediol, 4-[2-[[3-(4-hydroxyphenyl)-1-methylpropyllamino]ethyl]-, hydrochloride, (+)-;
(4)-4-[2-[[3-(p-Hydroxyphenyl)-1-methylpropyllamino]ethyl]-pyrocatechol hydrochloride CAS RN®: 49745-95-1; AUNII: OWR771DJXV. o (USP 1-
Aug-2023)

DEFINITION

Dobutamine Hydrochloride contains NLT 98.0% and NMT 102.0% of dobutamine hydrochloride (C NO, - HCI), calculated on the anhydrous

18H23
basis.
[Caution—Great care should be taken to prevent inhaling particles of dobutamine hydrochloride and exposing the skin to it. Protect the

eyes.]

IDENTIFICATION
* A. Spectroscoric IpenTiFicaTion Tests (197), Infrared Spectroscopy: 197A or 197K

* B. The retention time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
Delete the following:

A. C. CHLORIDE, (sP 1-Ae-2023)
Add the following:

A. C. loenTiFicaTion Tests—GeneraL (191), Chemical Identification Tests, Chloride

Sample solution: 50 mg/mL of Dobutamine Hydrochloride in a mixture of water and methanol (50:50)

Analysis: Proceed as directed in the chapter using the procedure for amine hydrochlorides, except wash the precipitate with three 1-mL
portions of water.
Acceptance criteria: Meets the requirements of the test for amine hydrochlorides 4 (usp 1-Aug-2023)

ASSAY
Change to read:
* PROCEDURE
Solutions containing dobutamine hydrochloride must be prepared fresh at the time of use and refrigerated until injected.
Solution A: Transfer 23 g of monobasic ammonium phosphate to a 2-L volumetric flask, and add 1900 mL of water. Adjust with phosphoric

acid to a pH of 2.2, and dilute with water to volume.
Mobile phase: Acetonitrile and Solution A (20:80)
Standard solution: 0.5 mg/mL of USP Dobutamine Hydrochloride RS in water

Sample solution: 0.5 mg/mL of Dobutamine Hydrochloride in water
Chromatographic system
(See Chromatography (621), System Suitability.)

Mode: LC

Detector: UV 280 nm

Column: 3.9-mm x 30-cm; 15-20-um packing L1. 4[Note—Alternatively, a column with 10-um particle size may be used.], (USP 1-Aug-2023)
Flow rate: 1.5 mL/min
Injection volume: 20 pL
System suitability
Sample: Standard solution

Suitability requirements
Tailing factor: NMT 2.0 DOC um ents
Relative standard deviation: NMT 0.73% Document Sharing Hub
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Analysis
Samples: Standard solution and Sample solution

Calculate the percentage of dobutamine hydrochloride (C, H,,NO, - HCI) in the portion of Dobutamine Hydrochloride taken:

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

u

ry = peakresponse of dobutamine from the Standard so

S

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

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

IMPURITIES
* Resibue o lenimion (281): NMT 0.2%

Change to read:

* OrGANIC IMPURITIES

r. = peak response of dobutamine from the Sample solution

lution

C. =concentration of USP Dobutamine Hydrochloride RS in the Standard solution (mg/mL)

Solution A: 2.6 g/L of sodium 1-octanesulfonate in water. Pipet 3 mL of triethylamine into 1 L of this solution. Adjust the solution with

phosphoric acid to a pH of 2.5.
Solution B: Methanol and acetonitrile (82:18)
Diluent: Solution A and Solution B (50:50)
Mobile phase: See Table 1.

Table 1

Time Solution A Solution B
(min) (%) (%)

0 65 35

5 65 35

20 20 80

25 20 80

26 65 35

30 65 35

Sensitivity solution: 1.25 pg/mL of USP Dobutamine Hydrochloride RS in Diluent

Standard solution: 0.025 mg/mL each of USP Dobutamine Related Compound C RS, USP Dopamine Hydrochloride RS, and USP Raspberry

Ketone RS; and 0.005 mg/mL of USP Dobutamine Hydrochloride RS in Diluent

Sample solution: 5 mg/mL of Dobutamine Hydrochloride in Diluent
Chromatographic system
(See Chromatography (621), System Suitability.)

Mode: LC

Detector: UV 280 nm

Column: 4.6-mm x 15-cm; 5-um packing L1

Flow rate: 1 mL/min
Injection volume: 20 pL
System suitability
Samples: Sensitivity solution and Standard solution
Suitability requirements

Resolution: NLT 1.5 between dopamine and raspberry ketone, Standard solution

Tailing factor: NMT 2.0 for dobutamine, Standard solution
Relative standard deviation: NMT 2.0% for dobutamine, Standa
Signal-to-noise ratio: NLT 10, Sensitivity solution
Analysis
Samples: Standard solution and Sample solution
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