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e Hydrochloride

NH.,
* HCI

—

189.64
-(2-aminoethyl)-, hydrochloride;
srocatechol hydrochloride CAS RN®: 62-31-7; UNII: 7L3E358NOL.

Woride contains NLT 98.0% and NMT 102.0% of dopamine hydrochloride (C;H,,NO, - HCI), calculated on the dried basis.

pentirication Tests (197), Infrared Spectroscopy: A197A or, (USP 1-Aug-2022) 197K

g:
. IoenTiFicaTioN Tests (197), Ultraviolet-Visible Spectroscopy: 197U

: 40 pg/mL in Medium
1 bisulfite in water (1 in 1000)A (USP 1-Aug-2022)

n time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 4 (usp

:sTs—GeNEerAL (191), Chemical Identification Tests, Chloride: Meets the requirements

e 21 g of citric acid in 200 mL of 1 N sodium hydroxide in a 1-L flask. Dilute with water to volume. To 600 mL of this solution
0.1 N hydrochloric acid.
slve 1.08 g of 1-octanesulfonic acid sodium salt in 880 mL of Buffer in a 1-L flask. Add 50 mL of methanol and 70 mL of

»lve 1.08 g of 1-octanesulfonic acid sodium salt in 700 mL of Buffer in a 1-L flask. Add 100 mL of methanol and 200 mL of

e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0.0 90 10
5.0 90 10
20.0 40 60

Documents

Document Sharing Hub

Full document details: Dopamine Hydrochloride


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-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#GUID-AD971BFB-A312-4D81-85BB-1AA35252A14D
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#GUID-AD971BFB-A312-4D81-85BB-1AA35252A14D
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#GUID-AD971BFB-A312-4D81-85BB-1AA35252A14D
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#GUID-AD971BFB-A312-4D81-85BB-1AA35252A14D
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-2F749FFD-FA48-466B-AFB3-949FFBF1EF66_1_en-US#GUID-FF1FD0DB-2713-4D3A-A8A4-C855D9BA2F42
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#GUID-84A53880-C4DF-4E4F-B940-5AC3C6521F8C
https://online.uspnf.com/uspnf/current-document/1_GUID-58C0F65C-16E7-468C-A2A9-6C4AB7C11C0A_1_en-US#GUID-C96A0E77-3379-40F8-B04E-97585935BC26
https://online.uspnf.com/uspnf/current-document/1_GUID-3FCDE41E-1552-4515-B564-E9777B5A39DA_2_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-58C0F65C-16E7-468C-A2A9-6C4AB7C11C0A_1_en-US#GUID-C96A0E77-3379-40F8-B04E-97585935BC26
https://online.uspnf.com/uspnf/current-document/1_GUID-3FCDE41E-1552-4515-B564-E9777B5A39DA_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-4BE35CFC-C8C0-4ABC-90B4-AC569A7E7826_1_en-US
http://www.avadocuments.com/doc/dopamine-hydrochloride
http://www.avadocuments.com/doc/dopamine-hydrochloride

n: 0.5 mg/mL of USP Dopamine Hydrochloride RS in Solution A

: 0.5 mg/mL of Dopamine Hydrochloride in Solution A
> system
graphy (621), System Suitability.)

80 nm

m x 15-cm; 4.0-ym packing L1
_/min

1e: 10 L

y

ard solution

lirements

= NMT 2.5

dard deviation: NMT 0.73%

dard solution and Sample solution

: percentage of dopamine hydrochloride (C,H,,NO, - HCI) in the portion of Dopamine Hydrochloride taken:

Result = (r,/r)) x (C/C ) x 100
aak response of dopamine from the Sample solution
2ak response of dopamine from the Standard solution

»ncentration of USP Dopamine Hydrochloride RS in the Standard solution (mg/mL)

>neentration of Dopamine Hydrochloride in the Sample solution (mg/mL) 4 (uUsp 1-Aug-2022)

ria: 98.0%-102.0% on the dried basis

(281): NMT 0.1%

IE(221), Sulfate

n: 0.70 mL of 0.020 N sulfuric acid

: 500 mg of Dopamine Hydrochloride in 40 mL of water

ria: Any turbidity produced in the Sample solution is NMT that produced in the Standard solution.

1A, Solution B, Mobile phase, and Chromatographic system: Proceed as directed in the Assay.
'y solution: 0.024 mg/mL each of USP Dopamine Related Compound A RS and USP Dopamine Related Compound B RS in

on: 0.001 mg/mL of USP Dopamine Hydrochloride RS in Solution A

n: 0.002 mg/mL each of USP Dopamine Hydrochloride RS, USP Dopamine Related Compound A RS, USP Dopamine Related
'S, and USP Dopamine Related Compound C RS in Solution A

: 2.0 mg/mL of Dopamine Hydrochloride in Solution A

y

am suitability solution, Sensitivity solution, and Standard solution

le 2 for the relative retention times.]

lirements

LT 5.0 between dopamine related compound B and dopamine related compound A, System suitability solution

dard deviation: NMT 5.0% for dopamine related compound A, dopamine related compound B, and dopamine related
C, Standard solution

ise ratio: NLT 20, Sensitivity solution

dard solution and Sample solution
: percentage of dopamine related compound A, dopamine related compound B, and dopamine related compound C in the
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