
Status: Currently Official on 16-Feb-2025

Official Date: Official as of 01-Dec-2021

Document Type: USP Monographs

DocId: GUID-B5AD3079-F231-45BC-9777-14F4216B910E_7_en-US

DOI: https://doi.org/10.31003/USPNF_M74520_07_01

DOI Ref: k15ck

© 2025 USPC

Do not distribute

Scopolamine Hydrobromide

Change to read:

▲

▲ (USP 1-Dec-2021)

C H NO  · HBr · ▲xH O▲ (USP 1-Dec-2021)

Benzeneacetic acid, α-(hydroxymethyl)-, 9-methyl-3-oxa-9-azatricyclo[3.3.1.0.2,4]non-7-yl ester, hydrobromide,▲hydrate,▲ (USP 1-Dec-2021) [7(S)-

(1α,2β,4β,5α,7β)]-;

6β,7β-Epoxy-1αH,5αH-tropan-3α-ol (−)-tropate (ester) hydrobromide▲hydrate;

(1R,2R,4S,5S,7s)-9-Methyl-3-oxa-9-azatricyclo[3.3.1.0.2,4]nonan-7-yl (S)-3-hydroxy-2-phenylpropanoate hydrobromide hydrate▲ (USP 1-Dec-2021)

Anhydrous 384.27 CAS RN®: 114-49-8; UNII: R3K67DRL3J.

DEFINITION
Scopolamine Hydrobromide contains NLT 98.0% and NMT 102.0% of scopolamine hydrobromide (C H NO  · HBr), calculated on the

anhydrous basis.

[Caution—Handle scopolamine hydrobromide with exceptional care, because it is highly potent.]

IDENTIFICATION

Change to read:

• A.Spectroscopic Identification Tests 〈197〉, Infrared Spectroscopy: 197K

▲Sample:▲ (USP 1-Dec-2021) Dissolve 3 mg in 1 mL of alcohol, and evaporate the solution on a steam bath to dryness. Dissolve the residue in

0.5 mL of chloroform, add 200 mg of potassium bromide previously dried at 105° for 30 min, and stir frequently for 5 min. Allow the

chloroform to evaporate to dryness, and stir frequently to obtain a flowing powder residue. Dry the residue ▲as directed in the test for Water

Determination,▲ (USP 1-Dec-2021) and then immediately compress the residue to a disk.

▲Standard solution: Proceed as directed in the Sample using USP Scopolamine Hydrobromide RS.▲ (USP 1-Dec-2021)

Acceptance criteria: Meets the requirements

• B.

Sample solution: 50 mg/mL of Scopolamine Hydrobromide in water

Analysis: To 1 mL of the Sample solution add a few drops of chlorine TS, and shake the mixture with 1 mL of chloroform.

Acceptance criteria: A brownish color forms in the chloroform layer.

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

ASSAY

• Procedure

Buffer solution: 7.0 g/L of monobasic potassium phosphate in water. Adjust with 0.05 M phosphoric acid to a pH of 3.3.

Solution A: Dissolve 3.5 g of sodium dodecyl sulfate in 606 mL of Buffer solution. Add 320 mL of acetonitrile and mix.

Solution B: Acetonitrile

17 21 4 2

17 21 4

OF
FI
CI
AL

2/16/25, 5:01 PM USP-NF Scopolamine Hydrobromide

Full document details: Scopolamine Hydrobromide

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-2F36AC41-7F65-4658-96F7-ED383859786B_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-EDEE315B-3E7F-4316-AA1D-E23BB145CA3E_1_en-US
https://store.usp.org/product/1610001
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-A5EE1C9C-60AB-4D2F-854D-056C9BD4CC7A_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-2F36AC41-7F65-4658-96F7-ED383859786B_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-9CEC4DFE-D070-40E2-918C-A3CB3C564E38_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-163C2843-5AA5-49A2-8A22-B09ED75651BF_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-4BE35CFC-C8C0-4ABC-90B4-AC569A7E7826_1_en-US
http://www.avadocuments.com/doc/scopolamine-hydrobromide
http://www.avadocuments.com/doc/scopolamine-hydrobromide


Mobile phase: See Table 1.

Table 1

Time

(min)

Solution A

(%)

Solution B

(%)

0 95 5

2.0 95 5

20.0 70 30

20.1 95 5

25.0 95 5

Standard solution: 0.2 mg/mL of USP Scopolamine Hydrobromide RS in Solution A

Sample solution: 0.2 mg/mL of Scopolamine Hydrobromide in Solution A

Chromatographic system

(See Chromatography 〈621〉, System Suitability.)

Mode: LC

Detector: UV 210 nm

Column: 4.6-mm × 10-cm; 3-µm packing L1

Flow rate: 1 mL/min

Injection volume: 10 µL

System suitability

Sample: Standard solution

Suitability requirements

Tailing factor: NMT 2.0

Relative standard deviation: NMT 0.73%

Analysis

Samples: Standard solution and Sample solution

Calculate the percentage of scopolamine hydrobromide (C H NO  · HBr) in the portion of Scopolamine Hydrobromide taken:

Result = (r /r  ) × (C /C  ) × 100

r = peak response of scopolamine from the Sample solution

r = peak response of scopolamine from the Standard solution

C = concentration of USP Scopolamine Hydrobromide RS in the Standard solution (mg/mL)

C = concentration of Scopolamine Hydrobromide in the Sample solution (mg/mL)

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

IMPURITIES

• Residue on Ignition 〈281〉
Sample: 1 g

Acceptance criteria: NMT 0.1%

• Organic Impurities

Buffer solution, Solution A, Solution B, Mobile phase, and Chromatographic system: Proceed as directed in the Assay.

System suitability solution: 0.2 mg/mL of USP Scopolamine Hydrobromide RS and 0.001 mg/mL of USP Norscopolamine RS in Solution A

Standard solution: 0.002 mg/mL of USP Scopolamine Hydrobromide RS in Solution A

Sample solution: 2.0 mg/mL of Scopolamine Hydrobromide in Solution A

System suitability

Samples: System suitability solution and Standard solution

Suitability requirements
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