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Glucosamine Hydrochloride

HO---- HCI

HO' NH;

C,H.,NO_ - HCI 215.63

6 13
p-Glucose, 2-amino-2-deoxy-, hydrochloride;

2-Amino-2-deoxy-B-0-glucopyranose hydrochloride CAS RN®: 66-84-2.

DEFINITION

Glucosamine Hydrochloride contains NLT 98.0% and NMT 102.0% of glucosamine hydrochloride (CéH NO, - HClI), calculated on the dried

13
basis.

IDENTIFICATION
* A. SpecTroscorpic IpenTirication Tests (197), Infrared Spectroscopy: 197K

* B. loenTiFicaTion Tests—GeneraL, Chloride(191): Meets the requirements
* C. The retention time of the glucosamine peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

ASSAY
* PROCEDURE
Buffer: In a 1-L volumetric flask, dissolve 3.5 g of dibasic potassium phosphate in water. Add 0.25 mL of ammonium hydroxide, dilute with
water to volume, and mix. Adjust with phosphoric acid to a pH of 7.5.
Mobile phase: Acetonitrile and Buffer (75:25)
Diluent: Acetonitrile and water (50:50)
Standard solution: 3.8 mg/mL of USP Glucosamine Hydrochloride RS in Diluent

Sample solution: 3.8 mg/mL of Glucosamine Hydrochloride in Diluent. [Note—Shake by mechanical means to aid dissolution.]
Chromatographic system
(See Chromatography (621), System Suitability.)

Mode: LC

Detector: UV 195 nm

Column: 4.6-mm x 15-cm; 5-ym packing L8

Column temperature: 35°
Flow rate: 1.5 mL/min
Injection size: 10 pL
System suitability
Sample: Standard solution
[Note—The peak for the glucosamine moiety elutes at about 10 min. The chromatogram shows a large additional peak near the void volume,
due to the chloride ion.]
Suitability requirements
Tailing factor: NMT 2.0 for the glucosamine peak
Efficiency: NLT 1500 theoretical plates
Relative standard deviation: NMT 2.0%
Analysis
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Samples: Standard solution and Sample solution

Full document details: Glucosamine Hydrochloride


https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US#C191
https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US#C191
https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US#C191
https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US#C191
https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US#C191
https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US#C191
https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US#C191
https://store.usp.org/product/1294207
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
http://www.avadocuments.com/doc/glucosamine-hydrochloride
http://www.avadocuments.com/doc/glucosamine-hydrochloride

2/15/25, 3:11 AM USP-NF Glucosamine Hydrochloride

Calculate the percentage of glucosamine hydrochloride (CGH13NO5 -HCI) in the portion of Glucosamine Hydrochloride taken:
Result = (r /r)) x (C/C) x 100
r, = peakresponse from the Sample solution

ry, = peakresponse from the Standard solution

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

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

Acceptance criteria: 98.0%—102.0% on the dried basis
IMPURITIES

* Resibue on lgniTion (281): NMT 0.1%
* CHLORIDE AND SuLrate, Sulfate(221): A 0.10-g portion shows no more sulfate than corresponds to 0.25 mL of 0.020 N sulfuric acid (NMT 0.24%).

Change to read:

Sample solution: 25 mg/mL. Measure the specific rotation 3 h after preparation.
+pH (791)

Sample solution: 20 mg/mL

Acceptance criteria: 3.0-5.0
* Loss on Drving (731): Dry a sample at 105° for 2 h: it loses NMT 1.0% of its weight.

ADDITIONAL REQUIREMENTS
* PackaciNG AND SToraGE: Preserve in tight, light-resistant containers.

* USP RerFerReNCE STANDARDS (11)
USP Glucosamine Hydrochloride RS

Auxiliary Information - Please check for your question in the FAQs before contacting USP.
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