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3.1 Finished product specification: Glucosamine sulfate capsule

4o Test Items Specifications

1 | Identification Complies with finished product specification
2 | Assay Complies with finished product specification
3 | Dissolution Complies with finished product specification
4 | Uniformity of dosage units Complies with finished product specification
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UD Test Items

Specifications

5 | Related substance

3.2 Drug substance specification:

3.2.1 Glucosamine sulfate sodium chloride (USP 47)

) Test Items Specifications
1 | Identification Meet the requirement

2 | Assay 98.0 - 102.0% on the dried basis
3 | Content of sulfate 16.3 - 17.3%

4 | Residue on ignition 22.5 - 26.0%

5 | Arsenic Not more than 3 mcg/g

6 | Potassium No precipitate is formed

7 | Optical rotation +50.0° to +55.0°

8 | pH 3.0 -5.0

9 | Loss on drying Not more than 1.0%

3.2.2 Glucosamine sulfate potassium chloride (USP 47)

U0 Test Items Specifications
1 | Identification Meet the requirement

2 | Assay 98.0 - 102.0% on the dried basis
3 | Content of sulfate 15.5 - 16.5%

4 | Residue on ignition 26.5 - 31.0%

5 | Arsenic Not more than 3 mcg/g

6 | Sodium Meet the requirement

7 | Optical rotation +47.0° to +53.0°

8 | pH 30-50

9 | Loss on drying Not more than 1.0%

3.2.3 Glucosamine sulfate sodium chloride (BP 2017)

Complies with finished product specification

) Test Items Specifications

1 | Identification Meet the requirement

2 | Appearance White or almost white, crystalline powder

3 | Solubility Freely soluble in water, sparingly soluble in
methanol, practically insoluble in acetone
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? Test Items Specifications
4 | Assay 98.0 - 102.0% (dried substance)
5 | pH 3.0-5.0
6 | Specific optical rotation +50.0° to +55.0° (dried substance)
Related substances
7 | - Unspecified impurities - Not more than 0.05%
- Total - Not more than 0.2%
8 | Loss on drying Not more than 0.5%
9 | Sulfated ash 23.5 - 26.0%
Microbial contamination
il TAMC - Not more than 10°> CFU/¢
- TYMC - Not more than 107 CFU/g
- Escherichia coli - Absence
3.2.4 Glucosamine sulfate potassium chloride (BP 2017)
k) Test Items Specifications
1 | Identification Meet the requirement
2 | Appearance White or almost white, crystalline powder
3 | solubility Freely soluble in water, sparingly soluble in
methanol, practically insoluble in acetone
4 | Assay 98.0 - 102.0% (dried substance)
5 | pH 3.0-5.0
6 | Specific optical rotation +47.0° to +53.0° (dried substance)
Related substances
7 | - Unspecified impurities - Not more than 0.05%
- Total - Not more than 0.2%
8 | Loss on drying Not more than 0.5%
9 | Sulfated ash 27.0 - 31.0%
Microbial contamination
- TAMC - Not more than 10° CFU/g
01 TYMC - Not more than 10? CFU/g
- Escherichia coli - Absence
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