THE GOVERNMENT PHARMACEUTICAL ORGANIZATION

RAW MATERIAL SPECIFICATION

Title : Calcium-D-Saccharate USP (Item No. 41030680) Spec. No. : SP-AK30-C001
Reference(s) : USP 42 p. 696-697 Rev. No. 03
Other Requirements :- GPO specification Page R V7)
USP 42
Test Parameters Specifications
Description White, odorless, tasteless, crystalline powder.
Solubility Soluble in dilute mineral acids and in solutions of calcium gluconate; slightly soluble in

boiling water; very slightly soluble in alcohol and in cold water; practically insoluble in

ether and in chloroform.

Identification
A. Calcium Test Upon the addition of ammonium oxalate TS, a white precipitate is formed. This precipitate

is insoluble in 6 N acetic acid but dissolves in hydrochloric acid.

B. Infrared absorption Conforms to IR standard spectrum.
<197M>

Specific rotation Between +18.5° and +22.5°.

Chloride Not more than 0.07%.

Sulfate Not more than 0.12%.

Sucrose and reducing sugars No red precipitate is formed immediately.

Assay 98.5 - 102.0% of C¢HeCa04.4H-0.

GPO specification

Test Parameters Specifications
Heavy metals Not more than 0.002%, Method II.
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THE GOVERNMENT PHARMACEUTICAL ORGANIZATION

RAW MATERIAL SPECIFICATION

Title : Calcium-D-Saccharate USP (Item No. 41030680) Spec. No. : SP-AK30-C001
Reference(s) : USP 42 p. 696-697 Rev. No. : 03
Other Requirements : GPO specification Page ; 22

Product Information

Approved source (s) Refer to current version of Approved Vendor List of Calcium-D-Saccharate USP (Item No.
41030680).

Sampling pl
plng plan ILNPlan(YN+1) : for other tests.

2. 100% Identification.

Testing procedure Tests to be performed as per current version of WI-AK30-C001.
Storage condition Preserve in well-closed containers.
Retest period | year after first testing date.
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