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RAW MATERIAL SPECIFICATION

Title : Croscarmellose Sodium USP (Item No. 41010380) Spec. No. : SP-AK30-C011
Reference(s) : USP 43 p. 5736 - 5737 Rev.No. :05
Other Requirements : GPO Specification Page 1172
USP 43
Test Items Specification
Description White to almost white, free-flowing powder, odorless.
Solubility Partially soluble in water; insoluble in alcohol, in ether and in other organic solvents.
Identification

A. Chemical test
B. Chemical test
C. Chemical test

The Croscarmellose Sodium absorbs the methylene blue and settles as a blue, fibrous mass.
A reddish-violet color develops at the interface.

Sodium compounds impart an intense yellow color to a nonluminous flame.

Residue on ignition

Between 14.0-28.0%, calculated on the dried basis.

Sodium chloride and sodium

glycolate

The sum of the percentages of sodium chloride and sodium glycolate is not more than 0.5%.

Content of water-soluble

material

Not more than 10.0%.

Degree of substitution

Between 0.60 and 0.85, on the dried basis.

Loss on drying

Not more than 10.0%.

pH

Between 5.0 and 7.0.

Settling volume

Between 10.0 and 30.0 ml.

Microbial enumeration tests and

The total aerobic microbial count

: does not exceed 1000 cfu/g.

Tests for Specified

The total combined molds and yeasts count

: does not exceed 100 cfu/g.

microorganisms. Escherichia coli : absence.

GPO Specification
Test Items Specification
Heavy metals Not more than 10 ppm, Method II.
Fineness Retained on sieve No. 200 : Not more than 10.0%.
Retained on sieve No. 325 : Not more than 30.0%.
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Product Information

Refer to current version of Approved Vendor List of Croscarmellose Sodium USP (Item No.
41010380)

Approved source (S)

Sampling plan

1. N Plan (\/F+ 1) : for other tests.

2. 100% Identification.

Testing procedure Tests to be performed as per current version of WI-AK30-CO011.

Storage condition Preserve in well-closed containers. No storage requirements specified.

Retest period 1 year after first testing date.
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