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THE GOVERNMENT PHARMACEUTICAL ORGANIZATION

RAW MATERIAL SPECIFICATION

Title : Microcrystalline Cellulose PH 200 USP/NF Spec. No. : SP-AK30-A37
(Item No 41011011)
Reference(s) : USP 41/NF 36 p. 5277-5278 Rev.No. :05
Other Requirements : GPO Specification Page : 143
USP 41/NF 36
Test Items Specification
Description Fine, white or almost white powder. It consists of free flowing, nonfibrous particles.
Solubility Insoluble in water, in dilute acids, and in most organic solvents; practically insoluble in
sodium hydroxide solution (1 in 20).
Identification
- TestA The substance takes on a violet-blue color.
-  TestB The degree of polymerization is not greater than 350.

Residue on ignition

Not more than 0.1%.

Conductivity The conductivity of the supernatant does not exceed the conductivity of the water by more
than 75 pS per cm.

pH 5.0-7.5 in the supernatant obtained in the Conductivity Test.

Loss on drying Not more than 7.0%.

Water-soluble substances

The difference between the weight of the residue and the weight obtained from a blank

determination does not exceed 12.5 mg (0.25%).

Ether-soluble substances

The difference between the weight of the residue and the weight obtained from a blank

determination does not exceed 5.0 mg (0.05%).

Standard Section 1 Analysis Section 2

Microbial Enumeration Tests | The total aerobic microbial count : Not exceed 1000 cfu /g.
and Tests for Specified The total combined molds and yeasts count | : Not exceed 100 cfu /g.
Microorganisms Staphylococcus aureus : Absence.
Pseudomonas aeruginosa : Absence.
Escherichia coli : Absence.
Salmonella species : Absence.
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GPO Specification

Test Items Specification

Heavy metals Not more than 10 ppm, Method II.

Bulk density 0.34-0.41 g/ml.

Fineness Retained on sieve No. 60 : Not less than 10.0%.
Retained on sieve No. 100 : Not less than 50.0%.

Dark spots Big dark spots (retained on sieve No. 60) : Max. 5/100 g.
Total number of dark spots : Max. 40/100 g.
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Product Information

Approved source (s)

Refer to current version of Approved Vendor Microcrystalline Cellulose PH 200 USP/NF
(Item No 41011011)

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-A37.

Storage condition

Preserve in tight containers.

Retest period

1 year after first testing date.
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