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THE GOVERNMENT PHARMACEUTICAL ORGANIZATION
RANGSIT PHARMACEUTICAL PRODUCTION PLANT

TITLE SPECIFICATION OF HPMC2910, 15 cps. USP Rev. 03
(ITEM NO. 44121150)
DEPARTMENT | QUALITY CONTROL DIVISION PAGE 2 of 2

A. Specification

No. Test parameters Specifications
01 | Description White to slightly off-white, fibrous or granular powder.
02 | Solubility Insoluble in dehydrated alcohol, in ether, and in
chloroform.
03 | Identification
A TestA The powdered material material aggregates on the surface.
B. TestB The resulting liquid is a clear or slightly turbid solution
with thickness dependent on the viscosity grade.
C. Reaction with ninhydrin TS A red color develops at first that changes to purple within
100 min.
D. TestD A coherent, clear film forms on the glass slide.
E. TestE The flocculation temperature is higher than 50°C.
04 | Assay Methoxy : Not less than 28.0% and Not more than 30.0%,
calculated on dried basis.
Hydroxypropyl : Not less than 7.0% and Not more than
12.0%, calculated on dried basis.
05 | Residue on ignition Not more than 1.5%.
06 | Heavy metals (Method IIT)* Not more than 20 ppm.
07 | pH 5.0-8.0.
08 | Loss on drying Not more than 5.0%.
09 | Viscosity* Not less than 12 and not more than 18 centipoises.
(80%-120% of the viscosity stated on the label).

*According to GPO In-house specification.

B.

Packaging and Storage

Preserve in well-closed containers. No storage requirements are specified.

C. Reference

According to USP42/NF37, Hypromellose monograph, page 2229-2231.

D. Product Information

Approved source (s)

Refer to current version of Approved Vendor List (AVL) of
HPMC2910, 15 cps. USP (Item No. 44121150).

Sampling plan

Identification: Every container.
Other tests  : /N + 1.

Testing procedure

Test to be performed as per current version of Standard Testing
Procedure of HPMC2910, 15 cps. USP (Item No. 44121150).

Retest period

1 year.
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