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THE GOVERNMENT PHARMACEUTICAL ORGANIZATION

RAW MATERIAL SPECIFICATION

Title: Deferiprone Spec. No. : SP-AK30-D29
(Item No. 41021990)

Reference(s): GPO Specification (R&D Institute) Rev. No. : 04
Other Requirements: - Page 1 12
GPO Specification Description :  White to off-white crystalline powder.
Identification : A, Infrared absorption spectrophotometer.

B. The retention time of the major peak in the chromatogram of the Sample
solution corresponds to that in the chromatogram of the Standard
solution, as obtained in the Assay.

Water content : Not more than 0.5%.

Individual impurity : Not more than 0.1%.

Total impurities :  Not more than 0.25%.
Assay : 98.0% to 102.0% of deferiprone (C,H;NO,), calculated on the anhydrous basis.
Tapping volume :  5.0-g portion occupies not more than 9.5 ml when tapped down 20 times at

3-mm drop height at a nominal rate of 250 drops/minute.

Tapped density :  For information.
Particle size : For information.
(By Image Analysis)
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Product Information

Approved source(s)

Refer to current version of Approved Supplier List of Deferiprone (Item No. 41021990).

Sampling plan

For Identification

For Other Tests

: 100%.

: nplan. '

Testing procedure

Tests to be performed as per current version of WI-AK30-D29.

Storage condition

Store at a condition stated on the label from the manufacturer or store in well-closed containers.

Retest period

1 year after first testing date.

History of changes

Rev. No. Description Effective Date
i
01 UsznmialdnTasn 81999a14 GPO Specification (R&D Institute) 29/09/06
02 Update 0MMUARTIN GPO Specification (R&D Institute) iNUHIT8NATBY Tapped 19/10/09
Density L81¢ Particle size (By Image Analysis)
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03 | nuntudoiivua 8199971 GPO Specification (R&D Institute) TUNAOUNY Rev. No. 02 | 23/06/16
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04 | numaudeivun $1989A15 GPO Specification (R&D Institute) FUMHBUAL Rev. No. 03 10/09/19
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