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Test Items Specification ? T
Description White to off-white powder. | 7 o
Solubility Soluble in water. ) ]
Identification T

A. Infrared absorption <197K>
B. HPLC

C. Sulfate Test

Conforms to IR standard spectrum. .

The retention time of the major peak of the Sample solution corresponds to tha! of the
System suitability solution, obtained as directed in the test for Organic i‘mpuritw.‘s,
Procedure 2. -

-With barium chloride TS, solutions of sulfates yield a white precipitateimat is insolubls in
hydrochloric acid and in nitric acid.

-With lead acetate TS, neutral solutions of sulfates yield a white precipifate tha: is soluble
in ammonium acetate TS. L
-Hydrochloric acid produces no precipitate when added to solutions of sﬁlfates: ¢ distinetion

from thiosulfates).

Water

Not more than 0.5%.

Residue on ignition

Not more than 0.2%.

Organic impurities
- Procedure 1: Related

compounds

Descyclopropyl abacavir : Not more than; 0.2%.
trans-Abacavir : Not more than%O.Z%. o ]
O-Pyrimidine derivative abacavir : Not more than 0.2%. T
t-Butyl derivative abacavir : Not more than'0.2%.

Any unspecified impurity : Not more than0.1%.

Total impurities

*Not more than 0.8%.

- Procedure 2: Enantiomeric

Not more than 0.3% of abacavir enantiomer.
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Product Information
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GPO specification
Test ltems Specification T

Residual solvents Methanol Not mors than 200 ppm| s
Ethanol ‘Not more than 5000 ppm.
Isopropyl alcohol : Not more than 500 ppm. | T

Approved source (s)

Refer to current version of Approved Vendor List of Abacavir Sulfate USP (Item \o.

41030010).
Sampling plan e
I.NPlan (NN +1) : for other tests.
2. 100% Identification.
Testing procedure Tests to be performed as per current version of WI-AK30-A15. o

Storage condition

Preserve in well-closed containers. Store at room temperature.

Retest period 1 year after first testing date.
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