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ry = peak area of abacavir from the Sample solution
Abacavir Oral Solution ts =peak area of abacavir from the Standard

solution
DEFINITION Cs = concentration of USP Abacavir Sulfate RS in

Abacavir Oral Solution contains NLT 90.0% and NMT the Standard solution (mg/ml)
110.0% of the labeled amount of abacavir (CyaHigNeO). Cy = nominal concentration of abacavir in the

Sample solution (mg/mL)
IDENTIFICATION Ma = molecular weight of abacavir mutiplied by 2,
e The retention time of the major peak of the Sample solu- 572.66

tion corresponds to that of the Standard solution, as ob- Mz = molecular weight of abacavir sulfate, 670.74
tained in the Assay. Acceptance criteria: 90.0%-110.0%

ASSAY PERFORMANCE TESTS
e PROCEDURE e DELIVERABLE VOLUME (698): Meets the requirements

Solution A: Trifluoroacetic acid and water (0.05:99.95) IMPURITIES
Solution B: Methanol and water (17:3) o ic I eae
Diluent: 1 mL of phosphoric acid diluted with water to ; Dencepun tes

 

 

 

 

 

 

 

     

 

Mobile phase: See the gradient table below Solution A, Solution B, Diluent, Mobile phase, System
, ° suitability solution, Standard solution, Sample solu-

~ - - tion, Chromatographic system, and Systern suitabil-
| Time Solution A Solution B ity: Proceed as directed in the Assay.

(min) {%) (%) Sensitivity solution: 0.2 ug/ml of USP Abacavir Sulfate
0 95 5 RS in Diluent, from the Standard solution. [NoTE—The

20 70 30 concentration of this solution is 0.05% of the nominal
35 10 90 concentration of the Sample solution.]

40 10 90 Analysis . .
41 0 100 Samples: Diluent, Standard solution, Sample solution,

and Sensitivity solution. [NoTE—in the Sample solution
50 | 0 | 100 disregard any peaks corresponding to peaks identified
51 t 95 | 5 in the Diluent and any peak with a peak area less
55 95 | 5 than the abacavir peak area in the Sensitivity solution.]

Caiculate the percentage of each impurity in the por-
System suitability solution: 0.2 mg/mL of USP Aba- tion of Oral Solution taken:
cavir System Suitability Mixture RS in Diluent
Standard solution: 0.46 mg/mL of USP Abacavir Sul- Result = (ru/ts) x (Cs/Cy)-x (1/F) x (Ma/Mr) x 100
fate RS in Diluent . ;
Sample solution: Equivalent to 0.4 mg/mL of abacavir tu = peak area of abacavir from the Sample solution
in Diluent, from Oral Solution. [NoTE—Sonicate, if rs = peak area of abacavir from the Standard
necessary.] solution _
Chromatographic system Cs = concentration of USP Abacavir Sulfate RS in
(See Chromatography (621), System Suitability.) the Standard solution (mg/mL)
Mede: LC Cy = nominal concentration of abacavir in the
Detector: UV 254 nm Sample solution (rag/mbL) ;
Column: 3.9-mm x 15-cm; 5-lum packing L1 F = relative response factor for each impurity from
Column temperature: 30° Impurity Table 1
Flow rate: 0.8 mL/min Mn = molecular weight of abacavir mutiplied by 2,
injection size: 10uL 572.66
System suitability Mz = molecular weight of abacavir sulfate, 670.74
Samples: System suitability solution and Standard Acceptance criteria
solution individual impurities: See Impurity Table 1.
Suitability requirements Total impurities: NMT 2.0%
Resolution: NLT 1.5 between abacavir and trans-aba-
cavir, System suitability solution

Relative standard deviation: NMT 2.0%, Standard
solution

Analysis
Samples: Standard solution and Sample solution
Calculate the percentage of Ci4HisN6O in the portion of
Oral Solution taken:

Result = (ru/fs) x (Cs/Cu) x (Mn/Mr2) x 100




