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Abstract: Objective  To establish a method for the determination of the dissolution of Abiraterone Acetate Tablets,and to evaluate

The paddle

method (with a rotating speed of 50 r / min) was used to determine the dissolution profiles of generic preparation of Abiraterone

the similarity of the dissolution profiles between generic and reference preparations of abiraterone acetate. Methods

Acetate Tablets (from manufacturers B, C, and D, nine batches) and reference preparation of Abiraterone Acetate Tablets (from

manufacturer A, one batch) in four different dissolution media [water with 0.25% sodium dodecyl sulfate (SDS) and pH 2.0
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hydrochloric acid solution with 0.25%SDS, pH 4.5 phosphate buffer with 0.25%SDS and pH 6.8 phosphate buffer with
0.25%SDS]. High — performance liquid chromatography (HPLC) method was used to determine the dissolution of nine batches of
generic preparations, the chromatographic column was Agilent Eclipse Plus C,4 column (100 mm X 4.6 mm,3.5 pm),the mobile
phase was acetonitrile — water (80:20,V / V), the flow rate was 1.0 mL / min,the column temperature was 50 ‘C,the detection
wavelength was 254 nm,and the injection volume was 10 pL. The cumulative dissolution rate was calculated,the dissolution profiles
were drawn, and the similarity of the dissolution profiles was evaluated by the similarity factor (f,). Results The in vitro
dissolution profiles of the nine batches of generic preparation all showed similarity with the reference preparation, with f; > 50.
Conclusion The established method is suitable for the determination of the dissolution of Acetate Abiraterone Tablets, which can

provide a reference for the improvement of the quality standard and quality consistency evaluation of Acetate Abiraterone Tablets.

Key words: Abiraterone Acetate Tablets; dissolution profile; similarity factor method; reference preparation; generic preparation;

consistency evaluation
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S 4T
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1. Abiraterone acetate 2. Abiraterone
a. Reference solution b. Blank solution c. Test solution
A. Water with 0.25%SDS B.pH 2.0 hydrochloric acid solution with
0.25%SDS  C.pH 4.5 phosphate buffer solution with 0.25%SDS
D. pH 6.8 phosphate buffer solution with 0.25%SDS
Fig.1 HPLC chromatograms of the specificity test
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Tab.1 Results of the f, of the generic and reference preparations

AR B % CI % DI %
i A 5 P % N A
0. 25%SDS # 7k 20050511 61 200602232 57 200405 64
20050512 66 200603132 62 200501 61
20050611 72 200603232 66 200601 36
0. 25%SDS # 20050511 84 200602232 67 200405 55
pH 2.0 &8t 20050512 71 200603132 71 200501 52
Bk 20050611 72 200603232 77 200601 51
0. 25%SDS # 20050511 58 200602232 56 200405 69
pH 4. 5 Bt 20050512 65 200603132 81 200501 71
B &g 20050611 68 200603232 67 200601 75
0.25%SDS # 20050511 55 200602232 57 200405 72
pH 6. 8 # 8k 20050512 65 200603132 67 200501 88
Engid 20050611 66 200603232 61 200601 70
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D

A.0.25%SDS #9 7K  B.0.25%SDS ¢ pH 2.0 kB %% C.0.25%SDS #9 pH 4.5 R 3% bk D.0.25%SDS 8% pH 6.8 B i
ot iR
B2 ERERFTELHFR B (757 55 L 57 4 s /v R R 8075 il 26
A. Water with 0.25%SDS B.pH 2.0 hydrochloric acid solution with 0.25%SDS C.pH 4.5 phosphate solution with 0.25%SDS D.pH 6.8 phos-
phate solution with 0.25%SDS

Fig. 2 Dissolution profiles of generic and reference preparations of Abiraterone Acetate Tablets in four different dissolution media
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