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Comparison of the dissolution profiles of quetiapine fumarate tablets
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[ Abstract] Objective: To compare the in witro dissolution profiles of quetiapine fumarate tablets from
different sources, in order to provide reference for the evaluation of quality consistency. Methods; The solvents
used in this study were 0.01 mol-L ™" hydrochloric acid, 0.1 mol-L ™" hydrochloric acid, pH 4.5 acetate buffer,
pH 6. 8 phosphate buffer and water, respectively, with the volume of 900 mL.. The paddle method was applied at
the rotation speed of 50 r-min~'. The content of quetiapine fumarate was determined by HPLC. The cumulative
dissolution was calculated and the dissolution curves were obtained. Similarity factor (f,) method was used to evaluate
the similarity of dissolution profiles. Results: Among the reference preparations from 5 different sources, the cumulative
dissolutions in 15 min were all above 85% or the similarity factors (f,) greater than 50. The dissolution curves
were similar and the dissolution behaviors were consistent. Among the domestic generic preparations from 5 different
sources, product from manufacturer B in 0. 1 mol+L ™" hydrochloric acid, products of 100 mg and 200 mg from

manufacturer A in pH 6.8 phosphate buffer, the f, were less than 50, which are not similar to the reference. The
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other batches have similar dissolution profiles to the reference preparations, thus their dissolution behavior are
consistent. Conclusion; The dissolution profiles of reference preparations from different sources are similar, and
the dissolution behaviors are consistent. However, in a dissolution medium not specified in the pharmacopoeia of
quetiapine fumarate tablets, a few domestic generic preparations from different sources have dissimilar dissolution
profiles and inconsistent dissolution behaviors. In order to make a comprehensive assessment of the consistency of

quetiapine fumarate tablets, the specific bioequivalence experiments and other indicators of pharmacy still needs to

be integrated for the reference and domestic generic preparations from different sources.
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200 JERFE 11 21.96 73.17 97.15 98.50 98.85 99.05 99.51 —
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pH 6.8 ff i &k 2% vh i 25 JERIF Hb 7 A 21.96 56.95 72.04 77.69 83.52 86.37 88.45 —
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L, 3 AT o 3 — 2
2 AREREREEFFHEFNAEENEER

ASSCBIEE 11 S 2 L il 30, AS ) ok ] 7™ )5 7 )
FATE S R A T Hh 2% B 1) 5 A 1 27 4 2R
PO, L3R 6 ~ 3 100 A [ ok 60 [l 7 7 ol il 77 7 5
s A o A 3 i UL 6 ~ 18] 10,

6 AN[AA VR =0 1R AE 0. 01 mol- L~ R R rp (75 1 A1 Joi v 45 21 n=6,%
A A% /mg 3 5 min 10 min 15 min 20 min 30 min 45 min 60 min f
0.01 mol-L ™' #h7i% 100 JREHE 1 47.92 90.57 96.22 97.17 97.98 98.93 99.20 —
A 45.51 88.94  100.29 101.49 101.56 101.47 101.77 AH L
B 39.39 77.22 95.41 98.83 99.61 99.91 99. 66 AH AL
C 59.48 96.26 98.75 99.01 99.32 99.00 98. 04 AH L
200 SR O 53.02 87.19 90.26 90.61 91.55 90.98 92.33 —
A 48.79 88. 64 97. 64 97.91 97.95 98.01 97.91 AH AL
FTOASTE RV E = R AE 0.1 mol - L™ Eh R v A ¥ H A 5T 4 n=6,%
A i L/ mg b3 5 min 10 min 15 min 20 min 30 min 45 min 60 min b
0.1 mol-L "4k 100 S E E 29.31 82.15 100. 83 101.35 101.33 101.47 101.12 —
A 32.95 75.57 102.32  105.66 105.79 105.80  105.80 AH AL
B 22.88 53.88 78.61 90. 49 96. 89 97.23 97.24 41.64
C 31.25 84.91 103.83 104. 47 104. 64 103. 47 104.73 AH AL
200 JERFE O 21.96 73.17 97.15 98.50 98.85 99.05 99.51 —
A 32.30 75.15 101.38 105.46  105.63 105. 59 105.67 AH AL
F 8  A[EIRUEE 05 H HIRAE pH 4.5 SRR 22 vl s A BT rh 45 n=12,%
Fidin A%/ mg P 5 min 10 min 15 min 20 min 30 min 45 min 60 min f
pH 4.5 Bl Rk 22 vl 100 SRk O 43.77 90.05 97.67 98. 60 98.59 99.03 99.09 —
A 37.27 79.55 99.85 104.52 105. 42 106. 00 106. 15 AL
B 32.55 68. 14 92.01 98.90  100.89 102.32  103.33 AL
C 52.52 96.07 99. 60 99.92 99.62  100.46  101.34 HH
200 SRR 1 50.74 92.46 95.82 96. 60 96.73 97.42 97.84 —
A 42.91 83.02 98.52 101.03 101.37 101.50 101.50 L
9 ORI 07 BRI 22 pH 6.8 BERLER il i th A BRSO n=12,%
A A%/ mg b/ 5 min 10 min 15 min 20 min 30 min 45 min 60 min £
pH 6. 8 Bz th 92wk 100 JEL R 20.10 49.81 64.44 71.60 79. 14 85.08 88.59 —
A 31.01 71.85 93.27 99.83 103. 68 104. 83 105.53 32.47
B 19.51 43.65 61.33 69.36 75.40 79.73 82.89 67.85
C 30. 82 67.51 77.36 79.97 82.47 84.24 85.94 50. 14
200 JRFE 21.81 47.70 58.04 64.04 71.35 77.65 82.06 —
A 35.36 74.78 93.27 98.57 101.12 102.14  102.67 28.09
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F 10 [ ofe i 7 A ] R AR 2K s A BT 4 n=6,%
A i HLHE / mg e 5 5 min 10 min 15 min 20 min 30 min 45 min 60 min b
7K 100 JEAE 3t 1T 44.23 84.76 92.60 93.93 94.81 95.16 95.58 —
A 39.92 81.36 95.22 98.51 100. 20 100.53 100.79 FH AL
B 34.25 68.24 88.45 94.69 97.31 98.71 99.26 FHAL
C 57.37 92.10 96.22 97.75 98.15 98. 60 98.54 FHAL
200 JEAEHE 0 49.10 86.57 91.62 92.73 93.30 94.27 94.51 —
A 46.30 85.59 97.26 99.07 99.18 98.98 98.89 FHAL
100 mg 200 mg
150 1501 .
-o- JEpfik N - it A
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