%¥ighat i Drug Evaluation Research 554355 128 2020512 8 2429 -

] = 2 LRI S 7 B R — B A5

ZEVEAR, m B, RAERERE, sKAEE
b EERNR S T ERE, WAt HRE 050000

W OE: B8 HTE RIS R R R, SR HARANA B Fask SR R RGROR R R I i T DL A g v
TE, T ERME. BCER, R, REESEEER, DRGNS IR, SRR 5 E 5 LR e
WHTEPH 1.2. 6.8 8.0 = FiA H A5 o (VA tH R F 2 il i 28, b 78 pHS.0 ¥ B Al % 88 T 33 (100. 75 t/min)
XL AT I RE A, DL ARABA DR 2 LA M 2R AR . ER il Bk Diamonsil C; (150 mm X 4.6 mm,
Sum); FishAH: 0.015 mol/L BER A v (R IA T pHE £ 7.0) -4 555 1 45; AR & 1 mL/min; 1830 °C;
R4 290 nm; HERER 20 pLo JPVESEIGUE S RIS TR SRR o [P DA PN AV Y LE pH 1.2 7 A R i 2
S5 WHIH 8, 78 pH 6.8 AR A A 1A KA th 28 5 2 Ll FIAILL, 78 pH 8.0 AR A 24N KA Hth
L5 SR, BAFRES 4 0E AT B B, KR FEHMEsS Sl aRRER, HE3IMHE
HA R 5 2 L RE i 2R3 A 5K . g5 = DR RN Il 7 U 2 5 2 LG R B0 4k M R AT AR — B
FHEA: VEHIRE VR, R LR s Sk RO ik
FESES: RI27.11 NERFRERS: A YEHS: 1674-6376 (2020) 12-2429-05
DOI: 10.7501/j.issn.1674-6376.2020.12.013

Dissolution consistency of domestic rabeprazole sodium enteric-coated tablets

LI Haoran, GAO Yang, ZHAO Xiaoxiao, ZHANG Zhiqing
The Second Hospital of Hebei Medical University, Hebei, Shijiazhuang 050000, China

Abstract: Objective The dissolution of domestic rabeprazole sodium enteric-coated tablets was investigated and the in vitro
dissolution consistency was evaluated. Methods A method for the determination of rabeprazole sodium enteric-coated tablets was
established using high performance liquid chromatography. The original drug was used as a reference preparation, and the
dissolution of the domestic rabeprazole sodium enteric-coated tablets in three dissolution media of pH 1.2, 6.8 and 8.0 was
investigated by the basket method. Then, the dissolution curves were drawn according to the dissolution results, and the similarity of
the dissolution curves were compared by f, similarity factor method. The effect of rotational speed on drug dissolution behavior was
also investigated in pH 8.0 dissolution medium. Results The chromatographic conditions were as follows: chromatographic column:
diamonsil C; (150 mm x 4.6 mm, 5 pm); mobile phase: 0.015 mol/L disodium hydrogen phosphate solution (adjusted to pH 7.0 by
phosphoric acid) - acetonitrile 55 : 45; volume flow rate 1 mL/min; column temperature 30 °C; detection wavelength 290 nm;
injection volume 20 pL. The results of methodology validation met the detection requirements. The dissolution curve of domestic
rabeprazole sodium enteric-coated tablets in the dissolution medium at pH 1.2 was consistent with that of the original drug, while the
dissolution curve of only one manufacturer in pH 6.8 dissolution medium of was similar to that of the original drug. In pH 8.0
dissolution medium, the dissolution curves of two manufacturers were similar to those of the original drug, and the dissolution
behavior was not significantly affected by different rotation speeds. The dissolution curves of the other manufacturers are
significantly different from the original drug, and no manufacturer has similar dissolution curves with the original drug in the three
media. Conclusion The dissolution behavior of domestic rabeprazole sodium enteric-coated tablets is inconsistent with that of the
original drug.
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Fig.2 Dissolution curves of rabeprazole sodium enteric-coated tablets in different dissolution media
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Table 2 The results of dissolution similarity comparison

. f
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