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Abstract: Objective To study the in witro release characteristics of Oxycodone Hydrochloride Sustained — Release Tablets.
Methods The basket method was used to determine the dissolution of Oxycodone Hydrochloride Sustained — Release Tablets in
sodium chloride — hydrochloric acid solution (pH 1.2),acetate buffer solution (pH 4.5) and phosphate buffer solution (pH 6.8),
respectively. The dissolution profiles were made, and its release kinetics and release mechanism were investigated by the model
fitting of in witro dissolution profiles. The reciprocating cylinder method was used for dissolution test,and the key setting parameters
of reciprocating cylinder were investigated. The dissolution of Oxycodone Hydrochloride Sustained — Release Tablets in hydrochloric
acid solution (pH 1.2) containing ethanol with different volume fractions (0,5%,20%,40%) was determined, and the dissolution
profiles were made to assess the risk of dose dumping. Results The in wvitro release of Oxycodone Hydrochloride Sustained —
Release Tablets was corresponded with the characteristics of first — order kinetics, and the release mechanism was a combination of
corrosion and diffusion. The reciprocating frequency was positively correlated with the dissolution rate, and the sieve size in the

range of 20 to 40 mesh had little effect on the dissolution behavior. Ethanol did not induce the dose dumping. Conclusion We

TEETE:ERGS GRS R REAY SR E N F S LR E I AGRA[NPKF - 2021 - 01 ]; R EFHX“AFH"RA
[ estc2021ycjh — bgzxm0315] .
F—1EE A, &, ML, TRIF, ARG @AW E A EIEH, (B F 154 )21b2231xy@126. com,
SEEEE SHL, X, L, BRI FFR T 6 A 2 R E AR, (B -F 124 )gaozz1983@163. com,

Women's Health Initiative Hormone Therapy Trial[J]. Cancer [13] SHARMA D, KUMAR S, NARASIMHAN B. Estrogen alpha

Epidemiol Biomarkers Prev,2012,21(11):2022 - 2032. receptor antagonists for the treatment of breast cancer: a
[11] SUND M, GARMO H, ANDERSSON A, et al. Estrogen review|J]. Chem Cent J,2018,12(1):107.

therapy after breast cancer diagnosis and breast cancer [14] NARAYANANKUTTY A. Phytochemicals as PI3K/ Akt/

mortality risk [J]. Breast Cancer Res Treat, 2023, 198 (2) : mTOR Inhibitors and Their Role in Breast Cancer Treatment[J].

361 - 368. Recent Pat Anticancer Drug Discov,2020,15(3):188 - 199.
[12] AMANATULLAH DF, TAMARESIS JS, CHU P, et al. Local [15] CIRUELOS GIL EM. Targeting the PI3K/ AKT/mTOR pathway

estrogen axis in the human bone microenvironment regulates in estrogen receptor — positive breast cancer| J]. Cancer Treat

estrogen receptor — positive breast cancer cells [J]. Breast Rev,2014,40(7):862 - 871.

Cancer Res,2017,19(1): 121. (IR H91:2023 - 03 - 07 #&[11 H #:2023 - 06 - 01)

52



202348 H 20 H 55 32 #5455 16 4]
Vol. 32,No. 16, August 20,2023

¥ %

China Pharmaceuticals

HFRE-
Pharmacy Articles

have established the basket method and the reciprocating cylinder method to determine the in witro dissolution of Oxycodone

Hydrochloride Sustained — Release Tablets in this study, which can provide a basis for the in witro dissolution evaluation. We also

carry out model fitting of in wvitro dissolution profiles and dose dumping research of ethanol, which can provide a reference for

explaining the in vitro release law and behavior of this drug.

Key words: Oxycodone Hydrochloride Sustained — Release Tablets; dissolution profile; model fitting; dose dumping; basket method;

reciprocating cylinder method;in vitro drug release characteristics
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Fig. 2 Dissolution profiles of Oxycodone Hydrochloride Sustained — Release Tablets under different conditions
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Fig.3 Three — dimensional release characteristics of Oxycodone

Hydrochloride Sustained — Release Tablets
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Tab.1 Results of model fitting of dissolution profiles
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Fig. 4 Dissolution profiles of Oxycodone Hydrochloride Sustained —

Release Tablets in hydrochloric acid (pH 1.2) containing ethanol

with different volume fractions
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