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Evaluation of the Similarity of Dissolution Curves in vitro of Azelnidipine Tablet between the Self-prepared
and Original Preparations by Fiber-optic Dissolution Tester and f:

ZHANG Hui"?,ZHANG Wei"*,GUO Qingming"*, XIAO Wei'*(1.Jiangsu Kanion Parmaceutical Co., Ltd., Jiang-
su Lianyungang 222001, China; 2.State Key Laboratory of New-tech for Chinese Medicine Pharmaceutical Pro-
cess, Jiangsu Lianyungang 222001, China)

ABSTRACT OBJECTIVE: To evaluate the similarity of dissolution curves in vitro of Azelnidipine tablet between the self-pre-
pared and original preparations, and provide reference for its quality control and clinical application. METHODS: Paddle method
was used at rate of 50 r/min, and dissolution test was conducted with media of 500 ml pH1.2 Hydrochloric acid sodium chloride so-
lution, pH4.0 Acetate buffer solution, pH6.8 Phosphate buffer solution, fiber-optic dissolution tester was used to detect the cumula-
tive dissolution the main ingredients in Azelnidipine tablet between the self-prepared and original preparations at different time
points, and compared with the results of UV-visible spectrophotometry, then dissolution curve was plotted, f; was used to evaluate
the similarity of their similarity. RESULTS: There was no obvious difference in the results between fiber optic drug dissolution re-
al-time detector and UV-visible spectrophotometry. f; Similarity factors were more than 50 and the dissolution curves of the self-pre-
pared and original preparations were similar in the different dissolution media, while the dissolution was relatively low in the last 3
media. CONCLUSIONS: Fiber-optic dissolution tester can accurately and conveniently provide the real-time dissolution and reflect
its dynamic dissolution process, which provides an effective way to investigate the inner quality of drug completely. However, the
formulation and technology of the self-prepared preparation of Azelnidipine tablet need to be further studied.

KEYWORDS Azelnidipine tablet; Fiber-optic dissolution tester; Dissolution curve; f;; Evaluation
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Tab 1 Regression equations of 6 pathways
ki) AA T r
1 0.0956,0.198 6,0.298 3.0.412 1,0.801 4 y=0.025 1x—0.002 0 0.999 8

2 0.0969,0.1971,0.296 3.,0.391 5,0.805 3 y=0.025 2x—0.006 9 0.9999
3 0.0963,0.1973,0.306 3,0.402 3,0.813 4 y=0.025 5x—0.005 5 0.9999
4 0.0943.,0.196 5,0.301 7,0.3979.0.804 7 y=0.025 2x—0.005 8 0.999 8
5 0.093 7,0.1992,0.3072,0.398 6,0.801 4 y=0.025 1x—0.002 3 0.999 8
6 0.095 1,0.196 3,0.303 5,0.400 7,0.805 5 3=0.025 3x—0.004 8 0.999 8
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Tab 2 Results of recovery test(n=29)

MAR,mg WiE mg Wk, % TR, % RSD, %
4165 4.141 99.4
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0411 6339 98.9
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®3 MITHERBHEHFNSERHNESBEHNRPHFHRRBLE (n=12)

Tab 3 Cumulative dissolution of the self-prepared and original preparations in the different dissolution media(n=12)

. FODT# UV
Y [ AIIVAN
f AR 10 min 20 min 30 min 45 min 60 min 10 min 20 min 30 min 45 min 60 min
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Fig 1 Dissolution curves of the self-prepared and original
preparations in the different dissolution media (n=
12)
A.pH1.2 HCL-NaCL as medium; B.pH4.0 acetate buffer as medium; C.
pH6.8 phosphate buffer as medium; D.water as medium
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Study on the Test Method for Bacterial Endotoxin in Compound Amino Acids (15AA) and Dipeptide (2) In-
jection

ZHU Qingfen', FENG Qiaogiao’, XIAO Ying', WEI Xia'(1.Shandong Institute for Food and Drug Control, Jinan
250101 ;2.Center for Drug Evaluation & Certification of Shandong FDA, Jinan 250013, China)

ABSTRACT OBJECTIVE: To provide reference for establishing the standard method for the bacterial endotoxin test in Com-
pound amino acids (15AA) and dipeptide (2) injection. METHODS: The limit for bacterial endotoxin in Compound amino acids
(15AA) and dipeptide (2) injection was designed according to Chinese Pharmacopoeia 2015 edition (four), and both gel-clot meth-
od and kinetic turbidimetric limulus test were conducted for detecting the samples’ interference to bacterial endotoxin test. RE-
SULTS: After being adjusted to a near neutral pH, samples showed no interfered to bacterial endotoxin in both methods when the
sample was diluted to 4 times. CONCLUSIONS: Both gel-clot method and kinetic turbidimetric limulus test can be used for the bac-
terial endotoxin test in Compound amino acids (15AA) and dipeptide (2) injection. Gel-clot method is recommended due to the
large fluctuations of recovery rate in kinetic turbidimetric limulus test.

KEYWORDS Compound amino acids (15AA) and dipeptide (2) injection; Bacterial endotoxin test; Interference test; Gel-clot
method; Kinetic turbidimetric limulus test
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