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Preparation of Rabeprazole Sodium for Injection and Its Animal Test on Safty

XIE Jiankangl’z, LIANG Wenquanl(I.School of Pharmacy, Zhejiang University, Hangzhou 310058, China; 2.Dualpharma
Technology(Hangzhou)Co.,Ltd. Hangzhou 310052, China)

ABSTRACT: OBJECTIVES To chose the best prescription and prepare Rabeprazole Sodium for injection and investigate its
safety. METHODS Several kinds of parameter were chosen to prepare lyophilized injection of Rabeprazole Sodium such as pH,
solvent, Metal ions, excipient, antioxidant and activated carbon. The degradation pattern of Rabeprazole Sodium and its effects were
measured. At the same time, Irritative, anaphylaxis and haemolyticus tests were performed to evaluate the injectable safety of
Rabeprazole Sodium for injection. RESULTS The pH of the solution should be adjusted above 11 and append a little antioxidant.
The preparation had no hemolysis phenomenon, no significant irritation effect on vessels and no allergic response.
CONCLUSIONS The technics of preparing Rabeprazole Sodium for injection is simple. The animal tests on safety is up to grade

and the preparetion is stabilize.

KEY WORDS: pharmaceutics; Rabeprazole Sodium; lyophillization; drug safty
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Fig 1 Degradation curve of Rabeprazole Sodium in buffer
solution
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Tab 1 Apparent first-order rate constants and half-lives of
Rabeprazole Sodium in buffer solution

pH Kops/h™! fip/h r
8 0.353 0.89 0.999 6
9 0.011 27.32 0.999 4
10 0.003 100.44 0.999 2
10.5 0.001 300.33 0.9979
11 0.000 5 599.66 09851
11.5 0.000 3 1001.77 0.989 7
12 0.000 2 1503.65 0.906 7
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Tab 2  Description of Rabeprazole Sodium in different
solvents
WAk e M
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Tab 3 Stability of Rabeprazole Sodium in different Metal

ions(%)

TR 71 0h 2h 4h 6h 54h
H,0 100 99.5 99.0 99.2 96.9
Ccu** 100 99.2 97.3 96.3 92.8
Fe** 100 99.9 99.2 99.5 97.2
Fe** 100 99.5 98.9 98.4 85.4
Mn** 100 99.6 99.9 99.6 943
Zn** 100 99.0 98.7 98.8 94.0
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Tab 4 The effect of activated carbon to Rabeprazole Sodium

SRR gL B o DUR RN 5 R %
0 bl 100.0
0.05 bl 98.4
0.1 W 97.9
0.2 bl 95.0
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