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Study of the Safety Evaluation Test for Vitamin K1 Injection

FAN Neng-quan', ZHANG Pu', YANG Liu', ZHAN Yu-jie' , PENG Lan’
(1. Chongqing Institute for Food and Drug Control, Chongqing 401121
2. Chongqing Medical and Pharmaceutical College, Chongqging 401331, China)

Abstract: This study was designed to obtain new methods of sensibilisin detection and to supply some references to judge the safety

of medicines. The active whole body allergy test, the negative skin allergy test, the RBL-2H3 cell degranulation test, the -hex-

osaminidase release rate test, and the 1.-929 cytotoxicity test on white Guinea pigs (Cavia porcellus) were used to judge quality of

the vitamin K1 injections produced by different manufacturers. The results showed that the production quality was significantly dif-

ferent among the productions from the ten manufacturers. This research suggests that the cell test is an easy effective method for

sensibilisin detection and could be used to judge the quality of medicines.

Key words: vitamin K1 injection; safety judge; anaphylactic reaction; cell test
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