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Detection of Residual Moisture in Medicinal Rubber Stopper
WU Hongyang', ZHAN Yujie', LI Sha', JIANG Bo', YU Chunmei’, JIANG Meng’, FAN Nengquan'
(1. Chongqing Institute for Food and Drug Control, Chongging, China 4011215 2. Southwest Pharmaceutical Co. , Lid. , Chongging, China 400038)

Abstract: Objective To establish a method for the detection of residual moisture in a medical rubber stopper. Methods The sampling
position, sampling method and heating time were optimized, and the moisture content in the rubber stopper was detected by the oven
sample changer — Karl Fisher method. Results The optimized conditions were as follows:the crown of medical rubber stopper was cut
into pieces, the sample size was 200 mg, the heating temperature was 250 C ,the heating time was 45 min,and the carrier gas flow
rate. was 40 mL/min. The accuracy and sensitivity of the method were high, the average recovery was 95.36% , and the RSD was
1.33% (n =6). Conclusion The method is simple,accurate and reproducible,which can be used for the rapid detection of moisture in
a medical rubber stopper.
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k2 FREBREFRXELEKEMNTLER(n=3)

BE  REHK BT A AR (nin)  AKE(Y +5,%) P
| ik S 30 0.97 £0.05
. o <0.05
2 Fik s ATH 30 0.78 £0.01
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