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Uncertainty Evaluation of the Potency Testing of Oxytocin Injection
LI Hai-fang, GENG Wen-ning, YAN Ming-yu (Xinjiang Uygur Autonomous Region Institute for Food and Drug
Control, Urumgi 830004, China)

ABSTRACT OBIJECTIVE: To establish a method of the uncertainty evaluation of the potency testing of Oxytocin injection.
METHODS: Mathematical model was established for potency testing of Oxytocin injection to analyze the influential factors of un-
certainty. The uncertainty components were quantitatively analyzed and the uncertainty was calculated. RESULTS: The expanded un-
certainty of the potency testing of Oxytocin injection was 0.20 u/ml and the potency was (9.29 + 0.20)u/ml, coverage factor K=2.
CONCLUSIONS: The method is suitable for the uncertainty evaluation of potency testing of Oxytocin injection.

KEYWORDS Oxytocin injection; Potency; Testing; Uncertainty evaluation
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Fig 1 Analysis of the sources of uncertainty in potency
testing of Oxytocin injection
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Application of Fluorescence Quantitative RT-PCR for Live-attenuated Mumps Vaccine Manufacturing
ZHANG Jing-wu', LIU Xian-chao’[1.Dalian Institute for Drug Control, Liaoning Dalian 116021, China; 2.Sino-
vac (Dalian) Vaccine Technology Co., Ltd., Liaoning Dalian 116620, China]

ABSTRACT OBIJECTIVE: To provide reference for improving the practical application of fluorescence quantitative reverse tran-
scription-polymerase chain reaction (RT-PCR) for the live-attenuated mumps vaccine manufacturing. METHODS: A regression
equation of standard titer-c, value was established; micro cytopathic effect (micro-CPE) and fluorescence quantitative RT-PCR were
respectively adopted for the titer of 10 batches of single harvest liquid of live-attenuated mumps vaccine and end products, and the
results were compared. RESULTS: According to the #-test analysis, the P were respectively 0.743 and 0.868, and the average val-
ues were in the range of ( —0.174,0.094) and ( —0.113, 0.153), with no significant differences. They were similar. CONCLU-
SIONS: Fluorescence quantitative RT-PCR can be used for the titer detection of single harvest liquid and end products in the pro-
cess of live-attenuated mumps vaccine manufacturing. And it is expected to further upgrade to Chinese Pharmacopoeia method.
KEYWORDS Live-attenuated mumps vaccine; S79 strain; Fluorescence quantitative reverse transcription-polymerase chain reac-
tion; Titer of virus
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