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Methodology Validation for Container Closure of Carbetocin Injection
YAO Zhen,LU Zhiming,YU Taotao,YANG Jing
(Hangzhou Ausia Biological Technology Company,LTD,Hangzhou,Zhejiang,China 310018)

Abstract: Objective To verify the container closure of Carbetocin Injection by the dye ingress method. Methods With the 10%
methylene blue as the tracer, the colors of methylene blue solutions with different mass concentrations were compared by visual
observation, and the absorbance was determined by the ultraviolet — visible (UV — Vis) spectrophotometry. The sensitivity of the
above two methods was investigated. Results The absorbance of methylene blue solution was determined at 664 nm,and the mass
concentration of methylene blue showed a good linear relationship with absorbance in the range of 0.126 1 - 5.045 0 pg/ mL
(r=0.999 6,n=7). The lowest leakage volume detected by the UV — Vis method was 0.05 L, while the lowest leakage volume

detected by the visual observation was 0.005 pL. In the methodological validation, the test solution using the visual observation

method was colorless, and the test solution using UV — Vis method had no UV absorption. Conclusion The dye ingress method is

simple, specific and sensitive,which can effectively test the container closure of Cabetoxin Injection.
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Fig.1 UV -Vis spectrogram of methylene blue solution (400 —
700 nm)
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