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Quality control methods for mismatched double — stranded

polynucleotide injection”

LI Yong — hong RAO Chun — ming WANG Lan FAN Wen — hong BI Hua WANG Jun — zhi

( National Institute for the Control of Pharmaceutical and Biological Products Beijing 100050 China)

Abstract Objective: To establish the quality control methods for mismatched double — stranded polynucleotide
( poly I: C,U) injection. Methods: The base ratio of poly I: C,,U was determined by a reverse phase HPLC ( RP -
HPLC) method. The hyperchromicity maximum absorption wavelength OD,s,/OD,¢, ratio and 0D,y /0D, ratio
was analyzed by ultraviolet absorption spectrometry. The molecular weight range was determined using agarose gel e—
lectrophoresis method. Other tests were done according to the ChP. Results: Quality test methods of the product were
established. When base ratio of the sample was tested C/U ratio was 15. 8 and I/C ratio was 1. 11. The hyperchro—
micity was 63.5% maximum absorption wavelength was 263 nm 0D,s, /0D, was 0.98 and OD,g, /0D, was
0. 60. The molecular weight range distributed in 100 — 1000 bp. The remaining tests all conformed to its specifica—
tion. Conclusion: The established test methods and quality standard lay a good foundation to effectively control the
quality of poly I: C,,U.
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Fig1 HPLC chromatograms of sample( A) and nucleotide control( B)
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Fig 2 Ultraviolet absorption spectra of sample solution
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Fig 3 Agarose gel electrophoresis pattern of sample solution
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