- 1E

BEAER SRl 2017 4R 1 A 546 8 45 10

Hib ZHE{TAE Y F R CDAP il 77 A # 5L

AXE FHF K B OFR@W K ARZE HE BHRE Mk SEmMm

M E BE 7E b ALGEE AT RS A ARl R P A O L - U -4 - TR - i E Y AL (CDAP) /Y
FRB . Tk 1RO A B0 I 2 AT A A B R T P T S R AT A R A R R BT R R RAREMNELR
P ER B RS, AR T RO 6pe/L, HLAE 20 ~100pg/L (G R N R R AF . 518 AL T —FPEFXT b R L AT 2
BT L2 W0 CDAP (K 7 12 o

KGR b RIWIEEMATE S5 EE

HESES RI

1 - & -4 - ZH RS - kg paafenl A
XEAARIRAD A DOI 10.11969/j. issn. 1673-548X.2017.01. 009

Establishment of the Method to Detect the Residual Content of CDAP in Hib Polysaccharide Derivative. ~Zhu Wenyong, Guan Jiaoqiong,
Zhu Zhe, et al. Yunnan Key Laboratory of Vaccine Research & Development on Severe Infectious Diseases, Institute of Medical Biology, Chi-
nese Academy of Medical Sciences, Kunming City Center Disease Conirol and Prevention, Yunnan 650000, China

Abstract Objective To monitor the residual of polysaccharide activating agent 1 — cyano —4 — dimethylamino pyridinium tetraflu-
orborate (CDAP) effectively in the process of preparing Hib conjugate vaccine. Methods The method was improved based on high per-
formance cation exchange chromatography for meningococcus polysaccharide derivative. Results The validation results showed that this
method had good specificity, accuracy and precision. The limit of detection was 6ug/L. There was a good linearity between 20wg/L and

100pg/L. Conclusion A method to detect the residual content of CDAP in Hib polysaccharide derivative was successfully established.
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I3 Y AR WHE (ng/L)  PREBSE] (min)  FMEIL(S/N)
1 6 8.40 3.301
2 6 9.16 3.473
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- {H 6 8.91 3.644
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CDAP ¥R B fR Bl ] WA 7T AR UG T el e 2
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20 8.482 0.481 0.450 19.989

40 8.450 0.960 0.890 39.995

60 8.446 1.440 1.322 60.021

80 8.458 1.920 1.766 80.041
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