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Determination of pre — mixed isophane protamine recombinant
human insulin injection with small sample size

SUN Xue HUANG Yuan -1i FENG Xiao — ming LU Da — wei

( National Institutes for Food and Drug Control Beijing 100050 China)

Abstract Objective: An HPLC method for the determination of pre — mixed isophane protamine recombinant hu—
man insulin injection with small sample size ( <1 ml) was established and the methodology validation was carried
out at the same time. Method: C,; column ( Phenomenex 4.6 mm X250 mm 5 wm) was used. The mobile phase
was sulfate buffer (0.2 mol * L™") — acetonitrile ( 73:27) and the flow rate was 1.0 mL * min~' the detection
wavelength at 214 nm. Results: The solution of recombinant human insulin was stable within 6 hours. The results for
the average recovery rates of low middle and high concentration groups were 96. 7% 97.0% and 96. 7% . The
same batch of pre — mixed isophane protamine recombinant human insulin injection were tested the results of small
sample size method and the large sample size method ( ChP method) showed no significant difference. Conclusion:

Small sample size method is suitable for the evaluation of single cartridge and the actual titer of single using car—
tridge.
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Fig 1 HPLC chromatogram of recombinant human insulin
1. ( human insulin) 2. A, ( A, deamination of

human insulin)
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Tab 1 Results of the average recovery experiment

RSD
( amount added) ( average
( components) 1%
/IU » mL~! recovery) /%
( low concentration) 6. 19 96.7 0.91
( middle concentration) 10. 18 97.0 0.48
( high concentration) 13.70 96.7 0.30
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