Novel hybrid reversed phase packing material for
high productivity of insulin purification

SEPARATION TEGHNOLOGY Hiroki Kanezaki, Chiaki Iwata, Moemi Miyashita, Hiroyuki Tanaka,

Takashi Sato, Noriko Shoji, and Naohiro Kuriyama
YMC Co., Ltd.

Introduction Effect of pH on stability of Novel Triart C8 material

Reversed phase chromatography plays an important role in the purification of high value-added insulin pharmaceuticals. = y- T o

However it is very important to improve the productivity in the industrial purification of insulin. Therefore, packing materials Acidic Stablllty (pH 1,70 C)
which have long lifetimes and high separation performances are constantly required. In order to meet such demands, YMC has
developed a novel reversed phase C8 material based on a novel hybrid silica, “Triart-SIL". It's widely known that the choice of
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B Packing materials which have different pore size distributions were tested under conditions of insulin overload (estimated loading:
about 20 g/kg gel). Although the mean of pore sizes were the same 200 A, uniformity affects the insulin loading performance. This - f Ki = ith alkali luti
means that the number of pores which interact with insulin has increased, and the C8 ligand is bonded uniformly in pore. In order Regenerat'°n OoT packing materials with alkaline solution

to obtain high loadability and high productivity, we needed to optimize pore the size distribution.
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| F YMC has developed a novel packing material based on hybrid silica, which is specially optimized for
E The novel Triart C8 material maintains superior resolution and recovery at a loading of more than 30 mg insulin with the desired highly efficient purification of insulin. The novel Triart-based C8 material exhibits high loadability and
purity (in this case 299% insulin) being obtained. In contrast both the prototype and commercially available product failed to chemical stability, and offers the most cost-effective production process. This novel packing material
meet these criteria. will provide efficient purification of insulin and other peptides.
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