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Purification technology for decarburization fluid of Reduning Injection
by polysulfone ultrafiltration membrane
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1. Jiangsu Kanion Pharmaceutical Co., Ltd., Lianyungang 222001, China
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Abstract: Objective To investigate the ultrafiltration effect of polysulfone hollow fiber ultrafiltration membrane and polysulfone
plate ultrafiltration membrane with relative molecular weight by different cut-off on the decarburization fluid of Reduning Injection.
Methods The transfer rates of chlorogenic acid and geniposide, fingerprint similarity, and removal of bacterial endotoxin, protein,
oxalate, and resin before and after ultrafiltration were used as inspect indicators to optimize the purification technology for the
decarburization fluid of Reduning Injection. Results The obvious effect of polysulfone hollow fiber ultrafiltration membrane with the
relative molecular weight 10 000 on oxalate and resin in the decarburization fluid of Reduning Injection was observed. Bacterial
endotoxin (100%) in the decarburization fluid of Reduning Injection was removed by the polysulfone plate ultrafiltration membrane
with the relative molecular weight 5 000. Conclusion The stability and the preparation safety of Reduning Injection could be
ensured by the two stage combination of the ultrafiltration membrane technology.
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geniposide; bacterial endotoxin
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Table 1 Comparison on indexes of Reduning Injection before and after ultrafiltration

by different cut-off relative molecular weights

JERERAYS @R BESWE RTER BMEfREL MEA ﬁ% / EEE S _—
oy R BE /1% BE/% BE/% AHALLE (EU-L™
BRI 2 100.0 100.0 100.0 1.000 0 <31.25 — PRRER BeEM
50 000 95.4 95.9 99.8 0.999 1 <31.25 — B Bk
30 000 91.4 92.6 99.4 0.990 7 <31.25 — BRAEMN R
10 000 88.7 70.4 91.5 0.983 2 <31.25 — — —
6 000 69.9 66.1 65.7 0.988 1 <31.25 — — —
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Table 2 Comparison on indexes of Reduning Injection before and after ultrafiltration
by different cut-off relative molecular weight

HRACE AT SRRIRE S METHHEE  HPLCHRY MW/ e

DERE BE /% BE /% K% HiAE ULy R R R
FEEHT 243 100.0 100.0 100.0 1.000 0 50 000 (HMD - - -
10 000 93.2 92.9 95.3 0.989 1 <31.25 — — —

5000 91.4 88.1 95.4 09911 <<31.25 — — —

3000 88.7 85.4 92.7 0.9812 <31.25 — — —
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Table 3 Verification of decarburization fluid in three batches of Reduning Injection

” o =
B Remam R R AENER ey e i
(mgmL ") (mgmL ") (mgmL") (EU-L)
120207 I 8.4 93.27 14.7 <31.25 — LER LR LE T SLRT
I 7.8 7331 13.7 <31.25 — — —
11 7.3 65.42 13.5 <31.25 — — —
v 72 65.42 13.4 <31.25 — — —
120208 I 8.0 92.50 13.9 <31.25 — MR R TAEDTE
i 75 74.23 13.2 <31.25 — — BAEh
11 72 68.00 13.0 <31.25 — — —
v 7.1 68.00 13.1 <31.25 — — —
120209 I 8.2 91.40 14.6 <31.25 — B LE T SLRT
1 7.7 75.60 13.5 <31.25 — — —
11 7.4 66.80 13.4 <31.25 — — —
v 7.5 66.80 13.5 <31.25 — — —
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Table 4 Fingerprint similarity of 12 samples
oAb S1 S2 S3 S4 S5 S6 S7 S8 S9 S10 S11 S12  XfHfRarAl
S1 1.000 0.990 0.992 0989 0.992 0983 0.980 0974 0.992 0973 0.963 0.953 0.990
S2 0.990 1.000 0.998 0.996 0.986 0986 0.984 0.972 0.987 0.983 0.969 0.954 0.991
S3 0.992 0998 1.000 0.998 0.991 0989 0.987 0.978 0.990 0.984 0.971 0.960 0.994
S4 0.989 0.996 0.998 1.000 0.990 0.991 0.990 0.983 0.989 0.987 0.978 0.968 0.996
S5 0.992 0986 0.991 0990 1.000 0.990 0.990 0.985 0.994 0.985 0.974 0.966 0.995
S6 0.983 0986 0.989 0991 0.990 1.000 0.997 0.989 0.987 0.995 0.984 0.997 0.997
S7 0.980 0.984 0.987 0990 0.990 0.997 1.000 0.993 0.986 0.994 0.985 0.980 0.997
S8 0.974 0972 0978 0983 0.985 0989 0.993 1.000 0.997 0.985 0.985 0.986 0.992
S9 0.992 0987 0.990 0989 0.994 0987 0.986 0.977 1.000 0.983 0.971 0.960 0.993
S10 0.973 0983 0.984 0987 0.985 0995 0.994 0985 0.983 1.000 0.985 0.974 0.993
S11 0.963 0969 0971 0978 0.974 0984 0.985 0985 0.971 0.985 1.000 0.983 0.987
S12 0.953 0954 0.960 0968 0.966 0977 0.980 0.986 0.960 0.974 0.983 1.000 0.980
XHEFESCE 0990 0.991 0.994 0.996 0.995 0.997 0.997 0.992 0.993 0.993 0.987 0.980 1.000
S U VR, R
R U I UNSUUY WS | S12
M4$MwULMMMWNUQT st1
TR st
t 1 1 & S7
ﬁ_JMWMAJLmWWNMLH s6
! 3 4 N & s5
I N P | B | M
4WJWWMJMU¢i:ﬁk$wf 2
[ .LA = 4:\“ LA ‘ \u U—J - T Sl
0 8.69 17.38 26.07 34.76 43.45 52.14 60.84
t/ min

112 MR EIE AL R EE
Fig. 1 Fingerprint matching map for 12 samples
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