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Study on the clinical effectiveness and safety of Chinese bilirubin

adsorption column-DX350 in the treatment of hyperbilirubinemia
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[Abstract] Objective To observe the efficacy and safety of domestic bilirubin adsorption column DX350 in the

treatment of hyperbilirubinemia, and to compare it with international bilirubin adsorption column BRS350. Methods
120 patients with hyperbilirubinemia from three hospital were enrolled in this study. 90 patients in experimental group
were treated with DX350 adsorption column, and 30 patients in control group were treated with BRS350 adsorption
column for bilirubin adsorption. The blood biochemistry, coagulation four, blood, electrolytes, complement and
cytokines before and after the treatment were detected. Results A total of 119 patients were completed the study. One
patient in the experimental group was exposed. After treatment, the rates of total bilirubin(TBL), direct bilirubin(DBL),
indirect bilirubin(IDBL) and total bile acid(TBA) in the experimental group were (31.80 = 7.20)%, (31.94 + 7.84)%,
(30.58 £19.99)% and (12.86 +79.09)% , (17.63 + 14.12)%, respectively, and the rates of TBL, DBL, IDBL and TBA
in the control group were (27.65 +9.79)%, (24.89 £ 15.79)%, (27.40 £ 24.15)%. The levels of total protein (TP),
albumin (Alb), fibrinogen (FIB), white blood cell (WBC), potassium(K*), chlorine(Cl-), calcium(Ca?*), magnesium(Mg>*)
and phosphorus(P), complement C3, complement C4, interleukin 6 (IL-6) and tumor necrosis factor (TNF-a )
were slatistically different before and after treatment. There was no significant difference between the two groups.
Platelet(PLT) and sodium(Na+) were different before and after the test group. There was no significant difference
between the two groups. There were 2 cases of chills in the experimental group, 1 case of dizziness in the control
group. Conclusion The bilirubin adsorption column DX350 can significantly reduce the level of bilirubin in patients
with good tolerability, and there is no significant difference in efficacy and safety compared with the international
common bilirubin adsorption column.
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F1  WARBTAIEEOZRAETEELLE ( pmolll)
gl 215 RITH BITIE TR (%) L Pisriin L mati Pty
TBIL g 2H 381.90 + 157.46 257.60 + 107.67 31.80 +7.20 6.181 <0.001 1.303 0.20
poitiil 430.86 + 181.48 287.39 + 110.79 27.65£9.79 2.880 <0.001
DBIL {404 222.93 +115.26 150.63 +79.35 31.94+7.84 4.901 <0.001 1.762 0.08
o HRZH 243.31 + 121.66 182.24 + 100.85 24.89 + 15.79 2.116 <0.001
IBIL e 158.46 + 70.59 105.92 + 46.50 30.58 = 19.99 5.896 <0.001 1.187 0.24
o HRZH 187.75 + 84.84 118.18 +55.96 27.40 £ 24.15 3.210 <0.001
TBA e 127.13 +70.90 99.32 + 55.98 12.86 + 79.09 2.920 <0.001 0.154 0.88
X HRZH 138.14 + 62.45 101.17 + 59.69 17.63 + 14.12 2.343 <0.001
®2 WARTAETEMEEREHER
TH bl TR HIT) AEAEAE Ly Pitsein Ly imati Py
TP (g/L) ¥ e | 63.00 +9.45 56.08 +7.46 -4.92 +5.86 5.452 <0.001 0.662 0.501
Xf HEZH 59.30 + 7.77 55.07 + 6.49 —2.22+4.836 2.288 <0.001
ALB (g/L) R 34.66 £ 4.75 30.97 +3.65 -3.69+2.29 5.843 <0.001 0.685 0.494
popilE| 33.14 £4.13 30.44 +3.74 270 +2.64 3.343 <0.001
WBC ( x 107/L) e 7.24 +4.86 9.36+5.26 2.10+3.82 2.808 <0.001 1.006 0.316
X i ZH 6.02 +3.40 8.26 +4.95 1.69 +2.75 2.043 <0.001
HB (g/L) R 109.73+£19.72 110.65 +21.23 1.02+7.29 0.301 0.208 1312 0.192
XIRZL 10341 +13.61  105.17 + 14.61 1.45+6.16 0.482 0.216
PLT ( x 10°/L) RIGLH 14833 +90.84  131.56+80.02 -15.88 £27.83 2.251 <0.001 1.671 0.097
YHEZL 109.83+64.35 104975936  —4.86+25.31 0.304 0..060
PT (S) gl 18.32 + 8.64 30.06 + 16.35 11.74 + 14.35 3.487 <0.001 1.478 0.142
X REZ 21.69 £8.11 35.39 +19.22 13.52 + 1491 3.597 <0.001
FIB (g/L) S el 2.03+0.84 1.70 £ 0.72 -0.35+0.37 2.829 <0.001 1.543 0.123
payits:l 1.81£0.71 1.48 £0.52 -0.32+0.32 2.053 <0.001
K" ( mmol/L) 2 e 3.94+0.94 3.96 +0.95 0.02 £0.38 0.141 0.397 0.443 0.658
X HE 2 3.82+1.01 3.88+0.93 0.06 +0.55 0.239 0.319
Na* ( mmol/L ) I 13637622 13532591 -1.16 £3.02 2.547 <0.001 1.005 0.317
SR 136.02+549  135.48+5.45 -0.54+2.62 0.382 0.267
Cl" ( mmol/L ) Y2 99.60 +5.64  101.49 +5.80 1.79 £ 2.60 2.179 <0.001 0.475 0.636
Xof HEZH 99.51+596  112.03+5.98 1.52+2.97 8.097 <0.001
Ca® (mmol/L) R 2.17+0.22 2.00 £0.22 -0.17 £0.19 3.458 <0.001 0.786 0.433
X HEZH 2.12+0.19 1.98 £0.26 -0.14+0.15 2.381 <0.001
Mg™ (mmol/L) E W e 0.85+0.17 0.76 £ 0.15 -0.02+0.14 3.766 <0.001 0.701 0.485
X BZH 0.87 +0.22 0.67 £0.15 -0.04+0.12 4.114 <0.001
P (mmol/L ) 5 e 1.19 + 0.68 1.27 +0.68 0.08 +0.37 2.453 <0.001 0.542 0.589
X HRZH 1.15+0.68 2.19+0.51 0.04 +0.28 6.701 <0.001
€3 (g/L) R el 0.85 +0.52 0.51+0.36 -0.34+0.24 2.488 <0.001 1.308 0.193
poyistiil 0.63 +0.35 0.41+0.37 -0.27 £0.16 7.979 <0.001
C4 (gl) g4 0.16 +0.14 0.09 £0.16 -0.07 +0.10 3.123 <0.001 1.352 0.179
X HE 2 0.11 £0.07 0.05 +0.04 0.06 +0.04 4.076 <0.001
IeG (g/L) e | 15.86 = 5.63 14.70 +5.31 -1.19+1.23 4219 <0.001 0.608 0.544
pogiikicl 18.03 + 4.95 15.36 + 4.61 0.83 +1.47 2.161 <0.001
IL-6 ( pg/mL) I 19326123 15056940  -4.27 +13.75 5.039 <0.001 0.831 0.408
pogiiE:cl 4511+ 14411  2736+7281  -17.75+71.89 2.602 <0.001
TNF ( pg/mL) I 18.01 £19.08  12.21 +7.00 -5.80 + 13.81 2.707 <0.001 1.964 0.052
XFHEZ 2434+41.52  1504+1405  -9.30+28.74 2.162 <0.001
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