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Determination of heparin,low molecular weight heparin and rivaroxaban by anti-Xa activity
FU Lu.LI Jie .DONG Limei .BI Li /WANG Ying ,LIU Mingming LI Lin WU Yue . GUAN Yu
(Department of Laboratory Diagnosis .the First Clinical Medical College of Harbin Medical
University s Harbin , Heilongjiang 150001 ,China)

Abstract: Objective To evaluate the performance verification of CS5100 automatic hemagglutination ap-
paratus (CS5100 for short) using anti-Xa activity to detect plasma heparin, low molecular weight heparin
(LMWH) levels and rivaroxaban. Methods According to the documents of national committee for Clinical
and Laboratory Standards Institute, the accuracy, linearity, reference range and carrying pollution rate of
CS5100 in the determination of heparin, LMWH and rivaroxaban in plasma were verified. Results The intra
batch and intra day precision of CS5100 in detecting heparin, LMWH and rivaroxaban levels were in accord-
ance with the standards given in the manufacturer’s instructions.the deviation of accuracy verification results
was within the requirements of biological coefficient of variation (CV) ,and the linear verification test of heparin
level in plasma was not up to the standards when using reagent matching diluent;the regression equation of the theo-
retical value and the measured value of the linear validation test of heparin, LMWH and rivaroxaban were all in line
with the requirements when the healthy people plasma was used as the diluent;the CV of the parameters carrying pol-
lution rate was less than 10% ; the reference interval validation was passed. Conclusion The precision, accuracy., car-
ryover contamination rate and linearity of CS5100 in detecting heparin, LMWH and rivaroxaban are all in line
with the quality control requirements, which can guarantee the quality of the test. However.,it should be noted
that when the test results are more than linear, healthy people plasma should be used as diluent for manual on-
line test.
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KT £0. 05 TU/mL; 7 0. 30~1. 60 1U/mL i}, & 60 262.260 283.100 278,500 280,800  7.07
P St 22 X K 159, BIRFE A E b L 5 E




ERRBESFRE 202045 A% 41 % 108 Int J Lab Med,May 2020, Vol. 41,No. 10

« 1221 -

g% 3 P&  LMWH. R &P IEHT Xa i& M N #2418
S Rt
53 R B (i i
I 2l kY %)
RV B 40 174.840 198.500 191.000 194.750 11.39
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PRAEXT = (B 75 e T 5 | S M AR X R 220 1. 09% . WL
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