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ABSTRACT Objective: To evaluate the performance of CA-7000 automatic coagulometer system. Methods: Items of prothrombin
time (PT), activatedpartial thromboplastintime (APTT), thrombin time (TT) Fibrinogen (Fg), were included to evaluate the CA-7000
automatic coagulometer system of accuracy, precision, interference and reference range. Results: The validate result of accuracy of the
four indexes were in line with the requirements of manufacturers (CV%<5%), but accuracy of low value samples PT (CV3.13%) and TT
(CV3.36%) were lower than other indexes; Detection of precision between within batch and inter batch both met the requirements of
manufacturers, and the three indexes, except PT, were far below the requirements of manufacturers CV%; Reference range and ability of
anti disturbance were ideal according to the four indexes. Conclusion: CA-1700 Coagulation analyzer has good characteristics of
detection accuracy, high precision, wide detection range, strong anti-interference ability, it's worthy of clinical application.
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Table 1 The validated result of accuracy

seis CONTROL 1 CONTROL 2
Indexes HE B o, RECV% 1E B v 2 CV%
Mean value Target value Allow CV% Mean value Target value Allow CV%
PT 11.3 11.7 3.13 <5 374 373 0.27 <5
APTT 26.4 26.2 0.76 <5 47.0 46.7 0.64 <5
TT 18.2 18.2 0.00 <5 27.8 27.5 0.38 <5
FIB 238 232 3.36 <5 385 374 3.28 <5

22 BEERIEER

AT E R B B ZOR (B A KSF 9 PT 25 RN B 1%

AN H AL ARG & B LR FARR VA AR CV%Si R IR 2.3,

R2MABEEVNEER
Table 2 The results of within batch precision detection
kR Control 1 Control 2
Indexes PT APTT TT FIB PT APTT TT FIB
CV% 1.36 0.53 0.91 2.53 1.84 0.54 0.6 1.32
FRAE CV%
2.0 2.0 5.0 4.0 2.0 2.0 5.0 4.0
Standard CV%
FKIMEBFEEVEER
Table 3 The results of inter batch precision detection
kR Control 1 Control 2
Indexes PT APTT TT FIB PT APTT TT FIB
CV% 1.36 0.53 0.91 2.53 1.84 0.54 0.6 1.32
FRAE CV%
2.0 2.0 5.0 4.0 2.0 2.0 5.0 4.0
Standard CV%

23 SELEWIELER
PT APTT FIB 2 7% Jii Fil N #) 45 2R A B0/ bR A0
95%,TT g 100%, f5 T+ CLSI-C28 SCHFEER A 90% , 45 51 Il 3%

4 P IS YA IIE « A5 R R S fEAE A IR fEAE AR B35 B L K
RIEREA X S EREA B TS QB T ZB0E 10%H9 20K,
IERZAL A B B BT TR . SR S,

R4SELERIEER
Table 4 The validated result of reference range
F5%x% Indexes PT APTT TT FIB
EFWIESEE
10.4-12.6 21.1-36.5 14-21 1.8-3.5
Recommended validation range
ALt
95% 95% 100% 95%

Percentage
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Table 5 The validated result of carry-over rate

BEMREFERNTH

RENSE-ERNTER

e
it Pollution of high value on low value samples Pollution of low values of samples on high value sample
Indexes
PT APTT TT FIB PT APTT TT FIB
TSR (%)
-0.93 -0.27 0.00 3.61 0.50 -0.24 0.42 -2.67
Carry-over rate(%)
LR (%)
10.0 10.0 10.0 10.0 10.0 10.0 10.0 10.0

Recommended range(%)
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