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Abstract : Objective
cy and reliability of the test results,the performance of the new Roche Cobas 8000 automatic biochemical ana-
According to the requirements of the CNAS-CL02-A003;
2018 Guidance on the Application of Accreditation Criteria for the Medical Laboratory Quality and Com pe-

In order to improve the work quality of the clinical laboratory and ensure the accura-
lyzer detection system was performed. Methods

tence in the Field of Clinical Chemistry ,the accuracy,precision,linearity, maximum dilution and clinical re-
portable range of the instrument testing system, including ALT, TP, ALP, GGT, TCH, TG, BUN, CREA,
GLU,Ca,Mg,CK,LDH,K and Na,a total of 15 projects, were verified and evaluated. Results The relative bi-
as of the 15 items was <{1/2TEa. The precision of within CV was <{1/4TEa,and the total CV was <{1/3TEa.
The b values of the 15 items were all within the range of 1. 0040. 03,and the correlation coefficient r* was =
0. 95. The maximum dilution and the range of clinical reports have been verified and meet the requirements.
Conclusion The accuracy, precision, linearity, maximum dilution and clinical reactable range of the 15 items
all meet the requirements of quality objectives and meet clinical requirements.
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ALT 72.10 U/L 75.40 U/L 4,38 8.00 A&
TP 64.40 g/L 64.48 g/L 0.12  2.50 &
ALP 73.30 U/L 77.74 U/L 5.71 9.00 &
GGT 81.00 U/L 79.71 U/L 1.62 5.50 A&

TCH 3. 87 mmol/L 3. 96 mmol/L 2.30 4.50 A%

TG 1.12 mmol/L.  1.07 mmol/L 4.58 7.00 A

BUN 4.41 mmol/L. 4.26 mmol/L 3.52 4.00 &

CREA  63.00 pmol/L  60.95 umol/L. 3.36 6.00 &

GLU 4,95 mmol/L 4,84 mmol/L 2.27 3.50 Ak

Ca 2.03 mmol/L 2.05 mmol/L 0.98 2.50 Gt
Mg 0.83 mmol/L  0.82 mmol/L 0.73 7.50  atk
CK 97.30 U/L 94,55 U/L 2.91 7.50 A%
LDH 193.90 U/L 195. 05 U/L 0.59 5.50 ok
K 5.66 mmol/L.  5.75 mmol/L 1. 60 3.00  HHK
Na 123.80 mmol/L 125.91 mmol/L  1.68 2.00 B
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- M CV%) 1/4TEa  # CV(%)  1/3TEa "
L H 0 L H (%)

ALT 1.43  0.65  4.00  1.47 0.61  5.33 G
TP 0.68 0.92 1.25 1.12 1.51  1.67 Bt
ALP 0.90  0.91 4.50 3.33  2.15 6. 00 Ay
GGT 1.53  0.78 2.75 1.57 1.21  3.67 e
TCH 0.81 1.25 2.25 1.25 1.47  3.00 B
TG 0.62 0.85 3.50 0.83 1.48  4.67  A#k
BUN 1.73  0.66  2.00 2.28 2.23  2.67 G
CREA 0.82 0.67 3.00 1.46 1.40  4.00 B
GLU 0.62 0.48 1.75 1.30 0.70  2.33 e
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WiH _— _— z5
L H 2] L H 0] BUN 3% 2.78 1.00 0.5~40.0 mmol/L
Ca .23 0.69 1.25 1.12  0.90  1.67 EHE CREA 0 fif 0. 00 6.00 5~2 700 pmol/L
Mg 2,34 2.35  3.75  2.36 2.46  5.00  Of% GLU 345 111 3.50 0.11~124. 80 mmol/L
~, (v ~
CK 0.50 0.52 3.75 0.70 0.63 5.00 Ak Ca 0 fi 0.00 2.50 0.2~5.0 mmol/L
M 34 0. 00 7.50 0.1~6.0 I/L
LDH 0.98 0.53 2.75 1.24 0.95 3.67  Afk 8 fi ’ e
st CK 5 1% 0.00 7.50 7~10 000 U/L
K 0.61 0.72 1.50 0.89 0.73  2.00 &
LDH 3 1.21 5. 50 10~3 000 U/L
Na 0.38 0.47 1.00 0.41 0.65 1.33 i
K 0 1% 0.00 3.00 1. 5~10. 0 mmol/L
Na 0 1% 0.00 2.00 80~180 mmol/L
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ALT 5~700 U/L Y=0.973X+9.981 0.997 9 &%
TP 2~120 g/L Y=1.001X+1.242 0.999 4 &#%
ALP 5~1 200 U/L Y=0.985X+13.500 0.999 3 &
GGT 3~1 200 U/L Y=0.975X+15.330 0.998 2 &
TCH 0.1~20.7 mmol/L.  Y=0.978X+0.080 0.998 0 &#%
TG 0.1~10.0 mmol/L  Y=0.973X+0.225 0.997 2 &k
BUN 0.5~40.0 mmol/L  Y=0.995X+0.252 0.999 6 &%
CREA 5~2 700 pmol/L Y=1.000X +1.452 1.000 0 & #%

GLU 0.11~41.60 mmol/L.  Y=0.981X-+0.410 0.999 1 &%

Ca 0.2~5.0 mmol/LL.  Y=0.988X+0.032 0.999 6 &%
Mg 0.1~2.0 mmol/L.  Y=0.999X40.004 0.999 9 &#&
CK 7~2 000 U/L Y=0.987X+26.380 0.999 3 &
LDH 10~1 000 U/L Y=0.988X+9.554 0.999 4 &4%
K 1.5~10.0 mmol/L.  Y=0.993X —0.029 0.999 6 &%
Na 80~180 mmol/L Y=0.979X—0.398 0.996 3 &%
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ALT 51 3.07 8.00 5~3500 U/L
TP 0 fF 0.00 2.50 2~120 g/L
ALP 31 2.26 9. 00 5~3 600 U/L
GGT 315 2.21 5.50 3~3 600 U/L
TCH 0 fi 0. 00 4.50 0.1~20. 7 mmol/L
TG 31 5. 00 7.00 0.1~30. 0 mmol/L
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