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[Abstract] Objective
portable range(CRR) of SIEMENS Centaur cp system in the detection of THCG. Methods

val, proportional prepared with samples at concent ration levels, exceeding the low and high concent ration limits

To investigate the analytical measurement range (AMR) and establish the clinical re-

Samples with equal inter-

claimed by manufacture, were detected twice each. The AMR claimed by manufacture was evaluated and verified by
polynomial regression analysis. Three samples, at high concentration level and within the AMR, diluted to different
dilution ratio,were detected,and the dilution recovery rate was calculated to determine the max allowable dilution rate
and establish CRR by combining functional sensitivity. All of the detection and analysis mentioned above were per-
formed according to clinical and laboratory standard institute(CLSI) document EP6-A. Results The AMR of THCG
was 1. 7—995. 0 mIU/mL, the max allowable dilution rate was 1 * 200,the CRR was 2. 6—199 000 mIU/mL. Conclu-
sion There can be fine linearity within the AMR, claimed by manufacture. SIEMENS Centaur cp system in the de-

tection of THCG and the CRR established in this research can meet the needs of clinical laboratory.
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&1 THCGCHMMUELERIIIREMNELE R (mIU/mL)

FEAG S BUELLE) M ZR 1 MEER 2 MESE BUNE
1 10L 1.8 1.6 1.7 1.7
2 9L+1H  135.1 128.9 132.0 125.9
3 8L+2H  267.6 258.6 263. 1 250.0
4 7TL+3H  369.4 377.3 373.4 374.2
5 6L+3H  489.7 496.3 503.0 198.3
6 S5L+5H  634.2 644.9 639.6 622.5
7 AL+6H  745.7 755.3 768.0 746.7
8 3L+7H  880.2 887.3 883.8 870.8
9 2L+8H  987.6 980. 2 983.9 995.0

ZFR1 THCGAMMEEERIIKREMEL R (mIU/mL)
FEAG S BCE RG] MRS 1 AR 2 WEE BUNE
10 ILF9H  >1000 =1 000 - 1119.1
11 10H >1000 >1000 — 1243.3

10 SR 11 SREAR M BUIE N REA ] THCG TR 1+ 1 6 F
JE RSS2SR . — R R .

%2 THCG mAEPFSHER
FEME FRESE R P AME BIEARHER

Bl AR

1 bo —116.437 1.273  —16.249 0.000
bl 123.751  7.166 97.184 0.000 16 9. 863
2 b0 —125.982 12.698 —9.921 0.000
bl 128.957  5.830 22.118 0.000 15 9. 979
b2 —0.521 0.569 —0.916 0.395
3 b0 —112.457 22.421 —5.061 0.004
bl 116. 006 18. 385 0.973 0.001
b2 2.553  4.162 0.613 0.566 14 10. 370
b3 —0.205 0.275 —0.746 0.489

2.2 CRRZ®E  Ht THCG 4 &4y Bk 774. 3.734. 6.,845. 0
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®3 THCC HBRKERMNELR

B4 T B AT 4 B E S I3 (%)
1 1:5 154.9 143.5 92.7
1:10 77.4 68.0 87.8
1:50 15.5 16.1 104.0
1:100 7.7 8.9 114.3
1200 3.9 4.3 111.1
1:300 2.6 3.6 137.5
2 1:5 146.9 159.0 108. 2
1:10 73.5 69.0 93.9
1:50 14.7 15.5 105. 2
1:100 7.3 8.6 116. 4
1200 3.7 4.4 119.8
1:300 2.4 4.0 161.3
3 1:5 169.0 158. 3 93.6
1:10 84.5 75.9 89.8
1:50 16.9 18.6 109. 8
1:100 8.5 9.5 112. 4
1200 4.2 5.1 119.5
1:300 2.8 3.7 129.6
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