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Sample Mean Repeatability Wlthggé?gg;atory
Description (mIU/mL) ) %OV D %CV
Patient Pool 3.1 0.26 8.39 0.33 10.65
Patient Pool 43 2.8 6.51 1.0 2.33
Patient Pool 72 3.7 5.14 3.1 4.31
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S 2l wged o 0y o 5 Oloyes LH e G o 43S id 90,0 Vel G py S0 5l 85 1 4055 @ La RS
ablite g3y STy lade 5 ol (55 ojlal s SPIKE ablite glo SiuSTy b as Sl diges g W5g oo SPIKE 31 o WS 5lo b
oals adME T o dnlol jo aS Jgaz 50 ol .us,8 o adsl LH clale 4y coid g0 4 g ol denlns o alally 5 diged yo

% Cros-reacticity =

Caw!

measured value — true value

100

- X
concentration of cross-reactant

Tested hormones Cross Concentration
Reactivity%
FSH 0.05 500 mlU/ml
hCG 0.37 25000 1U/L
TSH 0.18 500 plU/ml

6551000 M/ML b ooy yucdS s 5 520 MG/AL b g ok 50 MGML b oplS gan iomiw lelKi 8 18 LH &S 5o

.Q)LLS Oy
:(Linearity) o as —£

b cilies (gl Comd 45 1.3 MIUML Cli b g,S00 digas b |, 93 MIUMIL adyl e b diga Sy opoer chas o)) yshiie 4
ooy adgl cdale Oy sl as JUatils jge polie b1y iy (605 ojlusl caclas &0 o ) calize slo &8, 9 00,5 (323, SousS

2 55 o0 o)l oy (s ps ()l i 0 o8 ulyy Gelly ) (2lSsm 5 (ol Ol 5 92055 Aalie 05y el ey 23,

No
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[ERN
o

Ratio (IrEnXIFl)Je/cr:lelfj)
1 93
0.9 83.83
0.8 74.66
0.7 65.49
0.6 56.32
0.5 47.15
0.4 37.98
0.2 19.64
0.1 10.47
0 1.3

Ll 00l A ) Js» o C.:L».a aS sw.:\); 4.»....;[.700 caliswe blas

(mTli? rrllL) (mrl\)LeJ?niL) recovery% %Bias
91 95 NA NA
81.5 79 95.73% -4.27%
72 79 101.13% 1.13%
63 60 93.91% -6.09%
52 59 98.54% -1.46%
51 45 101.80% 1.80%
36.2 39.7 99.92% -0.08%
21 18.5 100.56% 0.56%
9.3 9.7 90.74% -9.26%
1.2 14 NA NA

o)L,\.‘» Lgdﬁ)lf ‘NA
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(Recovery Evaluation) gb 3b 24 3,1 -0-)
G2k I (Proportional Error) e Slaiaaws gllaz s lanl.cé 3 sll & g0 90 a0 gy (bl b Soleics sl oL
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Concentration Recovered

%R = x 100
VoRecovery Concentration Added

xW| Cawdy iy alal) 5l ‘aejfanL..g bbb ool by as a8 Solesuns b Jlade yiores

) X measured — expected
%Bias = X 100
Expected

1w 00y AdS ) de:- 5o @L’))‘ LJ"" CJLJ

Original 5 mlU/mL added 10 mlU/mL added
Sample Concentration Recovery Bias Recovery Bias
(mIU/mL) % %
1 5.0 97.6 -1.52% 96.0 -1.90%
2 17.4 104.0 0.89% 101.0 0.36%
3 451 106.0 0.60% 108.5 1.54%

(Method comparison) g/ awms lie b 3,/ —0-¥
ECLIA-Cobas E411-R0Che s, § bl <515 oy LH ioeis S 6,5 o)ail muls om ool damlio b))
4 (CLSDH alislesl 5 b slas asbiw! dawnge EP 09-A2 slesal, L slhe sl (n=100, range:2.0-99.0) diagnostic
sl o 0351 aslol 3 o (50 )T, Jloged  @mlS aodE w0,F Jelod e 5o 29,
PSI =-0.0208 + 0.9905 ECLIA

Ordinary Linear regression
PSI = - 0.0208 + 0.9905 ECLIA
r =0.9973 :

r? = 0.9945 ]

PSI

Sgd oy -F

5 oys 2000 MIUMLELL b San 3l e coS ol 4o
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