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4 0.670 5.0
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6 2.500 25.0 - 5 w . . I
miclU/mL
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Age groups 2.5t — 97.5 percentile(ulU/mL)
Premature 28-36 wk 0.7-27
4d-<6 mo 0.7-4.8
6 mo-<l14y 0.7-4.2
14 y-<19y 0.5-3.4
19-55y 0.35-5.3
Pregnancy:
15t trimester 0.1-25
2nd trimester 0.2-3.0
3" trimester 0.3-3.0
55-87 y 0.5-8.9
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Sample Mean Repeatability W'th:)n -Laboratory
Description (uIU/mL) recision
SD %CV SD %CV
Patient Pool 0.13 0.012 9.23 0.014 10.77
Patient Pool 4.02 0.33 8.08 0.35 8.73
L3-Randox 22.60 1.86 8.23 1.95 8.63

«(Specificity)cauolais| -V

Cross ablie iSly uns > (CLSH aBislesl 5 ol slaslaibin] avnwie EP 07-A2 slaal, L sllhe coolaisl b;)]
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mean conc.of spiked sample — mean conc.of unspiked sample

%cross — reactivity = x 100

spiked conc.

(AN ES RN
0.008 500 mIU/mil FSH
0.009 500 miu/ml LH
0.001 25000 1U/ml hCG

2 6,56 1000 M@/ML 6 baay oS 5 520 MQ/AL b g ,ls 50 MGIML b oslSgon omiw HllKiy o8 ,3 TSHeS o
Qointerferences10%)s s iow
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20,5 dulia 0y ol Gty 8 o 0 adgl e o ps 5l aS AT 550 polie bl 5 (55 o3l el 0 4 alisie la o) 5 ud
el 0a 4N 5 Jgam )0 s 45 wb Al Gilises bl 5o 1) GUasils e e b oot (6 o5 o3l lade SN ol Few 5 obsb e

No Ratio (Ii );%e/fltid) (p?lelfjn}L) (FES&?L) recovery%o %Bias
1 1 245 245 245 - -

2 0.9 22.06 22.5 21.8 100.41% 0.41%
3 0.8 19.62 19.7 20.6 102.70% 2.70%
4 0.7 17.18 18.5 17.8 105.65% 5.65%
5 0.6 14.74 15.3 15.7 105.16% 5.16%
6 0.5 12.3 12.7 131 104.88% 4.88%
7 0.4 9.86 9.5 10.2 99.90% -0.10%
8 0.2 4.98 51 4.7 98.39% -1.61%
9 0.1 2.54 24 2.3 92.52% -7.48%
10 0 0.1 0.1 0.1 - -

(Trueness) gy -0
(Recovery Evaluation) st ;b b 3,1 -0-)
Sllls &,k 5l (Proportional Error) s Soletuw slas lie lanl .25 alxil & g0 90 40 (39, whb b Seilatusw slas b))
285 plnil TSH jf jasetie olio (05381 b 5 (3L
Sl 455 4y bl o e (5,500 4§ TOSH (asetis e g5l ppus 5l (somm (5o &1 5 el 3l G50 99 42 4] Wi a0d5 5k 4y
25 akly Gayb jlead 00933l Jlade (ardeis ;5 (625 oIl s (Sl (guyp e 9 D 03938 WSS S o0 ) ¢ ) Gl e 2S5l oS
10305 dsle

Concentration Recovered

%R _ x 100
/oRecovery Concentration Added

el Cowdy pj abal 50,8 ol bl b ol by 4 as Solesnw slas jlads (puiomen
. X measured — expected
%Bias = Expected x 100

ol 0l 4> 5 Jgaz 0 o5yl pl @b

Original 2 plU/mL added 5 plU/mL added 10 plU/mL added
Sample Concentration Recovery 0 Recovery 0 Recovery 0
IU/mL) % Bias%o % Bias%o % Bias%o
1 0.25 109 8.00% 105 4.76% 105 4.88%
2 7.64 107 1.45% 104 1.58% 97 -1.70%
3 13.46 98 -0.26% 95 -1.35% 16 2.56%

(Method comparison) ! awsbie b ;3,1 -0-Y
ECLIA-Cobas E411-Roche  zg, 5 oblKiw c85,6  pr TSH i oS 605 ojlil mls ow &l amslio 03!
5 b ool amwie EP 09-A2 lual, L @lhe ol (N=105, range:0.06-22.78 plU/mL) diagnostic
el 00 03,91 aalsl yo (LINEAr regression) das ;guw 3, loges 5 bt aods 08,5 Ll o ygaw S, o, 4 (CLSD oKyl
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