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Age Group | 2.5M-97.5 precentile(ng/mL)
Cord(>37wk) 0.5-1.41
4d-<1y 0.85-2.34
1<12y 1.13-1.89
12-<15y 0.98-1.76
15<17y F 0.92-1.42
15-<17y M 0.94-1.56
17-19Y 0.9-1.68
19-50 Y 0.62-2.0
50-90 Y 0.4-1.81
Pregnancy 1st trimester 0.81-1.90

Pregnancy 2nd and 3rd trimester 1.0-2.6

oS 22! Slogas

: (Lower limit of measurement) g yu5 o jlail (Sl v -

duwgo EP 17-A2 leal, L sllas(Limit-of-detection: LOD) ;L ST o> 4 (Limit-of-Blank:LOB)sals o>
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0.3 ;S T3 slgizea L (N=Y - XY=F 4 ) s digad ds S5, 2 )L, 505 05l Vo (g5l 0T o (s (6l 000 Sy ] 5
Sl (55 o3Il lons Sl 025 50 5 0 plnil 55, ae (b g 00 sl (6,505 Jies 3, 0 o T2 ke 45 NG/ML
Yl gy (59,5 955 3l g 3l KT w5 el 512858 418 (65l 5T 0o peni (glis ool aigad s (595 52 555

20,5 opeas 0.2 NQ/ML
LOD = LOB + 1.6455D,,,

:(Precission)cds -Y

c)l.o.».: LgLQ 4.;9.4.; )‘ ol 4...@4 000 o wl...:l Ay 9 w.uLm.t‘ W > ULAK.M/ C,S).,..J T3 u\..S (_gl.h J)M 4...15)‘ oolawl l) U’“’ﬁ) R

el Gy (CLSh a8yl 5 ol slas laslin] avasge EP 05-A3 sloial, b Gillas (5,25 o3lail o5l calisee alaii awws 5o
plil ool ol slo igad 592 )y ;2 ;0 (U9 Sjge 4 ()1 sl (625 o3Il ;) aw Ailjg, SO e g )5 4w (559, Ve (b

1l 00U obﬁi ) Jgds o C"L"’ W E R g W FU”y nested ANOVA ‘_g)LJ o9, b C"L"’ FARRARARAEAPRIRS

Sample Mean Repeatability Within-Laboratory

g Precision
Description (ng/mL) D %CV sD %CV
Patient Pool 0.78 0.08 10.26 0.07 8.97
Patient Pool 1.43 0.13 9.09 0.14 9.79

Patient Pool 3.03 0.25 8.25 0.16 5.28
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mean conc.of spiked sample — mean conc.of unspiked sample

%cross — reactivity = spiked conc x 100
Cross-reactants % Cross-reaction
L-T3(3,3",5-triiodothyronine) 100
rT3(3, 3', 5'-triiodothyronine, Reverse T3) 0.64
L-thyroxine 0.128

S i 6,56 1000 ME/ML b ooy yucdS (55 9 20 MG/AL b g ks SO MY/ML b lS g0 oS ol o
:(Linearity)yoe s -£€

Jol s amslio s Ts 5l isle (i oS ila b ciliisie T (slsiona b algmd s Jlste (5300 38, Bk 51 o9 b (o3|
Cawsds C8) ooy adgl T3 lade ops 5l as jUatils s zls L (Observed value)ooss 5.8, slo aiges 59, T3 o
Lol 00l M 55 Jgo 0 @l .2dpdy el (Target value )og sosl

samples Primary Recovery%
concentration(ng/mL)  1:2  1:4 1:8
1 11 105 108 110
2 3.1 102 105 109
3 43 95 102 106

(Trueness) giw yo -8
(Method comparison) g/ duwwtie b 3,1 -0-)

ECLIA-Cobas E411-Roche s, 5 (lelfiy <805 prw T3 Lot S 6565 o)l gl Oyne gl dlin o)
5 db slaslailin] anwie EP 09-A2 slual, L @las 5 sbxl (=80 range:0.4-7.84 ng/mL) diagnostic
@l s (LY j5m0)o50e H37e (59,5 Oy S @l (b)) 0l 5o 00,5 Jelow (s (90055 (b9, 4 (CLSD ol ol
O3Sy JPsed 5 @l Aods S e b3 s S, ogel 5 et (WX Heme) B jeme 5,2 ECLIA G,
il 00 035 aslsl o (Linear regression) las

PSI=-0.0813+09627ECLIA
R-sq=0.98943




-
T:ELISAKIT '—, T3 ¥ s
L PISHEAMAN

T EANJESE N ] 15

Linear regression
PSI = 0.08133 + 0.9627 ECLIA

PSI

ECLIA

1@y g &b

CLSI. Evaluation of detection capability for clinical laboratory measurement procedures;
approved guideline.2" ed. CLSI document EP 17-A2. Pierson-Perry J.F. Clinical and
Laboratory Standard Institute, 2012.

CLSI. Evaluation of precision of quantitative measurement procedures; approved guideline.
CLSI document EP 05-A3. McEnroe R.J. Clinical and Laboratory Standard Institute, 2014.
CLSI. Interference Testing in clinical chemistry; approved guideline.2nd ed. CLSI document
EPO07-A23. McEnroe R.J. Clinical and Laboratory Standard Institute, 2005.

Jameson A.S. et al. (201). Harrison’s principles of internal medicine.20th ed.(pp. 6601-20) Mc
Graw Hill Educatio

Pagana K.D. et al. (2018). Mosby’s Manual of diagnostic and Laboratory tests.6th ed. (pp. 442-
4). Elsevier Inc.

Rifai Nader. et al. (2018). Clinical chemistry and molecular diagnostics.6th ed. (pp.
1580)Elsevier Inc.
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