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Sample Mean o Within-
Description (UML) Repeatability IE)abo_ra}tory
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) cawolazs! -3
5 b glesjlailinl awwge EP 07-A2  lual, L gllhe coolasl  Lj)
TSH e oS (Cross reaction)ablice iuSly cons g «(CLSI) aKisles]
28,5 2,50 NCG g LH FSH 15555005 (sl (150598 nlo b Gusila] i (Lol
Tobam (55> g0 b greals Sl 0 (33,5 SPIKE (31,1 31 abline (sl K25y (55l (sl aiges
REPIEPE SUE NS (|5 RPN PPt P POt PRIFY SX IV JUR A
Wges g w09 oo SPIKE S o S 5ile b aS ol diges 10 o, SO 48 Hlajes TSH jlaie upws
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5o ablite g pdy (aSTy Hlaie 5 ab (6,5 o5l wains SPiKE ablite sla KusSTy L oS ola
Sz o mlo s F ol adol TSH clale a0 cand &9 4 g 0 delie pj abal, 5l diges

O PSS AR o dalol js a8

. mean conc.of spiked sample — mean conc.of unspiked sample
%cross — reactivity = X100

spiked conc.

0.008 miU/ml FSH
500
0.009 miU/ml LH
500
0.001 1U/ml hCG
25000

520 MQ/AL b g ek 5O MO/ML b poelSgan ot llfin, oS5 0 TSHeLS s
(Yinterference<10%)s s ioxiw p 5,55 1000 MG/IML b & ol 5 5

«(Linearity) yog s —4
cbale b 6,55 wges b1, 24.5 pIUMML aJyl clalé b siges o 00 s o)l jskie &
o3l Caeliae 90 4 calisie sla <8y g 0d 3B, KouSs b calise slo cos 4 0.1 plU/mL

13



LS
IVD-REF: PS - TSH R TSHip¥ cus’

Ver. No: 05 uitow o lol Sy TSH ELISAKIT

duglie 03 ookl Gy &8y oo 0 adgl cdale Cpo 5l as Ll o jge polie bl 5 6 S
Ll o 1) GUaml 0,50 jlade b ool (5,5 ojlail jlade SN ol S ew 5 2Lk olyee 29,5
el 00 A4S 5 Jgaz ;0 bl a5 ol acwle calises

No Ratio (Ii);%e/(:l:id) (p?l??mlL) (p?[??mzL) recovery% = %Bias
1 1 24.5 245 24.5 - -
2 0.9 22.06 225 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 05 12.3 12.7 13.1 104.88% 4.88%
7 0.4 9.86 9.5 10.2 99.90% -0.10%
8 0.2 4.98 5.1 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 -5

(Recovery Evaluation) ot 3b b3, -5-1

Silotrs (sl i Il (28,5 ploxil D j50 90 @ (29) ebl b St sl (2b3)
el TSH 51 jasis polie (09381 L 5 b3k Sl b 51 (Proportional Error) ..
RO

oAt jlade (S5l e 5l (o2 (S &g e (S5l (5 93 4 adl diged 4SS 5k o
JUSEL RV lo)lwmwu&fl.aﬂfsl &;Q)ua)l&ulwowdﬁadngSH
Gy 3l oas 005331 Jlake auseis ;o (658 o3l piuw (gieilyl sy e 9 0D 03938 WSS
3,5 dpulxe ;5 alal,
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%R Concentration Recovered 100
= X
oftecovery Concentration Added

2l Sy yj abaly 51ees 3 ol L L 2ol ol 4 oS Silesinn glhs jlade pizren
. X measured — expected
%Bias = x 100
Expected

el 00l 4 55 Jgax o b)) cpl @l

Original 2 plU/mL added 5 plU/mL added 10 plU/mL added

Sample Con(v]:sntran Recovery Bias Recovery Bias Recovery Bias
(WU/mL) % % % % % %

1 0.25 109 8.00% 105 4.76% 105 4628

2 7.64 107 1.45% 104 1.58% 97 1.70
%

- - 2.56
8 13.46 8 0.26% % 1.35% 16 %

(Method comparison) gl auws e b 3, -5-2
P9y 9 Ol &858y TSH it &S (65 ojlail gl (o (sl Al 5
(=105, range:0.06-22.78 plU/mL) ECLIA-Cobas E411-Roche diagnostic
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