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Authorized representative in the
European community

u Manufacturer
g Use-by date
LOT Batch code

In vitro diagnostic medical
device

<
(=)

European conformity

Catalogue number

Contains sufficient for tests

Temperature limit

Date of manufacture
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No. | Sample 12| 1/4 | 18
(pg/mL) % Bias
1 6.96 1.7 32 2
2 8.50 0.1 -1.2 0.7
3 10.12 0.4 3.7 -3.4
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Cross
Analyte Reactivity Conc
Levo-Triiodothyronine 1

Levo-Thyroxine <0.0002 10 pg/mL
lodothyrosine <0.0001 10 pg/mL
Diiodothyrosine <0.0001 10pg/mL
Diiodothyronine <0.0001 10pg/mL
Phenylbutazone <0.0001 10pg/mL
Sodium salicylate <0.0001 10pg/mL

(Sensitivity) cowbus vy (7

Limit 4 Limit of Detection (LOD) _wlul , cuS colus
Lol g o deloee 5 Jge,d 5l eoliul L OF Blank (LOB)
20,8 ns Ve pg/mlL

LOD = LOB + 1.645 SDs
LOB = Means + 1.645 SD»

(s: Diluted sample & b: Blank)
(Stability) ,lwb o) (Y
f e 4 cuS g lub o), Accelerated Stability Test
ST le ax 0 YV sles o aan
9955 5b 5l o S 6ylly oy, IN Use Stability Test
ST le a0 F glos ;o wan A Do 4y o Joloe )0
Y Sae 4 oS sae A g,lub e, Shelf Stability Test
ol 3 il ax 0 F sles ;o Jlo
il o by Sy ol

A b Ojsods il Dbyl g

ASW - 8y pgo dzrgS - Lwad jlgh - 13 i wbls - lasis JSuzylopaw - g lwliiul oS - wlked 151540 4380
NS« iyt pgo UMgL@,ﬁhuHmﬂganbwbwﬂL&b—a}b:mbﬂb

Normal Range (pg/mL)

Less than Normal <17

Normal 217-422

More than Normal >42

Pregnancy 1.8-4.2

(Within- Run) 399 598 B u,a,l—céo ()
Wged Sl Jolo @l sndy LSS L)l L a0, 2o
2l ST g o o gl glacdald L g
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Serum Sample 1 2 3
No. of Repeats 20 20 20
Mean (pg/mL) 151 4.36 8.65
SD (pg/mL) 0.07 0.20 0.36
CV (%) 4.6 4.6 4.2

(Between-Run) 9.y <85 (y9031-dd oy (Y
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<l CV<10%
Serum Sample 1 2 3
No. of Repeats 20 20 20
Mean (pg/mL) 2.82 6.11 14.51
SD (pg/mL) 0.16 0.33 0.59
CV (%) 5.7 5.4 4.1

(Recovery) b5k o305 (3o sy (¥
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Sample Added Exp. Obs.
No- | ogimL) | pgimL) | (aimb) | pgimi) | *ReC
1 2.3 4.2 3.25 3.4 104.6
2 5.8 7.1 6.45 6.8 105.4
3 6.5 8.5 7.5 7.3 97.3
(Linearity) ;o5 b yg03i— (s ys o)y (F
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B Well Mean Conc.
Calibrators NTalsEn oD oD (pg/mL)
Al 2.735
Cal. A B1 2,739 128737 0
Cl 2.279
Cal. B D1 2.355 2.317 15
El ANt
Cal.C =3 1865 1.821 4
G1 1.202
Cal.D A1 1262 1.232 8
A2 0.862
Cal. E B> 0.886 0.874 12
Cc2 0.468
Cal.F D2 0484 0.476 20
3
2.5
a 2
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fT3 Concentration (pg/mL)
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