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Authorized representative in
the European community

Manufacturer

Use-by date

Batch code

In vitro diagnostic medical
device

European conformity

Catalogue number

Contains sufficient for tests

Temperature limit

Date of manufacture

2SS EREES 18

References:

1. McPherson R, Pincus M. Henry’s Clinical Diagnosis
and Management by Laboratory Methods. Elsevier
Health Sciences; 2021.

2. Pagana KD. Mosby's manual of diagnostic and
laboratory tests. Elsevier Health Sciences; 2013.

3. Tietz. Reference information for the clinical
laboratory. Hn Textbook of clinical chemistry. Burtis,
CA, Ashwood, RA, WB, Saunders. Philadelphia; 1999.

slo ol b el aiasalgs JSie 43s3 2 59, g0 40
S el (Sl GiSe dsz (53, 5 gy

No Sample Added Exp. Obs % Rec.
. (ng/mL) | (ng/mL) | (ng/mL) | (ng/mL)

1 1.7 3.5 2.6 2.7 103.8

2 4.1 5.3 4.7 4.6 97.9

8 0.9 3.89 2.4 2.5 104.2
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No. | Sample 12 | w4 | 18 T 116
. (ng/mL) % Bias

1 0.94 -1.8 2.1 22 | -33

2 3.56 2.1 2.4 29 | -35

3 5.19 2.4 2.5 2.7 2.4
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Analyte Crogg Concentration
Reactivity
L-Thriiodothyronine 1 -
L-Thyroxin <0.0002 10 pg/mL
lodothyrosine <0.0001 10 pg/mL
Diiothyrosine <0.0001 10 pg/mL
Diiodothyronine <0.0001 10 pg/mL
Phenylbutazone <0.0001 10 pg/mL
Sodium Salicylate <0.0001 10 pg/mL
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Limit of 4 Limit of Detection (LOD) _wlul ,; oS ol
L oplp ol dmale pj Jgopd 5l eolizu! L Blank (LOB)
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LOD = LOB + 1.645 SDs

LOB = Meany, + 1.645 SDy

(s: Diluted sample & b: Blank)
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Normal Range For Euthyroid Adults

0.52 — 1.85 (ng/mL)

S S sl el

(Within-Run) ;55350 <35 (9031~ <35 oy (1

Wged a5l Jolo @l Gy S5 b5 L 930098 &8
IR IR OMMPERRONT - FNC L s

QV<L0% (alojl ol 5> oy Jlone 03 (oo 2 (ga 0

ol

Serum Sample 1 2 3
No. of Repeats 20 20 20
Mean T3 (ng/mL) 0.85 3.2 5.8
SD (ng/mL) 0.04 0.14 0.25
CV (%) 4.7 4.4 4.3

(Between-Run) ;g5 <o ¢yg051-cds oy p (¥

Dgod dw 5| Jol> @S Grdy o L5, 930w ods
» ‘_gl);' )|JS.? )L3 o) 6)15““"?53 \7 5 Q5L&2.a sladale b 3™

alesl cnl 5o 5y Jlxe b plonil (6,5 Cugs yo 50 diges
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Serum Sample 1 2 3
No. of Repeats 20 20 20
Mean T3 (ng/mL) 0.74 3.8 6.3
SD (ng/mL) 0.04 | 017 0.28
CV (%) 5.4 4.5 4.4
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. Well Mean Conc.
Calibrators | \ =t oD oD (ng/mL)
Al 2.274
Cal. A BL 2340 2.307 0
@1 1.598
Cal. B D1 1704 1.651 0.5
E1l 1.244
Cal.C = 1320 1.282 1
G1 0.736
Cal. D i1 0.792 0.764 2s
A2 0.483
Cal. E B2 0519 0.501 5
Cc2 0.380
Cal. F D2 0.402 0.391 e
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T3 Concentration (ng/mL)



