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Authorized representative in
the European community

u Manufacturer
Z Use-by date
Batch code
IVD In vitro dizgngstic medical
evice

European conformity

REF Catalogue number
W Contains sufficient for tests
s .
A Temperature limit
&I Date of manufacture
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Sample Added Exp. Obs.
N (mIU/ﬁWL) mu/mL) | miu ?mL) (miu/mLy | % Rec
1 84.6 35.6 60.1 62 103
2 112.9 54.1 83.5 82 98
3 164.4 253.6 209 201 96
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(mlU/mL) % Bias

1 43.2 0.5 2.2 15 =17

2 125.6 -2 2.5 0.9 2.8

3 781.18 3.2 2.3 2.9 =12
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Analyte Cross Reactivity Concentration
HCG 1 -
B HCG <0.0001 1000 ng/mL
FSH <0.0001 1000 ng /mL
LH <0.0001 1000 ng /mL
TSH <0.0001 1000 ng /mL
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LOB = Meany + 1.645 SDp
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Expected Ranges (mIU/mL)

First Week 10-30
Second Week 30-100
Third Week 100-1000
Fourth Week 1000-10,000

2" and 3"“Month

30,000-100,000

2" Trimester

10,000-30,000

3" Trimester

5000-15,000 mIU/mL
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Negative: < 10 mIU/mL
Positive: > 25 mIU/mL
Border Line: 10-25 mIU/mL
oogame 0 byl NCG mhaw a5 olaaiges dns ol (sl
Tsasme o el FA Wl 08 o 515 YO L Y- mIU/mL

2258 )85 Galesl 5 6 S g

D has 85 4 ol 2 K,

L yegls ¥0+ zge Jsbo po 1) Salx o ¢l )9 @i jlade (1
dgie 3l oz aids VO b zSlas Point to Point we i eolasl
Pl FY B PV il zee Jobo 5l STy 08
Olsietr S5 onl oyl Jloges g i pline S ool

ol s 03551 115 30 diges

4.2 o &8 AR 4 N £ ; Well Mean Value
1000 mMIU/ML ;i aiges 40 hCG clale a5 50,8 a3 Calibrators [ oo Abs o (mV/mL)
D5 3.8, aiged 008 58, Jolowe b b digas ail cal A ‘B\i g'ggé 0.023 0
R (o0 NIR O, :
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Serum sample 1 2 3 D2 2.614
No. of Repeats 20 20 20 E2 3.150
Mean hCG (mlU/mL) | _10.5 937 | 2213 we F2 3.166 128 1099
SD (mIU/mL) 0.59 271 9.6
CV (%) 5.6 5 4.3 15 !
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ol CV<10%
Serum sample 1 2 3
No. of Repeats 20 20 20
Mean hCG (mIU/mL) 9.11 146.32 217.9
SD (mIU/mL) 0.56 8.25 11.54
CV (%) 6.1 5.6 5.3
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