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Sample Added Exp. Obs.

No- | miu/mL | miumL | miU/mL | miume | % ReC
1 65.3 22.1 53.7 53.1 98.8
2 1106 2105 1605 | 15911 | 99.13
3 2225 36.11 1203 1308 | 1012

Linearity
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<ol Bias<10% sl

No Sample | 12 [ 14 | 18 [ 1/16
) mlU/mL % Bias

1 111.1 3.1 1.2 15 -1.8

2 234.57 2.2 2.1 -1.8 25

3 614.3 3.1 3.3 2.2 1.4

Cross Reactivity
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Hormone Reactivity Concentration
hCG 1 -
B hCG <0.0001 1000 mIU/mL
FSH <0.0001 1000 mIU/mL
LH <0.0001 1000 mIU/mL
TSH <0.0001 1000 mIU/mL
Sensitivity
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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"9Month

30,000-100,000

2" Trimester

10,000-30,000

3 Trimester

5000-15,000
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Intra — Assay
gmi o ) ol b iS5 bl b LS s
205 enp 6 Cag S o Sglite slacdale b sy
sl CV<10% iolel cpl 5o o0y jlre

Serum Sample 1 2 3
No. of Repeats 20 20 20
Mean hCG mIU/mL 11.3 58.4 260.6
SD (mIU/mL) 0.63 2.91 10.3

CV (%) 5.6 5 3.9

Inter — Assay
Lo diged a5l Jolo il bl b (s 280
OS5k e Sug 2) 61 Cus ez ,o Sglite slacdale
ol CV<10% olosT ol 50 (o e 005 (o)

Serum Sample 1 2 3
No. of Repeats 20 20 20
Mean hCG mlIU/mL 18.6 112.3 224.5
SD (mIU/mL) 1.18 5.84 9.11

CV (%) 6.3 5.2 4.1
Recovery
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. Well Mean Value
Calibrators | /= Abs Abs (mIU/ml)
AL 0.023
Cal A B1 0.027 0.025 0
C1 0.124
Cal B D1 0.116 0.120 10
E1 0.184
CalC F1 0.175 0.179 5
G1L 0.666
Cal D HL 0.682 o674 100
A2 1.576
CalE B2 1.585 1.580 20
2 2.606
Cal F D2 2.618 2612 50
E2 3.150
Cal G 2 3.156 3.153 1000
3.5
N ]
a 2.5
2 2
g 15
= 1
0.5
1]
] 200 400 600 800 1000

PB-hCG Concentration (mIU/mL)
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