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Manufacturer

Use-by date

Batch code

In vitro diagnostic medical
device

Own brand Labeling

Contains sufficient for tests

Temperature limit

Date of manufacture

2~ 2 [3][5]xE
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No Sample Added Exp. Obs. % Rec.
: (mlU/mL) (mIU /mL) (mIU /mL) (mIU /mL)

1 27.2 59.0 43.1 45.3 105.1

2 84.4 148.5 116.4 119.3 102.5

3 275.4 231.6 253.5 248.7 98.1
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No Sample 12| 1/4 [ 18 [ 116
* | (mlu/mL) % Bias

1 27 0.8 26 3.2 0.1

2 96 2.5 2.7 2.1 -1.8

3 312 -1.8 2.5 2.2 2.6
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Cross .
Analyte Reactivity Concentration
hCG 1 =

B-hCG subunit <0.0001 1000 ng/mL

FSH <0.0001 1000 ng/mL

LH <0.0001 1000 ng/mL

TSH <0.0001 1000 ng/mL
(HOOK Effect) Sga 1 oy p (¥
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Loplp g b awlxe pj Jogop 5l eolixwl L Blank (LOB)
20,5 s +/V MIU/mL

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

(s: Diluted sample & b: Blank)
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Stage of Conc.
Pregnancy (mIU/mL)
First Week 10-30

Second Week 30-100
Third Week 100-1000
Fourth Week 1000-10000

2"d and 3"9Month 30000-100000

2nd Trimester 10000-30000

3rd Trimester 5000-15000
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Negative: < 10 mIU/mL
Positive: > 25 mIU/mL
Border Line: 10-25 mIU/mL
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Serum Sample 1 2 3
No. of Repeats 20 20 20
Mean HCG (mIU/mL) 10.5 130.6 232.9
SD (mIU/mL) 0.5 5.4 9.2

CV (%) 4.8 4.1 3.9
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Serum Sample 1 2 3
No. of Repeats 20 20 20
Mean HCG (mIU/mL) 11.2 58.5 356.9
SD (mIU/mL) 0.6 3.0 16.8
CV (%) 5.3 5.1 4.7
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. Well Mean Conc.
Calibrator |\ =0 oD oD (mIU/mL)
Al 0.015
Cal. A BL 0.023 0.019 0
C1 0.119
Cal. B D1 0.149 0.134 25
E1l 0.466
Cal.C F1 0484 | 047° 100
G1 1.050
Cal.D H1 T.10s | 107° 250
A2 1.889
Cal. E B2 1013 1.901 500
Cc2 2.776
Cal. F o2 2806 ] 2791 1000
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