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Authorized representative in
the European community
“ Manufacturer
g Use-by date
LOT Batch code
IVD In vitro diagnostic medical
device
c € European conformity
| REF | Catalogue number
W Contains sufficient for tests
s g
A Temperature limit
&I Date of manufacture
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No. | Sample 12 | wa | us [ 116
i (ng/mL) % Bias
1 19.3 99.3 98.4 98 97.6
2 26.8 98.5 97.2 98.6 99.3
3 37.9 97.4 102.4 98 98
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Analyte Cross Concentration
Reactivity (ng/mL)

PRL 1 _

TSH <0.0001 1000

LH <0.0001 1000

FSH <0.0001 1000

GH <0.0001 1000
Chorionic Gonadotropin (CG) <0.0001 1000
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LOD = LOB + 1.645 SDs
LOB = Means + 1.645 SD»

(s: Diluted sample & b: Blank)
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. Normal Range
Sexuality Age (ng/mL)
Females <13 0-10
Females (13-18) 0-51
Females >18 1.2-285

Postmenopausal
Females " Lp=138
Males (13-18) 5-25
Males >18 1.8-20
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Serum Sample 1 2 3
No. of Repeats 20 20 20
Mean PRL (ng/mL) 5.33 11.82 23.40
SD (ng/mL) 0.29 0.57 0.87

CV (%) 5.4 4.8 3.7
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Serum Sample 1 2 8
No. of Repeats 20 20 20
Mean PRL (ng/mL) 4.91 14.56 | 29.47
SD (ng/mL) 0.29 0.75 1.28

CV (%) 5.9 5M11 4.3
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Sample Added Exp. Obs.
N (ng/mL) | (ng/mL) | (ng/mL) | (ng/mL) o (R,
1 3.42 19.20 11.31 11.96 105.7
2 8.73 19.20 13.96 13.74 98.4
3] 3.42 8.73 6.07 6.15 101.3
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. Well Mean Conc.
Calibrator |\ "0 OoD oD (ng/mL)
Al 0.049
Cal. A BL 0.051 0.05 0
C1l 0.231
Cal.B D1 0.237 0.234 g
E1l 0.409
Cal.C = 0.423 0.416 10
G1 0.857
Cal. D HL 1 M &
A2 1.448
Cal. E B2 1.460 1.454 50
Cc2 2.219
Cal.F 7 5943 2.231 100
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