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Catalog # 100134
Kit Lot # 72485044
Expiration Date 2017 05
Cap Fill
Item Lot # DOM Exp. Date Descriptions Color Volume

EA Reagent 72110830 05/06/15 2017 05 Lyophilized Powder White 3.0mL
ED Reagent 72110832 05/20/15 2017 05 Lyophilized Powder Black 3.3mL
EA Reconstitution Buffer 72110833 06/05/15 2017 06 Colorless and Clear Liquid White 42mL
ED Reconstitution Buffer 72110834 05/12/15 2017 05 Colorless and Clear Liquid Black 20mL
Lysing Reagent 72110835 05/08/15 2017 05 Colorless and Clear Liquid Clear 100mL
CsA Plus 25 Calibrator 72110836 06/29/15 2017 06 Clear Liquid White 2.5mL
CsA Plus 450 Calibrator 72231358 08/19/15 2017 08 Clear Liquid Green 2.5mL
Performance (as measured on the C4000)

Parameter Specifications Result Pass/Fail
Patient Correlation Slope 0.95 to 1.05 1.04 Pass

Y-Intercept -12to +12 ng/mL -6 ng/mL Pass

% Modulation >50% 55% Pass
Control Quantitation Control manufacture: na BIORAD na
BIORAD Exp Date: na 2016-09-30 na

Level 1 L/N: 58.6 - 94.9 ng/mL 65.5 ng/mL Pass

Level 2 L/N: 1568.9 - 228.7 ng/mL 170.8 ng/mL Pass

Level 3 L/N: na na na

Level 4 L/N: 759 - 1150 ng/mL 948 ng/mL Pass

Level 5 L/N: 1187 - 1581 ng/mL 1359 ng/mL Pass
Dose Conc. Specification Result
Recovery (ng/mL)

25 Calibrator 15.0 - 35.0 ng/mL 25.5 ng/mL
450 Calibrator 416.3 - 483.8 ng/mL 445.1 ng/mL
High Range Primaries
Item Lot # Assigned Value bDom Expiration Date|
CsA Plus 450 Primary 60655725 454.2 ng/mL 5/30/2014 5/30/2019
CsA Plus 2000 Primary 60655726 2121.9ng/mL_| , 5/30/2014 5/30/2019
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