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Product Description: Kidney Injury Panel 3 (human) Kit
Kit Catalog Number: K15189D-1, K15189D-2, K15189D-4
Kit Lot Number: K0040168
Expiration Date: 28 Feb 2014
Acceptance Data:
Assay name
aGST Calbindin Clusterin KIiM-1
Criteria Spec Pass/Fail Spec Pass/Fail Spec Pass/Fail Spec Pass/Fail
% Recovery of assay standards 80-120% Pass 80-120% Pass 80-120% Pass 80-120% Pass
% CV of Calc. Concentration of Std Curve <20% Pass <20% Pass <20% Pass <20% Pass
% Recovery of Control 1 NA NA 75-125% Pass 75-125% Pass 75-125% Pass
% Recovery of Control 2 75-125% Pass 75-125% Pass 75-125% Pass 75-125% Pass
% Recovery of Control 3 75-125% Pass 75-125% Pass NA NA 75-125% Pass
% CV of Calc. Concentration of Control 1 NA NA <25% Pass <25% Pass <25% Pass
% CV of Calc. Concentration of Control 2 <25% Pass <25% Pass <25% Pass <25% Pass
% CV of Cale. Concentration of Control 3 <25% Pass <25% Pass NA NA <25% Pass
Non-Specific Binding of Analytes (overall) <0.5% Pass <0.5% Pass <0.5% Pass <0.5% Pass
Assay name
Osteoactivin TFF3 VEGF
Criteria Spec Pass/Fail Spec Pass/Fail Spec Pass/Fail
% Recovery of assay standards 80-120% Pass 80-120% Pass 80-120% Pass
% CV of Calc. Cone. of Std Curve <20% Pass <20% Pass <20% Pass
% Recovery of Control 1 NA NA 75-125% Pass 75-125% Pass
% Recovery of Control 2 75-125% Pass 75-125% Pass 75-125% Pass
% Recovery of Control 3 75-125% Pass 75-125% Pass 75-125% Pass
% CV of Calc. Conc. of Control 1 NA NA <25% Pass <25% Pass
% CV of Calc. Cone. of Control 2 <25% Pass <25% Pass <25% Pass
% CV of Calc. Conc. of Control 3 <25% Pass <25% Pass <25% Pass
Non-Specific Binding of Analytes (overall) <0.5% Pass <0.5% Pass <0.5% Pass
Assay name
aGST Calbindin Clusterin KIM-1 Osteoactivin TFF3 VEGF
Units— | (pg/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL)
Top Standard Concentration 1720 22900 184000 18400 37000 1890 2380
Bottom Standard Concentration 0.420 5.59 449 4.49 9.03 0.461 0.581
Control 1 NA 9562 19671 14751 NA 828 990
Control 2 136 1336 4322 2206 6388 148 119
Control 3 11.4 162 NA 98.7 531 26.9 9.90

Control 1, 2 and 3 were prepared by spiking calibrator into human urine.
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Standard Curve Data from Kit Verification:

aGS] Calbindin _ Clusterir
Conc. Average Conc. Average Conc. Average
(pg/mL) Signal %oV {pgimL) Signal AV (pg/mL) Signal wev
0 227 8.6 0 901 3.7 0 554 4.2
0.420 264 10.0 5.59 956 6.0 44.9 633 5.3
1.68 366 5.7 224 1097 43 180 882 34
6.72 800 8.9 89.5 1682 6.5 719 1779 4.0
26.9 2659 5.9 358 4 863 4.5 2875 5640 4.2
108 11915 6.8 1431 26 476 5.9 11 600 21305 3.7
430 59 675 48 5725 188 239 24 46000 88 795 2.2
1720 244740 14.0 22 900 956 817 3.9 184 000 303 754 3.3
KIM-1 Osteoactivin TFF3
Conc. Average Conc. Average Conc. Average
{pg/mL) Signal v (pg/mL) Signal %V (pg/mL) Signal o
0 306 5.6 0 1534 44 0 209 20.6
4.49 648 4.0 9.03 1673 5.3 0.461 225 19.0
18.0 1645 2.8 36.1 1977 41 1.85 295 104
7.9 5636 4.3 145 3055 6.8 7.38 555 8.3
288 21162 2.7 578 7296 48 29.5 1642 5.2
1150 93 372 23 2313 25 158 3.1 118 6 457 29
4600 420 661 23 9 250 91 359 33 473 34 170 34
18 400 1 456 295 1.9 37 000 279 376 37 1890 242 981 5.2
VEG]
Conc. Average
(ngiml) | Signal L
0 181 6.4
0.581 286 5.7
2.32 610 35
9.30 1852 33
37.2 6529 4.1
149 28 888 32
595 137 751 29
2380 672 763 24
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Kit Component List:
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Kit Components for Kidney Injury Panel 3 (human) Kit (1 Plate)

Catalog Number | Quantity | U/M |Description Lot Number | Storage Temperature | Expiration Date
K15189D-1 1 Kidney Injury Panel 3 (human) Kit (1 Plate) K0040168
N75189A-1 1 EA _|Kidney Injury Panel 3 (human) Plate Z0054379 2-8°C 28 Feb 2014
D21KG-2 1 VL [Human alphaGST Antibody, 1 Plate D0040308 2-8°C 28 Fab 2014
D21KS-2 1 VL [Human Calbindin Antibody, 1 Plate D0040310 2-8°C 28 Feb 2014
D21HX-2 1 VL [Human Clusterin Antibody, 1 Plate D0040311 2-8°C 28 Fab 2014
D21JH-2 1 VL |Human KIM-1 Antibody, 1 Plate D0040312 2-8°C 28 Feb 2014
D21KT-2 1 VL |Human Osteoactivin Antibody, 1 Plate D0040313 2-8° C 28 Feb 2014
D21KU-2 1 VL |Human TFF3 Antibody, 1 Plate D0040314 2-8°C 28 Feb 2014
D21KL-2 1 VL _[Human VEGF Antibody, 1 Plate D0040315 2-8°C 28 Feb 2014
C0189-2 1 VL _|Kidney Injury Panel 3 (human) Calibrator Blend AD040055 s-70°C 30 Sep 2014
R50AF-3 1 BT |[Diluent 37, 25 mL M0370008 <-10°C 30 Apr 2015
R938A-2 1 EA_|MSD Phosphate Buffer (5X), 50 mL Y0170089 Room Temperature 31 Jul 2014
R93BA-2 1 EA |MSD Blocker A, 250 mL Y0180897 Room Temperature 31 Oct 2014
R92TC-3 1 EA |[MSD Read Buffer T {(4X), 50 mL Y0140286 Room Temperature 31 Qct 2014
Kit Components for Kidney Injury Panel 3 (human) Kit (5 Plate)
Catalog Number | Quantity | UM Description Lot Number | Storage Temperature | Expiration Date
K15189D-2 1 Kldney Injury Panel 3 (human) Kit (5 Plate) K0040168
N75189A-1 5 EA _|Kidney Injury Panel 3 (human) Plate 20054379 2-8°C 28 Feb 2014
D21KG-3 1 VL [Human alphaGST Antibody, 5 Plate D0040309 2-8°C 28 Feb 2014
D21KS-3 1 VL |Human Calbindin Antibody, 5 Plate D0040310 2-8°C 28 Feb 2014
D21HX-3 1 VL |Human Clusterin Antibody, 5 Plate D0040311 2-8°C 28 Feb 2014
D21JH-3 1 VL [Human KIM-1 Antibody, 5 Plate D0040312 2-8°C 28 Fab 2014
D21KT-2 1 VL [Human Osteoactivin Antibody, 5 Plate D0040313 2-8°C 28 Feb 2014
D21KU-2 1 VL |Human TFF3 Antibody, § Plale D0040314 2-8°C 28 Feb 2014
D21KL-3 1 WL _|Human VEGF Antibody, 5 Plate D0040315 2-8°C 28 Feb 2014
C0189-2 5 VL |Kidney Injury Panel 3 (human) Calibrator Blend AD040055 <-70°C 30 Sep 2014
RE0AF-8 1 BT [Diluent37, 125 mL M0370008 s-10°C 30 Apr 2015
R935A-2 1 EA_[MSD Phosphate Buffer (5X), 50 mL Y0170089 Room Temperature 31 Jul 2014
R93BA-2 1 EA |MSD Blocker A, 250 mL Y0180897 Room Temperature 310ct 2014
R92TC-3 1 EA |MSD Read Buffer T (4X), 50 mL Y0140286 Room Temperatura 31 0ct 2014
Kit Components for Kidney Injury Panel 3 (human) Kit (25 Plate)
Catalog Number | Quantity | U/M |Description Lot Number | Storage Temperature | Expiration Date
K15189D-4 1 Kidnay Injury Panel 3 (human) Kit (25 Plate) K0040168
N75189A-1 25 EA _|Kidnay Injury Panel 3 (human) Plate 20064379 2-8°C 28 Feb 2014
D21KG-3 5 VL [Human alphaGST Antibody, 5 Plate D0040309 2-8°C 28 Feb 2014
D21KS-3 5 WL __[Human Calbindin Antibody, 5 Plate D0040310 2-8°C 28 Feb 2014
D21HX-3 5 VL. |Human Clusterin Antibody, 5 Plate D0040311 2-8°C 28 Feb 2014
D21JH-3 5 VL _|Human KIM-1 Antibody, 5 Plate 00040312 2-8°C 28 Feb 2014
D21KT-2 5 WL |Human Osteoactivin Antibody, 5 Plate D0040313 2-8°C 28 Feb 2014
D21KU-2 5 V. |Human TFF3 Anlibody, 5 Plate D0040314 2-8°C 28 Feb 2014
D21KL-3 5 VL |Human VEGF Antibody, 5 Plate D0040315 2-8°C 28 Feb 2014
C0189-2 25 WL |Kldney Injury Panel 3 (human) Calibrator Blend AD040055 £-70°C 30 Sep 2014
RS0AF-6 5 BT |Dlluent 37,125 mL M0370008 <-10°C 30 Apr 2015
RO3SA-2 5 EA |MSD Phaosphate Buffer (5X), 50 mL Y0170089 Room Temperature 31 Jul 2014
R93BA-2 5 EA |MSD Blocker A, 250 mL Y0180897 Room Temperature 31 0ct2014
R92TC-3 5 EA |MSD Read Buffer T (4X), 50 mL Y0140286 Room Temperature 31 Oct 2014




Page 4 of 4

000

CERTIFICATE OF ANALYSIS

COA-03672

Statement: The above kit lot was tested using MSD procedures and it conforms to MSD’s
specifications. The above product is intended for Research Use Only. Not for use in Diagnostic

Procedures.
Name Function Signature Date
Prepared By Franklin Braffett Quality Control VAT | 17 duand W) 013
Review/Approval |  Sarah Jenkins Operations M&W\ MSUN 20 (3
- !
Review/A 1| Richard Mann ality Assurance rlt( \ oY
eview/Approva Quality Assuran :Kf wm,) lf ;r\z_/_’_ﬂ
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wse st [Vieso Scale Diagnostics, L.L.C.

Memo: Kidney Injury Panel 3 (human) Kit, Lot K0040168

October 28, 2013

Confidential

Based on a real-time stability study, the date of expiration for this kit is extended to 30 months.
The expiration date of T.ot K0040168 has been extended to May 31, 2015.

Function

Name

Signature

Date

Quality Assurance

Belinda Patrick

A90cf 2817
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This memo supersedes all other statements of date of expiration for this Kit, Lot K0040168.



