CERTIFICATE OF ANALYSIS

This is to certify that the following kit was tested by a
Randox Testing Laboratory and approved by the QC Department.

DATE OF MANUFACTURE: September 2017

KIT DESCRIPTION: IMMUNOASSAY PREMIUM PLUS TRI-LEVEL

CATALOGUE NO: IA3112

LOT NUMBERS: 430312 (1714EC, 1716EC, 1719EC)

EXPIRY DATE: 2020-04-28

SYSTEM OF ANALYSIS: Siemens Immulite 2000

TEST CONTROLS OR VIALS
ANALYTE LOT NUMBER RANGE TARGET RESULT PRECISION (if
applicable)
AFP (U/ml) 1714EC 7.50-11.2 9.37 9.20 N/A
9.00
CEA (ng/m) 1714EC 4.15-6.23 5.19 560
5.50
FPSA (ug/L) 1714EC 0.705-1.18 0.940 0.917
1.000
AFP (U/ml) 1716EC 37.8-56.8 47.3 44 4
41.9
CEA (ng/ml) 1716EC 30.2-45.2 37.7 35.4
36.9
FPSA (ug/L) 1716EC 5.06-8.44 6.75 6.52
6.75
AFP (U/ml) 1719EC 144-216 180 160
' 169
CEA (ng/ml) 1719EC 65.9-98.9 82.4 82 1
82.2
FPSA (ug/L) 1719EC 11.3-18.9 15.1 15.5
16.5
QC TESTED BY: Davina Graham

DATE: 21 Sep 2017

RESULT (PASS/FAIL): Pass
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