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RAN D@X LOT NOS. 1848HA & I1851HA c €

LEVEL 1
Method Units Target Range ||
Abbott Architect c systems (DCCT / NGSP) %HDbA I 5.25 420 - 6.30
Abbott Architect c systems (IFCC) mmol/mol 339 27.1 —40.7
Abbott Architect ¢ (Direct Turbidimetric) (DCCT / NGSP) %HDbA | 6.23 498 -7.48
Abbott Architect ¢ (Direct Turbidimetric) (IFCC) mmol/mol 44.6 35.7-535
Abbott Architect i systems (DCCT / NGSP) %HDbA I 6.39 5.11 -7.67
Abbott Architect i systems (IFCC) mmol/mol 46.3 37.0-556
Arkray Menarini HA8121/40/60/80 (DCCT / NGSP) %HDbA | 5.54 443 - 6.65
Arkray Menarini HA8121/40/60/80 (IFCC) mmol/mol 37.0 29.6 — 44.4
Beckman AU400/480/600/640/2700/5400 (DCCT / NGSP) %HbA | 5.63 4.50-6.76
Beckman AU400/480/600/640/2700/5400 (IFCC) mmol/mol 38.0 304 -456
Beckman DxC600/DxC800 (DCCT / NGSP) %HbA | 5.88 4.70 - 7.06
Beckman DxC600/DxC800 (IFCC) mmol/mol 40.8 32.6 —-49.0
Bioanalytic Diagnostic HbAlc (DCCT / NGSP) %HDbA | 5.74 4.59 - 6.89
Bioanalytic Diagnostic HbAlc (IFCC) mmol/mol 39.2 31.4-47.0
Biorad D-10 (DCCT / NGSP) %HbA | 5.58 4.46 - 6.70
Biorad D-10 (IFCC) mmol/mol 375 30.0-45.0
Biorad Variant Il (ion exchange) (DCCT / NGSP) %HbA 5.60 448 - 6.72
Biorad Variant Il (ion exchange) (IFCC) mmol/mol 377 30.2-452
Konelab 20/30/60 / Thermo Indiko (DCCT / NGSP) %HbA | 5.83 4.66 —7.00
Konelab 20/30/60 / Thermo Indiko (IFCC) mmol/mol 40.2 322-482
Mindray BS200/300/400 (DCCT / NGSP) %HbA | 5.75 4.60 — 6.90
Mindray BS200/300/400 (IFCC) mmol/mol 393 31.4-472
Nycocard Reader (DCCT / NGSP) %HDbA | 651 521 -78I
Nycocard Reader (IFCC) mmol/mol 47.7 382-572
Ortho Vitros 4600 / 5600 / 5.1 FS (DCCT / NGSP) %HbA | 5.70 4.56 — 6.84
Ortho Vitros 4600 / 5600 / 5.1 FS (IFCC) mmol/mol 38.8 31.0-46.6
Randox Rx Series (DCCT / NGSP) %HDbA | 5.75 4.60 — 6.90
Randox Rx Series (IFCC) mmol/mol 393 314-472
Roche Cobas 4000/c311 (DCCT / NGSP) %HbA | 5.35 428 - 642
Roche Cobas 4000/c311 (IFCC) mmol/mol 35.0 28.0 - 42.0
Roche Cobas 6000/8000 (DCCT / NGSP) %HbA | 5.40 432-648
Roche Cobas 6000/8000 (IFCC) mmol/mol 355 284 - 42.6
Roche Integra (DCCT / NGSP) %HDbA | 5.52 442 - 6.62
Roche Integra (IFCC) mmol/mol 36.8 294 -442
Roche Modular P/Cobas cl || (DCCT / NGSP) %HbA | 5.72 4.58 — 6.86
Roche Modular P/Cobas cl I | (IFCC) mmol/mol 39.0 31.2-468
Sebia Capillarys / Minicap (DCCT / NGSP) %HDbA | 5.32 426 — 6.38
Sebia Capillarys / Minicap (IFCC) mmol/mol 346 27.7-415
Siemens ADVIA 1200/1650/1800/2400 (DCCT / NGSP) %HbA | 5.83 4.66 —7.00
Siemens ADVIA 1200/1650/1800/2400 (IFCC) mmol/mol 40.2 322-482
Siemens DCA2000/Vantage (DCCT / NGSP) %HDbA | 6.08 4.86 —7.30
Siemens DCA2000/Vantage (IFCC) mmol/mol 43.0 344-51.6
Siemens/Dade Dimension (DCCT / NGSP) %HbA I 5.88 4.70 - 7.06
Siemens/Dade Dimension (IFCC) mmol/mol 40.8 326 -49.0
Tokyo Boeki/Prestige 24i (DCCT / NGSP) %HbA | 5.49 439-6.59
Tokyo Boeki/Prestige 24i (IFCC) mmol/mol 36.5 292 -438
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RAN D@x LOT NOS. 1848HA & 1851HA c €
LEVEL | (continued)

Method Units Target Range ||
TOSOH HLC723/G7/G8/GX (DCCT / NGSP) %HbA | 5.54 4.43 - 6.65
TOSOH HLC723/G7/G8/GX (IFCC) mmol/mol 370 29.6 —44.4
Trin Bio CLC385/PDQ/Ultra 2 (DCCT / NGSP) %HbA | 5.72 4.58 - 6.86
Trin Bio CLC385/PDQ/Ultra 2 (IFCC) mmol/mol 39.0 31.2-468
Trinity Biotech Affinity HPLC (DCCT / NGSP) %HbA | 5.90 5.60 — 6.20
Trinity Biotech Affinity HPLC (IFCC) mmol/mol 41.0 38.0 -44.0
Trinity Biotech Tri-stat (DCCT / NGSP) %HbA | 6.41 5.13-7.69
Trinity Biotech Tri-stat (IFCC) mmol/mol 46.6 37.3-559
Trinity/Menarini Premier Hb9210 (DCCT / NGSP) %HbA | 5.90 5.60 — 6.20
Trinity/Menarini Premier Hb9210 (IFCC) mmol/mol 41.0 38.0-44.0
Total Haemoglobin Target Range
Randox Rx Series g/dl 12.5 10.0 - 15.0
LEVEL 2

Method Units Target Range "
Abbott Architect ¢ systems (DCCT / NGSP) %HbA | 10.6 848 - 12.7
Abbott Architect c systems (IFCC) mmol/mol 92.4 739 - 111
Abbott Architect ¢ (Direct Turbidimetric) (DCCT / NGSP) %HbA | 1.6 928 -13.9
Abbott Architect ¢ (Direct Turbidimetric) (IFCC) mmol/mol 103 824124
Abbott Architect i systems (DCCT / NGSP) %HbA | 132 10.6 — 15.8
Abbott Architect i systems (IFCC) mmol/mol 121 96.8 — 145
Arkray Menarini HA8121/40/60/80 (DCCT / NGSP) %HbA I 10.9 872 -13.1
Arkray Menarini HA8121/40/60/80 (IFCC) mmol/mol 95.6 765115
Beckman AU400/480/600/640/2700/5400 (DCCT / NGSP) %HbA | 1.2 896 - 134
Beckman AU400/480/600/640/2700/5400 (IFCC) mmol/mol 98.9 79.1 - 119
Beckman DxC600/DxC800 (DCCT / NGSP) %HbA | 1.6 9.28 - 13.9
Beckman DxC600/DxC800 (IFCC) mmol/mol 103 824 - 124
Bioanalytic Diagnostic HbAlc (DCCT / NGSP) %HbA | 12.2 9.76 — 14.6
Bioanalytic Diagnostic HbAlc (IFCC) mmol/mol 110 88.0 - 132
Biorad D-10 (DCCT / NGSP) %HbA | 1.2 896 - 134
Biorad D-10 (IFCC) mmol/mol 98.9 79.1-119
Biorad Variant Il (ion exchange) (DCCT / NGSP) %HDbA | 11.0 880-13.2
Biorad Variant Il (ion exchange) (IFCC) mmol/mol 96.7 774116
Konelab 20/30/60 / Thermo Indiko (DCCT / NGSP) %HbA | 10.9 872 - 13.1
Konelab 20/30/60 / Thermo Indiko (IFCC) mmol/mol 95.6 765115
Mindray BS200/300/400 (DCCT / NGSP) %HbA I 1.2 896 - 134
Mindray BS200/300/400 (IFCC) mmol/mol 98.9 79.1 - 119
Nycocard Reader (DCCT / NGSP) %HDbA | 9.74 779-11.7
Nycocard Reader (IFCC) mmol/mol 83.0 66.4 - 100
Ortho Vitros 4600 / 5600 / 5.1 FS (DCCT / NGSP) %HbA I 1.7 9.36 - 14.0
Ortho Vitros 4600 / 5600 / 5.1 FS (IFCC) mmol/mol 104 83.2-125
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RAN D@X LOT NOS. 1848HA & I1851HA C €

LEVEL 2 (continued)

Method Units Target Range ||
Randox Rx Series (DCCT / NGSP) %HbA | 124 9.92 - 149
Randox Rx Series (IFCC) mmol/mol 112 89.6 — 134
Roche Cobas 4000/c311 (DCCT / NGSP) %HbA | 11.0 8.80-13.2
Roche Cobas 4000/c311 (IFCC) mmol/mol 96.7 774116
Roche Cobas 6000/8000 (DCCT / NGSP) %HbA | 1.1 888-133
Roche Cobas 6000/8000 (IFCC) mmol/mol 97.8 782-117
Roche Integra (DCCT / NGSP) %HbA | 1.2 896 — 13.4
Roche Integra (IFCC) mmol/mol 98.9 791 - 119
Roche Modular P/Cobas cl | | (DCCT / NGSP) %HbA | 1.3 9.04-13.6
Roche Modular P/Cobas cl | | (IFCC) mmol/mol 100 80.0 - 120
Sebia Capillarys / Minicap (DCCT / NGSP) %HbA | 10.8 8.64-13.0
Sebia Capillarys / Minicap (IFCC) mmol/mol 94.5 756 - 113
Siemens ADVIA 1200/1650/1800/2400 (DCCT / NGSP) %HbA | 10.8 8.64-13.0
Siemens ADVIA 1200/1650/1800/2400 (IFCC) mmol/mol 94.5 75.6-113
Siemens DCA2000/Vantage (DCCT / NGSP) %HDbA | 1.6 9.28-139
Siemens DCA2000/Vantage (IFCC) mmol/mol 103 824 - 124
Siemens/Dade Dimension (DCCT / NGSP) %HbA | 1.2 896 - 134
Siemens/Dade Dimension (IFCC) mmol/mol 98.9 79.1 - 119
Tokyo Boeki/Prestige 24i (DCCT / NGSP) %HbA | 1.4 9.12-137
Tokyo Boeki/Prestige 24i (IFCC) mmol/mol 101 80.8 — 121
TOSOH HLC723/G7/G8/GX (DCCT / NGSP) %HbA | 10.9 872 - 13.1
TOSOH HLC723/G7/G8/GX (IFCC) mmol/mol 95.6 765115
Trin Bio CLC385/PDQ/Ultra 2 (DCCT / NGSP) %HbA | 10.7 856 -12.8
Trin Bio CLC385/PDQ/Ultra 2 (IFCC) mmol/mol 934 747 -112
Trinity Biotech Affinity HPLC (DCCT / NGSP) %HbA | 10.9 10.3-11.5
Trinity Biotech Affinity HPLC (IFCC) mmol/mol 96.0 89.0 - 102
Trinity Biotech Tri-stat (DCCT / NGSP) %HDbA | 1.9 9.52-143
Trinity Biotech Tri-stat (IFCC) mmol/mol 107 85.6 — 128
Trinity/Menarini Premier Hb9210 (DCCT / NGSP) %HDbA | 11.0 104-11.6
Trinity/Menarini Premier Hb9210 (IFCC) mmol/mol 97.0 90.0-103
Total Haemoglobin Target Range
Randox Rx Series g/dl 12.4 9.92 - 149
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