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RAND®X

LOT NOS. 533486

CE

LEVEL |
Method Units Target Range
Abbott Architect c / Alinity ¢ (DCCT/NGSP) %HbA I c 5.29 423 -6.35
Abbott Architect c / Alinity ¢ (IFCC) mmol/mol 343 274 -41.2
Abbott Architect c(Direct Turbidimetric) (DCCT/NGSP) %HbAIc 5.70 4.56 - 6.84
Abbott Architect c¢(Direct Turbidimetric) (IFCC) mmol/mol 388 31.0-46.6
Arkray PocketChem Alc (DCCT/NGSP) %HbA I c 6.58 5.26 - 7.90
Arkray PocketChem Alc (IFCC) mmol/mol 484 38.7 - 58.1
Arkray/Adams/Menarini Alc HA-8000 Series (DCCT/NGSP) %HbAI ¢ 551 441 -6.61
Arkray/Adams/Menarini Alc HA-8000 Series (IFCC) mmol/mol 36.7 294 -44.0
Beckman AU Instruments (DCCT/NGSP) %HbAIc 5.76 4.61 - 691
Beckman AU Instruments (IFCC) mmol/mol 395 31.6-474
Bioanalytic Diagnostic HbAlc (DCCT/NGSP) %HbA I c 5.76 461 -691
Bioanalytic Diagnostic HbAlc (IFCC) mmol/mol 395 31.6-474
Biorad D-10 (DCCT/NGSP) %HbA I c 5.62 4.50 - 6.74
Biorad D-10 (IFCC) mmol/mol 37.9 30.3-455
Biorad D-100 (DCCT/NGSP) %HbA I c 5.60 448 -6.72
Biorad D-100 (IFCC) mmol/mol 377 30.2-452
Biorad Variant Il (ion exchange) (DCCT/NGSP) %HDbAI c 5.68 4.54 - 6.82
Biorad Variant |l (ion exchange) (IFCC) mmol/mol 38.6 30.9 -46.3
Ceragem Labona Check (DCCT/NGSP) %HbAIc 5.8l 4.65 - 6.97
Ceragem Labona Check (IFCC) mmol/mol 40.0 32.0-48.0
EKF Quotient Quo-Lab Alc Test (DCCT/NGSP) %HbA I c 6.64 5.31-797
EKF Quotient Quo-Lab Alc Test (IFCC) mmol/mol 49.1 39.3-589
Erba XL Series (DCCT/NGSP) %HbA I c 5.83 4.66 - 7.00
Erba XL Series (IFCC) mmol/mol 40.2 32.2-482
Human HumaMeter Alc (DCCT/NGSP) %HbAIc 6.75 5.40-8.10
Human HumaMeter Alc (IFCC) mmol/mol 50.3 40.2 - 60.4
Konelab 20/30/60 / Thermo Indiko (DCCT/NGSP) %HbA I c 5.72 4.58 - 6.86
Konelab 20/30/60 / Thermo Indiko (IFCC) mmol/mol 39.0 31.2-468
Mindray BS200/300/400/800 (DCCT/NGSP) %HbA I c 5.55 4.44 - 6.66
Mindray BS200/300/400/800 (IFCC) mmol/mol 37.2 29.8 - 44.6
Nycocard Reader (DCCT/NGSP) %HbA I c 7.88 6.30 - 9.46
Nycocard Reader (IFCC) mmol/mol 62.6 50.1 - 75.1
Ortho Vitros 4600/5600/5.1 FS/XT 7600 (DCCT/NGSP) %HbA I c 5.59 447 -6.71
Ortho Vitros 4600/5600/5.1 FS/XT 7600 (IFCC) mmol/mol 37.6 30.1 - 45.1
Randox Rx HbAlc (DCCT/NGSP) %HbA I c 5.96 4.77 -7.15
Randox Rx HbAlc (IFCC) mmol/mol 41.6 33.3-49.9
Roche Cobas 4000/c311 (DCCT/NGSP) %HbA I c 541 433 -649
Roche Cobas 4000/c311 (IFCC) mmol/mol 35.6 28.5-42.7
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RAND®X

LOT NOS. 533486

CE

LEVEL |
Method Units Target Range
Roche Cobas 6000/8000 (DCCT/NGSP) %HbA I c 5.60 448 - 6.72
Roche Cobas 6000/8000 (IFCC) mmol/mol 37.7 30.2-45.2
Roche Cobas c513 (DCCT/NGSP) %HbA I c 5.63 4.50 - 6.76
Roche Cobas c513 (IFCC) mmol/mol 38.0 304 -45.6
Roche Integra (DCCT/NGSP) %HbA | c 5.66 4.53-6.79
Roche Integra (IFCC) mmol/mol 384 30.7 - 46.1
Roche Modular P/Cobas cl | | (DCCT/NGSP) %HbA I c 5.54 443 - 6.65
Roche Modular P/Cobas cl Il (IFCC) mmol/mol 37.0 29.6 - 44.4
SD Alc Care (DCCT/NGSP) %HbA I c 5.76 461 -691
SD Alc Care (IFCC) mmol/mol 39.5 31.6 -474
Sebia Capillarys / Minicap (DCCT/NGSP) %HbAIc 5.42 4.34 - 6.50
Sebia Capillarys / Minicap (IFCC) mmol/mol 35.7 28.6 -42.8
Siemens ADVIA 1200/1650/1800/2400 (DCCT/NGSP) %HbA I c 5.51 441 -6.61
Siemens ADVIA 1200/1650/1800/2400 (IFCC) mmol/mol 36.7 29.4 - 440
Siemens Atellica CH Alc_3 (DCCT/NGSP) %HbAIc 5.59 447 - 6.71
Siemens Atellica CH Alc_3 (IFCC) mmol/mol 37.6 30.1 - 45.1
Siemens DCA2000/Vantage (DCCT/NGSP) %HbA I c 5.82 4.66 - 6.98
Siemens DCA2000/Vantage (IFCC) mmol/mol 40.1 32.1 -48.1
Siemens/Dade Dimension (DCCT/NGSP) %HbA I c 5.88 4.70 - 7.06
Siemens/Dade Dimension (IFCC) mmol/mol 40.8 32.6-49.0
TOSOH G7 Automated HPLC Analyser (DCCT/NGSP) %HbAIc 5.70 520-6.10
TOSOH G7 Automated HPLC Analyser (IFCC) mmol/mol 39.0 36.0 - 42.0
TOSOH G8 Automated HPLC Analyser (DCCT/NGSP) %HbA I c 5.56 5.11 -5.94
TOSOH G8 Automated HPLC Analyser (IFCC) mmol/mol 37.2 34.2-40.2
TOSOH GX Automated HPLC Analyser (DCCT/NGSP) %HDbAI c 5.76 530-6.17
TOSOH GX Automated HPLC Analyser (IFCC) mmol/mol 395 36.3-42.6
TOSOH G| | Automated HPLC Analyser (DCCT/NGSP) %HbA I c 5.58 5.14-597
TOSOH GI | Automated HPLC Analyser (IFCC) mmol/mol 375 345-405
Total Haemoglobin Units Target Range
Beckman AU Instruments g/dl 1.5 9.20-13.8
Randox RX Series g/dl 12.4 9.92 - 149
Roche Cobas 6000/8000 g/dl 13.6 109 -16.3
Roche Integra g/dl 13.0 104 -15.6
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RAND®X

LOT NOS. 533486

C€

LEVEL 2
Method Units Target Range
Abbott Architect c / Alinity ¢ (DCCT/NGSP) %HbA I c 10.7 8.56-12.8
Abbott Architect c / Alinity ¢ (IFCC) mmol/mol 93.4 747 - 112
Abbott Architect c(Direct Turbidimetric) (DCCT/NGSP) %HbA I c 1.3 9.04-13.6
Abbott Architect c(Direct Turbidimetric) (IFCC) mmol/mol 100 80.0 - 120
Arkray PocketChem Alc (DCCT/NGSP) %HbA | c 1.4 9.12-13.7
Arkray PocketChem Alc (IFCC) mmol/mol 101 80.8 - 121
Arkray/Adams/Menarini Alc HA-8000 Series (DCCT/NGSP) %HbAIc 10.7 8.56 - 12.8
Arkray/Adams/Menarini Alc HA-8000 Series (IFCC) mmol/mol 93.4 74.7 - 112
Beckman AU Instruments (DCCT/NGSP) %HDbAI c 1.1 8.88-13.3
Beckman AU Instruments (IFCC) mmol/mol 97.8 782 - 117
Bioanalytic Diagnostic HbAlc (DCCT/NGSP) %HbA I c 11.6 9.28 - 13.9
Bioanalytic Diagnostic HbAlc (IFCC) mmol/mol 103 824 -124
Biorad D-10 (DCCT/NGSP) %HbA I c 11.0 8.80-13.2
Biorad D-10 (IFCC) mmol/mol 96.7 774 -116
Biorad D-100 (DCCT/NGSP) %HbA I c 10.7 856 -12.8
Biorad D-100 (IFCC) mmol/mol 934 747 - 112
Biorad Variant Il (ion exchange) (DCCT/NGSP) %HDbAI c 1.1 8.88-13.3
Biorad Variant Il (ion exchange) (IFCC) mmol/mol 97.8 782 - 117
Ceragem Labona Check (DCCT/NGSP) %HDbAI c 7.83 6.26 - 9.40
Ceragem Labona Check (IFCC) mmol/mol 62.1 49.7 - 74.5
EKF Quotient Quo-Lab Alc Test (DCCT/NGSP) %HDbAI c 1.4 9.12-13.7
EKF Quotient Quo-Lab Alc Test (IFCC) mmol/mol 101 80.8 - 121
Erba XL Series (DCCT/NGSP) %HbA I c 1.1 8.88-13.3
Erba XL Series (IFCC) mmol/mol 97.8 782 - 117
Human HumaMeter Alc (DCCT/NGSP) %HbAI ¢ 1.6 9.28 - 13.9
Human HumaMeter Alc (IFCC) mmol/mol 103 824 -124
Konelab 20/30/60 / Thermo Indiko (DCCT/NGSP) %HbA I c 1.3 9.04-13.6
Konelab 20/30/60 / Thermo Indiko (IFCC) mmol/mol 100 80.0 - 120
Mindray BS200/300/400/800 (DCCT/NGSP) %HbA I c 11.0 8.80-13.2
Mindray BS200/300/400/800 (IFCC) mmol/mol 96.7 774 - 116
Nycocard Reader (DCCT/NGSP) %HbA I c 1.3 9.04-13.6
Nycocard Reader (IFCC) mmol/mol 100 80.0 - 120
Ortho Vitros 4600/5600/5.1 FS/XT 7600 (DCCT/NGSP) %HbA I c 10.8 8.64-13.0
Ortho Vitros 4600/5600/5.1 FS/XT 7600 (IFCC) mmol/mol 94.5 756 - 113
Randox Rx HbAlc (DCCT/NGSP) %HbA I c 12.7 10.2 - 15.2
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RAND®X LOT NOS. 533486 CE€

LEVEL 2
Method Units Target Range
Randox Rx HbAlc (IFCC) mmol/mol 115 92.0 - 138
Roche Cobas 4000/c311 (DCCT/NGSP) %HbA | c 11.2 896 - 13.4
Roche Cobas 4000/c311 (IFCC) mmol/mol 98.9 79.1 - 119
Roche Cobas 6000/8000 (DCCT/NGSP) %HbA I c 1.1 8.88-13.3
Roche Cobas 6000/8000 (IFCC) mmol/mol 97.8 782-117
Roche Cobas c513 (DCCT/NGSP) %HbA I c 11.3 9.04-13.6
Roche Cobas ¢513 (IFCC) mmol/mol 100 80.0 - 120
Roche Integra (DCCT/NGSP) %HbA I c 11.2 896 - 13.4
Roche Integra (IFCC) mmol/mol 98.9 79.1 - 119
Roche Modular P/Cobas cl || (DCCT/NGSP) %HbA | c 11.0 8.80-13.2
Roche Modular P/Cobas cl 1| (IFCC) mmol/mol 96.7 774 - 116
SD Alc Care (DCCT/NGSP) %HDbAI c 9.26 741 -11.1
SD Alc Care (IFCC) mmol/mol 77.7 62.2-93.2
Sebia Capillarys / Minicap (DCCT/NGSP) %HbA I c 10.6 848 - 127
Sebia Capillarys / Minicap (IFCC) mmol/mol 92.4 739 - 111
Siemens ADVIA 1200/1650/1800/2400 (DCCT/NGSP) %HDbAI c 10.3 824-124
Siemens ADVIA 1200/1650/1800/2400 (IFCC) mmol/mol 89.1 71.3-107
Siemens Atellica CH Alc_3 (DCCT/NGSP) %HbA | c 10.6 848 -12.7
Siemens Atellica CH Alc_3 (IFCC) mmol/mol 92.4 739 - 111
Siemens DCA2000/Vantage (DCCT/NGSP) %HbA I c 1.4 9.12-13.7
Siemens DCA2000/Vantage (IFCC) mmol/mol 101 80.8 - 121
Siemens/Dade Dimension (DCCT/NGSP) %HbAI c 10.9 8.72 - 13.1
Siemens/Dade Dimension (IFCC) mmol/mol 95.6 76.5-115
TOSOH G7 Automated HPLC Analyser (DCCT/NGSP) %HbAI ¢ 10.9 10.1 - 11.7
TOSOH G7 Automated HPLC Analyser (IFCC) mmol/mol 96.0 88.0 - 104
TOSOH G8 Automated HPLC Analyser (DCCT/NGSP) %HbAI ¢ 10.8 9.93-11.6
TOSOH G8 Automated HPLC Analyser (IFCC) mmol/mol 94.5 86.9 - 102
TOSOH GX Automated HPLC Analyser (DCCT/NGSP) %HbAI ¢ 1.1 102-11.9
TOSOH GX Automated HPLC Analyser (IFCC) mmol/mol 98.2 90.3 - 106
TOSOH G| | Automated HPLC Analyser (DCCT/NGSP) %HbA | c 10.8 992-11.5
TOSOH GI | Automated HPLC Analyser (IFCC) mmol/mol 94.3 86.8 - 102
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RAND®X

LOT NOS. 533486

CE

LEVEL 2
Total Haemoglobin Units Target Range
Beckman AU Instruments g/dl 1.5 9.20-13.8
Randox RX Series g/dl 12.8 102-154
Roche Cobas 6000/8000 g/dl 13.4 10.7 - 16.1
Roche Integra g/dl 12.7 10.2-15.2
IEIEI Randox Teoranta, Meenmore,
Dungloe, Donegal,
F94 TVO06, Ireland
14 Sep ’20 ne
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