RAND®X C€ &R

LIQUID URINE CONTROL - LEVEL 2 (LIQ URN CONTROL 2)

CAT NO. UC5074 LOTNO. 1[389UC
SIZE 10x 10 ml EXPIRY:  2027-02-28
GTIN: 05055273207569

INTENDED USE

The Randox Liquid Urine Control Level 2 is intended for in vitro diagnostic use, in the quality control of Amylase, Calcium,
Chloride, Cortisol, Creatinine, Glucose, hCG pregnancy, Magnesium, Microalbumin, Osmolality, pH, Phosphate Inorganic,
Potassium, Protein Total, Sodium, Specific Gravity, Urea and Uric Acid (Urate) on clinical chemistry systems. The Liquid Urine
Control is for the control of accuracy.

Creatinine assays in the Liquid Urine Controls may not be suitable for use on some Vitros systems.

SAFETY PRECAUTIONS AND WARNINGS
For in vitro diagnostic use only. Do not pipette by mouth. Exercise the normal precautions required for handling laboratory
reagents.

Labelling according to Regulation (EC) No. 1272/2008 [CLP]

Pictogram

Warning

Hazard statement(s)

H317 May cause an allergic skin reaction.

Precautionary statement(s)

P261 Avoid breathing dust/fume/gas/mist/vapours/spray.

P272 Contaminated work clothing should not be allowed out of the workplace.
P280 Wear protective gloves/protective clothing/eye protection/face protection.
P302+P352 IF ON SKIN: Wash with plenty of water.

P333+P313 If skin irritation or rash occurs: Get medical advice/attention

P501 Dispose of contents/container according to local and national guidelines.

The Quality Control material is derived from human urine obtained from volunteer donors. This material and all patient
samples should be handled as though capable of transmitting infectious diseases and disposed of accordingly.

Health and Safety Data Sheets are available on www.randox.com.

STORAGE AND STABILITY
UNOPENED: The Liquid Urine Control is stable to the expiration date printed on individual labels, when stored refrigerated
at +2°C to +8°C.

OPENED: The Liquid Urine Control is stable for 30 days at +2°C to +8°C when opened, if kept capped in original
container and free from contamination. After use, any residual product should NOT BE RETURNED to the
original vial.

PREPARATION FOR USE
The Liquid Urine Controls are supplied ready for use.
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MATERIALS PROVIDED
Liquid Urine Control - Level2 10 x [0 ml

MATERIALS REQUIRED BUT NOT PROVIDED
Not applicable.

VALUE ASSIGNMENT
Each batch of Liquid Urine Control is submitted to a number of external laboratories. Values are assigned from a consensus of

results obtained by these laboratories and internal testing conducted at Randox Laboratories Ltd.

E Randox Teoranta, Meenmore,

Dungloe, Donegal,
F94 TVO06, Ireland
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RAND®X

Abbott Alinity / Architect c/ci Liquid Urine Control - Level 2 (LIQ URN CONTROL 2)
Systems
Lot. No: 1389UC Cat. No: UC5074 Expiry: 2027/02/28
Size: 10 x 10 ml Range
Analyte Unit Target Low High  1SD 2SD Method
Amylase Total u/l 36 29 43 3.50 7.00 Other 2-chloro-pNPG3
Calcium mg/dl  7.98 718 878 0.400 0.800 Arsenazo lll
mmol/l  1.99 1.79 219 0.100 0.200
Chloride mmol/l  84.0 79.8 882 210 420 ISEIndirect
Creatinine mg/dl 67.0 53.6 80.4 6.70 13.4  Alkaline picrate no deproteinisation
mmol/l  5.93 474 712 0595 1.19
Glucose mg/dl  22.0 17.6 26.4 2.20 4.40 Hexokinase
mmol/l  1.22 0976 1.46 0.120 0.240
Magnesium mg/dI 5.44 4.79 6.09 0.325 0.650 Enzymatic
mmol/l  2.24 197 2.51 0.135 0.270
Microalbumin mg/I 24.8 19.8 29.8 2.50 5.00 Immunoturbidimetric
Phosphate Inorganic mg/dl  26.7 21.4 32.0 2.65 5.30 Phosphomolybdate UV
mmol/l  8.60 6.88 103 0850 1.70
Potassium mmol/l 28.4 27.0 29.8 0.700 1.40 ISE Indirect
Protein Total g/l 0.137 0.110 0.164 0.014 0.027 Turbidimetric
mg/dl 13.7 11.0 164 135 270
mg/| 137 110 164 13.5 27.0
Sodium mmol/l 118 112 124 3.00 6.00  ISE Indirect
Urea mg/dl 811 689 933 61.0 122 Urease, kinetic
mmol/l 135 115 155 10.0 20.0
Uric Acid (Urate) mg/dl 9.41 753 11.3 0.945 1.89  Uricase Perox. with ascorb. ox @ 546nm
mmol/l  0.560 0.448 0.672 0.056 0.112
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RAND®X

Beckman Coulter AU Series Liquid Urine Control - Level 2 (LIQ URN CONTROL 2)
Lot. No: 1389UC Cat. No: UC5074 Expiry: 2027/02/28
Size: 10 x 10 ml Range
Analyte Unit Target Low High  1SD 2SD Method
Amylase Total U/l 29 23 35 3.00 6.00  Beckman blocked pNPG7
Calcium mg/dl 8.30 7.47 9.13 0.415 0.830 Arsenazo lll
mmol/l  2.07 1.86 228 0.105 0.210
Chloride mmol/l  85.5 72.7 98.3 6.40 12.8 ISE Indirect
Creatinine mg/dI 62.7 50.2 75.2 6.25 12.5  Alkaline picrate no deproteinisation
mmol/l  5.55 444 666 0555 1.11
Glucose mg/dl  23.1 185 277 230 460 Hexokinase
mmol/l  1.28 1.02 154 0.130 0.260
Magnesium mg/dl  5.95 476 714 0.595 1.19  Xylidyl Blue
mmol/l  2.45 196 294  0.245 0.490
Microalbumin mg/| 25.0 20.0 30.0 2.50 5.00  Immunoturbidimetric
Phosphate Inorganic mg/dl  27.9 22.3 33.5 2.80 5.60 Phosphomolybdate UV
mmol/l  9.01 7.21 10.8 0.895 1.79
Potassium mmol/I  28.8 259 31.7 1.45 290  ISEIndirect
Protein Total g/l 0.169 0.135 0.203 0.017 0.034 Pyrogallol Red
mg/dl  16.9 13.5 203 170 3.40
mg/I 169 135 203 17.0 34.0
Sodium mmol/I  83.8 737 939 505 101 ISE Indirect
Urea mg/dl 889 756 1022 66.5 133 Urease, kinetic
mmol/l 148 126 170 11.0 22.0
Uric Acid (Urate) mg/dl  9.46 7.57 114 0970 1.94  Uricase perox. no ascorb. ox.
mmol/l  0.563 0.450 0.676 0.057 0.113
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RAND®X

Method Liquid Urine Control - Level 2 (LIQ URN CONTROL 2)
Lot. No: 1389UC Cat. No: UC5074 Expiry: 2027/02/28

Size: 10 x 10 ml Range

Analyte Unit Target Low High  1SD 2SD Method

Calcium mg/dl 8.18 7.36 9.00 0.410 0.820 Arsenazo lll

mmol/l  2.04 1.84 224 0.100 0.200

mg/dl 8.42 7.58 9.26 0.420 0.840 Cresolphthalein Complexone
mmol/l  2.10 1.89 231 0.105 0.210

mg/dl  8.46 7.61 9.31 0.425 0.850 NM-BAPTA
mmol/l  2.11 1.90 232 0.105 0.210

Chloride mmol/l 85.4 81.1 89.7 215 430 ISE Direct
mmol/l  85.5 812 898 215 430 ISEIndirect
Cortisol nmol/l  73.9 554 924  9.25 18.5  Roche Cobas e402/e801
pg/dl 2.66 2.00 332 0.330 0.660
Creatinine mg/dl  69.3 554 832 6.95 13.9  Alkaline picrate no deproteinisation

mmol/l  6.13 4.90 7.36 0.615 1.23

mg/dl  70.7 56.6 84.8 7.05 14.1 Enzymatic UV method
mmol/l  6.26 5.01 7.51 0.625 1.25

mg/dl 70.3 56.2 844 705 141 Jaffe rate blanked comp. (-26umol/I)
mmol/l  6.22 498 7.46 0.620 1.24

Glucose mg/dl  22.7 18.2 27.2 2.25 4.50 Glucose Oxidase
mmol/l  1.26 1.01 1.51 0.125 0.250

mg/dl 223 17.8 26.8 2.25 4.50 Hexokinase
mmol/l  1.24 0.992 1.49 0125 0.250

Magnesium mg/dl 5.44 4.35 6.53 0.545 1.09 Enzymatic
mmol/l  2.24 1.79 2.69 0.225 0.450

mg/dl  5.98 478 7.8 0.600 1.20  Methylthymol Blue
mmol/l  2.46 197 295 0.245 0.490

mg/dl  6.39 5.11 7.67 0.640 1.28  Xylidyl Blue
mmol/l  2.63 2.10 3.16 0.265 0.530

Microalbumin mg/| 22.5 18.0 27.0 225 450  Immunoturbidimetric

Osmolality mOsm/ 428 342 514 43.0 86.0 Freezing Point Depression
Kg

Phosphate Inorganic mg/dl  28.0 224 336 280 5.60  Phosphomolybdate UV
mmol/l  9.04 7.23 109 0.930 1.86

Potassium mmol/l  28.0 23.8 32.2 2.10 4.20 ISE Direct
mmol/l  28.1 23.9 32.3 2.10 4.20 ISE Indirect

Protein Total g/l 0.160 0.128 0.192 0.016 0.032 Pyrogallol Red

mg/d| 16.0 12.8 19.2 1.60 3.20
mg/| 160 128 192 16.0 32.0

g/l 0.130 0.104 0.156 0.013 0.026 Turbidimetric
mg/dl 13.0 104 156 1.30 2.60
mg/| 130 104 156 13.0 26.0
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RAND®X

Method Liquid Urine Control - Level 2 (LIQ URN CONTROL 2)
Lot. No: 1389UC Cat. No: UC5074 Expiry: 2027/02/28
Size: 10 x 10 ml Range
Analyte Unit Target Low High  1SD 2SD Method
Sodium mmol/l  85.6 75.3 95.9 5.15 10.3 ISE Direct
mmol/l  85.9 75.6 96.2 5.15 10.3 ISE Indirect
Specific Gravity N/A 1.02 0.816 1.22 0.100 0.200 Roche Urisys 1100/1800/2400
Urea mg/dl 856 685 1027 85.5 171 Urease, kinetic
mmol/l 143 114 172 14.5 29.0
Uric Acid (Urate) mg/dl 9.39 7.51 11.3 0955 1.91 Uricase perox. no ascorb. ox.

mmol/l  0.559 0.447 0.671 0.056 0.112

mg/dl  9.41 7.53 11.3 0.945 1.89 Uricase Perox. with ascorb. ox
mmol/l  0.560 0.448 0.672 0.056 0.112

mg/dl 9.03 7.22 10.8 0.885 1.77  Uricase Perox. with ascorb. ox @ 546nm
mmol/l 0.537  0.430 0.644 0.054 0.107
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RAND®X

Randox RX series Liquid Urine Control - Level 2 (LIQ URN CONTROL 2)
Lot. No: 1389UC Cat. No: UC5074 Expiry: 2027/02/28
Size: 10 x 10 ml Range
Analyte Unit Target Low High  1SD 2SD Method
Amylase Total u/I 37 30 44 3.50 7.00 Randox Liquid Ethylidene pNPG7
Calcium mg/dl 8.35 7.52 9.18 0.415 0.830 Arsenazo lll
mmol/l  2.08 1.87 229 0.105 0.210
Chloride mmol/l 85.4 769 939 425 850  ISEDirect
Creatinine mg/dl  73.6 58.9 88.3 7.35 14.7  Alkaline picrate no deproteinisation
mmol/l  6.52 522 7.82 0650 1.30
Glucose mg/dl 234 18.7  28.1 235 470  Glucose Oxidase
mmol/l  1.30 1.04 156 0.130 0.260
Magnesium mg/dl  6.96 557 835 0.695 1.39  Xylidyl Blue
mmol/l  2.87 230 344 0.285 0.570
Microalbumin mg/| 20.5 16.4 24.6 2.05 4.10 Immunoturbidimetric
Phosphate Inorganic mg/dl  29.2 23.4 35.0 2.90 5.80 Phosphomolybdate UV
mmol/l  9.41 753 11.3 0945 1.89
Potassium mmol/I  28.0 25.2 30.8 1.40 2.80 ISE Direct
Protein Total g/l 0.160 0.128 0.192 0.016 0.032 Pyrogallol Red
mg/dl  16.0 128 192 160 3.20
mg/I 160 128 192 16.0 32.0
Sodium mmol/l  85.6 770 942 430 8.60 ISEDirect
Urea mg/dl 833 666 1000 83.5 167 Urease, kinetic
mmol/l 139 111 167 14.0 28.0
Uric Acid (Urate) mg/dl  9.39 7.51 11.3 0.955 1.91 Uricase Perox. with ascorb. ox @ 546nm
mmol/l  0.559 0.447 0.671 0.056 0.112
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RAND®X

Roche Cobas Series Liquid Urine Control - Level 2 (LIQ URN CONTROL 2)
Lot. No: 1389UC Cat. No: UC5074 Expiry: 2027/02/28
Size: 10 x 10 ml Range
Analyte Unit Target Low High  1SD 2SD Method
Amylase Total u/I 34 27 141 3.50 7.00 Roche Liquid Stable pNPG7
Calcium mg/dI 8.46 7.61 9.31 0.425 0.850 NM-BAPTA
mmol/l  2.11 1.90 2.32 0.105 0.210
Chloride mmol/l  79.9 67.9 91.9 6.00 12.0 ISE Indirect
Creatinine mg/dl 732 58.6 878 730 14.6  Jafferate blanked comp. (-26umol/I)

mmol/l 6.48 5.18 7.78 0.650 1.30

mg/dl  69.9 55.9 839 7.00 14.0  Roche Creatinine Plus
mmol/l  6.19 495 743 0.620 1.24

Glucose mg/dl 23.1 19.6  26.6 1.75 3.50 Hexokinase
mmol/l  1.28 1.09 1.47  0.095 0.190
Magnesium mg/dl  6.42 514  7.70 0.640 1.28  Xylidyl Blue
mmol/l  2.64 2.11 317 0.265 0.530
Microalbumin mg/I 22.0 17.6 26.4 2.20 4.40 Immunoturbidimetric
Phosphate Inorganic mg/dl  27.5 22.0 33.0 2.75 5.50 Phosphomolybdate UV
mmol/I  8.88 7.10 10.7 0910 1.82
Potassium mmol/l  27.9 237 321 210 420  ISEIndirect
Protein Total g/l 0.123 0.098 0.148 0.013 0.025 Turbidimetric

mg/dl 12.3 9.84 14.8 1.25 2.50
mg/I 123 98.4 148 12.5 25.0

Sodium mmol/l  84.1 74.0 94.2 5.05 10.1 ISE Indirect
Urea mg/dl 907 726 1088 90.5 181 Urease, kinetic
mmol/l 151 121 181 15.0 30.0
Uric Acid (Urate) mg/dl  8.64 6.91 10.4 0.880 1.76  Uricase Perox. with ascorb. ox @ 546nm

mmol/I  0.514 0.411 0.617 0.052 0.103
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RAND®X

Siemens Atellica Solution Liquid Urine Control - Level 2 (LIQ URN CONTROL 2)

Lot. No: 1389UC Cat. No: UC5074 Expiry: 2027/02/28

Size: 10 x 10 ml Range

Analyte Unit Target Low High  1SD 2SD Method

Amylase Total U/l 35 28 42 3.50 7.00 Siemens -blocked pNPG7

Calcium mg/dl  8.53 7.68 9.38 0.425 0.850 Cresolphthalein Complexone
mmol/l  2.13 1.92 2.34 0.105 0.210

Chloride mmol/l 86.1 73.2 99.0 6.45 12.9 ISE, indirect

Creatinine mg/dl 67.2 53.8 806 670 13.4  Jaffe rate blanked comp. (-26umol/I)
mmol/l  5.95 4.76 7.14 0.595 1.19

Glucose mg/dl  21.9 175  26.3 220 440  Glucose Oxidase

mmol/l  1.22 0.976 1.46 0.120 0.240

mg/dl 22.3 178  26.8 225 450 Hexokinase
mmol/l  1.24 0.992 149 0.125 0.250

Magnesium mg/dl  6.22 498 746  0.620 1.24  Xylidyl Blue
mmol/l  2.56 2.05 3.07 0.255 0.510
Microalbumin mg/I 17.9 14.3 21.5 1.80 3.60  Turbidimetric
Phosphate Inorganic mg/dl  28.8 23.0 34.6 2.90 5.80 Phosphomolybdate UV
mmol/l  9.29 7.43 112 0.955 1.91
Potassium mmol/l  29.5 25.1 339 220 440  ISE, indirect
Protein Total g/l 0.217 0.174 0.260 0.022 0.043 Siemens UCFP Reagent

mg/dl  21.7 174 26.0 215 430
mg/I 217 174 260 21.5 430

Sodium mmol/l 87.7 78.9 96.5 4.40 8.80 ISE, indirect
Urea mg/dl 870 696 1044 87.0 174 Urease, kinetic
mmol/l 145 116 174 14.5 29.0
Uric Acid (Urate) mg/dl 9.39 7.51 11.3  0.955 1.91 Uricase perox. no ascorb. ox.

mmol/l  0.559 0.447 0.671 0.056 0.112
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RAND®X

Siemens Dimension RxL/Max/Xpand/ Liquid Urine Control - Level 2 (LIQ URN CONTROL 2)
EXL
Lot. No: 1389UC Cat. No: UC5074 Expiry: 2027/02/28
Size: 10 x 10 ml Range
Analyte Unit Target Low High  1SD 2SD Method
Amylase Total u/l 27 22 32 2.50 5.00 Siemens/Dade Behring 2-chloro-pNPG3
Calcium mg/dI 8.36 7.52 9.20 0.420 0.840 Cresolphthalein Complexone
mmol/l  2.09 1.88 230 0.105 0.210
Chloride mmol/l  90.6 77.0 104 6.70 13.4  ISE, indirect
Creatinine mg/dl 67.1 53.7 80.5 6.70 13.4  Alkaline picrate no deproteinisation
mmol/l 594 475 713 0595 1.19
Glucose mg/dl  21.6 17.3 25.9 2.15 4.30 Hexokinase
mmol/I  1.20 0.960 1.44 0.120 0.240
Magnesium mg/dl 598 5.26 6.70 0.360 0.720 Methylthymol Blue
mmol/l  2.46 216 276  0.150 0.300
Microalbumin mg/I 25.4 20.3 30.5 2.55 510  Turbidimetric
Phosphate Inorganic mg/dI 14.8 11.8 17.8 1.50 3.00 Phosphomolybdate UV
mmol/l  4.78 3.82 574 0.480 0.960
Potassium mmol/l  26.9 22.9 30.9 2.00 4.00 ISE, indirect
Protein Total g/l 0.211 0.169 0.253 0.021 0.042 Pyrogallol Red
mg/dl - 21.1 16.9 253 210 4.20
mg/I 211 169 253 21.0 420
Sodium mmol/l  83.5 735 935 5.00 10.0  ISE, indirect
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