RAND®X 2797 CE

HUMAN ASSAYED MULTI-SERA - LEVEL 3
(HUM ASY CONTROL 3)

CAT. NO. HEI532 GTIN: 05055273203608 SIZE: 20 x 5ml
CAT. NO. HS2611 GTIN: 05055273203813 SIZE: 5 x 5ml
LOT NO. [102UE EXPIRY: 2023-07-28

INTENDED USE
This product is intended for in vitro diagnostic use, in the quality control of diagnostic assays. The Human Assayed Multi-sera is for the
control of accuracy.

DEVICE DESCRIPTION
The Human Assayed Multi-sera is supplied at 2 levels, level 2 and 3. Target values and ranges are supplied for the analytes listed in the
values section at both levels.

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

Human source material, from which this product has been derived, has been tested at donor level for the Human Immunodeficiency
Virus (HIV I, HIV 2) antibody, Hepatitis B Surface Antigen (HbsAg), and Hepatitis C Virus (HCV) antibody and found to be NON-
REACTIVE. FDA approved methods have been used to conduct these tests.

However, since no method can offer complete assurance as to the absence of infectious agents, 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 request.

STORAGE AND STABILITY
OPENED: Store refrigerated (+2°C to +8°C). Reconstituted serum is stable for 8 hours at +15°C to +25°C or 7 days at +2°C to
+8°C, and 28 days when frozen once at —18°C to —24°C. (See Limitations)

UNOPENED: Store refrigerated (+2°C to +8°C). Stable to expiration date printed on individual vials.

LIMITATIONS

Alkaline Phosphatase levels in the reconstituted serum will rise over the stability period. It is recommended that the reconstituted
serum is allowed to stand for | hour at +15°C to +25°C before measurement.

Bilirubin in the serum is light sensitive and it is recommended that the serum is stored in the dark. Stored in the dark, it is stable for
4 days at +2°C to +8°C. Do not store at +15°C to +25°C. Do not freeze.

Bacterial contamination of the reconstituted serum will cause reductions in the stability of many components.

Different lot numbers of this control should not be interchanged, as the values assigned to the controls vary from lot to lot.

The control should not be used as a calibration material.

PREPARATION FOR USE
The Human Assayed Multi-sera is supplied lyophilised.

I. Carefully reconstitute each vial of lyophilised serum with exactly 5ml of distilled water at +15°C to +25°C. Close the bottle and
allow to stand for 30 minutes before use. Ensure contents are completely dissolved by swirling gently. Avoid formation of foam.
Do not shake.

2. Refer to the Control section of the individual analyser application.

3. Refrigerate any unused material. Prior to reuse, mix contents thoroughly.

MATERIALS PROVIDED
Human Assayed Multi-sera - Level 3 20 x 5ml / 5 x 5ml

MATERIALS REQUIRED BUT NOT PROVIDED
Volumetric pipette

ASSIGNED VALUES
Each batch of assayed human serum is submitted to reference laboratories for assignment.
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HUMAN ASSAYED MULTI-SERA - LEVEL 3 (HUM ASY CONTROL 3)

Cat. No. HE1532 / HS2611

Lot No. 1102UE

Size: 20 x 5ml / 5 x 5ml

Expiry: 2023-07-28

Range

Analyte unit Target low high methods
alpha-HBDH U/l 413 351 475  |BS-800,BS-820,BS-800M,BS-820M,B5-880,B5-890 37°C
o-RT BRSE U/l 402 342 462  |BS-2000,B5-2200,B5-2000M,B5-2200M 37°C
Albumin g/l 27.3 23.2 31.4 |BS-800,BS-820,BS-800M,BS-820M,BS-880,BS-890
BEA g/dI 2.73 2.32 3.14

g/l 27.4 23.3 31.5 [BS-2000,BS-2200,BS-2000M,BS-2200M

g/dl 2.74 2.33 3.15
Alkaline Phosphatase U/l 327 278 376  [BS-800,B5-820,B5-800M,BS-820M,BS-880,B5-890 37°C
B EAE u/l 329 280 378  [BS-2000,B5-2200,BS-2000M,BS-2200M 37°C
ALT (GPT) u/l 149 119 179  |BS-800,B5-820,B5-800M,BS-820M,BS-880,BS-890 37°C
AEMEEEBE u/l 148 118 177  |BS-2000,BS-2200,B5-2000M,BS-2200M 37°C
Amylase Total U/l 293 249 337  [BS-800,B5-820,B5-800M,BS-820M,BS-880,B5-890 37°C
T U/l 291 247 335  [BS-2000,B5-2200,BS-2000M,BS-2200M 37°C
AST (GOT) R IR G kR |u/ 171 137 205 |BS-800,BS-820,BS-800M,BS-820M,BS-880,B5-890 37°C

U/l 169 135 202 [BS-2000,B5-2200,BS-2000M,BS-2200M 37°C
Bile Acids umol/!I 39.0 31.2 46.8  |BS-800,B5-820,B5-800M,BS-820M,BS-880,BS-890
BB pmol/I 39.9 31.9 47.9  |BS-2000,B5-2200,B5-2000M,BS-2200M
Bilirubin Direct - umol/I 26.1 20.6 31.6 |BS-800,B5-820,BS-800M,BS-820M,BS-880,BS-890
Diazo with Sulphanilic Acid mg/dl 1.53 1.21 1.85
BEEBEIZ-WaEREBERE  |umol/ 26.3 20.8 31.8 |BS-2000,B5-2200,BS-2000M,BS-2200M

mg/dl 1.54 1.22 1.86
Bilirubin Direct - umol/I 31.1 24.5 37.7 |BS-800,BS-820,BS-800M,BS-820M,BS-880,BS-890
Oxidation to Biliverdin/Vanadate mg/dl 1.82 1.43 2.20
EERIR-BEE/NABREEEZE |umol/ 31.4 24.8 38.0 |BS-2000,BS-2200,B5-2000M,BS-2200M

mg/dl 1.84 1.45 2.22
Bilirubin Total - umol/I 81.1 64.1 98.1 |BS-800,BS-820,BS-800M,BS-820M,BS-880,BS-890
Diazo with Sulphanilic Acid mg/dl 4.74 3.75 5.74
SREAR-NaERERERD A umol/!I 81.3 64.3 98.3  [BS-2000,BS-2200,BS-2000M,BS-2200M

mg/dl 4.75 3.76 5.75
Bilirubin Total - umol/I 76.8 60.7 92.9 |BS-800,BS-820,BS-800M,BS-820M,BS-880,BS-890
Oxidation to Biliverdin/Vanadate mg/dl 4.49 3.55 5.43
SEAR-BER/NBBEE(EE umol/!I 77.2 61.0 93.4 [BS-2000,BS-2200,BS-2000M,BS-2200M

mg/dl 4.51 3.57 5.46
Calcium mmol/| 3.07 2.75 3.39  |BS-800,BS-820,BS-800M,BS-820M,BS-880,BS-890
5 mg/dl 12.3 11.0 13.6

mmol/I 3.12 2.80 3.44  [BS-2000,BS-2200,BS-2000M,BS-2200M

mg/dl 12.5 11.2 13.8
Chloride mmol/| 120 110 129  |BS-800,B5-820,BS-800M,BS-820M,BS-880,B5-890
=1 mmol/| 120 110 129  |BS-2000,BS-2200,B5-2000M,BS-2200M
Cholesterol mmol/| 7.14 6.21 8.07 |BS-800,BS-820,BS-800M,BS-820M,BS-880,BS-890
fEEEE mg/dl 276 240 312

mmol/I 6.98 6.07 7.89  |BS-2000,B5-2200,BS-2000M,BS-2200M

mg/dl 270 235 305
Cholinesterase U/l 5348 4278 6418  |BS-800,BS-820,B5-800M,BS-820M,B5-880,B5-890 37°C
BERASEs U/l 5244 4195 6293  [BS-2000,B5-2200,B5-2000M,B5-2200M 37°C
CK Total U/l 486 398 573  [BS-800,B5-820,B5-800M,BS-820M,BS-880,B5-890 37°C
MEEEEE (&2 U/l 488 400 576  |BS-2000,BS-2200,BS-2000M,BS-2200M 37°C
Creatinine umol/I 402 322 481  |BS-800,BS-820,BS-800M,BS-820M,B5-880,B5-890
At mg/d| 4.54 3.64 5.45

umol/I 404 324 484 |BS-2000,B5-2200,B5-2000M,BS-2200M

mg/dl 4.57 3.66 5.48
D-3-Hydroxybutyrate mmol/| 1.17 0.990 1.34  [BS-800,B5-820,BS-800M,BS-820M,B5-880,B5-890
D-3-RBETH mmol/| 1.17 0.994 1.35  [BS-2000,B5-2200,BS-2000M,BS-2200M
gamma-GT U/l 163 139 187  |BS-800,BS-820,BS-800M,BS-820M,BS-880,B5-890 37°C
v-REMaEREE u/l 161 137 185  |BS-2000,BS-2200,BS-2000M,BS-2200M 37°C
Glucose oxidase mmol/| 15.3 13.0 17.6  |BS-800,B5-820,B5-800M,BS-820M,BS-880,B5-890
EERE-EEREAILEE mg/dl 276 234 317

mmol/I 15.4 13.1 17.7  |BS-2000,BS-2200,B5-2000M,BS-2200M

mg/dl 277 236 319
Glucose - Hexokinase mmol/| 15.0 12.7 17.3  |BS-800,B5-820,B5-800M,BS-820M,BS-880,B5-890
BERE- O mg/dl 270 229 311

mmol/I 15.3 13.0 17.6  |BS-2000,BS-2200,B5-2000M,BS-2200M

mg/dl 276 234 317
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HUMAN ASSAYED MULTI-SERA - LEVEL 3 (HUM ASY CONTROL 3)

Cat. No. HE1532 / HS2611 Lot No. 1102UE Size: 20 x 5ml / 5 x 5ml Expiry: 2023-07-28

Range

Analyte unit Target low high methods
HDL - Cholesterol mmol/| 2.43 2.06 2.80 [BS-800,BS-820,BS-800M,BS-820M,B5-880,B5-890
HDL fB[EEE mg/dl 93.9 79.8 108

mmol/I| 2.33 1.98 2.68 [BS-2000,BS-2200,BS-2000M,BS-2200M

mg/dl 90.1 76.5 104
Iron umol/I 35.8 29.4 42.2  |BS-800,BS-820,BS-800M,BS-820M,BS-880,BS-890
73 ug/dl 200 164 236

umol/I 35.6 29.2 42.0 |BS-2000,B5-2200,BS-2000M,BS-2200M

ug/dl 199 163 234
LD (LDH) U/l 368 313 424 |BS-800,BS-820,BS-800M,BS-820M,B5-880,B5-890 37°C
IR S U/l 367 312 422  [BS-2000,BS-2200,BS-2000M,BS-2200M 37°C
Lipase U/l 40.8 32.6 49.0  |BS-800,BS-820,BS-800M,BS-820M,B5-880,B5-890 37°C
i U/l 40.2 32.1 48.3  |BS-2000,B5-2200,B5-2000M,B5-2200M 37°C
Magnesium mmol/I 1.69 1.49 1.90 |BS-800,B5-820,B5-800M,BS-820M,BS-880,B5-890
23 mg/dl 4.12 3.63 4.61

mmol/I 1.72 1.52 1.92  |BS-2000,BS-2200,B5-2000M,BS-2200M

mg/dl 4.18 3.68 4.68
Phosphate Inorganic mmol/| 1.98 1.68 2.28 [BS-800,B5-820,BS-800M,BS-820M,B5-880,B5-890
T AL mg/dl 6.14 5.20 7.07

mmol/I 1.99 1.69 2.29 [BS-2000,B5-2200,BS-2000M,BS-2200M

mg/dl 6.17 5.23 7.11
Potassium mmol/| 6.42 5.90 6.94 [BS-800,B5-820,BS-800M,BS-820M,B5-880,B5-890
4B mmol/| 6.42 5.90 6.94  [BS-2000,B5-2200,BS-2000M,BS-2200M
Protein Total g/l 45.2 36.1 54.3  |BS-800,BS-820,BS-800M,BS-820M,BS-880,BS-890
B2EA g/dl 4,52 3.61 5.43

g/l 46.1 36.9 55.3  [BS-2000,BS-2200,BS-2000M,BS-2200M

g/dl 4.61 3.69 5.53
Sodium mmol/| 160 152 168  |BS-800,B5-820,B5-800M,BS-820M,BS-880,B5-890
M mmol/| 160 152 168  |BS-2000,BS-2200,B5-2000M,BS-2200M
Triglycerides mmol/| 2.84 2.38 3.30 [BS-800,BS-820,BS-800M,BS-820M,B5-880,B5-890
Hih =B AR mg/dl 251 211 292

mmol/I 2.76 231 3.21 [BS-2000,B5-2200,BS-2000M,BS-2200M

mg/dl 244 205 284
Urea mmol/I 19.9 16.9 22.9 [BS-800,B5-820,BS-800M,BS-820M,B5-880,B5-890
KRR mg/dl 120 101 138

mmol/I 19.8 16.8 22.8  [BS-2000,B5-2200,BS-2000M,BS-2200M

mg/dl 119 101 137
Uric Acid (Urate) mmol/I 0.545 0.473 0.616 |BS-800,B5-820,BS-800M,BS-820M,BS-880,BS-890
PREE mg/dl 9.15 7.94 10.4

mmol/| 0.546 0.474 0.618 |BS-2000,B5-2200,BS-2000M,BS-2200M

mg/dl 9.18 7.97 10.4
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