EX-TROL™ (¢iip]

Hematology Control

For in vitro diagnostics use only.

Intended Use

This product is for use in monitoring parameters for the specific instrument models identified on the assay value tables.

Summary and Principle

The routine use of Control materials is recommended for the long term monitoring of the performance of Hematology Analyzers.

Contents
EX-TROL™ is a reagent composed of stabilized human erythrocytes, simulated and mammalian leukocytes, and simulated platelets suspended in a plasma-like fluid.

Storage
Store up-right between 2°C to 8°C (36°F to 46°F) when not in use. DO NOT FREEZE. The expiration date is given on the reverse of this sheet. After opening, vials are

stable for at least 16 days with proper handling. Avoid cycles of warming and cooling. Avoid prolonged exposure to room temperature. EX-TROL™ is similar in
appearance to fresh whole blood. Discoloration of the supernatant fluid or visible hemolysis may indicate deterioration. Inability to recover expected ranges may also
indicate deterioration. Incomplete mixing, instrument malfunction or differences in calibration may also cause unacceptable results. DO NOT USE the product if
deterioration is suspected. Contact your Distributor or Drew Scientific Technical Services.

Procedure
Remove only the necessary number of vials for use. Check that the Lot Number on the vial matches the Assay Sheet. Values for instruments not listed must be established
by the user. Allow vials to stand at room temperature for 20 minutes before mixing.

1. Mix by rolling between palms of hand and occasionally inverting the vial.

DO NOT SHAKE OR MIX MECHANICALLY.

2. Mix the contents of the vial until the cells are completely suspended. Tubes stored for a long time may require extra mixing. Improper mixing invalida- tes the
sample withdrawn and the portion remaining in the vial.
Select the correct Quality Control file on your instrument.
Invert the vial 8 to 10 times immediately prior to use.
5. Open vial and observe the vial rim. If there is a bubble presant encompassing the rim, it is important to break this bubble. Do so by touching the bubble with a

lint free tissue or the edge of the vial cap.
6.  Sample the vial using the same technique as with a patient sample.
7. After sampling, carefully wipe the vial rim and cap with lint-free wipe. Re-place the cap immediately. Tighten cap until rubber stopper makes contact and turn
the cap another 1/8 of a turn. Overtightening will cause the stopper to leak causing blood to dry inside the cap and possibly affecting results of the individual
vial.
Return vial to the refrigerator as soon as possible but within 45 minutes after removal from the refrigerator.
9. Verify results are satisfactory according to individual laboratory performance standards before using the analyzer to report patient results.
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Performance Characteristics

Assigned values are presented as a Mean and Range. The Mean is calculated from replicate testing on instruments operated and maintained according to the
manufacturer’s instructions. Instruments are whole blood calibrated to values obtained by reference methods. The Range is an estimate of variation between laboratories
and takes into account differences of the methodology, techniques and expected biological variability of the control material.

Whether you use Drew Scientific EX-TROL ™ assigned values or assign your own laboratories mean, the instrument is considered well maintained and operating
correctly if:
o At least 95 percent of results are within the expected ranges of the published Drew Scientific Assigned Values or the assigned values calculated by the laboratory.

® Recovered values do not Trend outside the expected range

Assay values on new lots of controls should be established and confirmed before the new lot is put into routine use. Test the new lot when the instrument is in good
working order and quality control results on the old lot of control are acceptable to current assay. Before the current lot expires:

o Confirm that recovered results are within the published Assay Results Table
OR
o Establish your own individuals laboratory mean.

Limitations
The components used to simulate white blood cells are not suitable for microscopic differential analysis.

Safety Information

All of the blood donor lots used to prepare this material were tested by FDA approved methods and found to be non-reactive for hepatitis B surface antigen (HbsAG),
hepatitis C (HCV), HIV-1 and HIV-2. No test methods can offer complete assurance that these materials are free from infective agents. Handle, use and dispose of these
control mater- ials as if they were human specimens and potentially infective. EX-TROL ™ should not be injected, consumed or pipetted by mouth. Adulteration by
dilution or addition of any materials invalidates the diagnostic use of the product. Product should be disposed with infectious medical waste in accordance with local and
state regulatory requirements.

Manufactured for Drew Scientific
u 4230 Shilling Way, Dallas TX USA 75237
Tel: 214 210 4900 or 800 433 0945 (US only),
++44 (0)1229-432089 (UK/International) AISD105-007 Rev. 9/09



EX-TROL™ (¢

Hematology Control
EX040
% 2010-07-05
Quality Control Months: April, May, June
EXCELL | [coT EX040L LoT EX040N LoT EX040H Evolution | [LoT EX040L LoT EX040N LoT EX040H
16/18/10Vet | Nean  Limits Range Mean Limits Range Mean Limits Range Mean Limits Range Mean Limits Range Mean Limits Range
WBC K/uL 2.1 +0.4 1.7 2.5 7.6 +0.8 6.8 8.4 203  +£22 181 225 WBC K/uL 2.0 +0.4 1.6 2.4 7.6 +0.8 6.8 8.4 203 £22 181 22.5
Lym. K/uL 1.2 +0.3 0.9 1.5 2.5 +0.6 1.9 3.1 35 +1.3 2.2 4.8 Lym. K/uL 1.0 +0.3 0.7 1.3 2.2 +0.6 1.6 2.8 2.8 + 1.1 1.7 39
Mid. K/uL 0.2 +0.1 0.1 0.3 0.5 +0.4 0.1 0.9 0.8 +0.7 0.1 1.5 Mid. K/uL 0.3 +0.2 0.1 0.5 0.6 +0.4 0.2 1.0 1.0 +0.8 0.2 1.8
Gran. K/uL 0.7 +0.3 0.4 1.0 4.6 +0.7 3.9 5.3 16.0 +£1.6 144 17.6 Gran. K/uL 0.7 +0.3 0.4 1.0 4.8 +0.7 4.1 5.5 165 £1.6 149 18.1
Lymp% 57.0 £7.0 500 64.0 330 £6.0 270 39.0 170 £50 120 22.0 Lymp% 535 £7.0 465 60.5 29.0 £6.0 23.0 35.0 140 £5.0 9.0 19.0
Mid % 1.0 £5.0 6.0 16.0 7.0 +4.0 3.0 11.0 4.0 +3.0 1.0 7.0 Mid % 13.0 £5.0 8.0 18.0 7.5 +4.0 35 11.5 4.5 +3.0 1.5 7.5
Gran% 320 £6.0 260 38.0 60.0 +£7.0 53.0 67.0 79.0 £7.0 720 86.0 Gran% 335 £6.0 275 39.5 635 £7.0 565 70.5 815 +£7.0 745 88.5
RBC M/uL 240 +£0.15 225 2.55 475 +£020 4.55 4.95 553 +024 529 5.77 RBC M/uL 235 +0.15 220 2.50 476  £0.20 4.56 4.96 551 +024 527 5.75
HGB g/dL 6.2 +0.4 5.8 6.6 13.8  £0.6 132 14.4 181 +£08 173 18.9 HGB g/dL 6.0 +0.4 5.6 6.4 137 £0.6 13.1 14.3 181 +£0.8 173 18.9
HCT % 184 £20 164 20.4 399 +£24 375 423 51.7 +£2.8 489 54.5 HCT % 180 £2.0 16.0 20.0 400 +24 376 42.4 51.5 +£2.8 487 54.3
MCV fL 76.5 +£40 725 80.5 84.0 +40 800 88.0 935 +£40 895 97.5 MCV fL 765 £4.0 725 80.5 84.0 +40 800 88.0 935 £4.0 895 97.5
MCH pg 258 +24 234 28.2 29.1  +£28 263 319 327 +£28 299 355 MCH pg 255 +£24 231 279 288 £2.8 260 31.6 328 £2.8 300 35.6
MCHCgdL | 338 +3.0 308 36.8 346 +£3.0 316 37.6 350 £3.0 320 38.0 MCHCg/dL | 334 +£3.0 304 36.4 343 £3.0 313 37.3 351 £3.0 321 38.1
RDW % 140 +£40 100 18.0 13.0 +4.0 9.0 17.0 125 +£4.0 8.5 16.5 RDW % 140 +£4.0 100 18.0 135 £4.0 9.5 17.5 13.0 £4.0 9.0 17.0
PLT K/uL 75 +25 50 100 235 +40 195 275 470 + 65 405 535 PLT K/uL 75 +25 50 100 245 +40 205 285 490 +65 425 555
MPV fL 10.1  £2.0 8.1 12.1 8.2 +2.0 6.2 10.2 8.0 +2.0 6.0 10.0 MPV fL 9.5 +2.0 7.5 11.5 8.0 +2.0 6.0 10.0 8.0 +2.0 6.0 10.0
Platelet Interference alarms (or PLT/RBC overlap) and WBC differential "R" alarms may be seen. Platelet Interference alarms (or PLT/RBC overlap) and WBC differential "R" alarms may be seen.
This is expected of this product and the alarms should be disregarded. This is expected of this product and the alarms should be disregarded.
D3 LoT EX040L LoT EX040N LoT EX040H 11800, 18ms, | [LOT EX040L LoT EX040N LoT EX040H
Mean Limits Range Mean Limits Range Mean Limits Range 18ms Plus Mean Limits Range Mean Limits Range Mean Limits Range
WBC K/uL 2.1 +0.5 1.6 2.6 7.6 +1.2 6.4 8.8 19.8 £22 176 22.0 WBC K/uL 2.2 +0.4 1.8 2.6 7.7 +0.8 6.9 8.5 200 £22 178 222
Lymp K/uL 1.1 +0.3 0.8 1.4 22 +0.6 1.6 2.8 2.5 +1.1 1.4 3.6 Lymp K/uL 1.3 +0.3 1.0 1.6 2.2 +0.6 1.6 2.8 2.5 + 1.1 1.4 3.6
Mid K/uL 0.3 +0.2 0.1 0.5 0.5 +0.4 0.1 0.9 0.7 +0.6 0.1 1.3 Mid K/uL 0.2 +0.2 0.0 0.4 0.5 +0.4 0.1 0.9 0.6 +0.6 0.0 1.2
Gran K/uL 0.7 +0.3 0.4 1.0 49 +0.7 42 5.6 16.6 +15 151 18.1 Gran K/uL 0.7 +0.3 0.4 1.0 5.0 +0.6 4.4 5.6 169 £15 154 18.4
Lymp% 548 +£7.0 478 61.8 285 +£6.0 225 345 13.0 +£5.0 8.0 18.0 Lymp% 580 £7.0 510 65.0 29.0 £6.0 23.0 35.0 125 £5.0 7.5 17.5
Mid % 122 £5.0 7.2 17.2 6.5 +4.0 2.5 10.5 33 +3.0 0.3 6.3 Mid % 9.0 +5.0 4.0 14.0 5.5 +4.0 1.5 9.5 3.0 +3.0 0.0 6.0
Gran % 330 £6.0 270 39.0 65.0 +£7.0 580 72.0 837 £7.0 767 90.7 Gran % 33.0 £6.0 27.0 39.0 655 £7.0 585 72.5 845 +£70 775 91.5
RBC M/uL 243 +£025 2.18 2.68 480 +£030 4.50 5.10 555 +034 521 5.89 RBC M/uL 243 +0.15 2.28 2.58 474 £020 4.54 4.94 551 +024 527 5.75
HGB g/dL 6.2 +0.6 5.6 6.8 138 +£1.0 128 14.8 180 +14 166 19.4 HGB g/dL 6.4 +0.4 6.0 6.8 138  £0.6 132 14.4 179 +£0.8 17.1 18.7
HCT % 186 £20 166 20.6 403  +24 379 42.7 51.6 +£2.8 488 54.4 HCT % 175  £2.0 155 19.5 389 £24 365 41.3 507 +£2.8 479 53.5
MCV fL 76.5 £50 715 81.5 84.0 +£50 79.0 89.0 93.0 +£50 88.0 98.0 MCV fL 720 £4.0 68.0 76.0 82.0 +40 780 86.0 920 +£4.0 88.0 96.0
MCH pg 255 +24 231 279 288 +£2.8 26.0 31.6 324 +£28 296 352 MCH pg 263  +£24 239 28.7 29.1 £28 263 31.9 325 £28 297 353
MCHCgdL | 334 +3.0 304 36.4 342 £3.0 312 37.2 349  +£3.0 319 37.9 MCHCg/dL | 36.6 +£3.0 33.6 39.6 355 £3.0 325 38.5 353 £3.0 323 38.3
RDW % 150 +£40 110 19.0 140 +£40 100 18.0 13.5 +£4.0 9.5 17.5 RDW % 135 £4.0 9.5 17.5 11.8  +£4.0 7.8 15.8 11.0  £5.0 6.0 16.0
PLT K/uL 85 +30 55 115 265 +50 215 315 520 +70 450 590 PLT K/uL 83 +25 58 108 250 +40 210 290 490 +65 425 555
MPV fL 9.0 +2.0 7.0 11.0 8.0 +2.0 6.0 10.0 8.0 +2.0 6.0 10.0 MPV fL 8.9 +2.0 6.9 10.9 7.1 +2.0 5.1 9.1 7.0 +2.0 5.0 9.0
Pct % 0.07 +0.03 0.04 0.10 022 +£0.10 0.12 0.32 042 +0.15 027 0.57 Platelet Interference alarms (or PLT/RBC overlap) and WBC differential "R" alarms may be seen.
PDW % 115  £40 7.5 15.5 143 £40 103 18.3 148 £40 108 18.8 This is expected of this product and the alarms should be disregarded.

Note: Pct and PDW % are only for use with 18 parameters units (outside USA)
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