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SYSTEMS

CBC-XE

HEMATOLOGY CONTROLS
CONTROL

INTENDED USE

CBC-XE is a control designed to monitor values on hematology
analyzers. Please refer to the assay table for specific instrument
models.

SUMMARY AND PRINCIPLE

It is an established laboratory practice to use a stable control to
monitor the performance of diagnostic tests. This control is
composed of stable materials that provide a means of monitoring the
performance of hematology blood cell counters. It is sampled in the
same manner as a patient specimen.

REAGENTS
CBC-XE is an in vitro diagnostic reagent composed of human and
porcine cells in a plasma-like fluid with preservatives.

A PRECAUTION
CBC-XE is intended for in vitro diagnostic use only by trained
personnel.

& WARNING:

POTENTIAL BIOHAZARDOUS MATERIAL. For in vitro diagnostic
use. Each human donor/unit used in the preparation of this product
has been tested by a FDA licensed method/test and found to be
negative or non-reactive for the presence of HBsAg, Anti-HCV, NAT
testing for HIV-1, HCV (RNA) and HIV-1/2. Each unit is also negative
by a serological test for Syphilis (RPR or STS). Because no test
method can offer complete assurance that infectious agents are
absent, this material should be handled as potentially infectious.
When handling or disposing of vials follow precautions for patient
specimens as specified in the OSHA Bloodborne Pathogen Rule (29
CFR Part 1910, 1030) or other equivalent biosafety procedures.

8°C
2°C/#[ STABILITY AND STORAGE
Store CBC-XE upright at 2-8°C (35-46°F) when not in use.
Protect tubes from overheating and freezing. Unopened tubes are
stable through the expiration date. Opened product is stable for 15
days or 15 pierces, whichever comes first, provided they are handled
properly.

INDICATIONS OF DETERIORATION

After mixing, product should be similar in appearance to fresh whole
blood. In unmixed tubes, the supernatant may appear cloudy and
reddish; this is normal and does not indicate deterioration. Other
discoloration, very dark red supernatant or unacceptable results may
indicate deterioration. Do not use the product if deterioration is
suspected.

l:[ﬂ INSTRUCTIONS FOR USE
Note: Before starting a new lot of control, see the instructions for
preparing Quality Control Files on the Instruction Disk.

1. Remove tubes from the refrigerator and allow to warm to room
temperature (15 to 30°C or 59 to 86°F) for 15 minutes before
mixing.

2. To mix, hold a tube horizontally between the palms of the hands.
Do not pre-mix on a mechanical mixer.

a) Roll the tube back and forth for 20 - 30 seconds; occasionally
invert the tube. Mix vigorously, but do not shake.

b) Continue to mix in this manner until the red cells are
completely suspended. Tubes stored for a long time may
require extra mixing.

c) Gently invert the tube 8 - 10 times immediately before
sampling.

3. Analyze the sample as instructed in the Quality Control section of
the Operator's Manual for your instrument.

4. After sampling:

a) If tube has been open for sampling, clean residual material
from the cap and tube rim with a lint-free tissue. Replace the
cap tightly.

b) Return tubes to refrigerator within 30 minutes of use.

EXPECTED RESULTS

Verify that the lot number on the tube matches the lot number on the
table of assay values. Assay values are determined on well-
maintained, properly calibrated instruments using the instrument
manufacturer's recommended reagents. Reagent differences,
maintenance, operating technique, and calibration may contribute to
inter-laboratory variation.

PERFORMANCE CHARACTERISTICS

Assigned values are presented as a Mean and Range. The Mean is
derived from replicate testing on instruments operated and
maintained according to the manufacturer's instructions. The Range
is an estimate of variation between laboratories and also takes into
account inherent imprecision of the method and expected biological
variability of the control material.

Assay values on a new lot of control should be 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 are
acceptable. The laboratory’s recovered mean should be within the
assay range.

For greater control sensitivity each laboratory should establish its
own mean and acceptable range and periodically reevaluate the
mean. The laboratory range may include values outside of the assay
range. The user may establish assay values not listed on the Assay
Sheet, if the control is suitable for the method.

LIMITATIONS

The performance of this product is assured only if it is properly stored
and used as described in this insert. Incomplete mixing of a tube prior
to use invalidates both the sample withdrawn and any remaining
material in the tube.

TECHNICAL ASSISTANCE AND CUSTOMER SERVICE

For technical assistance or additional information, please call your
dealer or local distributor. If there is no, you may call EUROCELL
Diagnostics Technical Service at 33 (0)2 99 35 19 36.

QUALITY CONTROL PROGRAM

For information on the Inter-Laboratory Quality Control Program,
please call EUROCELL Diagnostics Technical Service at 33 (0)2 99
3519 36.

All brands and products are trademarks or registered trademarks of their
respective companies.

R&D Systems, Inc. 1S148-002 Rev 02/14

614 McKinley Place NE
Minneapolis, MN USA 55413
EUROCELL Diagnostics
19 Rue Louis Delourmel
35230 Noyal Chétillon / Seiche
France
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bietechne EureceLL CBC-XE™

RIDsystems

Télécharger les fichiers via le QR code ou le lien ci-dessous /
Download disk files with QR code or direct link below.
https://biotechne.egnyte.com/fl/GhsohzUmn)

ASSAY VALUES AND EXPECTED RANGES
VALEURS CIBLES ET INTERVALLES DE VARIATIONS

QCP Data Months :
Mois de Controle :

July, August
Juillet, Aolt

LOT

g 2023-09-05

CONTROL

23070801/2/3

®

Instrument : SYSMEX XT-1800i / XT-2000i / XT-4000i ~- MANUAL MODE / MODE MANUEL

CONTROL

CONTROL “

CONTROL n

This is the last control lot
of target values being
supplied for
Sysmex XT series.
Contact Customer Service
at 33.2.99.35.19.36

Ce sera le dernier lot avec
une table de valeurs pour
les appareils
Sysmex XT series.

Contacter le service clients
au 33.2.99.35.19.36.

Parameter / Paramétre LoT 23070801 LoT 23070802 LoT 23070803
Mean N Limit Mean Limit Mean Limit
Cibles ~  Limites Cibles Limites Cibles Limites
WBC-D/GB-D (3)  10%uL & 10°/L 355 = 120 755 £ 180 21,15 = 3,00
WBC/GB 10%/ulL & 10%/L 365 + 0,80 785 + 1,00 2035 + 220
RBC/GR 10%/uL & 1041 237 £ 015 471 = 024 569 + 0,30
Hgb g/dL 61 * 04 137 + 06 180 =+ 07
gL 61 + 4 137 = 6 180 + 7
mmol/L 38 %= 0.2 85 * 04 112 +* 04
Hct % 184 + 20 412 + 25 538 + 30
L 0,184 + 0,020 0412 + 0,025 0,538 + 0,030
MCV/VGM L 775 + 50 875 + 50 945 + 50
MCH/TCMH pg 257 = 25 291 =+ 25 316 = 25
fmol 16 + 02 18 £ 0.2 20 = 0.2
MCHC/CCMH g/dL 332 = 30 332 = 30 335 =+ 30
gL 332 + 30 332 + 30 335 + 30
mmol/L 20,7 = 19 206 = 19 208 = 19
RDW/IDR-SD fL 490 + 100 450 + 10,0 465 + 10,0
RDW/IDR-CV % 170 * 50 160 * 50 145 + 50
PIt 10%/uL & 10°/L 48 + 20 195 + 40 383 + 65
MPV/VPM fL 85 * 30 95 * 30 102 * 30
NEUT# 10%/uL & 10°/L 245 + 0,60 424 + 1,00 1190 = 244
LYMPH# 10°/uL & 10%/L 055 =+ 033 232 = 079 499 =+ 204
MONO# 10%/uL & 10°/L 0,09 =+ 0,09 031 =+ 031 061 =+ 061
EO# 10%/uL & 10°/L 057 + 0,26 098 + 0,55 285 + 143
BASO# 10%/uL & 10°/L 310 =+ 1,20 589 + 3,00 16,28 = 500
NEUT% % 670 =+ 120 540 =+ 120 585 + 120
LYMPH% % 150 + 90 295 £ 100 245 = 10,0
MONO% % 25 * 25 40 = 40 30 = 30
EO% % 155 + 70 125 £ 70 140 =+ 70
BASO% * % 850 + 20,0 750 * 250 80,0 + 20,0
RET% (2) % 1,00 * 1,00 1,00 =+ 1,00 1,00 + 1,00
RET# (2) 10°/uL & 10%/L 0,0237 + 0,0237 0,0471 £+ 0,0471 0,0569 + 0,0569
IRF (2) % 200 + 200 200 + 200 200 + 200
Ret-He (3) pg 235 + 10,0 225 + 100 285 = 10,0
1G# (3) 10%/uL & 10°/L 057 =+ 050 1,06 + 1,06 315 + 2,00
1G (3) % 155 + 12,0 135 + 135 155 + 10,0

The parameters with assay values listed below are provided to allow for quality control testing of your
Les parameétres avec valeurs cibles ci-dessous sont fournis pour vous permettre d'effectuer le contrdle de qualité de votre appareil uniquement.

These parameters are defined by the FDA as "'For research only. Not for use in diagnostic procedures™.

nstrument only.

Ces paramétres sont définis par la FDA "Pour utilisation en Recherche seulement. Ne pas utiliser pour des procédés de diagnostic".

PIt-O (2) 10%/uL & 10%/L 40 = 35 175 + 65 358 + 85
Pct % 004 + 0,03 019 =+ 0,07 038 + 011
mL/L 04 * 03 19 = 07 38 = 11
PDW/IDP fL 105 + 50 115 £ 50 120 + 50
P-LCR/RGC % 200 *+ 20,0 200 * 200 215 + 200
DIFF-X Ch 1540 + 30,0 1540 + 30,0 1550 + 30,0
DIFF-Y Ch 570 =+ 300 480 + 300 540 =+ 300
BASO-X Ch 1170 + 30,0 1160 + 30,0 1170 + 30,0
BASO-Y Ch 1400 * 40,0 136,0 + 40,0 1390 * 40,0
RBC/GR-O (2) 10%uL & 10%/L 247 £+ 030 482 + 050 577 + 0,60
LFR (2) % 80,0 =+ 200 800 =+ 200 80,0 =+ 200
MRF (2) % 140 =+ 140 140 £ 140 140 + 140
HRF (2) % 60 % 60 60 * 60 60 * 60
RBC/GR-X (2) Ch 240 + 150 240 £ 150 250 + 150
RBC/GR-Y (2) Ch 1430 * 350 1580 + 350 1690 * 350

*CBC-XE must be analyzed in the instrument Quality Control mode. Le CBC-XE doit étre analysé en mode Controle de Qualité.

(2) Not available on SYSMEX XT-1800i. Non disponible sur SYSMEX XT-1800i

(3) Assay values provided by Bio-techne®, France. Those parameters values should be entered manually.
(3) Valeurs fournies par Bio-techne®, France. Ces valeurs doivent étre rentrées manuellement.

* BASO% may vote out. Calculate BASO% from the BASO# as follows: BASO# / WBC x 100 = BASO%
* BASO% peut-étre rejeté. Calculer BASO% a partir du BASO# comme suit: (BASO# / WBC x 100 = BASO%)
Occasionally leukocyte cell populations are incorrectly identified. If this occurs, rerun the sample.

De temps en temps, les populations de leucocytes peuvent étre incorrectement identifiées. Si cela arrive, analyser de nouveau I'échantillon.

m Bio-techne® - 19 Rue Louis Delourmel

35230 - NOYAL CHATILLON / SEICHE - FRANCE
R&D Systems, Inc. - 614 Mc Kinley Place N.E. - Minneapolis, MN USA 55413 .
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Ec%ch;let EUROCELL - CBC-XE™

iagnostics
RIDsystems

CONTROL

Télécharger les fichiers via le QR code ou le lien ci-dessous / Download
disk files with QR code or direct link below.
https://biotechne.egnyte.com/fl/GhsohzUmn)J

ASSAY VALUES AND EXPECTED RANGES LOT
VALEURS CIBLES ET INTERVALLES DE VARIATIONS

23070801/2/3

td  2023-09-05
QCP Data Months : July, August
Mois de Contrdle : Juillet, Aolt

Instrument : SYSMEX XT-1800i / XT-2000i / XT-4000i ~ - CLOSED MODE / MODE CLOS

This is the last control lot
of target values being
supplied for
Sysmex XT series.
Contact Customer Service
at 33.2.99.35.19.36

Ce sera le dernier lot avec
une table de valeurs pour
les appareils
Sysmex XT series.
Contacter le service clients
au 33.2.99.35.19.36.

oo J ] | [Coowmor v
Parameter / Parametre LOT 23070801 LOT 23070802 LOT 23070803
Mean N Limit Mean N Limit Mean Limit
Cibles = Limites Cibles = Limites Cibles Limites
WBC-D/GB-D (3)  10%uL & 10°/L 355 = 120 755 £ 180 21,15 = 3,00
WBC/GB 10%/uL & 10%/L 365 + 0,80 735 + 1,00 1990 + 2,20
RBC/GR 10%/uL & 1041 237 £ 015 471 = 024 562 + 0,30
Hgb g/dL 61 * 04 137 + 06 179 =+ 07
gL 61 + 4 137 = 6 179 = 7
mmol/L 38 %= 0.2 85 * 04 111 + 04
Hct % 184 + 20 412 + 25 531 + 30
L 0,184 + 0,020 0412 + 0,025 0,531 + 0,030
MCV/VGM L 775 + 50 875 + 50 945 + 50
MCH/TCMH pg 257 = 25 291 =+ 25 319 + 25
fmol 16 + 02 18 £ 072 20 = 0.2
MCHC/CCMH g/dL 332 = 30 332 = 30 337 = 30
gL 332 + 30 332 + 30 337 + 30
mmol/L 20,7 = 19 206 = 19 209 = 19
RDW/IDR-SD fL 490 + 100 450 + 10,0 465 + 10,0
RDW/IDR-CV % 170 * 50 160 * 50 145 + 50
PIt 10%/uL & 10°/L 48 + 20 195 + 40 361 + 65
MPV/VPM fL 85 * 30 95 * 30 102 * 30
NEUT# 10%/uL & 10°/L 245 + 0,60 397 + 1,00 1164 = 239
LYMPH# 10°/uL & 10%/L 055 =+ 033 217 = 074 488 + 199
MONO# 10%/uL & 10°/L 0,09 =+ 0,09 029 + 029 060 =+ 060
EO# 10°/uL & 10%/L 057 + 0,26 092 + 052 279 + 140
BASO# 10%/uL & 10°/L 310 =+ 120 551 + 3,00 1592 + 500
NEUT% % 670 =+ 120 540 =+ 120 585 + 120
LYMPH% % 150 + 90 295 £ 100 245 = 10,0
MONO% % 25 * 25 40 = 40 30 = 30
EO% % 155 + 70 125 £ 70 140 =+ 70
BASO% % 850 + 20,0 750 * 250 80,0 + 20,0
RET% (2) % 1,00 * 1,00 1,00 =+ 1,00 1,00 + 1,00
RET# (2) 10°/uL & 10%/L 0,0237 + 0,0237 0,0471 £+ 0,0471 0,0562 + 0,0562
IRF (2) % 200 + 200 200 = 200 200 + 200
Ret-He (3) pg 235 = 10,0 225 + 100 285 + 10,0
IG# (3) 10%/uL & 10°/L 057 =+ 050 099 =+ 0,99 3,08 + 200
1G (3) % 155 + 12,0 135 + 135 155 + 10,0
The parameters with assay values listed below are provided to allow for quality control testing of your instrument only.

Les parameétres avec valeurs cibles ci-dessous sont fournis pour vous permettre d'effectuer le contrdle de qualité de votre appareil uniguement.

These parameters are defined by the FDA as ""For research only. Not for use in diagnostic procedures™.
Ces paramétres sont définis par la FDA "Pour utilisation en Recherche seulement. Ne pas utiliser pour des procédés de diagnostic".

PIt-O (2) 10%/uL & 10°/L 40 = 35 175 + 65 38 + 85
Pct % 004 + 0,03 019 + 0,07 038 + 011
mL/L 04 * 03 19 £ 07 38 = 11
PDW/IDP fL 105 + 50 115 £ 50 120 + 50
P-LCR/RGC % 200 *+ 20,0 200 * 200 215 + 200
DIFF-X Ch 1540 + 300 1540 + 30,0 1550 + 30,0
DIFF-Y Ch 570 =+ 300 480 + 300 540 =+ 30,0
BASO-X Ch 1170 + 30,0 1160 + 30,0 1170 + 30,0
BASO-Y Ch 1400 * 40,0 136,0 + 40,0 1390 * 40,0
RBC/GR-O (2) 10%uL & 10%/L 247 £+ 030 482 + 050 577 + 0,60
LFR (2) % 80,0 =+ 200 800 =+ 200 80,0 =+ 200
MRF (2) % 140 =+ 140 140 £ 140 140 + 140
HRF (2) % 60 * 60 60 * 60 60 * 60
RBC/GR-X (2) Ch 240 + 150 240 £ 150 250 + 150
RBC/GR-Y (2) Ch 1430 * 350 1580 + 350 1690 * 350

*CBC-XE must be analyzed in the instrument Quality Control mode. Le CBC-XE doit étre analysé en mode Controle de Qualité.

(2) Not available on SYSMEX XT-1800i. Non disponible sur SYSMEX XT-1800i

(3) Assay values provided by Bio-techne®, France. Those parameters values should be entered manually.

(3) Valeurs fournies par Bio-techne®, France. Ces valeurs doivent étre rentrées manuellement.

* BASO% may vote out. Calculate BASO% from the BASO# as follows: BASO# / WBC x 100 = BASO%

* BASO% peut-étre rejeté. Calculer BASO% a partir du BASO# comme suit: (BASO# / WBC x 100 = BASO%)

Occasionally leukocyte cell populations are incorrectly identified. If this occurs, rerun the sample.

De temps en temps, les populations de leucocytes peuvent étre incorrectement identifiées. Si cela arrive, analyser de nouveau I'¢chantillon.

m Bio-techne® - 19 Rue Louis Delourmel E]E c €

35230 - NOYAL CHATILLON / SEICHE - FRANCE
u R&D Systems, Inc. - 614 Mc Kinley Place N.E. - Minneapolis, MN USA 55413 . AV0XE00-V32 03/2023
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ASSAY VALUES AND EXPECTED RANGES
VALEURS CIBLES ET INTERVALLES DE VARIATIONS

LOT

CBC-XE™

CONTROL

23070801/2/3

g 2023-09-05

QCP Data Months : July, August
Mois de Controle : Juillet, Aolt
Instrument : SYSMEX KX-21 / PocH-100i (1)
[ cowror v | oo W]
Parameter / Paramétre LOT 23070801 LOT 23070802 LOT 23070803
Mean N Limit Mean . Limit Mean N Limit
Cibles = Limites Cibles —  Limites Cibles = Limites
WBC/GB 10%/uL & 10%/L 350 + 1,00 730 + 150 2020 + 250
RBC/GR 10%/uL & 10%/L 23 + 015 470 + 025 565 =+ 035
Hgb g/dL 60 = 04 137 £ 05 181 = 07
gL 60 + 4 137 = 5 81 = 7
mmol/L 37 % 02 85 + 03 112 + 04
Hct % 179 =+ 15 402 =+ 25 521 + 30
L/L 0,179 + 0,015 0,402 + 0,025 0521 + 0,030
MCV/VGM fL 760 = 50 855 =+ 50 923 + 50
MCH/TCMH pg 255 + 20 291 £ 25 320 £ 30
fmol 16 =+ 01 18 * 02 20 = 02
MCHC/CCMH g/dL 335 * 25 341 £ 25 347 £+ 25
gL 33 + 25 341 + 25 347 + 25
mmol/L 207 = 15 211 £ 15 215 = 15
RDW/IDR-SD fL 435 + 10,0 455 + 10,0 480 + 120
RDW/IDR-CV % 155 + 70 150 £ 50 150 * 50
PIt 10%uL & 10°/L 45 = 25 210 * 45 425 £ 70
MPV/VPM fL 87 = 30 92 £ 30 98 + 30
PDW/IDP fL 120 =+ 50 120 + 50 130 + 50
P-LCR/RGC % 215 + 10,0 210 + 10,0 220 + 10,0

(1) Assay values provided by Bio-techne®, France.

m Bio-techne® - 19 Rue Louis Delourmel

35230 - NOYAL CHATILLON / SEICHE - FRANCE

(1) Valeurs fournies par Bio-techne®, France.

wo] [ C€E

I R&D Systems, Inc. - 614 Mc Kinley Place N.E. - Minneapolis, MN USA 55413 .
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bietechne EUReCELL

Diagnostics
RID systEMS

Télécharger les fichiers via le QR code ou le lien ci-dessous /
Download disk files with QR code or direct link below.
https://biotechne.egnyte.com/fl/GhsohzUmn)

CBC-XE™

CONTROL

ASSAY VALUES AND EXPECTED RANGES LOT 23070801/2/3
VALEURS CIBLES ET INTERVALLES DE VARIATIONS
QCP Data Months : July, August g 2023-09-05
Mois de Contrdle : Juillet, Aolt
*
Instrument : SYSMEX XS-500i & XS-800i & XS-1000i (1)
[ cowmor ] [ [Ceomor Jv]
Parameter / Paramétre LoT 23070801 LoT 23070802 LoT 23070803
Mean N Limit Mean . Limit Mean N Limit
Cibles = Limites Cibles = Limites Cibles = Limites
WBC-C/GB-C 10%/uL & 10°/L 380 * 120 765 + 1,80 22,05 + 3,00
WBC-D/GB-D 10%/uL & 10%/L 385 + 120 7,75 * 1,80 2050 =+ 3,00
RBC/GR 10°/uL & 10%/L 235 + 015 475 + 024 575 + 030
Hgb gfdL 58 + 04 135 + 06 179 + 07
gL 58 + 4 135 = 6 179 = 7
mmol/L 36 + 02 84 + 04 111 + 04
Hct % 183 + 20 418 =+ 25 546 + 30
L/L 0,183 * 0,020 0,418 + 0,025 0546 + 0,030
MCV/VGM fL 780 = 50 880 =+ 50 950 =+ 50
MCH/TCMH pg 247 + 25 284 + 25 31,1 = 25
fmol 15 * 02 18 * 02 19 + 02
MCHC/CCMH g/dL 316 + 30 323 £ 30 328 + 30
gL 316 = 30 323 +* 30 328 + 30
mmol/L 197 + 19 201 + 19 203 + 19
RDW/IDR-SD fL 480 + 10,0 440 + 100 450 + 10,0
RDW/IDR-CV % 170 + 50 145 + 50 150 * 50
PIt 10%uL & 10°/L 50 * 25 195 + 40 365 + 65
MPV/VPM fL 85 * 30 96 + 30 104 + 30
NEUT# 10°/uL & 10°/L 225 + 096 357 £ 1116 10,15 + 4,10
LYMPH# 10%/uL & 10°/L 056 + 0,46 244 £ 1116 554 + 246
MONO# 10%/uL & 10°/L 010 =+ 0,10 023 =+ 023 051 =+ 051
EO# 10%/uL & 10°/L 060 + 0,39 093 + 0,70 267 + 205
BASO# 10%uL & 10°/L 035 * 035 058 + 058 164 + 164
NEUT% % 585 + 250 46,0 =+ 150 495 + 200
LYMPH% % 145 + 120 315 £ 150 270 + 120
MONO% % 25 * 25 30 %= 30 25 = 25
EO% % 155 + 10,0 120 £ 90 130 + 10,0
BASO% % 90 * 90 75 * 715 80 *+ 80
Pct % 004 =+ 0,03 019 £ 0,07 038 + 011
mL/L 04 * 03 19 =+ 07 38 = 11
PDW/IDP fL 105 + 50 115 £ 50 135 + 50
P-LCR/RGC % 125 + 12,0 175 + 130 24,0 + 150
DIFF-X Ch 1580 =+ 30,0 1570 + 30,0 1530 =+ 30,0
DIFF-Y Ch 490 + 30,0 475 + 300 540 + 30,0
FSC-X 295 + 10,0 270 * 100 295 + 150

* CBC-XE must be analyzed in the instrument Quality Control mode.
* Le CBC-XE doit étre analysé en mode Contrdle de Qualité.

Occasionally leukocyte cell populations are incorrectly identified. If this occurs, rerun the sample.
De temps en temps, les populations de leucocytes peuvent étre incorrectement identifiées. Si cela arrive, analyser

(1) Assay values provided by Bio-techne®, France. (1) Valeurs fournies par Bio-techne®, France.

5 CE€
m Bio-techne® - 19 Rue Louis Delourmel
35230 - NOYAL CHATILLON / SEICHE - FRANCE

M R&D Systems, Inc. - 614 Mc Kinley Place N.E. - Minneapolis, MN USA 55413 .

de nouveau I'échantillon.

AVOXE00-V32 03/2023
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RID systEMS

ASSAY VALUES AND EXPECTED RANGES

CBC-XE™

CONTROL

Télécharger les fichiers via le QR code ou le lien ci-dessous /
Download disk files with QR code or direct link below.
https://biotechne.egnyte.com/fl/GhsohzUmn)

(1) Les valeurs du parameétre PLT-O
doivent étre rentrées manuellement /
PLT-O parameters values should be
entered manually.

VALEURS CIBLES ET INTERVALLES DE VARIATIONS

LOT | 23070801/2/3

QCP Data Months : July, August g 2023-09-05
Mois de Contrdle : Juillet, Aot
*
Instrument : SYSMEX XN-Series / XN-9000
oo [ w] | [oomor Jv]
Parameter / Paramétre LoT 23070801 LoT 23070802 LoT 23070803
Mean N Limit Mean . Limit Mean N Limit
Cibles = Limites Cibles ~  Limites Cibles = Limites
WBC/GB 10%/uL & 10%/L 370 + 120 765 + 180 21,05 + 3,00
WBC-D/GB-D 10%/uL & 10%/L 360 =+ 1,20 705 + 180 20,30 + 3,00
RBC/GR 10°/uL & 10%/L 229 + 015 473 = 024 572 + 030
Hgb g/dL 59 + 04 136 + 06 178 £ 07
gL 59 + 4 136 = 6 178 = 7
mmol/L 37 = 03 84 + 04 111 = 04
Hct % 176 = 20 40,9 =+ 25 535 + 30
L/L 0,176 * 0,020 0,409 + 0,025 0535 + 0,030
MCV/VGM fL 770 = 50 865 =+ 50 935 =+ 50
MCH/TCMH pg 258 + 25 288 £ 25 311 = 25
fmol 16 =+ 02 18 * 02 19 + 02
MCHC/CCMH g/dL 335 + 30 332 £ 30 333 £+ 30
gL 335 + 30 332 +* 30 333 + 30
mmol/L 210 + 19 205 + 19 208 + 19
RDW/IDR-SD fL 490 + 10,0 46,0 =+ 100 475 = 10,0
RDW/IDR-CV % 180 + 50 150 + 50 150 + 50
PIt 10%/uL & 10%/L 39 = 20 187 = 40 380 + 65
MPV/VPM fL 98 + 30 97 + 30 99 + 30
NEUT# 10°/uL & 10°/L 228 + 044 367 £ 0,76 11,16 + 253
LYMPH# 10°/uL & 10°/L 054 =+ 037 237 £ 0,76 526 + 210
MONO# 10%/uL & 10°/L 0,09 =+ 0,09 023 + 023 053 =+ 053
EO# 10%/uL & 10°/L 061 + 0,26 099 + 0,53 305 + 147
BASO# 10%/uL & 10°/L 019 =+ 019 038 =+ 0,38 1,06 + 1,05
NEUT% % 615 + 120 480 <+ 100 530 + 120
LYMPH% % 145 + 10,0 310 + 10,0 250 + 10,0
MONO% % 25 * 25 30 = 30 25 = 25
EO% % 165 =+ 70 130 = 70 145 + 70
BASO% % 50 *+ 50 50 * 50 50 *+ 50
NRBC# 10%/uL & 10°/L 040 + 19,60 040 + 19,60 040 + 19,60
NRBC% % 20 + 980 20 * 980 20 + 980
RET% % 1,00 * 1,00 1,00 + 1,00 1,00 * 1,00
RET# 10°/uL & 10%/L 0,0229 =+ 0,0229 0,0473 + 0,0473 0,0572 + 0,0572
IRF % 200 + 200 200 =+ 200 200 + 200
RET-He pg 280 + 10,0 30,0 + 10,0 325 + 10,0

The parameters with assay values listed below are provided to allow for quality control testing of your instrument only.

Les paramétres avec valeurs cibles ci-dessous sont fournis pour vous permettre d'effectuer le contréle de qualité de votre appareil uniquement.
These parameters are defined by the FDA as "'For research only. Not for use in diagnostic procedures'.
Ces paramétres sont définis par la FDA "Pour utilisation en recherche seulement. Ne pas utiliser pour des procédés de diagnostic".

PIt-F 10°/uL & 10%/L N/A N/A N/A
PIt-O (1) 10%pL & 10°/L 51 + 38 225 + 65 436 + 85
Pct % 004 =+ 0,03 018 =+ 0,07 039 =+ 011
mL/L 04 + 03 18 = 07 39 = 11
PDW/IDP fL 100 =+ 50 105 + 50 120 + 50
P-LCR/RGC % 235 + 200 230 =+ 200 255 + 200
|PF % 200 *+ 20,0 200 * 200 200 + 200
IG# 10°/uL & 10%/L 057 =+ 030 092 =+ 040 284 = 160
1G% % 155 + 50 120 + 50 135 + 50
RBC/GR-O 10°/uL & 10%/L 228 = 030 461 = 050 559 = 0,60
LFR % 800 + 200 80,0 =+ 200 800 + 200
MRF % 140 =+ 140 140 =+ 140 140 =+ 140
HRF % 60 * 60 60 * 60 60 =+ 60

* CBC-XE must be analyzed in the instrument Quality Control mode.
* Le CBC-XE doit étre analysé en mode Controle de Qualité.

Occasionally leukocyte cell populations are incorrectly identified. If this occurs, rerun the sample.
De temps en temps, les populations de leucocytes peuvent étre incorrectement identifiées. Si cela arrive, analyser de nouveau I'échantillon.

Bio-techne® - 19 Rue Louis Delourmel
35230 - NOYAL CHATILLON / SEICHE - FRANCE [j:ﬂ c € AV0XE00-V32 03/2023

| Ec | REP |
add

R&D Systems, Inc. - 614 Mc Kinley Place N.E. - Minneapolis, MN USA 55413 .




bietechne EurecELL CBC-XE™

nostics

RIDsvystems CONTROL

Télécharger les fichiers via le QR code ou le lien ci-dessous /
Download disk files with QR code or direct link below.
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ASSAY VALUES AND EXPECTED RANGES

23070801/2/3
VALEURS CIBLES ET INTERVALLES DE VARIATIONS
QCP Data Months : July, August g 2023-09-05
Mois de Controle : Juillet, Aolt

Instruments : MINDRAY BC-6800 & BC-6600 "QC MODE" (1)

[ oo ] | oo T7]
Parameter / Parametre LOT 23070801 LoT 23070802 LOT 23070803
Mean N Limit Mean N Limit Mean N Limit
Cibles = Limites Cibles ~  Limites Cibles ~  Limites
WBC/GB 10°/uL & 10°/L 365 = 050 730 £ 1,00 2090 = 2,50
NEUT# 10°/uL & 10°/L 234 + 037 387 £ 058 13,17 = 1,67
LYMPH# 10°/uL & 10°/L 051 =+ 029 186 + 051 470 = 146
MONO# 10°/uL & 10%/L 009 =+ 0,09 033 =+ 033 063 =+ 0,63
EO# 10°/uL & 10°/L 068 =+ 037 113 + 051 188 + 167
BASO# 10°/uL & 10%/L 004 + 0,20 011 =+ 037 052 =+ 104
NEUT% % 640 + 10,0 530 =+ 80 630 =+ 80
LYMPH% % 140 =+ 80 255 = 70 25 = 70
MONO% % 25 * 25 45 = 45 30 = 30
EO% % 185 + 10,0 155 = 70 90 =+ 80
BASO% % 10 * 50 15 * 50 25 = 50
RBC/GR 10°/uL & 10%/L 230 + 018 468 = 024 565 + 030
Hgb g/dL 60 * 04 135 + 06 178 + 08
gL 60 + 4 135 = 6 178 + 8
mmol/L 37 %= 02 84 + 04 111 + 05
Hct % 193 + 20 435 = 25 568 =+ 3,0
L 0,193 * 0,020 0435 + 0,025 0,568 + 0,030
MCV/VGM fL 840 + 50 930 =+ 50 1005 + 50
MCH/TCMH pg 261 * 25 288 + 25 315 + 25
fmol 16 =+ 02 18 + 02 20 = 0.2
MCHC/CCMH g/dL 31,1 + 30 310 = 30 31,3 + 30
gL 311 + 30 310 * 30 313 + 30
mmol/L 192 + 19 193 + 19 195 + 19
RDW/IDR-CV % 185 + 30 155 + 30 155 + 30
RDW/IDR-SD fL 510 * 6,0 50,0 * 6,0 520 + 80
PIt 10%uL & 10°/L 41 = 20 200 + 40 419 + 60
MPV/VPM fL 92 + 30 100 =+ 30 108 + 30
PDW/IDP fL 160 =+ 30 160 =+ 30 165 + 30
PCT/TCT % 0,040 + 0,040 0,200 + 0,100 0,450 + 0,200
IPF % 50 * 50 50 * 50 50 * 50
P-LCR % 235 + 10,0 280 £ 100 320 + 10,0
P-LCC 10%uL & 10°/L 10 + 8 60 + 24 145 + 50
PIt-O * 10%uL & 10°/L 37 £ 20 165 + 40 325 + 60
IMG# (2) 10%uL & 10°/L 0,18 =+ 0,18 037 £ 037 1,05 + 1,05
IMG% (2) % 50 =+ 50 50 + 50 50 * 50
RET# (2) 10%uL & 10%/L 0,0115 + 0,0115 0,0281 + 0,0281 0,0339 + 0,0339
RET% (2) % 050 + 0,50 060 =+ 0,60 060 + 0,60
IRF (2) % 100 * 100 80 + 80 70 % 70
LFR (2) % 900 + 10,0 920 £ 80 930 + 70
MFR (2) % 80 + 80 60 * 60 50 + 50
HFR (2) % 20 + 20 20 + 20 20 = 20
RHE/EHR (2) pg 270 + 10,0 295 £ 100 325 + 10,0
MRV/VRM (2) fL 915 + 300 1015 + 30,0 10655 + 30,0
RBC/GR-O (2) 10%uL & 10%/L 230 + 030 465 + 0,50 559 + 0,60

* For research Use Only. Pour utilisation en recherche seulement.

(1) Assay values provided by Bio-techne®, France. Valeurs fournies par Bio-techne®, France.
(2) Those parameters values should be entered manually

(2) Ces valeurs doivent étre rentrées manuellement.
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Télécharger les fichiers via le QR code ou le lien ci-dessous /
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LOT | 23070801/2/3
ASSAY VALUES AND EXPECTED RANGES

VALEURS CIBLES ET INTERVALLES DE VARIATIONS

QCP Data Months : July, August g 2023-09-05
Mois de Controle : Juillet, Aolt
Instrument : SYSMEX XN-L Series (1) - "QXN MODE"
I CONTROL I L I I CONTROL I N I I CONTROL I H I
Parameter / Parametre 23070801 LOT 23070802 LoT 23070803
Mean N Limit Mean . Limit Mean N Limit
Cibles = Limites Cibles =  Limites Cibles = Limites
WBC-C/GB-C 10%/uL & 10°/L 375 = 120 760 + 2,00 2150 + 3,20
WBC-D/GB-D 10%/uL & 10%/L 330 + 1,20 6,70 * 2,00 19,70 * 3,20
RBC/GR 10°/uL & 10%/L 230 * 015 472 = 024 578 + 030
Hgb oL 59 + 04 135 + 06 180 + 07
gL 59 + 4 135 = 6 180 + 7
mmol/L 37 + 03 84 + 04 112 + 04
Hct % 181 * 20 411 = 25 543 + 30
L/L 0,181 * 0,020 0411 * 0,025 0543 + 0,030
MCV/VGM fL 785 =+ 50 870 =+ 50 940 =+ 50
MCH/TCMH pg 257 £ 25 286 £ 25 311 £ 25
fmol 16 =+ 02 18 * 02 19 * 02
MCHC/CCMH g/dL 327 £ 30 329 £ 30 331 £+ 30
gL 327 = 30 329 +* 30 331 + 30
mmol/L 204 + 19 204 + 19 206 =+ 19
RDW/IDR-SD fL 510 + 10,0 465 =+ 100 490 =+ 10,0
RDW/IDR-CV % 180 + 50 150 + 50 140 * 50
PIt 10%uL & 10°/L 45 = 20 193 = 40 390 * 65
MPV/VPM fL 100 =+ 30 101+ 30 104 * 30
NEUT# 10%/uL & 10°/L 186 + 0,33 295 + 0,67 995 + 197
LYMPH# 10°/uL & 10°/L 056 =+ 0,33 228 + 0,67 512 + 197
MONO# 10%/uL & 10°/L 0,08 =+ 0,08 017 =+ 017 049 + 049
EO# 10%/uL & 10°/L 051 + 0,30 0,84 + 0,60 266 + 138
BASO# 10%uL & 10°/L 028 + 0,28 047 + 047 148 + 148
NEUT% % 565 + 10,0 440 <+ 100 505 + 10,0
LYMPH% % 170 =+ 100 340 =+ 10,0 260 + 10,0
MONO% % 25 * 25 25 * 25 25 = 25
EO% % 155 + 90 125 £ 90 135 + 70
BASO% % 85 * 85 70 * 70 75 * 75
RET% % 1,00 * 1,00 1,00 + 1,00 1,00 * 1,00
RET# 10°/uL & 10%/L 0,0230 =+ 0,0230 0,0472 + 10,0472 0,0578 + 0,0578
IRF % 200 =+ 200 200 =+ 200 200 + 200
RET-He pg 260 + 10,0 265 + 10,0 295 + 10,0
The parameters with assay values listed below are provided to allow for quality control testing of your instrument only.
Les paramétres avec valeurs cibles ci-dessous sont fournis pour vous permettre d'effectuer le contrdle de qualité de votre appareil uniquement.
These parameters are defined by the FDA as "'For research only. Not for use in diagnostic procedures'.
Ces paramétres sont définis par la FDA "Pour utilisation en recherche seulement. Ne pas utiliser pour des procédés de diagnostic".
PIt-O 10%/uL & 10%/L 49 + 38 215 + 65 400 * 85
Pct % 004 + 0,03 019 =+ 0,07 045 + 011
mL/L 04 * 03 19 = 07 45 = 11
PDW/IDP fL 110 + 50 115 + 50 130 + 50
P-LCR/RGC % 230 *+ 200 245 + 200 265 + 200
IG# 10°/uL & 10%/L 050 =+ 0,30 074 + 040 256 = 160
1G% % 150 =+ 50 110 =+ 50 130 + 50
RBC-O 10°/uL & 10%/L 223 + 030 455 + 050 559 + 0,60
LFR % 80,0 =+ 200 800 =+ 200 80,0 =+ 200
MRF % 140 =+ 140 140 =+ 140 140 + 140
HRF % 60 * 60 60 * 60 60 * 60

Occasionally leukocyte cell populations are incorrectly identified. If this occurs, rerun the sample.
De temps en temps, les populations de leucocytes peuvent étre incorrectement identifiées. Si cela arrive, analyser de nouveau I'échantillon.
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