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Open-vial stability 30 days?

Instrument * | coNTROLS |L | | [ cONTROLS [N | | [ CONTROLS |H | Instrument 3 | coNTROLS |L | | [ CONTROLS [N | | | CONTROLS |H |
:4?:"1253'1%: 83020422 83020423 83020424 m’;ﬁt CELLOWN 83020422 83020423 83020424
Parameter b +- b +- X +/- Parameter X +/- X +- X +/-
WBC 10%/L 24 04 94 10 236 25 WBC 109/L 19 04 75 10 184 25
LYM 109/L 13 06 2.7 12 3.3 2.0 LYM 109/L 10 06 2.2 12 2.7 20
LYM % 53.0 10.0 282 9.0 13.8 6.0 LYM % 54.2 10.0 29.1 9.0 145 6.0
MID 109/L 0.2 0.2 08 0.3 16 1.2 MID 109/L 0.2 02 08 0.3 16 12
MID % 6.2 45 8.7 5.0 6.9 50 MID % 8.0 6.0 104 50 8.7 50
GRAN 109/L 10 0.8 59 20 18.7 35 GRAN 109/L 08 08 45 20 141 815
GRAN % 40.7 10.0 63.2 9.0 794 8.0 GRAN % 37.9 10.0 60.5 9.0 76.9 8.0
RBC 10'2/L 2.38 0.20 438 0.25 548 0.30 RBC 102/L 2.36 0.20 424 0.25 5.23 0.30
HGB g/dL 6.0 05 1.9 0.7 16.2 1.0 HGB g/dL 58 05 1.6 07 16.2 1.0
[HGB] g/L 60 5 19 7 162 10 [HGB] g/L 58 5 116 7 162 10
HCT % 18.8 20 36.8 45 48.8 45 HCT % 194 20 36.9 45 481 45
[HCT] L/L 0.188 0.020 0.368 0.045 0488 0.045 [HCT] L/L 0.194 0.020 0.369 0.045 0.481 0.045
MCV fL 79 6 84 7 89 7 MCV fL 82 6 87 7 92 7
MCH pg 252 25 271.2 25 29.6 25 MCH pg 246 25 274 25 31.0 25
MCHC g/dL 319 BI5) 323 35 332 35 MCHC g/dL 29.9 35 314 3B 337 3B
[MCHC] g/L 319 35 323 35 332 35 [MCHC] g/L 299 35 314 35 337 35
RDW % 20.7 50 19.6 5.0 194 5.0 RDW % 20.0 50 19.0 50 182 50
PLT 109/L 66 25 247 35 631 85 PLT 109/L 64 25 222 35 571 85
MPV fL NA NA 8.7 15 8.6 15 MPV fL NA NA 94 15 94 15
Instrument ["conTroLs L | | [ conTrROL® [N | | [ cONTROLS [H | Instrument 3 | _CoNTROLS |L | | [ cONTROLS [N | | | CONTROLS |H |
Beckman Coulter® Mindray BC-3200
:z::;;:fzigs/ AceTdiff"/ 83020422 83020423 83020424 83020422 83020423 83020424
Parameter * X +/- X +/- X +- Parameter * b +/- e +/- x +/-
WBC 109/L 22 04 85 1.0 224 25 WBC 105/L 20 04 80 1.0 206 25
LYM 10%/L 12 06 23 12 30 20 LYM 109/L 10 06 20 12 25 20
LYM % 526 10.0 2713 9.0 135 6.0 LYM % 48.1 10.0 249 90 12.3 6.0
MID 10%/L 0.2 02 1.0 0.3 2.1 12 MID 109/L 0.2 0.2 09 0.3 17 12
MID % 76 6.0 12.3 50 95 5.0 MID % 9.7 6.0 11.3 50 84 5.0
GRAN 109/L 09 0.8 5.1 20 17.2 35 GRAN 109/L 09 08 5.1 20 16.3 35
GRAN % 399 10.0 604 9.0 770 8.0 GRAN % 422 10.0 63.8 9.0 79.3 8.0
RBC 10%2/L 226 0.20 422 0.25 541 0.30 RBC 10%/L 2.32 0.20 4.25 040 542 040
HGB g/dL 56 05 114 0.7 15.9 1.0 HGB g/dL 58 05 11.6 1.0 16.1 1.2
[HGB] g/L 56 5 114 7 159 10 [HGB] g/L 58 5 116 10 161 12
HCT % 179 20 354 45 478 45 HCT % 19.2 25 374 45 50.1 45
[HCT] L/L 0.179 0.020 0.354 0.045 0478 0.045 [HCT] L/L 0.192 0.025 0.374 0.045 0.501 0.045
MCV fL 790 6.0 83.9 70 88.3 7.0 MCV fL 82.7 6.0 88.0 70 24 7.0
MCH Py 248 25 27.0 25 294 25 MCH pg 250 25 273 25 297 25
MCHC g/dL 31.3 815 322 35 333 35 MCHC g/dL 30.2 Bl 31.0 815 321 35
[MCHC] g/L 313 35 322 35 333 35 [MCHC] g/L 302 85 310 35 321 35
RDW % 18.8 50 17.6 50 17.0 5.0 RDW % 15.7 50 15.1 50 14.6 50
PLT 10°%/L 61 25 211 35 529 85 PLT 10°/L 69 25 208 35 501 85
MPV fL 9.1 15 94 15 95 15 MPV fL 8.7 15 8.5 15 8.3 15
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Instrument 3 [ coNTROLS [L | | | CONTROL® [N | | | CONTROL® [H | Instrument * | conTROL® | L | | [CONTROLS [N ] | [ CONTROLS [H |
Mindray BC-3600 ERMA PCE-210
83020422 83020423 83020424 83020422 83020423 83020424
Parameter * X +/- X +/- X +/-
Parameter ¢ b4 +/- X +/- X +/- WBC 10%/L 19 04 79 07 204 25
WBC 109/L 18 04 6.8 1.0 16.7 25 LYM 109/L 09 05 20 05 24 15
LYM 109/L 1.0 06 1.9 1.2 24 20 LYM % 480 8.0 259 6.0 16 6.0
LYM % 53.6 100 284 9.0 144 6.0 MID 10%/L 02 02 04 03 1.0 1.0
MID 109/L 02 02 08 03 16 1.2 MID % 6.0 6.0 54 50 50 5.0
MID % 8.6 6.0 11.6 50 9.5 50 GRAN 109/L 0.9 0.8 54 1.0 17.2 3.0
GRAN 109/L 0.9 08 4.1 20 12.7 815 GRAN % 46.9 8.0 68.7 70 84.5 8.0
GRAN % 378 10.0 601 90 76.2 80 RBC 107/L 245 0.20 4.50 0.25 554 035
RBC 10%2/L 232 0.20 4.36 0.40 549 0.40 HGB g/dL 55 0.8 15 09 16.0 1.0
HGB g/dL 54 05 1.1 1.0 155 12 [HGB] g/L 55 8 115 9 160 10
[HGB] g/L 54 5 111 10 155 12 HCT % 19.6 20 38.7 45 499 45
HCT % 175 25 345 45 455 45 [HCT] L/L 0.196 0.020 0.387 0.045 0499 0.045
[HCT] L/L 0175 0.025 0.345 0.045 0.455 0.045 MCV fL 80.2 6.0 85.9 7.0 90.0 7.0
MCV fL 754 6.0 79.1 7.0 829 7.0 MCH pg 224 23 256 30 289 30
MCH pg 233 25 255 25 28.2 25 MCHC g/dL 28.0 815 29.8 35 321 35
MCHC g/dL 309 35 322 3.5 341 35 [MCHC] g/L 280 35 298 35 321 35
[MCHC] g/L 309 35 322 & k7| 35 RDW % 215 50 20.5 50 20.1 5.0
RDW % 16.1 5.0 156 5.0 15.3 50 PLT 10°/L 64 25 207 45 535 85
PLT 109/L 67 25 227 35 556 85 MPV fL 109 15 10.0 15 96 15
MPV fL 8.2 15 8.1 15 8.1 1.5 PDW % 12.6 30 122 1.7 11.8 17
Instrument * | cONTROLS | L | | [CONTROLS [N | | [CONTROLS | H Instrument * | CONTROLS [ L | | [CONTROLS [N| | | CONTROLS | H |
ABX Micros 60 / Diatron” Abacus,
Siemens Advia 60 83020422 83020423 83020424 Abacus Jr. 83020422 83020423 83020424
Parameter * X +/- X +/- e +- Parameter * e +/- X +/- X +/-
WBC 109/L 2.1 04 84 06 215 25 WBC 109/L 22 04 83 06 200 25
LYM 10°/L 13 0.5 28 0.5 40 15 LYM 10%/L 12 0.5 24 05 30 15
LYM % 60.2 8.0 339 6.0 186 6.0 LYM % 55.7 80 289 6.0 14.8 6.0
MID 10%/L 0.2 02 09 03 18 1.0 MID 105/L 02 0.2 1.2 03 23 1.0
MID % 64 4.5 10.2 5.0 83 50 MID % 85 6.0 146 50 14 50
GRAN 109/L 08 08 47 1.0 15.7 30 GRAN 109/L 08 08 47 1.0 148 30
GRAN % 334 8.0 55.9 7.0 731 8.0 GRAN % 358 8.0 56.5 70 739 8.0
RBC 102/L 223 0.15 4.1 0.20 534 025 RBC 10%/L 232 015 419 020 515 025
HGB g/dL 5.7 05 1.5 06 15.7 07 HGB g/dL 58 05 15 06 159 07
[HGB] g/L 57 5 115 6 157 7 [HGB] g/L 58 5 115 6 159 7
HCT % 17.2 20 345 30 465 40 HCT % 184 2.0 352 30 456 40
[HCT] L/L 0172 0.020 0.345 0.030 0.465 0.040 [HCT] L/L 0.184 0.020 0.352 0.030 0.456 0.040
MCV fL 7 6 82 6 87 6 MCV fL 794 6.0 84.0 6.0 88.6 6.0
MCH pg 256 20 27.3 20 294 20 MCH pg 25.0 20 274 20 309 20
MCHC g/dL 33.1 30 333 30 338 30 MCHC g/dL 315 30 327 30 349 30
[MCHC] g/L 331 30 333 30 338 30 [MCHC] g/L 315 30 327 30 349 30
RDW % 16.1 50 154 5.0 149 50 RDW % 189 50 18.0 50 175 50
PLT 109/L 69 15 228 30 543 60 PLT 109/L 60 15 227 30 584 60
MPV fL 96 15 9.2 15 9.1 15 PCT % 0.06 0.03 0.22 0.06 0.57 0.20
MPV L 98 15 98 15 9.7 15
PDW % 326 615 332 37 339 2.7




Instrument * | coNTROLS | L | | [cONTROLS [N ]| | | cONTROLS | H | Instrument 3 | coNTROLS | L | | [cONTROLS [N | | [ CONTROLS |H |
Nihon Kohden Celltac HTI MicroCC-20 Plus
o MEK-6400 Series / 83020422 83020423 83020424 83020422 LOT| 83020423 |[[LOT 83020424
MEK-6500 Parameter * X +- X A= X +/-
Parameter ¢ X +/- X +/- X +/- WBC 109/L 2.1 04 76 06 180 25
WBC 10%/L 22 04 8.2 06 20.9 25 LYM 109/L 12 05 23 05 2.8 15
LYM 109/L 14 05 26 05 44 15 LYM % 55.8 8.0 29.9 6.0 15.8 6.0
LYM % 624 11.0 321 6.0 212 6.0 MID 109/L 02 0.2 1.1 0.3 2.3 1.0
MID 109/L 0.2 0.2 0.7 0.3 1.7 1.0 MID % 96 45 146 50 125 50
MID % 6.0 6.0 8.8 50 79 5.0 GRAN 109/L 08 0.8 42 1.0 129 30
GRAN 109/L 08 0.8 48 1.0 14.9 30 GRAN % 346 8.0 554 70 7 8.0
GRAN % 322 11.0 59.1 7.0 715 8.0 RBC 102/L 220 0.15 420 0.20 520 0.25
RBC 10%/L 2.29 0.15 427 0.20 5.37 0.25 HGB g/dL 58 05 1.7 0.6 15.6 0.7
HGB g/dL 57 05 1.5 06 15.8 0.7 [HGB] g/L 58 5 17 6 156 7
[HGB] g/L 57 5 15 6 158 7 HCT % 18.1 20 35.7 30 46.6 40
HCT % 17.6 2.0 35.0 3.0 46.2 40 [HCT] L/L 0.181 0.020 0.357 0.030 0.466 0.040
[HCT] L/L 0.176 0.020 0.350 0.030 0.462 0.040 MCV fL 82.1 6.0 85.0 6.0 89.7 6.0
MCV fl 77 6 82 6 86 6 MCH pg 264 20 279 20 30.0 20
MCH pg 249 20 26.9 20 294 20 MCHC g/dL 320 30 328 30 335 30
MCHC g/dL 324 3.0 329 30 342 3.0 [MCHC] g/L 320 30 328 30 335 30
[MCHC] g/L 324 30 329 30 342 30 RDW % 134 50 130 50 131 50
RDW % 19.0 50 18.1 5.0 17.6 5.0 PLT 109/L 73 25 218 30 499 60
PLT 109/L 80 15 261 30 632 60 MPV fL 8.0 15 8.0 15 78 15
PCT % 0.06 0.03 0.18 0.06 044 0.20
MPV fL 71 15 70 15 6.9 15
PDW % 144 55 12.5 3.7 121 2.7

1 Multi-Parameter Assayed Hematology Control
Kontrolni hematologické latky pro multiparametrickou analyzu / Contrdle dosé d’hématologie
a paramétres multiples / Hamatologie-Kontrolle mit Sollwertzuweisung fir mehrere Parameter
/ Controllo di analisi ematologica multi-parametro / Analysert hematologikontroll for flere
parametrer / Wielo-parametrowa oznaczona kontrola hematologiczna. / Control hematoldgico
ensayado de multiples pardmetros / Multiparameterkontroll fér analyserad hematologi

2 Open-vial stability 30 days
Stabilita otevfené Iékovky 30 dni / Stabilité en flacon ouvert 30 jours / Stabilitat gedffneter
Flaschen 30 tage / Stabiliteten til dpnet ampulle 30 dager / Stabilita della fiala aperta 30 giorni
/ Trwatos¢ otwartego opakowania 30 liczba dni / Estabilidad de la cépsula abierta 30 dias /
Hallbarhet fér dppen flaska 30 dagar

3 Instrument
Nastroj / Instrument / Gerat / Strumento / Instrument / Aparat / Instrumento / Instrument

4 Parameter
Parametr / Paramétre / Parameter / Parametro / Parameter / Parametr / Pardmetro / Parameter

5 Control
Kontrola / Contréle / Kontrolle / Controllo / Kontroll / Kontrola / Control / Kontroll

=

Mean
Stfedni hodnota / Moyenne / Mittelwert / Media / Gjennomsnitt / Warto$¢ $rednia / Media /
Medelvérde

+/- Expected Range
+ ocekavany rozsah / £ Intervalle escompté / + Erwartungsbereich / + Range previsto / + Forventet
omrade / + Zakres wartosci oczekiwanych / * Interval previsto / + Férvéntat intervall

[ 1sI units
Mezinarodni soustava jednotek Sl / Unités Sl / SI- Einheiten / Unita SI / SI-maleenheter / Jednostki
Sl / Unidades Sl / Sl-enheter

*
H

* CELL-DYN 1400 instruments disregard MID values.

Pfistroje CELL-DYN ignoruji hodnoty MID. / Les instruments CELL-DYN 1400 ignorent les valeurs
MID. / CELL-DYN 1400 Geréte ignorieren MID-Werte. / Gli strumenti CELL-DYN 1400 ignorano
i valori INTERMEDI. / CELL-DYN 1400-instrumenter ignorerer MID-verdier. / Analizatory CELL-
DYN 1400 nie licza leukocytéw MID (o objetosci pomiedzy neutrofilami a limfocytami). / Los
instrumentos CELL-DYN 1400 no toman en cuenta los valores de la poblacion de células de
tamafio mediano. / CELL-DYN 1400-instrument bortser fran MID-vérden.

CD-1800 MPV values may report intermittently with Para 12 Extend.

Hodnoty CD-1800 MPV se pfi pouziti Para 12 Extend mohou hlasit pferusované. / Lorsque le Para
12 Extend est utilisé sur le CD-1800, il se peut que les valeurs du volume plaquettaire moyen (VPM)
soient rapportées d’une facon sporadique. / Bei Verwendung von Para 12 Extend werden die
durchschnittlichen Thrombozytenwerte von CD-1800 unter Umstanden unregelmaBig angegeben.
/ I valori del volume piastrinico medio possono essere refertati dal CD-1800 in modo intermittente
quando si utilizza Para 12 Extend. / Bruk av Para 12 Extend kan medfere intermitterende CD-
1800-rapportering av gjennomsnittlige blodplateverdier. / Para 12 Extend umozliwia okresowe
podawanie wartosci przez CELL-DYN 1800. / Con Para 12 Extend, la notificacién de los volimenes
plagquetarios medios por parte del CD-1800 podria ser intermitente. / N&r Para 12 Extend anvands
kan genomsnittliga trombocytvolymer som rapporteras av CELL-DYN 1800 rapporteras emellanat.

Alarms or flags may be seen with Para 12 Extend. These alarms and flags may be disregarded if
the control is performing within the assay ranges.

Alarmy nebo praporky upozornéni Ize vidét u Para 12 Extend. Tyto alarmy a praporky se mohou
ignorovat, pokud je kontrola v rozmezich analyzy.

Des alarmes ou indicateurs peuvent étre observés avec Para 12 Extend. Ces alarmes et indicateurs
peuvent étre ignorés si le contrdle se situe dans les intervalles d'essai.

Es ist moglich, dass mit dem Para 12 Extend Alarm- oder Warnmeldungen (Flags) erscheinen.
Derartige Alarm- und Warnmeldungen kénnen ignoriert werden, wenn die Kontrollwerte innerhalb
der Assaybereiche liegen.

Allarmi e flag possono essere osservati con Para 12 Extend. Questi allarmi e queste flag possono
essere ignorati se i valori del controllo si trovano all'interno dei range di analisi.

Alarmer eller flagg kan sees med Para 12 Extend. Disse alarmene og flaggene kan ignoreres hvis
kontrollen utfgres innenfor analyseomradene.

Przy uzyciu Para 12 Extend moga pojawi¢ sie alarmy lub sygnal/y ostrzegawcze. Jesli wyniki
badania kontroli mieszcza sie w zakresie oznaczen, ostrzezenia te mozna zignorowac.

Pueden verse alarmas o indicadores con Para 12 Extend. Pueden pasarse por alto estas alarmas e
indicadores si el control esta funcionando dentro de las gamas de andlisis.

Larm eller flaggor kan ses med Para 12 Extend. Man kan ignorera dessa larm och flaggor om
kontrollens prestanda ligger inom faststallda omraden fér analysen.

The brand and product names of the instruments are trademarks of their respective holders.

Nazvy obchodnich znadek a vyrobki pfistrojl jsou ochrannymi znamkami jejich pfislu$nych
drziteld. / Les noms de marques et de produits des instruments appartiennent & leurs détenteurs
respectifs. / Die Marken- und Produktnamen der Geréate sind Warenzeichen der jeweiligen Inhaber.
/ Le marche e i nomi degli strumenti sono marchi registrati dei rispettivi titolari. / Merke- og
produktnavnene til instrumentene er varemerker tilharende de respektive eierne. / Nazwyrynkowe
i nazwy produktu posacaegoélnych przyrzaddw sa chronionymi znakami towarowymi i stanowig
wlasno$¢ ich posiadaczy. / Los nombres de marcas y productos de los instrumentos son marcas
comerciales de sus titulares respectivos. / Instrumentméarken och produktnamn &r varumérkta av
respektive innehavare.



