History
Senvice
Cal. Operator engineer ~ ~
: ! Cal Method  Calbrato
Whole Bloog- ) fater
Cal Mode Facton Cal Date 20210508
Description - PLUSO421(Lot No) 2021/05/08 (Exp Date)
2021/0510
Detals
Para WBC RBC HGB MCV  PLT MPV >
Target 913 4 47 137 896 254
1 914 449 137 919 247 )
2 907 4.45 135 918 258 X
3 Q39 446 137 919 256
s BRE 448 136 919 256
S 94 451 137 915 261
B 943 455 136 918 266 :
- 7 906 453 136 92 1 244
8 92 452 137 917 239
g 949 45 136 914 2398 .
.t 928 45 138 917 24
11 : 913 451 13.7 916 242 :
12 9.28 442 137 918 249
New CBC+ DIFF Cal 98 81 99 38 100 15 97 69 104 83
Coefficient (%) IR L ,
Original CBC+DIFF © 106.45 97.75 102 86 1023 100 08 100 00
Cal Coefficient (%) . , A
New Transfer 1.0021 10017 10036 0.9991 09417
_Coefficient — . : ‘
Orginal Transfer 1.0195 10143 1.0086 09977 0 9450 10000
] Coefﬁcuen} - e




SMP NO
T-1
T-2
T-3
T-4
T-5
T-6
T-7
T-8

T-9
T-10
Mean

SD
CV%

Acceptable
CV%

Result

PRECISION HISTORY

WBC
59
5.89
5 88
59
58
585
5.95

59
5.95
5.98

59
0.05
0.88

Within
3.5%
PASS

RBC
4 51
452
451
4.49
44
449
4.45
4.46
0.43
45
4.48
0.04
0.88

Within

L 2.0%

HGB
12.2
123
12.2
122
12.2
12.3
12.2
12.3
12.2
12.3
12.24
0.05
0.42
Within
1.5%

PASS f PASS

|

MCV
84
84.1
84.2
84.1
84.1
84.1
83.7
83.9
84.3
83.8
'84.03
0.18
0.22

Within
2.0%
PASS




TRAC EABILITY
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§ TO0E
values Of the product hsted belo 00 Broo b

W0 a re ereby cetifies the Iraceahility of the assignad

ference material

Assignment of Reference Values to Fresh Whole Blood
C

Hematology Calibrator valyes are tr

aceable to standard reference methods.

Hematelogy analyzers in tt AT Ay o
o values ebtaine; using ‘th‘e fQIUd“Q Assurance Laboratory of the Supplier are whoie blood calibrated
sarmat, healthy donc;r::. @ following standard reference methods. Whole blood samples drawn from
WEEIar, jitse ‘ DAre ™ ~ d -~ .
) S are collected in EDTA anticoagulant and analyzed within six hours of collection.

The White B -
o t I‘m‘)d Cell (WBC) and Red Blood Cell (RBC) are analyzed on a Coulter Counter Z series
nstrument. All counts are corrected for coincidence.

Hemoglpbm IS measured using the Clinical Laboratory Standards Institute (CLSI) recommended
reagent for the hemoglobincyanide (cyanmethemoglobin) metho ! Readings are made at 540 nm in
2 coonmeterspectrophotometer calibrated according to CLSHH15-A3 and ICSH recommendations .

¢ hematocrit {(packed cell volume) is measured using plain glass microhematocrit tubes (not coated
«i1h antcoagulant) centnfuged for 5 minutes in a microhematocrit centrifuge according to the CLSI H7-

1ikst

A3 cocument < No correction is made for trapped plasma.

Platelets are assayed using a hemocylometer and phase contrast optics.

Determination of uncertainty

Uncertainty is an estimate of the range in which the true value of a reported result may occur.
H i

ated with the calibration of the H360, H560 and ELite 580 analyzer using the

c t soci :
The uncertainty assoc adding the following sources of uncertainty.

ELite H CAL calibrator has been estimated by

' - 2 oY clerence Ve |Ueb‘ f|€lbk ‘)”]L'l[»\}l S‘ngle BPEHLH&

. inty nt used to determine the reference va N

:;'jf?;ee(rit:r;’c‘:g ?otjhncfe?q;l\:‘sgce RBC). Hemocytometer by phase-contrast (PLT). spectrophotometer
{ L s Iz

(HGB): and ruler (HCT)

~ Uncertainty of the hematology analyzer when calibrating with the ELite H CAL.
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