) : No. 0
Y ' Date 04-07,22 17:1¢
’ Mode We

WBC 0.0x108 /|
RBE = ' 0.01xip5 /.
HEB 0.08/dL -
BET i 0. 1%

MEY = FL
MCH o
MEHC —meemg /L

PLT 1 %103/

0l

WBt

|
|
|
|

! ‘ LB

el iy
NEUTZ ;m;..*,g -

L4 =iy i 51"3(@"5/,&!

« MXD# —— = X108/

' NEUT# VR R R e 3‘:@3/’)&5

. ~fL
~F
.
4

o



No.
Date
Mode

Wwsec
RBC
HGEB
HCT
MCV
MCH
MCHC
F;\ L‘ i

LY¥YMZ
MRD%
NEUTX
LY M#
MRD#
NELUT#
RDW
B
MPU
P=LER

LM
MKDZ
NEUTX
LY M
MXD#

NELT#

RDUL
PDW
MPV
P-LCR

21 ~ No. 2-2
04,07,22 18:37  Date 04,077,222 18:39
WB Mode WB

8.8xW08/4L . ygC 8.8xii8/ 1],
4. 48Xm5/3L =T 4, 47 =08
13.4gdl 13. 4asdl.
E7.0% 36.6%

- BZ.6&6FL 81.9fL
29.9reg I MCH 20, Opg
36.28/dlL | MCHC : 36.6a/dL

284x0WB /8L pPLT Z249x108 L

= Z2.2% LYMZ 1.74

1.9% | MXD2 1.5%

+ 95,34 NEUTX Se. 8%

Q4 2xB2 8L | wM# O.1x108/ 4

O0.2xWS/ 2L, MXD# O.1xwe@/ L

8.4xW0B/4L NEUTH# 8. 6x108/ 1L

o B.5% . RDUW 8.9%

15, 7FL. FDW 13.8FL
10. 3L MPY "10.3fL
28. 1%« P-LCR 27.4%

2-4 No. 2=5
04/0?/22 iB:4a Date Q407,22 lgias
=] Mode Wwe

8.9x0s, u WBC 8. 9x1WB/ uL

) 4., 44x106 /] RBC 4. 45x08  pl_

1%3.4a/ /40 HGB 13. 4/ dl
36 = HCT 36.6%

- B2 2EL MCU ~ 82.1fL
20. 2p g ~ MCH 30.0my
36, Tasdl MCHC 36.69/d0L
ESGXmEEFL PLT 263 xP311L

& s

- 1.7% LYM% ~ . OE
2. 4y MXD% 1 TH

+ 95. 99 NEUTZ  + 96.3%
0.2x108 /4l LY M# O.2x108 /00,

O, 2xipe s MRD# O.2xW03 /1l

8,5X“3/§L'NEUT# 8.5xP3
- 3.2y RDW ~  9.0%

13, 4L PDW 13. 7L

10, 1L MPU 10.3FL
© 26 B P-LCR 2F. 2%

Ne
Dz
Mc

u{‘JC

o o

t
de

- WBC

RBC
HEB
HCT
MCV
MCH

MCHC |

PLT

LYMx
MXD¥%
NEUTY%
LYM#
MK D%
NEYT#
RDW

PDU

MPU

P-LCR

‘No.

Date
Mode

WBC
RBC
HGB
HOT

L¥YMZ
MxDZ
NEUTZ
LY M#&

b
2-3
C4r 07,22 18:42
We
8 PxEE i
4., )x:}b*/;&
iﬁ;ﬂai@L
3€6.9%
- 82.0FfL
hxsgpﬁ
3€6. Ears L
245x0B 1l
1.68%
1.8%
+ 96.6%
O, ixip&8 0
0.2x !
EH@x
8%
13aMfL
10. 1FL
27 2%
&
25
Q4,077,722 i18:46
=] #

B, 9xp®uy
4. 47xNS 1l
EB.4e/d
36.7%
82.1fL
30.0pg
36, SardL

249%103 /4|

- i.4%
1.7%
96.9%
0. 1x]
Q.2x
2., axip:

- B.8X &
13.6FL
10.3TL
Z8.4%
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NEK-CAL

HEMATOLOGY CALIBRATOR

[CALIBRATOR]
¢ LOT NK0722
23 2022.08-05
Calibraﬁon Values for Manual Mode
;
- i;yéi?;%)g‘: Ac;zg’;gaebie Xi%;ﬁgiﬁ ‘ Aa;zz’%gajse 3;;2‘?& Azézziafg% 5
. XE-2400D _ KX-21N
WBC 10%uL 9.1 +0.2 9.3 +0.2 8.9 +0.2
RBC 10%/uL 4.50 +0.10 452 <~ | . +0.10 4.47 +0.10
HGB g/dL 13.4 +0.2 13.5 +0.2 13.5 +0.2
HCT % 387 +1.0 38.9 +1.0 6.7 "+ 1.0
MCV fL 86.0 £20 86.0 £2.0 82.0 £20 |
PLT 10%/uL 245 +12 233 12 257 +12 ’
Note: The insirument manufacturer states that a Sysmex Field Service Representati ve is solely responsible for calibration of WBC, RBC, and PLT

The operator is responsible for calibration of HGB and HCT.

-

INTENDED USE

MEK-CAL is designé’d for use in the calibratiun of Sysmex
hematology analyzers. Please refer to the assay table for
specific instrument models.

SUMMARY AND PRINCIPLE

Hematology analyzers reguire periodic calibration in order o

generate accurate patient results. This calibrator is a stable,

whole blood preparation that can be used to verify and adjust
calibration of select hematology instruments.

Calibrator values for NEK-CAL are derived from replicate testing
on instruments operated and maintained according to the
manufacturer's instructions. Instruments are calibrated with
whole biood using values determined by reference methods.

REAGENTS

NEK-CAL is an in vifro diagnostic reagent composed of human
erythrocytes, mammatian leukocytes and mammalian platelets
suspended ih a plasma-like fluid with preservatives.

PRECAUTION

NEK-CAL is intended for in vitro diagnostic use only by trained
personnel.

-

fﬁ\ WARNING:

POTENTIAL BIOHAZARDOUS MATERIAL. For i
diagnostic use. Each human doner/unit used ir
of this ;romu: has been tested by a FDA licen
and found to be negative or non-reactive for the presf nce of

H%SAQ, Amt!-ﬁ(‘\!, NAT tcstmy for Lﬂ\h ; L\_ {RNA} nd HIV~

(RPR or S S Because no 1ea,t method can G' er compl
assurance that infectious agents are absent, 1
be handled as potentially infectious. When handtin
of vials follow precautions for patient specimens
2SHA Bloodborne Pathogen Rule (28 CFR D“ rt
or other equivalent biosafety procedures

should
”?SDOSI ng

ihe

£ esoC

270 G

STABILITY AND STORAGE
Store NEK-CAL upright at 2 - 8° C (35-48° F) wi
Protect fubes from ovw%* iing and freezi
tubes are stable through the expiration dai
stable for 5 days, provided t |

NDICATIONS OF DETERIORATION

1g, product shouid be similar in appearance {c
iood. In ur mhed tubes, the supernatant may
y &nu recsdm 5 nvrma! an c‘ doe» not indic

{ able %"@SUV{S ﬂdma;e uefenu

may |
product if detericration is suspected.
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. _ ,
ASSAY VALUES AND EXPECTED RANGES LLOT | ST0622

&g 2022-09-05
QCP DATA MONTHS: JUNE, JULY, AUGUST

instrument | Parameter Low Normal High
LOT srosazL LOT srosazn EOT stoszan

SYSMEX™ KX-21/KX-21N WEC x 103/;,1L 28+04 8.0+08 201 +24

RBC x 106/;JL : 245 +0.18 4101022 ¥

. HGB grdl 121105
’ HGB gL 12115

HGB mmol/L. 75+03 1141205 '

HCT % 332424 51.2+30

HCT L 0.332 £ 0.024 0.512 £0.030

MCV fL 5

MCH pg

MCH fmol

MCHC grdL

MCHC g/L

MCHC mmoi/L

RDW-SD fL

RDW-C* %
PLT x 10%uL.
M;_¥
W-SCR (LYMPH) %
W-MCR (MXD) %

W-LCR (NEUT) %

W-SCC (LYMPH) x 16%uL
W-MCC (MXD) x 101
W-LCC (NEUT) x 103/_;1L 19105
Betore using, refer to the instruction sheet for mixing directions. )

For technical assistance in the USA and Canada call Technical Service at (800) 523-3

o All brands and products are trademarks or registered trademarks of thei” raspective companies.
% R&D Systems, inc,
614 McKinley Place NE

¢ ‘ Minneapolis, M}
» AS066-018



PRECISSION DATA

SAMPLE iD WBC | RBC | HGB | HCT | BLT

s

1-1 3.5 4.43 14.4 42.1 162

12 . 3.7 4.36 14.3 41.6 163

1-3 3.7 4.35 14.4

B
=1
I

oo

1-4 3.7 | 4.41 145

i

o0

1.5 - 3.6 436 | 14.3

‘?“\}‘
tod |t
SN

1-6 3.7 4.38 14.4

(@)

(8))
C
(83}

Fas T e
| A

£
N
e i i e i e

1-7 3.6 4.35 4.3 .| 41. 56
1-8 ’ 3.8 4.4 i4.3 41,

19 3.7 4.35 14.4

b
[oy}

bee |}

I N
(U VY

1-10 3.7 4.4 4.5

SN | Miwlo;i b
[N
Ui

i,
&
PHENS I

Loy
Y {:ﬁ | L
[ A

MEAN 3.7 | 438 | 144 | 41,
5.D 008 | 003 | 008 | 032 | 3.19
CV.% 224 | 067 | 054 | 077 | 1.99

ACCEPTABLE C.V.% |<=3.5%|<=2.0% | <=1.5 | <=2.0 | <=6.0 |
RESULT _ PASS  PASS PASS PASS  PASS

&
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S
&@&\t‘:\lﬁg ;Z‘\\
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&




No.
Date 04
Mode WwB

WwBC
RBC
HGEB
HCT
MCU
MCH
MCHC
PLT
LYMX
MXD ¥ .
NEUTX
LYM#
MHD#
NEUT#

WY
Jdate 04 /¢
ode WER

ErR =R
RBC
4GB
4CT
MCU
MCH
MCHC
PLT

Ve

[N

ONOH

b g

U0 O b

[V VIV I NN
N

e [GII PN

s

6]

o9
e

£

I

(S NS ]

[N}
N U e

{n

muwu

B e U

= QN

M
4]
-
N

FXI0B 4
8x08 . 1|
dasdl

(S9A4

QFfL
Ak
So/dL
&Ex08B /1l

G N

NG .
Date
Mode (E=]
WUBC

RBC

HGB

HCT

MCY

MCH

MCHC

PLT

L¥YM¥
MRD ¥
NEUTX
LYM#
MXD#
NEUT#
ROW
FDUW
APV
P~LECR

No .
Jate
1ode

We

XD
NEUTx% -
=~

XD #
NEUT#%

RDW

2D

1Py -
-l CR

{ -

-~J
Z
f::

04,07,22 18:2% Date

3.6x103/ 4L WB
4.3S5x108/ 4L RB
14 . 3s/dL. HGE
“1.3% HCT
94, 9FL '
3Z2.9mPg
34.69/dl MCHC

1Sex0&/ 0L PLT

354.5%

19,8% MXD¥%
- 25.564 NEUTXZ

=
2,008/ 2L LYM$
0. 7xW08 /10 }
0.9xWE/ 1L
4.4% RDL
S.8fL f
8.8fL MPUV
&

« 2% P-LC

3. };’Xz{jf:ﬁ‘_x#r
a., 4 0xi0s M
1 % S@f"ﬂ
41.67
94,57
=z
=R g

4. 5%
15.9%
29.6%
N OXIGQ.”JL
« BXI0E 2 uy

B

e
H T

] S
DO P e ON
NWU~NO -

N b N X

{

AD NN DW= B




» Sampie ?F@@ﬁ;‘%iiﬁﬁ‘% Data

¢
No. Y isd : gy ,
Date 04407,22. 1811 .« "5 K | No. y 1-3
Mode B . Nao. ‘ i 12 i el B S oE e
| ~ Date 04,07,22 18:2 gﬁ;Z‘*gg’&f‘gé Yo
WBC 3.5%x08,01 Mode B :
RBC 4. 43x10S /| e - WBC
HGB 14.4g/4L REC
HCT 4Z. 17 HEB
MCU 95. 0fL HCT A
MCH 32.5p9 MCU o
i 34. 29 dL MCH 33,10
PLF & 162x103,/ 4 :“,F' MCHC " 7 34 860y
LyMs ] 3a.dssdl PLT . 15Bxpa
% 53.6x% 162xpe ./l - .
MXD + .24, 1% B R
NEUT% - 22 z4
i 1.9x108/, 5|
MXD# o. 8x188 /0] Y
NEUT# 0. waG/pL L
RDW 14, .
PDW iDsifL,
mPy . - 8.sfl
P-LCR 16.5%
&
No. 1=5
Date 04,07/22 18:2¢
Mode WB
wec L B.?xWR/p
RBC 4.41 %108/ 8]
HEE , 14.5g/dL
HCT 42.0%
MCU S5. 2%L
MCH iZ. 9=y
MCHC 34 .Ssrdl
PLT. I1S9x08 /5
& F
LMy + 56.4%
MXDX = T2 ===, -%
NEUTZ T2 ~--,-%
LME 2. 1x108, 5|
MXD# T2 Sl
NEUT# T2
.RDW
PDW
MY -

P~kCR
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