
ffiexc$eg$-ir:.i t;:l:.d

lJate Q4rn7122 17:1<Mocie l,JB
:a,r!,,r i i. ;.:.-:-', '.',,'.".. , -' 

_ 
.'-

urtrL O, Oxlgc,zutRBC ' 0,Of"ffie7J-i
!19E o. oszdr*
Jqr a" Lz*t1cu -*-._fLtlcH . -;;
IIIC :-'- -sldlrL I 1xlfi{B/yl

ii,ilr irJBr

EB{

I lr..l

r'_-

F,.D.W

fiPv
P:LCR,

I ;r-

I'f LJ



ilmEf fu:r.;& i{-}r' ["r** i.:;,sH$ir*f.

No. Z-L
Date 04197722 1B:
Mode trB

No. ?-Z Nt:.37' Date a4t0?/z? iB:Bg, Datsi mode LJB Hq:de

l
2-3

04/A7/ZZ tAr42
uiB

I!IJL

RtsC
I-IGE
HCT
HCU
NCH
rTCHE
PLT

LVy17"
mxu*"4
HEUTZ
LVN"#
i.1HD*
t..iHUT*
RDLJ
PDiJ
NPU
P*LCR

,LI 15 L

HGB
f-Ttut
HCU
t{ftlJ

MarlJ/q

PLT

LVNU
NXDz .

l{EUt-Z
LVM*
MX}*
i{E,UT*
RDt,J
Fni.,
NPU
P-LCR

Ir,BC
RBC
HGB
HCT
14cv
MCH
MCHC
PLT

LVN"A
r4xDz
NEUTZ
LVH*
TfXD+
NEtJJ*
RDIJ
PDtrJ
IlPU
P_LCR

I ..8x103/#L
4,44x1fr6/ yL
13.4o/dL
37.A2
82. g,tL
29.9ps
36 ,2e/dL

234x$a/ yL

. 2.22
L.gz r95,97"
Qt lxlge,r.]tl
CI.2x1fi3/ ]IL,,
8.4xtfia/ yLi

- 8"e"A i

1 3, 7fL
1 0. 3fL
2A, t"t :

I " Bxl$srrr1-
4. 47xt$c / pL 

:

tr 3, 4s./ciL

41. EfL i

30, Sr=s 
i

36 .1sr'dl i

24Sx$a.r.s.l*,

L "7X, ,

1"52 
l

96, 8X -' :

O. l xllls/"$L
0. 1xffia/;rl
B " 6xl$s//,uL. ,

Q Q"J

27.4X

8;7x[fi*/)tL
4. 50x105/JrL
73,4e/dL
36.9%
82. ofL
29. Bps
36. 3sldL
?45x$a/ ]LL

1"62
t,a"t

96.6"A
O. 1xloc/.sL
0. 2xfiel*rL
8. 4xg)3/Jr|_
4.a7"'

1 3. sfL
10. tfL
2,7 .2"4,

I
I

-rfa
No.
Dete
l'1ode

IdBC
RBC
HGB
HCT

, l'1cu
T,ICH

MCHC
FLT

LVt1"A
MXDZ
NEUTZ
LVM#
MXD#
NEUT*
RDIJ
PDI,IJ
IlPU
P-LCR

No, .

i D=te
illode

rtJEC
. RBC
: HGB
HCT
HCU
tlcl-.{
r4CHC
PI*T

LVHZ
t''ixpz
NEUTZ
LVI''l#
MHE*

.lqEUT#
,RDtr.J
'PDIJ
I'1PU
P*LCR

j,No.
,: Date
rl'4ode

LJBC
.RgC
HGB
HCT

; MCU
rtlcH
HCHC
PLT

LYT,1Z
HXDZ
NEUTZ
LVM#
t'4xD+
NEUT#
RDLd
PDIJ
I.1PU
P*LCR

?,-444t67722 Lgr44
tJB

. 8. 9xtoG/#L
4.44x1fr6/ttl*

. 13.4g/dL
36. 5Z

- a2"2fL
30, 2es
36 .7a,tdL

25Ox$ezltrt
a

- L.7Z
2. 4Z

.+ 95,92
O .2x19G/ yL
A.zx\fis/ yL
8.sxl8"Br'#L
9 .22

1 3. 4fL
10, 1f Lr 26.gz

,-q

04rATtZZ tgs4E
UJB

8. 9xlflel*rL
4. 46x106./.t*L
13. 4s.r'dL
36.'*"d

- 82, lfL
3r), Ors
3S " 6er'dl

263xl93/ Fi

* 2"0'/"
1 a"/

+ 96,3t
0, 2xtr0e/.ttl_' 
O " ?x}$B/$L
8. 5xlSG./"r*L

- e 8cJJ ._V la

r s. /tL
-..I U. $TL

27 ,22

-,. 2-6
44t97122 f g.: 46
IJB d

8,9x103rlrl
4.4?xlfi€1yL
*3,4a/dL
36.77"

- 82. 1f t_

30. Opg,
s6. s5rdL
?49x$e/ pL

. L.4Z
t ,7i1

+ 96.92
0. 1 xllle.rrL
O. 2xlooz+L
8. 6x103/JrL* 4.9"/" I

1 3. 6fL
1 0. sfL
24. 4%
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ealibration Values tor fuimnulaE M*de

Parameter $ysruzex@

XT-4000!
AcceptaE:ic:

Ramg,*

Sysrmex
xffi_2"1G#r{r
xE-?is&*

A*eeptable
ffiange

il .: .-;''t i;..

': '; .-

: :,.1i.'1 '.

\:: '. .

WBC 103lpl o4 *n) ct :i. : *4.2 *o

RBC 1061;rL 4.50 * 0.1i 4.52 " " * 0.10 it.47

l-iGB gldL 13.4 t C.2 13"5 tQ.2 13.5

I{CT % lra'7 f t_u ?F, A * 'i.0 r 1.0

I\4CV fL EfiN x2 it 86.ti f 2.0 t l..ti

PLT 1O3/trrl ']4tr s 4') LJ; r- \z 257 !.12

Note: The instrument manufactuer states that a Sysmex Field Service Representative is solely responsible for calibration of WBC, RBC, and Pi-T
The operator is i'esponsible lor i;alibration of HGB and HCT.

INTENDED USE 
*

IIEK-CAL is designdd for use in the calibtatiun of Sysmex
hematology analyzers. Ple'ase refer to the arssay table for
specific instrument models.

SUMMARY AND PRINCIPLE
Hematology analyzers require periodic calibration in order to
genefate accurate patient results. This calibrator is a stable,
whole blood preparation that can be used to veriff and adjust
calibration of select hematology instruments.

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

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

itrFiiic. 4,1"ii;:i
NEK-CAL is intended lor in vitro iliagnostic use only by trained
personnel.

i'tir,::, ru,i lG.
POTENTIAL BIOHAZARDOUS MATERIAL. For ln vitro
diagnostic use. Each human donorlunit useci in the p:"ep;:;"ation

of this product has been tested by a FDA licensed methodltest
and found to be negative or non-reactive far the presence of
HBsAg, Anti-HCV, NAT testing for HIV-1, l-lCV (RNA) and HIV-
112. Each unit is also negative by a serological test for Syphilis
(RPR or STS). Because no test method can offer compiete
assurance that infectious agents are absent, this material should
be handled as potentially infectious. \A/hen handling or disposing
of vials follow precautions for patient specimens & speclRio in 

-

thu SSHA Bloodborne Fathogen Rule (29 CFR Part 191C. 1030)
or other equivalent biosafety rrrocedures

fl,rrcv,nJ& STABILITY AND SToRAGE
Store NEK-CAL upright at 2 - 8" C (35-46" F) when not in use.
Protect tubes frorn overheating and freezing. Unopened
tubes are stable through the expir'atibn date. Opened tuSes are
stable fcr 5 days, provided they are handled prcperly

IT{DIGATIONS OF DETERIORATION
After rnixing, pi'oduct shouid be similar in appearance to fresh
whoi.: biood. ln unmixed tubes, the supernatant may appeal
clouciy and reddish; this is normal and does not indicate
deterioration. Other discoloratlon, very dark red sunernatant or
unacceptable results may indicate deterioi'ation. Bo not use the
product if deterieratien Es suspected.
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No.
Date
f'1o de

UJBC
RBC
HGI}
HI-T
ivnr rIIUV
iTICH
HCHC
rLt

LVYtr/"
YXr.Z
NEUTZ
L Y11#
f'1xD#
,.IEUT+

RDL,I
PDIrJ

tlpu
P-LCR

?- I]
04/07/ZZ 1B:52
LJB

6 . ": rlo(3/ jrL
!. oaaga,'*1-
12'A*tat
33. tz

- 81.1fL'
30, 1r=g

+ 37.?e/al
2O4xiOc,']rL

31 .42
t6,42
52,2"t,
2.6xl?€ / yL
1 . 3xloc/}tL
4 . 3 x10G./lrL

- 9.72
12. OfL
9" 9fL

2=. L)1



ASSAY VALUES AND EXPECTED R/,NGES

QCP DATA MONTHS: JUNE, JULY, AUGUST

ASC60 tlS F:r,i i-ii'j-I

HEMATOI-OGY CONTROLS

I coNrRcLl

@
E

lnstrument parameter Low Normal High

SYSMEXTM KX-z1tltX-ZtN *ra. rOfUL 
-RBC x 106/pL

HGB g/dl
" HGB g/L

HGB mmol/L

HCT %

HCT L/L

MCVfL

MCH pg

MCH frnol

MCHC g/dL

tu1CHC g/L

MCHC mmc'l/L

RDW.SD fL

* RDW_C, %

PLT X 103/PL

2.45 *.0.16
d*

..3 r 0.4

(:3+4

3.9 J 0.2

18.3+1E

0.183 * 0.018

74.5 r 5.0

25.7 r.2.8
l60rnra

34.5 * 3.6

345 * 36

21.4 r.2.3

38.0 * 8.0

12.5 *.5.A

62i18
9.1 * 3.0

4.1A r.O.22

12.1 r.0.5

121 15
7.5 r 0.3

33.2 r2.4
0.332 + 0.024

81.0 r 5.0

2e.5 * 2.0

1.83 * 0.i6
36.4 * 2.8

364 r 28

22.6 t. 1.a

37.0 i 8.0

1 1.0 + 5.0

204 * 30

9.0 + 3.0

I
5.79 r A.2B

I
18.4 r.O.7

184 r.7
1 1.4 i 0.5

51.2 r 3.0

0.512 r 0.030

88.5 i 5.0

31.8 * 2.0

'1.97 i 0.16

35.9 i 2.5

359 :2B
22.3 r. 1.8

39.5 r E.0

10.5 r 5.0

390 r 60

9.3 * 3.0
MPVf.

W-SriR (LYMPH) %

W-I/CR (MXD) o/o

\//-LCR (NEUT) %

W-SCC (LYMPH) x 1o3lpl

W-MCC (MXD) x i03/[jL

12.A *.4.A

18.5 r 5.0

69.5 * 7.0

0.3 * 0.2

0.5 r 0.3

1.9 r 0.5

31.0 r 4.0

16.5 * 4.0

52.5 * 5.0

2.5 * 0.6

1.3 r 0.5

4 2 r.O.9

61.5 r 7.0

13.5 * 4.0

250r5.c
12.4 *.3.A
a7 ! I a

5.0 r'i.8LCC (NEUT) x 1O./uL
Beir!'eus;fig, rulur@
For technical assistance in ihe USA and Canada cail Technical Service at (AOo) S23_339S.
All brands and products are irademafts or registered trademarks of thelr respective c.mpanies
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1-1 1t_ 34.4

1"-2 4.35 3_4.3 4"1.5
,;, :... -*:

,.i r..i..-l

1-3 ). "7 4.35 4A lt_t+."+ 41,.4 -i. :t iljl

1-4 <t A t,4 1A t. $r-

L.5 4.36 14.3

1-6 '1 73"i 4.38 x&"& ,+_1..b

J_- -, 3.6 ,{ :r 4a q
_+.:. -,I4 a&+-i-,3 'l ll r.

-t! .. :.-;

!-x 1a) AtlT.T 41.5
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No,.
Date
llode

Id'BC
RBC
HGB
HCT }

NCU
PlCH
NCHC
PLT

LYHZ
Yt<Dv" .

NFI JT7
LVN+
l''1XD#
NEUT+
RDL.J
PDTAJ

NPU
P*LCR

1_6
A4/07/Z? lgt:t',
UJB

3.7xl}a/yL
4" 3Bxlfi6/yL
X4"4s/dL
41 . A"4
?5, 0fL
32, 9r,e
34 . 6s/ dl

156x10e./ yt-

+ qq a6,
' JJ r J/^

lq C)6/
* J . J ld

- ?a Q"/

2.exL0styt
O . 6 x10G/JIl
I . I x:.08/}1l

14,22
io,"lfL

- 8"7fLn :s.62

rjo 
"

)a,cb
'iode

"'JBC '
IBC
IGB
-ICT
YCU
YCH
iICHC
PLT

M"/
nXr-iZ
t-i€LITZ
L VT1+
PlHD+
NFUT#
RDilJ
PDIJ
14PU
tr *LCR

1-a
olrr?/zz 1B:31
LJB

3 . 7 xl8e7.pr
4.SSxl06/yL
14.4s/dL
41'. iz
94, 5fL
33. I ps
35, OsldL' 1 58 x103,,IL

. 55.92
14.52

- 29.62
2. Lxt13-/yL
O. 5x[[e7;rg
1r, ixlgaTy;

14.5:4.
10.1fL

- a. 7fL
13,62

.lo.
)ate
{sde

!l]L
\EJL
J1lE
-ICT
',1CU

'1CH
'1CHC
-Ll

*vnz
lXDZ
!EUTZ
_ ?ri.+
.111D*

'IEIJT#
<DJ
]Dlrl
YPU
:J*LCR

Smrerp}"m ffr*axs i *;a ffi,afr;,;

No.
L/d i-Ei

i"lode

L.JB C
RtsC
HGB
HCT
I'1CV
rtt-Tt

I'1CHC
PLT

I \)}yl"/

Y?<DZ
NEUTZ
LVM+
NXD#
NEUT*
R }LJ
F DI-d

lFU
P-I TF

1-10O.!roTrzZ lBrsz
ulB

l, . i, xll3 / yL
4. . 4Ax3fra,/ yL
r +. 3g/,CjL
41 " 6?"
94. sfL
35 " Ops
34. 9sldL

1 62x103 / y'-

54. 5Z
15. 9Z

- 29.62
2. Ox16s,"JrL
O . 6 xlfle,zg1
1.lxifrG/yL

14.02
9.7fL

- 8.gfl..
16 . ?7"

l-7
04r67722 18t?c:
IJB

3. 6x103,/iiL' 4.35x105/}IL.
1r' . 3s1ili..
li I "32e4.9+L
32. 9es
34. 6sldl-

156x103/$L

qd, q"./

19 .92 ,*
- 23,67P

2, Ax!fiat yL
O.7x103/yL
O.9xlAe/yL

t4.42
9. 8fL

- 8. BfL
t6.2v"

No.
Date
Mode

L.JBC
RBC
HGB
HCT
HCU
IlCH
I"lCH-C
PLT

LVYIZ
mxDz
NEUTZ
LVr"1*
tlxD#
NEUT+
RDtrl
PDLJ
NFU
P-LCR

1-A
A4tOVTZZ 1g:SC
l.,iB

3. 8xl0s^jrL
4 " 4O x10€./ $L .
14. 3sldt-
41 . (,"t .

94. 5fL
32. Srs
34 " 4sldL

1 6O x10c,'i1L

<n I rJ
J+ r 1/.

f 23.52
- 22,42

Z " L xl[G,/ Ai_
O,9xlAB/tst.
O, 8x10G/}*

t 4,2"A
9.7fL

- a o-frv. JtL

tb .5z
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Ns.,
Date
llode

[d.BC,
RBrC
HG.E
HCT
MC(/
}ICH
'ttcllc
PLT i

LVt1y"
rTx Z.NEUTZ

LV,tt1,#
tl,)tD#
NE{,JT#
RD{r} 'FDld' ,'

N,FU l

P*LCi,;
ril

A4rOT/?2. tgt L
{rIB

3. Sxl8c/rl
4 . 43,x1Xa7 yy
14,4s/dL
42.. 1Z
95. of,L
rz. iF]g
34.2s/dL

1 azlns) x
53, 62+ 24, 1Z

- 22.32
I .9x6e7y;
O. ExgeTsg_
O, gx1gs7s1

14 . i"4
10. 1f L- 8.8fL
i6.52

?

a

I _?rJ

1'8 r Zt

{dffi ,.
'R,BIO' ,, ,..

uqe] .im
F#C-:T

?4tv -,
MFill{.,,,,

IltrHC
PLT ;

tiv,fr,:1
l"til{D7
r*E Tli
Lf:l*"|*
l*lrldiDr#,,r;:r - '
,rff,#f*
RDtd,.,.
P:rbti
HP'V
r - L{-K

L

Fr" 1, .
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l""' i

;ti j .l '
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:- ) il:
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l- :;.j -r _, , I

3 ..?,x1fits / yl
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. 41.4X
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N.o,. ' 1-,5 |

Date A4t97122 tg:Zi
l'4od,e IJB

trJ.BC
'REE.

H,Gb,
i.i,cJ-,
14CU
MCH
MCHC
PLT

LVtYtu
NXDU
N,qiJ:Tz
LVrn4*
I1ND*
NEIJT.+

.RDrlrJ

P,DIJ
lTrlU
P.-LCR

3. ?;/.frs/tLL
4.4:t,,{.j#a7y1
i 4, 5e,r'dL
42. O't
9S, 2fL
32. 9eg
34. SsldL

, .f5g,*!$* i*t,
c + 56.4U

TZ -*-. =ZTZ ---.-z
2 . 1 x10{3,,]rI

TZ xWY yi
TZ r;_r:x:W,G../.yl

14 .2"4
9, gfL

- A.-S,f,L,a
14.37." .
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