Instrument : Automated 3 Part Cell Counter

Make : Nihon Kohden
Model ! MEK -6420P
Serial No : 52421

Date Calibration :22-09-2021
Installation place : Krula

This is to certify that the above mentioned instrument has been successfully calibrated on
22nd September 2021 with MEK-CAL lot no-PLUS 219 bearing expiry till 5t Oct, 2021.
During the calibration of the analyser, all CBC parameters were calibrated.

Ran Quality Controls MEK-3D (Low, Normal, and High) Lot no-B218 bearing expiry of
5thNov 2021. Result found within specified range.

Based on the manufacture recommended calibration interval the next due date of
calibration is on 22nd September 2022. Validity + 30days. Or depends on QC
performance/subject to replacement or change in hardware.

For Nihon Kohden India Pvt. Ltd.

Dinesh Ashar
ASM - CS
Nihon Kohden India Pvt. Ltd.




Instrument : Automated 3 Part Cell Counter

Make : Nihon Kohden
Model : MEK-6420P
Serial No 152421

Date Calibration :22-09-2021
Installation place : Kurla

Sample RUN DATA
Sample No. WBC RBC HGB HCT MCV PLT
1 14.0 5.22 14.5 41.9 80.3 322
7 13.9 5.25 14.6 42.2 80.4 328
3 13.8 5.21 14.6 41.9 80.4 323
4 14.1 5.22 14.4 42.1 80.7 321
5 13.9 5.23 14.6 42.0 80.3 321
6 14.1 5.33 14.7 42.8 80.3 310
7 14.0 5.29 14.7 A3y 80.7 329
8 14.2 5.32 14.8 42.8 80.5 323
9 13.7 5.14 14.5 41.5 80.7 318
10 14.2 5.28 14.8 42.6 80.7 341
Mean 13.99 5.25 14.62 42.25 80.5 323.60
sD 0.166 0.057 0.131 0.45 0.18 8.05
V% 1.18 1.09 0.90 1.06 0.22 2.49
Within Within Within Within ithi
Acceptable CV% W05 1.5% 1.5% 2% 1% w:;m
Result status PASS PASS PASS PASS PASS PASS

: 4y
Dinesh Ashar =Y *

ASM - CS - Nihon Kohden
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Celltac
13.7H 104l
5.14  10%/4L
14.5 g/dl
1.5 %
80.7 {1
28.2 9
34.9 g/dl
318  10-/L
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m NIHON KOHDEN LOT No PLUS219
MEK-CAL HEMATOLOGY EXP DATE 05 Oct 21
CALIBRATORS 2.0mL ASSAY SHEET OPEN VIAL STABILITY 7 DAYS
PARAMETER |[MEK MEK |MEK MEK |MEK MEK MEK MEK MEK MEK |[MEK The ident peaks fur
7222 -8222 -6400 -6500 7222 -7300 -8222 -9100 -1301 -6450 -&L optical adjwrment
-6410 -6510 -9200 -1302 ParavE Tea| MEK
-6420 -1305 -2
: i
ASSAY AGSAY ASSAY ASSAY ASSAY ASSAY ASSAY ASSAY ASSAY ASSAY AS3AY
= VALUES VALUES VALUES VALUES VALUES VALUES VALUES VALUES VALUES YALUES sALUES
_WBC | 10%pL| 93 9.0 92 | 9.2 9.3 90 | 90 [ 925 | 907 | 92 | 92
| RBC | 10%uL| 4.66 | 4.65 4.64 4.64 466 | 471 4.65 4.63 464 | 464 | 464
 HGB | gdL 13.8 136 | 137 | 138 | 137 | 137 | 136 13.93 | 1382 | 137 | 138
HeT | % 435 41.1 40.8 408 | 435 42.2 41.1 468 | 470 08 | 408 |
mcv | fL | 934 | 884 | 880 | 880 | 934 | 8.7 | 884 | 101.0 | 1012 | 880 | 83.0
MCH pg | 296 29.2 29.5 29.7 29.4 29.1 92 | 304 298 | 295 | 297
' MCHC | g/dL 519 331 | 336 | 338 315 | 325 | 331 | 298 | 294 | 336 338
PLT | 10%uL| 262 264 263 263 | 262 265 264 2745 | 2814 | 263 | 263
“MPV fL 7.0 7.0 7.0 90 | 7.0 77 70 | 96 | 97 | 70 | 90
RDW" | % 14.4 14.7 15.4 15.4 14.4 15.6 14.7 15.7 157 | 154 15.4
DILUENT WATONAS" ISOTONAC-3
ISOTONAC-4
HEMOLYSING REAGEHT HEMOLYNAC-3 HEMOLYNAC 3N HEMOLYNAC-310 HEMOLYNAC - IN
HEMOLYNAC:5 - 1 HEMOLYNAC-5 vewoLvnac-sto| -
NOTE.
RBC indices are calculated by rounding off to the whole number or the nearest tenth.
*1 Finely adjust the Gain with MEK-CAL hematology calibrator by selecting MEK-CAL MEK-1301,1302,1305 Barcode Entry %4
mode on the ADJUST SAMPLE SETTING screen, and then entering the ideal peak I
o ot AR
For details, please refer to the Operator's Manual. _

*2 RDW is displayed as RDW-CV on MEK-6500,6510,6550/7300/9100,9200/1301,1302,1305.
*3 The accompanying handy barcode reader to MEK-9100,9200 can read the below QR code
and load assay values into its hematology analyzer.

“QR Code” is registered trademark of DENSO WAVE INCORPORATED in Japan and other countries. s  NIHON KOHDEN CORPORATION
%4 Read the barcode that are printed below “Barcode Entry” on the assay sheet of the Nihon Kohden 1-31-4 NISHIOCHIAI, SHINJUKL-KL
genuine calibrator with the barcode reader. TOKYO 161-8560 JAPAN

When the barcode is read, the assay values are automatically entered.

UNARAR L A (€=

MEK-CAL PLUS219 2021/10/05 0694-901 706J




PZ NIHON KOHDEN

NOTE :

*1 RDW is displayed as RDW-CV on MEK-6500,6510,6550/1301,1302,1305.

*2 Read the three barcodes that are printed below

s

genuine control with the barcode reader.

The barcodes may be read in any order.
When all the barcodes are read, the control target value and the control limit value are automatically entered.
*3 The value is not an actual erythrocyte sedimentation rate. The value was calculated specifically for quality control
of a Nihon Kohden analyzer based on the optical density, HCT and MCV of the hematology control.
* Please note that the assay value ranges are reviewed lot by lot and are subject to change.

|

LI

MEK-3DN

Il

l

B218N

Barcode Entry” on the assay sheet of the Nihon Kohden

LOT No B218N
MEK-3DN HEMATOLOGY NORMAL EXP DATE 05 Nov 2021
CONTROLS 2.0mL ASSAY SHEET OPEN VIAL STABILITY 14 DAYS
MEK MEK MEK MEK MEK
PARAMETER RANGE -6400 -6500 -6450 -6550 -1301
-6410 -6510 -1302
-6420 -1305
*2
ASS ASSAY ASSAY ASSAY ASSAY
<>_..Cb_,m4‘m VALUES VALUES VALUES VALUES 8+5 mm
WBC | touL | x08 | 79 19 79 | 79 | 787
THRC | a0t | seav | &9 1 4@ AR UER e 4.72
CHGB | wdL | #05 | 136 13.8 13,6 138 13.78
Her [ % +30 | 402 40.2 e w2
Mcy | L | #70 852 | 8.2 | 852 | 852 | 978
"MCH | pg +2.4 288 . 293 288 TEEE T ]
MCHC | gdL | 230 | 338 34.3 338 | 343 | 298
PLT | 10%uL +50 261 ’ g6 [ 368 261 2817
mpy | o | +20 | 58 | 83 | 58 | 83 | 86
ROW® | % 130 16.1 161 | 164 | 161 | 158 | MEK-1301.1302.1305 Barcode Entry =2
LY% % +100 | 307 307 307 307 | 3350 1
MO% | % L 380 | 37 - T P RO M R N T
move [ | wse L ar L | e | we | wos | [NRRIIRRPRENRRRIRN
T LY | g | 418 2.4 2.4 304 24 2.64 2
MO | 10%/uL +0.4 03 | 03 03 0.3 . 0.19 I i
e o4 M A
ISOTONAC-3 ISOTONAC-3| 3
LT ISOTONAC -4 SRR ISOTONAC -4
HEMOLYSING REAGENT HEMOLYNAC 3N HEMOLYNAC 31 E_Emﬁﬁsﬁﬁ—_ﬂ-l

w NIHON KOHDEN CORPORATION
1-31-4 NISHIOCHIAI, SHINJUKU-KU
TOKYO 161-8560 JAPAN

AV

2021/11/08
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0694-901685E




2= NIHON KOHDEN

NOTE :

*1 RDW is displayed as RDW-CV on MEK-6500,6510,6550/1301,1302,1305.

+2 Read the three barcodes that are printed below “Barcode Entry” on the assay sheet of the Nihon Kohden
genuine control with the barcode reader.
The barcodes may be read in any order.
When all the barcodes are read, the control target value and the contral limit value are automatically entered.

+3 The value is not an actual erythrocyte sedimentation rate. The value was calculated specifically for quality control

of a Nihon Kohden analyzer based on the optical density, HCT and MCV of the hematology control.

* Please note that the assay value ranges are reviewed lot by lot and are subject to change.
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MEK-3DL

|

I

B218L

LOT No B218L
MEK-3DL HEMATOLOGY LOW EXP DATE 05 Nov 2021
CONTROLS 2.0mL ASSAY SHEET OPEN VIAL STABILITY 14 DAYS
MEK MEK MEK MEK "MEK
PARAMETER RANGE -6400 -6500 -6450 -6550 -1301
-6410 -6510 -1302
-6420 -1305 ME
*2 QCESR 3
ASSAY ASSAY ASSAY ASSAY ASSAY 48417 mm
VALUES VALUES VALUES VALUES VALUES
WBC | 1opL | +0.6 32 | 22 33 2.2 224
RBC | 1oL | =015 | 237 237 i A 237 231
HGB gdl | +0.4 5.8 60 il 6.0 5.88
e R T T TR T A 17.7 T % R R 19.9
MCV L. 9.0 47 | 747 74.7 74.7 86.2
MCH pe £2.4 24.5 25.3 A8 253 25.5
MCHC | gdl | +3.0 32.8 339 328 339 29.5
PLT | 107 +30 64 64 64 _ 64 74.4
MPV \ £3.0 6.3 8.7 6.3 8.7 8.6
_RDW" % +3.0 17.2 17.3 17.2 17.2 15.9 MEK-1301,1302,1305 Barcode Entry #2
LY% % £10.0 59.7 59.7 59.7 59.7 61.32 _
MOM . W 1 asoi) &0 8.0 80 8.0 3.88 1
I e S I s B L
LY 10"/uL 0.8 - 1.3 1.3 1.3 1.3 1.37 2
MO 10%pL +02 | 02 ) 0.2 0.2 0.2 0.09
N BT O 07 07 % ors | WA R A
ISOTONAC3 ISOTONAC-3| 3
CUEIENT ISOTONAC 4 OEHNALS ISOTONAC -4
HEMOLYSING REAGENT HEMOLYNAC 3N HEMOLYNAC-310) ___EEEEEEQ—E

m NIHON KOHDEN CORPORATION
1-31-4 NISHIOCHIAIL SHINJUKL-KU
TOKYO 161-8560 JAPAN
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PZ NIHON KOHDEN

R
HEMATOLOGY HIGH
MEK-3DH CONTROLS 2.0mL ASSAY SHEET
MEK MEK MEK MEK EE_M -
PARAMETER | RANGE -6400 -6500 -6450 -6550 g
-6410 6510 1308
-6420 *2
ASSAY ASSAY
,w%rmd.ﬂw %erﬂm\m fﬂmrw\wm VALUES VALUES
WBC 10°/uL, £2.2 20.7 20.7 20.7 20.7 20.12
RBC 10%/uL. +0.25 590 | 5.90 5.90 5.90 5.91
HGB | gdL 0.7 19.1 190 [ 194 19.1 19.22
 HCT % £4.0 546 54.6 54.6 54.6 63.0
~ MCV f +7.0 926 Y 926 926 | 1066
| MCH pe 2.8 324 324 34 . 3BA 325
| MCHC | gL +30 [ 350 | 350 350 | 350 30.5
_PLT | 1%L | =+ | sss B T 555 LEc Y e
| mpy fL £3.0 5.9 84 | 59 8.4 89 |
RDW "' % T a3 AT s 151 168
 LY% % +10.0 17.9 179 | 179 | 179 | 1628
Mok TR e L NG T i3 1.15
| GR% | % +10.0 804 | 804 | 804 | se4 | s2s7
e Toihe ) s | 33 L a1 B~ N RO e T
MO wme | +07 | 04 | 04 | 04 | 04 | 023
GR 10 /uL 2.0 16.6 16.6 16.6 16.6 16.61
ISOTONAC-3 ISOTONAC -3
DILUENT S el ISOTONAC -3 i
HEMOLYSING REAGENT HEMOLYNAC -3N HEMOLYNAC 310
NOTE :

*1 RDW is displayed as RDW-CV on MEK-6500,6510,6550,/1301,1302,1305.

*2 Read the three barcodes that are printed below ”

genuine control with the barcode reader.
The barcodes may be read in any order,

When all the barcodes are read, the control
* Please note that the assay value ranges are

il

Il

il

MEK-3DH

B218H

Barcode Entry” on the assay sheet of the Nihon Kohden

target value and the control limit value are automatically entered
reviewed lot by lot and are subject to change.

I A

2021/11/05

LOT No B218H
EXP_ DATE 05 Nov 2021
OPEN VIAL STABILTY 14 DAYS

MEK-1301,1302.1305 Barcode Entry =2
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m NIHON KOHDEN CORPORATION
1-31-4 NISHIOCHIAI  SHINJUKIU-KU
TOKYQO 161-8580 JAPAN
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0694-901686E




