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CIN : U73100DL2006PTC153232

CALIBRATION CERTIFICATE

This is to certify that the Hematology Analyzer YUMIZEN H550 bearing serial number:
211YADH04058 installed at REDCLIFFE LABS, BATHINDA, PUNJAB has
calibrated on 23® DECEMBER 2022.

Calibrator : ABX MINOCAL

Lot No. : CX4717
Expiry Date: 05/01/2023

The reports of Blank Cycle, Repeatability and Calibration Values were all found in acceptable
range.

Next calibration cycle is due on 22" DECEMBER 2023.

)

/

Shrish Dixit

(Head- Products & Marketing)
For Horiba India Pvt. Ltd.




Blank Cycle Logs

Running Dats Operator

wscC RBC NGB PLY Status Technical slerms
Commants 10%5t 10t g oL 10%
T7 2222208 78 3T AM 0 0o 0 00 oo o Passed
'3 TE 2022 02 435 4t PR 012 Q.00 00 0 Pussed




Repeatability Report (part 1)

g RUnDate  WBC  ReC HGB = AT HCT  MCV | RDW-CV | RDW-SD = PACR | MIC

~_&Time  (10%mm?) (109mm?)  (g/dl)  (10¥Ymm?) (%) w % W (%) (%)
W 895 % am 139 251 416 88.3 154 | 534 483 13
Wnaa02  gs0 x 466 139 245 a11 88.3 153 53.4 50.1 12
a2 ges x4 139 248 410 882 | 151 52.2 488 12
e Ce® x am 140 24 | 418 882 15.4 53.4 486 13
02 876 a4 139 253 419 88.4 153 53.4 471 12
R0 ge x 476 141 247 421 88.6 153 53.4 485 13
a2 | 895 x a7 141 252 023 88.7 153 53.4 49.1 12
P | ggg 467 139 281 410 87.9 152 52.2 49.9 13
igﬁgﬁgﬁd 896 * 481 w0 28 @25 | 884 | 153 53.4 47.7 13
ig{gggz‘fu 861 % 473 139 244 a7 882 153 534 48.1 1.2

sél RunDate ' MAC  NEU% = LYM% | MON% = EOS% | BAS% | IMG% IMM%

i i Operator
. &Time Co) ) (%) %) %) (%) (%) 3
26/12/2022 f Service
v 4.9 647 *x 277 x 50 * 23 % 03 % 17 % 03 % e
12:26:20 PM Technician
126/12/2022 ' Service
v 55 648 x 286 * 48 x 15 % 03 % 16 % 01 =« e
12:27:20 PM | Technician
26/12/2022 ! Service
v 9 635 * 287 x 52 * 22 x 04 * 10 * 02 =« e
12:28:19 PM - | ‘ Technician
v 261272022 g4 644 % 282 x 50 * 19 x 05 % 14 = 02 4 Service
12:29:19 PM ] Technician
v (20122022 | 54 625 % 298 x 52 % 19 x 06 % 09 = 02 x Serice
12:30:19 PM [ Technician
v (2002022 | ¢, 634 % 288 x 4B % 25 x 05 % 10 % 02 4 Sewvice
12:31:19 PM Technician
v (261122022 | ¢, 639 * 290 x 47 x 18 x 06 * 10 % 02 4 Serie
12:32:19 PM o _ Technician
26/12/2022 650 * 280 * 48 * 18 x 04 % 11 x 02 x Service
v 12:33:19 PM bd Technician
26/12/2022 29 % 200 % 55 % 21 % 05 % 09 x 01 s Service
A 12:34:19 PM 60 s o . ‘Technician
26/12/2022 * 276 % 50 x| 23 % 03 x 11 % 02 s Service
v 12:35:19 PM 52 L Technician
26/12/2022 4 % 283 % 52 % 16 * 05 % 08 % 01 x Serice
v 12:36:19 PM | 28 64. ’ Technician
26/12/2022 * 4 % 54 % 18 % 05 % 11 01  » Service
12:37:19 PM 6o 632 2 - Technician
26/12/2022 641 % 280 * 52 % 22 % 05 % 09 % 02 s Serice
12:38:19 PM = o+ B 5 | Technician
26/122022 | ¢4 642 x| 287 * 47 x 19 % 05 % 11 % 02 5 Service
12:39:18 PM ’ ’ ’ ’ i Technician
201202022 | o q 649 x 279 %' 52 x 17 x 03 x 09 s 02 s Seice
12:40:18 PM ’ ) ’ ’ i |Technician
26/12/2022 | 54 637 %/ 292 x 49 x 18 x 04 * 12 x 01  Semice
12:41:18 PM Technician

24/07/2023 10:58:10 AM Printed by: REDCL|FFELAB S/N 211YADH04058




Repeatability Report (part 1)

Number of repeatability run report selected for statistic calculation 11/22

Coefficient WBC RBC HGB PLT HCT MCV RDW-CV = RDW-SD  P-LCR MIC
(103/mm3) (108/mm3)  (g/dL) ~1(10%/mm?3) (%) (fL) (%) (fL) (%) (%)
Minimum 8.62 4.63 13.6 234 40.7 86.0 13.7 453 45.2 1.3
Maximum 8.98 477 140 | 252 421 88.3 15.3 53.4 50.3 14
Mean 8.82 amn 13.8 246 414 87.9 15.0 51.7 47.8 " 13
Difference  0.37 0.15 03 18 13 23 16 8.1 5.1 0.2
2SD 019 0.08 0.2 10 0.8 1.3 0.9 46 33 0.1
CV(%) 1.08 0.86 0.78 211 0.96 0.72 3.00 | 4.41  HEEEY 3.53

Coefficient MAC NEU% LYM% MON% = EOS% BAS% MG% IMM%

(%) (%) (%) (%) (%) %) (%) %)
Minimum 4.9 62.5 27.6 47 15 03 0.8 0.1
Maximum 6.2 65.0 29.8 55 25 0.6 1.7 03
Mean 59 64.0 2855 5.0 2.0 0.4 11 0.2
Difference 1.3 25 22 0.8 1.0 0.3 0.9 0.2
2SDh 0.7 1.7 1.3 0.5 0.6 0.2 0.6 0.1
CV(%) 6.22 1.32 2.26 4.78 15.80 25.33 26.19 33.17
g RUN Date = WBC RBC HGB PLT HCT = MCY  RDW-CV RDW-SD  P-LCR MIC
- &Time (103mm3) (10/mm?) (g/dl) (103%mm?) (%) () (%) (fL) (%) (%)
26/12/2022 7 249 40.7 0
12:26:20 PM 8.76 * 473 13 86 13.7 453 50.3 14
26/12/2022 ; 13.7 234 413 875 a.
v 12:27:20 PM 894 % 4.72 149 511 48.6 13
26/12/2022 4 136 251 Mn2 88.0 15.1
v 12:28:19 PM 8.62 * .68 52.2 46.6 13
26/12/2022
v : 473 138 252 216 88.0 15.0 522 5 ;
12:2019pm 79 ¥ 454 13
26/12/2022 ‘ 139 243 412 88.0 15.1 2.2
v 12:30:19 PM 898 % 4.69 5 478 13
26/12/2022
v ; ; 138 248 41.6 88.1 15.0 1.1 45. 1.
i 880 % 473 3 5 5.2 3
26/12/2022 -
Vo 885 % 463 13.9 244 9 88.3 15.3 53.4 492 13
26/12/2022 243 a3 88.2 152 2.2 493 13
v o 885 * 4.8 14.0 5
26/12/2022 4 2 53.4 47.8 13
Toaniom 882 x| a70 13.9 245 15 88. 153 2
26/12/2022 * 47 7 53.4 26.6 14
v el 377 4.76 13.9 248 419 87.9 15.3
s 261122022 | ggq 4 477 139 251 % 421 881 % 151 % 522 % 488 *x 13
12:36:19 PM
26/12/2022 g 49 4 464 13.8 249 40.9 88.2 15.3 53.4 48.2 1.2
12:37:19 PM

24/07/2023 10:58:10 AM Printed by: REDCLIFFELAB S/N211YADH04058



Repeatability Report (part 1)

Sel Run Date MAC NEU% LYM% ' MON% EOS% BAS%

IMG% IMM% Operator

&Time (%) (%) %) | (%) 4E%) (%) % 0o

ii’:iiﬁngn 63 635 * 295 % 45 x 21 x 04 x 10 x 01 % ?:;i’fiedan
ig':iﬁﬁg?.,. 6.2 637 % 289 x 48 % 20 * 06 * 09 * 02 x -?:?hircﬁecian
ig’:ﬁﬁ‘_’,Z:M 6.3 635 % 288 % 46 % 24 x 07 % 12 % 02 * ?:Z\r,]i;;ian
igﬁég%zm 5;9 464.0 | 28.8 48 2.0 0.4 0.8 0.2 f—:cr;i:iiian
iglié,igzPZM 6.3 64.1 *. 281 x 52 x 21 x 05 x 12 % 01 x* ?:cntl::\:i‘::ian
ig%ggz:” 5.9 641 * 282 % 51 *v 20 x 06 * 10 *x 02 * f.:;i:;ian

24/07/2023 10:58:10 AM Printed by: REDCLIFFELAB S/N211YADHO04058



Repeatability Report (part <)

Number of repeatability run report selected for statistic calculation 11/22

Coefficient
Minimum
Maximum

Mean

Difference

2SD

CV(%)

Run Date
&Time

26/12/2022
12:26:20 PM

26/12/2022
12:27:20 PM

26/12/2022
12:28:19 PM

26/12/2022
12:29:19 PM

v 2601212022
12:30:19 PM

26/12/2022
12:31:19 PM

v 26/12[2022
12:32:19 PM

26/12/2022
12:33:19 PM
26/12/2022
12:34:19 PM

26/12/2022
12:35:19 PM

7 26/12/2022
12:36:19 PM

26/12/2022
12:37:19 PM

26/12/2022
12:38:19 PM

26/12/2022
12:39:18 PM

26/12/2022
12:40:18 PM

26/12/2022
12:41:18 PM

26/12/2022
12:42:18 PM

26/12/2022
12:43:18 PM

26/12/2022
12:44:17 PM

Sel

8

A

A

|

IML%
(%)
0.0
0.1
0.0

0.1

01

IML%
(%)
0.0
0.0
0.0
0.1
0.0
0.0
0.0
0.0
0.0
0.0
0.0
0.0
0.0
0.0
0.0
0.0
0.0

0.0

0.0

LIC%
(%)
15
3.0
2.0
15
0.9
21.74
uc%
(%)
30 =x
24 %
19 *
23 *
1.8 %
19 *
1.6 *
1.9 %
1.7 *
71.8 7*
1.5 %
1.7 *
16 *
1.7  *
16 *
1.7 x*
16 %
1.7 %
1.8 x

ALY%

(%)
37

5.0
42
13
0.7

8.09

ALY%
(%)

5.0

45

3.9

4.0

4.1

4.3

4.2

4.1

4.1

4.2

3.7

3.7

3.8

3.7

4.0

3.8

4.4

3.8

3.8

Operator
¥ Servicé
Technician

Service
Technician
Service
‘Technician
" Service
Technician
« Service
Technician
|Service
Technician
*| Service
Technician
Service
'Technician
Service
‘Technician
* Service
Technician
* Service
Technician
Service
Technician

¥ Service
Technician

* Service
Technician
Service
Technician

Service
Technician

* Service
Technician

Service
Technician

* Service
Technician

24/07/2023 10:58:10 AM

Printed by: REDCLIFFELAB

S/N211YADH04058



Repeatability Report (part 2)

RunDate | IML%
Sel

LIC% ALY%
&Time (%) ) (%) Operator
12202 ¢ L5 e e
12:45:17 PM ' e
sy Service
124617 00 * 19 % 38 «x

! 'Technician
26/1212022 Sais
124706pm 00 ¥ 17 * 38 &

Technician

24/07/2023 10:58:10 AM

Printed by: REDCLIFFELAB S/N211YADH04058



HORIBA

Medical HORIBA India Private Limited

» Calibration: To calibrate the Instrument using calibrator (ABX Minocal) and verify the same.

Procedure: Go to Quality Assurance icon on main screen and then Calibration icon. Run
Calibrator (ABX Minocal) 6 times, without taking the values of first run, calibrate the instrument
using average of the 11 runs. Run Calibrator as a sample to verify the calibration.

Lot: CX477; Expiry: 05/01/2023.

Serial No: 211YADH04058

N T COMM 7} REAG
Stop

Home > Quality Assurvance} Calibration CALIBRATION

" Exp. date 01/05/2023
" Modified on

_'Lotnumber, CXA77
. Name MINOCALL

Calibrator . §
Information

Coefficients : WEBC RBC HOCT PLT
: : 11107 L0817 0.886 1.011

cu 1.065 L0917 | 0835 10115 ot
Target | 9.16 BETTIE R T R 383 275
Mean | 9.11 473 140 391 277

| 170 0.60 . 050 1.40 264

waC RBC PLT
{10%mm?) - : (3 (10*/mm?) -
] el

Conducted By: Verified By:



ACRAcy T Doy Heleiing EVENING

QC - Control Run Report
Run Date ' 12/23/2022 01:28:19 PM Operator LAB

Name | DIFFTROL L

Sample ID | PX439L
Level | Low

Lot number | PX439L

CBC ‘m_
Range
RBC
wec 3.36 103/mm? 2.63-3.43
RBC 2.41 108/mm3 2.23-2.55
Hes 6.0 gldL 5.7-6.5
ner 17.7 % 15.8-18.8
mcv 73.7 fL 67.2-77.2 = —
50 100 150
McH 24.7 pg 235-275
McHC 33.6 g/dL 32.4-384 LT
rROw-cv 15.1 % 10.9-18.9 :
row-sp = 40.6 fL 29.1-45.1 :
T 84 10%/mm? 67 - 107 '
mpv 105 fL 8.4-12.4 .
2 10 20 30
DIF
% Range 103/mm?3 Range : ':
Neu 45.3 348-548 1.52 1.01-1.71 s :
wym 37.2 26.1-501 1.25 0.82-1.48 LY
MON 6.2 02-152 0.21 0.02 - 0.44 Sl e
Eos 8.9 12-112 0.30 0.05-033 | ©4%.¢%
Bas 2.4 21-43  0.08 0.07-0.13 ;‘s .y
MG 5.0 00-80 0.17 0.00 - 0.24 'lﬁ ;
I'. (AR C A ———— )
1 ’
Raw Data
PLT counts RBC counts
s1 S2 s3 s4 S5 S6 Sl S2 S3 sS4 S5 S6
81 101 94 104 104 97 2436 2446 2545 2558 2407 2438
s7 S8 S9 510 s11 512 S7 S8 s9 S10 S11 S12
83 108 72 67 94 100 2444 2362 2439 2506 2368 2328
WBC counts HBG measures
s1 S2 S3 sS4 S5 S6 1 L2 u3 L4 L5 L6
234 250 221 236 230 236 3848 3846 3839 1823 1823 1823
s7 S8 S9 S10 S11 u7 Li8 L9 1110 L1 1112
230 220 263 229 246 1823 1824 1824 1824 1824 1825
RMeasured: 2421 Li13
Correlated: 2384 1824
Optical 195

Exp. date | 03/05/2023

Q‘”‘%XM\ \2089

12/27/2022 02:19:13 PM

Printed by: Service

A=
QIN 211YADH04058

~



CBC e Mlarmy s |
Range
wec 8.60 103/mm3 7.55-9.55 RBC
RBC 4.70 105/mm? 4.50 - 4.90
HGB 13.4 g/dL 13.0- 14.0
Hcr 379 % 36.2 - 40.2
mcv  80.7 fL 76.4 - 86.4 = e
McH 28.4 Pg 26.7 - 30.7 ©ow W
McHC 35.3 aldL 32.3-383 :
RDW-cv 12.9 % BE 158 PLT,
RDW-sb 38.3 fL 20,5 - 45.5 :
PLT 256 103/mm? 233-293 :
mpv 8.8 fL 72-112 :
2 10 20 20
DIF
-.-7‘”-‘.""_'-"’“f_‘:“‘.‘-qr“"-
% Range  103/mm?3 Range 1 e ST i :
NEU 44.9 355-555 3.86 299-479 | |, i
ym 43.0 351-511 3.69 2.99-439 | . :
MoN 5.1 03-107 0.44 0.04 - 0.90 AT i
eos 4.0 01-63 0.35 0.02-052 | ¥ R
Bas 3.0 16-38 0.26 014-032 | & 1
.=,
Mg 3.7 00-74 032 0.00-0.64 | I ;
i e
i |
! : ; '
Raw Data
PLT counts RBC counts
s1 s2 s3 S4 S5 S6 s1 S2 s3 S4 S5 S6
223 234 235 210 254 243 4408 4304 4452 4394 4428 4394
S7 S8 S9 510 S11 S12. s7 S8 S9 S10 S11 S12
222 243 248 241 244 251 4406 4326 4353 4441 4404 4345
WBC counts HBG measures
s1 S2 Ss3 s4 S5 S6 L1 L2 u3 L4 us L6
581 618 621 590 574 665 3836 3837 3838 773 773 773
s7 S8 59 S10 s11 U7 L8 L9 L110 L1 12
583 560 601 600 623 773 773 773 774 773 774
RMeasured: 5926 L3
Correlated: 5901 773
Optical 196
[ n'2~3\

Name | DIFFTROL N

Levell Normal
Lot number PX439N

hd

SWE | WS

Sample ID | PX439N

Exp. date 03/05/2023

12/27/2022 02:39:45 PM

Printed by: Service

" o b\ VsN211vADH0s058



)\

Run Date 12/23/2022 01:07:44 PM

Name DIFFTROL H
Level High
Lot number PX439H

CBC
wBC 18.48 103/mm?
RBC 5.17 108/mm?
HGB 15.7 g/dL
HCT 44.6 %
Mcv  86.2 fL
MCH 30.4 pg
MCHC 35.3 g/dL
RDW-cv 12.4 %
RDW-sp 39.5 flL
PLT 536 103/mm?
Mpv 9.0 L
DIF
% Range
NEU 67.8 58.5 - 78.5
ym 21.0 12.6 - 28.6
MoN 3.9 05-7.7
Eos 4.5 0.1-7.1
BAS 2.8 1.9-4.5
MG 6.6 0.1-10.9
PLT counts
S1 S2 S3 sS4
439 416 407 460
s7 S8 S9 S10
411 387 424 431
WBC counts
s1 S2 S3 S4
1264 1288 1279 1248
s7 S8 S9 S10
1354 1317 1245 1270
RMeasured: 11469

Correlated: 11431

Optical

196

16.50 - 20.90

4.99 - 5.49
15.5-16.7
429-47.9
81.7-91.7
28.2-33.2
32.4-38.4
8.5-16.5
31.3-473
467 - 567
7.3-11.3

103/mm?3
12.54
3.88
0.72
0.83
0.51
1.21

S5
460
S11
457

S5
1303

S11
1306

QC - Control Run Report

Operator LAB

Sample ID | PX439H
Exp. date | 03/05/2023

RBC

°
-

. Y

Range
10.91 - 14... |
2.35-5.35
0.11-1.43
0.03-1.31
0.36 - 0.84
0.09-1.97 |
Raw Data
RBC counts
S6 S1 S2 S3
449 4849 4839 4763
S12 S7 S8 S9
479 4933 4740 4769
HBG measures
S6 L1 LI2 L3
1235 3839 3839 3839
LI7 LI8 L19
598 599 599
LI13
599

\‘AX/\ ~ D

S4
4733
S10
4855

L4

598
10
599

S5
4819

S11
4809

L5

599
L1l
599

S6
4863

S12
4843

L6

599
12
599

12/27/2022 01:42:48 PM

Printed by: Service

[/
) \&\' “S/N211YADH04058




0¢

QC - Control Run Report

Run Date 09/08/2023 03:20:20 PM

Name DIFFTROLN
Level Normal
Lot number PX442N

CcBC

wec 8.78
rec 4.80
HGB 13.6
Her 407
mcv 848
McH 28.3
mcic 334
row-cv 131
row-sp 38.1
pT 291
mpv 9.0

DIF

Neu 50.3
wym 39.0
MoN 5.0
gos 3.3
Bas 2.4
IMG 5.5

103/mm3
10¢/mm?3

g/dL
%
fL

P9
g/dL
%
fL
103/mm?
fL

Range
37.4-57.4
32.5-485

04-112
03-59
0.0-6.4
0.0-86

Range
7.30-9.30
4.48-4.88
13.0-14.0
36.9-40.9
78.1-88.1
26.8-30.8
31.7-37.7

9.1-17.1
29.4-454
243-303

72-112

103/mm?3
4.42
3.42
0.44
0.29
0.21
0.48

Operator REDCLIFFELAB

Sample ID PX442N
Exp. date 05/09/2023

RBC

Range

| 3.03-4.83
2.66-4.06
0.03-0.93

0.03 - 0.49

10.00-054

0.00-0.72

09/08/2023 03:21:33 PM

Printed by: REDCLIFFELAB

S/N211YADH04058




]
A |
b
t
= QC - Control Run Report
= Run Date 09/08/2023 07:36:27 AM Operator REDCLIFFELAB
Name  DIFFTROL H Sample ID | PX442HH
Level High Exp. date 05/09/2023
Lot number PX442H
CBC Lo Blarins Vi
Range
wsc 18.34 103mm? 15.40 - 19.80 Rae
RBC 5.28 _ 10%mm? 5.08 - 5.58
HGB 16.8 aldL 159-17.1
HCT 48.2 % 45.1-50.1
Mcv 913 fL 84.3-943 = “
McH 317 o 25.335 e
muc 348 g 317-317 PLE
v 127 % 86-166 :
ROW-SD 402 A4 302.462 :
PLT 500 10mme  458-558
mMpv 9.3 fL 7.2-11.2 :
2 10 2'0 330
DIF : i
% Range  10%mm® Range
NEU 73.2 59.9-79.9 13.44 10.4-14.2
Lym 17.2 103-263 3.15 172-472 |
_MON 29  06-66 053  010-116
Eos 5.1 01-91 093 0.02-1.60 1
BAs 1.6 __00-72 0.29 10.00-1.26
IMG 6.5 00-128 1.19 0.00-222 |
@

09/08/2023 07:37:43 AM Printed by: REDCLIFFELAB S/N211YADH04058
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