HORIBA

Explore the future

HORIBA India Private Ltd.
246, Okhla Industrial
Estate, Phase - 111110
020 New Delhi, India

Tel: +91 (11) 4646 5000 / 4669 5001
Fax: +91 (11) 4669 5010 / 4646 5020

HIN/MED/2022-2023/100717
02" Dec 2022

CALIBRATION CERTIFICATE

This is to certify that the Hematology Analyzer ABX YUMIZEN H550 bearing serial number:
110YAXH03529 installed at Tata 1MG Pvt Itd. Dehradun calibrated on 02" Dec 2022

Calibrator : ABX MINOCAL
Lot No. : CX477
Expiry Date  :05%"Jan 2023

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

range.

Next calibration cycle is due on 01% Dec 2023,
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Shrish Dixit
(Head- Products & Marketing)

For Horiba India Pvt. Ltd.
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Repeatability Report (part 1)

Number of repeatability run report selected for statistic calculation 6/16

Coefficient (l\g’%:L)
Minimum'  7.89
Maximum 837
Mesn 8.9
Difference 0.48
25D 038
CV(%) 234
Sel Run Date WBC
&Time (103/uL)
. B e
. B, e
. B e
* oeszasem &3
. B, e
T o
e
03/30/2023 ¢ g7
11:24:48 AM
112625 hm 692
Ty
102500am 57
Toz644am 7
Tozeisam O
102552 am 04
10314044 61

RBC
(10°uL)

4.93
5.05
499
0.11
0.08
0.84
RBC
(10%/uL)
497
5.02
4.94
498
436 -
5.05
498
4.88
487
4.85
4.89
4.96
4.94
493
4.94

4.88

HGB
(g/dL)

8.7
9.9
9.8
0.2
0.2
1.07

HGB
(g/dL)

9.7
9.8
9.7

9.7

8.3

99

13.1

134

133

131

134

144

14.3

144

142

HCT PLT MCV
(%) (10%pL) | {um?)
310 278 62.6
31.7 305 63.0
313 294 62.8
0.7 27 0.3
0.6 18 0.2 '
0.92 3.02 0.19
HCT PLT MoV |
(%) (10%/uL) (um3)
31.1 296 62.6
ne 2 630
310 297 62.9
313 294 620 |
311 s | 621
317 296 | 628
402 — 806
12 34 | sz |
39.0 341 : 01
39.5 us | 813
39.6 348 810
434 263 875
430 254 87.0
30 249 87.2

1
431 247 | 812
42.6 | 87.3

253 i

RDW-CV = RDW-SD = P-LCR
(%) (um?) (%)
15.9 35.3 35.4
16.3 36.1 39.1
16.0 35.4 37.0
04 0.8 | 3.8
0.3 | 0.7 2.6
0.85 0.97 3.46
| RDW-CV RDW-SD  P-LCR
(%) (um?3) (%)
15.9 353 36.5
158 | 353 36.4
163 36.1 37.6
e 35.3 35.4
10 w3 ws
‘, 16.0 35.3 391
‘1;3 | 378 723.3
| 133 | ws | 202
; 133 | 37a 301
é 139 | 39.5 28.4
, 136 38.6 28.7
— { : .
15.3 419 30.6
. 15.1 47.0 ‘ 28.7
' 14.6 45.2 7 293
| 14.7 | 46.2 3.3
| 144 45.4 30.6

Operator

1MG

1IMG

1IMG

1IMG

1MG

1IMG

1IMG

1IMG

1MG
'1MG
1MG
[1IMG
:1MG
1MG
‘IMG

1IMG

17/08/2023 10:46:12 AM

Printed by 1 technician

S/N110YAXH03529



Repeatability Report (part 2)

Number of repeatability run report selected for statistic calculation 6/16

Coefficient
M‘nnimum.
Maximum
Mean
Difference
2SD
CV(%)

._, Run Date

el &Time

1270272022
06:28:12 PM™

12/02/2022
06:33:22 PM

12/02/2022
06:37:59 PM

12/02/2022
06.48:37 PM

12/02/2022
06:52:15 PM

12/0272022
06:S4:42 PM

03/30/2023
11:21:41 AM

03/30/2023
11:23:14 AM

03/30/2023
11:24:48 AM

03/30/2023
11:26:25 AM

03/30/2023
11:28:04 AM

04/05/2023
10:25:09 AM

04/05/2023
10:26.44 pM

04/05/2023
10:26:19 AM

04/05/2023
10:29:52 AM

04/05/2023

10:31:40 AM

NEU%
(%)

75.0

77.7

7635

28

19

1.27

NEU%
(%)

77.7
76.8
76.7
758
768
75.0
317
383

380

381

506

52.2

509

%18

51.1

LYM%
(%)

116
12.8
12.3
12
08
3.41
LYM%
(%)
11.6

121

124

128

12.3

513

501

508

49.5

522

391

38.2

38.6

38.3

396

MON%
(%)

9.7

123

10.7

26

18

8.30

MON%
(%)

10.3

105

104

11.0

9.7

12.3

8.2

8.5

83

8.3

7.0

6.6

59

6.3

59

62

EOS%
(%)

0.1

0.2

0.2

0.1

0.1

36.51

EOS%
(%)

0.1

0.1

0.1

0.2

0.2

0.2

15

1.7

16

11

2.3

2.3

2.7

2.2

20

BAS%
(%)

0.2
0.5
0.4
0.3

0.2

28.17

BAS%
(%)
0.3

0.5

0.4

0.4

0.4

0.2

13

1.4
13
18
1.6
14
14
15
18

11

LIC%

(%)

0.6

0.9

0.7

0.3

0.2

14.08

L:.,%?" Operator
0.6 1MG

01 MG

0.7 ‘}iMG

0.9 1§1l~7J1G 7 :
“0—8 - ?1MG———
04— EIMG.

02 e
04 MG

0.3 VglMG ;
0.4 ;1!;16 |
-0-'-'. EIMG

03 ;IMG

0.3 glMG
0.6 EIMG |
0.6 EIMG

17/08/2023 10:46:12 AM

Printed by : techniclan

S/N110YAXH03529



Sample ID CX477
Lot number CX477
Coefficient
New

Current

Target
Mean

CV(%)

WBC

1.136

1.136

8.78

8.82

1.19

Calibration Report

RBC

0.996

0.996

4.62

4.64

0.68

HGB

0.988

0.988

13.6

13.6

0.82

Name ABX MINOCAL

HCT

1.042

1.042

39.3

39.2

0.90

Number of calibration run selected for coefficient calculation (minimum 5) 5/7

Sel.

4

Run Time
12/02/2022 12:57:52 PM
12/02/2022 12:59:27 PM
12/02/2022 01:01:06 PM
12/02/2022 01:02:45 PM
12/02/2022 01:04:24 PM
12/02/2022 01:06:04 PM

12/02/2022 01:08:08 PM

WBC
(10%/uL)

8.86
8.72
8.72
8.97
8.88
8.81

8.81

RBC
(108/uL)

4.67
4.67
4.64
4.63

4.59

=Asnanle eernEs)

4.59

HGB

(g/d
13.7

135

13.7

13.5

L)

]

HCT
(%)

39.4
39.7
39.1
39.2
38.6
38.5

38.8

PLT
1.078

1.078

270
263

3.54

PLT
(10%/uL)

266

275

Exp. date 01/05/2023
Modified on
MPV
1.028

1.028

111
11.3

0.96

MPV
(um?)

11.4
11.1
11.3
11.3

11.2

E5258 1 114

==259=1= 113

07/08/2023 11:03:01 AM

Printed by : technician

S/N110YAXH03529



QC - Control Run Report

Operator technician

Run Date 12/02/2022 01:41:03 FM

Name PX438H Sample ID PX438H

Level High
Lot number PX43BH

Exp. date 01/05/2023

Range
rRec 5.21 106/l 5.04 - 5.54
HGe 15.7 g/dL 15.5-16.7
HcT 48.6 % 46.2-51.2 RBC
mcv 93.2 pm? 87.0-97.0
mcH 30.2 Pg 27.9-329
MCcHC 32.4 afdL 30.1-36.1
rRow-cv 13.7 % 10.5-18.5 ; :
50 100 150
Range
PLT 493 10%/uL 440 - 540 1 i PLT
mpv 9.1 pum? 7.0-11.0 :
2' 1'o 110
Range DR ST
wec 18.16 10%uL  15.70 - 20.10 L YT L
# Range % Range § !
ney 12.81 10.50 - 70.5 59.3-79.3 ok
Lym 3.87 2.29-529 21.3 13.2-292 | -
mon D0.46 001-107 2.6 00-6.0 |__.
eos 0.77 0.03-1.33 4.2 0.1-7.5
gas 0.25 0.00-096 1.4 0.0-5.4
Raw Data
PLT counts (by sections) RBC counts (by sactlons)
s1 52 s3 54 55 S6 s1 52 S3 54 S5 S6
400 428 412 430 414 470 4409 4336 4450 4495 4369 4372
s7 S8 59 510 5§11 512 s7 S8 s9 510 S11 S12
375 408 412 414 439 438 4368 4379 4419 4437 4421 4387
WBC counts (by sections) and others HBG measures (Optical Intensity)
£1 52 53 54 55 56 1)1 L2 u3 Li4 LIS L6
1284 1122 1168 1133 1140 1186 3844 3845 3845 691 692 691
5/ 58 L9 10 511 L7 Lig L9 LILO L1l L2
1171 1153 1204 1168 1178 691 692 692 693 693 694
AMeasured : 10677 L113
Correlated : 10519 693
Optical intensity 193
07/0872023 10:55:55 AM Printed by : techniclan S/N110YAXHO03529



QC - Control Run Report

Run Date 12/02/2022 01:46:57 PM

Name PX438L
Level Low
Lot number PX438

Operator technician

Sample ID PX438L
Exp. date 01/05/2023

Range
RBC 2.35 105/uL. 2.18-250
HGB 6.2 g/dL 5.8-6.6
HCT 18.9 % 17.2-20.2 RBC
Mcv  80.7 um? 75.0 - 85.0
MCH 26.3 Pg 245-285
MCHC 32.5 g/dL 30.1-36.1
RDW-cv 17.2 % 13.0-21.0
5'0 1;04 1;0
Range
PLT 66 10%/uL 45-85 ] PP
Mpv 9.4 um?3 7.5-115 u :
; 1'0 EID 3‘0
Range | — ﬁ]ﬁ
wec 3.30 10yl 2.55-3.35 ) gt e
# Range % Range E T : ;
NEu 1.58 1.02-1.72 48.0 363-563 | &1 g e
tym 1.18 0.77-1.43 35.8 25.2-49.2 | ¥ omEe '
mon 0.20 0.01-043 6.0 00-150 | a7 ﬁ .
gos 0.30 0.00-038 9.0 03-127 “;’%' e s
Bas 0.04 0.01-013 1.2 0.4-4.6 ': A :‘_‘:::-_-_..._._
Raw Data
PLT counts (by sections) RBC counts (by sectlons)
S1 s2 53 54 55 56 51 52 S3 sS4 S5 S6
55 79 79 100 89 104 2190 2197 2201 2213 2165 2153
s7 S8 59 510 511 S12 s7 58 S9 S10 S11 S12
71 72 92 96 86 92 2196 2148 2157 2120 2161 2126
WBC counts (by sections) and others HBG measures (Optical Intensity)
S1 52 S3 S4 g5 S6 L L2 L3 L4 Li5 Li6
209 208 234 224 220 204 3846 3845 3846 1906 1905 1905
S7 SH 59 S10 511 ur ug L9 LI10 u1l L2
216 205 246 189 210 1905 1905 1905 1904 1905 1905
RMeasured : 2141 LI13
Correlated : 2091 1904
Jptical intensity 193
17/08/2023 10:56:58 AM Printed by : technician S/N110YAXH03529



QC - Control Run Report

Run Date 12/02/2022 01:48:45 PM Operator technician
Name PX43BL Sample ID PX438L
Level Low Exp. date 01/05/2023

Lot number PX438

Range Alarms s st St |
rRBC 2.30 108/uL 2.18-2.50
HGB 6.1 gfdL 5.8-6.6
HCT 18.5 % 17.2-20.2 | RBC
mcv 80.4 pm? 75.0 - 85.0
MCH 264 Pg 24,5-28.5
McHC 32.8 g/dL 30.1-36.1
RDW-cv 16.5 % 13.0-21.0
S'O 150 IED
Range
pt 70 10%/uL 45 - 85 ! |FL¥
MPv 9.4 um? 7.5-115 :
T L‘__‘v :
2 10 20 30
Range B - i 1
wec 3.09 10°uL  2.55-3.35 fo i legeneetT
# Range % Range i
Neu 1.53 1.02-1.72 495 36.3-56.3 :
tym 1.09 0.77-1.43 35.3 25.2-49.2 | -
moN 0.19 0.01-0.43 6.2 0.0-150 | .o
eos 0.25 0.00-038 8.1 0.3-12.7 '[ 3
Bas 0.03 0.01-013 0.9 0.4-4.6 g
Raw Data
PLT counts (by sections) RBC counts (by sections)
S1 52 53 54 55 56 S1 52 S3 S4 S5 S6
82 103 90 87 88 93 2097 2146 2210 2121 2120 2164
s7 S8 s9 S10 S11 512 s7 S8 S9 S10 S11 s12
75 70 79 93 92 101 2191 2118 2071 2113 2087 2173
WBC counts (by sections) and others HBG measures (Optical Intensity)
s1 52 S3 S4 S5 56 Lit L2 L3 u4 Lis LI6
192 206 208 229 171 208 3826 3845 3848 1924 1924 1924
s7 S8 59 S10 511 Lz L8 L9 u1o L1l L2
126 199 193 209 216 1923 1923 1923 1923 1922 1922
RMeasured : 2114 L113
Correlated : 2055 1921

Jptical intensity 193

)7/08/2023 11:00:23 AM Printed by : techniclan S/N110YAXHO03529 1
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[ACTION TAKEN : g oo

I FOLLOWING PARTS F
PART CODE.

HORIBA Notifcation No. | ,
-~ Explore the future Work Order No. HORIBA CARE
; roueree o 1800-103-4470
¥ wmo2B33 13
SERVICE REPORT CUSTOMER COPY HIN-M02 :
CUSTOMER DETAILS INSTRUMENT DETAILS SERVICE STATUS
NAME: {|MODEL : o/ ze n IS0 BSITING PUE;;QSE:
EQUIP. SL. No. : 4j 074 : REPAR TA ERROR
Vbt it gl VERSION : 10 PR3 31 3 ] NsTALLATION [[] MAINTENANCE
ADDRESS: — [JureraDE  [] CUSTOMER TRANING
NOTIFICATION No. ' Dl cossaesi-ver [ e
CALL DETAILS DATE | TIME | OJomers :
— - COMPLAINT RECD. CUSTOMER STATUS
PIN CODE L o o - [] warmaNTY
cMC
- il dioos e | TRAVEL TIME (Eng. 1) ‘ HOURS
L TEL. NO.: i 8 .
CONTACT PERSON : WORKS CARRIED OUT AT |
|3SITECISERVICE CENTRE
OBSERVATIONS :




