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HORIBA india Private Ltd.
246, Okhla Industrial
Estate, Phase - 111 110
020 New Delhi, India

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

HIN/MED/2022-2023/1005848
20t March 2022

CALIBRATION CERTIFICATE

This is to certify that the Hematology Analyzer ABX YUMIZEN H1500 bearing serial number:
103M1XH00641 installed at Redcliffe lifetech Pvt. Ltd., Chandigarh as calibrated on 20t March
2022

Calibrator : ABX MINOCAL
Lot No. : CX468
Expiry Date  : 05™ April 2022

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

Next calibration cycle is due on 19t Sep 2022.

Shrish Dixit
(Head- Products & Marketing)
For Horiba India Pvt. Ltd.
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(Serial no: 103M1XH00641)
Fully Automated Hematology Analyzer

Performance Qualification

For
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Visit us: http://www.horiba.com/in/
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\. Performance Qualification

. Instrument Identification :

Instrument Name

: YUMIZEN H1500
Serial Number ¢ 103M1XH00641
Following is the list of test to be performed and verified

Blank Reference cycle: To verify the Startup Cycle of the instrument.

STARTU /SHUTDOWN

L S e e

Background noise check

20/03/22 13:55:32 Background noise check.

Background noise check...

TNC value=28 range=[0-200]

RBC value=16 range=[0-100)
Accepted PLT value=21 range=[0-70]

PLT noise value=9 range=[0-300]
BASO value=24 range=[0-300]
LMNE value=16 range=[0-100)

HGB blank value=3631 range=(1000-4000]
HGB unstb blk value=0 range=[0-0)

HGB unstb mes  value=0 range=(0-0]

HGB delta value=8 range=[0-20]
Done

20/03/22 13:56:33 Background noise check ended successfully.

R R b
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* Calibration: ;
ration: To calibrate the Instrument using calibrator (ABX Minocal) and verify the same.

Procedure: i :

Gl (-A go tolQuallty Assurance icon on main screen and then Calibration icon. Run

e X Minocal) 11 times, without taking the values of first run, calibrate the instrument
g average of the last 5 runs. Run Calibrator as a sample to verify the calibration.

Lot: CX468 ; Expiry: 05.04.2022

103MIAHO0641

)

HORIBATECH

CALIBRATION

A ATV s RS R

e e

Analysis mode: Automatic Runs: 10/11

TR B A

Tube: CX468

Press Confirm to save results.
WBCHGB WBCBAS WBCDIF  RBC mMcv  PIT HGB
. A0Ymm®  10¥mm’  10Ymm’ 20Ymm?® AL 10Ymm® g/dL .
9.19 859 878 4.59 813 241 138
0.63 1.01 1.07 077 0.47 187 0.49
9.00 4.64 84.0 260 14.0
1.174 0.500 0.944 0.934
7 7
WBCHGB AS | _RBC_ MOV PIT HGB H
] 1 515 873 . am as7 7 813 26 138 Wm
2 97 8.42 872 463 816 243 137 2
3 9.14 8.63 883 464 812 251 138 f; ;
s 91 863 878 458 813 238 137
5 v 927 £.63 8.92 461 819 241 138 A
6 9B 853 884 455 812 242 138 :

20/03/22
16:59:54

a o

%
e e £t e

{t} feagents ac

s>
Verified By:

Conducted By: Rajesh Sha
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Cont : i i
rol Runs: The quality of the analyzer is checked by running three levels of Controls & getting

the values in the range as per the kit insert.

* Lot: ABX Low Difftrol PX434; Exp: 05.05.2022

P Range Observed Value
arameters | o orKitInsert) | Dated 20032022 | C°™™ens
RBC 10%mm? 2.39-2.48 2.42 Passed
HGB g/DI 6.6-6.8 6.7 Passed
HCT % 19.3-19.6 19.5 Passed
MCV pm?* 80.8 — 85.1 80.8 Passed
MCH pg 26.8 - 27.8 27.6 Passed
MCHC g/DI 31.7-33.9 34.2 Passed
RDW % 12.1-13.8 13.3 Passed
PLT 103mm? 63.0 - 86.0 68 Passed
MPV pm? 9.7 -11.7 10.4 Passed
WBC 103/mm?3 22-24 2.28 Passed
NEU % 51.5-58.3 51.5 Passed
NEU # 1.16 -1.35 1.26 Passed
LYM % 26.7- 31.5 28.9 Passed
LYM# 0.6-0.74 0.05 Passed
MON % 0.8-3.6 2.2 Passed
MON # 0.02 -0.34 0.05 Passed
EOS % 6.8-12.4 8.9 Passed
EOS # 0.16 -1.35 0.20 Passed
BAS % 4.0-4.6 4.3 Passed
BAS # 0.09-0.1 0.10 Passed
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* Lot: ABX Normal Difftrol PX434; Exp: 05.05.2022

Observed Value

r Kit
PATNTRRISTS Rangtlen(:e:“rt;))e Dated 20/03/2022 RetRIITESIES
RBC 108/mm?3 4.63-4.8 473 Passed
HGB g/DI 14.0-14.4 14.2 Passed
HCT % 39.5-41.2 40.0 Passed
MCV pym? 84.7-86.4 84.6 Passed
MCHpg 27.5-31.5 29.9 Passed
MCHC g/dL 34.7-36.0 35.4 Passed
RDW % 11.9-12.6 12.6 Passed
PLT 103/mm3 237-272 255 Passed
MPV pm? 10.0-10.9 10.2 Passed
WBC 103/mm?3 6.7-7.28 7.08 Passed
NEU % 56.0-59.6 56.2 Passed
NEU # 3.84-4.2 3.97 Passed
LYM % 28.0-31.2 30.5 Passed
LYM # 1.89-2.19 2.16 Passed
MON % 1.9-4.0 3.8 Passed
MON # 0.13-0.28 0.27 Passed
EOS % 4.8-6.7 4.9 Passed
EOS # 0.33-0.49 0.35 Passed
BAS % 3.9-4.6 4.5 Passed
BAS # 0.26-0.33 0.33 Passed
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Level 151 High Contro
o Lot  ABX Wigh Difftrol PXA3S; FExp: 05.05.2022

- e g——

Parameters Range (As per Kit |~ Observed Value 8 |
— ' Uinserty | Dated 032072022 o
REC10Mmm* | 519531 . 52 | Passed |
HGBgDI 1881471 16.9 | Passed
WCT% | 4715490 - 484 t Passed |
MCVpm 911924 90.9 nl Passed
MCHpg  ns8327 324 | Passed
MCHCgiOL | 348357 356 Passed
ROW % 114429 124 Passed
“PLT 16%mm 424501 503 Passed
% 92105 10.0 Passed
wec 16481718 16.78 Passed
WEU % 865709 694 Passed
NEU # 11.3511.95 11.64 Passed
LYM% 12017.2 14.5 Passed
LYM#® 219-2.94 243 Passed
MON % 3255 5.5 Passed
MON # 0.56-0.95 0.92 Passed
E08 % —s968 | 64 Passoc
=1 0.991.14 0.98 Passed
BAS % - 45-47 4.7 Passed
‘BAS# 0.770.20 0.79 | Passed
Gt
onductcd By Rajesh Sharma” Verified By:
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P

recision Study: Precision is checked by running blood sample in 12 replicates & getting CY%

within acceptance range,

Home > Quality Assurance > Repeatability

REPEATABILITY

Runs: 12/12

e e s =

Test: DIF Analysis mode: Automatic

Last repeatability test: 20/03/22
1BC RBC HGB HCT MOV ROW-SD ROW-CV  PIT
Wmm®  10Ymm®  g/dL % fL fL % 107 m”
Min 11.72 6.19 181 52.3 243 367 133 160
{ Max 1205 631 18.3 53.4 249 9.9 141 179
Mean 11.94 6.24 18.2 52.8 846 372 137 172
SD 0.09 0.04 01 0.4 02 10 02 5

CV (%) 0.72

<

¢ 1 v 1199 6.19 183 523 8456 99 133 174 ﬁ
5 2 v 0o 631 183 534 a5 293 135 m B
% 3 & 1194 625 182 527 243 380 132 171 ’ E
4w un 624 182 528 85 %7 126 mo
s « 1188 6.22 182 527 87 330 137 171 ,Za

&3
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§ sor _ ey iy (7]
Tube: 2740307922 Test: DIF Analysis mode: Automatic Runs: 11/11
Press Confirm to save results,
Wi . MRV DMX  MON%  NEU% | EOS%  BAS%  NRBCK |
10Ymm* A % % % % % % §
Min 183 110 327 3.2 58.6 10 06 0o §
Max 201 115 347 a6 61.7 19 1.2 23
Mean 192 113 334 39 60.3 15 08 08 ;
SO 6 02 0.7 04 09 03 0.2 12 :
Cvi(%) 3286 151 203 11.03 147 18.74 21.40 154.98 .«
- -t - — el
PLT MPV LYM% MON% NEU% EOS5% BAS% NRBC% !
i 1 v 184 112 328 a2 610 14 06 23 ﬁi
é 2 V. mee 114° 331 40 609 11 09 N .
3 v 194 112 334 37 60.3 17 09 0.0
s 191 114° 342 38 59.8 14 08 —i k
s v s 1n1 330 45 604 14 07 00 |

Bty T AR R

P

ey

20/03/22
15:54:58

x

Verified By:

Conducted By: Rajesh Sha
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» Carryover Study: i i
er Study: Carry over is assessed by running high and low QC in 3 replicates and with

low values in 3 repli
il plicates alternately (H1,1.1,H2,1.2,H3,L3) & getting CV% in within acceptable

Carry Over %= (L1-L3) *100/ (H3-L3).

YH 1500 Sr No: 106M1XH00685
20/03/2022
H1 16.9 L1 6.7
HB H2 16.9 L2 6.6 0.08
H3 16.8 L3 6.6
H1 5.22 11 2.42
RBC H2 5.22 12 2.42 0.69
H3 5.28 L3 2.40
H1 496 11 68
PLATELETS | H2 501 L2 70 0.46
H3 494 L3 66
H1 16.78 L1 2.28
WBC H2 16.81 L2 2.28 -0.08

H3 16.93 L3 2.19

Cncaia WBC RBC HGB PLT

Arame 103/mm? | 106/mm® | g/dL 10%/mm?
Carry Over
;| ;) 0.4 0.42
%) 0.08 0.69 6

Manufacturer

acceptable 0.5 1 1 0.5

CV%
Status Passed Passed Passed Passed
@
Performed by: Rajesh Sharma Verified by:
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QC Results HORIBA HELG)

Medical PP,
Date:  05/08/202209:47:47  Lot: PX436H © State: Valid ! Included
Device: YH1500 Comments:
Test  Result Failed Rules Target Tolerance Lower Bound  Upper Bound
WBC - 17.90 In Range null null 15.6 20.0
RBC 523 In Range null null 4.99 5.49
HGB 16.4 In Range null null 15.7 16.9
HCT 48.3 In Range null null 46.3 51.3
MCV 92.2 In Range null null 88.5 98.5
MCH 31.4 In Range null null 28.6 336
MCHC 34.0 In Range null null 30.3 - 363
RDW-CV 114 In Range null null 7.5 15.5
RDW-SD  41.7 In Range null null 37.5 45.5
PLT 542 In Range null null 462.0 562.0
MPV 121 In Range null null 96 13.6
LYM% 13.7 In Range null null 59 21.9
MON% 2.8 In Range null null 0.4 7.8
NEU% 73.9 In Range null null 62.3 82.3
EOS% 5.1 In Range null null 0.0 10.6
BAS% 4.5 In Range null null , 1.9 6.9
NRBC% 6.3 In Range null null 48 7.8
LYM# 2.45 In Range null null 0.97 3.97
MON# 0.51 In Range null null 0.07 1.39
NEU# 13.23 In Range null null 10.97 14.77
EOS# 0.91 In Range null null 0.0 1.88
BAS# 0.80 In Range null null 0.39 - 1.17
NRBC# 1.12 In Range null null 0.87 1.37

1327132 Print Date:05/08/2022 - 10:12

* Seavmned with CamSeanneh



QC Results | HORIBA HELG)

Medical ...

Date: 05/08/2022 09:48:17  Lot: PX436N State: Valid / Included
Device: YH1500 Comments:
Test Result Failed Rules Target Tolerance Lower Bound  Upper Bound
WBC 6.95 In Range null null 6.4 84
RBC 4.82 In Range null null 4.56 4.96
HGB 13.9 In Range null null 13.2 14.2
HCT 40.9 In Range null null 391 43,1
MCV 84.8 In Range null null 81.6 916
MCH 28.9 In Range null null 26.8 30.8
MCHC 34.0 In Range null : null 30.2 36.2
RDW-CV 124 In Range null null 8.5 16.5
RDW-SD aM.7 In Range null null 37.0 45.0
PLT 274 In Range null null 227.0 287.0
MPV 13.8 In Range null null 10.7 14.7
LYM% 31.6 In Range null null : 24.3 40.3
MON% 5.6 In Range null null 0.6 ‘ 11.4
NEU% 54.3 In Range null null 43.3 63.3
EOS% 4.3 In Range null null 0.0 8.8
BAS% 4.2 In Range - null null 1.0 7.0
NRBC% 21.0 In Range null null 15.0 25.0
LYM# 2.19 In Range null null 1.69 3.09
MON# 0.39 In Range null null 0.04 0.84
NEU# 3.78 In Range ; null null 3.04 4.84
EOS# 0.30 In Range null null 0.0 0.66
BAS# 0.29 In Range null null 0.1 0.5
NRBC# 1.46 In Range null null 1.18 1.78
2
e
2
86/132 Print Date:05/08/2022 - 10:12

Seawned with ComSeammen
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Date:  05/08/2022 09:47:16  Lot: PX436L  sqate: Valid / Included
Device: YH1500 Comments:
~ Test Result Failed Rules Target V Tolerance Lower Bound Upper Bound
WBC 2.56 In Range null null 2.0 28
RBC 248 In Range null null 2.28 2.6
HGB 6.5 In Range null null 5.9 6.7
HCT 19.1 In Range null null 17.7 20.7
MCV 76.9 In Range null null 73.6 83.6
MCH 26.3 In Range null null 238 27.8
MCHC 344 In Range null null 29.8 35.8
RDW-CV 148 In Range null null 10.5 18.5
RDW-SD 452 In Range null null 39.0 47.0
PLT 72 In Range ‘ null null 51.0 91.0
MPV 10.2 In Range null null 7.7 11.7
LYM% 32.0 In Range null null 16.3 40.3
MON% 7.3 In Range null null 0.0 19.2
NEU%  48.6 In Range null null 40.6 60.6
EOS% 8.1 In Range null null 0.0 14.8
BAS% 4.0 In Range null null 1.6 6.6
NRBC% 17.3 In Range null null 13.7 21.7
LYM# 0.82 In Range null null 0.35 1.01
MON# 0.19 In Range null null 0.0 0.46
NEU# 1.24 In Range null null 0.86 1.56
EOS# 0.21 In Range null null 0.0 0.36
BAS# 0.10 In Range null null © 0.0 0.2
NRBC# 0.44 In Range null null 0.29 0.55
p
NV
O
46/132 * Print Date:05/08/2022 - 10:12

Beawmned with ComSeannen



