HORIBA

Medical

HORIBA INDIA PRIVATE LIMITED,
2406, Okhla Industrial Estate, Phase III,
New Delhi— 110 020

Phone: 011-46465000

Date:16.06.2023

CALIBRATION CERTIFICATE

This is to state that the hematology cell counter model HORIBA
Medical:YUMIZEN H550 bearing serial n0:302YADHO05317 installed AT Legit
Medical Diagnostics&Polyclinic,Nizamabad was calibrated with Calibrator on
16® June 2023,Next calibration Due Date:- 15/06/2024.

Subsequently controls were processed and found them in respective range.

Calibrator Used: ABX MINOCAL
Lot No.: CX 484

Expiry Date: 05/08/2023

Thanking you,

Yours truly,
For HORIBA MEDICAL
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Repeatability Report (part 1)

Number of repeatability run report selected for statistic calculation 10/13

Coefficient WwsBC RBC HGB PLT HCT MCV RDW-CV RDW-SD  P-LCR MIC
(103%/mm?3) (10%mm3)  (g/dL)  (10%mm?3) (%) (fL) (%) (fL) (%) (%)
Minimum  5.62 5.02 145 290 41.5 82.7 12.6 38.8 25.1 0.6
Maximum  6.08 5.10 14.8 311 42.2 82.9 13.0 39.9 26.5 0.9
Mean 5.83 5.06 14.7 303 41.9 82.8 12.8 39.4 25.9 0.7
Difference  0.45 0.07 0.3 21 0.6 0.2 0.3 1:1 15 0.2
2SD 026 0.05 0.2 14 0.4 0.2 0.2 134 11 0.1
CV(%) 2.19 0.51 0.57 2.38 0.51 0.11 0.90 1.45 2.06 9.17
Coefficient MAC NEU% LYM% MON% EOS% BAS% IMG% IMM%
(%) (%) (%) (%) (%) (%) (%) (%)
Minimum 4.4 55.3 313 7.7 2.3 0.0 0.0 0.0
Maximum 5.0 57.5 335 8.9 3.0 0.4 0.2 0.0
Mean 4.7 56.3 325 8.3 2.8 0.2 0.1 0.0
Difference 0.6 2.2 2.2 1.2 0.7 0.4 0.2 0.0
2SD 04 15 14 0.9 0.4 0.2 0.1 0.0
CV(%) 3.77 1.29 2.14 5.27 8.09 52.70 0.00
< Run Date WBC RBC HGB PLT HCT MCV RDW-CV RDW-SD  P-LCR MIC
&Time (10%/mm?) (10%mm?3) (g/dL)  (10°/mm?) {%) (fL) (%) (fL) (%) (%)
gg{;gﬁgﬁ‘ 5.74 5.14 14.8 290 424 82.5 12.7 38.8 25.8 0.7
v gggg{ggzgm 5.92 5.04 14.7 306 418 82.9 12.9 39.9 26.5 0.7
v g?{;g{igﬁd 5.80 5.08 14.8 301 42.0 82.7 12.8 39.9 25.8 0.7
v g;’ggggz'fm 5.87 5.08 145 309 421 82.8 12.7 38.8 25.2 0.6
v g‘lsggggng 5.76 5.09 14.7 311 422 82.9 12.9 39.9 26.1 0.9
v gf{;gﬁgﬁd 5.67 5.10 14.7 307 421 82.7 13.0 39.9 26.3 0.8
v g‘;gg{ggﬁd 5.85 5.07 14.7 296 42.0 82.9 12.7 38.8 25.1 0.8
v gf{;gﬁgzjm 6.08 5.03 14.7 301 41.7 82.9 12.8 39.9 26.4 0.7
82{;3@32;»3,4 5.82 5.00 14.8 301 414 82.8 12.8 39.9 26.4 0.7
v gg{:gggﬁd 5.85 5.02 14.7 290 415 82.7 12.7 38.8 26.2 0.7
v gg{:gﬁ‘l’?” 5.89 5.06 14.8 311 42.0 82.9 12.6 38.8 25.9 0.7
v 85{1‘25@22;4 5.62 5.04 14.7 296 417 82.8 12.8 39.9 25.3 0.7
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Repeatability Report (part 1)

Sel Run Date WBC RBC HGB PLT HCT MCV RDW-CV  RDW-SD P-LCR MIC
&Time (103/mm3) (10¢/mm?3)  (g/dL) (103/mm?3) (%) (fL) (%) (fL) (%) (%)
gg{ii{ggﬁ' . 575 5.05 14.8 299 418 82.8 12.? 38.8 25.0 0.7

Sel Rm:'n Date MAC NEU% LYM% MON% EOS% BAS% IMG% IMM% Operator
&Time (%) (%) (%) (%) (%) (%) (%) (%)
gepeci ] Aa 56.1 335 7.7 2.6 0.1 0.1 vo ?:‘r:‘r,\irfiian

v 3?@?@22&4 5.0 56.9 31.9 8.0 3.0 0.2 03 0.0 iﬁ?ﬁﬁiian

v gggg{"l’gﬁn 4.8 56.1 326 8.3 3.0 0.0 0.2 0.0 '?'zcr:\rlmirc\iecian

v 3?@3522,?” 4.8 57.2 313 8.7 2.6 0.2 0.1 0.0 ?‘;xﬁiian

¥ g?gggngm 4.7 56.6 325 7.9 2.8 0.2 0.0 0.0 ?Zﬁ.iﬁiian

¢ 3?@?3225” 4.9 55.6 335 7.7 3.0 0.2 0.2 =0 'sr:g:rfiian

s 3'15{32{?22.3” 4.7 55.7 32.6 8.6 2.7 0.4 0.1 0.0 -?:?,hirc\iecian

v gg{;gg;’ﬁ' 4.7 56.0 32.1 8.9 2.8 0.2 0.1 0.0 ?ﬂﬁiian
gg{;gggﬁl :.7 57.0 315 8.6 2.6 0.3 0.1 0.1 ?:gjﬁ;ian

v gffigggﬁ 4.5 57.5 31.8 8.0 2 0.0 0.1 0.0 32?{,:%%

o e 56.6 33.0 7.8 2.3 0.3 0.2 %0 'sr:gmir??cian

v 3?33@223,4 4.4 55.3 333 8.7 26 0.1 01 0.0 ?:guirc\iecian
g‘j{ﬁ{ggﬁd 4.4 56.0 32.6 8.1 3.2 0.1 0.1 0.0 izxsiedan

06/16/2023 01:51:23 PM Printed by: Service S/N302YADHO5317



g Repeatability Report (part 2)

Number of repeatability run report selected for statistic calculation 10/13

Coefficient IML% LIC% ALY%
(%) (%) (%)
Minimum 0.0 0.2 13
Maximum 0.0 0.3 1.9
Mean 0.0 0.3 1.5
Difference 0.0 0.1 0.6
2SD 0.0 0.1 0.4
CV(%) 0.00 21.08 14.31
Sel|E4n Date ":'LZ;" L('g)"’ A(L,,/T,;%’ Operator
orzoasrm OO o8 15 ethmician
7 oratoaem  °0 oz 14 e mdian
‘ otvaaasem 0 03 19 e hmcian
v g‘iggggﬁ” 0.0 02 1.4 ?::?r’:ﬁiiian
v [JooreE | o 0.2 15 ?:mrc‘;ian
‘ Otasasem 00 03 13 rhncian
7 ovasssem OO 92 13 | hnician
¢ orasaiem 0 63 16 | ochaician
o13sz0mm OO & 1S Technician
Y oraczorm OO a2 14 Technician
7 ouavarem 0 03 18 niian
v Grazseem O 02 13 e hncian
orasosem OO - 11 hncian
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Sample ID CX484

Calibration Report

Exp. date 08/05/2023

Lot number CX484 Name Minocal Modified on

Coefficient WBC RBC HGB HCT PLT

New 1.070 0.873 0.930 0.883 1.051

Current  1.087 0.869 0.923 0.880 1.040
Target 8.80 4.54 13.3 36.4 277
Mean 8.94 4.52 132 36.1 274
CV(%) 1.35 0.84 0.29 0.81 1.85

Number of calibration run seiected for coefficient calculation (minimum 5) 10/10
. WBC RBC HGB HCT PLT
T
Sel. ke (10%¥mm3)  (10¢/mm?) (g/dL) (%) (10%/mm?)
v 06/16/2023 02:14:16 PM 8.75 4.58 13.2 36.6 280
v 06/16/2023 02:15:31 PM 8.98 4.51 13.2 35.9 271
v 06/16/2023 02:16:44 PM 8.97 4.55 13.3 36.4 268
v 06/16/2023 02:17:56 PM 8.85 4,52 13.3 36.1 283
v 06/16/2023 02:19:09 PM 8.92 4.54 13.2 36.1 273
v 06/16/2023 02:20:22 PM 9.05 h 4.56 13.2 36.3 275
v 06/16/2023 02:22:23 PM 8.83 4.52 13.2 36.2 274
¢ 06/16/2023 02:24:15 PM 8.91 448 1 13.3 35.7 268
v 06/16/2023 02:25:39 PM 9.17 h 4.48 ¢ 13.3 35.8 275
¢ 06/16/2023 02:26:59 PM 9.00 h 4.46 1 13.3 35.6 269
06/16/2023 ©2:28:16 PM Printed by: Service S/N302YADHO05317



Calibration Report

Sample ID CX484 Exp. date 08/05/2023
Lot number CX484 Name Minocal Modified on
Coefficient WBC RBC HGB HCT PLT
New 1.070 0.873 0.930 0.883 1.051
Current 1.070 0.873 0.930 0.883 1.051
Target 8.80 4.54 13.3 36.4 277
Mean 8.94 4.52 13:2 36.1 274
CV(%) 1.35 0.84 0.29 0.81 1.85

Number of calibration run seiected for coefficient calculation (minimum 5) 10/10

Sel. RuAOme QoY (0o (/) % aovmmy)
v 06/16/2023 02:14:16 PM 8.75 4,58 13.2 36.6 280
v 06/16/2023 02:15:31 PM 8.98 4,51 13.2 35.9 271
v 06/16/2023 02:16:44 PM 8.97 4.55 13.3 36.4 268
v 06/16/2023 02:17:56 PM 8.85 4.52 13.3 36.1 283
v 06/16/2023 02:19:09 PM 8.92 4.54 13.2 36.1 273
v 06/16/2023 02:20:22 PM 9.05 h 456 13.2 36.3 275
v 06/16/2023 02:22:23 PM 8.83 4,52 13.2 36.2 274
v 06/16/2023 02:24:15 PM 8.91 448 1 13.3 35.7 268
v 06/16/2023 02:25:39 PM 9.17 h 448 ¢ 13.3 35.8 275
¢ 06/16/2023 02:26:59 PM 9.00 h 446 { 13.3 35.6 269

06/16/2023 02:29:18 PM Printed by: Service S/N302YADHO5317
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QC - Control Run Report
Operator Service Technician

Run Date 06/16/2023 03:00:05 PM
Name DIFFTROLL
Level Low
Lot number PX442L

Sampie iD PX442L
Exp. date 09/05/2023

CBC
Range
o RBC
wec 2.95 103/mm 2.55-3.35
RBC 2.36 10%/mm3 2.19-2.51
HGB 6.0 g/dL 5.6-6.4
HcT 17.4 % 15.7 - 18.7
mMcv 73.6 L 68.0 - 78.0 T 7 =
50 100 150
MCH 25.5 Pg 23.5-27.5
MCHC 34.7 g/dL 32.0-38.0 1 oyl
RDW-cv 15.5 % 11.4-19.4 :
RDW-sp 39.9 L 29.5-455 :
Pt 96 10/mm? 62 - 102 :
mpv 11.6 i 8.3-12.3 :
2 10 20 30
DIF Jremgersosaasaanansssrarnosias
% Range 103/mm?3 Range : :
NEU 45.6 345-545 1.35 0.96-1.66 | :
Lym 33.7 260-50.0 0.99 0.79 - 1.45 e oA
] 3
MON 6.1 0.3-131 0.18 0.01-0.39 ) . :
Eos 8.5 03-127 0.25 0.01-037 | ¥ *}
Bas 6.1 00-86 0.18 0.00-0.26 i o
MG 2.5 0.0-5.2 0.07 0.00-0.16 | _: :
R e t
% . |
H H
Raw Data
PLT counts RBC counts
3! S2 s3 s4 S5 S6 s1 s2 S3 s4 S5 s6
111 109 121 111 142 117 2575 2494 2565 2433 2445 2470
s7 S8 59 510 511 S12 s7 S8 59 510 511 512
i01 108 i06 130 128 124 2462 2481 2539 2501 2525 2573
WBC counts HBG measures
s1 S2 S3 sS4 S5 S6 L L2 Li3 L4 Li5 LI6
233 219 204 211 222 210 3808 3808 3808 1801 1801 1801
s7 S8 S9 S10 S11 L7 LI8 L9 LI10 Li11 LI12
216 213 221 205 202 1802 1802 1801 1802 1801 1802
RMeasured: 2272 L3
Correlated: 2264 1802
Optical
: NG ~/
06/16/2023 03:01:47 PM .« ©° Printed by: Service /N 302YADH05317 1



QC - Control Run Report

Run Date 06/16/2023 03:02:39 PM Operator Service Technician
Name DIFFTROL N Sample D PX442ZN
Level Normal Exp. date 09/05/2023

Lot number PX442N

CBC
Range 4
wsec 8.26 10%/mm? 7.30-9.30 R
RBC 4.77 108/mm?3 4.48 - 4.88
HGB 13.6 g/dL 13.0-14.0
Her 39.0 % 36.9 - 40.9
mcv 81.8 fL 78.1-88.1 r—— 7
50 100 150
MCH 28.6 pg 26.8 - 30.8
McHC 34.9 a/dL 31.7-37.7 -
RDW-cv 13.1 % 9.1-17.1 :
RDW-sp 37.6 L 29.4-45.4 :
pLT 290 10%mm? 243 -303
mMpv 9.8 fL 7.2-11.2 N :
2 10 20 30
y
DIF
% Range 103/mm?3 Range
NEU 48.7 374-574 4.02 3.03-4.83 |
Ltym 40.1 325-485 3.31 2.66 - 4.06
MON 5.5 04-11.2 0.46 0.03-0.93
Eos 3.4 0.3-5.9 0.28 0.03-0.49
BAs 2.3 0.0-6.4 0.19 0.00 - 0.54
MG 3.5 0.0-8.6 0.29 0.00-0.72 |
Raw Data
PLT counts RBC counts
S1 S2 s3 s4 S5 S6 s1 S2 s3 sS4 S5 s6
203 242 251 267 277 261 4623 4675 4601 4576 4574 4746
S7 S8 S9 510 511 512 s7 S8 59 510 Sil 512
226 264 271 247 282 282 4535 4547 4635 4646 4600 4582
WBC counts HBG measures
s1 s2 S3 S4 S5 S6 Li1 Li2 Li3 Li4 Li5 Li6
597 593 637 563 583 585 3804 3804 3801 754 753 754
s7 S8 S9 S10 si1 LI7 L8 Li9 Li10 L1l Lii2
599 594 567 699 554 754 754 754 754 754 754
RMeasured: 5947 Lii3
Correlated: 5933 754

Optical

06/16/2023 03:03:49 PM % Printed by: Service S/N302YADHO05317 1



QC - Control Run Report

Run Date 06/16/2023 03:04:22 PM Operator Service Technician
Name DIFFTROL H Sampie ID PX442H
Level High Exp. date 09/05/2023

Lot number PX442H

CBC
Range
weec 17.49 103/mm3 15.40 - 19.80 RBC
RBC 5.21 108/mm? 5.08-5.58
HGB 16.4 g/dL 15.9-17.1
HcTt 45.6 % 45.1-50.1
mcv 87.6 fL 84.3-94.3 ; T i =
50 100 150
McH 31.6 pg 28.5-33.5
MCHC 36.0 g/dL 31.7-37.7 - B
RDW-cv 12.9 % 8.6-16.6 :
rRow-sp 41.0 fL 30.2 - 46.2 :
PLT 543 10%mm? 458 - 558
mMpv 9.9 fL 7.2-11.2 :
2 10 20 30
DIF
% Range 103/mm?3 Range
neu 70.8 59.9-79.9 12.38 10.4 - 14.2
tym 17.6 10.3-26.3 3.08 1.72 - 4.72
mMonN 3.3 0.6-6.6 0.57 0.10-1.16
E0os 4.6 0.1-9.1 0.80 0.02-1.60
Bas 3.7 0.0-7.2 0.66 0.00 - 1.26
MG 6.8 0.0-128 1.19 0.00 - 2.22
Raw Data
PLT counts RBC counts
s1 S2 S3 sS4 S5 S6 s1 s2 S3 sS4 S5 s6
403 411 428 445 444 461 4894 5054 4968 5067 5007 5026
s7 S8 S9 510 Si1 512 s7 S8 S9 S10 si1 S12
432 420 386 465 420 446 5154 4996 4991 4899 5060 4991
WBC counts HBG measures
s1 S2 S3 s4 S5 S6 L LI2 L3 Li4 Li5 LI6
1256 1268 1221 1295 1282 1230 3802 3802 3801 558 559 559
s7 S8 S9 S10 s11 L7 LI8 Li9 L1210 L1 L2
1290 1254 1197 1337 1183 559 559 559 560 559 560
RMeasured: 11473 L3
Correlated: 11458 559

Optical 196

/ N
06/16/2023 03:05:34 PM '/6\97\*/@\\' Printed by: Service S/MN302YADHO5317 1



