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CALIBRATION CERTIFICATE

This is to certify that the Hematology Analyzer Yumizen H550 bearing serial
number: 111YAXHO03577 installed at Redcliffe Lifetech surat is calibrated on 30"

May 2023.

Calibrator : ABX MINOCAL
Lot No. : CX482
Expiry Date : 05" June 2023

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

Next calibration cycle is due on 29"" May 2024.

}* }

A

Shrish Dixit

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



Blank Cycie Logs

Running Date Operator WBC RBC HGB PLT Status Technlical alarms
Comments 10%/uL 108/pL g/dL 103/pL

05/30/2023 03:08:54 PM technician 0.00 0.0 0 Failed Optical Bench Light Error
05/30/2023 03:13:37 PM technician 0.00 0.00 0.0 0 Passed

05/30/2023 03:31:39 PM technician 0.01 0.00 0.0 0 Passed

05/30/2023 05:34:28 PM

Printed by : technician

S/N 111YAXH03577




Repeatability Report (part 1)

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

[ cactriciont] . WBC | RBC - iHGBN HCT PLT MCV | RDW-CV | RDW-SD | P-LCR
TR (osb) | (romL) | (grdu) (%) (103/uL) | (um?) (%) (um3) (%)
j Minimum| 7.72 5.26 i 13.9 40.7 237 77.3 11.5 33.6 32.3
e | - I N
'( Maxlmum! 7.97 5.42 | 143 42.3 263 78.2 12.6 36.1 37.9
3 | | — ST . MR — . .
Mean 7.84 . 538 14.1 41.7 253 77.6 12.0 34.9 34.4
4 Wk - Y | e .
| ‘
Difference[ 0.26 | 0.16 i 0.4 1.5 26 0.9 1.2 2.5 5.5
2SD| 0.5 r 0.10 ' 0.3 0.8 14 0.5 0.6 1.4 3.0
RS Bada T AT o e
CV(%)| 0.94 0.89 | 092 0.97 2.81 0.33 2.55 1.97 | 442
'SelERun Date | WBC | RBC | HGB | HCT [ PLT | Mcv "RDW-CV | RDW-SD | P-LCR Operator ]
1 :&Time ‘ ; (IO’IUL) | (108/uL) | (g/dL) (%) (103/uL) (um?3) (%) (um?3) | (%)
, - — 1
105/30/2023 | I , | 359 ici
10332:07 PMl 7.81 | 5.41 | 14.3 42.0 259 77.6 11.9 34.4 ) 35. technician J
1 g —— = | — == |
105/30/2023 k 2 i |
v 10335:30 PMl 7.97 j‘ 5.40 | 14.2 41.8 252 77.3 12.2 35.3 3 technician |
- e N SRS S |
|95/30/2023 ‘ 11.8 44 | 37.9 ici :
v | 792 | 542 14.3 41.9 256 77.3 | technician |
! ! s et e e — SN (e S | — SR 1
|05/30/2023 ) ; 4 77.5 11.9 34.4 33.9 ici \
v !03:38:39 pm| 7-80 \‘ 5.40 14.1 41.8 246 technician |
f i — = = = 1
105/30/2023 | | [ . l
J . ; 14.1 42.0 263 77.4 12.2 353 | 338 n !
Y lozaoasem| 776 | 92| | technician |
s e S ~
|05/30/2023 ; | 533 14.1 41.4 256 77.5 12.1 35.3 \ 33.6 technician |
Y 103:41:51 PM 7.83 %3 i
. - S pemm—— R s — N et
v |05/30/2023 | ;45 5.40 14.0 41.9 257 77.7 12.2 35.3 35.4 technician \
03:44:05 PM | ‘
, y - B e
v |05/30/2023 | 7 g3 | 535 14.0 41.6 237 77.8 12.1 35.3 | 344 technician
03:45:36 PM ; ) SR S | | ‘
|05/30/2023 8 541 13.9 423 255 78.2 12.6 36.1 l 33.0 ici i
7 lozuz09em| 1P| s ) i e . | technician
05/30/2023 | 5.26 14.0 40.7 248 77.4 11.7 34.4 34.2 ici
Y 034840 pm| B8 | i _ ‘ technician
t — o R - a - i - i - - — e 7‘ P
|05/30/2023 [ 5.36 | 140 41.6 | 255 77.7 11.5 33.6 | 323 ici
Y lozsozem| ot l ] ’ R technician
Printed by : technician S/N111YAXH03577 1

05/30/2023 05:34:10 PM



Repeatability Report (part 2)

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

I - N B
; Minimum| 53.8 313 6.9 a2 0.6 0.3
j Maximumi’ 55.5 ; 323 . ;.%:v 5.3 71,;A‘ _*(;.; N
RN SR
, Meané 54.6 i 319 1.7 4.8 0.9 0.4
E Difference; 1.7 1.0 ' 1.5 1.1 0.6 0.3
2 SDi 1.3 1 0.7 . 1.0 0.7 0.4 0.2
| ,,*i = v =
CV(%)‘! 1.16 | 1.137 7 va | 6.99 21.35 18.41
co/RUnDate | NEU% | LYM% | MON% | EOS% | BAS% | LIC% | e ]
|STime b)Y (36) 7 RIS (%) (%) (%) Dy
v ;gggg{ggﬁn'\ 554 | 317 7.7 4.2 1.0 0.4 technician
i h | B I I
v iggggggﬁﬂ 54.2 ‘l 321 8.0 5.0 0.7 0.5 technician
| | o S S — . =
v %gggg{égﬁd 55.4 ‘ 315 7.0 49 1.2 0.6 technician
v 183{32@;’2&4 53,9 32-.2 Ji 7477 7;).8 7 0.4 7 te;H-n;;;;;
-flSi{iS{i?ﬁ SZ;/ ;171- k 8.3 a7 1.1 0.4 technician
Ll s e | e | es | a2 | o5 lesmam
| Egg{gg{ggﬁd 54.5 i 321 27 .6 11 0.4 ;chnician
o o [ ma | ar | sz as | w5l
| v igg{_ig{ggﬁd 54.9 31: | 76.497” 54_3 ) ‘1.07 - 07.4 t;hn;n;r—\
v %ngigfig?m 540 | 323 8.1 5.0 0.6 0.5 technician -
olosmoes e | aa | 7s | sz | 08 | 03 liecmicen
05/30/2023 05:34:10 PM Printed by : technician S/N111YAXH03577




Sample ID CX482
Lot number Cx482

Calibration Report

Exp. date 06/05/2023

Name MINOCAL Modified on
i ; ‘ Aol 1
Coefficient WBC RBC HGB | HCT PLT [ MPV 4
New 1.141 1.065 0.985 | 0.967 i 1.166 | 1.113 J
| S
Current 1,141 1.065 1.023 1.007 1.195 1.113
Target  9.00 4.42 12.8 37.1 255 10.4
Mean  9.23 4.46 13.0 40.6 251 9.8 '
CV(%)  0.32 0.43 0.49 0.55 2.16 1.37
Number of calibration run selected for coefficient calculation (minimum 5) 5/5
; WBC RBC HGB HCT PLT MPV
>el i gme (10%L) (1090  (g/dL) (%) (10%uL)  (um?)
¥ 05/30/2023 04:05:05 PM 9.24 h 4.47 13.0 h 40.8 245 | 9.8 |
v 05/30/202304:06:47PM 920 h | 4.47 13.0 40.6 252 9.9
v 05/30/2023 04:08:33PM 922 h | 447 130 407 259 99 .
v 05/30/2023 04:10:02 PM| 922 h 4.43 | 131 h 40.3 253 | 99
v 05/30/2023 04:11:37PM 928 h 4.46 12.9 40.3 249 | 96 | ‘
05/30/2023 05:34:21 PM Printed by : technician S/N111YAXH03577



QC - Control Run'Report, . LT
Run Date | 05/30/2023 04:59:54 PM Operator | technician
Name  ABXdifftrol H Sample IDi PX441H
Level  High Exp. date 07/05/2023
Lot number| PX441H
Rahge ‘
RBC 5.22 10¢/uL 4,86 - 5.36
HGB 16.0 g/dL 15.1-16.3 g _
HCcT 48.3 % 44.5 - 49,5 | RBC g
Mcv  92.6 Hm? 87.0-97.0 :
mcH 30.6 pg 28.2-33.2 g
MCHc 33.1 g/dL 30.4 - 36.4 i
RDW-cV 13.2 % 10.0 - 18.0 !
50 100 150 |
Range ; :
PLT 495 10%/uL 439 - 539 ‘ ! PLT|
mpv 9.7 pm? 7.3-11.3 ; ' ,‘
' {
5 1l0 2‘0 :|'o ;
e - — S — ;,i
Range R IR ot T |
wsc 18.32 10%/uL  16.20 - 20.60 ' I
# Range % | Range
NEU 13.00 1067-  71.1 | 58.3-78.3
Lym  3.34 2.12-5.12  18.2 11.7 - 27.7
mon 0.63 0.00-1.48 3.4 0.0 - 8.0
eos 0.96 0.00-1.44 5.2 0.0-7.8
Bas 0.39 0.00-150 2.1 0.0-8.2
Raw Data
PLT counts (by sections) RBC counts (by sections)
S1 S2 S3 sS4 S5 S6 S1 S2 S3 sS4 S5 S6
373 382 365 358 396 378 4245 4235 4168 4244 4107 4148
S7 S8 S9 S10 S11 S12 S7 S8 S9 S10 S11 S12
386 398 423 360 424 427 4090 4140 4128 4152 4150 4146
WBC counts (by sections) and others HBG measures (Optical intensity)
S1 S2 S3 S4 S5 S6 L1 LI2 L3 L4 LIS LI6
1219 1143 1205 1155 1192 1157 3859 3867 3875 701 701 701
S7 S8 S9 S10 S11 LI7 LI8 LI9 LI10 LIll LI12
1200 1130 1221 1220 1125 701 702 701 701 702 702
RMeasured : 10717 LI13
Correlated : 10703 702

Optical intensity 196

05/30/2023 05:33:21 PM

Printed by : technician

S/N111YAXH03577



QC= Control Run!Report S e N T s

Run Date 05/30/2023 04:56:01 PM Operator| technician
Name ABXdifftrol N Sample ID| PX441N
Level Normal Exp. date| 07/05/2023

Lot number PX441N

Range
RBC 4.63 106/uL 4.39-4.79 ‘
HGB 13.3 g/dL 12.7-13.7 ;
HcT 38.3 % 37.9-41.9 ‘
mcv 82.6 pm3 82,0-92.0
MCH 28.7 Pg 26.8-30.8 |
McCHC 34.7 g/dL 30.1-36.1 i
RDW-cv 13.7 % 11.0-19.0 |
Range
PLT 253 10%/L 210 - 270 !
mpv  10.0 pm? 7.3-11.3 |
Range
wBC 8.26 103/uL 7.20-9.20
# Range | % [ Range
NEU 4.24 1 297-4.77 | 51.4 37.2-57.2
tym 3.30 2.74-4.14  40.0 34,0-50.0 |
MonN 0.32 0.00-0.80 3.8 0.0-9.8
gos 0.33 0.00-0.48 4.0 0.0-58
Bas 0.07 1 0.00-0.50 0.8 0.0-6.0
Raw Data :
PLT counts (by sections) RBC counts (by sections)
s1 S2 S3 54 S5 S6 s1 S2 S3 s4 | S5 S6
201 202 217 239 227 226 3727 3792 3826 3818 3729 3731
s7 S8 S9 510 S11 S12 S7 S8 S9 510 S11 512
196 187 201 221 235 234 3760 3741 3712 3725 3675 3789
WBC counts (by sections) and others HBG measures (Optical Intensity)
51 S2 s3 S4 S5 S6 LIl LI2 LI3 Li4 LIS Li6
542 548 491 552 528 539 3880 3880 3880 922 922 922
s7 S8 S9 S10 S11 LI7 L8 Li9 LI10 Li11 Li12
521 540 537 522 558 922 922 922 921 922 922
RMeasured : 5296 LI1l3
Correlated : 5190 922

Optical intensity 196

05/30/2023 05:33:36 PM Printed by : technician S/N111YAXH03577 1



QC - Control Run Report_

Run Date 05/30/2023 04:49:28 PM Operator| technician
Name ABXdifftrol L
Level Low

Lot number PX441L

Sample ID| PX441L
Exp. date | 07/05/2023

Range
RBC 2.39 10%/uL 2.16 - 2.48
HGB 6.0 g/dL 5.4-6.2
HcTt 18.3 % 16.2 - 19.2 RBC |
Mcv  76.3 pm3 71.5 - 81.5 {
McH 25.3 Pg 23.0 - 27.0 '
McHc 33.1 g/dL 29.7-35.7 i
RDW-cV  16.4 % 12.0 - 20.0 ’
5'0 160 1;0
Rahge |
PLT 52 103/uL 48-88 : PLT |
mpv 9.2 pm? 7.1-111 ; f
2’ 1‘0 2‘0 3‘0
Range ) "'?"‘."“"-f"‘:"f-:‘;?-‘"'"“"’""'D'fﬂ I
wecl 3.16 10l 2.50-3.30 5 : '
# Range | % ' Range : {
NEU 1.49 0.84-1.54 | 47.2 31.2-51.2 i
tym  1.29 0.88-1.54  40.7 297-53.7 |
MoN 0.10 0.00-0.42 3.0 0.0-14.4 |..1
eos 0.24 0.00-0.36 7.7 0.0-12.2 '
Bas 0.04 0.00-022 1.4 0.0-7.6
Raw Data
PLT counts (by sections) RBC counts (by sections)
S1 S2 S3 S4 S5 S6 S1 S2 S3 S4 S5 S6
62 66 66 87 79 94 2095 2091 1992 2129 2026 2061
S7 S8 S9 S10 S11 512 S7 S8 s9 S10 S11 S12
65 70 81 80 65 102 2118 2004 2097 2119 2142 2054
WBC counts (by sections) and others HBG measures (Optical intensity)
S1 S2 S3 S4 S5 S6 LI1 LI2 LI3 LI4 LIS LI6
205 201 199 243 211 205 3881 3880 3881 1977 1977 1976
S7 S8 S9 S10 S11 LI7 LI8 L9 LI10 Li11 Li12
202 180 191 216 204 1976 1976 1976 1977 1977 1977
RMeasured: 2002 LI1l3
Correlated: 1868 1976
Optical intensity 196
05/30/2023 05:33:55 PM Printed by : technician S/N111YAXH03577 1



Redcliffe Labs

... .Qc-cControl Run Report = 47 SR FARTAC A PN
Run Date | 26/03/2024 09:13:14 AM Operator| ADMIN
Name | ABXdifftrol L Sample ID | PX446L
Level | Low Exp. date | 05/05/2024
Lot number | Px446L
- ol —‘ Range ]'
RBC, 2.21 109l | 216-248
HGB 5.8 gl | 54-6.2 =
HCT 17.7 % 16.5-19.5 RBC |
MCV 799 um* | 725-825
~oMeH 262 pg | 20220 |
o MCHC 327 g 29.3-35.3
&3DWFV_,‘, 155 % 12.0-20.0 N
o - o 5‘0 100 150
o Range
_PLT 65  10%L | 45.85 ] P PLT|
_MPV. 93  um [ 74-1a ;
; 1‘0 2‘0 30
Range | 1
wec| 3.30 10Ul | 2.60-3.40 |
. # Range % | Range
NEU| 1.45 0.97-1.67 | 43.9 33.9-53.9
Lym| 1.14 0.75-1.41 | 34.6 24.0 - 48.0
MON| 0.22 0.00-0.52 | 6.6 0.0-17.2
_Eos | 0.33 1 0.00-0.40 | 10.1 0.0-13.0
_BAs| 0.16 0.00-030 4.8 0.0-10.0

~ Slide Review

'Néutrophili . Myeloblast T ———— "Anlsocytos|s
Lymphocyfe Promyelocyte ‘ Hypgchfomla

Monocyte Myelocyte ' Polychromasla .

Eosinophil Metamye!pcyte _________ 'Polkllocytosis R
Basophill Blast I Microcytoss o

Atypical Lyfnbhothé ;‘TargetCeII e 'Macrocytosls s
Other  Sickle Cell I

Reviewed on by

Signature : A‘,&M W

26/03/2024 09:14:38 AM

Printed by : ADMIN

S/N212YAXH04065



!

Redcliffe Labs M
L QC - Control Run Report Sl i
Run Date 26/03/2024 09:10:33 AM Operator ADMIN :

{4

Name | ABXdifftrol N Sample ID | PX446N ; |

Level Normal Exp. date | 05/05/2024 i

Lot number | PX446N it

‘ Range
‘RBC| 4.48 109uL | 437-471 | i
HGB 12.7 gdL | 123-133 |
‘HeT| 395 000 % | 37.5-415 RBC
'Mcyk 88.1 S m* | 815-915 |
__McH 284 P9 | 26.0-30.0 5
_McHc| 322 gdt | 294-354
gpw;b\i; 127 o — % 10.0-18.0 ) '
g 50 100 150 |
‘ R;nge o T ,_-:
PLT 226 10%uL 199 - 259 i PLT
‘mpv| 95  wm | 7.4-114
2 1'0 2'0 3‘0
; Range
wec| 8.22 1%L | 7.40-9.40 |
# | Range % | Range
NEu| 4.28 1 331-511| 52,1 | 40.1-60.1
ym 3.01 2.53-3.93| 36.6 [30.4-46.4 |
mMoN 050 | 000-1.00 61 | 0.0-11.8
Eos, 0.34 j000-054] 4.1 - | 00-64
Bas| 009  000-040] 11 | 00-48

Neutrophili Myellvobblayslt” ‘ Anisocytosis

Lymphocyte Promyelocyte ’ prqchromia

Monocyte Myelbcyte #olyéﬁ‘r\o}nés‘lya\.'v ‘
Eosinophilv‘ """" ‘Me.tamy‘elbcyte ' ‘ Ponlocyt -
Basophil Blast Microcytosis
Atypical Lymphocyte TargetCell ‘Macrocytosis

Other Sickle Cell Platelet Clumps

Reviewed on by Signature :

Slide Review

26/03/2024 09:11:58 AM

Printed by : ADMIN

S/N212YAXH04065



