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Details of Reagents

Type of Reagents 3 Part Hematology Reagents
Instrument Model Sysmex - XP100
Reference Reagents Sysmex Reference Reagents

Lot No : X2177
Cellpack

Expiry Date : 06-04-2024

Lot No : X2030
Stromatolyser-WH

Expiry Date :13-04-2023
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Details of Tests Conducted

Tests Conducted

1 Background Test

2 Coefficient of Correlation: Accuracy

3 Quality Control (Low, Normal & High)

4 Coefficient of Variation: Precision
(VDx Sysmex Compatible Reagents)

5 Coefficient of Variation: Precision
(Sysmex Reference Reagents)
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Background Test

All Reagents: Vanguard Diagnostics | All Reagents: Sysmex as Reference

Parameters VDx Diluent-S Lot : HVDS221018 Cellpack Lot : X2177

VDx Lyse-S Lot : HLYS221114 Stromatolyser Lot : X2030
WBC (103/pl) 0.0 0.0
RBC (106/pl) 0.0 0.0
HGB (g/dl) 0.0 0.0
HCT (%) 0.0 0.0
MCV (fL) 0.0 0.0
MCH (pg) 0.0 0.0
MCHC (g/dlI) 0.0 0.0
PLT (103/ul) 0.0 0.0
LYM (%) 0.0 0.0
MXD (%) 0.0 0.0
NEUT (%) 0.0 0.0
LYM# (103/pl) 0.0 0.0
MXD# (103/pl) 0.0 0.0
NEUT# (103/pl) 0.0 0.0
RDW-SD (fL) 0.0 0.0
RDW-CV (%) 0.0 0.0
PDW (fL) 0.0 0.0
MPV (fL) 0.0 0.0
P-LCR (%) 0.0 0.0
PCT (%) 0.0 0.0
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Coefficient of Correlation Studies

I.  The objective was to determine the correlation between the results obtained with the Vanguard
Compatible Sysmex reagents and the Sysmex Reference Reagents.

II.  The Coefficient of Correlation (“r”

Blood Count.

) was calculated for each major parameter of the Complete

lll.  The data has been presented in the form of:

1 Sample size

2 Mean x (X)

3 Mean y (Y)

4 Intercept (a)

5 Slope (b)

6 Regression line equation

7 Value of “r”

8 Linear Regression Graph

9 Raw Data of values

10 Histograms will be made available at the time of visit

Note: The correlation coefficient, is a numerical value between -1 and 1 that expresses the strength of the linear
relationship between two variables. When “r” is closer to 1 it indicates a strong positive relationship. A value of 0
indicates that there is no relationship. Values close to -1 signal a strong negative relationship between the two
variables.

Correlation coefficient formula: There are many formulas to calculate the correlation coefficient (all yielding the
same result). We used the following:

ﬂ'Z?:l Lilfi — E:!:l T Z?:l Yi
\/[” E:':l x — (Z?:l zi)?)(n Z?:1 yi — (Ef:l yi)?)

Where n is the total number of samples, xi (x1, x2,...,xn) are the x values and yi are the y values.

=
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Coefficient of Correlation (“r”): WBC

x = Sysmex Reference Reagents for XP100, 3 Part Hematology Analyzer.
y = VDx Sysmex Reagents for XP100, 3 Part Hematology Analyzer.

“r" =0.983

Sample size: 16

Mean x (X): 6.39375

Mean y (y): 6.675

Intercept (a): 0.24973382231161

Slope (b): 1.0049292164518

Regression line equation: y=0.24973382231161+1.0049292164518x
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10|Page

Commercial Confidential



Coefficient of Correlation (“r”): RBC

x = Sysmex Reference Reagents for XP100, 3 Part Hematology Analyzer.
y = VDx Sysmex Reagents for XP100, 3 Part Hematology Analyzer.

“r” =0.995

Sample size: 16

Mean x (X): 4.6975

Mean y (Y): 4.683125

Intercept (a): 0.0013023063907616

Slope (b): 0.99666262769755

Regression line equation: y=0.0013023063907616+0.99666262769755x
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Coefficient of Correlation (“r”): Hemoglobin

x = Sysmex Reference Reagents for XP100, 3 Part Hematology Analyzer.
y = VDx Sysmex Reagents for XP100, 3 Part Hematology Analyzer.

“r”" =0.997

Sample size: 16

Mean x (X): 15.16875

Mean y (y): 15.1125

Intercept (a): -0.25504932564509

Slope (b): 1.0131058475909

Regression line equation: y=1.0131058475909x-0.25504932564509

mow o
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Coefficient of Correlation (“r”): Platelets

x = Sysmex Reference Reagents for XP100, 3 Part Hematology Analyzer.
y = VDx Sysmex Reagents for XP100, 3 Part Hematology Analyzer.

“r” =0.996

Sample size: 16

Mean x (X): 212.6875

Mean y (y): 212.875

Intercept (a): 5.6144519167176

Slope (b): 0.9744839169358

Regression line equation: y=5.6144519167176+0.9744839169358x
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Coefficient of Correlation (“r”): MCV

x = Sysmex Reference Reagents for XP100, 3 Part Hematology Analyzer.
y = VDx Sysmex Reagents for XP100, 3 Part Hematology Analyzer.

“r” =0.998

Sample size: 16

Mean x (X): 97.73125

Mean y (y): 98.51875

Intercept (a): -1.5500363374495

Slope (b): 1.0239180030691

Regression line equation: y=1.0239180030691x-1.5500363374495

{a]
Ln

10 105 110
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Coefficient of Correlation (“r”): HCT

x = Sysmex Reference Reagents for XP100, 3 Part Hematology Analyzer.
y = VDx Sysmex Reagents for XP100, 3 Part Hematology Analyzer.

“r” =0.999

Sample size: 16

Mean x (X): 57.9125

Mean y (y): 58.2625

Intercept (a): 0.20773813970541

Slope (b): 1.0024564966164

Regression line equation: y=0.20773813970541+1.0024564966164x
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Raw Data for
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Sample - 01

All Reagents: Vanguard Diagnostics | All Reagents:Sysmex as Reference
Parameters VDx Diluent-S Lot : HVDS221018 Cellpack Lot : X2177
VDx Lyse-S Lot : HLYS221114 Stromatolyser Lot : X2030
WBC (103/pl) 7.4 7.3
RBC (105/pl) 4.76 4.78
HGB (g/dl) 15.1 15.1
HCT (%) 47.6 47.7
MCV (fL) 100.0 99.8
MCH (pg) 31.7 31.6
MCHC (g/dlI) 31.7 31.7
PLT (103/pl) 117 112
LYM (%) 19.7 18.6
MXD (%) 13.9 17.7
NEUT (%) 66.4 63.7
LYM# (103/pl) 1.5 1.4
MXD# (103/ul) 1.0 1.3
NEUT# (103/pl) 4.9 4.6
RDW-SD (fL) 51.2 50.1
RDW-CV (%) 12.9 13.2
PDW (fL) * *
MPV (fL) * *
P-LCR (%) * *
PCT (%) * *
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Sample - 02

All Reagents: Vanguard Diagnostics | All Reagents: Sysmex as Reference
Parameters VDx Diluent-S Lot : HVDS221018 Cellpack Lot : X2177
VDx Lyse-S Lot : HLYS221114 Stromatolyser Lot : X2030
WBC (103/pl) 7.8 7.3
RBC (106/ul) 4.81 4.71
HGB (g/dl) 15.3 15.3
HCT (%) 48.2 47.0
MCV (L) 100.2 99.8
MCH (pg) 31.8 32.5
MCHC (g/dlI) 31.7 32.6
PLT (103/pl) 115 108
LYM (%) 20.5 18.3
MXD (%) 11.2 15.7
NEUT (%) 68.3 66.0
LYM# (103/pl) 1.6 1.3
MXD# (103/pl) 0.9 1.1
NEUT# (103/pl) 5.3 4.9
RDW-SD (fL) 50.9 51.9
RDW-CV (%) 13.0 13.2
PDW (fL) * *
MPV (fL) * *
P-LCR (%) * *
PCT (%) * *
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Sample - 03

All Reagents: Vanguard Diagnostics | All Reagents: ysmex as Reference

Parameters VDx Diluent-S Lot : HVDS221018 Cellpack Lot : X2177

VDx Lyse-S Lot : HLYS221114 Stromatolyser Lot : X2030
WBC (103/pl) 7.3 7.1
RBC (105/pl) 5.76 5.73
HGB (g/dl) 16.9 17.0
HCT (%) 51.1 50.4
MCV (fL) 88.7 88.0
MCH (pg) 29.3 29.7
MCHC (g/dl) 33.1 33.7
PLT (103/ul) 348 342
LYM (%) 19.6 17.4
MXD (%) 7.0 8.0
NEUT (%) 73.4 74.6
LYM# (103/pl) 1.4 1.2
MXD# (103/pl) 0.5 0.6
NEUT# (103/pl) 5.4 5.3
RDW-SD (fL) 42.9 43.9
RDW-CV (%) 12.5 12.7
PDW (fL) 15.0 16.8
MPV (fL) 11.4 12.2
P-LCR (%) 36.4 43.7
PCT (%) 0.40 0.42
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Sample - 04

All Reagents: Vanguard Diagnostics |All Reagents: Sysmex as Reference

Parameters VDx Diluent-S Lot : HVDS221018 Cellpack Lot : X2177

VDx Lyse-S Lot : HLYS221114 Stromatolyser Lot : X2030
WBC (103/pl) 6.7 6.6
RBC (10¢/pl) 4.02 4.05
HGB (g/dl) 14.2 14.3
HCT (%) 40.1 40.2
MCV (fL) 99.8 99.3
MCH (pg) 35.3 35.3
MCHC (g/dl) 35.4 35.6
PLT (103/ul) 237 242
LYM (%) 333 353
MXD (%) 8.4 7.5
NEUT (%) 58.3 57.2
LYM# (103/pl) 2.2 2.3
MXD# (103/pl) 0.6 0.5
NEUT# (103/ul) 3.9 3.8
RDW-SD (fL) 51.6 51.0
RDW-CV (%) 135 13.8
PDW (fL) 15.2 14.7
MPV (fL) 10.8 11.0
P-LCR (%) 32.7 35
PCT (%) 0.26 0.27
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Sample - 05

All Reagents: Vanguard Diagnostics | All Reagents: Sysmex as Reference

Parameters VDx Diluent-S Lot : HVDS221018 Cellpack Lot : X2177

VDx Lyse-S Lot : HLYS221114 Stromatolyser Lot : X2030
WBC (103/pl) 4.2 4.0
RBC (105/pl) 4.72 4.70
HGB (g/dl) 14.2 14.2
HCT (%) 44.1 43.7
MCV (fL) 93.4 93.0
MCH (pg) 30.1 30.2
MCHC (g/dI) 32.2 32.5
PLT (103/ul) 193 193
LYM (%) 31.1 31.5
MXD (%) 9.6 83
NEUT (%) 59.3 60.2
LYM# (103/pl) 1.3 1.3
MXD# (103/pl) 0.4 0.3
NEUT# (103/pl) 2.5 2.4
RDW-SD (fL) 45.9 48.5
RDW-CV (%) 12.7 133
PDW (fL) 22.2 24.7
MPV (fL) 13.5 14.6
P-LCR (%) 53 60.4
PCT (%) 0.26 0.28
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Sample - 06

All Reagents: Vanguard Diagnostics | All Reagents: Sysmex as Reference

Parameters VDx Diluent-S Lot : HVDS221018 Cellpack Lot : X2177

VDx Lyse-S Lot : HLYS221114 Stromatolyser Lot : X2030
WBC (103/pl) 7.1 6.8
RBC (10%/pl) 5.69 5.76
HGB (g/dl) 17.0 17.0
HCT (%) 50.3 50.7
MCV (fL) 88.4 88.0
MCH (pg) 29.9 29.5
MCHC (g/dlI) 33.8 335
PLT (103/ul) 341 348
LYM (%) 17.7 18.0
MXD (%) 6.3 6.1
NEUT (%) 76.0 75.9
LYM# (103/pl) 1.3 1.2
MXD# (103/l) 0.4 0.4
NEUT# (103/pl) 5.4 5.2
RDW-SD (fL) 43.3 44.9
RDW-CV (%) 12.6 12.9
PDW (fL) 14.7 15.3
MPV (fL) 11.2 11.7
P-LCR (%) 34.9 38.5
PCT (%) 0.38 0.41
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Sample - 07

All Reagents: Vanguard Diagnostics | All Reagents: Sysmex as Reference

Parameters VDx Diluent-S Lot : HVDS221018 Cellpack Lot : X2177

VDx Lyse-S Lot : HLYS221114 Stromatolyser Lot : X2030
WBC (103/pl) 5.5 5.5
RBC (10¢/pl) 4.59 4.63
HGB (g/dl) 14.5 14.7
HCT (%) 44.2 44.4
MCV (fL) 96.3 95.9
MCH (pg) 31.6 31.7
MCHC (g/dl) 32.8 33.1
PLT (103/ul) 292 285
LYM (%) 30.2 29.2
MXD (%) 83 85
NEUT (%) 61.5 62.3
LYM# (103/pl) 1.7 1.6
MXD# (103/l) 0.5 0.5
NEUT# (103/pl) 3.3 3.4
RDW-SD (fL) 48.5 48.1
RDW-CV (%) 12.8 13.0
PDW (fL) 13.8 15.0
MPV (fL) 10.9 11.5
P-LCR (%) 31.9 38.1
PCT (%) 0.32 0.33
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Sample - 08

All Reagents: Vanguard Diagnostics | All Reagents: Sysmex as Reference

Parameters VDx Diluent-S Lot : HVDS221018 Cellpack Lot : X2177

VDx Lyse-S Lot : HLYS221114 Stromatolyser Lot : X2030
WBC (103/pl) 6.4 6.3
RBC (105/pl) 4.88 4.84
HGB (g/dl) 14.8 14.9
HCT (%) 44.4 43.8
MCV (fL) 91.0 90.5
MCH (pg) 30.3 30.8
MCHC (g/dlI) 333 34.0
PLT (103/pl) 185 175
LYM (%) 22.2 22.1
MXD (%) 9.5 13.6
NEUT (%) 68.3 64.3
LYM# (103/pl) 1.4 1.4
MXD# (103/pl) 0.6 0.9
NEUT# (103/pl) 4.4 4.0
RDW-SD (fL) 48.5 49.8
RDW-CV (%) 14.1 14.9
PDW (fL) 20.1 19.8
MPV (fL) 13.4 13.9
P-LCR (%) 51.2 55.7
PCT (%) 0.25 0.24
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Sample - 09

All Reagents: Vanguard Diagnostics | All Reagents: Sysmex as Reference
Parameters VDx Diluent-S Lot : HVDS221018 Cellpack Lot : X2177
VDx Lyse-S Lot : HLYS221114 Stromatolyser Lot : X2030
WBC (103/pl) 7.5 7.1
RBC (10¢/pl) 4.75 4.85
HGB (g/dl) 14.2 14.2
HCT (%) 43.6 43.9
MCV (fL) 91.8 90.5
MCH (pg) 29.9 29.3
MCHC (g/dl) 32.6 323
PLT (103/ul) 126 127
LYM (%) 31.9 33.5
MXD (%) 15.7 8.3
NEUT (%) 52.4 58.2
LYM# (103/pl) 2.4 2.4
MXD# (103/pl) 1.2 0.6
NEUT# (103/pl) 3.9 4.1
RDW-SD (fL) 47.5 49.3
RDW-CV (%) 13.2 13.9
PDW (fL) 20.9 *
MPV (fL) 13.2 *
P-LCR (%) 49.1 *
PCT (%) 0.17 *
25/ VANGUARD
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Sample - 10

All Reagents: Vanguard Diagnostics | All Reagents: Sysmex as Reference

Parameters VDx Diluent-S Lot : HVDS221018 Cellpack Lot : X2177

VDx Lyse-S Lot : HLYS221114 Stromatolyser Lot : X2030
WBC (103/pl) 5.9 5.6
RBC (10¢/pl) 435 438
HGB (g/dl) 13.6 13.7
HCT (%) 41.1 41.0
MCV (fL) 94.5 93.6
MCH (pg) 31.3 31.3
MCHC (g/dl) 33.1 33.4
PLT (103/pl) 170 175
LYM (%) 30.0 30.0
MXD (%) 14.0 14.4
NEUT (%) 56.0 55.6
LYM# (103/pl) 1.8 1.7
MXD# (103/pl) 0.8 0.8
NEUT# (103/ul) 33 3.1
RDW-SD (fL) 45.7 47.0
RDW-CV (%) 12.2 12.8
PDW (fL) 19.1 21.6
MPV (fL) 12.2 14.0
P-LCR (%) 44.2 54.7
PCT (%) 0.21 0.25
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Sample - 11

All Reagents: Vanguard Diagnostics | All Reagents: Sysmex as Reference
Parameters VDx Diluent-S Lot : HVDS221018 Cellpack Lot : X2177
VDx Lyse-S Lot : HLYS221114 Stromatolyser Lot : X2030
WBC (103/pl) 7.4 6.8
RBC (105/pl) 3.97 3.97
HGB (g/dl) 15.1 15.2
HCT (%) 43.4 43.1
MCV (fL) 109.3 108.6
MCH (pg) 38.0 38.3
MCHC (g/dl) 34.8 353
PLT (103/ul) 199 208
LYM (%) 25.7 24.0
MXD (%) 10.5 12.2
NEUT (%) 63.8 63.8
LYM# (103/pl) 1.9 1.6
MXD# (103/pl) 0.8 0.8
NEUT# (103/pl) 4.7 4.4
RDW-SD (fL) 60.7 59.3
RDW-CV (%) 14.6 14.9
PDW (fL) 16.5 18.5
MPV (fL) 11.3 12.3
P-LCR (%) 36.4 443
PCT (%) 0.23 0.26
25/ VANGUARD
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Sample - 12

All Reagents: Vanguard Diagnostics | All Reagents: Sysmex as Reference
Parameters VDx Diluent-S Lot : HVDS221018 Cellpack Lot : X2177
VDx Lyse-S Lot : HLYS221114 Stromatolyser Lot : X2030
WBC (103/pl) 6.2 5.7
RBC (105/pl) 4.12 4.12
HGB (g/dl) 15.1 15.2
HCT (%) 45.6 45.2
MCV (fL) 110.7 109.7
MCH (pg) 36.7 36.9
MCHC (g/dl) 331 33.6
PLT (103/pl) 177 174
LYM (%) 35.2 40.1
MXD (%) 11.4 9.9
NEUT (%) 53.4 50.0
LYM# (103/pl) 2.2 2.3
MXD# (103/pl) 0.7 0.6
NEUT# (103/ul) 33 2.8
RDW-SD (fL) 59.2 59.2
RDW-CV (%) 13.8 14.3
PDW (fL) 18.7 22.8
MPV (fL) 12.6 13.7
P-LCR (%) 46.2 52
PCT (%) 0.22 0.24
25/ VANGUARD
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Sample - 13

All Reagents: Vanguard Diagnostics | All Reagents: Sysmex as Reference
Parameters VDx Diluent-S Lot : HVDS221018 Cellpack Lot : X2177
VDx Lyse-S Lot : HLYS221114 Stromatolyser Lot : X2030
WBC (103/pl) 7.8 7.6
RBC (105/pl) 4.13 4.11
HGB (g/dl) 15.3 15.3
HCT (%) 45.2 44.4
MCV (fL) 109.4 108.0
MCH (pg) 37.0 37.2
MCHC (g/dlI) 33.8 345
PLT (103/ul) 276 289
LYM (%) 35.5 40.0
MXD (%) 14.1 13.9
NEUT (%) 50.4 46.1
LYM# (103/pl) 2.8 3.0
MXD# (103/pl) 1.1 1.1
NEUT# (103/pl) 3.9 3.5
RDW-SD (fL) 53.1 53.5
RDW-CV (%) 12.3 12.9
PDW (fL) 14.9 16.3
MPV (fL) 10.9 11.6
P-LCR (%) 325 38.1
PCT (%) 0.30 0.34
25/ VANGUARD
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Sample - 14

All Reagents: Vanguard Diagnostics | All Reagents: Sysmex as Reference

Parameters VDx Diluent-S Lot : HVDS221018 Cellpack Lot : X2177

VDx Lyse-S Lot : HLYS221114 Stromatolyser Lot : X2030
WBC (103/pl) 8.0 7.7
RBC (10¢/pl) 4.94 5.00
HGB (g/dl) 16.3 16.3
HCT (%) 48.4 48.5
MCV (fL) 98.0 97.0
MCH (pg) 33.0 32.6
MCHC (g/dl) 33.7 33.6
PLT (103/pl) 247 242
LYM (%) 34.0 34.2
MXD (%) 9.5 10.3
NEUT (%) 56.5 55.5
LYM# (103/pl) 2.7 2.6
MXD# (103/pl) 0.8 0.8
NEUT# (103/pl) 4.5 43
RDW-SD (fL) 48.9 47.6
RDW-CV (%) 12.8 13.2
PDW (fL) 19.4 21.5
MPV (fL) 13.0 14.3
P-LCR (%) 49.9 58.7
PCT (%) 0.32 0.35

25/ VANGUARD
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Sample - 15

All Reagents: Vanguard Diagnostics | All Reagents: Sysmex as Reference
Parameters VDx Diluent-S Lot : HVDS221018 Cellpack Lot : X2177
VDx Lyse-S Lot : HLYS221114 Stromatolyser Lot : X2030
WBC (103/pl) 5.9 5.8
RBC (106/pl) 4.09 4.17
HGB (g/dl) 15.0 15.1
HCT (%) 45.0 45.1
MCV (fL) 110.0 108.2
MCH (pg) 36.7 36.2
MCHC (g/dlI) 333 335
PLT (103/pl) 175 174
LYM (%) 40.0 39.0
MXD (%) 14.8 12.3
NEUT (%) 45.2 48.7
LYM# (103/pl) 2.4 2.3
MXD# (103/pl) 0.9 0.7
NEUT# (103/ul) 2.6 2.8
RDW-SD (fL) 57.7 58.5
RDW-CV (%) 14.0 14.5
PDW (fL) 20.5 21.7
MPV (fL) 12.8 13.8
P-LCR (%) 47.3 54.2
PCT (%) 0.22 0.24
25/ VANGUARD

31|Page

Commercial Confidential



Sample - 16

All Reagents:Vanguard Diagnostics | All Reagents: Sysmex as Reference

Parameters VDx Diluent-S Lot : HVDS221018 Cellpack Lot : X2177

VDx Lyse-S Lot : HLYS221114 Stromatolyser Lot : X2030
WBC (103/pl) 5.7 5.1
RBC (10%/pl) 5.35 5.36
HGB (g/dl) 17.2 17.2
HCT (%) 50.7 50.3
MCV (fL) 94.8 93.8
MCH (pg) 32.1 32.1
MCHC (g/dl) 33.9 34.2
PLT (103/ul) 208 209
LYM (%) 39.0 39.2
MXD (%) 12.5 13.4
NEUT (%) 48.5 47.4
LYM# (103/pl) 2.2 2.0
MXD# (103/l) 0.7 0.7
NEUT# (103/pl) 2.8 2.4
RDW-SD (fL) 48.4 49.3
RDW-CV (%) 13.9 14.0
PDW (fL) 17.4 18.7
MPV (fL) 12.2 13.1
P-LCR (%) 43.1 51.1
PCT (%) 0.25 0.27
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Performance with Hematology 3™ Party Controls

Diagon D Check D Plus

Low, Normal & High Controls

Lot No: 2V0901
Expiry : 05.03.2023

‘_/)VANE]UARD
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Diagon D Check D Plus

(Low Control, Lot No: 2V0901, Expiry Date : 05.03.2023)

Commercial Confidential

All Reagents : All Reagents:
Vanguard Diagnostics Sysmex as Reference
Parameters VDx Diluent-S, Cellpack, Range
Lot : HVDS221018 Lot:X2177
VDx Lyse-S, Stromatolyser,
Lot : HLYS221114 Lot : X2030
WBC (103/ul) 3.2 3.1 24-34
RBC (105/pl) 2.44 2.47 2.28-2.68
HGB (g/dl) 7.2 7.1 6.6-7.6
HCT (%) 18.6 18.9 15.0 - 21.0
MCV (fL) 76.2 76.5 66.7 - 78.7
MCH (pg) 29.5 28.7 25.2-32.2
MCHC (g/dl) 38.7 37.6 35.0-44.0
PLT (103/pl) 70 74 42 - 92
LYM (%) 29.1 29.3 15.2-35.4
MXD (%) 13.6 11.6 0.0-28.0
NEUT (%) 57.3 59.1 45.5-75.9
LYM# (103/ul) 0.9 0.9 04-1.0
MXD# (103/pl) 0.4 0.4 0.0-0.8
NEUT# (103/pl) 1.9 1.8 1.3-2.3
RDW-SD (fL) 34.0 34.4 26.3-42.3
RDW-CV (%) 12.0 12.7 6.4-16.4
PDW (fL) 7.4 7.9 1.2-13.2
MPV (fL) 10.4 10.3 4.7 -14.7
P-LCR (%) 224 22.9
PCT (%) 0.07 0.08 0.00-0.12
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Diagon D Check D Plus

(Normal Control, Lot No: 2V0901, Expiry Date: 05.03.2023)

Commercial Confidential

All Reagents : All Reagents:
Vanguard Diagnostics Sysmex as Reference
Parameters VDx Diluent-S, Cellpack, Range
Lot : HVDS221018 Lot:X2177
VDx Lyse-S, Stromatolyser,
Lot : HLYS221114 Lot : X2030
WBC (103/pl) 8.2 8.3 6.8-8.8
RBC (105/pl) 4.26 4.23 4.18-4.78
HGB (g/dl) 13.6 13.6 13.0- 14.2
HCT (%) 34.9 347 31.2-40.2
MCV (fL) 81.9 82.0 73.7 - 85.7
MCH (pg) 31.9 32.2 26.6 - 34.2
MCHC (g/dl) 39.0 39.2 33.3-42.9
PLT (103/pl) 220 228 175 - 265
LYM (%) 28.2 28.9 22.6-37.6
MXD (%) 13.7 13.9 6.5-19.5
NEUT (%) 58.1 57.2 48.4 - 65.4
LYM# (103/pl) 2.3 2.4 1.8-3.0
MXD# (103/pl) 1.1 1.2 0.5-1.5
NEUT# (103/pl) 4.8 4.7 3.7-5.1
RDW-SD (fL) 34.1 36.1 27.4-45.4
RDW-CV (%) 11.3 11.9 5.8-15.8
PDW (fL) 7.7 8.1 4.2-10.2
MPV (fL) 111 10.7 6.5-12.5
P-LCR (%) 28.3 25.0
PCT (%) 0.24 0.24 0.006 - 0.36
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Diagon D Check D Plus

(High Control, Lot No: 2V0901, Expiry Date : 05.03.2023)

Al Reagents: : . All Reagents:
Vanguard Diagnostics
. Sysmex as Reference
Parameters VDx Diluent-S, Cellpack Range
Lot : HVDS221018 pack, g
Lot:X2177
VDx Lyse-5, Lot : Stromatolyser, Lot : X2030
HLYS221114 yser, Lot
WBC (103/pl) 17.4 17.3 14.3-19.3
RBC (10%/pl) 5.23 5.18 5.11-5.91
HGB (g/dl) 17.6 17.7 16.9 - 18.5
HCT (%) 45.1 44.7 41.6 - 50.6
MCV (fL) 86.2 86.3 77.8 - 89.8
MCH (pg) 33.7 34.2 28.3-35.9
MCHC (g/dl) 39.0 39.6 33.5-43.1
PLT (103/pl) 510 514 434 - 564
LYM (%) 31.3 31.4 28.9-39.1
MXD (%) 17.6 15.9 7.4-22.0
NEUT (%) 51.1 52.7 41.1-61.6
LYM# (103/pl) 5.4 5.4 4.8-6.6
MXD# (103/ul) 3.1 2.8 1.3-3.8
NEUT# (103/pl) 8.9 9.1 6.9-10.3
RDW-SD (fL) 36.1 37.7 28.6 - 48.6
RDW-CV (%) 10.5 11.3 6.3-16.3
PDW (fL) 8.1 8.2 4.3-10.3
MPV (fL) 11.3 111 6.6-12.6
P-LCR (%) 32.7 30.4
PCT (%) 0.58 0.57 0.18-0.78
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@ DlAGON D-Check D Plus

Solutions beyond imagination

[ CONTROL |
ASSAY VALUES AND EXPECTED RANGES
Vizsgalati értékek és varhaté tartomanyok LOT: 2V0901
& 05-03-2023
Instruments: Sysmex XP series
CONTROL “Low" CONTROL "Normal” CONTROL “High"
Bt LOT: 2v0901 LOT: 2v0901 LOT: 2v0901
Mean = Limit o Mean = Limit DS Mean = Limit -,
Variation Variation Variation
WBC 10%L 2905 24- 34 81210 74- 91 171 £ 28 143- 199
RBC 10%L | 2484020 228 - 268 4,32+030 402 - 462 535 + 0,40 495- 575
Hgb g/dL 7105 66- 7.6 135407 128 - 142 176 09 167 - 185
gL 7145 66 - 76 13527 128 - 142 176 + 9 167 - 185
Het % 18,0430 15,0 - 21,0 33745 292- 382 439 £ 45 394 - 484
L 01800030 | 0150- 0210 | 033740045 | 0292- 0382 | 0439 £0045 | 0394 - 0484
McV L 72,7 +6,0 66,7 - 787 781260 72,1 - 84,1 821 £60 761 - 88,1
MCH pg 28735 252 - 322 M4+35 279- 349 329 +35 294 - 364
MCHC gldL 39545 350 - 44,0 40145 356 - 446 40,0 + 45 355 - 445
gL 395 + 45 350 - 440 401 + 45 356 - 446 400 + 45 355 - 445
RDW-SD 1L 30,3 £ 12,0 263 - 423 346+ 12,0 269 - 449 357 + 120 278 - 478
RDW-CV % 11,9+80 6.4 - 164 11,8480 58- 158 1,7 80 61- 16,1
Pit 10°%L 67 +25 42- 92 226 + 45 181 - 271 498 + 80 418 - 578
MPV L 97450 47- 147 99450 49- 149 101 £50 51- 151
PCT % 0,06 + 0,06 0,00 - 0,12 0224015 007 - 037 0,51 + 0,30 021- 081
PDW L 72460 12- 132 72460 12 - 132 76 60 16- 136
P-LCR % 145 + 140 05- 285 153+ 150 03- 303 18,2 + 150 32- 332
LYMPH#  10%L 0703 04- 10 23208 15- 31 56+ 14 42-70
MXD# 10°L 0404 00- 08 11211 00- 22 26+13 13- 39
NEUT#  10%L 18205 13~ 23 47217 30- 64 89 +22 67- 111
LYMPH% % 253 10,1 152 - 354 286 + 10,0 186 - 38,6 32,6 + 8,1 245 - 407
MXD% % 14,0+ 140 00- 280 134+ 134 00- 268 151 £ 76 75- 227
NEUT% % 60,7 +152 455 - 759 58,0 + 20,3 37.7- 783 52,3 + 131 392 - 654

Occasionally leukocyte cell population are incorrectly identified. If this occurs, rerun the sample

A leukocita sejtpopulaciok idonként helytelendl keriinek meghatarozasra. Ha ez torténik mérje Gjra a mintat!
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Coefficient of Variation: Precision (VDx Reagents)

1. Fresh blood sample was collected and tested with the VDx Sysmex Reagents on XP100,
3 Part Hematology Analyzer.

2. The sample was tested in 06 replicates to study Precision.

3. Coefficient of Variation (CV %) was calculated.

Fresh Blood Sample, n = 06

Hematology Analyzer

Precision Evaluation report of VDx Sysmex Compatible reagent on Sysmex - XP100, 3 Part

Fresh Blood Sample

Commercial Confidential

parameters | 5t || cepeat| Repes|Repeat| Repea | Repest|Repea | Repest|nepeat| e | 0 | | %
WBC (10%/p)) | 7 7 72 | 68 | 68 | 69 6.95 | 0.15 | 0.02 | 2.18
RBC (10°/pl) | 4.13 | 413 | 413 | 409 | 41 | 4.07 4.11 | 0.03 | 0.01 | 0.62
HGB (g/dl) | 154 | 154 | 154 | 153 | 153 | 154 1537 | 0.05 | 0.00 | 0.34
HCT (%) 443 | 447 | 446 | 443 | 444 | 442 44.42| 0.19 | 0.00 | 0.44
MV (fl) | 107.3 | 108.2 | 108 | 108.3 | 108.3 | 108.6 108.12| 0.44 | 0.00 | 0.41
MCH (pg) | 373 | 373 | 373 | 374 | 373 | 3738 37.40 [ 0.20 | 0.01 | 053
MCHC (g/dl) | 34.8 | 345 | 345 | 345 | 345 | 348 34.60 [ 0.15 | 0.00 | 0.45
PLT (10%/pl) | 266 | 261 | 259 | 270 | 274 | 274 267.33| 6.44 | 0.02 | 2.41
LYM (%) 379 | 363 | 37.9 | 374 | 375 | 380 37.50 | 0.64 | 0.02 | 1.69
MXD (%) | 105 | 107 | 11.8 | 108 | 123 | 113 11.23| 0.70 | 0.06 | 6.26
NEUT(%) | 516 | 53 | 503 | 518 | 502 | 507 51.27 [ 1.08 | 0.02 | 2.10
LYM# (10%/wl) | 27 | 25 | 27 | 25 | 26 | 26 2.60 | 0.09 | 0.03 | 3.44
MXD# (10%/ul)| 0.7 | 07 | 08 | 07 | 0.80 | 08 0.75 | 0.05 | 0.07 | 7.30
NEUT# (10%/ul)| 36 | 38 | 37 | 36 | 34 | 35 3.60 | 0.14 | 0.04 | 3.93
RDW-SD (fL) | 52.4 | 519 | 523 | 517 | 53 | 5238 5235 | 0.50 | 0.01 | 0.96
RDW-CV (%) | 12.5 | 12.6 | 12.7 | 123 | 125 | 125 12.52| 013 | 0.01 | 1.06
PDW (fL) | 154 | 164 | 154 | 156 | 144 | 162 1557 | 0.71 | 0.05 | 4.55
MPV(fL) | 112 | 114 | 112 | 11.3 | 11.2 | 116 11.32| 0.16 | 0.01 | 1.42
P-LCR (%) | 354 | 369 | 344 | 359 | 348 | 372 35.77 | 1.12 | 0.03 | 3.14
PCT (%) 030 | 030 | 029 | 030 | 031 | 032 0.30 | 0.01 | 0.03 | 3.40
) VANGUARD
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Coefficient of Variation:

Precision (Sysmex Reference Reagents)

1. Fresh blood sample was collected and tested with the Sysmex Reference Reagents on
XP100, 3 Part Hematology Analyzer.

2. The sample was tested in 07 replicates to study Precision.

3. Coefficient of Variation (CV %) was calculated.

Fresh Blood Sample, n=07

Precision Evaluation report of Sysmex Reference reagent on XP100, 3 Part
Hematology Analyzer

Fresh Blood Sample

Parameters Ist lind Illrd IVth Vth Vith Viith | Vliith IXth Xth Mean | sD o %
Repeat|Repeat [Repeat|Repeat | Repeat | Repeat | Repeat | Repeat | Repeat
WBC (103/p.|) 7.2 7.3 7.2 7.2 7.1 7.1 7.1 7.17 | 0.08 | 0.01 | 1.05
RBC (106/p.|) 4.23 4.22 4.24 4.19 4.23 4.2 4.15 4.21 | 0.03 | 0.01 | 0.74
HGB (g/dl) 15.8 15.9 15.9 15.6 15.6 15.6 15.5 15.70 ( 0.16 | 0.01 | 1.04
HCT (%) 45.2 45.1 45.2 44.8 45.1 44.9 44.2 4493 | 0.35 | 0.01 | 0.79
MCV (fL) 106.9 | 106.9 | 106.6 | 106.9 | 106.6 | 106.9 | 106.5 106.76 0.18 | 0.00 | 0.17
MCH (pg) 374 37.7 37.5 37.2 36.9 37.1 37.3 37.30| 0.26 | 0.01 | 0.71
MCHC (g/dl) | 35.0 35.3 35.2 34.8 34.6 34.7 35.1 3496 | 0.26 | 0.01 | 0.75
PLT (103/p.l) 241 245 233 254 258 275 268 253.43| 14.95 | 0.06 | 5.90
LYM (%) 36.0 374 36.8 35.6 36.1 38.5 36.1 36.64 | 1.01 | 0.03 | 2.76
MXD (%) 14.9 14.6 15.5 16.1 15.7 14.5 15.8 15.30| 0.63 | 0.04 | 4.12
NEUT (%) 49.1 48.0 47.7 48.3 48.2 47 48.1 48.06 | 0.63 | 0.01 | 1.32
LYM# (103/pl) 2.6 2.7 2.6 2.6 2.6 2.7 2.6 2,63 | 0.05 | 0.02 | 1.86
MXD# (103/p.|) 11 1.1 11 1.2 1.1 1.0 11 1.10 | 0.06 | 0.05 | 5.25
NEUT# (103/|1|) 3.5 3.5 3.5 3.4 3.4 3.4 3.4 3.44 | 0.05 | 0.02 | 1.55
RDW-SD (fL) [ 52.8 51.6 51.8 51.9 52.4 52.0 51.2 51.96 ( 0.52 | 0.01 | 1.01
RDW-CV (%) | 12.9 12.6 12.8 13.1 12.8 12.9 12.8 12.84| 0.15 | 0.01 | 1.18
PDW (fL) 15.8 14.9 16.7 16.0 17.1 16.2 17.2 16.27 | 0.81 | 0.05 | 4.96
MPV (fL) 11.8 11.6 11.8 11.8 11.9 11.6 11.8 11.76 | 0.11 | 0.01 | 0.96
P-LCR (%) 39.6 37.8 39.7 39.1 40.6 37.2 40.0 39.14| 1.22 | 0.03 | 3.12
PCT (%) 0.28 0.28 0.27 0.30 0.31 0.32 0.32 0.30 | 0.02 | 0.07 | 6.93
L‘_‘;/VAN-C’L.JARD
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Conclusions

1. The VDx Sysmex 3 Part Hematology Reagents showed an excellent Coefficient of
Correlation (“r“) using Sysmex original Reagents as Reference.

2. All measured parameters showed values of “r“ in the range of 0.983 to 0.999 displaying
the highest degree of correlation between the reagents.

3. The VDx Sysmex and the Sysmex Reference 3 Part Hematology Reagents showed an
excellent coefficient of Variation (CV %) for all the parameters.

4. The CV % with the VDx Sysmex Reagents and the Sysmex Reference Reagents were

found to be as under:

Parameters Sysmex Reference Reagents VDx Sysmex Reagents
(CV % - Precision) (CV % - Precision)
0.17% — 5.90% 0.34% - 2.41%

Measured Parameters

Calculated Parameters 0.71% - 6.93% 0.45% - 7.30%

5. Values obtained with 3™ Party controls from Diagon Hungary- Low, Normal & High
were found to be within the specified ranges both for VDx Sysmex 3 Part Hematology
Reagents and Sysmex Reference reagents

6. The VDx Sysmex 3 Part Hematology Reagents were found to be accurate, precise and
comparable with the Sysmex Reference Reagents in all the parameters identified for

the evaluation.

f,/)V_AN_GUARD
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Details of Reagents

Type of Reagents

3 Part Hematology Reagents

Instrument Model

Mindray BC 3200

Reference Reagents

Reference Mindray Reagents

Lot No : 2022091601
M-30D Diluent

Expiry Date : 15-09-2024

Lot No : 2022021601
M-30 CF Lyse

Expiry Date : 15-02-2024

Commercial Confidential
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Details of Tests Conducted

Tests Conducted

1 Background Test

2 Coefficient of Correlation: Accuracy

3 Quality Control (Low, Normal & High)

4 Coefficient of Variation: Precision
(VDx Mindray Compatible Reagents)

5 Coefficient of Variation: Precision
(Mindray Reference Reagents)

3/ VANGUARD I
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Background Test

All Reagents: Vanguard Diagnostics All Reagents:
Parameters VDx Diluent-M Lot : HDIM2211146 Mindray as Reference
VDx Lyse-M Lot : HVLM210708 M-30D Diluent Lot:2022091601
VDx Rinse-M Lot : HRIM221025 M-30CF Lyse Lot : 2022021601
WBC (103/pL) 0.0 0.0
Lymph # (103/uL) 0.0 0.0
Mid# (103/uL) 0.0 0.0
Gran# (103/uL) 0.0 0.0
Lymph (%) 0.0 0.0
Mid (%) 0.0 0.0
Gran (%) 0.0 0.0
HGB (g/dL) 0.0 0.0
RBC (103/pL) 0.0 0.0
HCT (%) 0.0 0.0
MCV (fL) 0.0 0.0
MCH (pg) 0.0 0.0
MCHC (g/dL) 0.0 0.0
RDW-CV (%) 0.0 0.0
RDW-SD (fL) 0.0 0.0
PLT (103/uL) 0.0 0.0
MPV (fL) 0.0 0.0
PDW 0.0 0.0
PCT (%) 0.0 0.0

()
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Coefficient of Correlation Studies

I.  The objective was to determine the correlation between the results obtained with the Vanguard
Compatible Mindray Reagents and the Reference Mindray Reagents.

“.n
r

II.  The Coefficient of Correlation (“r”) was calculated for each major parameter of the Complete

Blood Count.

lll.  The data has been presented in the form of:

1 Sample size

2 Mean x (X)

3 Mean y (Y)

4 Intercept (a)

5 Slope (b)

6 Regression line equation

7 Value of “r”

8 Linear Regression Graph

9 Raw Data of values

10 Histograms will be made available at the time of visit

Note: The correlation coefficient, is a numerical value between -1 and 1 that expresses the strength of the linear
relationship between two variables. When “r” is closer to 1 it indicates a strong positive relationship. A value of 0
indicates that there is no relationship. Values close to -1 signal a strong negative relationship between the two
variables.

Correlation coefficient formula: There are many formulas to calculate the correlation coefficient (all yielding the
same result). We used the following:

ﬂ'Z?:l Lilfi — E:!:l T Z?:l Yi
\/[” E:':l x — (Z?:l zi)?)(n Z?:1 yi — (Ef:l yi)?)

Where n is the total number of samples, xi (x1, x2,...,xn) are the x values and yi are the y values.

=

) VANGUARD S
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Coefficient of Correlation (“r”): WBC

x = Mindray Reference Reagents for Mindray BC 3200, 3 Part Hematology Analyzer.

y = VDx Reagents for Mindray- BC 3200, 3 Part Hematology Analyzer.

“r” =0.995

Sample size: 8

Mean x (X): 6.7625

Mean y (y): 6.8625

Intercept (a): -0.052781700084669

Slope (b): 1.0225924879977

Regression line equation: y=1.0225924879977x-0.052781700084669

) VANGUARD
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Coefficient of Correlation (“r”): RBC

x = Mindray Reference Reagents for Mindray BC 3200, 3 Part Hematology Analyzer.

y = VDx Reagents for Mindray BC 3200, 3 Part Hematology Analyzer.

“r” =0.995

Sample size: 8

Mean x (X): 4.8775

Mean y (y): 4.89625

Intercept (a): 0.10791521758717

Slope (b): 0.98171907379043

Regression line equation: y=0.10791521758717+0.98171907379043x

Ln
{w s

th &n &h En
Ln |

5

n

,._\
i o
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Coefficient of Correlation (“r”): Hemoglobin

x = Mindray Reference Reagents for Mindray BC 3200, 3 Part Hematology Analyzer.
y = VDx Reagents for Mindray BC 3200, 3 Part Hematology Analyzer.

“r” =0.997

Sample size: 8

Mean x (X): 15.0625

Mean y (y): 15.5

Intercept (a): 0.36731446755378

Slope (b): 1.0046596204114

Regression line equation: y=0.36731446755378+1.0046596204114x

5 15 15.5 16 1 6.5

&VANGUAR
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Coefficient of Correlation (“r”): Platelets

x = Mindray Reference Reagents for Mindray BC 3200, 3 Part Hematology Analyzer.

y = VDx Reagents for Mindray BC 3200, 3 Part Hematology Analyzer.

“r” =0.998

Sample size: 8

Mean x (X): 220.875

Mean y (y): 216.625

Intercept (a): 4.0912693771722

Slope (b): 0.96223533954874

Regression line equation: y=4.0912693771722+0.96223533954874x

) VANGUARD
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Coefficient of Correlation (“r”): MCV

x = Mindray Reference Reagents for Mindray BC 3200, 3 Part Hematology Analyzer.
y = VDx Reagents for Mindray BC 3200, 3 Part Hematology Analyzer.

“r” =0.995

Sample size: 8

Mean x (X): 99.425

Mean y (y): 99.1375

Intercept (a): 3.0220295576336

Slope (b): 0.96671330593278

Regression line equation: y=3.0220295576336+0.96671330593278x

) VANGUARD
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Coefficient of Correlation (“r”): HCT

x = Mindray Reference Reagents for Mindray BC 3200, 3 Part Hematology Analyzer.

y = VDx Reagents for Mindray BC 3200, 3 Part Hematology Analyzer.

“r" =0.978

Sample size: 8

Mean x (X): 48.0875

Mean y (Y): 48.1625

Intercept (a): -2.649725262112

Slope (b): 1.0566618198516

Regression line equation: y=1.0566618198516x-2.649725262112

) VANGUARD
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Raw Data for

{4 "
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Sample - 01

All Reagents:
Vanguard Diagnostics All Reagents:
VDx Diluent-M, Mindray as Reference
Parameters Lot- HDIM2211146 M-30D Diluent,
VDx Lyse-M, Lot-2022091601
Lot- HVYLM210708 M-30CF Lyse,
VDx Rinse-M, Lot-2022021601
Lot- HRIM221025
WBC (103/uL) 8.3 8.0
Lymph # (103/uL) 2.1 1.8
Mid# (103/uL) 0.8 0.7
Gran# (103/uL) 5.4 5.5
Lymph (%) 24.8 22.1
Mid (%) 9.7 8.6
Gran (%) 65.5 69.3
HGB (g/dL) 15.0 14.6
RBC (103/pL) 4.76 4.7
HCT (%) 48.1 47.7
MCV (fL) 101.1 101.5
MCH (pg) 31.5 31.0
MCHC (g/dL) 311 30.6
RDW-CV (%) 13.8 134
RDW-SD (fL) 53.3 51.6
PLT (103/uL) 117 119.0
MPV (fL) 10.9 11.7
PDW 15.6 15.8
PCT (%) 0.127 0.139
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Sample - 02

All Reagents:
Vanguard Diagnostics
VDx Diluent-M,

Lot- HDIM2211146

All Reagents:
Mindray as Reference
M-30D Diluent,

Commercial Confidential

Parameters VDx Lyse-M, Lot-2022091601
Lot- HVYLM210708 M-30CF Lyse,
VDx Rinse-M, Lot-2022021601
Lot- HRIM221025
WBC (103/uL) 8.4 8.2
Lymph # (103/uL) 2.1 1.7
Mid# (10%/uL) 0.7 0.5
Gran# (103/uL) 5.6 6.0
Lymph (%) 25.5 21.2
Mid (%) 7.9 5.6
Gran (%) 66.6 73.2
HGB (g/dL) 15.3 14.7
RBC (10%/uL) 4.82 4.72
HCT (%) 48.9 47.7
MCV (fL) 101.5 101.1
MCH (pg) 317 31.1
MCHC (g/dL) 31.2 30.8
RDW-CV (%) 134 13.8
RDW-SD (fL) 49.9 50.8
PLT (10%/uL) 117 109
MPV (fL) 11.1 10.9
PDW 15.4 15.9
PCT (%) 0.129 0.118
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Sample - 03

All Reagents:
Vanguard Diagnostics
VDx Diluent-M,

Lot- HDIM2211146

All Reagents:
Mindray as Reference
M-30D Diluent,
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Parameters VDx Lyse-M, Lot-2022091601
Lot- HVYLM210708 M-30CF Lyse,
VDx Rinse-M, Lot-2022021601
Lot- HRIM221025
WBC (103/uL) 7.6 7.6
Lymph # (103/uL) 1.3 1.5
Mid# (10%/uL) 0.5 0.5
Gran# (103/uL) 5.8 5.6
Lymph (%) 17.4 20.0
Mid (%) 7.1 6.4
Gran (%) 75.5 73.6
HGB (g/dL) 16.9 16.4
RBC (103/pL) 5.74 5.68
HCT (%) 52.1 51.5
MCV (fL) 90.9 90.8
MCH (pg) 29.4 28.8
MCHC (g/dL) 32.4 31.8
RDW-CV (%) 12.2 12.3
RDW-SD (fL) 42.0 41.1
PLT (10%/uL) 347 353
MPV (fL) 9.5 9.6
PDW 15.7 15.8
PCT (%) 0.329 0.338
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Sample - 04

All Reagents:
Vanguard Diagnostics
VDx Diluent-M,

Lot- HDIM2211146

All Reagents:
Mindray as Reference
M-30D Diluent,
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Parameters VDx Lyse-M, Lot-2022091601
Lot- HVYLM210708 M-30CF Lyse,
VDx Rinse-M, Lot-2022021601
Lot- HRIM221025
WBC (103/uL) 6.8 6.7
Lymph # (103/uL) 2.3 2.4
Mid# (10%/uL) 0.5 0.5
Gran# (103/uL) 4.0 3.8
Lymph (%) 34.3 35.7
Mid (%) 7.1 7.9
Gran (%) 58.6 56.4
HGB (g/dL) 14.1 13.6
RBC (103/pL) 4.05 4.05
HCT (%) 42.1 42.6
MCV (fL) 104.1 105.2
MCH (pg) 34.8 33.5
MCHC (g/dL) 33.4 31.9
RDW-CV (%) 13.8 14.0
RDW-SD (fL) 50.8 52.5
PLT (10%/uL) 251 252
MPV (fL) 9.1 8.9
PDW 15.6 15.8
PCT (%) 0.228 0.224
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Sample - 05

All Reagents:
Vanguard Diagnostics All Reagents:
VDx Diluent-M, Mindray as Reference
Parameters Lot- HDIM2211146 M-30D Diluent,
VDx Lyse-M, Lot-2022091601
Lot- HVYLM210708 M-30CF Lyse,
VDx Rinse-M, Lot-2022021601
Lot- HRIM221025
WBC (103/uL) 4.3 4.3
Lymph # (103/uL) 1.5 1.4
Mid# (103/uL) 0.3 0.4
Gran# (103/uL) 2.5 2.5
Lymph (%) 35.6 31.7
Mid (%) 6.8 11.0
Gran (%) 57.6 57.3
HGB (g/dL) 14.0 13.7
RBC (103/pL) 4.69 4.73
HCT (%) 44.0 44.7
MCV (fL) 94.0 94.7
MCH (pg) 29.8 28.9
MCHC (g/dL) 31.8 30.6
RDW-CV (%) 13.6 13.2
RDW-SD (fL) 46.3 44.6
PLT (103/uL) 194 198
MPV (fL) 11.2 11.1
PDW 15.7 15.8
PCT (%) 0.217 0.219
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Sample - 06

All Reagents:
Vanguard Diagnostics
VDx Diluent-M,

Lot- HDIM2211146

All Reagents:
Mindray as Reference
M-30D Diluent,
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Parameters VDx Lyse-M, Lot-2022091601
Lot- HVYLM210708 M-30CF Lyse,
VDx Rinse-M, Lot-2022021601
Lot- HRIM221025
WBC (103/uL) 7.6 7.7
Lymph # (103/uL) 1.4 1.5
Mid# (10%/uL) 0.4 0.6
Gran# (103/uL) 5.8 5.6
Lymph (%) 18.7 19.1
Mid (%) 5.7 7.8
Gran (%) 75.6 73.1
HGB (g/dL) 16.9 16.5
RBC (103/pL) 5.61 5.69
HCT (%) 50.9 52.0
MCV (fL) 90.8 91.5
MCH (pg) 30.1 28.9
MCHC (g/dL) 33.2 31.7
RDW-CV (%) 12.6 12.1
RDW-SD (fL) 40.2 41.1
PLT (10%/uL) 328 338
MPV (fL) 9.6 9.5
PDW 15.5 15.6
PCT (%) 0.314 0.321

59|Page




Sample - 07

All Reagents:
Vanguard Diagnostics All Reagents:
VDx Diluent-M, Mindray as Reference
Parameters Lot- HDIM2211146 M-30D Diluent,
VDx Lyse-M, Lot-2022091601
Lot- HVYLM210708 M-30CF Lyse,
VDx Rinse-M, Lot-2022021601
Lot- HRIM221025
WBC (103/uL) 6.3 6.1
Lymph # (103/uL) 2.8 2.4
Mid# (103/uL) 0.4 0.5
Gran# (103/uL) 3.1 3.2
Lymph (%) 44.2 40.0
Mid (%) 7.1 9.0
Gran (%) 48.7 51.0
HGB (g/dL) 14.8 14.4
RBC (103/pL) 4.18 4.15
HCT (%) 47.0 47.0
MCV (fL) 112.5 113.4
MCH (pg) 35.4 34.6
MCHC (g/dL) 314 30.6
RDW-CV (%) 14.8 14.8
RDW-SD (fL) 60.4 56.8
PLT (103/uL) 179 191
MPV (fL) 10.6 10.8
PDW 15.7 16.0
PCT (%) 0.189 0.206
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Sample - 08

All Reagents:
Vanguard Diagnostics All Reagents:
VDx Diluent-M, Mindray as Reference
Parameters Lot- HDIM2211146 M-30D Diluent,
VDx Lyse-M, Lot-2022091601
Lot- HVYLM210708 M-30CF Lyse,
VDx Rinse-M, Lot-2022021601
Lot- HRIM221025
WBC (103/uL) 5.6 5.5
Lymph # (103/uL) 2.4 2.0
Mid# (103/uL) 0.5 0.8
Gran# (103/uL) 2.7 2.7
Lymph (%) 42.7 36.8
Mid (%) 9.7 13.8
Gran (%) 47.6 49.4
HGB (g/dL) 17.0 16.6
RBC (103/uL) 5.32 5.30
HCT (%) 52.2 51.5
MCV (fL) 98.2 97.2
MCH (pg) 31.9 31.3
MCHC (g/dL) 325 32.2
RDW-CV (%) 14.0 14.0
RDW-SD (fL) 48.1 47.3
PLT (103/uL) 200 207
MPV (fL) 10.4 10.4
PDW 154 15.4
PCT (%) 0.208 0.215
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Performance with Hematology 39 Party Controls

Diagon D Check D

Low, Normal & High Controls

Lot No: 1V0901
Expiry : 05.03.2023

‘_/)VANE]UARD
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Diagon D Check D

(Low Control, Lot- 1V0901, Expiry Date: 05.03.2023)

All Reagents:
Vanguard Diagnostics All Reagents:
VDx Diluent-M, Mindray as Reference
Parameters Lot- HDIM2211146 M-30D Diluent, Range
VDx Lyse-M, Lot-2022091601 :
Lot- HYLM210708 M-30CF Lyse,
VDx Rinse-M, Lot-2022021601
Lot- HRIM221025
WBC (103/uL) 2.5 2.6 2.3-33
Lymph # (103/uL) 1.2 1.3 1.0-1.8
Gran# (103/uL) 1.1 1.2 0.7-1.7
Lymph (%) 48.9 48.4 38.0-63.2
Gran (%) 43.9 44.8 28.3-58.9
HGB (g/dL) 6.9 6.7 5.6-7.6
RBC (103/uL) 241 2.41 2.30-2.70
HCT (%) 20.1 20.5 17.1-23.1
MCV (fL) 83.6 85.2 74.4 - 86.4
MCH (pg) 28.6 27.8 24.4-32.0
MCHC (g/dL) 34.3 32.6 30.2-39.8
PLT (103/uL) 81 82 52 -102

VANGUARD
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Diagon D Check D

(Normal Control, Lot- 1V0901, Expiry Date: 05.03.2023)

All Reagents:
Vanguard Diagnostics All Reagents:
VDx Diluent-M, Mindray as Reference
Parameters Lot- HDIM2211146 M-30D Diluent, Range
VDx Lyse-M, Lot-2022091601 &
Lot- HVLM210708 M-30CF Lyse,
VDx Rinse-M, Lot-2022021601
Lot- HRIM221025
WBC (103/uL) 8.4 8.0 74-94
Lymph #
(10%/uL) 2.7 2.7 1.7-35
Gran# (103/uL) 5.2 4.8 45-6.1
Lymph (%) 32.0 33.6 30.4-42.4
Gran (%) 61.9 60.4 44.0- 81.8
HGB (g/dL) 14.1 13.3 13.0-14.2
RBC (103/uL) 4.50 4.36 4.21-4.81
HCT (%) 40.2 39.7 34.6-42.6
MCV (fL) 89.4 91.2 79.7 - 91.7
MCH (pg) 31.3 30.5 26.3-33.9
MCHC (g/dL) 35.0 33.5 30.4-40.0
PLT (103/uL) 221 221 184 - 274

VANGUARD
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Diagon D Check D

(High Control, Lot- 1V0901, Expiry Date: 05.03.2023)

All Reagents:
Vanguard Diagnostics
VDx Diluent-M,

Lot- HDIM2211146

All Reagents:
Mindray as Reference
M-30D Diluent,

Parameters VDx Lyse-M, Lot-2022091601 Range
Lot- HVLM210708 M-30CF Lyse,
VDx Rinse-M, Lot-2022021601
Lot- HRIM221025
WBC (10%/pL) 19.5 19.6 17.8-22.8
Lymph # (10%/uL) 4.9 5.0 23-7.7
Gran# (10%/uL) 13.5 13.5 9.9-18.5
Lymph (%) 24.9 25.3 15.9-33.1
Gran (%) 69.0 68.8 49.1-91.1
HGB (g/dL) 17.5 17.1 16.7-18.3
RBC (10%/L) 5.44 5.38 5.10 - 5.90
HCT (%) 52.3 52.5 45.8-54.8
MCV (fL) 96.2 97.6 85.4-97.4
MCH (pg) 32.1 31.7 28.0-35.6
MCHC (g/dL) 33.4 32.5 30.0-39.6
PLT (10%/uL) 475 472 423 - 553
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«»DIAGON D-Check D

Solutions beyond imagination

| CONTROL |

ASSAY VALUES AND EXPECTED RANGES LOT: 1V0901
Vizsgalati értékek és varhatd tartomanyok

el 0503-2023

Diagon D-Cell 60, D-Cell 60CS;
Instruments:
Mindray BC-3200, BC-3000Plus, BC-2900, BC-2800, BC-1800
CONTROL "Low" CONTROL "Normal" CONTROL "High"
Parameter LOT: 1vV0901 LOT: 1v0901 LOoT: 1V0901
Mean % Limit -y Mean #+ Limit s Mean + Limit T
Variation Variation Variation
WBC 10%L 28+05 23-33 84+10 74 - 94 20,3 + 25 17,8 - 22,8
RBC 10"L 2,50 + 0,20 2,30 - 2,70 4,51 + 0,30 421 - 4,81 5,50 + 0,40 5,10 - 5,90
Hgb g/dL 7,105 66 - 7,6 13,6 £ 06 13,0 - 14,2 17,5 £ 0,8 16,7 - 183
g/L 715 66 - 76 136 £ 6 130 - 142 175 ¢+ 8 167 - 183
Het % 20,1 £ 3,0 17,1 - 231 38,6 £ 40 34,6 - 42,6 50,3 £ 4,5 458 - 548
L 0,201 £ 0,030 0,171 - 0,231 0,386 + 0,040 0,346 - 0,426 0,503 & 0,045 0,458 - 0,548
MCV fL 80,4 £ 6,0 74,4 - 86,4 85,7 £ 6,0 797 - 91,7 91,4 £ 6,0 854 - 974
MCH Pg 28,2+ 38 244 - 320 30,1+ 38 26,3 - 33,9 31,8 £ 3.8 28,0 - 356
MCHC g/dL 35,0+ 48 30,2 - 39,8 352+48 30,4 - 40,0 348 £ 48 30,0 - 39,6
g/L 350 + 48 302 - 398 352 t 48 304 - 400 348 t 48 300 - 396
RDW-SD fL 42,2+ 80 34,2 - 50,2 43,9+ 90 349 - 529 46,3 £ 10,0 36,3 - 56,3
RDW-CV % 14,8 + 5,0 98 - 19,8 14,6 £ 50 96 - 19,6 14,5 + 5,0 9,5 - 19,5
Pit 10%L 77+ 25 52 - 102 229 + 45 184 - 274 488 + 65 423 - 553
MPV fL 9,430 64 - 12,4 9,4 +30 6,4 - 12,4 9,5 + 3,0 65 - 125
PDW % 13,3+ 3,0 10,3 - 16,3 13,3+ 30 10,3 - 16,3 13,3 £ 3.0 10,3 - 16,3
PCT % 0,072 + 0,050 0,022 - 0,122 0,216 + 0,100 0,116 - 0,316 0,465 + 0,200 0,265 - 0,665
LYMPH# 10%L 1,4+ 04 10 - 18 26%09 1,7 - 35 50 % 27 2317
MID# 10%L 02402 00 - 04 0,5+04 01-09 11+ 08 03-19
GRAN# 10%L 1,2+ 05 07 - 17 53+08 45 - 61 142 £ 43 99 - 185
LYMPH% % 50,6 £ 12,6 38,0 - 63,2 31,4110 20,4 - 42,4 245 £ 86 15,9 - 33,1
MID% % 5844 14 - 10,2 5745 1,2 - 10,2 54 43 11 - 97
GRAN% % 43,6 £ 153 28,3 - 58,9 62,9 £ 189 440 - 81,8 70,1 £ 21,0 491 - 911
DIAGON Ltd.

48-52., Baross Str.

u Budapest, Hungary IVD

H-1047
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Coefficient of Variation:

Precision (VDx Reagents)

1. Fresh blood sample was collected and tested with the VDx Mindray Reagents on
Mindray BC 3200, 3 Part Hematology Analyzer.

2. The sample was tested in 10 replicates to study Precision.

3. Coefficient of Variation (CV %) was calculated.

Fresh Blood Sample, n = 10

Precision Evaluation report of VDx Mindray compatible reagent on Mindray BC3200, 3
Part Hematology Analyzer

Fresh Blood Sample

Parameters Ist lInd lird | IVth Vth | Vith | Viith | VIlith | IXth Xth Mean| sD o | ove
Repeat | Repeat [ Repeat | Repeat [ Repeat | Repeat [ Repeat | Repeat [ Repeat

WBC (103/M|—) 6.3 6.4 6.4 6.5 6.2 6.2 6.3 6.4 6.2 6.2 | 631|011 | 0.02 | 1.74

Lymph#(10%uL)| 22 | 23 | 22 | 24 | 22 | 24 | 22 | 23 | 23 | 22 | 227 | 008|004 | 363

Mid#(lOs/uL) 0.7 0.8 0.8 0.7 0.7 0.7 0.8 0.8 0.7 0.7 | 0.74 | 0.05 | 0.07 | 6.98

Gran#(lOa/uL) 34 33 34 34 33 3.1 33 33 3.2 33 | 330 0.09 003 286

Lymph (%) 354 | 363 | 340 | 368 | 359 | 382 | 353 | 358 | 368 | 36.2 |36.07| 1.11 | 0.03 | 3.08

Mid (%) 108 | 125 | 125 | 116 | 120 | 112 | 120 | 122 | 123 | 10.7 1178 | 0.67 | 0.06 | 5.71

Gran (%) 53.8 | 51.2 | 535 | 51.6 | 521 | 50.6 | 52.7 | 52.0 | 50.9 | 52.1 [52.05| 1.05 | 0.02 | 2.02

HGB (g/dL) 131 | 133 | 132 | 135 | 132 | 133 | 133 | 133 | 134 | 13.1 (13.27| 0.13 | 0.01 | 0.94

RBC(103/u|_) 443 | 439 | 436 | 444 | 445 | 450 | 447 | 442 | 443 | 442 | 443 | 0.04 | 0.01 | 0.88

HCT (%) 421 | 418 | 414 | 420 | 424 | 429 | 425 | 421 | 421 | 42.2 |42.15| 0.40 | 0.01 | 0.96

MCV (fL) 95.1 | 952 | 951 | 947 | 954 | 955 [ 951 | 954 | 951 | 95.1 |95.17| 0.23 | 0.00 | 0.24

MCH (pg) 295 | 302 | 30.2 | 304 | 296 | 295 | 29.7 | 30.0 | 30.2 | 29.7 |29.90| 0.34 | 0.01 | 1.13

MCHC (g/dL) 311 | 318 | 31.8 | 321 | 311 | 31.0 | 31.2 | 315 | 31.8 | 31.2 |31.46| 039 | 0.01 | 1.24

RDW-CV (%) 126 | 129 | 129 | 129 | 1266 | 129 | 129 | 129 | 129 | 129 |12.84| 0.13 | 0.01 | 0.99

RDW-SD (fL) 454 | 438 | 454 | 446 | 454 | 446 | 428 | 454 | 454 | 454 |44.82) 0.90 | 0.02 | 2.00

PLT(103/uL) 179 186 176 177 177 184 179 162 179 175 |177.40| 6.42 | 0.04 | 3.62

MPV (fL) 104 | 104 | 106 | 103 | 106 | 10.2 | 104 | 103 | 104 | 103 {10.39| 0.13 | 0.01 | 1.24
PDW 154 | 159 | 157 | 156 | 157 | 159 | 159 | 156 | 159 | 159 [15.75| 0.18 | 0.01 | 1.13
PCT (%) 0.186 | 0.193 | 0.186 | 0.182 | 0.187 | 0.187 | 0.186 | 0.166 | 0.186 | 0.180 | 0.18 | 0.01 | 0.04 | 3.88
¢ )VANGUARD
P )

Commercial Confidential

67|Page



Coefficient of Variation:

Precision (Mindray Reference Reagents)

1. Fresh blood sample was collected and tested with the Mindray Reference Reagents on
Mindray-BC3200, 3 Part Hematology Analyzer.

2. The sample was tested in 07 replicates to study Precision.

3. Coefficient of Variation (CV %) was calculated.

Fresh Blood Sample, n=07

Precision Evaluation report of Mindray Reference reagents on Mindray-BC3200, 3 Part

Hematology Analyzer

Fresh Blood Sample
Parameters | Ist R::I;:at R:::at Rx:at Re:/r::at R:rl)?at RzgteZt R\Q;I)I;Zt R:;()?at Rex;::at Mean| SD | CV | CV%
WBC (103/Ll|-) 7.2 7.2 7.3 7.2 7.2 7.0 7.0 7.16 | 0.11 | 0.02 | 1.58
Lymph # (10°/ul) | 20 | 20 | 20 | 20 | 20 | 19 | 19 197 | 0.05 | 0.02 | 2.48
Mid# (103/ul_) 0.5 0.5 0.5 0.5 0.5 0.6 0.6 0.53 | 0.05 | 0.09 | 9.23
Gran# (103/|_1L) 4.7 4.7 4.8 4.7 4.7 4.5 4.5 4.66 | 0.11 | 0.02 | 2.43
Lymph (%) 27.9 27.4 27.9 27.3 27.1 27.7 27.5 27.54| 030 | 0.01 | 1.11
Mid (%) 7.1 7.6 6.7 7.2 7.1 8.3 8.0 7.43 | 0.56 | 0.08 | 7.60
Gran (%) 65.0 65.0 65.4 65.5 65.8 64.0 64.5 65.03 | 0.62 | 0.01 | 0.95
HGB (g/dL) 15.5 15.4 15.8 15.4 15.8 15.4 15.3 15.51( 0.20 | 0.01 | 1.31
RBC (103/|_1L) 424 | 4.26 4.28 4.9 4.33 4.16 4.14 433 | 0.26 | 0.06 | 6.00
HCT (%) 48.6 | 48.9 49.1 47.7 49.3 47.4 47.4 48.34( 0.82 | 0.02 | 1.70
MCV (fL) 114.7 | 114.9 | 1149 | 114.0 | 114.0 | 114.0 | 114.7 114.46( 0.44 | 0.00 | 0.38
MCH (pg) 36.5 36.1 36.9 36.7 36.4 37.4 36.9 36.70 | 042 | 0.01 | 1.15
MCHC (g/dL) 31.8 31.4 32.1 32.2 32.0 324 32.2 32.01| 033 | 0.01 | 1.03
RDW-CV (%) 14.8 15.1 15.1 15.1 14.8 15.1 14.8 1497 ( 0.16 | 0.01 | 1.07
RDW-SD (fL) 61.3 63.1 63.1 59.5 61.1 62.1 63.1 61.90| 1.36 | 0.02 | 2.20
PLT (103/p|_) 207 219 209 214 221 212 202 212.00| 6.68 | 0.03 | 3.15
MPV (fL) 9.6 9.7 9.6 9.8 9.6 9.7 9.7 9.67 | 0.08 | 0.01 | 0.78
PDW 16.0 16.0 15.8 15.9 15.8 15.8 15.9 15.89 ( 0.09 | 0.01 | 0.57
PCT (%) 0.198 | 0.212 0.2 0.209 | 0.212 | 0.205 | 0.195 0.20 | 0.01 | 0.03 | 3.38
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Conclusions

1. The VDx Mindray 3 Part Hematology Reagents showed an excellent Coefficient of
Correlation (“r“) using Mindray original Reagents as Reference.

2. All measured parameters showed values of “r“ in the range of 0.978 to 0.998 displaying
the highest degree of correlation between the reagents.

3. The VDx Mindray and the Mindray Reference 3 Part Hematology Reagents showed an
excellent Coefficient of Variation (CV %) for all the parameters.

4. The CV % with the VDx Mindray Reagents and the Mindray Reference Reagents were

found to be as under:

Parameters Mindray Reference VDx Mindray Reagents
Reagents (CV % - Precision)
(CV % - Precision)
Measured Parameters 0.38% —6.00% 0.24% - 3.62%
Calculated Parameters 0.57% - 9.28% 0.96% - 6.98%

5. Values obtained with 3 Party controls from Diagon Hungary- Low, Normal & High
were found to be within the specified ranges both for VDx Mindray 3 Part Hematology
Reagents and Mindray Reference reagents

6. The VDx Mindray 3 Part Hematology Reagents were found to be accurate, precise
and comparable with the Mindray Reference Reagents for all the parameters

identified for the evaluation.
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Details of Reagents

Type of Reagents

3 Part Hematology Reagents

Instrument Model

Genrui - SB22+

Reference Reagents

Genius Reference Reagents

KT03 Diluent

Lot No : 20221103

Expiry Date :02-10-2024

KTO03 Lyse Solution

Lot No : 20221102

Expiry Date :01-09-2024

Commercial Confidential
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Details of Tests Conducted

Tests Conducted

1 Background Test

2 Coefficient of Correlation: Accuracy

3 Quality Control (Low, Normal & High)

4 Coefficient of Variation: Precision
(VDx Genius Compatible Reagents)

5 Coefficient of Variation: Precision
(Genius Reference Reagents)

3/ VANGUARD I
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Background Test

All Reagents: Vanguard Diagnostics All Reagents: Genius as Reference
Parameters VDx Diluent - G Lot : HD1G221117 Diluent Lot : 20221103
VDx Lyse-G Lot : HLYG220911 Lyse Lot : 20221102
WBC (10°%/L) 0.00 0.00
Lym# (10%/L) 0.00 0.00
Mid# (10%/L) 0.00 0.00
Gran# (10%/L) 0.00 0.00
Lym (%) 0.00 0.00
Mid (%) 0.00 0.00
Gran (%) 0.00 0.00
NLR 0.00 0.00
PLR 0.00 0.00
RBC (10%/L) 0.00 0.00
HGB (g/dL) 0.00 0.00
HCT (%) 0.00 0.00
MCV (fL) 0.00 0.00
MCH (pg) 0.00 0.00
MCHC (g/dL) 0.00 0.00
RDW-CV (%) 0.00 0.00
RDW-SD (fL) 0.00 0.00
PLT (10°/L) 0.00 0.00
MPV (fL) 0.00 0.00
PDW-CV (%) 0.00 0.00
PDW-SD (fL) 0.00 0.00
PCT (%) 0.00 0.00
P-LCC (10%/L) 0.00 0.00
P-LCR (%) 0.00 0.00
) VANGUARD
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Coefficient of Correlation Studies

I.  The objective was to determine the correlation between the results obtained with the Vanguard
Compatible Genius Reagents and the Genius Reference Reagents.

“, n
r

II.  The Coefficient of Correlation (“r”) was calculated for each major parameter of the Complete

Blood Count.

Ill.  The data has been presented in the form of:

1 Sample size

2 Mean x (X)

3 Mean vy (Y)

4 Intercept (a)

5 Slope (b)

6 Regression line equation

7 Value of “r”

8 Linear Regression Graph

9 Raw Data of values

10 Histograms will be made available at the time of visit

Note: The correlation coefficient, is a numerical value between -1 and 1 that expresses the strength of the linear
relationship between two variables. When “r” is closer to 1 it indicates a strong positive relationship. A value of 0
indicates that there is no relationship. Values close to -1 signal a strong negative relationship between the two
variables.

Correlation coefficient formula: There are many formulas to calculate the correlation coefficient (all yielding the
same result). We used the following:

ﬂ'Z?:l Lilfi — E:!:l T Z?:l Yi
\/[” E:I:l x; — (Z?:l zi)?)(n z?:1 yi — {E;lzl yi)?)

Where n is the total number of samples, xi (x1, x2,...,xn) are the x values and yi are the y values.

=
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Coefficient of Correlation (“r”): WBC

X = Genius Reference Reagents for Genius SB22+, 3 Part Hematology Analyzer.
y = VDx Genius Reagents for Genius SB22+, 3 Part Hematology Analyzer.

“r” =0.996

Sample size: 15

Mean x (X): 6.8873333333333

Mean y (Y): 6.9793333333333

Intercept (a): 0.20174969262643

Slope (b): 0.98406499477886

Regression line equation: y=0.20174969262643+0.98406499477886x

) VANGUARD
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Coefficient of Correlation (“r”): RBC

X = Genius Reference Reagents for Genius SB22+, 3 Part Hematology Analyzer.

y = VDx Genius Reagents for Genius SB22+, 3 Part Hematology Analyzer.

“r” =0.990

Sample size: 15

Mean x (X): 4.924

Mean y (Y): 4.944

Intercept (a): 0.079768133117882

Slope (b): 0.98786187385908

Regression line equation: y=0.079768133117882+0.98786187385908x

5.6

n

n

) VANGUARD
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Coefficient of Correlation (“r”): Hemoglobin

x = Genius Reference Reagents for Genius SB22+, 3 Part Hematology Analyzer.
y = VDx Genius Reagents for Genius SB22+, 3 Part Hematology Analyzer.

“r" =0.991

Sample size: 15

Mean x (X): 14.753333333333

Mean y (Y): 14.793333333333

Intercept (a): -0.33733568298641

Slope (b): 1.0255763002476

Regression line equation: y=1.0255763002476x-0.33733568298641

) VANGUARD
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Coefficient of Correlation (“r”): Platelets

x = Genius Reference Reagents for Genius SB22+, 3 Part Hematology Analyzer.
y = VDx Genius Reagents for Genius SB22+, 3 Part Hematology Analyzer.

“r” =0.993

Sample size: 15

Mean x (X): 230.46666666667

Mean y (y): 226.13333333333

Intercept (a): 4.5194251474097

Slope (b): 0.96158768376883

Regression line equation: y=4.5194251474097+0.96158768376883x

as0n

] S 2
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Coefficient of Correlation (“r”): MCV

x = Genius Reference Reagents for Genius SB22+, 3 Part Hematology Analyzer.
y = VDx Genius Reagents for Genius SB22+, 3 Part Hematology Analyzer.

“r” =0.999

Sample size: 15

Mean x (X): 97.846666666667

Mean y (y): 97.74

Intercept (a): -0.40021683919771

Slope (b): 1.003000103964

Regression line equation: y=1.003000103964x-0.40021683919771

) VANGUARD
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Sample - 01

All Reagents: Vanguard Diagnostics | All Reagents: Genius as Reference
Parameters VDx Diluent-G Lot : HD1G221117 Diluent Lot : 20221103
VDx Lyse-G Lot : HLYG220911 Lyse Lot : 20221102

WABC (10°/L) 8.39 8.22

Lym# (10%/L) 1.27 1.27

Mid# (10%/L) 0.73 0.86

Gran# (10%/L) 6.39 6.09

Lym (%) 15.10 15.40
Mid (%) 8.70 10.50
Gran (%) 76.20 74.10
NLR 5.03 4.80

PLR 98.43 96.06
RBC (10%2/L) 5.07 4.98

HGB (g/dL) 15.10 14.70
HCT (%) 49.70 48.80
MCV (fL) 98.00 98.20
MCH (pg) 29.70 29.60
MCHC (g/dL) 30.30 30.20
RDW-CV (%) 14.30 14.30
RDW-SD (fL) 51.50 51.50
PLT (10°/L) 125.00 122.00
MPV (fL) 15.60 15.50
PDW-CV (%) 15.00 15.60
PDW-SD (fL) 30.00 30.70
PCT (%) 0.20 0.19

P-LCC (10°%/L) 80.00 78.00
P-LCR (%) 64.20 63.50
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Sample - 02

All Reagents: Vanguard Diagnostics | All Reagents: Genius as Reference
Parameters VDx Diluent-G Lot : HD1G221117 Diluent Lot : 20221103
VDx Lyse-G Lot : HLYG220911 Lyse Lot : 20221102

WBC (10%/L) 8.40 8.41

Lym# (10%/L) 1.15 1.24

Mid# (10°/L) 0.43 1.03

Gran# (10°/L) 6.82 6.14

Lym (%) 13.70 14.80
Mid (%) 5.10 12.30
Gran (%) 81.20 72.90
NLR 5.93 4.95

PLR 105.22 94.35
RBC (10%2/L) 4.99 5.12

HGB (g/dL) 15.10 15.20
HCT (%) 48.90 50.20
MCV (fL) 98.00 98.00
MCH (pg) 30.20 29.60
MCHC (g/dL) 30.80 30.20
RDW-CV (%) 14.10 14.30
RDW-SD (fL) 50.70 51.60
PLT (10°%/L) 121.00 117.00
MPV (fL) 15.10 15.40
PDW-CV (%) 15.70 15.20
PDW-SD (fL) 30.40 29.80
PCT (%) 0.18 0.18

P-LCC (10%/L) 75.00 74.00
P-LCR (%) 61.70 63.50
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All Reagents: Vanguard Diagnostics | All Reagents: Genius as Reference
Parameters VDx Diluent-G Lot : HD1G221117 Diluent Lot : 20221103
VDx Lyse-G Lot : HLYG220911 Lyse Lot : 20221102

WBC (10%/L) 8.29 8.15

Lym# (10%/L) 1.17 1.16

Mid# (10°/L) 0.70 0.92

Gran# (10°/L) 6.42 6.07

Lym (%) 14.10 14.20
Mid (%) 8.40 11.30
Gran (%) 77.50 74.50
NLR 5.49 5.23

PLR 294.87 311.21
RBC (10%2/L) 5.91 5.98

HGB (g/dL) 16.80 16.60
HCT (%) 52.80 53.40
MCV (fL) 89.30 89.30
MCH (pg) 28.30 27.80
MCHC (g/dL) 31.70 31.10
RDW-CV (%) 14.00 14.20
RDW-SD (fL) 45.40 45.40
PLT (10°%/L) 345.00 361.00
MPV (fL) 12.30 12.70
PDW-CV (%) 14.20 14.90
PDW-SD (fL) 19.60 21.40
PCT (%) 0.43 0.46

P-LCC (10°/L) 157.00 169.00
P-LCR (%) 45.50 46.90
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Sample - 4

Parameters

All Reagents: Vanguard Diagnostics
VDx Diluent-G Lot : HD1G221117
VDx Lyse-G Lot : HLYG220911

All Reagents: Genius as Reference
Diluent Lot : 20221103
Lyse Lot : 20221102

Commercial Confidential

WBC (10%/L) 6.53 6.50
Lym# (10%/L) 1.68 1.62
Mid# (10°%/L) 0.53 0.55
Gran# (10%/L) 4.32 4.33
Lym (%) 25.70 24.90
Mid (%) 8.10 8.50
Gran (%) 66.20 66.60
NLR 2.57 2.67
PLR 154.17 158.64
RBC (10'2/L) 431 4.28
HGB (g/dL) 13.90 13.80
HCT (%) 43.60 43.30
MCV (fL) 101.20 101.20
MCH (pg) 32.20 32.30
MCHC (g/dL) 31.80 32.00
RDW-CV (%) 14.60 14.60
RDW-SD (fL) 54.50 54.60
PLT (10%/L) 259.00 257.00
MPV (fL) 11.50 11.70
PDW-CV (%) 14.90 14.80
PDW-SD (fL) 19.10 19.50
PCT (%) 0.30 0.30
P-LCC (10%/L) 104.00 110.00
P-LCR (%) 40.00 42.80
b YANGUARD
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All Reagents: Vanguard Diagnostics | All Reagents: Genius as Reference
Parameters VDx Diluent-G Lot : HD1G221117 Diluent Lot : 20221103
VDx Lyse-G Lot : HLYG220911 Lyse Lot : 20221102

WBC (10%/L) 4.27 4.21

Lym# (10%/L) 0.92 1.16

Mid# (10°/L) 0.54 0.51

Gran# (10°/L) 2.81 2.54

Lym (%) 21.60 27.50
Mid (%) 12.60 12.00
Gran (%) 65.80 60.50
NLR 3.05 2.19

PLR 225.00 173.28
RBC (10%2/L) 4.93 491

HGB (g/dL) 13.80 13.80
HCT (%) 45.60 45.50
MCV (fL) 92.50 92.60
MCH (pg) 28.10 28.10
MCHC (g/dL) 30.30 30.40
RDW-CV (%) 14.20 14.20
RDW-SD (fL) 48.00 47.90
PLT (10°%/L) 207.00 201.00
MPV (fL) 15.10 15.30
PDW-CV (%) 15.30 15.60
PDW-SD (fL) 29.40 30.20
PCT (%) 0.31 0.31

P-LCC (10°/L) 130.00 127.00
P-LCR (%) 62.90 63.10
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Sample - 6

All Reagents: Vanguard Diagnostics | All Reagents: Genius as Reference
Parameters VDx Diluent-G Lot - HD1G221117 Diluent Lot - 20221103
VDx Lyse-G Lot - HLYG220911 Lyse Lot - 20221102

WBC (10%/L) 8.25 8.05

Lym# (10%/L) 1.17 1.18

Mid# (10°/L) 0.68 0.78

Gran# (10°/L) 6.40 6.09

Lym (%) 14.20 14.70
Mid (%) 8.20 9.70

Gran (%) 77.60 75.60
NLR 5.47 5.16

PLR 304.27 302.54
RBC (10%2/L) 6.11 5.97

HGB (g/dL) 16.80 16.60
HCT (%) 54.60 53.40
MCV (fL) 89.40 89.50
MCH (pg) 27.60 27.80
MCHC (g/dL) 30.80 31.10
RDW-CV (%) 14.40 13.80
RDW-SD (fL) 46.30 44.40
PLT (10°%/L) 356.00 357.00
MPV (fL) 12.40 12.60
PDW-CV (%) 14.90 14.80
PDW-SD (fL) 21.30 21.60
PCT (%) 0.44 0.45

P-LCC (10°/L) 164.00 171.00
P-LCR (%) 46.10 47.90
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Sample - 7

All Reagents: Vanguard Diagnostics | All Reagents: Genius as Reference
Parameters VDx Diluent-G Lot - HD1G221117 Diluent Lot - 20221103
VDx Lyse-G Lot - HLYG220911 Lyse Lot - 20221102

WBC (10%/L) 5.81 5.71

Lym# (10%/L) 1.17 1.22

Mid# (10°/L) 0.64 0.58

Gran# (10°/L) 4.00 3.91

Lym (%) 20.20 21.40
Mid (%) 11.00 10.20
Gran (%) 68.80 68.40
NLR 3.42 3.20

PLR 268.38 258.20
RBC (10%2/L) 4.87 4.84

HGB (g/dL) 14.10 14.20
HCT (%) 45.90 45.70
MCV (fL) 94.30 94.50
MCH (pg) 28.90 29.40
MCHC (g/dL) 30.70 31.10
RDW-CV (%) 13.80 13.60
RDW-SD (fL) 47.60 47.00
PLT (10°%/L) 314.00 315.00
MPV (fL) 11.90 12.30
PDW-CV (%) 13.90 14.10
PDW-SD (fL) 19.00 20.00
PCT (%) 0.37 0.39

P-LCC (10°/L) 137.00 147.00
P-LCR (%) 43.50 46.80
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Sample - 8

All Reagents: Vanguard Diagnostics | All Reagents: Genius as Reference
Parameters VDx Diluent-G Lot - HD1G221117 Diluent Lot - 20221103
VDx Lyse-G Lot - HLYG220911 Lyse Lot - 20221102

WBC (10%/L) 7.27 7.17

Lym# (10%/L) 1.38 1.63

Mid# (10°/L) 0.81 0.69

Gran# (10°/L) 5.08 4.85

Lym (%) 19.00 22.80
Mid (%) 11.20 9.60

Gran (%) 69.80 67.60
NLR 3.68 2.98

PLR 139.86 123.31
RBC (10%2/L) 5.18 5.20

HGB (g/dL) 14.70 14.60
HCT (%) 47.00 47.40
MCV (fL) 90.60 91.10
MCH (pg) 28.40 28.10
MCHC (g/dL) 31.40 30.90
RDW-CV (%) 15.10 14.90
RDW-SD (fL) 49.70 49.40
PLT (10°%/L) 193.00 201.00
MPV (fL) 14.60 14.40
PDW-CV (%) 14.40 15.00
PDW-SD (fL) 26.70 27.60
PCT (%) 0.28 0.29

P-LCC (10°/L) 116.00 121.00
P-LCR (%) 60.10 60.10

89|Page

Commercial Confidential



Sample -9

All Reagents: Vanguard Diagnostics | All Reagents: Genius as Reference
Parameters VDx Diluent-G Lot - HD1G221117 Diluent Lot - 20221103
VDx Lyse-G Lot - HLYG220911 Lyse Lot - 20221102

WBC (10%/L) 7.17 7.18

Lym# (10%/L) 1.71 1.76

Mid# (10°/L) 0.75 0.72

Gran# (10°/L) 4.71 4.70

Lym (%) 23.90 24.50
Mid (%) 10.40 10.00
Gran (%) 65.70 65.50
NLR 2.75 2.67

PLR 76.02 78.41
RBC (10%2/L) 5.14 5.17

HGB (g/dL) 13.80 13.90
HCT (%) 46.30 46.80
MCV (fL) 90.00 90.50
MCH (pg) 26.90 26.80
MCHC (g/dL) 29.90 29.70
RDW-CV (%) 15.00 15.20
RDW-SD (fL) 49.00 50.10
PLT (10°%/L) 130.00 138.00
MPV (fL) 15.90 15.60
PDW-CV (%) 15.10 15.40
PDW-SD (fL) 30.50 30.60
PCT (%) 0.21 0.22

P-LCC (10°/L) 86.00 89.00
P-LCR (%) 66.10 64.50

90|Page

Commercial Confidential



Sample - 10

All Reagents: Vanguard Diagnostics | All Reagents: Genius as Reference
Parameters VDx Diluent-G Lot - HD1G221117 Diluent Lot - 20221103
VDx Lyse-G Lot - HLYG220911 Lyse Lot - 20221102

WBC (10%/L) 5.84 5.69

Lym# (10%/L) 1.26 1.32

Mid# (10°/L) 0.68 0.73

Gran# (10°/L) 3.90 3.64

Lym (%) 21.50 23.20
Mid (%) 11.60 12.80
Gran (%) 66.90 64.00
NLR 3.10 2.76

PLR 155.56 140.91
RBC (10%2/L) 4.84 4.68

HGB (g/dL) 13.70 13.10
HCT (%) 45.10 43.80
MCV (fL) 93.20 93.50
MCH (pg) 28.40 28.10
MCHC (g/dL) 30.40 30.00
RDW-CV (%) 13.70 13.40
RDW-SD (fL) 46.80 45.80
PLT (10°%/L) 196.00 186.00
MPV (fL) 14.70 14.50
PDW-CV (%) 15.10 15.40
PDW-SD (fL) 28.40 28.40
PCT (%) 0.29 0.27

P-LCC (10°/L) 116.00 114.00
P-LCR (%) 59.50 61.40
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Sample - 11

All Reagents: Vanguard Diagnostics | All Reagents: Genius as Reference
Parameters VDx Diluent-G Lot - HD1G221117 Diluent Lot - 20221103
VDx Lyse-G Lot - HLYG220911 Lyse Lot - 20221102

WBC (10%/L) 7.20 7.31

Lym# (10%/L) 1.18 1.22

Mid# (10°/L) 0.68 0.90

Gran# (10°/L) 5.34 5.19

Lym (%) 16.40 16.70
Mid (%) 9.50 12.30
Gran (%) 74.10 71.00
NLR 4.53 4.25

PLR 181.36 196.72
RBC (10%2/L) 4.28 4.22

HGB (g/dL) 14.60 14.70
HCT (%) 46.50 45.80
MCV (fL) 108.50 108.50
MCH (pg) 34.20 34.80
MCHC (g/dL) 31.50 32.10
RDW-CV (%) 15.10 15.20
RDW-SD (fL) 60.80 61.30
PLT (10°%/L) 214.00 240.00
MPV (fL) 12.90 13.00
PDW-CV (%) 15.70 15.80
PDW-SD (fL) 24.40 24.60
PCT (%) 0.28 0.31

P-LCC (10°/L) 108.00 123.00
P-LCR (%) 50.30 51.00
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All Reagents: Vanguard Diagnostics | All Reagents: Genius as Reference
Parameters VDx Diluent-G Lot - HD1G221117 Diluent Lot - 20221103
VDx Lyse-G Lot - HLYG220911 Lyse Lot - 20221102

WBC (10%/L) 5.69 5.45

Lym# (10%/L) 1.49 1.50

Mid# (10°/L) 0.46 0.63

Gran# (10°/L) 3.74 3.32

Lym (%) 26.20 27.50
Mid (%) 8.10 11.60
Gran (%) 65.70 60.90
NLR 2.51 221

PLR 126.85 134.67
RBC (10%2/L) 4.42 4.45

HGB (g/dL) 14.90 14.70
HCT (%) 47.70 48.00
MCV (fL) 108.00 108.00
MCH (pg) 33.80 33.00
MCHC (g/dL) 31.20 30.60
RDW-CV (%) 14.80 14.60
RDW-SD (fL) 59.50 58.60
PLT (10°%/L) 189.00 202.00
MPV (fL) 14.20 13.90
PDW-CV (%) 16.20 16.30
PDW-SD (fL) 29.30 29.00
PCT (%) 0.27 0.28

P-LCC (10°/L) 107.00 113.00
P-LCR (%) 56.50 56.20
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All Reagents: Vanguard Diagnostics | All Reagents: Genius as Reference
Parameters VDx Diluent-G Lot - HD1G221117 Diluent Lot - 20221103
VDx Lyse-G Lot - HLYG220911 Lyse Lot - 20221102

WBC (10%/L) 7.33 7.35

Lym# (10%/L) 2.10 2.48

Mid# (10°/L) 0.86 0.79

Gran# (10°/L) 4.37 4.08

Lym (%) 28.60 33.80
Mid (%) 11.70 10.80
Gran (%) 59.70 55.40
NLR 2.08 1.65

PLR 144.76 125.00
RBC (10%2/L) 4.40 4.41

HGB (g/dL) 14.90 14.90
HCT (%) 47.30 47.60
MCV (fL) 107.60 107.80
MCH (pg) 33.90 33.80
MCHC (g/dL) 31.50 31.40
RDW-CV (%) 13.50 13.20
RDW-SD (fL) 54.00 52.90
PLT (10°%/L) 304.00 310.00
MPV (fL) 12.00 12.20
PDW-CV (%) 14.60 15.40
PDW-SD (fL) 19.50 21.70
PCT (%) 0.37 0.38

P-LCC (10°/L) 130.00 140.00
P-LCR (%) 42.80 45.20
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Sample - 14

All Reagents: Vanguard Diagnostics | All Reagents: Genius as Reference
Parameters VDx Diluent-G Lot - HD1G221117 Diluent Lot - 20221103
VDx Lyse-G Lot - HLYG220911 Lyse Lot - 20221102

WBC (10%/L) 8.14 8.04

Lym# (10%/L) 1.98 2.39

Mid# (10°/L) 0.79 0.89

Gran# (10°/L) 5.37 4.76

Lym (%) 24.30 29.70
Mid (%) 9.70 11.10
Gran (%) 66.00 59.20
NLR 271 1.99

PLR 126.77 109.62
RBC (10%2/L) 5.25 5.22

HGB (g/dL) 16.00 15.90
HCT (%) 51.10 51.00
MCV (fL) 97.40 97.60
MCH (pg) 30.60 30.40
MCHC (g/dL) 31.40 31.10
RDW-CV (%) 14.20 14.10
RDW-SD (fL) 50.70 50.30
PLT (10°%/L) 251.00 262.00
MPV (fL) 14.90 15.10
PDW-CV (%) 14.70 14.60
PDW-SD (fL) 28.00 28.40
PCT (%) 0.37 0.40

P-LCC (10°/L) 156.00 168.00
P-LCR (%) 62.40 64.20
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All Reagents: Vanguard Diagnostics | All Reagents: Genius as Reference
Parameters VDx Diluent-G Lot - HD1G221117 Diluent Lot - 20221103
VDx Lyse-G Lot - HLYG220911 Lyse Lot - 20221102

WBC (10%/L) 6.11 5.87

Lym# (10%/L) 1.81 1.95

Mid# (10°/L) 0.68 0.57

Gran# (10°/L) 3.62 3.35

Lym (%) 29.60 33.20
Mid (%) 11.10 9.70

Gran (%) 59.30 57.10
NLR 2.00 1.72

PLR 103.87 96.41
RBC (10%2/L) 4.46 4.43

HGB (g/dL) 14.50 14.60
HCT (%) 47.70 47.60
MCV (fL) 107.10 107.40
MCH (pg) 32.50 33.00
MCHC (g/dL) 30.40 30.70
RDW-CV (%) 15.00 14.80
RDW-SD (fL) 59.80 58.80
PLT (10°%/L) 188.00 188.00
MPV (fL) 14.00 14.20
PDW-CV (%) 15.90 16.30
PDW-SD (fL) 28.50 29.50
PCT (%) 0.26 0.27

P-LCC (10°/L) 106.00 108.00
P-LCR (%) 56.30 57.50
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Performance with Hematology 3" Party Controls

Diagon D Check D

Low, Normal & High Controls

Lot No: 1V0901
Expiry : 05.03.2023
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Diagon D Check D

(Low Control, Lot - 1V0901, Expiry Date: 05.03.2023)

All Reagents:
Vanguard Diagnostics All Reagents:
Parameters VDx Diluent-G Gfenius as Reference Range

Lot- HD1G221117 Diluent Lot- 20221103

VDx Lyse-G Lyse Lot- 20221102

Lot - HLYG220911
WABC (10°%/L) 1.92 1.95 15-25
Lym# (10%/L) 0.83 0.70 0.6-1.2
Mid# (10°/L) 0.12 0.13 0.0-0.2
Gran# (10°/L) 0.97 1.12 06-14
Lym (%) 43.30 35.80 32.7-54.5
Mid (%) 6.10 6.60 0.4-13.0
Gran (%) 50.60 57.60 323-67.1
NLR 1.17 1.60
PLR 93.98 112.86
RBC (10%/L) 2.47 2.47 2.29-2.69
HGB (g/dL) 6.70 6.70 6.3-7.3
HCT (%) 21.30 21.50 18.9-24.9
MCV (fL) 86.30 86.80 81.9-93.9
MCH (pg) 27.30 27.20 23.6-31.2
MCHC (g/dL) 31.60 31.40 26.4-36.0
RDW-CV (%) 16.50 17.20 11.3-21.3
RDW-SD (fL) 52.20 54.50 42.4-62.4
PLT (10°/L) 78.00 79.00 53-103
MPV (fL) 11.60 11.60 8.1-14.1
PDW-CV (%) 7.20 7.70 52-11.2
PDW-SD (fL) 10.40 11.20
PCT (%) 0.09 0.09 0.036-0.136
P-LCC (10°/L) 35.00 36.00
P-LCR (%) 44.80 46.30
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Diagon D Check D

(Normal Control, Lot - 1V0901, Expiry Date: 05.03.2023)

All Reagents:
Vanguard Diagnostics All Reagents:
Parameters VDx Diluent-G Gfenius as Reference Range

Lot- HD1G221117 Diluent Lot- 20221103

VDx Lyse-G Lyse Lot- 20221102

Lot - HLYG220911
WABC (10°%/L) 6.87 6.91 59-79
Lym# (10%/L) 1.88 191 1.2-26
Mid# (10°/L) 0.58 0.61 0.1-11
Gran# (10°/L) 4.41 4.39 3.7-5.1
Lym (%) 27.30 27.60 18.0-37.4
Mid (%) 8.50 8.80 1.8-16.2
Gran (%) 64.20 63.60 50.6 - 76.0
NLR 2.35 2.30
PLR 122.34 117.80
RBC (10%/L) 4.53 4.57 4.28 - 4.88
HGB (g/dL) 13.20 13.30 12.7-13.9
HCT (%) 42.00 42.40 39.1-47.1
MCV (fL) 92.70 92.70 88.1-100.1
MCH (pg) 29.00 29.10 25.3-32.9
MCHC (g/dL) 31.30 31.40 26.1-35.7
RDW-CV (%) 17.50 17.50 12.1-22.1
RDW-SD (fL) 59.50 59.40 49.0 - 69.0
PLT (10°/L) 230.00 225.00 184 -274
MPV (fL) 12.00 11.80 8.3-143
PDW-CV (%) 7.70 7.50 5.7-11.7
PDW-SD (fL) 11.10 10.70
PCT (%) 0.28 0.27 0.160 - 0.360
P-LCC (10°/L) 110.00 104.00
P-LCR (%) 47.80 46.20
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Diagon D Check D

(High Control, Lot - 1V0901, Expiry Date: 05.03.2023)

All Reagents:
Vanguard Diagnostics All Reagents:
Parameters VDx Diluent-G Gfenius as Reference Range

Lot- HD1G221117 Diluent Lot- 20221103

VDx Lyse-G Lyse Lot- 20221102

Lot - HLYG220911
WABC (10°%/L) 17.80 17.87 15.3-20.3
Lym# (10%/L) 3.81 3.86 1.7-6.1
Mid# (10%/L) 1.66 1.72 0.4-3.0
Gran# (10°/L) 12.33 12.29 8.5-15.9
Lym (%) 21.40 21.60 14.4-29.8
Mid (%) 9.30 9.60 19-171
Gran (%) 69.30 68.80 58.1-78.7
NLR 3.24 3.18
PLR 125.72 120.47
RBC (10%/L) 5.68 5.69 5.25-6.05
HGB (g/dL) 17.00 17.20 16.7 - 18.3
HCT (%) 56.70 56.60 52.2-61.2
MCV (fL) 99.80 99.50 94.4-106.4
MCH (pg) 30.00 30.30 27.1-34.7
MCHC (g/dL) 30.10 30.40 26.0-35.6
RDW-CV (%) 17.20 17.40 12.1-22.1
RDW-SD (fL) 62.80 63.40 52.9-729
PLT (10°/L) 479.00 465.00 401 -551
MPV (fL) 12.20 12.30 8.7-14.7
PDW-CV (%) 7.80 7.60 6.0-12.0
PDW-SD (fL) 11.60 11.20
PCT (%) 0.585 0.570 0.359-0.759
P-LCC (10°/L) 244.00 231.00
P-LCR (%) 50.80 49.70
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«»DIAGON'

Solutions beyond imagination

D-Check D

CONTROL |

ASSAY VALUES AND EXPECTED RANGES

LOT: 1V0901

g 05-03-2023

. Genrui KT-6400, KT-63xx, KT-6200 version 2.85 or higher
Instruments:
Councell-23 Ultra
CONTROL “Low" CONTROL “Normal” CONTROL “High"
— LOT: 1V0901 LOT: 1v0901 LOT: 1V0901
Mean + Limit VI:::iZ?iZn Mean + Limit V}:::i:?jzn Mean + Limit V’:“::;:m
fwscC 10°L 2005 15- 25 6910 59-79 178 £ 25 153 - 203
LYM% % 43,6 109 32,7 - 545 27,7 £97 18,0 - 374 2177 14,4 - 298
[MiD% % 67163 04 - 13,0 90+72 18- 162 95176 1,9- 171
INEUT% % 49,7 £ 17,4 323 - 67,1 633 £127 50,6 - 76,0 68,4 t 103 58,1 - 787
LYM# 10°L 09103 06- 12 1907 12- 26 39 £22 17 - 61
ImiD# 10°L 0,1 10,1 00- 02 06 +05 0,1- 11 1,7+13 04- 30
INEUT# 10°L 11,0104 06- 14 44 307 37- 51 12,2 £37 85- 159
RBC 10'%L 2,49 0,20 229 - 2,69 4,58 +0,30 428 - 488 5,65 + 0,40 525 - 6,05
HGB g/dL 6805 63-73 133206 12,7 - 139 175 208 16,7 - 183
gL 685 63 - 73 133 £ 6 127 - 139 175 £ 8 167 - 183
HCT % 21,9 £30 189 - 249 431 40 39,1 - 471 56,7 £ 45 522 - 61,2
UL 0,219 % 0,030 0,189 - 0,249 0,431 £ 0,040 0,391 - 0,471 0,567 % 0,045 0,522 - 0,612
MCV fL 87,9 £ 6,0 819 - 93,9 941 £6,0 88,1 - 1001 1004 £ 6.0 944 - 1064
MCH po 274 £38 236 - 31,2 291 £38 253 - 32,9 30,9 + 38 271 - 347
MCHC g/dL 31,2148 264 - 36,0 309 £48 26,1 - 357 30,8 + 48 26,0 - 356
gL 312 £ 48 264 - 360 309 +48 261 - 357 308 + 48 260 - 356
RDW-SD fiL 52,4 £ 10,0 424 - 62,4 59,0 10,0 49,0 - 69,0 62,9 * 10,0 529 - 72,9
RDW-CV % 16,3 £ 50 13- 213 17,1 £50 12,1 - 2241 17,1 £ 50 12,1 - 22,1
PIt 10%L 78 £ 25 53 - 103 229 +45 184 - 274 476 £ 75 401 - 551
| Y L 11,1130 81 - 141 1,3 %30 83- 143 11,7 £ 30 87- 147
PDW % 8,2%30 52 - 11,2 8,730 85,7 =17 9,0 £ 30 6,0- 120
PCT % 0,086 * 0,050 0,036 - 0,136 0,260 = 0,100 0,160 - 0,360 0,559 * 0,200 0,359 - 0,759
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Coefficient of Variation:

Precision (VDx Reagents)

1.

SB22+, 3 Part Hematology Analyzer.

The sample was tested in 10 replicates to study Precision.
Coefficient of Variation (CV %) was calculated.

Fresh Blood Sample, n =10

Fresh blood sample was collected and tested with the VDx Genius Reagents on Genius-

Precision Evaluation report of VDx Genius compatible reagent on Genius-SB22+, 3 Part
Hematology Analyzer
Fresh Blood Sample
parameters | 1st | M9 | IVth | Vth [ Vith | Viith | VIlith | IXth | Xth vean| so | ov | ove
Repeat|Repeat|Repeat|Repeat|Repeat|Repeat|Repeat|Repeat|Repeat
WBC (10°/L) | 833 | 845 | 849 | 836 | 841 | 833 | 870 | 835 | 8.27 | 818 | 839 | 0.14 | 0.02 | 1.68
Lym# (10°/L) | 2.06 | 2.10 | 2.05 | 2.03 | 1.93 | 1.98 | 2.10 | 1.99 | 1.98 | 2.08 | 2.03 | 0.06 | 0.03 | 2.85
Mid# (10°/L) | 0.87 | 0.99 | 0.97 | 0.91 | 0.93 | 0.94 | 0.96 | 0.94 | 0.99 | 0.90 | 0.94 | 0.04 | 0.04 | 4.17
Gran# (10°/L) | 5.40 | 535 | 5.47 | 542 | 555 | 541 | 5.64 | 542 | 530 | 520 | 5.42 | 0.12 | 0.02 | 2.27
Lym (%) 24.70 | 24.80 | 24.20 | 24.30 | 22.90 | 23.80 | 24.10 | 23.80 | 24.00 | 25.40 | 24.20 | 0.68 | 0.03 | 2.80
Mid (%) 10.40 | 11.80 | 11.40 | 10.90 | 11.00 | 11.30 | 11.00 | 11.20 | 12.00 | 11.00 | 11.20 | 0.46 | 0.04 | 4.10
Gran (%) 64.90 | 63.40 | 64.40 | 64.80 | 66.10 | 64.90 | 64.90 | 65.00 | 64.00 | 63.60 | 64.60 | 0.79 | 0.01 | 1.22
RBC (10'?/L) | 5.11 | 5.19 | 5.22 | 5.15 | 5.18 | 5.16 | 5.26 | 5.25 | 5.11 | 5.14 | 5.18 | 0.05 | 0.01 | 1.03
HGB (g/dL) | 16.20 | 16.20 | 16.30 | 16.30 | 16.30 | 16.30 | 16.40 | 16.40 | 16.10 | 16.10 | 16.26 | 0.11 | 0.01 | 0.66
HCT (%) 49.80 | 50.60 | 51.10 | 50.20 | 50.50 | 50.50 | 51.40 | 51.40 | 50.00 | 50.20 | 50.57 | 0.56 | 0.01 | 1.11
MCV (fL) 97.40 | 97.60 | 97.90 [ 97.60 | 97.50 | 97.70 | 97.80 | 97.90 | 97.90 | 97.80 | 97.71 | 0.18 | 0.00 | 0.18
MCH (pg) 31.60 | 31.20 | 31.20 | 31.60 | 31.50 | 31.60 | 31.20 | 31.10 | 31.50 | 31.30 | 31.38 | 0.20 | 0.01 | 0.63
MCHC (g/dL) | 32.50 | 32.00 | 31.90 | 32.40 | 32.30 | 32.30 | 31.90 | 31.80 | 32.20 | 32.00 | 32.13 | 0.24 | 0.01 | 0.75
RDW-CV (%) | 14.20 | 14.30 | 14.30 | 14.20 | 14.50 | 14.20 | 14.20 | 14.20 | 14.40 | 14.50 | 14.30 | 0.12 | 0.01 | 0.87
RDW-SD (fL) | 50.60 | 50.90 | 51.10 | 50.70 | 51.80 | 50.70 | 50.80 | 50.90 | 51.60 | 51.90 | 51.10 | 0.49 | 0.01 | 0.95
PLT (10°/L)  [217.00|219.00(216.00|218.00(220.00|206.00(211.00|216.00{215.00|207.00(214.50| 4.88 | 0.02 | 2.28
MPV (fL) 15.00 | 14.80 | 15.10 | 15.00 | 15.00 | 14.80 | 14.90 | 15.00 | 14.60 | 14.90 | 14.91| 0.14 | 0.01 | 0.97
PDW-CV (%) | 15.00 | 15.50 | 14.90 | 15.00 | 15.00 | 14.80 | 15.20 | 14.90 | 14.70 | 15.30 | 15.03 | 0.24 | 0.02 | 1.60
PDW-SD (fL) | 28.70 | 29.40 | 28.50 | 28.60 | 28.90 | 28.10 | 28.80 | 28.40 | 27.60 | 29.10 | 28.61 | 0.51 | 0.02 | 1.78
PCT (%) 033033 [033|033]|033|031|031(032]|032]031]|032]|001|003]| 267
P-LCC (10°/L) |136.00|136.00(139.00|137.00{139.00|129.00(129.00|136.00{131.00|127.00{133.90| 4.46 | 0.03 | 3.33
P-LCR (%) 62.50 | 62.00 | 64.20 | 62.80 | 63.00 | 62.50 | 61.40 | 62.90 | 61.00 | 61.30 | 62.36 | 0.96 | 0.02 | 1.54
tf;j/VAN_GL_IARD
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Coefficient of Variation:

Precision (Genius Reference Reagents)

1. Fresh blood sample was collected and tested with the Genius Reference Reagents on

Genius SB22+, 3 Part Hematology Analyzer.
2. The sample was tested in 06 replicates to study Precision.
3. Coefficient of Variation (CV %) was calculated.

Fresh Blood Sample,

n=

06

Analyzer

Precision Evaluation report of Genius Reference reagents on Genius-SB22+, 3 Part Hematology

Fresh Blood Sample

Commercial Confidential

parameters | Ist lind Ird IVth Vth Vith | Viith | Vilith | IXth Xth Mean| sD o | oms
Repeat|Repeat|Repeat | Repeat | Repeat | Repeat | Repeat | Repeat | Repeat
WBC (10%/L) | 657 | 6.75 | 6.69 | 6.63 | 6.83 | 6.73 6.70 | 0.09 | 0.01 | 1.37
Lym# (10°/L) | 1.78 | 1.81 | 1.81 | 1.92 | 1.95 | 1.76 1.84 | 0.08 | 0.04 | 4.23
Mid# (10°/L) | 0.88 | 0.90 | 0.94 | 0.82 | 0.86 | 0.95 0.89 | 0.05 | 0.06 | 5.51
Gran# (10°/L)| 4.01 | 4.04 | 3.94 | 3.89 | 4.02 | 4.02 399 ( 0.06 | 0.01 | 1.47
Lym (%) 25.60 | 26.80 | 27.00 | 29.00 | 28.60 | 26.20 27.20| 1.34 | 0.05 | 4.92
Mid (%) 13.40 | 13.40 | 14.10 | 12.40 | 12.60 | 14.10 13.33| 0.72 | 0.05 | 5.40
Gran (%) 61.00 | 59.80 | 58.90 | 58.60 | 58.80 | 59.70 59.47 | 0.90 | 0.02 | 1.51
RBC (10%%/L) | 5.06 | 5.11 | 5.11 | 5.08 | 517 | 5.13 5.1 | 0.04 | 0.01 [ 0.75
HGB (g/dL) 13.70 | 13.90 | 13.80 | 13.90 | 14.10 | 13.90 13.88 | 0.13 | 0.01 | 0.96
HCT (%) 45.80 | 46.10 | 46.20 | 45.80 | 46.70 | 46.20 46.13 | 0.33 | 0.01 | 0.72
MCV (fL) 90.50 | 90.30 | 90.40 | 90.20 | 90.30 | 90.00 90.28 | 0.17 | 0.00 | 0.19
MCH (pg) 27.10 | 27.20 | 26.90 | 27.30 | 27.20 | 27.10 27.13| 0.14 | 0.01 | 0.50
MCHC (g/dL) | 30.00 | 30.10 | 29.80 | 30.30 | 30.10 | 30.10 30.07 | 0.16 | 0.01 | 0.54
RDW-CV (%) | 15.20 | 15.30 | 15.00 | 15.10 | 15.10 | 15.00 15.12 | 0.12 | 0.01 | 0.77
RDW-SD (fL) | 50.00 | 50.20 | 49.30 | 49.40 | 49.30 | 49.10 49.55| 0.44 | 0.01 | 0.89
PLT (10°/L) |141.00 | 140.00 | 138.00 | 139.00 | 151.00 | 141.00 141.67| 4.72 | 0.03 | 3.33
MPV (fL) 14.80 | 15.00 | 14.70 | 14.40 | 15.10 | 14.90 14.82| 0.25 | 0.02 | 1.68
PDW-CV (%) | 15.70 | 15.90 | 15.70 | 16.60 | 15.50 | 15.80 15.87| 0.38 | 0.02 | 2.41
PDW-SD (fL) | 29.60 | 30.60 | 29.50 | 30.60 | 29.80 | 30.00 30.02| 0.48 | 0.02 | 1.61
PCT (%) 021 | 0.21 | 0.20 | 0.20 | 0.21 | 0.21 0.21 | 0.00 | 0.02 | 2.36
P-LCC (10°/L) | 87.00 | 86.00 | 82.00 | 81.00 | 86.00 | 86.00 84.67 | 2.50 | 0.03 | 2.96
P-LCR (%) 61.60 | 61.50 | 60.00 | 58.20 | 63.60 | 60.90 60.97 | 1.80 | 0.03 | 2.95
25 VANGUARD
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Conclusions

1. The VDx Genius 3 Part Hematology Reagents showed an excellent Coefficient of
Correlation (“r“) using Genius original Reagents as Reference.

2. All measured parameters showed values of “r“ in the range of 0.0.990 to 0.999
displaying the highest degree of correlation between the reagents.

3. The VDx Genius and the Genius Reference 3 Part Hematology Reagents showed an
excellent Coefficient of Variation (CV %) for all the parameters.

4. The CV % with the VDx Genius reagents and the Genius Reference reagents were found

to be as under:

Parameters Genius Reference Reagents VDx Genius Reagents
(CV % - Precision) (CV % - Precision)
0.19% - 3.33% 0.18% - 2.28%

Measured Parameters

Calculated Parameters 0.50% - 5.51% 0.63% -4.17%

5. Values obtained with 3™ Party controls from Diagon Hungary- Low, Normal & High
were found to be within the specified ranges both for VDx Genius 3 Part Hematology
Reagents and Genius Reference reagents

6. The VDx Genius 3 Part Hematology Reagents were found to be accurate, precise and
comparable with the Genius Reference reagents in all the parameters identified for

the evaluation.

f,/)V_AN_GUARD
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Details of Reagents

Type of Reagents 3 Part Hematology Reagents

Instrument Model Nihon Kohden - Celltac a

Reference Reagents Nihon Kohden Reference Reagents
Lot No : 225422

Diluent

Expiry Date :02-2024

Lot No : 225354
Hemolynac-3N

Expiry Date : 01-2024

&>V
S VANGUARD
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Details of Tests Conducted

Tests Conducted

1 Background Test

2 Coefficient of Correlation: Accuracy

3 Quality Control (Low, Normal & High)

4 Coefficient of Variation: Precision
(VDx Nihon Kohden Compatible Reagents)

5 Coefficient of Variation: Precision
(Nihon Kohden Reference Reagents)
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Background Test

All Reagents: Vanguard Diagnostics All Reagents:

Parameters VDx Diluent-NK Lot - HYDNK221011 Nihon Kohden as Reference

VDx Lyse-NK Lot - HVLNK221002 Diluent Lot - 225422

VDx Cleaner-NK Lot - HYRNK220905 Hemolynac-3N Lot - 225354
WBC (103/pL) 0.0 0.0
RBC (108/uL) 0.0 0.0
HGB (g/dL) 0.0 0.0
HCT (%) 0.0 0.0
MCV (fL) 0.0 0.0
MCH (pg) 0.0 0.0
MCHC (g/dL) 0.0 0.0
PLT (103/pL) 0.0 0.0
Lym # 0.0 0.0
Mon# 0.0 0.0
Gran# 0.0 0.0
Lym% 0.0 0.0
Mon% 0.0 0.0
Gran% 0.0 0.0
RDW (%) 0.0 0.0
PCT (%) 0.0 0.0
MPV (fL) 0.0 0.0
PDW (%) 0.0 0.0

()
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Coefficient of Correlation Studies

I.  The objective was to determine the correlation between the results obtained with the Vanguard
Compatible Nihon Kohden Reagents and the Reference Nihon Kohden Reagents.

“, n
r

II.  The Coefficient of Correlation (“r”) was calculated for each major parameter of the Complete

Blood Count.

Ill.  The data has been presented in the form of:

1 Sample size

2 Mean x (X)

3 Mean vy (Y)

4 Intercept (a)

5 Slope (b)

6 Regression line equation

7 Value of “r”

8 Linear Regression Graph

9 Raw Data of values

10 Histograms will be made available at the time of visit

Note: The correlation coefficient, is a numerical value between -1 and 1 that expresses the strength of the linear
relationship between two variables. When “r” is closer to 1 it indicates a strong positive relationship. A value of 0
indicates that there is no relationship. Values close to -1 signal a strong negative relationship between the two
variables.

Correlation coefficient formula: There are many formulas to calculate the correlation coefficient (all yielding the
same result). We used the following:

ﬂ'Z?:l Lilfi — E:!:l T Z?:l Yi
\/[” E:I:l x; — (Z?:l zi)?)(n z?:1 yi — {E;lzl yi)?)

Where n is the total number of samples, xi (x1, x2,...,xn) are the x values and yi are the y values.

=

1§ VANGUARD
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Coefficient of Correlation (“r”): WBC

x = Nihon Kohden Reference Reagents for Celltac a, 3 Part Hematology Analyzer.
y = VDx Reagents for Celltac a, 3 Part Hematology Analyzer.

“r” =0.987

Sample size: 9

Mean x (X): 7.0777777777778

Mean y (Y): 7.2444444444444

Intercept (a): 0.26261602344897

Slope (b): 0.98644357596482

Regression line equation: y=0.26261602344897+0.98644357596482x

A B c T o F E & T E A faE 0 =

) VANGUARD e
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Coefficient of Correlation (“r”): RBC

x = Nihon Kohden Reference Reagents for Celltac a, 3 Part Hematology Analyzer.
y = VDx Reagents for Celltac a, 3 Part Hematology Analyzer.

“r” =0.993

Sample size: 9

Mean x (X): 5.5466666666667

Mean y (Y): 5.4644444444444

Intercept (a): -0.50417128625391

Slope (b): 1.0760725476019

Regression line equation: y=1.0760725476019x-0.50417128625391

-
1

e L, = 5 4 C 5 A =] o
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Coefficient of Correlation (“r”): Hemoglobin

x = Nihon Kohden Reference Reagents for Celltac a, 3 Part Hematology Analyzer.
y = VDx Reagents for Celltac a, 3 Part Hematology Analyzer.

“r”" =0.997

Sample size: 9

Mean x (X): 13.433333333333

Mean y (y): 14.088888888889

Intercept (a): 0.34939876957523

Slope (b): 1.0227908277405

Regression line equation: y=0.34939876957523+1.0227908277405x

[ = I-:-:

) VANGUARD
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Coefficient of Correlation (“r”): Platelets

x = Nihon Kohden Reference Reagents for Celltac a, 3 Part Hematology Analyzer.
y = VDx Reagents for Celltac o, 3 Part Hematology Analyzer.

“r” =0.993

Sample size: 9

Mean x (X): 196

Mean y (y): 193.66666666667

Intercept (a): 15.653619370217

Slope (b): 0.90822983314515

Regression line equation: y=15.653619370217+0.90822983314515Xx

140 160 180 200 220 240 260

1) VANGUARD
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Coefficient of Correlation (“r”): MCV

x = Nihon Kohden Reference Reagents for Celltac a, 3 Part Hematology Analyzer.
y = VDx Reagents for Celltac a, 3 Part Hematology Analyzer.

“r” =0.998

Sample size: 9

Mean x (X): 84.044444444444

Mean y (y): 85.166666666667

Intercept (a): 2.1377009693544

Slope (b): 0.98791736022714

Regression line equation: y=2.1377009693544+0.98791736022714x

) VANGUARD
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Coefficient of Correlation (“r”): HCT

x = Nihon Kohden Reference Reagents for Celltac a, 3 Part Hematology Analyzer.
y = VDx Reagents for Celltac a, 3 Part Hematology Analyzer.

“r” =0.987

Sample size: 9

Mean x (X): 46.222222222222

Mean y (Y): 46.144444444444

Intercept (a): 1.052301884325

Slope (b): 0.97555116115643

Regression line equation: y=1.052301884325+0.97555116115643x

1§/ VANGUARD
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Raw Data for

o "
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Sample - 01

All Reagents: Vanguard Diagnostics | All Reagents:
Parameters VDx Diluent-NK Lot - HYDNK221011 | Nihon Kohden as Reference
VDx Lyse-NK Lot - HVLNK221002 | Diluent Lot - 225422
VDx Cleaner-NK Lot - HYRNK220905 | Hemolynac - 3N Lot-225354
WBC (103/uL) 8.0 7.5
RBC (108/uL) 5.46 5.46
HGB (g/dL) 15.9 15.1
HCT (%) 51.4 50.7
MCV (fL) 94.1 92.9
MCH (pg) 29.1 27.7
MCHC (g/dL) 30.9 29.8
PLT (103/pL) 137 141
Lym # 2.9 2.8
Mon# 0.3 0.4
Gran# 4.8 4.3
Lym% 36.0 36.9
Mon% 3.8 5.2
Gran% 60.2 57.9
RDW (%) 15.3 15.5
PCT (%) 0.25 0.22
MPV (fL) 18.3 15.7
PDW (%) 15.4 16.3

()
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Sample - 02

All Reagents: Vanguard Diagnostics | All Reagents:

Parameters VDx Diluent-NK Lot - HYDNK221011 | Nihon Kohden as Reference

VDx Lyse-NK Lot - HVLNK221002 Diluent Lot - 225422

VDx Cleaner-NK Lot - HYRNK220905 | Hemolynac-3N Lot - 225354
WBC (103/uL) 8.3 7.8
RBC (108/uL) 5.42 5.54
HGB (g/dL) 16.0 15.4
HCT (%) 51.2 51.5
MCV (fL) 94.5 93.0
MCH (pg) 29.5 27.8
MCHC (g/dL) 31.3 29.9
PLT (103/uL) 153 150
Lym # 1.7 3.0
Mon# 0.4 0.4
Gran# 6.2 4.4
Lym% 20.0 38.1
Mon% 5.2 5.7
Gran% 74.8 56.2
RDW (%) 15.3 15.4
PCT (%) 0.26 0.26
MPV (fL) 17.2 17.5
PDW (%) 15.2 16.6

()
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Sample - 03

All Reagents: Vanguard Diagnostics All Reagents:
Parameters VDx Diluent-NK Lot - HYDNK221011 Nihon Kohden as Reference
VDx Lyse-NK Lot - HVLNK221002 Diluent Lot - 225422
VDx Cleaner-NK Lot - HYRNK220905 Hemolynac - 3N Lot-225354
WBC (103/pL) 9.6 9.6
RBC (108/uL) 4.69 4.83
HGB (g/dL) 12.3 11.8
HCT (%) 40.0 40.7
MCV (fL) 85.3 84.3
MCH (pg) 26.2 24.4
MCHC (g/dL) 30.8 29.0
PLT (103/uL) 263 270
Lym # 4.2 3.9
Mon# 0.5 0.6
Gran# 4.9 51
Lym% 43.9 41.0
Mon% 4.7 6.0
Gran% 51.4 53.0
RDW (%) 15.8 15.4
PCT (%) 0.44 0.42
MPV (fL) 16.7 15.5
PDW (%) 17.0 16.8
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Sample - 04

All Reagents: Vanguard Diagnostics All Reagents:
Parameters VDx Diluent-NK Lot - HYDNK221011 Nihon Kohden as Reference
VDx Lyse-NK Lot - HVLNK221002 Diluent Lot - 225422
VDx Cleaner-NK Lot - HYRNK220905 Hemolynac - 3N Lot-225354
WBC (103/pL) 5.1 5.2
RBC (108/uL) 5.02 5.21
HGB (g/dL) 14.2 13.7
HCT (%) 45.3 46.3
MCV (fL) 90.2 88.9
MCH (pg) 28.3 26.3
MCHC (g/dL) 31.3 29.6
PLT (103/uL) 182 180
Lym # 1.4 1.5
Mon# 0.2 0.3
Gran# 3.5 3.4
Lym% 26.9 29.3
Mon% 4.7 5.7
Gran% 68.4 65.0
RDW (%) 16.6 16.1
PCT (%) 0.33 0.30
MPV (fL) 17.9 16.5
PDW (%) 16.2 16.4
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Sample - 05

All Reagents: Vanguard Diagnostics All Reagents:

Parameters VDx Diluent-NK Lot - HYDNK221011 Nihon Kohden as Reference

VDx Lyse-NK Lot - HVLNK221002 Diluent Lot - 225422

VDx Cleaner-NK Lot - HYRNK220905 Hemolynac-3N Lot - 225354
WBC (103/pL) 4.8 4.4
RBC (108/uL) 5.01 5.17
HGB (g/dL) 13.6 13.1
HCT (%) 44.6 45.2
MCV (fL) 89.0 87.4
MCH (pg) 27.1 25.3
MCHC (g/dL) 30.5 29.0
PLT (103/uL) 153 145
Lym # 1.6 1.5
Mon# 0.2 0.3
Gran# 3.0 2.6
Lym% 334 34.9
Mon% 51 5.9
Gran% 61.5 59.2
RDW (%) 16.1 15.7
PCT (%) 0.30 0.27
MPV (fL) 19.4 18.8
PDW (%) 15.7 16.3
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Sample - 06

All Reagents: Vanguard Diagnostics All Reagents:
Parameters VDx Diluent-NK Lot - HYDNK221011 Nihon Kohden as Reference
VDx Lyse-NK Lot - HVLNK221002 Diluent Lot - 225422
VDx Cleaner-NK Lot - HYRNK220905 Hemolynac - 3N Lot-225354

WBC (103/uL) 7.5 7.5
RBC (108/uL) 6.30 6.33
HGB (g/dL) 11.8 11.0
HCT (%) 42.3 41.5
MCV (fL) 67.1 65.6
MCH (pg) 18.7 17.4
MCHC (g/dL) 27.9 26.5
PLT (103/uL) 210 213
Lym # 2.6 2.6
Mon# 0.4 0.4
Gran# 4.5 4.5
Lym% 343 35.0
Mon% 4.7 5.6
Gran% 61.0 59.4
RDW (%) 18.6 18.6
PCT (%) 0.33 0.29
MPV (fL) 15.5 13.8
PDW (%) 13.7 13.7
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Sample - 07

All Reagents: Vanguard Diagnostics All Reagents:
Parameters VDx Diluent-NK Lot - HYDNK221011 Nihon Kohden as Reference
VDx Lyse-NK Lot - HVLNK221002 Diluent Lot - 225422
VDx Cleaner-NK Lot - HYRNK220905 Hemolynac - 3N Lot-225354

WBC (103/uL) 7.6 7.5
RBC (108/uL) 6.38 6.40
HGB (g/dL) 11.9 11.3
HCT (%) 43.0 42.3
MCV (fL) 67.4 66.1
MCH (pg) 18.7 17.7
MCHC (g/dL) 27.7 26.7
PLT (103/uL) 210 223
Lym # 2.7 2.6
Mon# 0.4 0.4
Gran# 4.5 4.5
Lym% 36.1 34.8
Mon% 5.6 5.2
Gran% 58.3 60.0
RDW (%) 18.8 18.8
PCT (%) 0.33 0.31
MPV (fL) 15.5 14.0
PDW (%) 14.1 13.7

()
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Sample - 08

All Reagents: Vanguard Diagnostics All Reagents:
Parameters VDx Diluent-NK Lot - HYDNK221011 Nihon Kohden as Reference
VDx Lyse-NK Lot - HVLNK221002 Diluent Lot - 225422
VDx Cleaner-NK Lot - HYRNK220905 Hemolynac - 3N Lot-225354

WBC (103/pL) 6.9 6.9
RBC (108/uL) 5.29 5.28
HGB (g/dL) 15.1 14.3
HCT (%) 47.9 47.4
MCV (fL) 90.5 89.8
MCH (pg) 28.5 27.1
MCHC (g/dL) 31.5 30.2
PLT (103/pL) 227 231
Lym # 33 3.1
Mon# 0.2 0.4
Gran# 3.4 3.4
Lym% 48.2 44.5
Mon% 35 5.0
Gran% 48.3 50.5
RDW (%) 14.3 14.3
PCT (%) 0.29 0.30
MPV (fL) 12.6 12.8
PDW (%) 17.2 17.2
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Sample - 09

All Reagents: Vanguard Diagnostics All Reagents:
Parameters VDx Diluent-NK Lot - HYDNK221011 Nihon Kohden as Reference
VDx Lyse-NK Lot - HVLNK221002 Diluent Lot - 225422
VDx Cleaner-NK Lot - HYRNK220905 Hemolynac - 3N Lot-225354
WBC (103/pL) 7.4 7.3
RBC (108/uL) 5.61 5.70
HGB (g/dL) 16.0 15.2
HCT (%) 49.6 50.4
MCV (fL) 88.4 88.4
MCH (pg) 28.5 26.7
MCHC (g/dL) 323 30.2
PLT (103/pL) 208 211
Lym # 3.6 3.7
Mon# 0.3 0.4
Gran# 3.5 3.2
Lym% 49.0 50.6
Mon% 4.3 5.2
Gran% 46.7 44.2
RDW (%) 15.1 14.7
PCT (%) 0.28 0.29
MPV (fL) 13.7 13.6
PDW (%) 17.4 17.4
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Performance with Hematology 39 Part Controls

Diagon D Check D

Low, Normal & High Controls

Lot No : 1V0901
Expiry : 05.03.2023
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Diagon D Check D

(Low Control, Lot - 1V0901, Expiry Date: 05.03.2023)

All Reagents:

Vanguard Diagnostics All Reagents: Nihon

VDx Diluent-NK Kohden as Reference
Parameters Lot- HYDNK221011 Diluent Range

VDx Lyse-NK Lot-225422 g

Lot- HVLNK221002 Hemolynac-3N

VDx Cleaner-NK Lot-225354

Lot- HYRNK220905
WBC (103/uL) 2.5 24 1.8-2.8
RBC (10%/uL) 2.53 2.51 2.32-2.72
HGB (g/dL) 6.9 6.4 6.5-75
HCT (%) 21.5 20.5 18.6-24.6
MCV (fL) 85.0 81.7 79.7-91.7
MCH (pg) 27.3 25.5 24.1-31.7
MCHC (g/dL) 321 31.2 27.7-37.3
PLT (103/uL) 70 70 51-101
Lym # 1.6 1.5 NA
Mon# 0.2 0.2 NA
Gran#t 0.7 0.7 NA
Lym% 63.8 62.6 NA
Mon% 8.3 7.3 NA
Gran% 27.9 30.1 NA
RDW (%) 18.1 18.6 11.9-21.9
PCT (%) 0.08 0.07 NA
MPV (fL) 10.8 10.6 4.4-104
PDW (%) 135 14.3 11.7-17.7
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Diagon D Check D

(Normal Control, Lot - 1V0901, Expiry Date: 05.03.2023)

All Reagents:

Vanguard Diagnostics All Reagents: Nihon

VDx Diluent-NK Kohden as Reference
Parameters Lot- HYDNK221011 Diluent Range

VDx Lyse-NK Lot-225422 8

Lot- HVLNK221002 Hemolynac-3N

VDx Cleaner-NK Lot-225354

Lot- HYRNK220905
WBC (103/uL) 7.2 7.1 6.0-8.0
RBC (108/uL) 4.56 4.47 4.26 - 4.86
HGB (g/dL) 13.6 12.7 12.8-14.0
HCT (%) 40.7 38.5 36.6 - 45.6
MCV (fL) 89.3 86.1 82.9-96.9
MCH (pg) 29.8 28.4 25.5-33.1
MCHC (g/dL) 334 33.0 27.7-37.3
PLT (103/uL) 226 214 196 - 286
Lym # 3.2 3.0 NA
Mon# 0.3 0.3 NA
Gran#t 3.7 3.8 NA
Lym% 43.8 42.7 NA
Mon% 4.5 4.7 NA
Gran% 51.7 52.6 NA
RDW (%) 17.2 17.6 11.4-21.4
PCT (%) 0.24 0.21 NA
MPV (fL) 104 10.0 4.6-10.6
PDW (%) 12.5 12.9 10.3-16.3
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Diagon D Check D

(High Control, Lot - 1V0901, Expiry Date: 05.03.2023)

All Reagents:

Vanguard Diagnostics All Reagents: Nihon

VDx Diluent-NK Kohden as Reference
Parameters Lot- HYDNK221011 Diluent Range

VDx Lyse-NK Lot-225422 8

Lot- HVLNK221002 Hemolynac-3N

VDx Cleaner-NK Lot-225354

Lot- HYRNK220905
WBC (103/;,LL) 17.7 17.7 14.4-19.4
RBC (10°/uL) 5.59 5.54 5.13-5.93
HGB (g/dL) 17.5 16.8 16.4 - 18.0
HCT (%) 53.0 51.0 47.6 - 56.6
MCV (fL) 94.8 92.1 87.2-101.2
MCH (pg) 31.3 30.3 27.3-34.9
MCHC (g/dL) 33.0 32.9 28.2-37.8
PLT (103/uL) 488 483 447 — 617
Lym # 6.0 6.3 NA
Mon# 0.7 0.7 NA
Gran# 11.0 10.7 NA
Lym% 34.0 17.4 NA
Mon% 4.0 0.5 NA
Gran% 62.0 57.9 NA
RDW (%) 17.2 15.5 11.1-21.1
PCT (%) 0.55 0.22 NA
MPV (fL) 11.3 15.7 4.7 -10.7
PDW (%) 11.2 16.3 10.3-16.3

Commercial Confidential == DIAGHOE 130|Page



«» DIAGON

Solutions beyond imagination

D-Check D

[ CONTROL |

ASSAY VALUES AND EXPECTED RANGES
Vizsgalati értékek és varhaté tartomanyok

LOT: 1V0901

8 05-03-2023

Thatecmaniet NIHON KOHDEN
MEK-7222 (1)
CONTROL "Low" CONTROL "Normal” CONTROL "High"
Parameter LOT: 1vo901 LOT: 1V0901 LOT: 1v0901
Mean % Limit e Mean $ Limit iy Mean $ Limit e

Variation Variation Variation

WBC 10%L 23+05 18- 28 7,0x 1.0 6,0 - 80 169 £ 25 144 - 194
RBC 10%/L 2,52 + 0,20 2,32 - 2,72 4,56 + 0,30 4,26 - 4,86 5,53 + 0,40 5,13 - 5,93
Hgb g/dL 70+ 05 65 - 75 13,4+ 06 12,8 - 14,0 17,2+ 08 16,4 - 18,0
g/L 70%5 65 - 75 134 ¢ 6 128 - 140 172 ¢+ 8 164 - 180

Hct % 21,6 £ 3.0 186 - 246 41,1+45 36,6 - 45,6 521+ 45 47,6 - 56,6
UL 0,216 + 0,030 0,186 - 0,246 0,411 + 0,045 0,366 - 0,456 0,521 + 0.045 0.476 - 0.566
MCV fL 85,7 + 6,0 797 - 917 89,9+ 70 829 - 96,9 942 + 70 87,2 - 101,2
MCH pg 27,9 + 38 241 - 31,7 29,3+ 38 255 - 331 31,1 £ 38 27,3 - 349
MCHC g/dL 325+48 27,7 - 31,3 325248 27,7 - 373 330+ 48 282 - 378
g/L 325 + 48 277 - 373 325 + 48 277 - 373 330 & 48 282 - 378

RDW-CV % 16,9 £ 50 11,9 - 21,9 16,4 £ 50 14 - 214 16,1 £ 5.0 1.7 - 21
Pit 10%L 76 £ 25 51 - 101 241 ¢ 45 196 - 286 532 £ 85 447 - 617
MPV fL 7,4 £30 44 - 104 7,6 £ 3.0 46 - 106 7,7 £ 3.0 47 - 107
PDW % 14,7 £ 30 1,7 - 17,7 13,3+ 30 10,3 - 16,3 13,3 ¢ 30 10,3 - 163

Commercial Con

(1) Assay Values were obtained on analyzer using DIAGON reagents.
(1) DIAGON reagensek hasznalata soran kapott értékek.

fidential

DIAGON Ltd.
48-52., Baross Str.
Budapest, Hungary
H-1047
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Coefficient of Variation:

Precision (VDx Reagents)

1. Fresh blood sample was collected and tested with the VDx Nihon Kohden Reagents on
Celltac alpha, 3 Part Hematology Analyzer.

2. The sample was tested in 06 replicates to study Precision.
3. Coefficient of Variation (CV %) was calculated.

Fresh Blood Sample, n = 06

Precision Evaluation report of VDx Nihon Kohden compatible reagent on Celltac alpha, 3
Part Hematology Analyzer

Fresh Blood Sample
Parameters | st R(lelpr::at R:[l):edat R(Ie\::at R;/;:at RZLTat RZ!:::t RZIS:Zt R:;()?at ReX;:at Mean| SD | CV | CV%
WBC (10°/uL) | 4.8 46 48 4.5 4.6 4.5 463 | 0.14 | 0.03 | 2.95
RBC(lOG/uL) 5.07 5 5.03 4.98 5.02 5.03 5.02 | 0.03 | 0.01 | 0.61
HGB (g/dl) | 136 | 135 | 136 | 134 | 135 | 135 13.52| 0.08 | 0.01 | 056
HCT (%) 45 | 445 | 445 | 444 | 447 | 447 44.63| 0.22 | 0.00 | 0.48
MCV (fL) 888 | 8 | 85 | 8.2 | 8 | 889 88.90| 0.24 | 0.00 | 0.27
MCH (pg) 268 | 27 27 | 2690 | 26.90 | 26.80 26.90| 0.09 | 0.00 | 0.33
MCHC (g/dL) | 30.2 | 303 | 306 | 30.20 | 30.20 | 30.20 30.28| 0.16 | 0.01 | 053
PLT(10°/uL) | 146 | 143 | 138 | 141 | 142 | 149 143.17| 3.87 | 0.03 | 2.70
Lym# 18 | 19 | 18 | 18 | 19 | 17 1.82 | 0.08 | 0.04 | 4.14
Mon# 03 | 03 | 03 | 03 | 03 | 03 0.30 | 0.00 | 0.00 | 0.00
Gran# 25 | 24 | 27 | 24 | 24 | 25 248 | 012 | 0.05 | 471
Lym% 402 | 406 | 373 | 410 | 404 | 377 39.53| 1.60 | 0.04 | 4.05
Mon% 65 | 60 | 63 | 65 | 64 | 65 6.37 | 0.20 | 0.03 | 3.09
Gran% 533 | 534 | 564 | 519 | 532 | 558 54.00 | 1.73 | 0.03 | 3.20
RDW (%) 157 | 156 | 156 | 157 | 159 | 152 1562 0.23 | 001 | 1.48
PCT (%) 028 | 028 | 027 | 026 | 027 | 028 027 | 0.01 | 0.03 | 2.99
MPV (fL) 1930 | 197 | 198 | 196 | 187 | 19 1935 043 | 002 | 2.23
PDW (%) 16.00 | 1620 | 16.00 | 16.20 | 16.00 | 16.00 16.07| 0.10 | 0.01 | 0.64
25 VANGUARD
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Coefficient of Variation:

Precision (Nihon Kohden Reference Reagents)

1. Fresh blood sample was collected and tested with the Nihon Kohden Reference
Reagents on Celltac alpha, 3 Part Hematology Analyzer.

2. The sample was tested in 07 replicates to study Precision.

3. Coefficient of Variation (CV %) was calculated.

Fresh, Blood Sample No-1, n=07

Precision Evaluation report of Reference Nihon Kohden reagent on Celltac alpha, 3 Part
Hematology Analyzer

Fresh Blood Sample

Parameters Ist lind Ilird IVth Vth Vith Viith | Vilith IXth Xth Mean | sp o V%
Repeat | Repeat | Repeat [ Repeat | Repeat | Repeat [ Repeat | Repeat | Repeat
WBC (103/H|-) 4.5 4.6 4.6 4.6 4.6 4.7 4.6 4.60 | 0.06 | 0.01 | 1.26
RBC (106/ul_) 5.05 5.08 5.1 5.04 5.05 5.08 5.1 5.07 | 0.02 | 0.00 | 0.49
HGB (g/dL) 12.8 12.8 12.8 12.9 12.8 13.0 12.9 12.86 | 0.08 | 0.01 | 0.61
HCT (%) 43.8 44.2 44.4 44 44 44.4 44.6 44.20| 0.28 | 0.01 | 0.64
MCV (fL) 86.7 87 87.1 87.3 87.1 87.4 87.5 87.16 | 0.27 | 0.00 | 0.31
MCH (pg) 25.3 25.2 25.1 25.6 25.3 25.6 25.3 25.34| 0.19 | 0.01 | 0.75
MCHC (g/dL) 29.2 29 28.8 29.3 29.1 29.3 28.9 29.09 | 0.20 | 0.01 | 0.67
PLT (103/|.1L) 162 153 161 165 170 168 168 163.86| 5.81 | 0.04 | 3.55
Lym # 1.7 1.7 1.6 1.7 1.7 1.7 1.8 1.70 | 0.06 | 0.03 | 3.40
Mon# 0.3 0.3 0.3 0.3 0.3 0.3 0.3 0.30 | 0.00 | 0.00 | 0.00
Gran# 2.5 2.6 2.7 2.6 2.6 2.7 24 2,59 | 0.11 | 0.04 | 4.13
Lym% 37.9 37.3 35.6 37.2 37.4 36.7 38.3 37.20| 0.87 | 0.02 | 2.34
Mon% 6.3 6.6 6.5 7.0 7.0 6.6 6.6 6.66 | 0.26 | 0.04 | 3.86
Gran% 55.8 56.1 57.9 55.8 55.6 56.7 54.8 56.10 [ 0.98 | 0.02 | 1.74
RDW (%) 15.8 15.8 15.8 15.5 15.2 15.7 15.1 15.56 ( 0.30 | 0.02 | 1.92
PCT (%) 0.32 0.29 0.29 0.32 0.32 0.30 0.30 0.31 | 0.01 | 0.05 | 4.57
MPV (fL) 19.5 18.6 18.0 19.3 18.8 17.7 17.8 18.53 ( 0.72 | 0.04 | 3.89
PDW (%) 16.5 15.9 16.3 16.0 16.0 16.7 16.7 16.30 ( 0.34 | 0.02 | 2.10
5 VANGUARD
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Conclusions

1. The VDx Nihon Kohden 3 Part Hematology Reagents showed an excellent Coefficient of
Correlation (“r“) using Nihon Kohden original Reagents as Reference.

2. All measured parameters showed values of “r“ in the range of 0.987 to 0.998 displaying
the highest degree of correlation between the reagents.

3. The VDx Nihon Kohden and the Nihon Kohden Reference 3 Part Hematology Reagents
showed an excellent Coefficient of Variation (CV %) for all parameters.

4. The CV % of Precision with the VDx Nihon Kohden reagents and the Nihon Kohden

Reference reagents for the parameters are mentioned below.

Parameters Nihon Kohden Reference VDx Nihon Kohden
Reagents Reagents
(CV % of Precision) (CV % of Precision)
Measured Parameters 0.31% — 3.55% 0.27% - 2.95%
0.00% - 4.57% 0.33% - 4.71%

Calculated Parameters

5. Values obtained with 3 Party controls from Diagon Hungary- Low, Normal & High
were found to be within the specified ranges with VDx Nihon Kohden 3 Part
Hematology Reagents for all the parameters and Nihon Kohden Reference reagents for
all the parameters except Hemoglobin for the Low and Normal Controls.

6. The VDx Nihon Kohden 3 Part Hematology Reagents were found to be accurate,
precise and comparable with the Nihon Kohden reference reagents in all parameters
identified for the evaluation.

¢ ,VANGUARD
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Details of Reagents

Type of Reagents 3 Part Hematology Reagents

Instrument Model Horiba - ABX Micros ES60

Reference Reagents Reference Horiba Reagents
Lot No : 220407F17

Minidil LMG

Expiry Date : 07-10-2023

Lot No : 220412B47
Minilysebio

Expiry Date : 12-04-2023

Lot No :220518T17
ABX Miniclean

Expiry Date. : 18-05-2023

V) VANGUARD
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Details of Tests Conducted

Tests Conducted

1 Background Test

2 Coefficient of Correlation: Accuracy

3 Quality Control (Low, Normal & High)

4 Coefficient of Variation: Precision
(VDx Horiba Compatible Reagents)

5 Coefficient of Variation: Precision
(Horiba Reference Reagents)
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Background Test

All Reagents: Vanguard Diagnostics ::;:I::iin;:;erence

Parameters VDx Diluent -A Lot - HVDA221015 Minidil LMG Lot - 220407F17

VOx Cleaner A Lot - HyRAz20807 | , Minivsebio Lot - 220412847

ABX Miniclean Lot - 220518T17
WBC (103/mm3) 0.0 0.0
Lym (%) 0.0 0.0
Mon (%) 0.0 0.0
Gran (%) 0.0 0.0
Lym# (103/mm3) 0.0 0.0
Mont# (103/mm?) 0.0 0.0
Gran# (103/mm?3) 0.0 0.0
RBC (105/mm?) 0.0 0.0
HGB (g/dI) 0.0 0.0
HCT (%) 0.0 0.0
MCV (um3) 0.0 0.0
MCH (pg) 0.0 0.0
MCHC (g/dI) 0.0 0.0
RDW (%) 0.0 0.0
PLT (103/mm3) 0.0 0.0
MPV (um3) 0.0 0.0
PCT (%) 0.0 0.0
PDW (%) 0.0 0.0

139|Page
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Coefficient of Correlation Studies

I.  The objective was to determine the correlation between the results obtained with the Vanguard
Compatible Horiba Reagents and the Reference Horiba Reagents.

“, n
r

II.  The Coefficient of Correlation (“r”) was calculated for each major parameter of the Complete

Blood Count.

Ill.  The data has been presented in the form of:

1 Sample size

2 Mean x (X)

3 Mean vy (Y)

4 Intercept (a)

5 Slope (b)

6 Regression line equation

7 Value of “r”

8 Linear Regression Graph

9 Raw Data of values

10 Histograms will be made available at the time of visit

Note: The correlation coefficient, is a numerical value between -1 and 1 that expresses the strength of the linear
relationship between two variables. When “r” is closer to 1 it indicates a strong positive relationship. A value of 0
indicates that there is no relationship. Values close to -1 signal a strong negative relationship between the two
variables.

Correlation coefficient formula: There are many formulas to calculate the correlation coefficient (all yielding the
same result). We used the following:

ﬂ'Z?:l Lilfi — E:!:l T Z?:l Yi
\/[” E:I:l x; — (Z?:l zi)?)(n z?:1 yi — {E;lzl yi)?)

Where n is the total number of samples, xi (x1, x2,...,xn) are the x values and yi are the y values.

=
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Coefficient of Correlation (“r”): WBC

x = Horiba Reference Reagents for ABX Micros ES 60, 3 Part Hematology Analyzer.
y = VDx Reagents for ABX Micros ES 60, 3 Part Hematology Analyzer.

“r” =0.989

Sample size: 16

Mean x (X): 6.875

Mean y (y): 6.8375

Intercept (a): 0.12998070429337

Slope (b): 0.9756391702846

Regression line equation: y=0.12998070429337+0.9756391702846Xx

1§ VANGUARD
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Coefficient of Correlation (“r”): RBC

x = Horiba Reference Reagents for ABX Micros ES60, 3 Part Hematology Analyzer.
y = VDx Reagents for ABX Micros ES60, 3 Part Hematology Analyzer.

“r” =0.989

Sample size: 16

Mean x (X): 4.799375

Mean y (y): 4.738125

Intercept (a): 0.27567091032748

Slope (b): 0.92979900292695

Regression line equation: y=0.27567091032748+0.92979900292695x

in i©n &n

n
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Coefficient of Correlation (“r”): Hemoglobin

x = Horiba Reference Reagents for ABX Micros ES60, 3 Part Hematology Analyzer.
y = VDx Reagents for ABX Micros ES60, 3 Part Hematology Analyzer.

“r" =0.970

Sample size: 16

Mean x (X): 13.75625

Mean y (y): 15.0375

Intercept (a): 1.44074417609

Slope (b): 0.98840569369632

Regression line equation: y=1.44074417609+0.98840569369632x

12 12.5 13 135 14 14.5 15 155
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Coefficient of Correlation (“r”): Platelets

x = Horiba Reference Reagents for ABX Micros ES60, 3 Part Hematology Analyzer.

y = VDx Reagents for ABX Micros ES60, 3 Part Hematology Analyzer.

“r" =0.979

Sample size: 16

Mean x (X): 231.625

Mean y (y): 227

Intercept (a): 7.6949017721113

Slope (b): 0.94681100152353

Regression line equation: y=7.6949017721113+0.94681100152353x

260

A
Pal ) 8

220
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Coefficient of Correlation (“r”): MCV

x = Horiba Reference Reagents for ABX Micros ES60, 3 Part Hematology Analyzer.
y = VDx Reagents for ABX Micros ES60, 3 Part Hematology Analyzer.

“r” =0.997

Sample size: 16

Mean x (X): 99.3125

Mean y (y): 98.75

Intercept (a): 0.73328959836724

Slope (b): 0.98695240177856

Regression line equation: y=0.73328959836724+0.98695240177856x
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Coefficient of Correlation (“r”): HCT

x = Horiba Reference Reagents for ABX Micros ES60, 3 Part Hematology Analyzer.

y = VDx Reagents for ABX Micros ES60, 3 Part Hematology Analyzer.

“r"=0.971

Sample size: 16

Mean x (X): 47.3375

Mean y (y): 46.51875

Intercept (a): 5.1421859689746

Slope (b): 0.87407581792502

Regression line equation: y=5.1421859689746+0.87407581792502x

) VANGUARD
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Raw Data for
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Sample - 01

All Reagents: Vanguard Diagnostics :grl?s:iin;::ference
Parameters VD\’;DD;' :_‘:::: I'_'ztt :\\;&2222018%25 Minidil LMG Lot - 22040717
VDx Cleaner-A Lot - HVRA220807 Minilysebio Lot - 220412847
ABX Miniclean Lot - 220518T17
WBC (103/mm?3) 8.2 8.5
Lym (%) 25.4 26.0
Mon (%) 6.4 5.7
Gran (%) 68.2 68.3
Lym# (103/mm3) 2.00 2.20
Mon# (103/mm?3) 0.50 0.40
Gran# (103/mm?3) 5.70 5.90
RBC (105/mm?) 4.80 4.77
HGB (g/dl) 15.1 14.0
HCT (%) 47.6 47.4
MCV (um3) 99 99
MCH (pg) 31.4 29.2
MCHC (g/dl) 316 29.4
RDW (%) 14.3 14.2
PLT (103/mm?3) 121 127
MPV (um3) 12.6 11.9
PCT (%) 0.153 0.151
PDW (%) 18.5 18.9
B YANOUARE
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Sample - 02

All Reagents: Vanguard Diagnostics ?-:Lz‘:)aagae:::;ference
Parameters VD’;gT:;’;Z’_’: 'I'_ztt :\\//?:3;: ;z Minidil LMG Lot - 22040717
VDx Cleaner-A Lot - HVRA220807 Minilysebio Lot - 220412847
ABX Miniclean Lot - 220518T17
WBC (103/mm3) 8.3 8.6
Lym (%) 24.7 26.1
Mon (%) 7.0 6.2
Gran (%) 68.3 67.7
Lym# (103/mm3) 2.00 2.20
Mon# (103/mm?3) 0.50 0.50
Gran# (103/mm?3) 5.80 5.90
RBC (108/mm?3) 4.80 5.00
HGB (g/dI) 15.1 14.3
HCT (%) 47.8 49.8
MCV (um?3) 99 100
MCH (pg) 31.4 28.7
MCHC (g/dl) 31.6 28.8
RDW (%) 13.9 13.9
PLT (103/mm3) 137 148
MPV (um3) 11.3 11.7
PCT (%) 0.120 0.174
PDW (%) 20.6 18.6
B YANOUARE
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Sample - 03

All Reagents: Vanguard Diagnostics ::f:f::::tS: Horiba as
Parameters VD\’;DD;' :_‘:::: I'_'ztt :\\;&2222018%25 Minidil LMG Lot - 220407F17
VDx Cleaner-A Lot - HVRA220807 Minilysebio Lot - 220412847
ABX Miniclean Lot - 220518T17
WBC (103/mm?) 7.4 7.7
Lym (%) 17.8 18.8
Mon (%) 6.0 5.5
Gran (%) 76.2 75.7
Lym# (103/mm3) 1.30 1.40
Mon# (103/mm?3) 0.40 0.40
Gran# (103/mm?3) 5.70 5.90
RBC (10%/mm?) 5.74 5.95
HGB (g/dl) 16.6 15.7
HCT (%) 51.6 53.9
MCV (um3) 90 91
MCH (pg) 29.0 26.4
MCHC (g/dl) 32.2 29.1
RDW (%) 12.9 13.2
PLT (103/mm3) 340 345
MPV (um3) 10.0 9.8
PCT (%) 0.342 0.339
PDW (%) 15.7 14.1
B YANOUARE
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Sample - 04

All Reagents: Vanguard Diagnostics ::f:f::::tS: Horiba as
Parameters VD\’;DD;' :;::AA L":: :\\;&'2222018%145 Minidil LMG Lot - 220407F17
VDx Cleaner-A Lot - HVRA220807 Minilysebio Lot - 220412847
ABX Miniclean Lot - 220518T17
WBC (103/mm3) 6.6 6.6
Lym (%) 33.3 34.5
Mon (%) 7.4 5.8
Gran (%) 59.3 59.7
Lym# (103/mm3) 2.10 2.20
Mon# (103/mm?3) 0.40 0.30
Gran# (103/mm?3) 4.10 4.10
RBC (108/mm?3) 4.07 4.09
HGB (g/dI) 13.9 12.7
HCT (%) 41.8 42.2
MCV (um?3) 103 103
MCH (pg) 34.1 31.2
MCHC (g/dl) 33.2 30.2
RDW (%) 13.8 14.1
PLT (103/mm3) 256 246
MPV (um3) 9.6 9.2
PCT (%) 0.246 0.226
PDW (%) 15.2 15.0
B YANOUARE
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Sample - 05

All Reagents: Vanguard Diagnostics :gr?s:iin;::ference
Parameters VD’;gT:;’;Z’_’: 'I'_ztt :\\//?:3;: ;z Minidil LMG Lot - 220407F17
VDx Cleaner-A Lot - HVRA220807 Minilysebio Lot - 220412847
ABX Miniclean Lot - 220518T17
WBC (103/mm?3) 4.3 4.3
Lym (%) 31.8 35.5
Mon (%) 8.0 6.9
Gran (%) 60.2 57.6
Lym# (103/mm3) 1.30 1.50
Mon# (103/mm?3) 0.30 0.20
Gran# (103/mm?3) 2.70 2.60
RBC (105/mm?) 4.72 4.89
HGB (g/dl) 13.9 13.0
HCT (%) 44.0 45.6
MCV (um3) 93 93
MCH (pg) 29.5 26.7
MCHC (g/dl) 31.7 28.5
RDW (%) 12.8 13.9
PLT (103/mm?3) 226 214
MPV (um3) 11.6 11.9
PCT (%) 0.263 0.255
PDW (%) 20.3 19.2
B YANOUARE
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Sample - 06

All Reagents: Vanguard Diagnostics :gr?s:iin;::ference
Parameters VD\’;DD;' :_‘:::: I'_'ztt :\\;&2222018%25 Minidil LMG Lot - 22040717
VDx Cleaner-A Lot - HVRA220807 Minilysebio Lot - 220412847
ABX Miniclean Lot - 220518T17
WBC (103/mm3) 7.3 7.3
Lym (%) 17.6 19.8
Mon (%) 6.8 5.1
Gran (%) 75.6 75.1
Lym# (103/mm3) 1.20 1.40
Mon# (103/mm?3) 0.40 0.30
Gran# (103/mm?3) 5.70 5.60
RBC (10%/mm?) 5.76 5.77
HGB (g/dI) 115, 15.2
HCT (%) 51.8 52.4
MCV (um?3) 90 91
MCH (pg) 28.9 26.4
MCHC (g/dl) 32.1 29.1
RDW (%) 13.1 13.0
PLT (103/mm3) 340 348
MPV (um3) 10.2 9.9
PCT (%) 0.347 0.345
PDW (%) 16.6 16.6
B YANOUARE
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Sample - 07

All Reagents: Vanguard Diagnostics :gr?s:iin;::ference
Parameters VD\’;DD;' :_‘:::: I'_'ztt :\\;&2222018%25 Minidil LMG Lot - 22040717
VDx Cleaner-A Lot - HVRA220807 Minilysebio Lot - 220412847
ABX Miniclean Lot - 220518T17
WBC (103/mm?) 5.7 5.7
Lym (%) 29.7 31.2
Mon (%) 8.1 6.8
Gran (%) 62.2 62.0
Lym# (103/mm3) 1.60 1.70
Mon# (103/mm?3) 0.40 0.30
Gran# (103/mm?3) 3.70 3.70
RBC (105/mm?) 4.61 4.70
HGB (g/dl) 14.2 13.0
HCT (%) 44.1 45.3
MCV (um3) 96 96
MCH (pg) 30.7 27.7
MCHC (g/dl) 32.1 28.7
RDW (%) 13.3 13.6
PLT (103/mm3) 314 313
MPV (um3) 9.8 9.6
PCT (%) 0.309 0.299
PDW (%) 14.7 14.5
B YANOUARE
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Sample - 08

All Reagents: Vanguard Diagnostics :gr?s:iin;::ference
Parameters VD’;gT:;Z:’_: 'I'_zi HH\\//'EQZZZZ;:;; Minidil LMG, Lot - 220407F17
VDx Cleaner-A, Lot - HVRA220807 Minilysebio, Lot - 220412847
! ABX Miniclean, Lot - 220518T17
WBC (103/mm?3) 6.7 6.8
Lym (%) 21.4 23.9
Mon (%) 8.9 7.1
Gran (%) 69.7 69.0
Lym# (103/mm3) 1.40 1.60
Mon# (103/mm?3) 0.60 0.40
Gran# (103/mm?3) 4.70 4.80
RBC (105/mm?) 4.89 5.06
HGB (g/dl) 14.7 13.5
HCT (%) 45.4 47.4
MCV (um3) 93 94
MCH (pg) 30.1 26.7
MCHC (g/dl) 32.5 28.5
RDW (%) 14.1 14.6
PLT (103/mm3) 199 196
MPV (um?) 11.5 11.4
PCT (%) 0.229 0.223
PDW (%) 16.3 18.2
B YANOUARE
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Sample - 09

All Reagents: Vanguard Diagnostics :gr?s:iin;::ference
Parameters VD\’;DD;' :_‘:::: I'_'ztt :\\;&2222018%25 Minidil LMG Lot - 22040717
VDx Cleaner-A Lot - HVRA220807 Minilysebio Lot - 220412847
ABX Miniclean Lot - 220518T17
WBC (103/mm?) 7.7 7.4
Lym (%) 35.1 36.0
Mon (%) 9.0 6.1
Gran (%) 55.9 57.9
Lym# (103/mm3) 2.70 2.60
Mon# (103/mm?3) 0.60 0.40
Gran# (103/mm?3) 4.40 4.40
RBC (105/mm?) 4.97 4.92
HGB (g/dl) 14.2 12.6
HCT (%) 44.9 44.4
MCV (um3) 90 90
MCH (pg) 28.6 25.7
MCHC (g/dl) 31.7 28.4
RDW (%) 14.3 14.4
PLT (103/mm3) 135 134
MPV (um3) 12.4 11.8
PCT (%) 0.168 0.158
PDW (%) 19.5 20.5
B YANOUARE
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Sample - 10

All Reagents: Vanguard Diagnostics :gr?s:iin;::ference
Parameters VD’;gT:;’;Z’_’: 'I'_ztt :\\//?:3;: ;z Minidil LMG Lot - 220407F17
VDx Cleaner-A Lot - HVRA220807 Minilysebio Lot - 220412847
ABX Miniclean Lot - 220518T17
WBC (103/mm3) 5.9 5.9
Lym (%) 31.6 33.6
Mon (%) 8.0 6.6
Gran (%) 60.4 59.8
Lym# (103/mm3) 1.80 1.90
Mon# (103/mm?3) 0.40 0.30
Gran# (103/mm?3) 3.70 3.70
RBC (108/mm?3) 4.43 4.44
HGB (g/dI) 13.3 12.0
HCT (%) 41.6 41.9
MCV (um?3) 94 94
MCH (pg) 30.0 27.1
MCHC (g/dl) 32.0 28.6
RDW (%) 13.4 13.6
PLT (103/mm3) 190 194
MPV (um?) 11.5 11.5
PCT (%) 0.218 0.222
PDW (%) 17.4 18.4
B YANOUARE
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Sample - 11

All Reagents: Vanguard Diagnostics :gr?s:iin;::ference
Parameters VD\’;DD;' :_‘:::: I'_'ztt :\\;&2222018%25 Minidil LMG Lot - 22040717
VDx Cleaner-A Lot - HVRA220807 Minilysebio Lot - 220412847
ABX Miniclean Lot - 220518T17
WBC (103/mm3) 7.0 7.0
Lym (%) 25.3 26.4
Mon (%) 5.1 3.9
Gran (%) 69.6 69.7
Lym# (103/mm3) 1.70 18.00
Mon# (103/mm?3) 0.30 0.20
Gran# (103/mm?3) 5.00 5.00
RBC (108/mm?3) 4.02 4.03
HGB (g/dI) 14.8 13.5
HCT (%) 44.7 45.1
MCV (um?3) 111 112
MCH (pg) 36.8 33.4
MCHC (g/dl) 33.0 29.9
RDW (%) 15.2 15.3
PLT (103/mm3) 216 213
MPV (um?) 10.5 10.4
PCT (%) 0.226 0.221
PDW (%) 17.6 18.0
B YANOUARE
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All Reagents: Vanguard Diagnostics :gr?s:iin;::ference
Parameters VD\’;DD;' :_‘:::: I'_'ztt :\\;&2222018%25 Minidil LMG Lot - 220407F17
VDx Cleaner-A Lot - HVRA220807 Minilysebio Lot - 220412847
ABX Miniclean Lot - 220518T17
WBC (103/mm3) 6.1 6.1
Lym (%) 40.0 41.2
Mon (%) 5.1 4.1
Gran (%) 54.9 54.7
Lym# (103/mm3) 2.40 2.50
Mon# (103/mm?3) 0.30 0.20
Gran# (103/mm?3) 3.40 3.40
RBC (108/mm?3) 4.18 4.24
HGB (g/dI) 15.0 13.5
HCT (%) 46.0 46.9
MCV (um?3) 110 111
MCH (pg) 36.0 32.0
MCHC (g/dl) 32.7 28.8
RDW (%) 14.6 15.2
PLT (103/mm3) 186 208
MPV (um3) 11.0 11.0
PCT (%) 0.205 0.228
PDW (%) 18.2 18.1
B YANOUARE
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All Reagents: Vanguard Diagnostics ::f:f::::tS: Horiba as
Parameters VD’;gT:;’;Z’_’: tﬁi::ﬂﬁ;&i Minidil LMG Lot - 220407F17
VDx Cleaner-A Lot - HVRA220807 Minilysebio Lot - 220412847
ABX Miniclean Lot - 220518T17
WBC (103/mm3) 8.1 7.9
Lym (%) 39.5 40.9
Mon (%) 6.9 6.4
Gran (%) 53.6 52.7
Lym# (103/mm3) 3.10 3.20
Mon# (103/mm?3) 0.50 0.50
Gran# (103/mm?3) 4.50 4.20
RBC (108/mm?3) 4.20 4.22
HGB (g/dI) 15.0 13.7
HCT (%) 45.8 46.1
MCV (um?3) 109 109
MCH (pg) 35.8 324
MCHC (g/dl) 32.8 29.7
RDW (%) 13.2 13.1
PLT (103/mm3) 296 335
MPV (um?) 9.9 9.7
PCT (%) 0.294 0.325
PDW (%) 15.4 15.4
B YANOUARE
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Sample - 14

All Reagents: Vanguard Diagnostics ::f:f::::tS: Horiba as
Parameters VD’;gT:;’;:_’: 'I'_ztt :\\//?:3;: ;z Minidil LMG Lot - 22040717
VDx Cleaner-A Lot - HVRA220807 Minilysebio Lot - 220412847
ABX Miniclean Lot - 220518T17
WBC (103/mm3) 8.2 8.1
Lym (%) 34.3 36.5
Mon (%) 6.5 5.8
Gran (%) 59.2 57.7
Lym# (103/mm3) 2.80 2.90
Mon# (103/mm?3) 0.50 0.40
Gran# (103/mm?3) 4.90 4.80
RBC (108/mm?3) 5.10 5.07
HGB (g/dI) 16.2 14.6
HCT (%) 50.2 50.1
MCV (um?3) 98 99
MCH (pg) 318 28.7
MCHC (g/dl) 32.3 29.1
RDW (%) 13.3 13.9
PLT (103/mm3) 255 270
MPV (um3) 12.1 11.7
PCT (%) 0.308 0.316
PDW (%) 18.2 17.8
B YANOUARE
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All Reagents: Vanguard Diagnostics :gr?s:iin;::ference
Parameters VD’;gT:;’;Z’_’: 'I'_ztt :\\//?:3;: ;z Minidil LMG Lot - 22040717
VDx Cleaner-A Lot - HVRA220807 Minilysebio Lot - 220412847
ABX Miniclean Lot - 220518T17
WBC (103/mm3) 6.5 6.5
Lym (%) 38.5 42.9
Mon (%) 7.6 6.1
Gran (%) 53.9 51.0
Lym# (103/mm3) 2.40 2.70
Mon# (103/mm?3) 0.40 0.30
Gran# (103/mm?3) 3.70 3.50
RBC (108/mm?3) 4.20 4.18
HGB (g/dI) 14.8 13.2
HCT (%) 45.8 45.8
MCV (um?3) 109 110
MCH (pg) 35.2 31.7
MCHC (g/dl) 32.3 28.9
RDW (%) 14.3 14.6
PLT (103/mm3) 188 204
MPV (um?) 11.5 10.7
PCT (%) 0.216 0.218
PDW (%) 18.4 17.4
B YANOUARE
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Sample - 16

All Reagents: Vanguard Diagnostics :gr?s:iin;::ference
Parameters VD’;gT:;’;Z’_’: 'I'_ztt :\\//?:3;: ;z Minidil LMG Lot - 22040717
VDx Cleaner-A Lot - HVRA220807 Minilysebio Lot - 220412847
ABX Miniclean Lot - 220518T17
WBC (103/mm3) 5.4 5.6
Lym (%) 40.2 41.8
Mon (%) 7.1 7.2
Gran (%) 52.7 51.0
Lym# (103/mm3) 2.10 2.30
Mon# (103/mm?3) 0.30 0.40
Gran# (103/mm?3) 3.00 2.90
RBC (108/mm?3) 5.32 5.46
HGB (g/dI) 17.2 15.6
HCT (%) 51.2 53.1
MCV (um?3) 9% 97
MCH (pg) 32.3 28.5
MCHC (g/dl) 33.6 29.3
RDW (%) 14.0 15.0
PLT (103/mm?3) 233 211
MPV (um3) 10.9 10.7
PCT (%) 0.253 0.227
PDW (%) 16.0 14.7
B YANOUARE
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Performance with Hematology 3™ Party Controls

Diagon D Check D

Low, Normal & High Controls

Lot No: 1V0901
Expiry : 05.03.2023

‘_/)VANE]UARD
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Diagon D Check D

(Low Control, Lot - 1V0901, Expiry Date: 05.03.2023)

Commercial Confidential

All Reagents: All Reagents:

Vanguard Diagnostics Horiba as Reference

VDx Diluent-A Lot- Minidil LMG Lot-

Parameters HVDA221015 220407F17 Range

VDx Lyse-A Lot- Minilysebio Lot- G

HVLA220804 220412847

VDx Cleaner-A Lot- ABX Miniclean Lot-

HVRA220807 2205187117
WBC (103/mm3) 2.5 2.5 1.9-2.9
Lym (%) 45.5 47.6 40.1-74.5
Mon (%) 11.3 11.6 1.3-11.7
Gran (%) 43.2 40.8 23.5-48.9
Lym# (103/mm?3) 1.10 1.20 0.7-1.9
Mont# (103/mm?) 0.20 0.20 0.0-0.2
Gran# (103/mm?3) 1.20 1.10 06-14
RBC (108/mm3) 2.39 2.33 2.18-2.58
HGB (g/dl) 6.9 6.3 6.4-7.4
HCT (%) 19.1 18.3 15.3-21.3
MCV (um?3) 80 78 71.0- 83.0
MCH (pg) 28.8 27.2 25.1-32.7
MCHC (g/dl) 36.1 34.7 32.8-42.4
RDW (%) 12.9 12.6 10.8-20.8
PLT (103/mm?3) 86 87 53-103
MPV (um?3) 10.0 9.6 4.9-10.9
PCT (%) 0.086 0.084 0.007 - 0.107
PDW (%) 9.0 8.3 6.9-12.9
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Diagon D Check D

(Normal Control, Lot - 1V0901, Expiry Date: 05.03.2023)

Commercial Confidential

All Reagents: All Reagents:

Vanguard Diagnostics reagents:

VDx Diluent-A Lot- Horiba as Reference

HVDA221015 Minidil LMG Lot-

Parameters VDx Lvse-A Lot- 220407F17 Range

HVLA;ZOSO . Minilysebio Lot-220412B47

VDx Cleaner-A Lot- ABX Miniclean Lot-

HVRA220807 220518117
WABC (103/mm3) 7.7 7.6 6.0-8.0
Lym (%) 32.0 333 24.6-45.6
Mon (%) 5.9 5.8 20-17.4
Gran (%) 62.1 60.9 41.4-69.0
Lym# (103/mm?3) 2.40 2.50 1.7-3.1
Mon# (103/mm?3) 0.40 0.40 0.2-1.0
Gran# (103/mm?3) 4.90 4.70 2.8-5.2
RBC (10%/mm?3) 4.36 4.29 4.04-4.64
HGB (g/dl) 13.3 12.4 12.7-13.9
HCT (%) 37.2 35.8 31.4-40.4
MCV (um?3) 85 83 76.5 - 88.5
MCH (pg) 30.5 28.9 26.7-34.3
MCHC (g/dl) 35.8 34.7 32.2-41.8
RDW (%) 12.2 12.1 10.7 - 20.7
PLT (103/mm?3) 238 251 189 - 279
MPV (um3) 9.7 9.4 49-10.9
PCT (%) 0.231 0.235 0.077 - 0.277
PDW (%) 9.2 9.0 6.9-129
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Diagon D Check D

(High Control, Lot - 1V0901, Expiry Date: 05.03.2023)

Commercial Confidential

All Reagents: All Reagents:

Vanguard Diagnostics Horiba as Reference

VDx Diluent-A Lot- Minidil LMG Lot-
Parameters HVDA221015 220407F17 Range

VDx Lyse-A Lot- Minilysebio Lot- G

HVLA220804 220412847

VDx Cleaner-A Lot- ABX Miniclean Lot-

HVRA220807 2205187117
WBC (103/mm3) 18.9 18.9 14.8 - 19.8
Lym (%) 26.9 26.8 18.8 - 35.0
Mon (%) 4.6 4.3 2.2-19.6
Gran (%) 68.5 68.9 46.7 -77.7
Lym# (103/mm?3) 5.00 5.00 3.2-6.0
Mon# (103/mm?) 0.80 0.80 0.7-29
Gran# (103/mm?3) 13.10 13.10 8.2-13.6
RBC (108/mm3) 5.33 5.39 492-5.72
HGB (g/dl) 17.3 16.5 16.2-17.8
HCT (%) 49.0 48.5 42.5-51.5
MCV (um?3) 92 90 82.4-94.4
MCH (pg) 325 30.6 28.2-35.8
MCHC (g/dl) 35.4 34.1 31.4-41.0
RDW (%) 12.2 11.7 10.1-20.1
PLT (103/mm?3) 523 508 401 -571
MPV (um?3) 9.8 9.7 49-10.9
PCT (%) 0.512 0.491 0.170-0.570
PDW (%) 9.2 9.0 7.1-13.1
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«»DIAGON

Solutions beyond imagination

ASSAY VALUES AND EXPECTED RANGES
Vizsgalati értékek és varhaté tartomanyok

D-Check D

CONTROL

LOT: 1V0901

8 05-03-2023

ABX MICROS 60, ABX MICROS ES 60
Instruments:
SIEMENS ADVIA 60
CONTROL "Low" CONTROL "Normal" CONTROL "High"
Paramster LOT: 1V0901 LoT: 1V0901 LOT: 1V0901
Mean + Limit s Mean + Limit ARG Mean + Limit fange
Variation Variation Variation
WBC 10°/L 2405 19 - 29 70%10 60 - 80 173+ 25 14,8 - 198
RBC 10%L 2,38 + 0,20 2,18 - 2,58 4,34 £ 0,30 4,04 - 4,64 5,32 ¢ 0,40 492 - 572
Hgb g/dL 69+05 64 -74 13,3206 12,7 - 13,9 17,0 £ 0,8 16,2 - 17,8
g/L 695 64 - 74 133+ 6 127 - 139 170 £ 8 162 - 178
Het % 18,330 163 - 21,3 359+45 314 - 40,4 47,0 £ 45 425 - 516
UL 0,183 £ 0,030 0,163 - 0,213 0,359 £ 0,045 0,314 - 0,404 0,470 £ 0,045 0,425 - 0,515
MCV fL 77,0 £ 6,0 71,0 - 83,0 82,5 £ 6,0 76,5 - 88,5 88,4 £ 6,0 824 - 944
MCH Pg 28,9 + 3.8 25,1 - 32,7 30,5 £ 3.8 26,7 - 343 32,0 £ 3.8 28,2 - 358
MCHC g/dL 37,6 £ 4.8 328 - 424 37,0+ 48 322 - 418 36,2 £ 48 314 - 410
g/L 376 + 48 328 - 424 370 £ 48 322 - 418 362 + 48 314 - 410
RDW-CV % 15,8 £ 50 10,8 - 20,8 15,7+ 5,0 10,7 - 20,7 15,1 £ 50 10,1 - 201
Pit 10°L 78 £ 25 53 - 103 234 £ 45 189 - 279 486 t 85 401 - 57
MPV fL 7,930 49 - 10,9 7,930 49 - 10,9 79 £ 30 49 - 109
PDW 9,930 6,9 - 129 9,9 +30 69 - 129 10,1 £ 3,0 7,1 - 131
PCT % 0,057 + 0,050 0,007 - 0,107 0,177 £ 0,100 0,077 - 0,277 0,370 % 0,200 0,170 - 0,570
PCT mu/L 0,57 + 0,50 0,07 - 1,07 1,77 £ 1,00 0,77 - 2,77 3,70 £ 2,00 1,70 - 5,70
LYMPH#  10°L 1,306 07 -19 2407 17 - 31 46 £ 14 32-60
MID# 10°L 0,1%01 0,0 - 02 0604 02-10 1,8 2 11 07 - 29
GRAN# 10°/L 1,02 04 06 - 14 40 £ 1.2 28 - 52 10,9 £ 2,7 8,2 - 136
LYMPH% % 57,3+ 17,2 40,1 - 745 351 ¢ 105 246 - 456 26,9 ¢+ 81 18,8 - 350
MID% % 6552 1.3 = 1.7 9777 20 - 174 10,9 ¢ 8,7 22 - 196
GRAN% % 36,2 £ 12,7 23,56 - 48,9 55,2 + 138 414 - 69,0 62,2 £ 155 46,7 - 71,7
DIAGON Ltd.
48-52., Baross Str.
u Budapest, Hungary IVD c
H-1047
5 VANGUARD
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Coefficient of Variation:

Precision (VDx Reagents)

1. Fresh blood sample was collected and tested with the VDx Horiba Reagents on ABX
Micros ES60, 3 Part Hematology Analyzer.

2. The sample was tested in 07 replicates to study Precision.

3. Coefficient of Variation (CV %) was calculated.

Fresh Blood Sample, n = 07

Part Hematology Analyzer

Precision Evaluation report of VDx Horiba compatible reagent on Horiba Micros ES60, 3

Fresh Blood Sample

Commercial Confidential

Parameters Ist R:::at R::edat Rle\:)t:at R;Ip::at RZ::at R\el:::fa:t R\::::t Rle);()t:at R:pt:at Mean | SD v v
WBC (10*/mm’) | 5.4 5.3 5.2 5.3 5.5 5.5 5.6 5.40 | 0.14 | 0.03 | 2.62
Lym (%) 39.8 | 402 | 40.1 | 396 | 39.1 | 409 | 408 40.07 | 0.64 | 0.02 | 1.60
Mon (%) 9.3 9.1 8.9 9.5 9.3 9.3 9.3 9.24 | 0.19 | 0.02 | 2.06
Gran (%) 509 | 50.7 | 51 | 50.9 | 51.6 | 49.8 | 49.9 50.69 | 0.64 | 0.01 | 1.26
Lym# (10°/mm®) | 2.1 2.1 2.1 2.1 2.1 2.2 2.2 213 | 0.05 | 0.02 | 2.29
Mon# (10°/mm®) | 0.5 0.5 05 | 050 | 0.50 | 0.50 | 0.50 0.50 | 0.00 | 0.00 | 0.00
Grant# (10°/mm’)| 2.8 2.8 27 | 270 | 2.90 | 2.80 | 2.90 2.80 | 0.08 | 0.03 | 2.92
RBC (10°/mm’) | 5.55 | 5.29 | 539 | 54 | 539 | 546 [ 55 5.43 | 0.09 | 0.02 | 1.57
HGB (g/dl) 17.4 | 165 | 16.8 | 16.9 17 17 17.1 16.96 | 0.28 | 0.02 | 1.63
HCT (%) 536 | 50.8 | 52.1 | 51.9 | 51.9 | 526 | 53.1 52.29| 0.92 | 0.02 | 175
MCV (um’) 97 96 97 96 96 96 96 96.29 | 0.49 | 0.01 | 0.51
MCH (pg) 313 | 313 | 312 | 313 | 315 | 312 | 311 31.27| 0.13 | 0.00 | 0.40
MCHC (g/dI) 324 | 326 | 323 | 326 | 327 | 324 | 323 32.47| 0.16 | 0.00 | 0.49
RDW (%) 141 | 141 | 137 | 143 14 | 142 | 143 14.10 | 0.21 | 0.01 | 1.48
PLT (10°/mm>) 221 | 214 | 217 | 225 | 216 | 229 | 235 222.43| 7.66 | 0.03 | 3.44
MPV (um®) 10.70 | 10.70 | 10.80 | 10.70 | 10.60 | 10.50 | 10.80 10.69 | 0.11 | 0.01 | 1.00
PCT (%) 0.235 | 0.23 | 0.223 | 0.239 | 0.219 | 0.24 | 0.253 0.23 | 0.01 | 0.05 | 4.88
PDW (%) 15.80 | 15.60 | 16.30 | 16.50 | 17.20 | 17.10 | 16.70 16.46 | 0.61 | 0.04 | 3.69
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Coefficient of Variation:

Precision (Horiba Reference Reagents)

1. Fresh blood sample was collected and tested with the Horiba Reference Reagents on
ABX Micros ES60, 3 Part Hematology Analyzer.

2. The sample was tested in 07 replicates to study Precision.

3. Coefficient of Variation (CV %) was calculated.

Fresh, Blood Sample,

n =07

Hematology Analyzer

Precision Evaluation report of Horiba Reference reagent on Horiba Micros ES60, 3 Part

Commercial Confidential

Fresh Blood Sample
Parameters Ist lind lird IVth Vth Vith | Viith | Vilith | IXth Xth Mean | sp o | o
Repeat | Repeat | Repeat | Repeat | Repeat | Repeat | Repeat | Repeat | Repeat
WBC (10%/mm?) 5.5 5.8 5.6 5.7 5.7 5.6 5.7 5.66 | 0.10 | 0.02 | 1.73
Lym (%) 442 | 455 | 454 | 449 45 45.4 48 45.49| 1.20 | 0.03 | 2.63
Mon (%) 7.4 7.4 8.2 7.7 7.7 7.9 7.4 7.67 | 0.30 | 0.04 | 3.96
Gran (%) 484 | 471 | 464 | 474 | 473 | 467 | 446 46.84 | 1.17 | 0.03 | 2.50
Lym# (10%/mm?) 2.4 2.6 25 25 25 25 27 2,53 [ 0.10 | 0.04 | 3.76
Moné (10°/mm?°) 0.4 040 | 040 | 040 | 040 | 040 | 040 0.40 | 0.00 | 0.00 | 0.00
Gran# (10°/mm?) 2.7 280 | 270 | 2.80 | 2.80 | 2.70 | 2.60 273 | 0.08 | 0.03 | 2.77
RBC (10°/mm’) 5.4 5.53 5.53 5.45 5.41 5.45 5.51 5.47 | 0.05 | 0.01 | 1.00
HGB (g/dl) 15.3 15.7 15.4 15.6 15.4 15.5 15.7 15.51( 0.16 | 0.01 | 1.01
HCT (%) 52.1 53.8 | 534 | 52.6 | 526 | 533 53.2 53.00| 0.59 | 0.01 | 1.11
MCV (um?) 96 97 96 96 97 98 97 96.71| 0.76 | 0.01 | 0.78
MCH (pg) 284 | 283 279 | 285 285 284 | 285 28.36| 0.21 | 0.01 | 0.76
MCHC (g/dI) 294 | 291 289 | 296 | 29.2 29.1 29.5 29.26 | 0.25 | 0.01 | 0.86
RDW (%) 14.4 14.6 14.3 14.3 14.6 14.7 14.3 1446 | 0.17 | 0.01 | 1.19
PLT (10%/mm?) 208 205 193 195 188 205 216 201.43| 9.78 | 0.05 | 4.85
MPV (um®) 10.30 | 10.10 | 10.30 | 10.40 | 10.10 | 10.20 | 10.00 10.20 ( 0.14 | 0.01 | 1.39
PCT (%) 0.214 | 0.207 | 0.198 | 0.203 | 0.191 | 0.210 | 0.216 0.21 | 0.01 | 0.04 | 434
PDW (%) 15.30 | 15.40 | 15.70 | 16.00 | 14.50 | 13.80 | 16.20 15.27 | 0.85 | 0.06 | 5.58
5 VANGUARD
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Conclusions

1. The VDx Horiba 3 Part Hematology Reagents showed an excellent Coefficient of
Correlation (“r”) using Horiba original Reagents as Reference.

2. All measured parameters showed values of “r“ in the range of 0.970 to 0.997 displaying
the highest degree of correlation between the reagents.

3. The VDx Horiba and the Horiba Reference 3 Part Hematology Reagents showed an
excellent Coefficient of Variation (CV %) for all parameters.

4. The CV % with the VDx Horiba reagents and the Horiba Reference reagents were found

to be as under:

Parameters Horiba Reference Reagents VDx Horiba Reagents
(CV % - Precision) (CV % - Precision)
Measured Parameters 0.78% — 4.85% 0.51% - 3.44%
0.00% - 5.58% 0.00% - 4.88%

Calculated Parameters

5. Values obtained with 3" Party controls from Diagon Hungary- Low, Normal & High
were found to be within the specified ranges with VDx Horiba 3 Part Hematology
Reagents for all the parameters and Horiba Reference reagents for all the parameters
except Hemoglobin for the Low and Normal Controls.

6. The VDx Horiba 3 Part Hematology Reagents were found to be accurate, precise and
comparable with the Horiba reference reagents in all the parameters identified for

the evaluation.

¢ ,VANGUARD
s ' 171|Page

Commercial Confidential






Index

Sr. No. Subject Page Nos.
1 Details of Reagents 174 - 175
2 Background Test 176
3 Coefficient of Correlation: Accuracy 177 -194
4 Quality Control (Low, Normal & High) 195-199
5 Coefficient of Variation: Precision 200

(VDx Dirui Compatible Reagents)
6 Conclusions 201
25 VANGUARD

173|Page

Commercial Confidential



Details of Reagents

Type of Reagents 3 Part Hematology Reagents

Instrument Model Dirui — BC 3600

Reference Reagents Original Sysmex Reagents
Lot No  : X2177

Cellpack

Expiry Date: 06-04-2024

Lot No : X2030
Stromatolyser-WH
Expiry Date: 13-04-2023

AN 174|Page
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Details of Tests Conducted

Tests Conducted

1 Background Test

2 Coefficient of Correlation: Accuracy

3 Quality Control (Low, Normal & High)

4 Coefficient of Variation: Precision
(VDx Dirui Compatible Reagents)

3/ VANGUARD 15l ne
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Background Test

All Reagents: Vanguard Diagnostics All Reagents: Sysmex as Reference

Parameters VDx Diluent Lot - HDITS221106 Cellpack Lot - X2177

VDx Lyse Lot - HLITS221102 Stromatolyser Lot - X2030
WBC (103/pL) 0.0 0.0
RBC (10¢/pL) 0.0 0.0
HGB (g/dL) 0.0 0.0
HCT (%) 0.0 0.0
MCV (fL) 0.0 0.0
MCH (pg) 0.0 0.0
MCHC (g/dL) 0.0 0.0
PLT (103/uL) 0.0 0.0
LYM# (103/uL) 0.0 0.0
MXD# (103/pL) 0.0 0.0
NEUT# (103/uL) 0.0 0.0
LYM (%) 0.0 0.0
MXD (%) 0.0 0.0
NEUT (%) 0.0 0.0
RDW-CV (%) 0.0 0.0
RDW-SD (fL) 0.0 0.0
PDW (fL) 0.0 0.0
MPV (fL) 0.0 0.0
P-LCR (%) 0.0 0.0
PCT (%) 0.0 0.0
P-LCC (103/pL) 0.0 0.0

25/ VANGUARD
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Coefficient of Correlation Studies

I.  The objective was to determine the correlation between the results obtained with the Vanguard
Compatible Dirui Reagents and the Reference Sysmex Reagents.

“, n
r

II.  The Coefficient of Correlation (“r”) was calculated for each major parameter of the Complete

Blood Count.

Ill.  The data has been presented in the form of:

1 Sample size

2 Mean x (X)

3 Mean vy (Y)

4 Intercept (a)

5 Slope (b)

6 Regression line equation

7 Value of “r”

8 Linear Regression Graph

9 Raw Data of values

10 Histograms will be made available at the time of visit

Note: The correlation coefficient, is a numerical value between -1 and 1 that expresses the strength of the linear
relationship between two variables. When “r” is closer to 1 it indicates a strong positive relationship. A value of 0
indicates that there is no relationship. Values close to -1 signal a strong negative relationship between the two
variables.

Correlation coefficient formula: There are many formulas to calculate the correlation coefficient (all yielding the
same result). We used the following:

ﬂ'Z?:l Lilfi — E:!:l T Z?:l Yi
\/[” E:I:l x; — (Z?:l zi)?)(n z?:1 yi — {E;lzl yi)?)

Where n is the total number of samples, xi (x1, x2,...,xn) are the x values and yi are the y values.

=

1§/ VANGUARD
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Coefficient of Correlation (“r”): WBC

x = Sysmex Reference Reagents for Sysmex XP100, 3 Part Hematology Analyzer.

y = VDx Dirui Reagents for Dirui- BC 3600, 3 Part Hematology Analyzer.

“r” =0.998

Sample size: 10

Mean x (X): 6.98

Mean y (y): 7.333

Intercept (a): 0.017753899273692

Slope (b): 1.0480295273247

Regression line equation: y=0.017753899273692+1.0480295273247x

n =

=]

(o]

in

o
£n
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Coefficient of Correlation (“r”): RBC

x = Sysmex Reference Reagents for Sysmex XP100, 3 Part Hematology Analyzer.
y = VDx Dirui Reagents for Dirui- BC3600, 3 Part Hematology Analyzer.

“r” =0.995

Sample size: 10

Mean x (X): 4.93

Mean y (y): 5.117

Intercept (a): 0.43202694482971

Slope (b): 0.95029879415219

Regression line equation: y=0.43202694482971+0.95029879415219x

) VANGUARD
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Coefficient of Correlation (“r”): Hemoglobin

x = Sysmex Reference Reagents for Sysmex XP100, 3 Part Hematology Analyzer.
y = VDx Dirui Reagents for Dirui- BC3600, 3 Part Hematology Analyzer.

“r” =0.998

Sample size: 10

Mean x (X): 14.06

Mean y (y): 14.11

Intercept (a): -0.18255329576063

Slope (b): 1.0165400637099

Regression line equation: y=1.0165400637099x-0.18255329576063

oo
L a hpe ML
(o TR N o TR 5 T

._ 7y I
e B | S Y|
N o 4 in

[ ]

G ==
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Coefficient of Correlation (“r”): Platelets

x = Sysmex Reference Reagents for Sysmex XP100, 3 Part Hematology Analyzer.

y = VDx Dirui Reagents for Dirui- BC3600, 3 Part Hematology Analyzer.

“r” =0.989

Sample size: 10

Mean x (X): 227

Mean y (y): 228.1

Intercept (a): 8.3969872993994

Slope (b): 0.96785468150044

Regression line equation: y=8.3969872993994+0.96785468150044x

360

340
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Coefficient of Correlation (“r”): MCV

x = Sysmex Reference Reagents for Sysmex XP100, 3 Part Hematology Analyzer.
y = VDx Dirui Reagents for Dirui- BC3600, 3 Part Hematology Analyzer.

“r” =0.997

Sample size: 10

Mean x (X): 91.52

Mean y (y): 91.7

Intercept (a): -0.51546105509277

Slope (b): 1.0075990062838

Regression line equation: y=1.0075990062838x-0.51546105509277

95 100
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Coefficient of Correlation (“r”): HCT

x = Sysmex Reference Reagents for Sysmex XP100, 3 Part Hematology Analyzer.

y = VDx Dirui Reagents for Dirui- BC3600, 3 Part Hematology Analyzer.

“r” =0.982

Sample size: 10

Mean x (X): 44.73

Mean y (Y): 46.59

Intercept (a): -1.0685925189863

Slope (b): 1.0654726697739

Regression line equation: y=1.0654726697739x-1.0685925189863

) VANGUARD
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Raw Data for

a "
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Sample - 01

All Reagents: All Reagents:
Parameters Vanguard Diagnostics Sysmex as Reference
VDx Diluent Lot - HDITS221106 Cellpack Lot - X2177
VDx Lyse Lot - HLITS221102 | Stromatolyser Lot - X2030
WBC (103/pL) 7.8 7.4
RBC (105/pL) 5.48 5.25
HGB (g/dL) 16.2 16.0
HCT (%) 52.7 50.1
MCV (fL) 96.2 95.4
MCH (pg) 29.6 30.5
MCHC (g/dL) 30.7 31.9
PLT (103/pL) 180 185
LYM# (103/pL) 2.5 2.3
MXD# (103/uL) 0.97 0.8
NEUT# (103/pL) 43 43
LYM (%) 32.1 31.7
MXD (%) 12.5 11.0
NEUT (%) 55.4 57.3
RDW-CV (%) 15.5 13.0
RDW-SD (fL) 44.5 NA
PDW (fL) 19.4 25.3
MPV (fL) 13.8 135
P-LCR (%) 34.7 53.2
PCT (%) 0.248 NA
P-LCC (103/pL) 62 NA
25/ VANGUARD
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Sample - 02

All Reagents: All Reagents:
Parameters Vanguard Diagnostics Sysmex as Reference
VDx Diluent Lot - HDITS221106 Cellpack Lot - X2177
VDx Lyse Lot - HLITS221102 | Stromatolyser Lot - X2030
WBC (103/uL) 7.83 7.3
RBC (105/pL) 5.49 5.30
HGB (g/dL) 16.1 16.1
HCT (%) 52.9 50.3
MCV (fL) 96.3 94.9
MCH (pg) 29.3 30.4
MCHC (g/dL) 30.4 32.0
PLT (103/uL) 172 169
LYM# (103/pL) 2.5 2.3
MXD# (103/uL) 1.11 1.0
NEUT# (103/pL) 4.2 4.0
LYM (%) 32.1 31.1
MXD (%) 14.1 14.0
NEUT (%) 53.8 54.9
RDW-CV (%) 15.5 12.7
RDW-SD (fL) 44.5 NA
PDW (fL) 19.4 24.4
MPV (fL) 14.3 13.7
P-LCR (%) 35.6 53.4
PCT (%) 0.246 NA
P-LCC (103/pL) 61 NA
25/ VANGUARD
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Sample - 03

All Reagents: All Reagents:
Parameters Vanguard Diagnostics Sysmex as Reference
VDx Diluent Lot - HDITS221106 | Cellpack Lot - X2177
VDx Lyse Lot - HLITS221102 Stromatolyser Lot - X2030
WBC (103/pL) 10.04 9.7
RBC (105/pL) 4.75 4.58
HGB (g/dL) 12.5 12.5
HCT (%) 40.9 39.6
MCV (fL) 86.1 86.5
MCH (pg) 26.3 27.3
MCHC (g/dL) 30.6 31.6
PLT (103/uL) 313 323
LYM# (103/pL) 3.6 3.6
MXD# (103/uL) 1.03 0.9
NEUT# (103/pL) 5.5 5.2
LYM (%) 35.5 37.6
MXD (%) 10.3 8.9
NEUT (%) 54.2 53.5
RDW-CV (%) 13.7 13.1
RDW-SD (fL) 41.0 NA
PDW (fL) 18.5 20.2
MPV (fL) 12.9 12.3
P-LCR (%) 32.9 43.5
PCT (%) 0.404 NA
P-LCC (103/pL) 103 NA
25/ VANGUARD
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Sample - 04

All Reagents: All Reagents:
Parameters Vanguard Diagnostics Sysmex as Reference
VDx Diluent Lot - HDITS221106 | Cellpack Lot - X2177
VDx Lyse Lot - HLITS221102 Stromatolyser Lot - X2030
WBC (103/pL) 5.28 5.0
RBC (105/pL) 5.20 4.96
HGB (g/dL) 14.6 14.5
HCT (%) 47.9 45.6
MCV (fL) 92.1 91.9
MCH (pg) 28.1 29.2
MCHC (g/dL) 30.5 31.8
PLT (103/uL) 231 220
LYM# (103/pL) 1.3 1.2
MXD# (103/uL) 0.75 0.5
NEUT# (103/pL) 3.3 3.3
LYM (%) 24.1 24.4
MXD (%) 14.3 10.8
NEUT (%) 61.6 64.8
RDW-CV (%) 15.1 14.7
RDW-SD (fL) 44.5 NA
PDW (fL) 19.0 19.8
MPV (fL) 13.7 13.2
P-LCR (%) 35.1 50.9
PCT (%) 0.316 NA
P-LCC (103/pL) 81 NA
25/ VANGUARD
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Sample - 05

All Reagents: All Reagents:
Parameters Vanguard Diagnostics Sysmex as Reference
VDx Diluent Lot - HDITS221106 | Cellpack Lot - X2177
VDx Lyse Lot - HLITS221102 Stromatolyser Lot - X2030
WBC (103/pL) 4.18 4.0
RBC (106/pL) 5.07 4.94
HGB (g/dL) 13.8 13.8
HCT (%) 46.1 44.9
MCV (fL) 90.9 90.9
MCH (pg) 27.2 27.9
MCHC (g/dL) 29.9 30.7
PLT (103/pL) 171 160
LYM# (103/pL) 1.2 1.2
MXD# (103/pL) 0.73 0.7
NEUT# (103/uL) 2.2 2.1
LYM (%) 29.5 30.2
MXD (%) 17.4 16.7
NEUT (%) 53.1 53.1
RDW-CV (%) 15.8 14.1
RDW-SD (fL) 44.5 NA
PDW (fL) 20.0 0.0
MPV (fL) 14.6 0.0
P-LCR (%) 36.4 0.0
PCT (%) 0.250 NA
P-LCC (103/pL) 62 NA
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Sample - 06

All Reagents: All Reagents:
Parameters Vanguard Diagnostics Sysmex as Reference
VDx Diluent Lot - HDITS221106 | Cellpack Lot - X2177
VDx Lyse Lot - HLITS221102 Stromatolyser Lot - X2030
WBC (103/pL) 8.38 7.9
RBC (108/pL) 5.33 5.04
HGB (g/dL) 14.5 14.4
HCT (%) 48.2 45.6
MCV (fL) 90.4 90.5
MCH (pg) 27.2 28.6
MCHC (g/dL) 30.1 31.6
PLT (103/uL) 199 195
LYM# (103/pL) 1.8 1.8
MXD# (103/uL) 0.96 0.9
NEUT# (103/pL) 5.6 5.2
LYM (%) 21.8 22.7
MXD (%) 11.4 11.2
NEUT (%) 66.8 66.1
RDW-CV (%) 15.3 13.1
RDW-SD (fL) 41.9 NA
PDW (fL) 19.1 0.0
MPV (fL) 14.9 0.0
P-LCR (%) 37.1 0.0
PCT (%) 0.297 NA
P-LCC (103/pL) 74 NA
25/ VANGUARD
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Sample - 07

All Reagents: All Reagents:
Parameters Vanguard Diagnostics Sysmex as Reference
VDx Diluent Lot - HDITS221106 | Cellpack Lot - X2177
VDx Lyse Lot - HLITS221102 Stromatolyser Lot - X2030
WBC (103/pL) 8.01 7.6
RBC (106/pL) 6.26 6.20
HGB (g/dL) 11.9 11.8
HCT (%) 45.2 44.6
MCV (fL) 72.2 71.9
MCH (pg) 19.0 19.0
MCHC (g/dL) 26.3 26.5
PLT (103/pL) 221 257
LYM# (103/pL) 2.4 2.1
MXD# (103/pL) 0.77 0.5
NEUT# (103/pL) 4.9 5.0
LYM (%) 29.7 27.6
MXD (%) 9.6 6.3
NEUT (%) 60.7 66.1
RDW-CV (%) 17.1 16.4
RDW-SD (fL) 37.6 NA
PDW (fL) 13.4 0.0
MPV (fL) 11.9 0.0
P-LCR (%) 32.0 0.0
PCT (%) 0.263 NA
P-LCC (103/pL) 71 NA
25/ VANGUARD
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Sample - 08

All Reagents: All Reagents:
Parameters Vanguard Diagnostics Sysmex as Reference
VDx Diluent Lot - HDITS221106 | Cellpack Lot - X2177
VDx Lyse Lot - HLITS221102 Stromatolyser Lot - X2030
WBC (103/pL) 430 4.2
RBC (105/pL) 4.50 4.27
HGB (g/dL) 13.8 13.9
HCT (%) 44.6 42.1
MCV (fL) 99.0 98.6
MCH (pg) 30.7 32.6
MCHC (g/dL) 30.9 33.0
PLT (103/uL) 216 206
LYM# (103/pL) 1.9 1.9
MXD# (103/pL) 0.43 0.4
NEUT# (103/uL) 2.0 1.9
LYM (%) 43.4 44.9
MXD (%) 10.1 8.7
NEUT (%) 46.5 46.4
RDW-CV (%) 135 12.2
RDW-SD (fL) 45.3 NA
PDW (fL) 15.8 13.5
MPV (fL) 10.6 10.3
P-LCR (%) 26.6 28.1
PCT (%) 0.229 NA
P-LCC (103/pL) 57 NA
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Sample - 09

All Reagents: All Reagents:
Parameters Vanguard Diagnostics Sysmex as Reference
VDx Diluent Lot - HDITS221106 | Cellpack Lot - X2177
VDx Lyse Lot - HLITS221102 Stromatolyser Lot - X2030
WBC (103/pL) 9.11 8.8
RBC (106/pL) 3.99 3.78
HGB (g/dL) 13.4 13.4
HCT (%) 41.2 39.1
MCV (fL) 103.2 103.4
MCH (pg) 33.6 35.4
MCHC (g/dL) 32.5 343
PLT (103/pL) 370 362
LYM# (103/pL) 2.9 2.9
MXD# (103/uL) 1.09 0.7
NEUT# (103/pL) 5.1 5.2
LYM (%) 31.8 32.6
MXD (%) 11.9 7.8
NEUT (%) 56.3 59.6
RDW-CV (%) 16.5 15.6
RDW-SD (fL) 52.2 NA
PDW (fL) 15.0 13.1
MPV (fL) 10.3 10.1
P-LCR (%) 25.8 26.5
PCT (%) 0.381 NA
P-LCC (103/pL) 95 NA
25/ VANGUARD
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Sample - 10

All Reagents: All Reagents:
Parameters Vanguard Diagnostics Sysmex as Reference
VDx Diluent Lot - HDITS221106 | Cellpack Lot - X2177
VDx Lyse Lot - HLITS221102 Stromatolyser Lot - X2030
WBC (103/pL) 8.40 7.9
RBC (105/pL) 5.10 4.98
HGB (g/dL) 14.3 14.2
HCT (%) 46.2 45.4
MCV (fL) 90.6 91.2
MCH (pg) 28.0 28.5
MCHC (g/dL) 31.0 31.3
PLT (103/uL) 188 193
LYM# (103/pL) 1.9 1.7
MXD# (103/uL) 0.93 0.8
NEUT# (103/pL) 5.6 5.4
LYM (%) 22.3 21.9
MXD (%) 11.0 10.4
NEUT (%) 66.7 67.7
RDW-CV (%) 14.2 13.1
RDW-SD (fL) 42.8 NA
PDW (fL) 19.1 0.0
MPV (fL) 14.6 0.0
P-LCR (%) 36.4 0.0
PCT (%) 0.274 NA
P-LCC (103/uL) 68 NA
25/ VANGUARD
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Performance with Hematology 3™ Party Controls

Diagon D Check D

Low, Normal & High Controls

Lot No: 1V0901
Expiry : 05.03.2023

‘_/)VANE]UARD
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Diagon D Check D

(Low Control, Lot - 1V0901, Expiry Date: 05.03.2023)

Commercial Confidential

All Reagents: Vanguard Diagnostics
Parameters VDx Diluent, Lot - HDITS221106 Range
VDx Lyse, Lot - HLITS221102
WBC (103/pL) 2.13 1.35-2.35
RBC (106/pL) 241 2.15-2.55
HGB (g/dL) 6.9 6.3-7.3
HCT (%) 19.4 15.6 - 21.6
MCV (fL) 80.7 73.1-85.1
MCH (pg) 28.6 25.1-32.7
MCHC (g/dL) 35.6 31.7-41.3
PLT (103/uL) 81 55 - 105
LYM# (103/pL) 1.36 0.62 - 1.64
MXD# (103/pL) 0.17 0.08 - 0.20
NEUT# (103/uL) 0.6 0.49 - 0.67
LYM (%) 63.8 39.7 - 82.5
MXD (%) 7.8 4.5-10.5
NEUT (%) 28.4 26.7 - 36.1
RDW-CV (%) 13.9 8.3-18.3
RDW-SD (fL) 34.2 24.6 - 40.6
PDW (fL) 16.6 13.0-19.0
MPV (fL) 11.5 8.1-14.1
P-LCR (%) 28.8 6.8 - 46.8
PCT (%) 0.093 0.04-0.14
P-LCC (103/uL) 23
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Diagon D Check D

(Normal Control, Lot - 1V0901, Expiry Date: 05.03.2023)

All Reagents: Vanguard Diagnostics
Parameters VDx Diluent, Lot- HDITS221106 Range
VDx Lyse, Lot- HLITS221102
WBC (103/pL) 6.0 4.71-6.71
RBC (105/pL) 4.36 4.06 - 4.66
HGB (g/dL) 13.6 12.7-13.9
HCT (%) 37.6 32.6-41.6
MCV (fL) 86.3 79.2-91.2
MCH (pg) 31.2 26.8-34.4
MCHC (g/dL) 36.2 31.1-40.7
PLT (103/pL) 230 181-271
LYM# (103/uL) 2.42 1.69 - 2.83
MXD# (103/uL) 0.59 0.32-0.94
NEUT# (103/uL) 2.99 24-3.24
LYM (%) 40.3 29.7-49.5
MXD (%) 9.9 5.5-16.5
NEUT (%) 49.8 42.0-56.8
RDW-CV (%) 13.7 8.4-18.4
RDW-SD (fL) 35.1 25.2-43.2
PDW (fL) 12.2 9.4-15.4
MPV (fL) 11.2 7.7-13.7
P-LCR (%) 30.1 7.2-47.2
PCT (%) 0.258 0.09-0.39
P-LCC (103/pL) 69
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Diagon D Check D

(High Control, Lot - 1V0901, Expiry Date: 05.03.2023)

All Reagents: Vanguard Diagnostics
Parameters VDx Diluent, Lot- HDITS221106 Range
VDx Lyse, Lot- HLITS221102
WBC (103/pL) 14.48 10.97 - 15.97
RBC (105/pL) 5.36 4.96 - 5.76
HGB (g/dL) 17.6 16.6 - 18.2
HCT (%) 49.5 44.2 - 53.2
MCV (fL) 92.3 84.9-96.9
MCH (pg) 32.8 28.7-36.3
MCHC (g/dL) 35.6 31.0- 40.6
PLT (103/uL) 461 411 - 541
LYM# (103/pL) 4.49 3.31-4.57
MXD# (103/pL) 1.84 0.82-2.46
NEUT# (103/pL) 8.15 6.35-9.53
LYM (%) 31 24.6-33.2
MXD (%) 12.7 6.1-18.3
NEUT (%) 56.3 47.1-70.7
RDW-CV (%) 13.2 8.0-18.0
RDW-SD (fL) 37.6 26.0-46.0
PDW (fL) 11 7.7-13.7
MPV (fL) 11.6 7.9-13.9
P-LCR (%) 333 9.8-49.8
PCT (%) 0.535 0.22-0.82
P-LCC (103/pL) 154
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':;;’ DlAGON D-Check D

Solutions beyond imagination

ASSAY VALUES AND EXPECTED RANGES LOT: 1V0901

8 05-03-2023

Instruments: iCount3 TS
CONTROL “Low" CONTROL “Normal" CONTROL “High"
Parameter LOT: 1v0901 LoT: 1v0901 LOT: 1v0901
Mean + Limit Ra@e Mean + Limit Benge Mean + Limit Ravng.e

Variation Variation Variation
WBC 10°L 1,85 £ 0,50 1,35 - 235 5,71 £1,00 471 - 671 13,47 £ 250 10,97 - 1597
|RBC 10" 235020 215 - 255 4,36 £ 0,30 406 - 466 5,36 £ 0,40 496 - 576
Hgb g/dL 6805 63-73 13,3 06 12,7 - 139 174 £ 08 166 - 182
gL 685 63- 73 133 %6 127 - 139 174 £ 8 166 - 182

Hct % 18,6 £ 3,0 156 - 216 371245 326 - 416 48,7 £ 45 442 - 532
L 0,186 £ 0,030 0,156 - 0,216 0,371 £ 0,045 0,326 - 0,416 0,487 % 0,045 0,442 - 0,532

MCV fL 791 %60 731 - 851 852 %60 792 - 91,2 90,9 £ 60 849 - 969
MCH pg 28938 251 - 32,7 306 £38 268 - 344 325 £38 287 - 363
MCHC g/dL 365+48 317- 413 359 +48 311 - 407 358 £ 48 31,0 - 4086
gL 365 + 48 317 - 413 359 £ 48 311 - 407 358 t 48 310 - 406

RDW-SD fL 32680 246 - 406 34,2 £90 252 - 432 36,0 £ 100 26,0 - 46,0
RDW-CV % 13350 83 - 183 134250 84 - 184 13,0 £ 50 80 - 180

Pit 10%L 80 £25 55 - 105 226 £ 45 181 - 271 476 % 65 411 - 541
MPV fL 11,1230 81 - 141 10,7 £30 7.7 - 137 10,9 £ 30 79 - 139
PCT % 0,09 £ 0,05 0,04 - 0,14 0,24 £ 0,15 0,09 - 0,39 0,52 £ 0,30 022 - 0,82
PDW fL 16,0 £ 30 13,0 - 19,0 124 £30 94 - 154 10,7 £ 30 7,7 - 137
P-LCR 26,8 £ 20,0 68 - 468 27,2 £ 20,0 72 - 472 298 % 200 98 - 498
LYM# 10°L 1,13 2051 062 - 164 2,26 £ 0,57 1,69 - 2,83 3,89 £ 058 331 - 447
MXD# 10°%L 0,14 £ 0,06 0,08 - 0,20 0,63 0,31 032 - 094 1,64 £ 0,82 082 - 246
NEUT# 10°L 0,58 £ 0,09 0,49 - 067 282 042 240 - 324 7,94 £ 159 635 - 953
LYM% % 611214 39,7 - 825 396 £99 29,7 - 495 289 43 246 - 332
MXD% % 75230 45 - 105 1,0%55 55- 165 12,2 £ 61 6,1 - 183
NEUT% % 31447 26,7 - 361 494174 420 - 568 589 £ 118 471 - 707

DIAGON Ltd

u 48-52., Baross Str. IVD

Budapest, Hungary
H-1047
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Coefficient of Variation:

Precision (VDx Reagents)

1. Fresh blood sample was collected and tested with the VDx Dirui Reagents on Dirui — BC
3600, 3 Part Hematology Analyzer.

2. The sample was tested in 07 replicates to study Precision.
3. Coefficient of Variation (CV %) was calculated.

Fresh Blood Sample, n = 07

Precision Evaluation report of VDx Dirui Compatible reagent on Dirui-BC3600, 3 Part
Hematology Analyzer

Fresh Blood Sample

Parameters Ist lind lird IVth Vth Vith | Viith | Vilith | IXth Xth Mean D o V%
Repeat |Repeat |Repeat|Repeat |Repeat|Repeat|Repeat |Repeat|Repeat
WBC (10°/pL) 6.87 | 6.71 6.5 6.7 6.61 | 6.75 6.8 6.71 0.12 | 0.02 | 1.82
RBC (10°/pL) 6.42 | 655 | 652 | 635 | 6.48 | 658 | 6.57 6.50 0.09 | 0.01 | 131
HGB (g/dL) 11.7 | 119 | 116 | 11.7 | 116 | 11.7 | 11.8 11.71 | 0.11 | 0.01 | 0.91
HCT (%) 43.3 44 437 | 424 | 431 | 438 | 437 4343 [ 0.55 | 0.01 | 1.26
MCV (fL) 67.4 | 67.2 67 66.8 | 66.5 | 66.6 | 66.5 66.86 | 0.36 | 0.01 | 0.53
MCH (pg) 182 | 182 | 17.8 | 184 | 179 | 17.8 18 18.04 | 0.23 | 0.01 | 1.27
MCHC (g/dL) 27.0 27.0 26.5 27.6 26.9 26.7 27.0 26.96 0.34 0.01 1.26
PLT (103/p.L) 254 264 249 249 251 247 253 252.43 ([ 5.65 0.02 2.24
LYM# (103/pL) 2.49 2.57 2.40 2.48 2.43 2.49 2.57 2.49 0.06 0.03 2,57
MXD# (103/p.L) 0.64 0.57 0.63 0.62 0.64 0.61 0.61 0.62 0.02 0.04 3.94
NEUT# (103/pL) 3.68 3.57 3.47 3.6 3.54 3.65 3.55 3.58 0.07 0.02 1.98
LYM (%) 36.2 38.3 37 37 36.7 36.9 37.8 37.13 0.70 0.02 1.89
MXD (%) 10.1 9.0 9.6 9.3 9.6 9.1 10.0 9.53 0.42 0.04 4.44
NEUT (%) 53.7 | 53.2 | 53.4 | 53.7 | 53.7 54 52.2 53.41 | 059 | 0.01 | 1.11
RDW-CV (%) 17 164 | 164 | 16.4 18 18 18 17.17 | 0.80 | 0.05 | 4.68
RDW-SD (fL) 351 | 359 | 359 | 351 | 351 | 35.1 | 35.1 3533 | 039 | 0.01 | 1.10
PDW (fL) 13.8 | 136 | 143 | 13.8 | 135 | 143 | 134 13.81 | 036 | 0.03 | 2.62
MPV (fL) 10.8 | 109 | 11.0 | 10.8 | 109 | 11.1 | 10.8 10.90 | 0.12 | 0.01 | 1.06
P-LCR (%) 283 | 287 | 29.0 | 283 | 29.2 | 29.0 | 284 28.70 | 037 | 0.01 | 1.30
PCT (%) 0.274 | 0.288 | 0.274 | 0.269 | 0.274 | 0.274 | 0.273 0.28 0.01 | 0.02 | 2.16
P-LCC (10°/pL) 72 76 72 70 73 72 72 72.43 | 1.81 | 0.03 | 2.50
) VANGUARD
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Conclusions
1. The VDx Dirui 3 Part Hematology Reagents showed an excellent Coefficient of
Correlation (“r“) using Sysmex original Reagents as Reference.
2. All measured parameters showed values of “r in the range of 0.982 to 0.998 displaying
the highest degree of correlation between the reagents.
3. The VDx Dirui 3 Part Hematology Reagents showed an excellent Coefficient of Variation
(CV %) for all parameters.

4. The CV % of with the VDx Dirui Reagents were found to be as under:

Parameters VDx Dirui Reagents
(CV % - Precision)
0.53% - 2.24%

Measured Parameters

Calculated Parameters 1.06% - 4.68%

5. Values obtained with 3™ Party controls from Diagon Hungary- Low, Normal & High
were found to be within the specified ranges for VDx Dirui 3 Part Hematology
Reagents.

6. The VDx Dirui 3 Part Hematology Reagents were found to be accurate, precise and
comparable with the Sysmex Reference Reagents in all the parameters identified for

the evaluation.

& )VANGUARD
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Details of Reagents

Type of Reagents

3 Part Hematology Reagents

Instrument Model

Urit — 2900 Plus

Reference Reagents

Mindray Reference Reagents

Lot No : 2022091601
M-30D Diluent

Expiry Date :15-09-2024

Lot No : 2022021601
M-30 CF Lyse

Expiry Date :15-02-2024

Commercial Confidential
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Details of Tests Conducted

Tests Conducted

1 Background Test

2 Coefficient of Correlation: Accuracy

3 Quality Control (Low, Normal & High)

4 Coefficient of Variation: Precision
(VDx Urit Compatible Reagents)
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Background Test

rovametrs | VXDl Lo AVDUSbIGE7 | Al Resgets: Mindry s Reference
VDx Det.ergent-U Lot - HYDTU220908 M-30CF Lyse Lot - 2022021601
VDx Lytic-U Lot - HVLU221006

WBC (109/L) 0.00 0.00
Lym (%) 0.00 0.00
MID (%) 0.00 0.00
Gran (%) 0.00 0.00
Lym# (10%/L) 0.00 0.00
MID# (10%/L) 0.00 0.00
Gran# (10%/L) 0.00 0.00
RBC (1012/L) 0.00 0.00
HGB (g/dL) 0.00 0.00
HCT (%) 0.00 0.00
MCV (fL) 0.00 0.00
MCH (pg) 0.00 0.00
MCHC (g/dL) 0.00 0.00
RDW-CV (%) 0.00 0.00
RDW-SD (fL) 0.00 0.00
PLT (109/L) 0.00 0.00
MPV (fL) 0.00 0.00
PDW (fL) 0.00 0.00
PCT (%) 0.00 0.00

P-LCR (%) 0.00

P-LCC (10%/L) 0.00
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Coefficient of Correlation Studies

I.  The objective was to determine the correlation between the results obtained with the Vanguard
Compatible Urit Reagents and the Mindray Reference Reagents.

“.n
r

II.  The Coefficient of Correlation (“r”) was calculated for each major parameter of the Complete

Blood Count.

lll.  The data has been presented in the form of:

1 Sample size

2 Mean x (X)

3 Mean y (Y)

4 Intercept (a)

5 Slope (b)

6 Regression line equation

7 Value of “r”

8 Linear Regression Graph

9 Raw Data of values

10 Histograms will be made available at the time of visit

Note: The correlation coefficient, is a numerical value between -1 and 1 that expresses the strength of the linear
relationship between two variables. When “r” is closer to 1 it indicates a strong positive relationship. A value of 0
indicates that there is no relationship. Values close to -1 signal a strong negative relationship between the two
variables.

Correlation coefficient formula: There are many formulas to calculate the correlation coefficient (all yielding the
same result). We used the following:

ﬂ'Z?:l Lilfi — E:!:l T Z?:l Yi
\/[” E:':l x — (Z?:l zi)?)(n Z?:1 yi — (Ef:l yi)?)

Where n is the total number of samples, xi (x1, x2,...,xn) are the x values and yi are the y values.

=

) VANGUARD S
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Coefficient of Correlation (“r”): WBC

x = Mindray Reference Reagents for Mindray-BC 3200, 3 Part Hematology Analyzer.

y = VDx Urit Reagents for Urit-2900Plus, 3 Part Hematology Analyzer.

“r” =0.996

Sample size: 8

Mean x (X): 7.6125

Mean y (y): 7.5125

Intercept (a): -0.4581386565956

Slope (b): 1.0470461289452

Regression line equation: y=1.0470461289452x-0.4581386565956

) VANGUARD
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Coefficient of Correlation (“r”): RBC

x = Mindray Reference Reagents for Mindray-BC3200, 3 Part Hematology Analyzer.

y = VDx Urit Reagents for Urit-2900Plus, 3 Part Hematology Analyzer.

“r” =0.997

Sample size: 8

Mean x (X): 5.0525

Mean y (Y): 5.36625

Intercept (a): 0.34688213380503

Slope (b): 0.99344242774764

Regression line equation: y=0.34688213380503+0.99344242774764x

5

) VANGUARD

Commercial Confidential

209|Page



Coefficient of Correlation (“r”): Hemoglobin

x = Mindray Reference Reagents for Mindray-BC3200, 3 Part Hematology Analyzer.

y = VDx Urit Reagents for Urit-2900Plus, 3 Part Hematology Analyzer.

“r” =0.965

Sample size: 8

Mean x (X): 14.2375

Mean y (y): 13.85

Intercept (a): 1.7694654952723

Slope (b): 0.8485011065656

Regression line equation: y=1.7694654952723+0.8485011065656x

IAG

P YANGHARD

Commercial Confidential

210|Page



Coefficient of Correlation (“r”): Platelets

x = Mindray Reference Reagents for Mindray-BC3200, 3 Part Hematology Analyzer.

y = VDx Urit Reagents for Urit-2900Plus, 3 Part Hematology Analyzer.

“r” =0.986

Sample size: 8

Mean x (X): 221.875

Mean y (y): 236.625

Intercept (a): 64.16976662537

Slope (b): 0.77726302366031

Regression line equation: y=64.16976662537+0.77726302366031x

175 200 225 250 275 300 325 350

) VANGUARD
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Coefficient of Correlation (“r”): MCV

x = Mindray Reference Reagents for Mindray-BC3200, 3 Part Hematology Analyzer.
y = VDx Urit Reagents for Urit-2900Plus, 3 Part Hematology Analyzer.

“r” =0.996

Sample size: 8

Mean x (X): 90.1

Mean y (y): 88.95

Intercept (a): 2.3927692151168

Slope (b): 0.96067958695764

Regression line equation: y=2.3927692151168+0.96067958695764x

) VANGUARD
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Coefficient of Correlation (“r”): HCT

x = Mindray Reference Reagents for Mindray-BC3200, 3 Part Hematology Analyzer.
y = VDx Urit Reagents for Urit-2900Plus, 3 Part Hematology Analyzer.

“r” =0.986

Sample size: 8

Mean x (X): 221.875

Mean y (y): 236.625

Intercept (a): 64.16976662537

Slope (b): 0.77726302366031

Regression line equation: y=64.16976662537+0.77726302366031x

330
320-
310

280

2E0
250
240

230

175 200 225 250 275 00 32
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Raw Data for

a "
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Sample - 01

All Reagents: Vanguard Diagnostics | All Reagents:
Parameters VDx Diluent-U Lot - HVDU221017 | Mindray as Reference
VDx Detergent-U Lot - HYDTU220908 | M-30D Diluent Lot-2022091601
VDx Lytic-U Lot - HVLU221006 M-30CF Lyse Lot-2022021601
WBC (10%/L) 7.70 7.90
Lym (%) 29.00 30.40
MID (%) 6.20 9.80
Gran (%) 64.80 59.80
Lym# (10%/L) 2.30 2.40
MID# (10%/L) 0.50 0.80
Gran# (10°/L) 5.00 4.70
RBC (10%2/L) 5.71 5.41
HGB (g/dL) 15.80 16.10
HCT (%) 53.60 51.50
MCV (fL) 94.00 95.20
MCH (pg) 27.60 29.70
MCHC (g/dL) 29.40 31.20
RDW-CV (%) 13.00 12.60
RDW-SD (fL) 45.70 43.80
PLT (10°/L) 187.00 172.00
MPV (fL) 11.80 10.90
PDW (fL) 20.70 15.90
PCT (%) 0.22 0.19
P-LCR (%) 41.90 NA
P-LCC (10%/L) 77.00 NA
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Sample - 02

All Reagents: Vanguard Diagnostics All Reagents:
Parameters VDx Diluent-U Lot - HYDU221017 Mindray as Reference
VDx Detergent-U Lot - HYDTU220908 | M-30D Diluent Lot - 2022091601
VDx Lytic-U Lot - HVLU221006 M-30CF Lyse Lot - 2022021601
WABC (10°/L) 7.70 7.90
Lym (%) 30.80 33.80
MID (%) 6.10 8.30
Gran (%) 63.10 57.90
Lym# (10%/L) 2.40 2.70
MID# (10%/L) 0.50 0.60
Gran# (10°/L) 4.80 4.60
RBC (10%2/L) 5.60 5.37
HGB (g/dL) 15.60 16.30
HCT (%) 53.10 51.10
MCV (fL) 94.10 95.30
MCH (pg) 27.60 30.30
MCHC (g/dL) 29.30 31.80
RDW-CV (%) 13.00 12.90
RDW-SD (fL) 45.70 43.80
PLT (10°/L) 199.00 174.00
MPV (fL) 12.70 11.20
PDW (fL) 20.70 15.40
PCT (%) 0.25 0.19
P-LCR (%) 44.60
P-LCC (10%/L) 88.00
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Sample - 03

All Reagents: Vanguard Diagnostics All Reagents:
Parameters VDx Diluent-U Lot - HYDU221017 Mindray as Reference
VDx Detergent-U Lot - HYDTU220908 | M-30D Diluent Lot -2022091601
VDx Lytic-U Lot - HVLU221006 M-30CF Lyse Lot-2022021601
WBC (10%/L) 9.80 9.80
Lym (%) 33.80 35.00
MID (%) 7.00 7.90
Gran (%) 59.20 57.10
Lym# (10°/L) 3.30 3.40
MID# (10%/L) 0.70 0.80
Gran# (10°/L) 5.80 5.60
RBC (10%/L) 5.01 4.69
HGB (g/dL) 12.30 12.40
HCT (%) 42.70 40.00
MCV (fL) 85.30 85.50
MCH (pg) 24.50 26.40
MCHC (g/dL) 28.80 31.00
RDW-CV (%) 13.60 13.50
RDW-SD (fL) 42.60 41.10
PLT (10%/L) 310.00 300.00
MPV (fL) 10.80 10.30
PDW (fL) 18.20 15.60
PCT (%) 0.33 0.31
P-LCR (%) 35.90
P-LCC (10%/L) 111.00
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Sample - 04

All Reagents: Vanguard Diagnostics
VDx Diluent-U Lot - HYDU221017

All Reagents:

Mindray as Reference

Parameters | \/hx Detergent-U Lot - HYDTU220908 | M-30D Diluent Lot - 2022091601
VDx Lytic-U Lot - HVLU221006 M-30CF Lyse Lot -2022021601
WBC (10%/L) 5.20 5.50
Lym (%) 25.60 28.60
MID (%) 7.10 8.90
Gran (%) 67.30 62.50
Lymé# (10%/L) 1.30 1.60
MID# (10°%/L) 0.40 0.50
Gran# (10°/L) 3.50 3.40
RBC (10%2/L) 5.34 4.95
HGB (g/dL) 14.20 14.50
HCT (%) 47.80 45.10
MCV (fL) 89.70 91.20
MCH (pg) 26.50 29.00
MCHC (g/dL) 29.70 32.10
RDW-CV (%) 14.40 13.90
RDW-SD (fL) 45.70 44.60
PLT (10%/L) 222.00 203.00
MPV (fL) 10.90 11.00
PDW (fL) 21.00 15.30
PCT (%) 0.24 0.22
P-LCR (%) 37.20
P-LCC (10%/L) 78.00
N YANGUARD
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Sample - 05

All Reagents: Vanguard Diagnostics All Reagents:
Parameters VDx Diluent-U Lot - HYDU221017 Mindray as Reference
VDx Detergent-U Lot - HYDTU220908 | M-30D Diluent Lot - 2022091601
VDx Lytic-U Lot - HVLU221006 M-30CF Lyse Lot - 2022021601
WBC (10%/L) 4.20 4.30
Lym (%) 31.60 35.20
MID (%) 7.00 7.80
Gran (%) 61.40 57.00
Lym# (10%/L) 1.30 1.50
MID# (10%/L) 0.30 0.30
Gran# (10%/L) 2.60 2.50
RBC (10%2/L) 5.22 4.88
HGB (g/dL) 13.60 13.50
HCT (%) 46.40 43.70
MCV (fL) 88.90 89.60
MCH (pg) 26.00 27.60
MCHC (g/dL) 29.30 30.80
RDW-CV (%) 13.80 13.60
RDW-SD (fL) 44.10 42.80
PLT (10°/L) 188.00 162.00
MPV (fL) 13.20 11.40
PDW (fL) 18.20 15.80
PCT (%) 0.24 0.18
P-LCR (%) 47.60
P-LCC (10%/L) 89.00
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Sample - 06

All Reagents: Vanguard Diagnostics -
parameters | VDX Diluent Lot- Hvouzaioty | e ARSI EEeE
VDx Detergent-U Lot - HYDTU220908 M-30CE Lvse Lot - 2022021601
VDx Lytic-U Lot - HVLU221006 ¥
WABC (10°/L) 9.10 8.90
Lym (%) 31.00 29.80
MID (%) 4.80 8.70
Gran (%) 64.20 61.50
Lym#t (10°/L) 2.80 2.70
MID# (10°/L) 0.40 0.70
Gran# (10°/L) 5.90 5.50
RBC (10%2/L) 4.16 3.88
HGB (g/dL) 13.40 13.40
HCT (%) 42.80 41.10
MCV (fL) 103.10 106.10
MCH (pg) 32.20 34.50
MCHC (g/dL) 31.30 32.60
RDW-CV (%) 13.10 13.80
RDW-SD (fL) 48.70 51.60
PLT (10°%/L) 320.00 345.00
MPV (fL) 9.40 8.40
PDW (fL) 13.00 15.30
PCT (%) 0.30 0.29
P-LCR (%) 23.90
P-LCC (10°/L) 76.00
) VANGUARD
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Sample - 07

All Reagents: Vanguard Diagnostics All Reagents:
Parameters VDx Diluent-U Lot - HYDU221017 Mindray as Reference
VDx Detergent-U Lot - HYDTU220908 | M-30D Diluent Lot - 2022091601
VDx Lytic-U Lot - HVLU221006 M-30CF Lyse Lot - 2022021601
WBC (10%/L) 8.70 8.60
Lym (%) 21.20 25.30
MID (%) 5.30 5.00
Gran (%) 73.50 69.70
Lym# (10%/L) 1.90 2.20
MID# (10%/L) 0.50 0.40
Gran# (10%/L) 6.40 6.00
RBC (10%2/L) 5.46 5.11
HGB (g/dL) 14.20 14.60
HCT (%) 48.60 45.50
MCV (fL) 89.10 89.10
MCH (pg) 26.00 28.50
MCHC (g/dL) 29.20 32.00
RDW-CV (%) 14.40 13.00
RDW-SD (fL) 45.70 41.10
PLT (10°/L) 219.00 191.00
MPV (fL) 11.90 11.40
PDW (fL) 21.30 15.40
PCT (%) 0.26 0.22
P-LCR (%) 44.00
P-LCC (10%/L) 88.00
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Sample - 08

rorametrs | VDX Dilacn U Lo VDUSst087 | Al Reagents: MindroyasRerenc
VDx Det.ergent-U Lot - HYDTU220908 M-30CF Lyse Lot - 2022021601
VDx Lytic-U Lot - HVLU221006
WBC (109/L) 7.70 8.00
Lym (%) 26.80 30.80
MID (%) 6.60 7.70
Gran (%) 66.60 61.50
Lym# (109/L) 2.10 2.50
MID# (10%/L) 0.50 0.60
Gran# (10°/L) 5.10 4.90
RBC (1012/L) 6.43 6.13
HGB (g/dL) 11.70 12.13
HCT (%) 43.30 42.10
MCV (fL) 67.40 68.80
MCH (pg) 18.10 19.90
MCHC (g/dL) 27.00 28.90
RDW-CV (%) 16.40 16.70
RDW-SD (fL) 38.00 41.10
PLT (10%/L) 248.00 228.00
MPV (fL) 11.00 9.60
PDW (fL) * 14.90
PCT (%) 0.27 0.22
P-LCR (%) 41.80
P-LCC (10%/L) 112.00
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Performance with Hematology 3™ Party Controls

Diagon D Check D

Low, Normal & High Controls

Lot No: 1V0901
Expiry : 05.03.2023

‘_/)VANE]UARD
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Diagon D Check D

(Low Control, Lot - 1V0901, Expiry Date: 05.03.2023)

All Reagents: Vanguard Diagnostics
Parameters VDx Diluent-U Lot - HYDU221017 Range
VDx Detergent-U Lot - HYDTU220908
VDX Lytic-U Lot - HVLU221006
WBC (10%/L) 2.2 1.8-2.8
Lym (%) 55.9 42.1-63.1
MID (%) 3.6 0.0-104
Gran (%) 40.5 29.5-54.9
Lym# (10°/L) 1.2 09-15
MID# (10%/L) 0.1 0.0-.2
Gran# (10°/L) 0.9 0.7-1.3
RBC (10%2/L) 2.46 2.23-2.63
HGB (g/dL) 6.9 6.4-7.4
HCT (%) 21.9 17.5-235
MCV (fL) 89.3 78.5-90.5
MCH (pg) 28.0 24.6-32.2
MCHC (g/dL) 31.5 28.8-38.4
RDW-CV (%) 15.8 10.9-20.9
RDW-SD (fL) 48.7 40.0-56.0
PLT (10°/L) 89 51-101
MPV (fL) 11.1 6.5 - 14.5
PDW (fL) 9.6
PCT (%) 0.09
P-LCR (%) 20.0
P-LCC (10%/L) 17
&VANGUARD
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Diagon D Check D

(Normal Control, Lot - 1V0901, Expiry Date: 05.03.2023)

All Reagents: Vanguard Diagnostics
VDx Diluent-U Lot - HYDU221017

p R
arameters | \/px Detergent-U Lot - HVDTU220908 ange
VDx Lytic-U Lot - HVLU221006
WBC (10%/L) 7.6 6.5-85
Lym (%) 31.0 22.2-40.8
MID (%) 5.9 0.0-11.4
Gran (%) 63.1 53.5-72.3
Lym# (10%/L) 2.4 1.7-3.1
MID# (10%/L) 0.5 0.0-0.8
Gran# (10°/L) 4.7 4.0-5.4
RBC (10'2/L) 45 4.17-4.77
HGB (g/dL) 13.6 12.9-14.1
HCT (%) 42.0 35.0 - 44.0
MCV (fL) 93.5 82.5-94.5
MCH (pg) 30.2 26.4-34.0
MCHC (g/dL) 323 29.3-38.9
RDW-CV (%) 15.1 11.2-21.2
RDW-SD (fL) 51.8 41.6-59.6
PLT (10%/L) 232 179 - 269
MPV (fL) 9.5 6.0-12.0
PDW (fL) 11.7
PCT (%) 0.22
P-LCR (%) 20.7
P-LCC (10%/L) 48
) VANGUARD
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Diagon D Check D

(High Control, Lot - 1V0901, Expiry Date: 05.03.2023)

All Reagents: Vanguard Diagnostics
Parameters VDx Diluent-U Lot - HYDU221017 Range
VDx Detergent-U Lot - HYDTU220908
VDx Lytic-U Lot - HVLU221006
WBC (10%/L) 18.6 16.2-21.2
Lym (%) 22.2 10.9-17.7
MID (%) 6.2 0.0-10.6
Gran (%) 71.6 65.5 - 80.1
Lym# (10%/L) 4.1 2.0-6.2
MID# (10%/L) 1.2 0.1-19
Gran# (10°/L) 13.3 9.5-17.7
RBC (10%/L) 5.45 5.08 - 5.88
HGB (g/dL) 17.3 16.7 - 18.3
HCT (%) 54.3 47.2 -56.2
MCV (fL) 99.7 88.4-100.4
MCH (pg) 31.7 28.2-35.8
MCHC (g/dL) 31.8 29.1-38.7
RDW-CV (%) 15.4 11.1-211
RDW-SD (fL) 54.8 43.5-63.5
PLT (10°%/L) 464 377 - 507
MPV (fL) 8.9 5.6-6.2
PDW (fL) 13.3
PCT (%) 0.41
P-LCR (%) 19.6
P-LCC (10°/L) 90
JVANGUARD
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«»DIAGON

Solutions beyond imagination

ASSAY VALUES AND EXPECTED RANGES

Vizsgalati értékek és varhaté tartomanyok

D-Check D

CONTROL

LOT: 1V0901
e 05-03-2023

Instruments: Urit-2900Plus
CONTROL “Low" CONTROL "Normal" CONTROL "High"
Parameter LOT: 1v0901 LOT: 1V0901 LOT: 1V0901
Mean #+ Limit e Mean + Limit R Mean + Limit Snge
Variation Variation Variation
WBC 10°/L 2305 18- 28 75210 65 - 85 18,7 £ 25 16,2 - 21,2
RBC 101 2,43 £ 0,20 2,23 - 263 4,47 £ 030 417 - 477 548 % 040 508 - 588
Hgb g/dL 69 205 64-74 135206 129 - 141 175 £ 08 16,7 - 183
gL 69 £5 64 - 74 1356 129 - 141 175 £ 8 167 - 183
Hct % 20,5 £30 175 - 235 395 %45 350 - 440 51,7 £ 45 47,2 - 56,2
LL 0,205 * 0,030 0,175 - 0,235 0,395 £ 0,045 0,350 - 0,440 0,517 £ 0,045 0,472 - 0,562
MCV fL 845 26,0 78,5 - 90,5 88,5 £6,0 825 - 945 944 £ 60 884 - 1004
MCH P9 284 £38 246 - 322 30,2 £38 264 - 340 320 £38 282 - 358
MCHC g/dL 336 48 288 - 384 341 248 293 - 389 339 48 291 - 38,7
gL 336 £ 48 288 - 384 341 £ 48 293 - 389 339 £ 48 291 - 387
RDW-CV % 159 £50 10,9 - 20,9 16,2 £50 112- 212 16,1 £ 50 114 - 21
RDW-SD fL 48,0 £80 40,0 - 56,0 50,6 £9.0 416 - 596 53,5 £ 10,0 435 - 63,5
Plt 10°L 76 £25 51 - 101 224 £ 45 179 - 269 442 £ 65 377 - 507
IMPV fL 10,5 £ 40 65 - 145 9,0 £30 60 - 120 86 £30 56 - 116
LYM# 10°/L 1,2%03 09- 15 24 £07 1,7 - 31 41 £ 21 20- 62
MID# 10°L 01 201 00- 02 04204 00- 08 10209 01-19
GRAN# 10°/L 1,0+03 07-13 47 07 40- 54 136 £ 41 95 - 17,7
LYM% % 526 £ 105 421 - 631 314 £ 94 220 - 408 219 £ 110 10,9 - 32,9
MID% % 52 %52 0,0 - 104 57 2567 00- 114 5353 0,0 - 106
GRAN% % 422 £127 295 - 549 629 £94 635 - 723 728 £73 65,5 - 80,1
DIAGON Ltd.
“ 48-52., Baross Str.
Budapest, Hungary
H-1047 VD
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Coefficient of Variation:

Precision (VDx Reagents)

1. Two fresh blood samples were collected and tested with the VDx Urit Reagents on Urit-
2900 Plus, 3 Part Hematology Analyzer.

2. The samples were tested in 07 replicates to study Precision.

3. Coefficient of Variation (CV %) was calculated.

Fresh Blood Sample-01, n = 07

Precision Evaluation report of Urit compatible reagent on Urit-2900Plus, 3 Part
Hematology Analyzer

Fresh Blood Sample-1

Parameters Ist lind Ird IVth Vth Vith Vlith Vilith IXth Xth Mean| sp o %
Repeat | Repeat | Repeat | Repeat | Repeat | Repeat | Repeat | Repeat | Repeat
WBC (10°/L) | 5.7 5.6 5.6 5.6 5.7 5.6 5.7 5.64 | 0.05 [ 0.01 | 0.95
Lym (%) 29.9 30.7 27.7 28.5 28.1 27.6 28.5 28.71| 1.16 | 0.04 | 4.04
MID (%) 5.8 6.3 6.3 6.5 6.6 5.8 6.5 6.26 | 0.33 | 0.05 | 5.29
Gran (%) 64.3 63 66 65 65.3 66.6 65 65.03 | 1.16 | 0.02 | 1.79
Lym# (10°/L) 1.7 1.8 1.6 1.6 1.6 1.6 1.7 1.66 | 0.08 | 0.05 | 4.75
MID# (10°/L) 0.3 0.4 0.4 0.4 0.4 0.3 0.4 0.37 | 0.05 | 0.13 | 13.14
Gran# (109/|_) 3.7 3.5 3.7 3.6 3.8 3.8 3.7 3.69 | 0.11 | 0.03 | 2.90
RBC (10'%/L) | 539 | 5.04 | 506 | 511 | 507 | 505 | 5.05 5.11 | 0.13 | 0.02 | 2.46
HGB (g/dL) 14.5 14.4 14.5 14.4 14.4 14.4 14.4 14.43 | 0.05 [ 0.00 | 0.34
HCT (%) 51.0 47.7 47.8 48.3 47.9 47.7 47.7 48.30| 1.21 | 0.03 | 2.50
MCV (fL) 94.8 94.7 94.6 94.6 94.6 94.6 94.6 94.64 | 0.08 | 0.00 | 0.08
MCH (pg) 26.9 28.5 28.6 28.1 28.4 28.5 28.5 28.21| 0.60 | 0.02 | 2.13
MCHC (g/dL) 28.4 30.1 30.3 29.8 30 30.1 30.1 29.83| 0.65 | 0.02 | 2.17
RDW-CV (%) 12.3 12.3 12.3 12.3 12.3 12.9 12.3 12.39( 0.23 | 0.02 | 1.83
RDW-SD (fL) 42.6 42.6 42.6 42.6 42.6 44.1 42.6 42.81| 0.57 | 0.01 | 1.32
PLT (10°/L) 330 306 307 314 314 311 308 312.86 8.21 | 0.03 | 2.63
MPV (fL) 10.7 10.6 10.1 10.6 10.5 10.5 10.4 1049 | 0.20 | 0.02 | 1.86
PDW (fL) 13.6 15.8 15.1 15.5 16.7 15.8 15.1 15.37 | 0.95 | 0.06 | 6.19
PCT (%) 0.35 0.32 0.31 0.33 0.32 0.32 0.32 0.32 | 0.01 | 0.04 | 3.92
P-LCR (%) 321 32.6 29.8 32.2 33 32 31.3 31.86 | 1.05 | 0.03 | 3.29
P-LCC (10°/L) 101 99 92 101 103 99 99 99.14 | 3.48 | 0.04 | 3.51
25 VANGUARD

Commercial Confidential

228|Page



Fresh Blood Sample-02, n = 08

Precision Evaluation report of Urit compatible reagent on Urit-2900Plus, 3 Part
Hematology Analyzer
Fresh Blood Sample-2
Parameters Ist lind lird IVth Vth Vith Viith | Vilith | IXth Xth Mean | sp o V%
Repeat |Repeat |[Repeat |Repeat |Repeat [Repeat |Repeat |Repeat [Repeat
WBC (109/|_) 6.6 6.8 6.8 6.8 6.6 6.7 6.6 6.6 6.69 | 0.10 | 0.01 | 1.48
Lym (%) 34.7 33 34.1 34.7 335 34.3 34.1 32.7 33.89( 0.75 | 0.02 | 2.21
MID (%) 7.4 7.5 6.8 6.7 7.7 7.4 6.9 7.3 7.21 | 036 | 0.05 | 5.05
Gran (%) 57.9 59.5 59.1 58.6 58.8 58.3 59 60 58.90( 0.66 | 0.01 | 1.13
Lym# (109/|_) 2.3 2.2 2.3 2.4 2.2 2.3 2.3 2.2 228 | 0.07 | 0.03 | 3.11
MID# (109/|_) 0.5 0.5 0.5 0.5 0.5 0.5 0.5 0.5 0.50 | 0.00 | 0.00 | 0.00
Gran# (10°/L) | 3.9 4 39 | 39 | 39 4 3.8 4 3.93 | 0.07 | 0.02 | 1.80
RBC (10%%/L) | 4.43 | 4.43 | 444 | 445 | 4.47 | 443 | 445 | 4.47 4.45 | 0.02 | 0.00 | 0.38
HGB (g/dL) 13.9 14.2 14.1 14.1 13.9 14 13.9 13.9 14.00| 0.12 | 0.01 | 0.85
HCT (%) 45.6 45.8 45.8 45.9 46 45.6 45.7 45.9 45.79 | 0.15 | 0.00 | 0.32
MCV (fL) 103 103.4 | 103.3 | 103.2 | 103.1 | 103.1 | 102.9 | 102.9 103.11| 0.18 | 0.00 | 0.18
MCH (pg) 31.3 32 31.7 31.6 31 31.6 31.2 31 3143 036 | 0.01 | 1.14
MCHC (g/dL) 30.4 31 30.7 30.7 30.2 30.7 30.4 30.2 30.54 | 0.28 | 0.01 | 0.93
RDW-CV (%) 13.7 13 13 13.1 14.2 13.7 12.5 13.1 13.29 | 0.54 | 0.04 | 4.05
RDW-SD (fL) 48.7 48.7 48.7 50.2 51.8 48.7 48.7 50.2 49.46 | 1.16 | 0.02 | 2.35
PLT (109/L) 256 261 263 263 263 258 257 257 259.75| 3.06 | 0.01 | 1.18
MPV (fL) 10.7 10.8 10.7 11 10.8 10.7 10.8 10.4 10.74 | 0.17 | 0.02 | 1.57
PDW (fL) 16.6 18.2 16.4 16.7 17.3 17.9 18.9 15.8 17.23| 1.04 | 0.06 | 6.05
PCT (%) 0.27 0.28 0.28 0.28 0.28 0.27 0.27 0.26 0.27 | 0.01 | 0.03 | 2.72
P-LCR (%) 31.6 35 35.6 35.2 343 331 33.6 319 33.79 | 1.51 | 0.04 | 4.46
P-LCC (109/L) 80 88 93 92 92 85 86 81 87.13 | 5.03 | 0.06 | 5.77
~)VANGUARD
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Conclusions

1. The VDx Urit 3 Part Hematology Reagents showed an excellent Coefficient of
Correlation (“r“) using Mindray original reagents as Reference.

2. All measured parameters showed values of “r“ in the range of 0.965 to 0.997 displaying
the highest degree of correlation between the reagents.

3. The VDx Urit 3 Part Hematology Reagents showed an excellent Coefficient of Variation
(CV %) for all parameters.

4. The CV % with the VDx Urit Reagents were found to be as under:

Parameters VDx Urit Reagents
(CV % - Precision)
0.08% - 2.63%

Measured Parameters

Calculated Parameters 1.32%-13.14%

5. Values obtained with 3™ Party controls from Diagon Hungary- Low, Normal & High
were found to be within the specified ranges for VDx Urit 3 Part Hematology Reagents.

6. The VDx Urit 3 Part Hematology Reagents were found to be accurate, precise and
comparable with the Mindray reference reagents in all the parameters identified for

the evaluation.

E/VAN_GUARD
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Index

Sr. No. Subject Page Nos.
1 Details of Reagents & Tests Conducted 233-234
2 Background Test 235
3 Coefficient of Correlation: Accuracy 236 - 252
4 Quality Control (Low, Normal & High) 253 - 257
5 Coefficient of Variation: Precision 258

(VDx Prokan Compatible Reagents)
6 Conclusions 259
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Details of Reagents

Type of Reagents

3 Part Hematology Reagents

Instrument Model

Prokan — Orion 60

Reference Reagents

Mindray Reference Reagents

Lot No : 2022091601
M-30D Diluent

Expiry Date. : 15-09-2024

Lot No : 2022021601
M-30 CF Lyse

Expiry Date. : 15-02-2024

Commercial Confidential
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Details of Tests Conducted

Tests Conducted

1 Background Test

2 Coefficient of Correlation: Accuracy

3 Quality Control (Low, Normal & High)

4 Coefficient of Variation: Precision
(VDx Prokan Compatible Reagents)
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Background Test

All Reagents: Vanguard Diagnostics | All Reagents:
Parameters VDx Diluent-P Lot- HYDP220304 Mindray as Reference

VDx Cleaner-P Lot- HVCP220908 M-30D Diluent Lot-2022091601

VDx Lyse-P Lot- HVLP220808 M-30CF Lyse Lot-2022021601
WBC (103/puL) 0.0 0.0
Lym (%) 0.0 0.0
MID (%) 0.0 0.0
Gran (%) 0.0 0.0
Lym# (103/uL) 0.0 0.0
MID# (103/uL) 0.0 0.0
Gran# (103/uL) 0.0 0.0
RBC (103/uL) 0.0 0.0
HGB (g/dL) 0.0 0.0
HCT (%) 0.0 0.0
MCV (fL) 0.0 0.0
MCH (pg) 0.0 0.0
MCHC (g/dL) 0.0 0.0
RDW-SD (fL) 0.0 0.0
RDW-CV (%) 0.0 0.0
PLT (103/pL) 0.0 0.0
MPV (fL) 0.0 0.0
PDW (%) 0.0 0.0
PCT (%) 0.0 0.0
P-LCR (%) 0.0
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Coefficient of Correlation Studies

IV.  The objective was to determine the correlation between the results obtained with the Vanguard
Compatible Prokan Reagents and the Mindray Reference Reagents.

“.n
r

V.  The Coefficient of Correlation (“r”) was calculated for each major parameter of the Complete

Blood Count.
VI.  The data has been presented in the form of:
1 Sample size
2 Mean x (X)
3 Mean y (Y)
4 Intercept (a)
5 Slope (b)
6 Regression line equation
7 Value of “r”
8 Linear Regression Graph
9 Raw Data of values
10 Histograms will be made available at the time of visit

Note: The correlation coefficient, is a numerical value between -1 and 1 that expresses the strength of the linear
relationship between two variables. When “r” is closer to 1 it indicates a strong positive relationship. A value of 0
indicates that there is no relationship. Values close to -1 signal a strong negative relationship between the two
variables.

Correlation coefficient formula: There are many formulas to calculate the correlation coefficient (all yielding the
same result). We used the following:

ﬂ'Z?:l Lilfi — E:!:l T Z?:l Yi
\/[” E:':l x — (Z?:l zi)?)(n Z?:1 yi — (Ef:l yi)?)

Where n is the total number of samples, xi (x1, x2,...,xn) are the x values and yi are the y values.

=

) VANGUARD I
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Coefficient of Correlation (“r”): WBC

x = Mindray Reference Reagents for Mindray-BC 3200, 3 Part Hematology Analyzer.

y = VDx Prokan Reagents for Prokan-Orion 60, 3 Part Hematology Analyzer.

“r" =0.991

Sample size: 10

Mean x (X): 7.37

Mean y (y): 7.16

Intercept (a): 0.28745015920369

Slope (b): 0.93250337052867

Regression line equation: y=0.28745015920369+0.93250337052867x

) VANGUARD
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Coefficient of Correlation (“r”): RBC

x = Mindray Reference Reagents for Mindray-BC 3200, 3 Part Hematology Analyzer.

y = VDx Prokan Reagents for Prokan-Orion 60, 3 Part Hematology Analyzer.

“r” =0.987

Sample size: 10

Mean x (X): 5

Mean y (y): 5.05

Intercept (a): 0.78529411764707

Slope (b): 0.85294117647059

Regression line equation: y=0.78529411764707+0.85294117647059x

) VANGUARD
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Coefficient of Correlation (“r”): Hemoglobin

x = Mindray Reference Reagents for Mindray-BC 3200, 3 Part Hematology Analyzer.
y = VDx Prokan Reagents for Prokan-Orion 60, 3 Part Hematology Analyzer.

“r” =0.992

Sample size: 10

Mean x (X): 13.25

Mean y (y): 13.27

Intercept (a): -0.034136874361339

Slope (b): 1.0040858018386

Regression line equation: y=1.0040858018386x-0.034136874361339

IAG
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Coefficient of Correlation (“r”): Platelets

x = Mindray Reference Reagents for Mindray-BC 3200, 3 Part Hematology Analyzer.

y = VDx Prokan Reagents for Prokan-Orion 60, 3 Part Hematology Analyzer.

“r” =0.994

Sample size: 10

Mean x (X): 225.6

Mean y (y): 229.1

Intercept (a): -2.6124109680038

Slope (b): 1.0270940202482

Regression line equation: y=1.0270940202482x-2.6124109680038

360+

320

300

) VANGUARD
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Coefficient of Correlation (“r”): MCV

x = Mindray Reference Reagents for Mindray-BC 3200, 3 Part Hematology Analyzer.
y = VDx Prokan Reagents for Prokan-Orion 60, 3 Part Hematology Analyzer.

“r” =0.996

Sample size: 10

Mean x (X): 88.28

Mean y (y): 89.89

Intercept (a): 2.1055650130758

Slope (b): 0.99438644072184

Regression line equation: y=2.1055650130758+0.99438644072184x

) VANGUARD
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Raw Data for

{4 "
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Sample - 01

All Reagents:
Vanguard Diagnostics All Reagents: Mindray as Reference
Parameters VDx Diluent-P Lot - HYDP220304 M-30D Diluent Lot - 2022091601

VDx Cleaner-P Lot - HVCP220908 M-30CF Lyse Lot - 2022021601
VDx Lyse-P Lot - HVLP220808

WBC (103/puL) 8.0 7.7

Lym (%) 30.8 30.4

MID (%) 6.8 4.8

Gran (%) 62.4 64.8

Lym# (103/uL) 2.5 2.3

MID# (103/pL) 0.6 0.4

Gran# (103/uL) 49 5.0

RBC (103/pL) 5.4 5.2

HGB (g/dL) 15.7 15.5

HCT (%) 52.0 49.6

MCV (fL) 96.3 95.2

MCH (pg) 29.0 29.6

MCHC (g/dL) 30.1 31.2

RDW-SD (fL) 42.7 44.6

RDW-CV (%) 12.8 13.2

PLT (103/uL) 173.0 165.0

MPV (fL) 11.4 10.6

PDW (%) 15.4 15.7

PCT (%) 0.2 0.2

P-LCR (%) 29.1
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Sample - 02

Commercial Confidential

C:nRgiuaaiznlt)?;gnostics ::I R;agentsR: f
Parameters | VDx Diluent-P Lot - HVDP220304 Mgof;‘éﬁie:t i:;n-c:ozzog 1601

VDx Cleaner-P Lot - HVCP220908 M-30CF Lyse Lot - 2022021601

VDx Lyse-P Lot - HVLP220808
WBC (10%/pL) 9.4 10.0
Lym (%) 33.7 32.9
MID (%) 8.1 8.0
Gran (%) 58.2 59.1
Lym#t (103/pL) 3.2 33
MID# (103/uL) 0.8 0.8
Gran# (103/uL) 5.4 5.9
RBC (103/uL) 4.7 4.7
HGB (g/dL) 12.1 12.0
HCT (%) 415 39.8
MCV (fL) 88.6 85.6
MCH (pg) 25.7 25.7
MCHC (g/dL) 29.1 30.1
RDW-SD (fL) 36.3 40.2
RDW-CV (%) 11.9 13.0
PLT (103/uL) 315.0 311.0
MPV (fL) 11.2 10.3
PDW (%) 15.1 15.7
PCT (%) 0.4 0.3
P-LCR (%) 27.7
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Sample - 03

Commercial Confidential

C:nRgiuaaiznlt)?;gnostics ::I R;agentsR: f
Parameters | VDx Diluent-P Lot - HVDP220304 Mgof;‘éﬁie:t i:;n-c:ozzog 1601

VDx Cleaner-P Lot - HVCP220908 M-30CF Lyse Lot -2022021601

VDx Lyse-P Lot - HVLP220808
WBC (103/uL) 5.2 5.3
Lym (%) 25.2 26.9
MID (%) 8.5 7.7
Gran (%) 66.3 65.4
Lym# (103/uL) 13 1.4
MID# (103/uL) 0.4 0.4
Gran# (103/uL) 3.5 3.5
RBC (103/uL) 5.0 4.9
HGB (g/dL) 14.0 14.0
HCT (%) 45.9 44.8
MCV (fL) 92.6 91.1
MCH (pg) 28.2 28.4
MCHC (g/dL) 30.5 31.2
RDW-SD (fL) 40.6 47.3
RDW-CV (%) 12.7 14.5
PLT (103/uL) 208.0 208.0
MPV (fL) 11.7 10.4
PDW (%) 15.6 15.6
PCT (%) 0.2 0.2
P-LCR (%) 31.7
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Sample - 04
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C:nRgiuaaiznlt)?;gnostics ::I R:agentsR: f
Parameters | VDx Diluent-P Lot - HVDP220304 Mgof;‘éﬁie:t i:;n-c:ozzog 1601

VDx Cleaner-P Lot - HVCP220908 M-30CF Lyse Lot - 2022021601

VDx Lyse-P Lot- HVLP220808
WBC (103/uL) 4.4 4.5
Lym (%) 30.2 29.3
MID (%) 4.6 6.5
Gran (%) 65.2 64.2
Lym# (103/uL) 13 13
MID# (103/uL) 0.2 0.3
Gran# (103/uL) 2.9 2.9
RBC (103/uL) 4.9 5.0
HGB (g/dL) 13.1 13.7
HCT (%) 45.1 45.0
MCV (fL) 91.6 90.0
MCH (pg) 26.5 27.3
MCHC (g/dL) 29.0 30.4
RDW-SD (fL) 40.6 43.8
RDW-CV (%) 12.8 13.6
PLT (103/uL) 166.0 168.0
MPV (fL) 11.6 11.4
PDW (%) 14.3 15.8
PCT (%) 0.2 0.2
P-LCR (%) 31.9
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Sample - 05
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A\‘Il:s\:zzgf:tl;‘i.agnostics :,:I RccleagentsR: P
Parameters | VDx Diluent-P Lot - HVDP220304 Mgof;‘éﬁie:t i:;n-c:ozzog 1601

VDx Cleaner-P Lot - HVCP220908 M-30CF Lyse Lot - 2022021601

VDx Lyse-P Lot- HVLP220808
WBC (103/uL) 8.0 8.5
Lym (%) 21.9 20.7
MID (%) 5.7 6.1
Gran (%) 72.4 73.2
Lym# (103/uL) 1.8 1.8
MID# (103/uL) 0.5 0.5
Gran# (103/uL) 5.7 6.2
RBC (103/uL) 5.1 5.1
HGB (g/dL) 13.8 14.0
HCT (%) 46.6 44.9
MCV (fL) 92.2 89.1
MCH (pg) 27.2 27.7
MCHC (g/dL) 29.6 31.1
RDW-SD (fL) 38.5 43.8
RDW-CV (%) 12.1 13.6
PLT (103/uL) 190.0 186.0
MPV (fL) 12.2 11.6
PDW (%) 15.4 15.1
PCT (%) 0.2 0.2
P-LCR (%) 35.7
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Sample - 06
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C:nRgiuaaiznlt)?;gnostics ::I R;agentsR: f
Parameters | VDx Diluent-P Lot - HVDP220304 Mgof;‘éﬁie:t i:;n-c:ozzog 1601

VDx Cleaner-P Lot - HVCP220908 M-30CF Lyse Lot - 2022021601

VDx Lyse-P Lot- HVLP220808
WBC (103/uL) 7.7 8.0
Lym (%) 27.9 27.4
MID (%) 7.9 7.8
Gran (%) 64.2 64.8
Lym# (103/uL) 2.2 2.2
MID# (103/uL) 0.6 0.6
Gran# (103/uL) 49 5.2
RBC (103/uL) 5.9 6.0
HGB (g/dL) 11.5 11.5
HCT (%) 40.9 41.0
MCV (fL) 69.8 68.7
MCH (pg) 19.6 19.2
MCHC (g/dL) 28.1 28.0
RDW-SD (fL) 36.3 38.5
RDW-CV (%) 14.4 16.7
PLT (103/uL) 222.0 215.0
MPV (fL) 9.3 9.7
PDW (%) 9.5 14.9
PCT (%) 0.2 0.2
P-LCR (%) 10.3
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Sample - 07

All Reagents:
Vanguard Diagnostics

All Reagents:
Mindray as Reference

Commercial Confidential

Parameters VDx Diluent-P Lot - HYDP220304 M-30D Diluent Lot - 2022091601
VDx Cleaner-P Lot - HVCP220908 M-30CF Lyse Lot - 2022021601
VDx Lyse-P Lot - HVLP220808

WBC (103/puL) 4.2 4.3
Lym (%) 38.9 41.5
MID (%) 7.9 6.0
Gran (%) 53.2 52.5
Lym# (103/uL) 1.6 1.8
MID# (103/uL) 0.3 0.2
Gran# (103/uL) 2.3 2.3
RBC (103/uL) 4.4 4.3
HGB (g/dL) 13.6 13.5
HCT (%) 43.9 42.3
MCV (fL) 100.3 99.0
MCH (pg) 31.0 31.5
MCHC (g/dL) 30.9 31.5
RDW-SD (fL) 40.6 43.8
RDW-CV (%) 11.7 12.2
PLT (103/uL) 206.0 211.0
MPV (fL) 10.5 8.7
PDW (%) 13.6 15.5
PCT (%) 0.2 0.2
P-LCR (%) 21.0
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Sample - 08
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C:nRgiuaaiznlt)?;gnostics ::I R;agentsR: f
Parameters | VDx Diluent-P Lot - HVDP220304 Mgof;‘éﬁie:t i:;n-c:ozzog 1601

VDx Cleaner-P Lot - HVCP220908 M-30CF Lyse Lot - 2022021601

VDx Lyse-P Lot - HVLP220808
WBC (103/uL) 8.5 9.0
Lym (%) 29.2 27.9
MID (%) 5.3 6.3
Gran (%) 65.5 65.8
Lym# (103/uL) 2.5 2.5
MID# (103/uL) 0.5 0.6
Gran# (103/uL) 5.5 5.9
RBC (103/uL) 4.1 3.8
HGB (g/dL) 13.3 12.9
HCT (%) 42.7 39.9
MCV (fL) 105.6 105.4
MCH (pg) 32.8 34.0
MCHC (g/dL) 31.1 32.3
RDW-SD (fL) 42.7 51.6
RDW-CV (%) 11.7 14.2
PLT (103/uL) 357.0 343.0
MPV (fL) 10.2 8.2
PDW (%) 13.3 15.4
PCT (%) 0.4 0.3
P-LCR (%) 18.2
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Sample - 09
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C:nZiaagrzn;?;gnostics ::I R;agentsR: f
Parameters | VDx Diluent-P Lot- HVDP220304 Mgof;‘éﬁie:t i::in-c:ozzog 1601

VDx Cleaner-P Lot - HVCP220908 M-30CF Lyse Lot - 2022021601

VDx Lyse-P Lot - HVLP220808
WBC (103/uL) 8.5 8.5
Lym (%) 21.3 21.1
MID (%) 3.5 7.0
Gran (%) 75.2 71.9
Lym# (103/uL) 1.8 1.8
MID# (103/uL) 0.3 0.6
Gran# (103/uL) 6.4 6.1
RBC (103/uL) 51 5.0
HGB (g/dL) 14.0 13.9
HCT (%) 46.8 44.6
MCV (fL) 92.2 89.8
MCH (pg) 27.5 27.9
MCHC (g/dL) 29.9 31.1
RDW-SD (fL) 40.6 42.8
RDW-CV (%) 12.7 13.2
PLT (103/uL) 202.0 191.0
MPV (fL) 12.2 11.6
PDW (%) 15.4 15.4
PCT (%) 0.2 0.2
P-LCR (%) 36.0
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Sample - 10

All Reagents:
Vanguard Diagnostics

All Reagents:
Mindray as Reference

Parameters VDx Diluent-P Lot - HYDP220304 M-30D Diluent Lot -2022091601
VDx Cleaner-P Lot - HVCP220908 M-30CF Lyse Lot - 2022021601
VDx Lyse-P Lot - HVLP220808
WBC (103/puL) 7.7 7.9
Lym (%) 28.3 27.0
MID (%) 8.7 5.1
Gran (%) 63.0 67.9
Lym# (103/uL) 2.2 2.1
MID# (103/pL) 0.7 0.4
Gran# (103/uL) 4.8 5.4
RBC (103/uL) 5.9 6.0
HGB (g/dL) 11.5 11.5
HCT (%) 40.7 41.1
MCV (fL) 69.7 68.9
MCH (pg) 19.6 19.2
MCHC (g/dL) 28.2 27.9
RDW-SD (fL) 36.3 40.2
RDW-CV (%) 14.5 16.7
PLT (103/pL) 252.0 258.0
MPV (fL) 9.9 10.6
PDW (%) 10.2 15.4
PCT (%) 0.2 0.3
P-LCR (%) 18.1
) YANGLARD
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Performance with Hematology 3™ Party Controls

Diagon D Check D

Low, Normal & High Controls

Lot No: 1V0901
Expiry : 05.03.2023

‘_/)VANE]UARD
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(Low Control, Lot - 1V0901, Expiry Date:

Diagon D Check D

05.03.2023)

All Reagents: Vanguard Diagnostics
VDx Diluent-P Lot- HYDP220304

Parameters VDx Cleaner-P Lot- HVCP220908 Range
VDx Lyse-P Lot- HVLP220808
WBC (10%/uL) 2.3 1.8-2.8
Lym (%) 46.7 34.8-58.0
MID (%) 7.3 0.0-14.2
Gran (%) 46.0 30.2-62.8
Lym# (10%/pL) 1.10 0.8-1.4
MID# (10%/pL) 0.20 0.0-0.4
Grant# (10%/uL) 1.00 0.6-1.4
RBC (10%/uL) 2.54 235-2.75
HGB (g/dL) 6.8 6.5-7.5
HCT (%) 23.0 20.8-26.8
MCV (fL) 90.90 87.4-99.4
MCH (pg) 26.7 23.4-31.0
MCHC (g/dL) 29.5 24.4-34.0
RDW-SD (fL) 55.6 51.3-57.3
RDW-CV (%) 17.7 11.9-21.9
PLT (10%/uL) 67 38-88
MPV (fL) 9.9 7.1-13.1
PDW (%) 10.7 6.2-18.2
PCT (%) 0.06 0.02-0.10
P-LCR (%) 11.9
N YANGUARD
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Diagon D Check D

(Normal Control, Lot - 1V0901, Expiry Date: 05.03.2023)

All Reagents: Vanguard Diagnostics
Parameters VDx Diluent-P Lot- HYDP220304 Range
VDx Cleaner-P Lot- HVCP220908
VDx Lyse-P Lot- HVLP220808
WBC (103/uL) 7.1 6.3-8.3
Lym (%) 27.2 17.8-37.0
MID (%) 9.2 0.0-17.2
Gran (%) 63.6 48.0 - 80.0
Lym# (103/uL) 1.90 1.3-27
MID# (103/uL) 0.70 0.0-1.2
Gran#t (103/uL) 4.50 3.5-5.9
RBC (103/uL) 4.79 4.32-4.92
HGB (g/dL) 13.9 13.0- 14.2
HCT (%) 45.6 41.2-49.2
MCV (fL) 95.2 91.8-103.8
MCH (pg) 29.0 25.7-33.3
MCHC (g/dL) 30.4 25.4-35.0
RDW-SD (fL) 55.6 53.4-59.4
RDW-CV (%) 16.9 11.8-21.8
PLT (103/uL) 219 171 - 261
MPV (L) 10.5 73-13.6
PDW (%) 10.7 6.8 -18.8
PCT (%) 0.22 0.17-0.29
P-LCR (%) 15.2
%) VANGUARD
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Diagon D Check D

(High Control, Lot - 1V0901, Expiry Date: 05.03.2023)
All Reagents: Vanguard Diagnostics
Parameters VDx Diluent-P Lot- HYDP220304 Range
VDx Cleaner-P Lot- HVCP220908
VDx Lyse-P Lot- HVLP220808

WBC (103/puL) 17.0 15.1-20.1
Lym (%) 20.0 10.9 - 28.7
MID (%) 10.6 0.0-154
Gran (%) 69.4 54.4 - 90.6
Lym# (103/uL) 3.4 1.6-5.4
MID# (103/uL) 1.8 0.0-2.8
Gran# (103/pL) 11.8 8.9-16.5
RBC (103/uL) 5.84 5.34-6.14
HGB (g/dL) 18.0 17.2-18.8
HCT (%) 58.6 55.0- 64.0
MCV (fL) 100.5 97.7 - 109.7
MCH (pg) 30.8 27.6 - 35.2
MCHC (g/dL) 30.7 25.5-35.1
RDW-SD (fL) 55.6 53.3-59.3
RDW-CV (%) 16.0 10.8-20.8
PLT (103/pL) 485 446 - 576
MPV (fL) 10.7 7.9-13.9
PDW (%) 11.5 7.4-19.4
PCT (%) 0.51 0.46 - 0.66
P-LCR (%) 15.4

Commercial Confidential
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«» DIAGON D-Check D

Solutions beyond imagination

[ CONTROL |

ASSAY VALUES AND EXPECTED RANGES LOT: 1V0901
2 05-03-2023

Instruments: Prokan ORION 60
CONTROL "“Low" CONTROL “Normal” CONTROL "“High"
P fa LoT: 1V0901 LOT: 1 :0901 LOT: 1V0901
Mean + Limit VF::;?;n Mean + Limit Va?:::m Mean + Limit VZ:Z?:Zn
WBC 10°L 23+05 18- 28 73+10 63- 83 176 £ 25 15,1 - 20,1
|RBC 10"%L 2,55 £0,20 235- 275 4,62 0,30 432 - 4,92 5,74 0,40 534 - 6,14
Hgb g/dL 7,0+05 65- 75 136 £ 06 13,0 - 14,2 18,0 + 08 17,2 - 18,8
gL 705 65 - 75 136 £ 6 130 - 142 180 £ 8 172 - 188
Het % 238 £30 20,8 - 26,8 452 + 4,0 412 - 492 595 £ 45 550 - 64,0
L 0,238 + 0,030 0,208 - 0,268 0,452 £ 0,040 0,412 - 0,492 0,595 + 0,045 0,550 - 0,640
MCV fL 934 6,0 87,4 - 994 97,8 6,0 91,8 - 1038 103,7 £ 6,0 97,7 - 109,7
MCH pg 27,2+38 234 - 31,0 295 +38 257 - 333 314 +38 276 - 352
MCHC g/dL 292 +48 244 - 34,0 30,2 +48 254 - 350 303 +48 255 - 35,1
gL 292 +48 244 - 340 302 + 48 254 - 350 303 + 48 255 - 351
RDW-SD fL 54,3 3,0 51,3 - 57,3 56,4 £ 3,0 534 - 59,4 56,3 30 533 - 59,3
RDW-CV % 16,9 £50 1,9- 219 16,8 £50 18- 218 158 50 10,8 - 20,8
Pit 10°L 63 25 38 - 88 216 £ 45 171 - 261 511 £ 65 446 - 576
MPV fL 10,1 £30 7.4~ 184 10,6 £30 76- 136 10,9 + 30 79- 139
PDW % 12260 62 - 182 12,8 £6,0 68 - 188 134 £ 60 74- 194
PCT % 0,06 + 0,04 0,02 - 0,10 0,23 + 0,06 0,17 - 0,29 0,56 + 0,10 0,46 - 0,66
LYMPH# 10°L 11103 08- 14 20+07 13- 27 35%19 16- 54
MID# 10°L 0,2+02 00- 04 06 +06 00- 12 14 14 00- 28
GRAN# 10°L 1,004 06- 14 47112 35- 59 12,7 £ 38 89 - 165
LYMPH% % 46,4 £ 11,6 34,8 - 58,0 274 £96 17,8 - 37,0 19,8 £ 89 109 - 28,7
MID% % 71 £71 00 - 14,2 86 +86 00 - 17,2 IT 2T 00- 154
GRAN% % 46,5 + 16,3 30,2 - 62,8 64,0 £ 16,0 48,0 - 80,0 72,5 £ 181 544 - 90,6
DIAGON Ltd.
48-52., Baross Str.
u Budapest, Hungary | V D C €
H-1047
25 VANGUARD
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Coefficient of Variation:

Precision (VDx Reagents)

1. Fresh blood sample was collected and tested with the VDx Prokan Reagents on Prokan
Orion 60, 3 Part Hematology Analyzer.

2. The sample was tested in 09 replicates to study Precision.

3. Coefficient of Variation (CV %) was calculated.

Fresh Blood Sample,

n

09

Hematology Analyzer

Precision Evaluation report of VDx Prokan compatible reagent on Prokan-Orion60, 3 Part

Fresh Blood Sample

Commercial Confidentia

D arameaters Ist lind lird IVth Vth Vith Viith | Viiith IXth Xth Mean| sp o V%
Repeat | Repeat | Repeat | Repeat | Repeat | Repeat | Repeat | Repeat | Repeat
WBC (103/pj_) 7.4 7.6 7.4 7.3 7.3 7.3 7.5 7.4 7.3 739 | 0.11 | 0.01 | 1.43
Lym (%) 36.2 36.4 36.3 35.8 36.7 37.1 37.5 36.8 36.8 36.62 | 0.51 | 0.01 | 1.39
MID (%) 5.9 6.5 5.0 6.2 4.7 4.8 43 6.7 4.1 5.36 | 0.98 | 0.18 | 18.30
Gran (%) 57.9 57.1 58.7 58 58.6 58.1 58.2 56.5 59.1 58.02 | 0.80 | 0.01 | 1.39
Lym# (103/l1|-) 2.7 2.8 2.7 2.6 2.7 2.7 2.8 2.7 2.7 2.71 | 0.06 | 0.02 | 2.22
MID# (103/H|-) 0.4 0.5 0.4 0.5 0.3 0.4 0.3 0.5 0.3 0.40 | 0.09 | 0.22 | 21.65
Gran# (103/p|_) 43 43 4.3 4.2 43 4.2 4.4 4.2 43 4.28 | 0.07 | 0.02 | 1.56
RBC (103/l1|-) 5.54 5.74 5.55 5.42 5.42 5.49 5.49 5.42 5.46 5.50 | 0.10 | 0.02 | 1.85
HGB (g/dL) 15.7 16.1 15.6 15.5 15.4 15.7 15.5 15.5 155 15.61| 0.21 | 0.01 | 1.34
HCT (%) 51.7 52.9 51.1 50 49.8 50.4 50.5 49.7 50.2 50.70 | 1.04 | 0.02 | 2.05
MCV (fL) 92.2 92.2 92.2 92.4 92 91.9 92 91.8 92.1 92.09 ( 0.18 | 0.00 | 0.20
MCH (pg) 28.3 28 28.1 28.5 28.4 28.5 28.2 28.5 28.3 28.31| 0.18 | 0.01 | 0.65
MCHC (g/dL) 30.7 30.4 30.5 31 30.9 311 30.6 31.1 30.8 30.79 | 0.26 | 0.01 | 0.84
RDW-SD (fL) 40.6 38.5 40.6 40.6 40.6 38.5 40.6 38.5 40.6 39.90| 1.05 | 0.03 | 2.63
RDW-CV (%) 12.7 12.1 12.7 12.6 12.8 12.1 12.8 12.1 12.8 12.52| 0.32 | 0.03 | 2.58
PLT(103/HU 222 206 222 217 219 211 219 211 222 216.56| 5.85 [ 0.03 | 2.70
MPV (fL) 11.0 10.4 10.8 10.9 10.9 11 10.9 11 111 10.89 | 0.20 | 0.02 | 1.86
PDW (%) 15.6 13.8 15.4 15.4 15.1 15.4 15.4 15.4 15.4 15.21| 0.54 | 0.04 | 3.58
PCT (%) 0.24 0.21 0.23 0.23 0.23 0.23 0.23 0.23 0.24 0.23 | 0.01 | 0.04 | 3.77
P-LCR (%) 27.7 24.2 26.1 27 25.9 27 26.1 27.1 27.1 26.47 | 1.04 | 0.04 | 3.92
25 VANGUARD
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Conclusions

4. The VDx Prokan 3 Part Hematology Reagents showed an excellent Coefficient of

“
r

Correlation (“r“) using Mindray original Reagents as Reference.

5. All measured parameters showed values of “r”in the range of 0.950 to 0.996 displaying
the highest degree of correlation between the reagents.

6. The VDx Prokan 3 Part Hematology Reagents showed an excellent Coefficient of

Variation (CV %) for all parameters.

7. The CV % with the VDx Prokan Reagents were found to be as under:

Parameters VDx Prokan Reagents
(CV % - Precision)
0.20% - 2.70%

Measured Parameters

Calculated Parameters 0.65% - 21.65%

8. Values obtained with 3™ Party controls from Diagon Hungary- Low, Normal & High were
found to be within the specified ranges for VDx Prokan 3 Part Hematology Reagents.

9. The VDx Prokan 3 Part Hematology Reagents were found to be accurate, precise and
comparable with the Mindray Reference Reagents in all the parameters identified for

the evaluation.

E/VAN_GUARD
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Details of Reagents

Type of Reagents

3 Part Hematology Reagents

Instrument Model

Rayto — Councell 23 Plus

Reference Reagents

Mindray Reference Reagents

Lot No : 2022091601
M-30D Diluent

Expiry Date : 15-09-2024

Lot No : 2022021601
M-30 CF Lyse

Expiry Date : 15-02-2024

Commercial Confidential
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Details of Tests Conducted

Tests Conducted

1 Background Test

2 Coefficient of Correlation: Accuracy

3 Quality Control (Low, Normal & High)

4 Coefficient of Variation: Precision
(VDx Rayto Compatible Reagents)
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Background Test

All Reagents: Vanguard Diagnostics | All Reagents:
Parameters Diluent-R Lot- HYDR220902 Mindray .as Reference

Lyse-R Lot- HVCR211004 M-30D Diluent Lot-2022091601

Cleaner-R Lot- HYDTR220904 M-30CF Lyse Lot-2022021601
WBC (103/pL) 0.0 0.0
Lym (%) 0.0 0.0
MID (%) 0.0 0.0
Gran (%) 0.0 0.0
Lym# (103/uL) 0.0 0.0
MID# (103/uL) 0.0 0.0
Gran# (103/uL) 0.0 0.0
RBC (103/pL) 0.0 0.0
HGB (g/dL) 0.0 0.0
HCT (%) 0.0 0.0
MCV (fL) 0.0 0.0
MCH (pg) 0.0 0.0
MCHC (g/dL) 0.0 0.0
RDW-SD (fL) 0.0 0.0
RDW-CV (%) 0.0 0.0
PLT (103/uL) 0.0 0.0
MPV (fL) 0.0 0.0
PDW (%) 0.0 0.0
PCT (%) 0.0 0.0
P-LCR (%) 0.0
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Coefficient of Correlation Studies

I.  The objective was to determine the correlation between the results obtained with the Vanguard
Compatible Rayto Reagents and the Mindray Reference Reagents.

“.n
r

II.  The Coefficient of Correlation (“r”) was calculated for each major parameter of the Complete

Blood Count.

lll.  The data has been presented in the form of:

1 Sample size

2 Mean x (X)

3 Mean y (Y)

4 Intercept (a)

5 Slope (b)

6 Regression line equation

7 Value of “r”

8 Linear Regression Graph

9 Raw Data of values

10 Histograms will be made available at the time of visit

Note: The correlation coefficient, is a numerical value between -1 and 1 that expresses the strength of the linear
relationship between two variables. When “r” is closer to 1 it indicates a strong positive relationship. A value of 0
indicates that there is no relationship. Values close to -1 signal a strong negative relationship between the two
variables.

Correlation coefficient formula: There are many formulas to calculate the correlation coefficient (all yielding the
same result). We used the following:

ﬂ'Z?:l Lilfi — E:!:l T Z?:l Yi
\/[” E:':l x — (Z?:l zi)?)(n Z?:1 yi — (Ef:l yi)?)

Where n is the total number of samples, xi (x1, x2,...,xn) are the x values and yi are the y values.

=
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Coefficient of Correlation (“r”): WBC

x = Reference Mindray Reagents for Mindray-BC 3200, 3 Part Hematology Analyzer.
y = VDx Rayto Reagents for Rayto - Councell 23 Plus, 3 Part Hematology Analyzer.

“r’" =0.997

Sample size: 10

Mean x (X): 8.58

Mean y (y): 8.538

Intercept (a): -0.30586683960226

Slope (b): 1.0307537109094

Regression line equation: y=1.0307537109094x-0.30586683960226

) VANGUARD
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Coefficient of Correlation (“r”): RBC

x = Reference Mindray Reagents for Mindray-BC 3200, 3 Part Hematology Analyzer.

y = VDx Rayto Reagents for Rayto - Councell 23 Plus, 3 Part Hematology Analyzer.

“r” =0.967

Sample size: 10

Mean x (X): 5.093

Mean y (Y): 4.992

Intercept (a): 0.69761210038572

Slope (b): 0.84319416839079

Regression line equation: y=0.69761210038572+0.84319416839079x

) VANGUARD
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Coefficient of Correlation (“r”): Hemoglobin

x = Reference Mindray Reagents for Mindray-BC 3200, 3 Part Hematology Analyzer.
y = VDx Rayto Reagents for Rayto - Councell 23 Plus, 3 Part Hematology Analyzer.

“r” =0.954

Sample size: 10

Mean x (X): 15.38

Mean y (y): 15.24

Intercept (a): 1.1329715061066

Slope (b): 0.91723202170958

Regression line equation: y=1.1329715061066+0.91723202170958x

) VANGUARD
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Coefficient of Correlation (“r”): Platelets

x = Reference Mindray Reagents for Mindray-BC 3200, 3 Part Hematology Analyzer.
y = VDx Rayto Reagents for Rayto - Councell 23 Plus, 3 Part Hematology Analyzer.

“r” =0.989

Sample size: 10

Mean x (X): 277.7

Mean y (y): 262.2

Intercept (a): 19.201129232413

Slope (b): 0.87504094622826

Regression line equation: y=19.201129232413+0.87504094622826x
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Commercial Confidential

269|Page



Coefficient of Correlation (“r”): MCV

x = Reference Mindray Reagents for Mindray-BC 3200, 3 Part Hematology Analyzer.

y = VDx Rayto Reagents for Rayto - Councell 23 Plus, 3 Part Hematology Analyzer.

“r” =0.980

Sample size: 10

Mean x (X): 96.03

Mean y (y): 95.89

Intercept (a): 25.808515257469

Slope (b): 0.72978740750319

Regression line equation: y=25.808515257469+0.72978740750319x

0

0

87.5 92.5 a5 L 1 102.5
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Raw Data for

a "
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Sample - 01

C:nzzaagrznlg?;gnostics ::I R;agent: £
Parameters Diluent-R Lot- HVDR220902 Mi';m';a‘éialze:t i:;n-c:ozzog 1601

Lyse-R Lot- HVCR211004 M-30CF Lyse Lot - 2022021601

Cleaner-R Lot- HVYDTR220904
WBC (10°/L) 9.55 9.80
Lymph # (10%/L) 3.01 2.60
Mid # (10%/L) 0.67 0.60
Gran # (10°/L) 5.87 6.60
Lymph (%) 31.47 26.60
Mid (%) 7.02 6.60
Gran (%) 61.51 66.80
RBC (102/L) 5.42 5.65
HGB (g/dL) 15.70 16.30
MCHC (g/dL) 31.36 31.10
MCH (pg) 28.96 28.80
MCV (fl) 92.35 92.90
RDW-CV (%) 12.55 14.20
RDW-SD (fL) 41.30 46.30
HCT (%) 50.06 52.40
PLT (10%/L) 172.00 172.00
MPV (fL) 9.38 11.60
PDW (%) 8.65 15.60
PCT (%) 0.16 0.20
PLCR (%) 86.44

1§ VANGUARD

TAGNOSTICS 272|Page

Commercial Confidential



Sample - 02

Vanguard Disgnostics MiResgents:
T et cronions | W00 Derta ssoets
Cleaner-R Lot- HVDTR220904
WBC (10%/L) 9.96 10.00
Lymph # (10%/L) 3.02 2.60
Mid # (10%/L) 0.45 1.00
Gran # (10°/L) 6.49 6.40
Lymph (%) 30.36 26.00
Mid (%) 4.48 9.70
Gran (%) 65.16 64.30
RBC (102/1) 4.60 4.76
HGB (g/dL) 14.60 14.90
MCHC (g/dL) 32.57 31.50
MCH (pg) 31.72 31.30
MCV (fl) 97.39 99.40
RDW-CV (%) 11.60 14.60
RDW-SD (fL) 40.27 48.90
HCT (%) 44.83 47.30
PLT (10%/L) 175.00 186.00
MPV (fL) 8.43 9.90
PDW (%) 10.56 16.00
PCT (%) 0.15 0.18
PLCR (%) 78.21
%) VANGUARD
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Sample - 03

Vanguard Disgnostics MiResgents:
T et cronions | W00 Derta ssoets
Cleaner-R Lot- HVDTR220904

WBC (10%/L) 8.38 8.40
Lymph # (10%/L) 3.16 2.60
Mid # (10%/L) 0.40 0.70
Gran # (10°/L) 4.82 5.10
Lymph (%) 37.70 31.30
Mid (%) 4.78 8.90
Gran (%) 52.52 59.80
RBC (102/1) 4.95 5.20
HGB (g/dL) 15.10 15.10
MCHC (g/dL) 32.24 31.10
MCH (pg) 30.48 29.00
MCV (fl) 94.55 93.10
RDW-CV (%) 12.30 12.80
RDW-SD (fL) 41.02 42.80
HCT (%) 46.83 48.40
PLT (10%/L) 257.00 285.00
MPV (fL) 7.33 8.10
PDW (%) 13.66 15.20
PCT (%) 0.19 0.23
PLCR (%) 70.70
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Sample - 04

All Reagents: Vanguard Diagnostics | All Reagents:
Parameters Diluent-R Lot- HYDR220902 Mindray .as Reference

Lyse-R Lot- HVCR211004 M-30D Diluent Lot - 2022091601

Cleaner-R Lot- HYDTR220904 M-30CF Lyse Lot - 2022021601
WABC (10°/L) 6.51 6.60
Lymph # (10°/L) 2.05 1.80
Mid # (10°/L) 0.27 0.50
Gran # (109/L) 4.19 4.30
Lymph (%) 31.56 27.00
Mid (%) 4.22 8.60
Gran (%) 64.22 64.40
RBC (102/L) 4.80 4.80
HGB (g/dL) 14.70 14.80
MCHC (g/dL) 31.55 31.40
MCH (pg) 30.61 30.80
MCV (fl) 97.03 98.30
RDW-CV (%) 11.84 14.20
RDW-SD (fL) 40.51 51.60
HCT (%) 46.60 47.10
PLT (10°/L) 395.00 412.00
MPV (fL) 7.00 7.80
PDW (%) 14.84 15.40
PCT (%) 0.28 0.32
PLCR (%) 65.15
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Sample - 05

All Reagents: Vanguard Diagnostics | All Reagents:
Parameters Diluent-R Lot- HYDR220902 Mindray .as Reference

Lyse-R Lot- HVCR211004 M-30D Diluent Lot - 2022091601

Cleaner-R Lot- HVYDTR220904 M-30CF Lyse Lot - 2022021601
WBC (10°/L) 10.60 10.60
Lymph # (10°/L) 3.50 2.90
Mid # (10%/L) 1.57 1.40
Gran # (10°/L) 5.53 6.30
Lymph (%) 33.04 27.10
Mid (%) 14.75 13.30
Gran (%) 52.21 59.60
RBC (10%2/L) 5.51 5.53
HGB (g/dL) 16.30 16.50
MCHC (g/dL) 31.63 32.40
MCH (pg) 29.56 29.80
MCV (fl) 93.47 92.00
RDW-CV (%) 12.52 12.10
RDW-SD (fL) 41.27 42.00
HCT (%) 51.54 50.80
PLT (10%/L) 282.00 291.00
MPV (fL) 7.73 8.80
PDW (%) 12.41 15.70
PCT (%) 0.22 0.26
PLCR (%) 70.77
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Sample - 06

All Reagents: Vanguard Diagnostics | All Reagents:
Parameters Diluent-R Lot- HYDR220902 Mindray .as Reference

Lyse-R Lot- HVCR211004 M-30D Diluent Lot - 2022091601

Cleaner-R Lot- HYDTR220904 M-30CF Lyse Lot - 2022021601
WABC (10°/L) 6.70 6.90
Lymph # (10°/L) 2.11 1.90
Mid # (10%/L) 0.31 0.60
Gran # (10%/L) 4.28 4.40
Lymph (%) 31.44 27.50
Mid (%) 4.59 8.60
Gran (%) 63.97 63.90
RBC (102/L) 4.81 5.03
HGB (g/dL) 14.70 15.10
MCHC (g/dL) 31.41 30.70
MCH (pg) 30.54 30.00
MCV (fl) 97.25 97.80
RDW-CV (%) 11.80 13.60
RDW-SD (fL) 40.47 49.90
HCT (%) 46.80 49.10
PLT (10°/L) 379.00 429.00
MPV (fL) 7.03 7.80
PDW (%) 14.75 15.40
PCT (%) 0.27 0.33
PLCR (%) 65.24
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Sample - 07

All Reagents: Vanguard Diagnostics | All Reagents:
Parameters Diluent-R Lot- HYDR220902 Mindray .as Reference

Lyse-R Lot- HVCR211004 M-30D Diluent Lot -2022091601

Cleaner-R Lot- HYDTR220904 M-30CF Lyse Lot -2022021601
WBC (10%/L) 5.65 5.70
Lymph # (10°/L) 2.47 2.00
Mid # (10°/L) 0.47 0.70
Gran # (109/L) 2.71 3.00
Lymph (%) 43.53 34.50
Mid (%) 8.25 12.10
Gran (%) 48.22 53.40
RBC (10'2/L) 5.67 5.85
HGB (g/dL) 16.40 16.30
MCHC (g/dL) 32.19 31.90
MCH (pg) 28.90 27.80
MCV (fl) 89.81 87.30
RDW-CV (%) 13.33 12.20
RDW-SD (fL) 42.23 38.50
HCT (%) 50.95 51.00
PLT (10°/L) 226.00 215.00
MPV (fL) 7.73 8.70
PDW (%) 12.40 15.50
PCT (%) 0.17 0.19
PLCR (%) 71.64
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Sample - 08

All Reagents: Vanguard Diagnostics | All Reagents:
Parameters Diluent-R Lot- HYDR220902 Mindray .as Reference

Lyse-R Lot- HVCR211004 M-30D Diluent Lot -2022091601

Cleaner-R Lot- HYDTR220904 M-30CF Lyse Lot - 2022021601
WABC (10°/L) 7.61 7.70
Lymph # (10°/L) 3.47 3.10
Mid # (10%/L) 0.29 0.60
Gran # (10°/L) 3.85 4.00
Lymph (%) 45.53 40.40
Mid (%) 3.86 8.10
Gran (%) 50.61 51.50
RBC (102/L) 4.72 4.80
HGB (g/dL) 15.70 15.80
MCHC (g/dL) 32.54 31.70
MCH (pg) 33.26 32.90
MCV (fl) 102.23 103.80
RDW-CV (%) 11.03 13.80
RDW-SD (fL) 39.76 52.50
HCT (%) 48.25 49.80
PLT (10°/L) 306.00 326.00
MPV (fL) 7.27 8.10
PDW (%) 13.87 15.50
PCT (%) 0.22 0.26
PLCR (%) 66.33
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Sample - 09

All Reagents: Vanguard Diagnostics | All Reagents:
Parameters Diluent-R Lot- HYDR220902 Mindray .as Reference

Lyse-R Lot- HVCR211004 M-30D Diluent Lot -2022091601

Cleaner-R Lot- HYDTR220904 M-30CF Lyse Lot - 2022021601
WABC (10°/L) 10.30 10.10
Lymph # (10°/L) 4.08 3.50
Mid # (10%/L) 0.52 0.90
Gran # (10%/L) 5.70 5.70
Lymph (%) 39.62 34.20
Mid (%) 5.02 8.90
Gran (%) 55.36 56.90
RBC (10%%/L) 4.98 4.98
HGB (g/dL) 15.20 15.00
MCHC (g/dL) 31.97 31.50
MCH (pg) 30.50 30.10
MCV (fl) 95.39 95.50
RDW-CV (%) 12.14 13.30
RDW-SD (fL) 40.84 45.40
HCT (%) 47.54 47.50
PLT (10°/L) 180.00 198.00
MPV (fL) 8.86 11.10
PDW (%) 9.60 15.80
PCT (%) 0.16 0.22
PLCR (%) 83.16
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Sample - 10

All Reagents: Vanguard Diagnostics | All Reagents:
Parameters Diluent-R Lot- HYDR220902 Mindray .as Reference

Lyse-R Lot- HVCR211004 M-30D Diluent Lot-2022091601

Cleaner-R Lot- HYDTR220904 M-30CF Lyse Lot - 2022021601
WABC (10°/L) 10.12 10.00
Lymph # (10°/L) 3.20 2.70
Mid # (10°/L) 0.44 0.90
Gran # (10%/L) 6.48 6.40
Lymph (%) 31.61 27.00
Mid (%) 4.32 9.10
Gran (%) 64.07 63.90
RBC (10%%/L) 4.46 433
HGB (g/dL) 14.00 14.00
MCHC (g/dL) 31.54 32.30
MCH (pg) 31.36 32.30
MCV (fl) 99.43 100.20
RDW-CV (%) 11.44 13.40
RDW-SD (fL) 40.12 48.90
HCT (%) 44.39 43.30
PLT (10°/L) 250.00 263.00
MPV (fL) 7.75 8.80
PDW (%) 12.34 15.80
PCT (%) 0.19 0.23
PLCR (%) 70.50
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Performance with Hematology 3™ Party Controls

Diagon D Check D

Low, Normal & High Controls

Lot No: 1V0901
Expiry : 05.03.2023

‘_/)VANE]UARD
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Diagon D Check D

(Low Control, Lot - 1V0901, Expiry Date: 05.03.2023)

All Reagents: Vanguard Diagnostics
Diluent-R Lot- HYDR220902

Commercial Confidential

Parameters Lyse-R Lot- HVCR211004 Range
Cleaner-R Lot- HYDTR220904
WBC (10°/L) 2.5 18-28
Lymph # (10%/L) 1.19 0.8-1.6
Mid # (10%/L) 0.16 0.0-0.2
Gran # (10%/L) 1.15 0.6-1.4
Lymph (%) 47.26 38.8- 64.6
Mid (%) 6.32 1.1-8.3
Gran (%) 46.42 32.7-54.5
RBC (10%2/L) 2.61 2.25-2.65
HGB (g/dL) 7.0 6.3-7.3
MCHC (g/dL) 32.34 30.6 - 40.2
MCH (pg) 26.84 24.2-31.8
MCV (fl) 83.0 73.0- 85.0
RDW-CV (%) 13.9 9.4-19.4
RDW-SD (fL) 42.93
HCT (%) 21.65 16.3-22.3
PLT (10°/L) 85.0 61-111
MPV (fL) 7.69 4.46 - 10.46
PDW (%) 12.52
PCT (%) 0.070 0.011-0.111
PLCR (%) 89.13
b YANGUARD
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Diagon D Check D

(Normal Control, Lot - 1V0901, Expiry Date: 05.03.2023)

All Reagents: Vanguard Diagnostics
Diluent-R Lot- HYDR220902

Commercial Confidential

Parameters Lyse-R Lot- HVCR211004 Range
Cleaner-R Lot- HVDTR220904
WBC (10°/L) 7.34 6.2-8.2
Lymph # (10%/L) 2.08 15-3.1
Mid # (10%/L) 0.37 0.1-05
Gran # (10°/L) 4.89 39-53
Lymph (%) 28.30 20.6-42.8
Mid (%) 4.99 0.8-6.4
Gran (%) 66.71 51.8-77.6
RBC (10'2/L) 4.65 4.15-4.75
HGB (g/dL) 13.6 12.6-13.8
MCHC (g/dL) 33.18 30.9-40.5
MCH (pg) 29.22 26.0-33.6
MCV (fL) 88.06 77.5 - 89.5
RDW-CV (%) 12.65 9.5-19.5
RDW-SD (fL) 41.42
HCT (%) 40.98 33.2-41.2
PLT (10°/L) 215.0 195 - 285
MPV (fL) 7.7 4.63-10.63
PDW (%) 12.51
PCT (%) 0.170 0.075 - 0.275
PLCR (%) 89.56
%) VANGUARD
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Diagon D Check D

(High Control, Lot - 1V0901, Expiry Date: 05.03.2023)

All Reagents: Vanguard Diagnostics
Parameters Diluent-R Lot- HVDR220902 Range
Lyse-R Lot- HVCR211004
Cleaner-R Lot- HVYDTR220904
WBC (10°/L) 17.3 14.7 - 19.7
Lymph # (10°/L) 3.82 1.8-6.2
Mid # (10%/L) 0.58 0.1-1.1
Gran # (10%/L) 12.9 8.8-16.5
Lymph (%) 22.09 15.0-31.2
Mid (%) 3.37 0.7-6.5
Gran (%) 74.54 62.3-84.3
RBC (10'2/L) 5.61 5.02-5.82
HGB (g/dL) 17.2 16.4-18.0
MCHC (g/dL) 33.1 31.1-40.7
MCH (pg) 30.64 27.8-354
MCV (fl) 92.58 82.2-94.2
RDW-CV (%) 11.74 9.5-19.5
RDW-SD (fL) 40.41
HCT (%) 51.96 43.3-52.3
PLT (10%/L) 493.0 399 - 549
MPV (fL) 7.61 4.84-10.84
PDW (%) 12.76
PCT (%) 0.380 0.162 - 0.562
PLCR (%) 91.23
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«+»DIAGON

Solutions beyond imagination

D-Check D

| CONTROL

ASSAY VALUES AND EXPECTED RANGES

LOT: 1V0901
g 05-03-2023

Commercial Confidential

48-52., Baross Str.
Budapest, Hungary
H-1047

vb C€

V) VANGUARD

Instruments: Rayto RT-7600s, Linear STEL 3
CONTROL "Low" CONTROL “Normal" CONTROL "High"
Porameter LOT: 1V0901 LOT: 1v0901 LOT: 1v0901
Mean % Limit Rerpe Mean + Limit Sl Mean + Limit R
Variation Variation Variation
WBC 10%L 23205 18- 28 7,2%1,0 62 - 82 17,2 £ 25 14,7 - 19,7
RBC 10'%L 2,45 £ 0,20 2,25 - 2,65 4,45 + 0,30 4,15 - 475 5,42 ¢ 0,40 5,02 - 5,82
Hgb g/dL 6,805 63 - 73 13,2+ 0,6 12,6 - 13,8 17,2 £ 0,8 16,4 - 18,0
g/L 685 63 -73 132+ 6 126 - 138 172 ¢+ 8 164 - 180
Hcet % 19,3 £ 3,0 16,3 - 223 37,2+ 40 332 - 4.2 47,8 £ 45 43,3 - 523
L 0,193 % 0,030 0,163 - 0,223 0,372 + 0,040 0,332 - 0,412 0,478 % 0,045 0,433 - 0,523
MCV fL 79,0 £ 6,0 73,0 - 85,0 83,5+ 6,0 775 - 89,5 88,2 + 6,0 82,2 - 94,2
MCH Pg 28,0 £ 3.8 242 - 31,8 298 + 38 26,0 - 33,6 31,6 £ 3.8 27,8 - 354
MCHC g/dL 354 %48 30,6 - 40,2 357+ 48 30,9 - 40,5 359 ¢ 4,8 31,1 - 40,7
g/L 354 + 48 306 - 402 357 + 48 309 - 405 359 + 48 311 - 407
RDW-CV % 14,4 £ 50 94 - 194 14,5 £ 5.0 95 - 195 14,5 £ 50 956 - 19,5
Plt 10°%/L 86 £ 25 61 - 111 240 t 45 195 - 285 474 £ 75 399 - 549
MPV fL 7,46 % 3,00 4,46 - 10,46 7,63 £ 3,00 4,63 - 10,63 7,84 = 3,00 4,84 - 10,84
PDW % 8,94 £ 3,00 594 - 11,94 8,17 ¢ 3.00 6,17 - 11,17 8,25 + 3,00 525 - 11,26
PCT % 0,061 % 0,050 0,011 - 0,111 0,175 £+ 0,100 0,075 - 0,275 0,362 + 0,200 0,162 - 0,562
LY MPH# 10°/L 1,22 04 08 - 16 23%08 15 - 31 4,0 £ 22 1,8 - 6,2
MID# 10°L 0,101 00 - 0.2 03%02 01-05 0,6 £ 05 01- 11
GRAN# 10°L 1,01 04 06 - 14 46107 39 - 53 12,6 + 3.8 88 - 164
LY MPH% % 51,7+ 129 38,8 - 64,6 31,7+ 111 20,6 - 42,8 23,1 ¢ 81 15,0 - 31,2
MID% % 47 %36 11-83 3628 08 - 64 36229 07 - 65
GRAN% % 43,6 £ 10,9 32,7 - 54,6 64,7 £ 12,9 51,8 - 77,6 73,3 ¢ 11,0 62,3 - 843
DIAGON Ltd.
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Coefficient of Variation:

Precision (VDx Reagents)

1. Two fresh blood samples were collected and tested with the VDx Rayto Reagents on
Rayto- Councell 23 Plus, 3 Part Hematology Analyzer.

2. The samples were tested in 09 replicates to study Precision.

3. Coefficient of Variation (CV %) was calculated.

Fresh Blood Sample-01, n

=09

Part Hematology Analyzer

Precision Evaluation report of VDx Rayto compatible reagent on Rayto-Councell 23 Plus, 3

Fresh Blood Sample-01

Commercial Confidential

Parameters st lind lird IVth Vth Vith Viith Viiith IXth Xth Mean| sD o | o
Repeat | Repeat | Repeat | Repeat | Repeat | Repeat | Repeat | Repeat | Repeat
WBC (10°/L) 8.37 8.53 8.34 8.51 8.54 8.49 8.29 8.25 8.44 842 | 0.11 | 0.01 | 1.29
Lymph # (10°/L)| 3.5 3.58 3.43 3.59 3.54 35 3.44 3.52 3.63 3.53 | 0.07 | 0.02 | 1.90
Mid # (10°/L) 0.45 0.47 0.44 0.52 0.50 0.45 0.45 0.48 0.47 0.47 | 0.03 | 0.06 | 5.63
Gran # (10°/L) 4.42 4.48 4.47 4.4 4.5 4.54 4.4 4.25 434 4.42 | 0.09 | 0.02 | 2.01
Lymph (%) 41.69 41.93 41.03 42.13 41.39 41.15 41.44 42.61 42.96 41.81| 0.66 | 0.02 | 1.57
Mid (%) 5.41 5.55 5.32 6.09 5.83 5.29 5.44 5.82 5.61 5.60 | 0.27 | 0.05 | 4.81
Gran (%) 52.9 52.52 | 53.65 | 51.78 | 52.78 | 53.56 | 53.12 | 51.57 | 51.43 52.59 | 0.83 | 0.02 | 1.58
RBC (10'%/L) 4.81 4.73 4.75 4.79 4.79 4.8 4.76 4.7 4.76 477 | 0.04 | 0.01 | 0.75
HGB (g/dL) 15.8 15.7 15.7 15.7 15.8 15.6 15.5 15.7 15.5 15.67 | 0.11 | 0.01 | 0.71
MCHC (g/dL) 33.46 | 33.62 | 33.55 33.2 334 3293 | 33.05 | 33.79 | 32.99 33.33| 0.30 | 0.01 | 0.91
MCH (pg) 32.84 | 33.18 | 33.05 | 32.79 | 33.02 32.5 32.58 | 33.41 | 32.58 32.88 | 0.31 | 0.01 | 0.93
MCV (fl) 98.14 98.7 98.51 | 98.76 | 98.86 | 98.69 | 98.57 | 98.88 | 98.74 98.65| 0.23 | 0.00 | 0.23
RDW-CV (%) 10.87 | 10.79 | 10.82 | 10.78 | 10.77 | 10.79 | 10.81 | 10.77 | 10.79 10.80 | 0.03 | 0.00 | 0.29
RDW-SD (fL) 39.65 39.6 39.62 39.6 39.59 39.6 39.61 | 39.59 39.6 39.61| 0.02 | 0.00 | 0.05
HCT (%) 47.22 46.7 46.79 47.29 47.31 47.37 46.9 46.47 46.98 47.00 | 0.31 | 0.01 | 0.67
PLT (10°/L) 175.00 | 177.00 | 167.00 | 175.00 | 160.00 | 172.00 | 185.00 | 180.00 | 171.00 173.56| 7.28 | 0.04 | 4.20
MPV (fL) 8.23 8.48 8.28 8.39 8.12 8.54 8.32 831 8.45 8.35 | 0.13 | 0.02 | 1.58
PDW (%) 11.03 | 10.43 | 10.91 | 10.64 | 11.33 | 10.29 | 10.82 | 10.83 | 10.50 10.75| 0.32 | 0.03 | 3.01
PCT (%) 0.14 0.15 0.14 0.15 0.15 0.15 0.15 0.15 0.14 0.15 | 0.00 | 0.03 | 3.41
PLCR (%) 77.71 | 79.01 | 76.09 | 79.27 | 75.86 | 81.10 | 79.00 | 78.97 | 78.49 78.39| 1.63 | 0.02 | 2.09
v, VANGUARD
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Fresh Blood Sample-02, n

=09

Part Hematology Analyzer

Precision Evaluation report of VDx Rayto compatible reagent on Rayto-Councell 23 Plus, 3

Fresh Blood Sample-02

Commercial Confidential

parameters Ist lind liird IVth Vth Vith Vilth Vilith IXth Xth Mean| sp o | o
Repeat | Repeat | Repeat | Repeat | Repeat | Repeat | Repeat | Repeat | Repeat
WBC (109/|_) 6.87 6.91 6.71 6.92 6.66 6.72 6.66 6.81 6.72 6.78 | 0.10 | 0.02 | 1.53
Lymph # (10°/1)| 2.98 2.89 2.87 2.94 2.86 2.8 2.81 2.9 2.87 2.88 | 0.06 | 0.02 | 1.98
Mid # (10°/L) 0.57 0.61 0.59 0.65 0.64 0.60 0.63 0.68 0.64 0.62 | 0.03 | 0.05 | 5.44
Gran # (109/|_) 3.32 3.41 3.25 3.33 3.16 3.32 3.22 3.23 321 3.27 | 0.08 | 0.02 | 2.38
Lymph (%) 4332 | 41.76 | 42.68 | 42.38 | 42.86 | 41.56 | 42.01 4255 42.52 42.40| 0.55 | 0.01 | 1.30
Mid (%) 8.21 8.86 8.74 9.29 9.50 8.84 9.37 9.93 9.43 9.13 | 0.51 | 0.06 | 5.62
Gran (%) 48.47 | 49.38 | 48,58 | 48.33 | 47.64 | 49.60 | 48.62 | 47.57 | 48.05 48.47 | 0.69 | 0.01 | 1.43
RBC (1012/|.) 433 433 435 441 435 441 4.49 4.45 4.44 4.40 | 0.06 | 0.01 | 1.32
HGB (g/dL) 14 14.1 14.1 14.2 14 14.1 14.1 14.1 14.2 14.10 | 0.07 | 0.01 | 0.50
MCHC (g/dL) 33.38 | 33.62 | 3359 | 33.34 | 33.26 | 33.03 | 3247 | 32.73 | 33.06 33.16 0.38 | 0.01 | 1.16
MCH (pg) 32.34 | 3253 | 3245 | 3217 | 32.15 | 31.95 | 31.41 | 31.67 | 31.99 32.07| 0.36 | 0.01 | 1.14
MCV (fl) 96.89 | 96.76 | 96.61 | 96.49 | 96.67 | 96.72 | 96.72 | 96.77 | 96.78 96.71 | 0.11 | 0.00 | 0.12
RDW-CV (%) 11.04 | 11.06 | 11.08 11.1 11.07 | 11.06 | 11.06 | 11.06 | 11.05 11.06 | 0.02 | 0.00 | 0.16
RDW-SD (fL) 39.77 | 39.79 39.8 39.82 39.8 39.79 | 39.79 | 39.79 | 39.78 39.79 | 0.01 | 0.00 | 0.04
HCT (%) 4194 | 41.94 | 4198 | 4259 | 42.09 | 42.68 | 43.42 | 43.08 | 42.95 42,52 0.56 | 0.01 | 1.31
PLT (10°/L) 239.00 | 236.00 | 239.00 | 249.00 | 245.00 | 245.00 | 234.00 | 251.00 | 227.00 240.56| 7.68 | 0.03 | 3.19
MPV (fL) 7.8 8 7.68 7.98 7.94 7.94 7.92 7.89 8.01 791 | 011 | 0.01 | 1.34
PDW (%) 12,21 | 11.63 | 1255 | 11.69 | 11.79 | 11.80 | 11.85 | 11.94 | 11.61 11.90| 0.31 | 0.03 | 2.57
PCT (%) 0.19 0.19 0.18 0.2 0.19 0.19 0.19 0.2 0.18 0.19 | 0.01 | 0.04 | 3.72
PLCR (%) 74.45 | 78.88 | 74.24 | 77.09 | 75.85 | 75.38 | 75.78 | 73.88 | 77.86 75.93| 1.71 | 0.02 | 2.25
~)VANGUARD
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Conclusions

4. The VDx Rayto 3 Part Hematology Reagents showed an excellent Coefficient of

ou i
r

Correlation (“r”) using Mindray original Reagents as Reference.

5. All measured parameters showed values of “r”in the range of 0.967 to 0.997 displaying
the highest degree of correlation between the reagents.

6. The VDx Rayto 3 Part Hematology Reagents showed an excellent Coefficient of Variation

(CV %) for all parameters.

7. The CV % with the VDx Rayto Reagents were found to be as under:

Parameters VDx Rayto Reagents
(CV % - Precision)
0.23% - 4.20%

Measured Parameters

Calculated Parameters 0.05% - 5.63%

8. Values obtained with 3 Party controls from Diagon Hungary- Low, Normal & High were

found to be within the specified ranges for VDx Rayto 3 Part Hematology Reagents.

9. The VDx Rayto 3 Part Hematology Reagents were found to be accurate, precise and
comparable with the Mindray Reference Reagents in all the parameters identified for

the evaluation.

E/VAN_GUARD
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Details of Reagents

Type of Reagents

3 Part Hematology Reagents

Instrument Model

Dymind — DH36

Reference Reagents

Mindray Reference Reagents

Lot No : 2022091601
M-30D Diluent

Expiry Date :15-09-2024

Lot No : 2022021601
M-30 CF Lyse

Expiry Date :15-02-2024

Commercial Confidential
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Details of Tests Conducted

Tests Conducted

1 Background Test

2 Coefficient of Correlation: Accuracy

3 Quality Control (Low, Normal & High)

4 Coefficient of Variation: Precision
(VDx Dymind Compatible Reagents)

Commercial Confidential



Background Test

All Reagents: All Reagents:
Parameters Vangu'ard Diagnostics Mindray ‘as Reference

VDx Diluent-C Lot - HYDCD221009 | M-30D Diluent Lot - 2022091601

VDx Lyse-CD Lot - HVLCD221006 M-30CF Lyse Lot - 2022021601
WBC (10°/L) 0.00 0.00
Lymph (%) 0.00 0.0
Mid (%) 0.00 0.0
Gran (%) 0.00 0.0
Lymph # (10°/L) 0.00 0.0
Mid # (10%/L) 0.00 0.0
Gran # (10°/L) 0.00 0.0
RBC (10'2/L) 0.00 0.00
HGB (g/dL) 0.0 0.0
HCT (%) 0.00 0.0
MCV (fL) 0.00 0.0
MCH (pg) 0.00 0.0
MCHC (g/dL) 0.00 0.0
RDW-CV (%) 0.00 0.0
RDW-SD (fL) 0.00 0.0
PLT (10°/L) 0.0 0.0
MPV (fL) 0.00 0.0
PDW (%) 0.00 0.0
PCT (%) 0.00 0.0
PLCR (%) 0.00
PLCC (10%/L) 0.00

()
) VANSUARD Y
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Coefficient of Correlation Studies

IV.  The objective was to determine the correlation between the results obtained with the Vanguard
Compatible Dymind Reagents and the Mindray Reference Reagents.

V.  The Coefficient of Correlation (“r”) was calculated for each major parameter of the Complete
Blood Count.
VI.  The data has been presented in the form of:
1 Sample size
2 Mean x (X)
3 Mean y (Y)
4 Intercept (a)
5 Slope (b)
6 Regression line equation
7 Value of “r”
8 Linear Regression Graph
9 Raw Data of values
10 Histograms will be made available at the time of visit

Note: The correlation coefficient, is a numerical value between -1 and 1 that expresses the strength of the linear
relationship between two variables. When “r” is closer to 1 it indicates a strong positive relationship. A value of 0
indicates that there is no relationship. Values close to -1 signal a strong negative relationship between the two
variables.

Correlation coefficient formula: There are many formulas to calculate the correlation coefficient (all yielding the
same result). We used the following:

ﬂ'Z?:l Lilfi — E:!:l T Z?:l Yi
\/[” E:I:l x; — (Z?:l zi)?)(n z?:1 yi — {E;lzl yi)?)

Where n is the total number of samples, xi (x1, x2,...,xn) are the x values and yi are the y values.

=

1§/ VANGUARD
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Coefficient of Correlation (“r”): WBC

x = Reference Mindray Reagents for Mindray-BC3200, 3 Part Hematology Analyzer.
y = VDx Dymind Reagents for Dymind-DH36, 3 Part Hematology Analyzer.

“r" =0.997

Sample size: 10

Mean x (X): 8.58

Mean y (y): 8.282

Intercept (a): -0.159018590575

Slope (b): 0.98380170053322

Regression line equation: y=0.98380170053322x-0.159018590575

) VANGUARD
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Coefficient of Correlation (“r”): RBC

x = Reference Mindray Reagents for Mindray-BC3200, 3 Part Hematology Analyzer.

y = VDx Dymind Reagents for Dymind-DH36, 3 Part Hematology Analyzer.

“r” =0.969

Sample size: 10

Mean x (X): 5.093

Meany (y): 5.171

Intercept (a): 0.44754611861439

Slope (b): 0.927440385114

Regression line equation: y=0.44754611861439+0.927440385114x

n

) VANGUARD
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Coefficient of Correlation (“r”): Hemoglobin

x = Reference Mindray Reagents for Mindray-BC3200, 3 Part Hematology Analyzer.
y = VDx Dymind Reagents for Dymind-DH36, 3 Part Hematology Analyzer.

“r” =0.940

Sample size: 10

Mean x (X): 15.38

Mean y (y): 15.27

Intercept (a): 1.1473202170963

Slope (b): 0.91824966078698

Regression line equation: y=1.1473202170963+0.91824966078698x

) VANGUARD
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Coefficient of Correlation (“r”): Platelets

x = Reference Mindray Reagents for Mindray-BC3200, 3 Part Hematology Analyzer.

y = VDx Dymind Reagents for Dymind-DH36, 3 Part Hematology Analyzer.

“r” =0.996

Sample size: 10

Mean x (X): 277.7

Mean y (Y): 261.7

Intercept (a): 13.290342398817

Slope (b): 0.8945252344299

Regression line equation: y=13.290342398817+0.8945252344299x

) VANGUARD
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Coefficient of Correlation (“r”): MCV

x = Reference Mindray Reagents for Mindray-BC3200, 3 Part Hematology Analyzer.
y = VDx Dymind Reagents for Dymind-DH36, 3 Part Hematology Analyzer.

“r" =0.994

Sample size: 10

Mean x (X): 96.03

Mean y (y): 96.17

Intercept (a): 4.7185808623569

Slope (b): 0.95232134892891

Regression line equation: y=4.7185808623569+0.95232134892891x

) VANGUARD
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Raw Data for

a "

Commercial Confidential
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Sample - 01

All Reagents:
Vanguard Diagnostics

All Reagents:
Mindray as Reference

Commercial Confidential

] o wocozanaes 20 et ot oo
VDX Lyse-CD Lot- HVLCD221006

WBC (10%/L) 9.30 9.80
Lymph (%) 29.50 26.6
Mid (%) 65.10 66.8
Gran (%) 5.40 6.60
Lymph # (10%/L) 2.74 2.60
Mid # (10%/L) 6.06 6.60
Gran # (10°/L) 0.50 0.60
RBC (102/L) 5.57 5.65
HGB (g/dL) 15.6 16.3
HCT (%) 51.40 52.4
MCV (fL) 92.20 92.9
MCH (pg) 28.00 28.8
MCHC (g/dL) 30.40 31.1
RDW-CV (%) 13.7 14.2
RDW-SD (fL) 51.30 46.3
PLT (10°/L) 168.0 172.0
MPV (fL) 12.90 11.6
PDW (%) 16.40 15.6
PCT (%) 0.216 0.199
PLCR (%) 51.00

PLCC (10°%/L) 86.00
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Sample - 02

All Reagents:
Vanguard Diagnostics

All Reagents:
Mindray as Reference

Commercial Confidential

] o wocozanaes 20 et ot et
VDX Lyse-CD Lot- HVLCD221006

WBC (10%/L) 9.66 10.00
Lymph (%) 25.60 26.0
Mid (%) 65.60 64.3
Gran (%) 8.80 9.70
Lymph # (10%/L) 2.47 2.60
Mid # (10%/L) 6.34 6.40
Gran # (10°/L) 0.85 1.00
RBC (10%%/L) 4.77 4.76
HGB (g/dL) 14.5 14.9
HCT (%) 47.10 47.3
MCV (fL) 98.80 99.4
MCH (pg) 30.40 31.3
MCHC (g/dL) 30.80 31.5
RDW-CV (%) 13.4 14.6
RDW-SD (fL) 54.00 48.9
PLT (10%/L) 183.0 186.0
MPV (fL) 11.20 9.9
PDW (%) 16.30 16.0
PCT (%) 0.205 0.184
PLCR (%) 39.20

PLCC (10°%/L) 72.00
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Sample - 03

All Reagents:
Vanguard Diagnostics

All Reagents:
Mindray as Reference

Commercial Confidential

] o wocozanaes 20 et ot et
VDx Lyse-CD Lot- HVLCD221006

WBC (10%/L) 8.27 8.40
Lymph (%) 33.80 31.3
Mid (%) 58.60 59.8
Gran (%) 7.60 8.90
Lymph # (10%/L) 2.80 2.60
Mid # (10%/L) 4.84 5.10
Gran # (10°/L) 0.63 0.70
RBC (10%%/L) 5.22 5.20
HGB (g/dL) 15.3 15.1
HCT (%) 48.90 48.4
MCV (fL) 93.80 93.1
MCH (pg) 29.30 29.0
MCHC (g/dL) 31.20 31.1
RDW-CV (%) 12.9 12.8
RDW-SD (fL) 49.00 42.8
PLT (10°%/L) 254.0 285.0
MPV (fL) 9.40 8.1
PDW (%) 15.90 15.2
PCT (%) 0.239 0.230
PLCR (%) 25.60

PLCC (10°%/L) 65.00
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Sample - 04

All Reagents:
Vanguard Diagnostics

All Reagents:
Mindray as Reference

Commercial Confidential

] o wocozanaes 200 et o oo
VDx Lyse-CD Lot- HVLCD221006

WBC (10%/L) 6.31 6.60
Lymph (%) 25.80 27.0
Mid (%) 64.50 64.4
Gran (%) 9.70 8.60
Lymph # (10%/L) 1.63 1.80
Mid # (10%/L) 4.07 4.30
Gran # (10°/L) 0.61 0.50
RBC (10%%/L) 4.99 4.80
HGB (g/dL) 14.8 14.8
HCT (%) 49.00 47.1
MCV (fL) 98.20 98.3
MCH (pg) 29.70 30.8
MCHC (g/dL) 30.30 314
RDW-CV (%) 13.6 14.2
RDW-SD (fL) 54.30 51.6
PLT (10°/L) 387.0 412.0
MPV (fL) 8.90 7.8
PDW (%) 15.90 15.4
PCT (%) 0.345 0.321
PLCR (%) 21.40

PLCC (10°%/L) 83.00
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Sample - 05

Clalnzzaaiznlt)si;gnostics AI! Reagents:
Parameters VDx Diluent-CD Mindray as Reference

oDl 2201

VDx Lyse-CD Lot - HVLCD221006
WABC (10°/L) 10.23 10.60
Lymph (%) 29.30 27.1
Mid (%) 56.70 59.6
Gran (%) 14.00 13.30
Lymph # (10°/L) 3.00 2.90
Mid # (10%/L) 5.80 6.30
Gran # (10%/L) 1.43 1.40
RBC (10'2/L) 5.63 5.53
HGB (g/dL) 16.4 16.5
HCT (%) 52.30 50.8
MCV (fL) 92.80 92.0
MCH (pg) 29.10 29.8
MCHC (g/dL) 31.40 324
RDW-CV (%) 12.9 12.1
RDW-SD (fL) 48.30 42.0
PLT (10°/L) 280.0 291.0
MPV (fL) 9.60 8.8
PDW (%) 15.90 15.7
PCT (%) 0.270 0.256
PLCR (%) 28.60
PLCC (10%/L) 80.00

P YANGHARD
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Sample - 06

All Reagents:
Vanguard Diagnostics

All Reagents:
Mindray as Reference

Commercial Confidential

] o ocozanoes 20 et ot oo
VDx Lyse-CD Lot - HVLCD221006

WBC (10%/L) 6.40 6.90
Lymph (%) 27.00 27.5
Mid (%) 64.90 63.9
Gran (%) 8.10 8.60
Lymph # (10%/L) 1.73 1.90
Mid # (10°/L) 4.15 4.40
Gran # (10°/L) 0.52 0.60
RBC (10%%/L) 4.95 5.03
HGB (g/dL) 14.8 15.1
HCT (%) 48.60 49.1
MCV (fL) 98.30 97.8
MCH (pg) 29.90 30.0
MCHC (g/dL) 30.40 30.7
RDW-CV (%) 13.5 13.6
RDW-SD (fL) 54.20 49.9
PLT (10°%/L) 397.0 429.0
MPV (fL) 8.90 7.8
PDW (%) 15.80 15.4
PCT (%) 0.353 0.334
PLCR (%) 21.70

PLCC (10°%/L) 86.00

307|Page




Sample - 07

?I"a:;tangg tI;i.agnostics AII.Reagents:
Parameters VDx Diluent-CD Mindray as Reference

DDl oz

VDx Lyse-CD Lot- HVLCD221006
WABC (10°/L) 5.57 5.70
Lymph (%) 37.20 34.5
Mid (%) 52.90 53.4
Gran (%) 9.90 12.10
Lymph # (10°/L) 2.07 2.00
Mid # (10%/L) 2.95 3.00
Gran # (10°%/L) 0.55 0.70
RBC (10'2/L) 6.02 5.85
HGB (g/dL) 16.4 16.3
HCT (%) 52.80 51.0
MCV (fL) 87.80 87.3
MCH (pg) 27.30 27.8
MCHC (g/dL) 31.10 31.9
RDW-CV (%) 12.9 12.2
RDW-SD (fL) 45.60 38.5
PLT (10°/L) 206.0 215.0
MPV (fL) 9.60 8.7
PDW (%) 16.10 15.5
PCT (%) 0.197 0.187
PLCR (%) 26.10
PLCC (10%/L) 54.00

P YANGHARD
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Sample - 08

All Reagents:
Vanguard Diagnostics AII.Reagents:
Parameters VDx Diluent-CD Mindray as Reference

00 Dt o 20201603

VDX Lyse-CD Lot - HVLCD221006
WBC (10°/L) 7.43 7.70
Lymph (%) 42.40 40.4
Mid (%) 50.80 51.5
Gran (%) 6.80 8.10
Lymph # (10°/L) 3.15 3.10
Mid # (10%/L) 3.77 4.00
Gran # (10°/L) 0.51 0.60
RBC (102/L) 4.83 4.80
HGB (g/dL) 15.8 15.8
HCT (%) 49.90 49.8
MCV (fL) 103.40 103.8
MCH (pg) 32.70 32.9
MCHC (g/dL) 31.60 31.7
RDW-CV (%) 13.3 13.8
RDW-SD (fL) 56.10 52.5
PLT (10%/L) 297.0 326.0
MPV (fL) 9.20 8.1
PDW (%) 16.00 15.5
PCT (%) 0.274 0.264
PLCR (%) 23.60
PLCC (10°/L) 70.00
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Sample - 09

?I"a:;tangg tI;i.agnostics AI! Reagents:
Parameters VDx Diluent-CD Mindray as Reference

oDl 2201

VDx Lyse-CD Lot - HVLCD221006
WABC (10°/L) 9.90 10.10
Lymph (%) 35.30 34.2
Mid (%) 57.50 56.9
Gran (%) 7.20 8.90
Lymph # (10°/L) 3.49 3.50
Mid # (10%/L) 5.70 5.70
Gran # (10%/L) 0.71 0.90
RBC (10'2/L) 5.15 4.98
HGB (g/dL) 15.1 15.0
HCT (%) 49.30 47.5
MCV (fL) 95.70 95.5
MCH (pg) 29.30 30.1
MCHC (g/dL) 30.60 31.5
RDW-CV (%) 13.0 13.3
RDW-SD (fL) 50.70 45.4
PLT (10°/L) 187.0 198.0
MPV (fL) 12.40 111
PDW (%) 16.40 15.8
PCT (%) 0.232 0.219
PLCR (%) 49.70
PLCC (10%/L) 93.00

P YANGHARD
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Sample - 10

All Reagents: Vanguard
Diagnostics

VDx Diluent-CD

Lot- HYDCD221009

VDx Lyse-CD Lot - HVLCD221006

All Reagents:

Mindray as Reference

M-30D Diluent Lot - 2022091601
M-30CF Lyse Lot - 2022021601

Commercial Confidential

WBC (10°%/L) 9.75 10.00
Lymph (%) 29.10 27.0
Mid (%) 64.60 63.9
Gran (%) 6.30 9.10
Lymph # (10%/L) 2.84 2.70
Mid # (10%/L) 6.30 6.40
Gran # (10°/L) 0.61 0.90
RBC (10%2/L) 4.58 4.33
HGB (g/dL) 14.0 14.0
HCT (%) 46.10 43.3
MCV (fL) 100.70 100.2
MCH (pg) 30.70 32.3
MCHC (g/dL) 30.50 32.3
RDW-CV (%) 13.2 13.4
RDW-SD (fL) 54.30 48.9
PLT (10°/L) 258.0 263.0
MPV (fL) 9.60 8.8
PDW (%) 16.70 15.8
PCT (%) 0.248 0.231
PLCR (%) 28.50

PLCC (10°%/L) 74.00

) VANGUARD
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Performance with Hematology 3" Party Controls

Diagon D Check D

Low, Normal & High Controls

Lot No: 1V0901
Expiry : 05.03.2023

M,/ L NS ‘I,lsﬁu,‘,‘l‘fl::
JJ\;\I:N‘J‘-H!\ 3]2|Page
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Diagon D Check D

(Low Control, Lot - 1V0901, Expiry Date: 05.03.2023)

Commercial Confidential

All Reagents: Vanguard Diagnostics
Parameters VDx Diluent-CD Lot - HYDCD221009 Range
VDx Lyse-CD Lot - HVLCD221006

WBC (10°/L) 2.17 1.78-2.78
Lymph (%) 52.80 41.2-61.8
Mid (%) 39.30 27.6-57.4
Gran (%) 7.90 09-111
Lymph # (10°/L) 1.15 094-14
Mid # (10%/L) 0.85 0.63-1.31
Gran # (10%/L) 0.17 0.02-0.26
RBC (10%/L) 2.55 2.39-2.79
HGB (g/dL) 6.9 6.4-7.6
HCT (%) 21.20 18.6-24.6
MCV (fL) 83.20 77.3-89.3
MCH (pg) 27.20 23.0-30.6
MCHC (g/dL) 32.70 27.4-37.0
RDW-CV (%) 13.90 10.9 - 20.9
RDW-SD (fL) 47.20 37.5-57.5
PLT (10°/L) 80.0 49 - 99
MPV (fL) 9.8 6.6-12.6
PDW (%) 14.30 10.8-16.8
PCT (%) 0.079 0.021-0.121
PLCR (%) 24.40
PLCC (10%/L) 20
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Diagon D Check D

(Normal Control, Lot - 1V0901, Expiry Date: 05.03.2023)

All Reagents: Vanguard Diagnostics

Commercial Confidential

Parameters VDx Diluent-CD Lot - HYDCD221009 Range
VDx Lyse-CD Lot - HVLCD221006

WBC (10°/L) 7.41 6.14-8.14
Lymph (%) 31.00 25.1-41.9
Mid (%) 64.00 53.2-72.0
Gran (%) 5.00 05-7.3
Lymph # (10°/L) 2.30 1.79-2.99
Mid # (10°/L) 4.74 3.8-5.14
Gran # (10°/L) 0.37 0.04-0.52
RBC (10%/L) 4.71 4.38-4.98
HGB (g/dL) 13.5 12.7-14.1
HCT (%) 42.00 37.6-45.6
MCV (fL) 89.20 82.9-94.9
MCH (pg) 28.60 24.8-32.4
MCHC (g/dL) 32.10 27.3-36.9
RDW-CV (%) 13.80 11.0-21.0
RDW-SD (fL) 50.20 40.9-60.9
PLT (10%/L) 206.0 180 - 270
MPV (fL) 10.0 6.7-12.7
PDW (%) 13.70 11.3-17.3
PCT (%) 0.207 0.118-0.318
PLCR (%) 26.50
PLCC (10°/L) 55
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Diagon D Check D

(High Control, Lot - 1V0901, Expiry Date: 05.03.2023)

All Reagents: Vanguard Diagnostics
Parameters VDx Diluent-CD Lot - HYDCD221009 Range
VDx Lyse-CD Lot - HVLCD221006
WBC (10°/L) 18.2 15.14 - 20.14
Lymph (%) 26.60 12.2-42.0
Mid (%) 68.50 59.4-80.4
Gran (%) 4.9 0.4-5.6
Lymph # (10%/L) 4.85 2.15-7.41
Mid # (10°/L) 12.49 10.49 - 14.19
Gran # (10%/L) 0.89 0.07 - 0.98
RBC (10'%/L) 5.69 5.36-6.16
HGB (g/dL) 17.4 16.6 - 18.2
HCT (%) 54.7 50.2 - 59.2
MCV (fL) 96.00 89.1-101.1
MCH (pg) 30.50 26.5-34.1
MCHC (g/dL) 31.80 27.0-36.6
RDW-CV (%) 13.70 11.2-21.2
RDW-SD (fL) 53.60 44.6- 64.6
PLT (10°/L) 444.0 397 - 527
MPV (fL) 10.40 6.7-12.7
PDW (%) 13.60 11.5-17.5
PCT (%) 0.462 0.248 - 0.648
PLCR (%) 30.40
PLCC (10°/L) 135
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«DIAGON

Solutions beyond imagination

ASSAY VALUES AND EXPECTED RANGES

Vizsgalati értékek és varhaté tartomanyok

D-Check D

[ CONTROL

LOT: 1V0901

oJ  0503-2023

Commercial Confidential

48-52., Baross Str.
Budapest, Hungary

H-1047

Instruments: DYMIND DH-31, DH-33, DH-36, DH-36VET ,BIOTA Vabio360
CONTROL "Low" CONTROL "Normal" CONTROL "High"
Parameter LOT: 1V0901 LOT: 1v0901 LOT: 1V0901
Mean + Limit Ra‘ngva Mean + Limit R Mean # Limit Rang‘e
Variation Variation Variation
WBC 10%L 2,28 £ 0,50 1,78 - 2,78 7,14 £ 1,00 6,14 - 8,14 17,64 £ 2,50 15,14 - 20,14
LY MPH% % 51,5 £ 10,3 41,2 - 61,8 335+84 251 - 419 27,1 ¢ 149 12,2 - 42,0
GRAN% % 425 %149 276 - 57,4 62,6 £ 94 63,2 - 72,0 69,9 £ 10,5 594 - 80,4
MID% % 6,0 £ 51 09 - 11,1 39+34 05-73 30%26 04 - 56
LY MPH# 10%L 1,17 £ 0,23 0,94 - 1,40 2,39 + 0,60 1,79 - 2,99 4,78 + 2,63 2,15 - 7,41
GRAN# 10°L 0,97 £ 0,34 0,63 - 1,31 4,47 £ 0,67 3,80 - 514 12,34 + 1,85 10,49 - 14,19
MID# 10%L 0,14 £ 0,12 0,02 - 0,26 0,28 + 0,24 0,04 - 0,52 0,52 £ 0,45 0,07 - 0,98
RBC 10"/L 2,59 + 0,20 2,39 - 2,79 4,68 + 0,30 4,38 - 4,98 5,76 + 0,40 5,36 - 6,16
HGB g/dL 7,0 £ 0,6 64 - 76 134 07 12,7 - 141 17,4 £ 0.8 16,6 - 18,2
g/L 706 64 - 76 134+ 7 127 - 141 174 £ 8 166 - 182
HCT % 21,6 £ 3.0 18,6 - 24,6 41,6 £ 40 37,6 - 45,6 54,7 £ 45 50,2 - 59,2
UL 0,216 % 0,030 0,186 - 0,246 0,416 + 0,040 0,376 - 0,456 0,547 + 0,045 0,502 - 0,592
MCV fL 83,360 77,3 - 89,3 88,9 £ 6,0 82,9 - 94,9 95,1 £ 6,0 89,1 - 1011
MCH Pg 26,8 £ 3,8 23,0 - 306 28,6 £ 3.8 248 - 324 30,3 £ 3.8 26,5 - 341
MCHC g/dL 32,2+ 48 27,4 - 37,0 321 +48 27,3 - 36,9 31,8 + 48 27,0 - 36,6
g/L 322 + 48 274 - 370 321 + 48 273 - 369 318 t 48 270 - 366
RDW-CV % 15,9 £ 5,0 10,9 - 20,9 16,0 £ 5,0 11,0 - 21,0 16,2 £ 50 1,2 - 21,2
RDW-SD fL 47,5 £ 10,0 376 - 57,5 50,9 £ 10,0 40,9 - 60,9 54,6 £ 10,0 446 - 64,6
PIt 10%L 74 £ 25 49 - 99 225 + 45 180 - 270 462 + 65 397 - 527
MPV fL 9,6 £ 3,0 66 - 12,6 9,7 £ 3.0 6,7 - 12,7 9,7 £ 30 6,7 - 12,7
POW % 13,8 £ 3,0 10,8 - 16,8 143 £ 3,0 13- 173 145 £ 3.0 11,6 - 175
PCT % 0,071 £ 0,050 0,021 - 0,121 0,218 £ 0,100 0,118 - 0,318 0,448 + 0,200 0,248 - 0,648
DIAGON Ltd.

wvp C€
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Coefficient of Variation:

Precision (VDx Reagents)

1. Two fresh blood samples were collected and tested with the VDx Dymind Reagents on
Dymind- DH36, 3 Part Hematology Analyzer.

2. The samples were tested in 09 replicates to study Precision.

3. Coefficient of Variation (CV %) was calculated.

Fresh Blood Sample-01, n=09

Precision Evaluation report of VDx Dymind compatible reagent on Dymind DH36, 3
Part Hematology Analyzer

Fresh Blood Sample-01

Parameters Ist lind liird IVth Vth Vith | viith | viiith | IXth Xth Mean| sb o | o
Repeat |Repeat |Repeat |Repeat [Repeat |Repeat [Repeat |Repeat [Repeat
WBC (10°/L) 814 | 793 | 796 | 815 | 831 | 832 | 813 | 821 | 813 8.14 | 0.13 | 0.02 | 1.64
Lymph (%) 40.1 40.4 40.4 41.1 40 40.3 41.2 41.2 40.9 40.62 | 048 | 0.01 | 1.18
Mid (%) 51.10 | 50.70 | 51.20 | 49.60 | 49.90 | 49.40 | 49.50 | 49.70 | 49.10 50.02 | 0.78 | 0.02 | 1.55
Gran (%) 8.8 8.9 8.4 9.3 10.1 | 103 9.3 9.1 10 9.36 | 0.65 | 0.07 | 6.93
Lymph # (109/|_) 3.26 3.2 3.22 3.35 3.32 3.35 3.35 3.38 3.33 331 | 0.06 | 0.02 | 1.94
Mid # (10°/L) 416 | 4.02 | 407 | 404 | 415 | 411 | 4.02 | 408 | 3.99 4.07 | 0.06 | 0.01 | 1.47
Gran # (109/|_) 0.72 0.71 0.67 0.76 0.84 0.86 0.76 0.75 0.81 0.76 | 0.06 | 0.08 | 8.15
RBC (10*%/L) 459 | 462 | 462 | 46 | 463 | 466 | 463 | 46 | 463 4.62 | 0.02 | 0.00 | 0.46
HGB (g/dL) 15.3 152 | 153 | 153 | 155 | 153 | 154 | 153 15.5 15.34 | 0.10 | 0.01 | 0.66
HCT (%) 48.2 48.4 48.3 48.4 48.3 48.9 48.7 48.1 48.6 48.43 ( 0.25 | 0.01 | 0.53
MCV (fL) 105.1 | 104.7 | 104.7 | 105.2 | 104.4 | 104.9 | 105.1 | 104.7 | 105.1 104.88| 0.27 | 0.00 | 0.26
MCH (pg) 333 | 329 | 333 | 333 | 334 | 329 | 332 | 333 | 334 33.22| 0.19 | 0.01 | 0.58
MCHC (g/dL) 31.7 315 31.8 31.7 32 314 31.6 31.8 31.8 31.70| 0.18 | 0.01 | 0.57
RDW-CV (%) 14 13.8 | 139 | 142 | 139 | 143 14.1 14 14.1 14.03 | 0.16 | 0.01 | 1.13
RDW-SD (fL) 60.1 59 59.5 61 59.4 61.2 60.6 59.9 60.3 60.11| 0.74 | 0.01 | 1.23
PLT (109/|_) 177 166 173 173 174 169 165 172 180 172.11| 4.86 | 0.03 | 2.82
MPV (fL) 10.8 11 111 | 108 | 10.7 | 109 | 10.6 | 109 | 10.8 10.84 | 0.15 | 0.01 | 1.39
PDW (%) 16.30 | 16.30 | 16.40 | 16.50 | 16.20 | 16.20 | 16.40 | 16.20 | 16.40 16.32 | 0.11 | 0.01 | 0.67
PCT (%) 0.191 | 0.181 | 0.192 | 0.186 | 0.185 | 0.184 | 0.176 | 0.187 | 0.198 0.19 | 0.01 | 0.03 | 3.45
PLCR (%) 37.00 | 38.90 | 40.00 | 38.00 | 36.40 | 36.90 | 36.80 | 37.70 | 37.20 37.66 | 1.16 | 0.03 | 3.07
PLCC (109/L) 66.00 | 64.00 | 69.00 | 66.00 | 63.00 | 62.00 | 61.00 | 65.00 | 67.00 64.78 | 2.54 | 0.04 | 3.92
25 VANGUARD
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Fresh Blood Sample-02, n=08

Precision Evaluation report of VDx Dymind compatible reagent on Dymind DH36, 3 Part

Hematology Analyzer

Fresh Blood Sample-02

parameters Ist lind Iird IVth Vth Vith Viith Viiith IXth Xth Mean| sp v %
Repeat | Repeat | Repeat | Repeat | Repeat | Repeat | Repeat | Repeat | Repeat
WBC (10°/L) 6.53 6.78 6.57 6.62 6.57 6.69 6.72 6.69 6.65 | 0.09 | 0.01 | 1.31
Lymph (%) 52.6 50.8 52.1 52.4 51.8 51.3 53.3 51.8 52.01( 0.78 | 0.01 | 1.49
Mid (%) 39.30 | 41.00 | 40.30 | 41.00 | 41.50 | 41.60 | 38.90 | 41.00 40.58 ( 1.00 | 0.02 | 2.46
Gran (%) 8.1 8.2 7.6 6.6 6.7 7.1 7.8 7.2 7.41 | 0.61 | 0.08 | 8.20
Lymph # (10°/L)| 3.43 3.44 3.42 3.47 34 3.43 3.58 3.47 3.46 | 0.06 | 0.02 | 1.62
Mid # (10°/L) 2.57 2.78 2.65 2.71 2.73 2.79 2.62 2.72 2.70 | 0.08 | 0.03 | 2.86
Gran # (10°/L) 0.53 0.56 0.50 0.44 0.44 0.47 0.52 0.48 0.49 | 0.04 | 0.09 | 8.73
RBC (10%%/L) 4.28 4.18 4.3 4.29 4.25 4.26 4.25 4.23 4.26 | 0.04 | 0.01 | 0.90
HGB (g/dL) 13.7 13.7 13.7 13.7 13.7 13.8 13.8 13.7 13.73 | 0.05 | 0.00 | 0.34
HCT (%) 43.6 42.4 43.8 43.7 43.3 43.4 43.2 43 43.30| 0.45 | 0.01 | 1.04
MCV (fL) 101.8 | 101.3 | 101.9 | 101.8 | 101.8 | 101.9 | 101.7 | 101.6 101.73| 0.20 | 0.00 | 0.19
MCH (pg) 31.9 32.8 31.9 31.9 323 323 325 323 32.24( 0.32 | 0.01 | 1.01
MCHC (g/dL) 313 323 31.3 31.3 31.7 31.7 31.9 31.8 3166 0.35 | 0.01 | 1.12
RDW-CV (%) 13.5 13.2 13.3 13.3 13.4 13.4 13.3 13.3 13.34| 0.09 | 0.01 | 0.69
RDW-SD (fL) 56.2 54.6 55.4 55.5 55.8 55.7 55.1 55 55.41( 0.51 | 0.01 | 0.91
PLT (10°/L) 238 225 235 237 232 225 234 233 232.38| 4.96 | 0.02 | 2.13
MPV (fL) 10.2 10.4 10.5 10.5 10.5 10.3 10.4 10.4 10.40| 0.11 | 0.01 | 1.03
PDW (%) 16.30 | 16.60 | 16.30 | 16.30 | 16.20 | 16.20 | 16.20 | 16.10 16.28 | 0.15 | 0.01 | 0.91
PCT (%) 0.243 | 0.234 | 0.247 | 0.249 | 0.244 | 0.233 | 0.243 | 0.242 0.24 | 0.01 | 0.02 | 2.34
PLCR (%) 33.30 | 34.70 | 36.00 | 34.40 | 35.30 | 33.20 | 34.40 | 33.70 34.38 ( 0.97 | 0.03 | 2.82
PLCC (10%/L) 79.00 | 78.00 | 84.00 | 82.00 | 82.00 | 75.00 | 81.00 | 79.00 80.00 | 2.83 | 0.04 | 3.54
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Conclusions

4. The VDx Dymind 3 Part Hematology Reagents showed an excellent Coefficient of

“
r

Correlation (“r“) using Mindray original reagents as Reference.

5. All measured parameters showed values of “r in the range of 0.940 to 0.997 displaying
the highest degree of correlation between the reagents.

6. The VDx Dymind 3 Part Hematology Reagents showed an excellent Coefficient of

Variation (CV %) for all parameters.

7. The CV % with the VDx Dymind reagents were found to be as under:

Parameters VDx Dymind Reagents
(CV % - Precision)
0.26% - 2.82%

Measured Parameters

Calculated Parameters 0.53% - 8.15%

8. Values obtained with 3™ Party controls from Diagon Hungary- Low, Normal & High were

found to be within the specified ranges for VDx Dymind 3 Part Hematology Reagents.

9. The VDx Dymind 3 Part Hematology Reagents were found to be accurate, precise and
comparable with the Mindray Reference Reagents in all the parameters identified for

the evaluation.
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