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Comparative Evaluation

VDx Compatible Reagents for the Sysmex 3 Part
Hematology Analyzer

v/s

Reference Reagents for the Sysmex 3 Part
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Name of the Lab

FLORA PASXONI, GIANNITSA GREECE

Details of Reagents

Type of Reagents

3 Part Hematology Reagents

Instrument Model

Sysmex — XP100/ KX-21N

Reference Reagents

Sysmex Reference Reagents

Cellpack

Lot No : D5013

Expiry Date : 07/12/2026

Stromatolyser-WH

Lot No : D4173

Expiry Date: 04/11/2026

VDx Reagents
1) Diluent Pack 5P1-S (20L)
2) Lyse-S

Lot No : HD5P1S250301 Expiry Date : 28/2/27
Lot No : HVLS250101 Expiry Date : 30/12/26
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Background Test

Parameters

All Reagents from Vanguard

Diagnostics

All Reagents from Sysmex as
Reference

WBC (10%/pl)

0.1

0.1

RBC (108/pl)

0.0

HGB (g/dl)

0

HCT (%)

MCYV (fL)

MCH (pg)

MCHC (g/dl)

PLT (103/pl)

LYM (%)

MXD (%)

NEUT (%)

LYM# (103/pl)

MXD# (103/pl)

NEUT# (103/ul)

RDW-SD (fL)

RDW-CV (%)

PDW (fL)

MPV (fL)

P-LCR (%)

PCT (%)
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Accuracy Study

(Coefficient of Correlation)

Objective: to determine the correlation between
the results obtained with Vanguard’s compatible
reagents for Sysmex 3 Part Analyzer and Reference
reagents for Sysmex 3 Part Analyzer.
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Coefficient of Correlation Studies

I.  The objective was to determine the correlation between the results obtained with the
developed Vanguard compatible 3 Part Sysmex reagents and the 3 Part Sysmex Reference
Reagents.

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

) 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:

r= n E?:l Tl — E?:}_ 24 E:‘zl i
VX, 77 - (T 2P0 Ty 87 — (Tiey 997) .

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 3 Part Hematology Analyzer.

y = VDx Sysmex Reagents for 3 Part Hematology Analyzer.

Sample size: 20
Mean x (X): 6.4775
Mean y (y): 6.495

Intercept (a): -0.14794078243381

Slope (b): 1.0255408386621

“r’ =0.996

Regression line equation: y=1.0255408386621x-0.14794078243381

Commercial Confidential
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Specifications for Approval/Rejection of the Results: WBC

Experimental Scheme . 20fresh blood samples were used for detection on twa different instruments. Calculate the result deviation of the
twoinstruments.
2times | measure each sample
Judgment Standard : The deviation requirements are in the table below. A sample pass rate of 80% is considered to meet the requirements

All Reagents from Vanguard Diagnostics  All Reagents from Sysmex as Refetence

SAMPLE
8 X MEAN nm n MEAN

DEVIATION  JUDGE

Coefficient of Correlation (1)

1 75 | 73 74 73| 14 735 068% | 0K 0.99637428
2 4| 4 405 4| a2 41 1% | oK

3 67 | 66 6.65 66 | 66 66 076% | OK

4 61 | 62 615 61 | 63 62 081% | OK

5 18 | 48 48 48 | 16 47 213% | 0K

6 64 | 65 6.45 63 | 62 6.5 320% | OK

7 97 | 1 9.5 9% | 94 95 368% | OK

8 6 6 6 62 | 61 6.5 244% | OK

9 74 13 7.35 1 | 2 71 35% | OK

10 79 | 18 785 79 | 8 79 126% | Ok

1 4 | 46 46 46 | 44 45 2% | oK

12 86 | 86 86 84 | 87 8.5 058% | OK

13 89 | a1 9 ol | 9 9.05 055% | OK

1 59 | 62 .05 59 | 6 5.%5 168% | OK

15 13 | 44 435 15 | 43 14 1% | oK

16 67 | 66 665 68 | 66 67 075% | OK

17 69 | 7 6.9 7 7 7 070% | OK

18 5 | 49 4% 5 | 51 5.05 198% | OK

19 64 | 65 645 66 | 64 65 077% | OK

2 57 | 58 5.5 6 | 59 5% 336% | OK

Passing Number Passing Rate 100.0% Requirement
Conclusion Pass
(1A
G
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Coefficient of Correlation (“r”): RBC

X = Sysmex Reference Reagents for 3 Part Hematology Analyzer.
y = VDx Sysmex Reagents for 3 Part Hematology Analyzer.

“r" =0.997

Sample size: 20

Mean x (x): 4.547

Mean y (y): 4.4925

Intercept (a): -0.030842625641106

Slope (b): 0.9947971466112

Regression line equation: y=0.9947971466112x-0.030842625641106

2.5 3.0 3.5 4.4 4.5 2.0 5.5
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Specifications for Approval/Rejection of the Results: RBC

Experimental Scheme : 207resh blood samples were used for detection on two different instruments. Calculate the result deviation of the
two instruments,
2times | measure each sample
Judgment Standard : The deviation requirements are in the table below. A sample pass rate of 80% is considered to meet the requirements

All Reagents from Vanguard Diagnostics  All Reagents from Sysmex as Reference

DEVIATION  JUDGE
SAMPLE Xl X MEAN i 7} MEAN

Coefficient of Correlation r")

1 | 4415 1| 48 445 0% | O 0997634468
/) 404 | 406 405 40 | 4 4,075 061% | OK

3 48 | 4R 4% 49 | A% 4815 07% | O

4 461 | 464 4625 48 | 47 466 075% | O

5 461 | 47 4,685 474 | 46 475 3% | o

6 L8 | 485 464 47 | 485 4675 075% | Ok

7 4% | 5 498 500 | 499 5005 05% | O

8 18| 4B 48 19 | 49 49 1% | oK

9 499 | 448 4485 45 | 48 45 0% | O

10 L 439 431 | A% 43 06% | O

11 509 | 509 59 51 | 508 54 0.0% | O

1 468 | 464 466 470 | 4’ 475 18% | O

13 48 | 47 47% 481 | 49 4,85 188 | oK

1 48 | 4415 1 | 442 00% | O

15 291 | 294 2925 296 | 297 1965 135% | 0K

16 48 | 41 4485 456 | 456 456 168 | oK

17 48 | 14 4445 446 | 4% 4505 13% | O

18 416 | 4u 415 47 | A1 418 07% | O

19 4B | 48 4805 4% | 48 48 05% | OK

0

Passing Number Passing Rate Requirement
Conclusion Pass
)3
(IAZXQONH OAQPA
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Coefficient of Correlation (“r”): HGB

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

Sample size: 20

Mean x (x): 13.22

Mean y (y): 13.265

Intercept (a): -0.15970918349551
Siope (b): 1.0154848096441

“r’" =0.998

Regression line equation: y=1.0154848096441x-0.15970918349551

16 —

15 —

14

12

11 —

10
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Specifications for Approval/Rejection of the Results: HGB

SAMPLE

Experimental Scheme : 20 fresh blood samples were used for detection on two different instruments, Calculate the result deviation of the

two instruments,
2times | measure each sample

Judgment Standard : The deviation requirements are in the table below. A sample pass rate of 80% is considered to meet the requirements

All Reagents from Vanguard Diagnostics ~ All Reagents from Sysmenx as Reference

‘DEVIATION | JUDGE

38 X MEAN Y1 Y2 MEAN Coefficient of Correlation (")

1 Bl | B1 B1 B1 | 182 13.15 03% | OK 0.9986029%
2 08 | 18 128 08 | 19 128 03% | oK

3 B8 | BB 138 B8 | B9 1385 036% | oK

4 05 | 125 125 03 | 124 1235 120% | 0K

5 138 | 138 138 B1 | 87 137 07% | oK

6 12 | 11 14,15 U | 12 141 035% | O

7 54 | 154 154 53 | B3 153 065% | O

8 e | 14 144 U4 | 13 1435 035% | O

9 B7 | 87 B7 B6 | 186 136 074% | O

10 B | 19 1% 09 | 19 129 03% | Ok

1 3 | 13 "3 43 | W .25 03% | Ok

1 u | 1 1405 B9 | BI 139 108% | O

13 08 | 18 18 08 | 18 128 000% | O

1 06 | 126 126 04 | 15 12.45 10% | o

15 93 | 93 93 93 | 93 93 000% | O

16 B3 | 09 1% 09y | 108 1285 07% | O

7 | u 1 By | u 13.% 036% | O

18 18 | 17 1.7 1y | 18 1185 08% | O

19 B39 | u B% B9 | BI 139 036% | O

20 B | 3 3 3 | B 3 000% | OK

Passing Number Passing Rate Ul g Reguirement  exRy
Conclusion Pass
NAIXQNH OAQPA
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Coefficient of Correlation (“r”): HCT

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

“r" =0.997

Sample size: 20

Mean x (x): 42.2625

Mean y (y): 42.685

Intercept (a): 0.65268384117497

Slope (b): 0.99455347314582

Regression line equation: y=0.65268384117497+4+0.99455347314582x

50 -

45 —

40 —

35 —

W VANCUARD 1R Sfod d}(\,VPr
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Specifications for Approval/Rejection of the Results: HCT

Experimental Scheme : 20fresh blood samples were used for detection on twa different instruments. Calculate the result deviation of the
two instruments.
2times | measure each sample
Judgment Standard : The deviation requirements are in the table below. A sample pass rate of 80% is considered to meet the requirements

All Reagents from Vanguard Diagnostics - All Reagents from Sysmeyx as Reference

L “r R MEAN 11 2 MEAN il D e Coefficient of Correlation (")
1 | @ 4.9 4 | 43 4115 19 | Ok 0.99733421
2 01 | w4 0 06 | a1 30,85 100 | Ok
3 ue | 86 1 B) | B 34 160% | 0K
4 04 | 406 105 05 | 41 %8 176% | OK
5 M5 | u7 16 83 | u M3 056% | OK
6 61 | %1 41 59 | 455 857 088% | OK
7 83 | 85 134 79 | 414 1765 15% | Ok
8 57 | 56 1565 55 | 857 156 01% | oK
9 03 | m £ 18 | o 1 120% | OK
10 n | n 01 a4 | A 425 208% | O
1 ue | M6 16 #1 | B9 4 13% | O
1 59 | £5 857 55 | &7 156 0% | 0K
13 nl| @l 01 n | o £205 012% | OK
1 14 | a1 4.2 07 | %4 1055 173% | 0K
15 0 | 3 3015 B8 | 13 2.8 L0% | OK
16 01| a1 1215 01| 02 01% | ok
17 5| 452 851 M5 | 85 15 02% | Ok
18 n | 36 98 02 | 15 39.35 114% | oK
19 YN, 145 #1 | 86 38 13% | Ok
20 ns | 95 105 n | fs 3 047% | Ok

Passing Number PassingRate  EULIGY  Requirement  [S2RYS
Conclusion Pass
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Coefficient of Correlation (“r”): MCV

X = Sysmex Reference Reagents for 3 Part Hematology Analyzer.
y = VDx Sysmex Reagents for 3 Part Hematology Analyzer.

“r" =0.997

Sample size: 20

Mean x (x): 93.14

Mean y (y): 94.935

Intercept (a): 1.3081709571747

Slope (b): 1.0052268525105

Regression line equation: y=1.3081709571747+1.0052268525105x

105

100

Qs

a0

85 1 T T , =
85 ad 95 1400 105

NAEXQ _
MlKPOI;lW_{IKAEPI’ e
KON O, 80168515 . FIANNITZON

T BERAHMERSE EOMYY

@

Commercial Confidential

VANGUARD e 51'&9‘\\’ W 39?9\? & 16| Page



Sl B

—

—

—_—

P - —

Specifications for Approval/Rejection of the Results: MCV

SAMPLE

Experimental Scheme : 20fresh blood samples were used for detection on two different instruments. Calculate the result deviation of the

Judgment Standard : The deviation requirements are in the table below. A sample pass rate of 80% is considered to meet the requirements

All Reagents from Vanguard Diagnostics Al Reagents from Sysmex as Reference e

two instruments,
2times | measure each sample

%51 X2 MEAN Y1 2 Coefficient of Correlation {*r")

1 | % % 08 | B2 % 215% | oK 099796742
2 %3 | %3 994 % | 9§ 978 1685 | OK

3 93 | 92 9.25 02 | 91 0.5 23% | oK

4 876 | 815 8155 &5 | %3 84 25% | oK

5 %3 | %1 %2 85 | B3 B4 19% | OK

6 96 | %1 935 971 | 98 9.55 1685 | oK

7 94 | 9 97. B4 | % %2 210% | OK

8 U | w4 %5 05 | 929 907 198 | OK

9 %2 | W %2 95 | 93 24 19% | oK

10 %1 | %7 %9 U7 | U5 %6 L3% | Ok

i 816 | 816 876 %1 | %4 8.5 15T | oK

1 %1 | %1 %1 %4 | %6 % 21% | OK

13 87 | 819 878 %2 | &9 805 20% | oK

1 85 | B4 B4 01 | 94 975 L8% | OK

15 181 | 1031 1031 1007 | 1007 1007 2385 | oK

16 %2 | %8 % 95 | 95 95 L6% | OK

1 1016 | 1013 10145 %8 | 10 %9 15% | OK

18 %2 | %7 %95 % | %3 %15 19% | OK

19 95 | 925 95 07 | %8 075 19% | oK

2 %2 | %2 %2 05 | 92 0.3 200% | oK

Passing Number PassingRate  [lc)  Requirement  [RY3
Conclusion Pass
$
MAZXQNH OAQPA
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Coefficient of Correlation (“r”): MCH

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

“r” =0.985

Sample size: 20

Mean x (x): 29.1325

Mean y (y): 29.485

Intercept (a): 1.2203628575335

Slope (b): 0.97020980494178

Regression line equation: y=1.2203628575335+0.97020980494178x

w
%
27 x,ﬁ;/
26 — —
27 28 24 30 31 32
NAZXQNH OAQPA -
: PlAﬁ PRIV E,
; A TK. 58100
S YANGLARD

Commercial Confidential

DAL X230 &Mk 18lPage



—

-

-

Specifications for Approval/Rejection of the Results: MCH

 All Reagents from Vanguard Diagnostics  All Reagents from Sysmex as Reference

Experimental Scheme : 20fresh blood samples were used for detection on two different instruments. Calculate the result deviation of the
twoinstruments.

2times| measure each sample

Judgment Standard : The deviation requirements are in the table below. A sample pass rate of 80% s considered to meet the requirements

Sl ¥4 X MEAN n n MEAN b Coefficient of Correlation 1)
1 N1 | 26 2965 86 | 18 87 0% | Ok 0.985200218
2 317 | S 316 7 | 34 355 0l6% | OK
3 86 | M 89 88 | B7 B75 05% | Ok
4 71 | %9 )] %5 | 4 %5 18% | O
5 26 | 24 25 B9 | %3 B85 205% | OK
6 07 | 303 05 B8 | %5 015 116% | 0K
7 31| %8 09 05 | 307 306 09%% | OK
8 28 | 18 B8 83 | B 22 20% | OK
9 05 | 06 3.5 0| N 301 150% | 0K
10 06 | B4 285 B5 | 87 25 03% | OK
11 81| 81 81 7y | B 7% 050 | OK
1 29 | 304 .15 B4 | 81 0.5 300 | OK
13 %1 | %7 %7 %3 | %1 %2 19% | 0K
1 84 | 86 85 81 | 83 8. 106% | 0K
15 2| 36 318 4 | 313 3.3 14% | Ok
16 H | B 2885 B3 | B1 282 230% | Ok
17 36 | 34 315 12 | %8 3 161% | OK
18 %4 | B3 2835 RS | 82 835 000% | Ok
19 1| » 205 B | B 38 087% | Ok
2 %8 | 28 28 B6 | B1 835 15% | Ok

Passing Number PassingRate  [UIGY  Requirement

Conclusion Pass

Commercial Confidential
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Coefficient of Correlation (“r”): MCHC

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

“r” =0.929

Sample size: 20

Mean x (x): 31.2725

Mean y (y): 31.115

Intercept (a): 2.3403211003193

Slope (b): 0.92012723318189

Regression line equation: y=2.3403211003193+0.92012723318189x

32.5

)
—k
o

00 /

M
i
i

i
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Specifications for Approval/Rejection of the Results: MCHC

MCHC (g/d)

SAMPLE B

R

Experimental Scheme : 20 fresh blood samples were used for detection on two different instruments, Calculate the result deviation of the
twoinstruments.

2times f measure each sample

Judgment Standard : The deviation requirements are in the table below. A sample pass rate of 80% is considered to meet the requirements

MEAN

)l

Y2

Al Reagents from Vanguard Diagnastics All Reagents from Sysmex as Reference —

MEAN

Commercial Confidential

Coefficient of Correlation *r")
0.929152768

MAZXQNH OAQPA

TASKONH - Qpephc

1 13 | W5 n 02 ] 2% | OK
) 19 | 7 318 W 5| | o
3 09w W 19 | 39 319 188% | OK
4 09 | %8 0 1| W09 3 048% | OK
5 1 %9 0% 09 | 109 09 016% | OK
6 S 07 05 | 32 & |04 | Ok
] 19 | A8 318 19 | 03 01 078% | OK
8 1S | 36 315 16 | 33 5|0 | Ok
g 4| 38 045 25 | 36 RS |03 | ok
0 08 | 07 07 1 | 34 313 L76% | O
1 AR 1 0 B0 | ok
0 05| % 075 05 | W4 N5 | 0% | 0K
3 L 04 05 | 04 NS | 0% | Ok
1 04| 37 3055 05 | %9 07 049% | OK
15 1w 08 1 | 3 S| o0%s | oK
16 08 | 36 307 06 | 03 0|08 | oK
Y N 318 12 | %8 3 016% | oK
18 ns | B5 25 04 | B9 N5 | 266 | Ok
19 14| 313 31 15 | 39 oW L% | 0K
0 %5
Passing Number Passing Rate Requirement  [SIAY]
Conclusion Pass

MiKPOBIOAOTIKA EP!
KOWMNHNON7 -

AD.M. 801665151
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Coefficient of Correlation (“r”): PLT

X = Sysmex Reference Reagents for 3 Part Hematology Analyzer.
y = VDx Sysmex Reagents for 3 Part Hematology Analyzer.

“r" =0.993

Sample size: 20

Mean x (x): 252.125

Mean y (y): 253.05

Intercept (a): -1.470960058616

Slope (b): 1.0095030641889

Regression line equation: y=1.0095030641889x-1.470960058616

400
350
300 — ' =
250

200

150
150 200 250 300 360 400

NAZXQNH OAQPA
MIKPOBIONOTKA EPTRETHPIAL

QP VANGUARD  T{PSREWN IR

Commercial Confidential

22| Page



Specifications for Approval/Rejection of the Results: PLT

Experimental Scheme : 20 fresh blood samples were used for detection on two different instruments. Calculate the result deviation of the
two instruments,

PLT (103/ ul) 2times | measure each sample

Judgment Standard : The deviation requirements are in the table below. A sample pass rate of 80% is consicered to meet the requirements

\ll Reagents from Vanguard Diagnosticill Reagents from Systex as Referenc%EVI 0N JUDGE

L 1% X MEAN n n MEAN Coefficient of Correlation ")

1 | m %15 w | % L5 288% | O 0993856343
2 m | m 1705 | 13 1685 1% | oK
3 5| W 195 u | M U15 081% | oK
4 W | W M5 M| mw 36 368 | OK
5 | 1% 1965 19 | 19 191 288% | O
6 | B 25 u | 0w 2} 08% | 0K
7 1 | W 1% m | n15 3% | O
8 3 | 34 30 m | % 3 08% | O
9 m | 8 1665 5 | 18 1555 0% | Ok
1 W | B 2945 % | M 2045 000% | oK
1 | W 075 n | o n 166% | O
1 m | s 285 1 | 115 1% | O
1 S 325 X | %0 35 210 | O
" 19 | 1% 199 19 | a0 200 050% | oK
15 35 | 30 3%7 | W 30 19% | oK
16 0 | m n m | 16 15 0710% | oK
17 L 295 % | M i) 36% | oK
18 % | m 2035 18 | 1 19 A90% | Ok
19 m | m 815 5| 295 29% | ok
I ] B4S 3 | B 233 068 | 0K
Passing Number Passing Rate U074l Requirement — SAvAY
Conclusion Pass

MNAZXQNH OAQPA
MIKPOBIOAOTIKA EPTAETHPIA MANNITEON E.E.
KOMNHNQN 7 - TZAAf £ FIANNITEA TK. 58100
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Coefficient of Correlation (“r”’): LYM%

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

“r’" =0.990

Sample size: 20

Mean x (x): 36.1875

Mean y (y): 36.44

Intercept (a): 0.17234969720545

Slope (b): 1.0022148615625

Regression line equation: y=0.17234969720545+1.0022148615625x
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Specifications for Approval/Rejection of the Results: LYM%

Experimental Scheme : 20fresh blood samples were used for detection on two different instruments. Calculate the result deviation of the
two instruments.
2times | measure each sample
Judgment Standard : The deviation requirements arein the table below. A sample pass rate of 80% s considered to meet the requirements

All Reagents from Vanguard Diagnostics - All Reagents from Sysmex as Reference

SAMPLE =2 R il =T DEVATION JUDGE
1 07 | BT 07 09 | A3 306 299% | OK Coefficient of Correlation (")
2 23 | 38 3205 5 | 02 04 38% | OK 0990963562
3 398 | 396 397 14 | 403 3985 038% | OK
4 7| 36 B6S N | 36 318 8% | OK
5 %3 | 33 %8 %4 | W 555 2% | 0K
b 317 | 07 312 N | B 27 45% | OK
7 u R B B | N7 BB 075% | OK
8 U9 | %8 3 W | 8 19 441% | 0K
9 Y Y] RAN ) 29 | 182 B % | 0K
10 29 | 08 08 Bl | BS B3 19%% | OK
1 372 | 97 345 N 36 33 308% | OK
12 47 | 45 476 9 | 81 1855 196% | oK
13 81| 376 378 31| 35 34 068% | 0K
1 0y | & B 53| & B 06% | Ok
15 o | 44 182 %69 | 47 13 19% | OK
16 TR 3 Bl | # B55 18% | oK
17 76 | %7 2645 %62 | %6 %4 095% | OK
18 0 | N3 3065 02 | 311 3065 000% | OK
19 By | 07 438 39 | 41 i) 450% | 0K
l |
Passing Number Passing Rate [l Requirement  RSIJ
Conclusion Pass
NAZXQNH OAQPA
MIKPOBIOAOTIKA EPTAE THPIA MANNITZON E.E.
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Coefficient of Correlation (“r”): NEUT%

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

“r" =0.979

Sample size: 20

Mean x (x): 52.25

Mean y (y): 51.5725

Intercept (a): -3.7326370309102

Slope (b): 1.0584715221227

Regression line equation: y=1.0584715221227x-3.7326370309102
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Specifications for Approval/Rejection of the Results: NEUT%

Experimental Scheme : 20fresh blood samples were used for detection on two different instruments. Calculate the result deviation of the
two nstruments.
2times | measure each sample
Judgment Standard : The deviation requirements are in the table below. A sample pass rate of 80% is considered to meet the requirements

NEUT (%)

All Reagents from Vanguard Diagnostics  All Reagents from Sysmex as Reference
545 K MEAN e MEAN

SAMPLE DEVATION  JUDGE

Commercial Confidential

1 6 | 93 815 81 | 69 635 055% | O Coefficient of Corelation ('
2 % | 54 5.2 73 | %4 57.45 285% | O 0979367058
3 a1 | 82 08 83 | &5 49 160% | O
4 %5 | 54 %35 %3 | 577 % 18% | O
5 B8 | 545 515 19 | 53 521 39% | O
6 %5 | 558 5.5 %1 | 52 565 090% | O
7 %8 | 611 6045 % | 60 55 16% | O
8 81 | 83 £ 83 | 533 508 5% | oK
9 %1 | 6 5955 %4 | 578 %1 250% | O
10 605 | 66 8505 66 | 645 6.5 380 | O
1 1| 55 518 514 | 502 5038 19% | Ok
1 N | 34 37 05 | % 0.5 38% | O
13 B4 | 58 55 %3 | 5238 855 383% | O
] 379 | 85 357 04 | 389 365 9%% | NO
15 “5 | 36 85 44 | w4 09 S48% | O
1 B8 | 59 ug %1 | 44 0.6 468% | O
17 o7 | 632 8% 86 | 82 634 087% | Ok
18 52 | 502 57 %2 | 59 5.0 L% | O
19 8 | 63 U5 %2 | 42 42 448% | O
2 28 | %1 3% AR B5 108 | O
Passing Number Passing Rate . Requirement
Conclusion Pass
S EREHAR ——((\é\xg N Cl) NORf- 27|Page




Coefficient of Correlation (“r”): LYM#

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

Sample size: 20

Mean x (x): 2.3375

Mean y (y): 2.345

Intercept (a): -4.7817473798339E-6
Slope (b): 1.0032106018171

“r" =0.995

Regression line equation: y=1.0032106018171x-4.7817473798339E-6

4.5

3.5

2.5
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Specifications for Approval/Rejection of the Results: LYM#

LYM# (1074)

SAMPLE 7

\ll Reagents from Vanguard Diagnosticill Reagents from Sysmex as Reference

X2

80% is considered to meet the requirements

Experimental Scheme : 20 fresh blood samples were used for detection on two different

instruments. Calculate the result deviation of the two instruments,
2times | measure each sample
Judgment Standard : The deviation requirements are in the table below. A sample pass rate of

DEVIATION ' JUDGE
MEAN n n MEAN

1 23 | U 21 22 | 23 255 2% | oK
2 13 | 13 13 13 | 13 13 000% | OK
! 27 | 26 265 26 | 265 000% | OK
4 2 | 2 205 2 | 2 2 250 | Ok
5 17 | 16 165 17 | 16 165 000% | Ok
6 2 2 2 2 | u 205 248% | Ok
] 33 | 32 3.5 32 | 31 305 3% | oK
8 2 | 2 205 21 | 19 2 250 | oK
9 25 | u 245 23 | 1 235 426% | OK
10 18 | 18 18 18 | 19 18 270% | oK
1 17 | 18 175 17 | 17 17 29 | oK
1 4] 41 41 ARy 415 120 | OK
13 34 | 34 34 34 | 34 34 000% | OK
1 25 | 28 265 27 | 28 26 19% | OK
15 2 u 21 2| U 21 000% | oK
16 29 | 3 2% 29 | 29 29 1% | OK
17 19 | 18 185 18 | 19 185 000% | OK
18 15 | 15 15 15 | 16 15 3% | oK
19 28 | 26 27 26 | 26 26 385% | oK
2 25 | 25 25 27 | 26 265 566% | OK
Passing Number Passing Rate 100.0% Requirement
Conclusion Pass

Commercial Confidential
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Coefficient of Correlation (“r”): NEUT#

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

“r” =0.990

Sample size: 20

Mean x (x): 3.4125

Mean y (y): 3.3925

Intercept (a): -0.17998934469899

Slope (b): 1.0468833244539

Regression line equation: y=1.0468833244539x-0.17998934469899

1 2 3 4 5 B

v onas,
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Specifications for Approval/Rejection of the Results: NEUT#

two instruments,

Experimental Scheme : 20 fresh blood samples were used for detection on two different instruments. Calculate the result deviation of the

NEUT# (103/ Lll) 2times | measure each sample

Al Reagents from Vanguard Diagnostics  All Reagents from Sysmex as Reference ——

SAMPLE

Judgment Standard : The deviation requirements are in the table below. A sample pass rate of 80% is considered to meet the requirements

% X MEAN non

1 5 43 465 46 | 47 465 000% | OK Coefficient of Correlation r")
2 23 | 25 23 | U 2% L6% | 0K 09907223%
3 R 35 32 3 31 16% | oK

4 3 | 36 35 35 | 36 35 L41% | oK

5 26 | 26 26 25 | u 245 612% | OK

6 35 | 36 35 36 | 34 35 143% | 0K

7 58 | 61 5% 57 | 56 565 531% | OK

§ 29 | 29 29 3| 33 35 %% | NO

9 43 | 45 44 Y 45 600% | OK

10 18 | 51 4% 53 | 51 52 481% | OK

1 | u 2 | n 23 435% | OK

1 34| 33 3% 34 | 35 345 290 | oK

1 17 | 53 5 5 | 47 48 309% | OK

1 23 | 2l 22 4| u 24 833% | NO

15 19 | 16 175 1| 17 18 S41% | O

16 303 3 32 | 3 EA 476% | oK

17 45 | 44 445 45 | 4 145 000% | OK

18 8| 25 265 27 | 28 275 36% | OK

19 28 | 29 28 31 | 29 3 500% | OK

2 23 | 23 23 2 | 1 23 000% | OK

Passing Number Passing Rate Requirement  Leaf]
Conclusion Pass
%mr%? ﬁér ; mﬁﬁ&ﬁém EE
AOM, 3’0: LAY f NlT!A TK. 58100
e . FIANNITZON
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Coefficient of Correlation (“r”): RDW-SD

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

“r” =0.996

Sample size: 20

Mean x (x): 49.295

Mean y (y): 49.8275

Intercept (a): 1.0534469165561

Slope (b): 0.98943205362499

Regression line equation: y=1.0534469165561+0.98943205362499x

(2 SN GD\\Q?!\-
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Specifications for Approval/Rejection of the Results: RDW-SD

Experimental Scheme : 20 fresh blood samples were used for detection on two different instruments, Calculate the result deviation
of the two instruments.
2times | measure each sample
Judgment Standard : The deviation requirements are in the table below. A sample pass rate of 80% s considered to meet the
requirements

All Reagents from Vanguard Diagnostics ~ All Reagents from Sysmex as Reference

IDEVIATION  JUDGE

| 07 | 494 4955 82| B 481 300% | OK Coefficient of Correlation r")
2 01 | 417 47 83 | 48 1755 03% | Ok 0.996065486
3 59 | 454 8565 B1 | &2 145 270 | O
4 #l | 81 RS B4 | 82 B3 06% | OK
5 03 | 483 188 88 | 485 1365 031% | OK
6 si4 | 5 507 g | 517 5135 L% | OK
7 %4 | 476 0 g1 | 4 4715 03% | OK
8 %4 | 465 46,45 % | 459 5% 10% | Ok
9 ug | 5 9 ug | w2 “5 090% | OK
10 9 | 44 182 78 | 48 113 190% | Ok
1 a4 | 45 0.5 % | %5 165 25% | O
i} 04 | 505 199 9 | 85 95 14% | Ok
13 %3 | %3 %3 4 | 5 57 L10% | OK
1 82 | 41 815 75 | %6 1705 230% | ok
15 n1 | B4 8 n | n 745 048% | OK
16 06 | 42 194 02 | 481 0915 05% | OK
17 518 | 514 516 516 | 518 517 0% | OK
18 58 | %l 5345 518 | 516 517 3% | O
19 54 | 43 45,85 %5 | w8 1565 044% | OK
2 01 | 50 50,05 070% | OK
Passing Number Passing Rate I Requirement
Conclusion Pass

MAIZXQONH GAQPA
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Coefficient of Correlation (“r”): RDW-CV%

X = Sysmex Reference Reagents for 3 Part Hematology Analyzer.
y = VDx Sysmex Reagents for 3 Part Hematology Analyzer.

“r’" =0.997

Sample size: 20

Mean x (x): 13.795

Mean y (y): 13.515

Intercept (a): -0.045767217112564

Slope (b): 0.9830204579277

Regression line equation: y=0.9830204579277x-0.045767217112564

NGUARD (1H 20l &m‘?!\
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M Specifications for Approval/Rejection of the Results: RDW-CV

Experimental Scheme ; 20 fresh blood samples were used for detection on two diferent nstruments. Calculate the result deviation
of the two instruments,

I3 RDW-CV (%) 2 times | measure each sample
. Judgment Standard : The deviation requirements are in the table below. A sample pass rate of 80% s considered to meet the
I requirements
[
- SAMPLE Al Reagents from Vanguard Diagnostics ~ All Reagents from Sysmex as Reference —
B2 R MEAN 1 N MEAN | Coefficient of Correlation {'r")

] 1 B4 | 134 134 1B6 | 15 1355 1% | oK 0.997006528
» 2 1 122 21 5 | 123 124 8% | OK

3 27 | 13 25 25 | 27 126 07% | OK
| 4 124 | 125 124 128 | 128 128 7% | OK
[ 5 132 | 132 32 35 | B4 1345 186% | 0K

b 318 1305 37 | 138 Bh 5.0% | OK
[ 7 1 | 14 5 126 | 128 127 354% | OK
| 8 23 | 13 123 126 | 125 1255 19% | 0K

9 21 | 123 1212 4 | 14 124 160% | OK
[ 10 126 | 14 125 128 | 125 1265 11% | Ok
[ 11 136 | 136 136 14 138 139 216% | OK
l 12 3 133 1315 B2 | 134 133 1% | 0K

13 167 | 167 167 Y] 1 i) 176% | OK
f 1 3 133 135 136 | 132 134 18 | Ok
| 15 il U3 pANL) 16 | 26 16 208 | 0K
‘ 16 135 | 131 133 139 | 136 B35 3% | Ok
. 17 3 3 3 133 | 13 333 6% | OK
[ 18 142 | 144 143 41 | 143 142 070% | OK

19 123 | 124 123 28 | w7 1275 4% | OK
U 0 135 | 138 13.65 37 U 13.85 4% | 0K
L Passing Number - Passing Rate . Requirement  [LotAY3
L Conclusion Pass
i
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Coefficient of Correlation (“r”): MPV

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

“r’" =0.971

Sample size: 20

Mean x (x): 11.0325

Mean y (y): 10.934

Intercept (a): 0.36505865541512

Slope (b): 0.95798244682392

Regression line equation: y=0.36505865541512+0.95798244682392x
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Specifications for Approval/Rejection of the Results: MPV

Experimental Scheme ;20 fresh blood samples were used Tor detection on two different insfruments. Calculate the restt deviation
of the tw instruments.
2 times | measure each sample
Judgment Standard : The deviation requirements are in the table below. A sample pass rate of 80% is considered to meet the
requirements

All Reagents from Vanguard Diagnostics  All Reagents from Sysmex as Reference

SAMPLE OEVIATION  JUDGE

1 X2 MEAN o Coefficient of Correlation (")
1 98 | 97 975 9w 955 201% | oK 0971939222
2 02 | 1w 122 06 | 15 1255 27% | oK
3 108 | 105 105 | u 1105 36% | OK
4 108 | 108 108 09 | 1 10% 13% | oK
5 12 | 1 111 14 | u3 1% 220% | Ok
6 11 | 112 1115 13 | us 114 21% | oK
] 11| 12 115 13 | 114 13 176% | OK
8 9l | ol 91 93 93 93 205% | OK
9 12 | 1w 1115 14 | 108 111 045% | OK
10 104 | 105 1045 06 | 1205 1055 09% | OK
1 9 | 92 91 93 | 96 945 370% | oK
1 11 | 109 1 12 | 11 1115 13% | Ok
13 11 | 12 115 15 | 14 1145 260 | OK
[ 19 | 1 119 16 | 13 1% 000% | OK
15 17 | 13 15 13 | 108 1105 40%% | oK
16 15 | 116 1155 17 | 18 175 170% | OK
17 105 | 104 1045 107 | 105 106 14% | Ok
18 16 | 1 118 n1 | 1l 11 248% | OK
19 108 | 107 1075 108 | 11 109 18% | Ok
0 105 | 106 105 108 | 109 1085 276% | OK
Passing Number Passing Rate . Requirement
Conclusion Pass
(TAZXQNH PAQPA
MIKPOBIONOTTKA EPTAE THPIA TIANNITION E.E.
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Coefficient of Correlation (“r”): P-LCR%

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

“r" =0.979

Sample size: 20

Mean x (x): 33.445

Mean y (y): 32.095

Intercept (a): -1.916687930462

Slope (b): 1.0169438759295

Regression line equation: y=1.0169438759295x~1.916687930462
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Specifications for Approval/Rejection of the Results: P-LCR%

Experimental Scheme : 20 fresf blood samples were used for detection on fwo different instruments. Calculate the result deviation
of the two instruments,
2times | measure each sample
Judgment Standard : The deviation requirements are in the table below. A sample pass rate of 80% s considered to meet the
requirements

P-LCR (%)

All Reagents from Vanguard Diagnostics , All Reagents from Sysmex as Reference

SAMPLE DEVIATION  JUDGE

BT N MEAN 1 n MEAN Coefficient of Correlation {r")

1 u1 | B2 B uy | 55 52 615% | OK 0975706231

2 By | 23 8305 %2 | o 6.1 455% | OK

3 39 | 38 3035 B2 | 29 305 8M% | OK

4 38 | 316 317 9 | B 245 231 | oK

5 52 | B7 3445 %2 | 33 .75 36% | OK

6 31| B2 315 % | %4 %7 TM% | O

1 u3 | ¥ 315 %5 | 313 %9 4% | O

8 B5 | 175 18 04 | 189 1965 840% | OK

g %9 | U9 39 %9 | %9 354 14% | O

10 83 | 304 285 08 | 26 87 051% | OK

1 79 | 185 182 186 | 25 205 B5% | 0K

1 %2 | 03 RS 6 | B9 U5 29% | oK

13 u3 | Bl %7 37 | %9 33 69M | OK

1 03 | %8 3055 Nl B3 12 400% | O

15 %1 | 48 3545 U3 | 319 31 TA0% | O

16 374 | %7 3805 SAREE:Y 315 026% | OK

17 By | W7 88 08 | %9 285 358 | O

18 Y 401 03 | w6 145 306% | O

19 SR 3145 07| 33 3 L% | Ok

2 07 | 309 303 6 | 3w 3165 421% | 0K

Passing Number  PassingRate  [hIY  Requirement

Conclusion Pass
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Coefficient of Correlation (“r”): PCT%

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

“r” =0.984

Sample size: 20

Mean x (x): 0.273

Mean y (y): 0.27025

Intercept (a): -0.011293668122268

Slope (b): 1.0312954876274

Regression line equation: y=1.0312954876274x-0.011293668122268
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Specifications for Approval/Rejection of the Results: PCT%

Experimental Scheme 20 fresh blood samples were used for detection on two different instruments. Calculate the resut deviation
of the two instruments.
2 times | measure each sample
Judgment Standard : The deviation requirements are in the table below. A sample pass rate of 80%is considered to meet the

requirements
A 0 d Diagno 0
AMD DEVIATIO )
[ A ! Coefficient of Correlation {‘7”)
1 034 | 03 0.35 03 | 0% 0.35 0.00% | OK (.98466865
2 020 | 0 0.2 02 | 02 0215 133% | OK
3 027 | 026 0.265 07 | 0 0.7 185% | OK
4 03 | 0% 035 034 | 03 0345 580% | OK
5 03 | 02 0.215 02 | oun 0215 000% | OK
b 0% | 02 0.2 08 | 02 02 370% | OK
1 02 | 03 0 U | 0% 0.4 833% | OK
8 02 | 03 0.3%5 03 | 03 0.33 29% | OK
9 019 | 018 0.185 018 | 016 017 882% | OK
10 031 | 03 0.305 031 | 0 031 16% | OK
1 019 | 019 019 02 0.2 02 5000 | OK
12 0u | 02 0.3 04 | 08 0.235 203% | Ok
3 04 | 041 0.405 04 041 0405 0.00% | OK
14 04 | 04 0.4 08 | 05 0.2 0.00% | OK
15 04 | oM 0425 04 039 0.3% 75% | OK
16 04 | 0% 0.245 0% | 0M 0.5 200% | OK
17 031 | 032 0315 03 0.31 0.305 38% | OK
18 04 | oM 0% 08 | 0M 0.235 213% | OK
19 04 | 0% 0.25 07 | 05 0.26 385% | OK
i 0% | 0.4 0.5 05 | 05 0.5 0.00% | OK
Passing Number Passing Rate
Conclusion Pass
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Single Run Sample Comparison

Raw Data for “r”
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Sample-01

Pararnerar All Reager?ts fron! Vanguard All Reagents from Sysmex
Diagnostics as Reference
WBC (103/pl) 7.5 7.3
RBC (105/pl) 4.41 4.42
HGB (g/dl) 13.1 13.1
HCT (%) 41.9 41
MCV (fL) 95 92.8
MCH (pg) 29.7 29.6
MCHC (g/dl) 31.3 32
PLT (103/pl) 351 342
LYM (%) 30.7 29.9
MXD (%) 23 7
NEUT (%) 67 63.1
LYM# (103/pl) 2.3 2.2
MXD# (103/ul) 0.2 0.5
NEUT# (103/l) 5 4.6
RDW-SD (fL) 49.7 48.2
RDW-CV (%) 13.4 13.6
PDW (fL) 12.3 12.4
MPV (fL) 9.8 9.9
P-LCR (%) 24.1 24.9
PCT (%) 0.34 0.34

Commercial Confidential
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Sample-02

Commercial Confidential

Parameters All Reagents from Vanguard All Reagents from Sysmex
Diagnostics as Reference
WBC (103/pl) 4 4
RBC (10%/ul) 4.04 4.04
HGB (g/dl) 12.8 12.8
HCT (%) 40.1 39.6
MCV (fL) 99.3 98
MCH (pg) 31.7 31.7
MCHC (g/dl) 319 32.3
PLT (103/pl) 170 164
LYM (%) 32.3 315
MXD (%) 9.7 11.2
NEUT (%) 58 57.3
LYM# (103/pl) 1.3 1.3
MXD# (103/ul) 0.4 0.4
NEUT# (103/pl) 2.3 2.3
RDW-SD (fL) 47.7 48.3
RDW-CV (%) 12 125
PDW (fL) 18.6 16.9
MPV (fL) 12.2 12.6
P-LCR (%) 43.8 46.2
PCT (%) 0.2 0.21
) VANGUARD (\(X;I\%\X A?VOJOP‘
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Sample-03

Parameters All Reagerjts frorr! Vanguard All Reagents from Sysmex
Diagnostics as Reference

WBC (103/pl) 6.7 6.6
RBC (10%/pul) 4.83 4.79
HGB (g/dl) 13.8 13.8
HCT (%) 44.6 43.2
MCV (fL) 92.3 90.2
MCH (pg) 28.6 28.8
MCHC (g/dl) 30.9 31.9
PLT (103/pl) 252 246
LYM (%) 39.8 39.4
MXD (%) 13.1 12.3
NEUT (%) 47.1 48.3
LYM# (103/pl) 2.7 2.6
MXD# (103/pl) 0.9 0.8
NEUT# (103/pl) 3.1 3.2
RDW-SD (fL) 459 43.7
RDW-CV (%) 12.7 12.5
PDW (fL) 13.7 13.4
MPV (fL) 10.8 11.1
P-LCR (%) 31.9 33.2
PCT (%) 0.27 0.27
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Sample-04

Parameters All Reagerlnts frorr! Vanguard All Reagents from Sysmex
Diagnostics as Reference
WBC (103/pl) 6.1 6.1
RBC (10%/pl) 4.61 4.62
HGB (g/dI) 12.5 12.3
HCT (%) 40.4 39.5
MCV (fL) 87.6 85.5
MCH (pg) 27.1 26.6
MCHC (g/dl) 30.9 311
PLT (103/ul) 309 314
LYM (%) 34.7 32
MXD (%) 9.8 9.7
NEUT (%) 55.5 58.3
LYM# (103/pl) 2.1 2
MXD# (103/ul) 0.6 0.6
NEUT# (103/pl) 34 3.5
RDW-SD (fL) 44.1 43.4
RDW-CV (%) 12.4 12.8
PDW (fL) 13.5 14.7
MPV (fL) 10.8 10.9
P-LCR (%) 31.8 31.9
PCT (%) 0.33 0.34
i
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Sample-05

Parameters All Reager_lts frorr.l Vanguard All Reagents from Sysmex
Diagnostics as Reference

WBC (103/ul) 4.3 4.8
RBC (10%/ul) 4.67 4.74
HGB (g/dl) 13.8 13.7
HCT (%) 44.5 44.3
MCV (fL) 95.3 93.5
MCH (pg) 29.6 28.9
MCHC (g/dl) 31 30.9
PLT (103/ul) 207 192
LYM (%) 36.3 36.4
MXD (%) 9.9 8.7
NEUT (%) 53.8 51.9
LYM# (103/pl) 2.7 1.7
MXD# (103/pl) 0.5 0.6
NEUT# (103/ul) 2.6 2.5
RDW-SD (fL) 49.3 48.8
RDW-CV (%) 13.2 13.5
PDW (fL) 14.8 14.9
MPV (fL) 11.2 11.4
P-LCR (%) 35.2 36.2
PCT (%) 0.23 0.22
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Sample-06

Parameters All Reager?ts from. Vanguard All Reagents from Sysmex
Diagnostics as Reference
WBC (103/pl) 6.4 6.3
RBC (10%/ul) 4.63 4.7
HGB (g/dl) 14.2 14
HCT (%) 46.1 45.9
MCV (fL) 99.6 97.7
MCH (pg) 30.7 29.8
MCHC (g/dl) 30.8 30.5
PLT (103/ul) 234 245
LYM (%) 31.7 32
MXD (%) 13.8 11.9
NEUT (%) 54.5 56.1
LYM# (103/pl) 2 2
MXD# (103/l) 0.9 0.7
NEUT# (103/pl) 3.5 3.6
RDW-SD (fL) 51.4 51
RDW-CV (%) 13.1 13.7
PDW (fL) 13.9 144
MPV (fL) 111 11.3
P-LCR (%) 33.1 35
PCT (%) 0.26 0.28
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Sample-07

Commercial Confidential

Pt All Reagerrts frorr! Vanguard All Reagents from Sysmex
Diagnostics as Reference

WBC (103/ul) 9.7 9.6
RBC (10%/ul) 4.96 5.02
HGB (g/dl) 154 15.3
HCT (%) 48.3 47.9
MCV (fL) 97.4 95.4
MCH (pg) 31 30.5
MCHC (g/dl) 31.9 31.9
PLT (103/pl) 189 212
LYM (%) 34 33.8
MXD (%) 6.2 7.2
NEUT (%) 59.8 59
LYM# (103/pl) 3.3 3.2
MXD# (103/pl) 0.6 0.7
NEUT# (103/pl) 5.8 5.7
RDW-SD (fL) 46.4 47.1
RDW-CV (%) 121 12.6
PDW (fL) 14.8 14.5
MPV (fL) 11.1 11.3
P-LCR (%) 34.3 36.5
PCT (%) 0.21 0.24
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Sample-08

Commercial Confidential

Parameters All Reager.lts from‘ Vanguard All Reagents from Sysmex
Diagnostics as Reference
WBC (103/ul) 6 6.2
RBC (105/ul) 4.83 4.92
HGB (g/dl) 14.4 14.4
HCT (%) 45.7 45.5
MCV (fL) 94.6 92.5
MCH (pg) 20.8 29.3
MCHC (g/dI) 31.5 31.6
PLT (103/ul) 356 370
LYM (%) 34.9 34
MXD (%) 17 17.7
NEUT (%) 48.1 48.3
LYM# (103/pl) 2.1 2.1
MXD# (103/pl) 1 11
NEUT# (103/pl) 2.9 3
RDW-SD (fL) 46.4 46 s
RDW-CV (%) 12.3 12.6
PDW (fL) 11.1 11.3
MPV (fL) 9.1 9.3
P-LCR (%) 18.5 20.4
PCT (%) 0.32 0.34
M}APOEE\E)%%%A%F g,l\%"l‘:"%;%
Ko“;qx'mfgozéwm FATANNITZON
T EN;)%%
TASKXSON NP
Q5 VANGUARD

50| Page



—
|

™y

P,

g—

e

Sample-09

Parameters All Reager.lts from- Vanguard All Reagents from Sysmex
Diagnostics as Reference
WBC (103/pl) 7.4 7

RBC (106/pl) 4.49 452
HGB (g/dl) 13.7 13.6
HCT (%) 42.3 41.8
MCV (fL) 94.2 92,5
MCH (pg) 30.5 30.1
MCHC (g/dl) 32.4 32.5
PLT (103/pl) 170 159
LYM (%) 34.4 32.9
MXD (%) 7.5 8.7
NEUT (%) 58.1 58.4
LYM# (103/pl) 2.5 2.3
MXD# (103/ul) 0.6 0.6
NEUT# (103/pl) 4.3 4.1
RDW-SD (fL) 44.8 44.8
RDW-CV (%) 12.1 12.5
PDW (fL) 16 17.5
MPV (fL) 11.2 11.4
P-LCR (%) 34.9 36.9
PCT (%) 0.19 0.18
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Sample-10

Parameters All Reagents from Vanguard All Reagents from Sysmex
Diagnostics as Reference
WBC (103/ul) 7.9 7.9
RBC (10¢/pl) 4.39 44.37
HGB (g/dl) 13 12.9
HCT (%) 42.2 41.4
MCV (fL) 96.1 94.7
MCH (pg) 29.6 29.5
MCHC (g/dl) 30.8 31.2
PLT (103/ul) 300 290
LYM (%) 22.9 23.1
MXD (%) 16.6 10.3
NEUT (%) 60.5 66.6
LYM# (103/pl) 1.8 1.8
MXD# (103/ul) 1.3 0.8
NEUT# (103/pl) 4.8 5.3
RDW-SD (L) 49 47.8
RDW-CV (%) 12.6 12.8
PDW (fL) 14.7 134
MPV (fL) 10.4 10.6
P-LCR (%) 29.3 29.8
PCT (%) 0.31 0.31
B i
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Sample-11

Parameters All Reager.rts from. Vanguard All Reagents from Sysmex
Diagnostics as Reference

WBC (103/pl) 4.6 4.6
RBC (105/ul) 5.09 5.12
HGB (g/dI) 14.3 14.3
HCT (%) 44.6 441
MCV (fL) 87.6 86.1
MCH (pg) 28.1 27.9
MCHC (g/dl) 32.1 324
PLT (103/ul) 208 211
LYM (%) 37.2 37
MXD (%) 11.7 11.6
NEUT (%) 511 51.4
LYM# (103/pl) 1.7 1.7
MXD# (103/pl) 0.5 0.5
NEUT# (103/l) 2.4 2.4
RDW-SD (fL) 47.4 46
RDW-CV (%) 13.6 14
PDW (fL) 11.2 11.2
MPV (fL) 9 9.3
P-LCR (%) 17.9 19.6
PCT (%) 0.19 0.2
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All Reagents from Vanguard

All Reagents from Sysmex

Commercial Confidential

Parameters Diagnostics as Reference
WBC (103/l) 8.6 8.4
RBC (108/pl) 4.68 4.72
HGB (g/dl) 14 13.9
HCT (%) 45.9 45,5
MCV (fL) 98.1 96.4
MCH (pg) 29.9 29.4
MCHC (g/dl) 30.5 30.5
PLT (103/pl) 212 213
LYM (%) 47.7 49
MXD (%) 13.3 10.5
NEUT (%) 39 40.5
LYM# (103/pl) 4.1 4.1
MXD# (103/pl) 1.1 0.9
NEUT# (103/pl) 3.4 3.4
RDW-SD (fL) 49.4 49
RDW-CV (%) 13 13.2
PDW (fL) 14.9 13
MPV (fL) 11.1 11.2
P-LCR (%) 34.2 34.6
PCT (%) 0.24 0.24
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Parameters All Reager-lts frorr! Vanguard All Reagents from Sysmex
Diagnostics as Reference
WBC (103/l) 8.9 9.1
RBC (105/pl) 4.8 4.87
HGB (g/dI) 12.8 12.8
HCT (%) 421 42
MCYV (fL) 87.7 86.2
MCH (pg) 26.7 26.3
MCHC (g/dl) 304 30.5
PLT (103/pl) 360 350
LYM (%) 38.1 37.7
MXD (%) 8.5 8
NEUT (%) 53.4 54.3
LYM# (103/pl) 34 34
MXD# (103/pl) 0.8 0.7
NEUT# (103/ul) 4.7 5
RDW-SD (fL) 55.3 54.4
RDW-CV (%) 16.7 17
PDW (fL) 4.6 15.8
MPV (fL) 111 11.5
P-LCR (%) 34.3 37.7
PCT (%) 0.4 0.4
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Sample-14

Parameters All Reager.\ts fronT Vanguard All Reagents from Sysmex
Diagnostics as Reference

WBC (103/pl) 5.9 5.9
RBC (105/pl) 4.43 4.42
HGB (g/dl) 12.6 12.4
HCT (%) 414 40.7
MCV (fL) 93.5 92.2
MCH (pg) 28.4 28.1
MCHC (g/dl) 30.4 30.5
PLT (103/ul) 199 199
LYM (%) 42.9 45.3
MXD (%) 19.2 14.3
NEUT (%) 37.9 40.4
LYM# (103/pl) 2.5 2.7
MXD# (103/pl) 11 0.8
NEUT# (103/ul) 2.3 2.4
RDW-SD (fL) 48.2 47.5
RDW-CV (%) 13 13.6
PDW (fL) 14.9 17.3
MPV (fL) 11.9 11.6
P-LCR (%) 39.3 39.1
PCT (%) 0.24 0.23
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Parameters All Reager.its fron? Vanguard All Reagents from Sysmex
Diagnostics as Reference
WBC (103/pl) 43 4.5
RBC (10%/pl) 291 2.96
HGB (g/dl) 9.3 9.3
HCT (%) 30 29.8
MCV (fL) 103.1 100.7
MCH (pg) 32 31.4
MCHC (g/dl) 31 31.2
PLT (103/ul) 375 357
LYM (%) 49 46.9
MXD (%) 6.5 8.7
NEUT (%) 44.5 44.4
LYM# (103/pl) 2.1 2.1
MXD# (103/ul) 0.3 0.4
NEUT# (103/ul) 1.9 2
RDW-SD (fL) 72.2 72.9
RDW-CV (%) 21 21.6
PDW (fL) 14.8 16.4
MPV (fL) 11.7 11.3
P-LCR (%) 36.1 343 1
PCT (%) 0.44 0.4
FALXCNH GADQPA
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Sample-16

Parameters All Reager?ts frorrf Vanguard All Reagents from Sysmex
Diagnostics as Reference

WBC (103/pl) 6.7 6.8
RBC (10¢/pl) 4.48 456
HGB (g/dl) 13 12.9
HCT (%) 42.2 42.2
MCV (fL) 94.2 92.5
MCH (pg) 29 28.3
MCHC (g/dl) 30.8 30.6
PLT (103/ul) 210 221
LYM (%) a4 43.1
MXD (%) 12.2 10.2
NEUT (%) 43.8 43.7
LYM# (103/ul) 29 2.9
MXDi## (103/ul) 0.8 0.7
NEUT# (103/ul) 3 3.2
RDW-SD (fL) 49.6 50.2
RDW-CV (%) 13.5 13.9
PDW (fL) 15.1 14.7
MPV (fL) 11.5 11.7
P-LCR (%) 37.4 371
PCT (%) 0.24 0.26
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Parameters All Reager.lts fron? Vanguard All Reagents from Sysmex
Diagnostics as Reference
WBC (103/ul) 6.9 7
RBC (10%/pl) 4.43 4.46
HGB (g/dl) 14 13.9
HCT (%) 45 44.5
MCV (fL) 101.6 99.8
MCH (pg) 31.6 31.2
MCHC (g/dl) 311 31.2
PLT (103/pl) 294 285
LYM (%) 27.6 26.2
MXD (%) 7.7 10.2
NEUT (%) 64.7 63.6
LYM# (103/pl) 1.9 1.8
MXD# (103/ul) 0.5 0.7
NEUT# (103/pl) 4.5 4.5
RDW-SD (fL) 51.8 51.6
RDW-CV (%) 13 13.3
PDW (fL) 13.8 13.7
MPV (fL) 10.5 10.7
P-LCR (%) 29.9 30.8
PCT (%) 0.31 0.3
C
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Sample-18

Parameters All Reager?ts fron'! Vanguard All Reagents from Sysmex
Diagnostics as Reference
WBC (103/pl) 5 5
RBC (10%/pl) 4.16 4.17
HGB (g/dI) 11.8 11.9
HCT (%) 40 39.2
MCV (fL) 96.2 94
MCH (pg) 28.4 28.5
MCHC (g/dl) 295 30.4
PLT (103/pl) 205 188
LYM (%) 30 30.2
MXD (%) 14.8 15.6
NEUT (%) 55.2 54.2
LYMi (103/pl) 1.5 1.5
MXD# (103/pl) 0.7 0.8
NEUT# (103/ul) 2.8 2.7
RDW-SD (fL) 53.8 51.8
RDW-CV (%) 14.2 14.1
PDW (fL) 17.5 17.3
MPV (fL) 11.6 121
P-LCR (%) 39.2 42.3
PCT (%) 0.24 0.23
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Sample-19

All Reagents from Vanguard

All Reagents from Sysmex

LGy Diagnostics as Reference
WBC (103/ul) 6.4 6.6
RBC (10%/ul) 4,78 4.86
HGB (g/dI) 13.9 13.9
HCT (%) 44.2 44.1
MCV (fL) 92.5 90.7
MCH (pg) 29.1 28.6
MCHC (g/dl) 31.4 31.5
PLT (10%/pul) 223 253
LYM (%) 43.9 39.9
MXD (%) 131 139
NEUT (%) 43 46.2
LYM# (103/ul) 2.8 2.6
MXD# (103/pl) 0.8 0.9
NEUT# (103/ul) 2.8 3.1
RDW-SD (fL) 45.4 46.5
RDW-CV (%) 12.3 12.8
PDW (fL) 13 134
MPV (fL) 10.8 10.8
P-LCR (%) 31.9 30.7
PCT (%) 0.24 0.27
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Sample-20

Commercial Confidential

Parameters All Reagerllts frorrr Vanguard All Reagents from Sysmex
Diagnostics as Reference
WBC (103/pl) 5.7 6
RBC (10°%/pl) 4.51 4.54
HGB (g/dl) 13 13
HCT (%) 42.5 42
MCV (fL) 94.2 92.5
MCH (pg) 28.8 28.6
MCHC (g/dl) 30.6 31
PLT (103/pl) 243 232
LYM (%) 44.6 45.3
MXD (%) 15.6 17.6
NEUT (%) 39.8 37.1
LYM# (103/ul) 25 2.7
MXD# (103/pl) 0.9 1.1
NEUT# (103/pl) 2.9 2.2
RDW-SD (fL) 50.1 49
RDW-CV (%) 135 13.7
PDW (fL) 135 13.5
MPV (fL) 10.5 10.8
P-LCR (%) 29.7 31.6
PCT (%) 0.26 0.25
S YANGLRR
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Performance with
Hematology 3" Party Controls

Product: EIGHTCHECK-3WP-N (SYSMEX)
Normal Control

Lot No.: 50800822
Expiry: 28/6/2025
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Low Control, Lot No. , Expiry:

All Reagents from Vanguard | All Reagents from Sysmex
Parameters Diagnostics as Reference Range

WBC (103/ul)

RBC (105/pl)

HGB (g/dl)

HCT (%)

MCV (fL)

MCH (pg)

MCHC (g/dlI)

PLT (103/ul)

LYM (%)

MXD (%)

NEUT (%)

LYM# (103/pl)

MXD# (103/pl)

NEUT# (103/ul)

RDW-SD (fL)

RDW-CV (%)

PDW (fL)

MPV (fL)

P-LCR (%)
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EIGHTCHECK-3WP-N (SYSMEX)

Normal Control, Lot No. 50800822, Expiry: 28/6/2025

R All Reager.Its from. All Reagents from Range
Vanguard Diagnostics | Sysmex as Reference
WBC (103/ul) 7.0 7 6.5-7.5
RBC (10°/pul) 4.4 4.37 4.18-4.52
HGB (g/dI) 12.1 11.9 11.4-12.4
HCT (%) 33.9 33.9 31.4-36.6
MCV (fL) 77.0 77.6 74.2 - 82
MCH (pg) 27.5 27.2 25.9-23.9
MCHC (g/dl) 35.7 35.1 32.5-37.5
PLT (10%/p) 215.0 203 183 — 247
LYM (%) 30.9 30.4 26.4—35.8
MXD (%) 13.5 13.4 9.4-15.8
NEUT (%) 55.6 56.2 52.4-60.2
LYM# (103/pl) 2.2 2.1 1.9-25
MXD# (103/pl) 0.9 0.9 0.7-11
NEUT# (103/ul) 3.9 4 3.5-43
RDW-SD (fL) 37.2 38.4 33.2-45
RDW-CV (%) 12.5 12.7 10.5-14.3
PDW (fL) 8.8 8.8 7.7—-95
MPV (fL) 9.7 9.8 9-10.6
P-LCR (%) 17.6 18.7 7-28.2
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Other

High Control, Lot No. , Expiry:

Parameters

All Reagents from Vanguard
Diagnostics

All Reagents from Sysmex
as Reference

Range

WBC (103/ul)

RBC (10%/pl)

HGB (g/dl)

HCT (%)

MCV (fL)

MCH (pg)

MCHC (g/dl)

PLT (10%/pl)

LYM (%)

MXD (%)

NEUT (%)

LYM# (103/pl)

MXD# (103/pl)

NEUT# (103/pl)

RDW-SD (fL)

RDW-CV (%)

PDW (fL)
==

MPV (fL)

P-LCR (%)
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S VANGUARD

KOMNHN{N 7 -

AO.M, 8016851 0N,

NPy

66| Page




Coefficient of Variation: Precision (VDx Reagents)

1. Fresh blood sample was collected and tested with the VDx Sysmex
Reagents on KX -21N, 3 Part Hematology Analyzer.
2. The sample was tested in 10 replicates to study Precision.

Fresh Blood Sample, n =10

Parameters 1 2 E 4 5 6 7 8 9

WBC (10%/l) 3.8 3.7 3.7 3.7 3.8 3.5 3.6 35 3.7 3.6 3.66 0.11 0.03 294

RBC (10°%/p1) 4.82 4.81 4.82 4.86 4.83 4.8 4.82 4.84 4.83 4.88 4.83 0.02 0.00 0.49

HGB (g/dl) 14.2 14.2 14.2 14.2 14.2 14.2 14.2 14.2 14.2 14.4 14.22 0.06 0.00 0.44
HCT (%) 44.4 44.4 44.6 44.9 44.5 44.1 443 44.4 44.2 44.6 44.44 0.23 0.01 0.51
MCV (fL) 921 92.3 92.5 92.4 92.1 91.9 91.9 91.7 915 914 91.98 0.37 0.00 0.40
MCH (pg) 29.5 29.5 295 29.2 294 29.6 29.5 29.3 29.4 295 29.44 0.12 0.00 0.40
MCHC (g/dl) 32 32 318 31.6 31.9 322 321 32 321 323 32.00 0.20 0.01 0.62

PLT (10°/pl) 146 144 139 148 139 137 137 131 142 140 140.30 | 4.95 0.04 3.52

LYM (%) 3908 | 407 | 397 | 399 | 416 42 406 | 413 | 403 | 414 | 4073 | 0.81 | 0.02 | 2.00
MXD (%) 7.8 8.9 8.2 8.4 5.5 6.4 6.5 5.4 10.4 5.1 7.26 | 175 | 0.24 | 2a11
NEUT (%) 524 | 504 | 521 | 517 | 529 | 516 | 529 | 533 | 493 | 535 | 5201 | 133 | 0.03 | 255
LYM# (10%/p))| 1.5 1.5 15 15 1.6 1.5 15 1.4 15 15 150 | 005 | 003 | 314
MXD#

s 0.3 03 0.3 0.3 0.2 0.2 0.2 0.2 0.4 0.2 0.26 | 0.07 | 027 | 26.89
(10°/pl)
NEUT#

. 2 1.9 1.9 1.9 2 1.8 1.9 1.9 1.8 1.9 190 | 0.07 | 004 | 351
(10°/pl)

RDW-SD (fL) 44.7 45.7 45.8 45.7 45.9 44.6 45.1 46.5 45 45.6 45.46 0.59 0.01 131

RDW-CV (%) 12.6 12.5 12.6 125 126 12.3 125 12.9 125 12.7 12,57 0.16 0.01 1.25

PDW (L) 14.5 14.1 153 14.7 14.9 15.2 139 13.9 15 14 14.55 0.55 0.04 3.75
MPYV (fL) 10.6 10.4 10.8 10.6 10.5 10.3 10.1 10.8 10.4 10.4 10.49 0.22 0.02 2,08
P-LCR (%) 31.2 304 32.7 29.7 313 29.8 29 321 30.7 295 30‘.64 1.19 0.04 3.89
PCT (%) 0.15 0.15 0.15 0.16 0.15 0.14 0.14 0.14 0.15 0.15 0.15 0.01 0.04 4.27

VANGUARD ”AD\QN GAQPA
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Coefficient of Variation: Precision {VDx Reagents)

1 Bresh blood sample was collected and tested with the VDx Sysmex Reagents on XP100, 3 Part Hemato!ogy Analyzer,
2.The sample was tested in 11 replicates ,and then calculate the CV of 2nd to 11t results
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Coefficient of Variation: Precision (Sysmex Reagents)

1. Fresh blood sample was collected and tested with the Sysmex Reagents on
KX-21N, 3 Part Hematology Analyzer.
2. The sample was tested in 10 replicates to study Precision.

Fresh Blood Sample, n = 10

|
'Parameters

WBC (10%/pl) ] ’ d ; . ! d . . . . ) 003 | 314

RBC(10°/wl) | 487 | 489 | 487 | 493 | 486 | 491 | 491 | 494 | 493 | 480 | 490 | 003 | 001 | o058

HGB (g/dl} 145 14.4 14.4 14.4 14.4 144 14.4 14.5 14.4 145 14.43 0.05 0.00 0.33
HCT (%) 43.7 437 43.4 44.1 435 43.8 43.8 43.9 44 43.8 43.77 0.21 0.00 0.48
Mcv (fr) 89.7 89.4 89.1 89.5 89.5 89.2 89.2 88.9 89.2 89.6 89.33 0.25 0.00 0.28
MCH (pg) 29.8 29.4 29.6 29.2 29.6 29.3 29.3 294 29.2 29.7 2945 0.21 0.01 0.72

MCHC {g/dl) 33.2 33 33.2 32.7 33.1 329 32.9 33 32.7 331 32,98 0.18 0.01 0.55

PLT (103/pl) 145 148 144 143 138 144 150 145 143 142 14420 | 3.26 0.02 2.26

LYM (%) 388 | 404 | 404 | 378 | 391 | 412 | 365 38 386 | 416 | 3924 | 163 | 0.04 | 415
MXD (%) 9.3 9 8.5 9.3 9.7 8.4 8.5 8.6 8.5 6.4 862 | 090 | 0.10 | 1042
NEUT (%) 519 | 506 | 511 | 529 | 512 | 504 55 534 | 529 52 5214 | 143 | 003 | 274
LYM# (10° /)| 1.4 1.5 1.5 14 1.4 16 14 1.5 15 15 147 | 0.07 | 0.05 | 459
MXD#

s 0.3 0.3 0.3 0.3 0.4 0.3 0.3 03 0.3 0.2 030 | 005 | 016 | 15.71
(10°/w)
NEUT# ]

s 1.9 2 1.8 2 1.9 1.9 22 21 2 1.9 197 | 012 | 006 | 5.89
(10°/ul)

RDW-SD (fL) 43.7 42.2 43.8 44.8 44.8 43.8 43.8 43.8 44.6 43.3 43.86 | 0.78 0.02 1.77

RDW-CV (%) 12.9 12.6 12.8 12.5 12.9 12.6 12.7 12.5 12.9 12.7 12.75 0.15 0.01 1.18

PDW (fL} 16.1 17 14.7 16.1 14.9 15.2 15.6 15.8 17 15.1 15.75 0.81 0.05 5.16
MPV ({fL) 11.2 11.2 114 114 11.2 11.2 11.2 109 115 11 11.22 0.13 0.02 1.62
P-LCR (%) 364 364 37.3 371 36.6 35.9 36.1 34.3 38.2 334 36.17 141 0.04 3.89
PCT (%) 0.16 0.17 0.16 0.16 0.15 0.16 0.17 0.16 0.16 0.16 0.16 0.01 0.04 3.53
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Coefficient of Variation: Precision Sysmex Reagents)
1.Bresh blood sample was collected and tested with the VDx Sysmex Reagents on XP100, 3 Part Hematology Analyzer,
2Ehe sample was tested in 11 replicates ,and then calculate the CV of 2nd to 11th results
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Conclusions
1. The VDx Sysmex 3 Part Hematology Reagents showed an excellent Coefficient of

" _ 1
r

Correlation (“r“) using Sysmex Original reagents as Reference.

2. All Measurable parameters showed values of “r” in the range of 0.971 to 99 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 % (Precision) with the VDx Sysmex reagents and the Sysmex Reference reagents

was found to be as under:

Parameters Sysmex Reference Reagents VDx Sysmex Reagents
(CV % - Precision) (CV % - Precision)
Measured Parameters 0.28% - 15.71% 0.40% - 26.89%
0.55% - 5.16% 0.40% - 4.27%

Calculated Parameters

5. Values obtained with 3™ Party controls (Normal) from Sysmex were found to be within
specified ranges 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 parameters identified for the

-

evaluation.
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