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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
Hematology Analyzer

VDx : Vanguard Diagnostics (P) Limited
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Name of the Lab

VOILA E. PANAGIOTA
MICROBIOLOGY PATHOLOGIST

2 MARCH 25" Street, AMALIADA GREECE

POST CODE 27200
TELEPHONE NUMBER 2622038475

Details of Reagents

Type of Reagents

3 Part Hematology Reagents

Instrument Model

Sysmex — KX-21N (SN B1805)

Reference Reagents

Sysmex Reference Reagents

Cellpack

Lot No : D4808

Expiry Date : 30/11/2025

Stromatolyser-WH

Lot No : D4167

Expiry Date: 1/8/2026

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

Lot No : HD5P15250301 Expiry Date : 28/2/27
Lot No : HVLS250101 Expiry Date : 30/12/26
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Background Test

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

WBC (10°/pl) 0 0

RBC (10°/pl) 0.1 0

HGB (g/dl) 0 0

HCT (%)

MCV (fL)

MCH (pg) 0

MCHC (g/dl)

PLT (10%/pl) 0 0

LYM (%)

MXD (%)

NEUT (%)

LYM# (10°/pl)

MXD# (10*/ul)

NEUT# (10%/ul)

RDW-SD (fL)

RDW-CV (%)

PDW {fL)

MPV (L)

P-LCR (%)

PCT (%)

. Trh.. 26220 36415 A M.
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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

. 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.

Il.  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 Meany (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:

= e Zf=1 TiYi — Z;‘:I T4 E?:x Yi
Vin X, #i = (Cin s 2l v — (T v0)?)

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.

" I’ 0 996

Sample size: 20

Mean x (X): 6.5425

Mean y (y): 6.5245

Intercept (a): -0.079576250931953

Slope (b): 1.0094117311321

Regression line equation: y=1.0094117311321x-0.079576250931953
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Specifications for Approval/Rejection of the Results: WBC

WBC (10'u)

SAMPLE

Experimental Scheme : 20 fresh blood samples were used for detection on two different instruments. Calculate the result deviation of the
twoinstruments.
2times | measure each sample

Yi

2

MEAN

All Reagents from Vanguard Diagnostics All Reagents from Sysmex as Reference
Xl MEAN

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

Coefficient of Correlation (1"} .

Commercial Confidential

1 53 | 52 5.3 53 | 51 52 096% | OK 0996629354
2 68 | 7 69 68 | 7 69 000% | OK

3 41 | 4 405 4| al 405 000% | OK

4 7 | 69 6% A 7.05 14% | oK

5 65 | 66 655 67 | 67 6.7 2% | OK

6 49 | 49 49 49 | 47 48 208 | OK

7 59 | 59 59 58 | 6 59 000% | OK

8 71 | 69 7 69 | 7 635 01% | oK

9 69 ] 695 13 | 13 13 41% | NO

10 57 | 57 5.7 56 | 58 57 0.00% | OK

| 6 | 61 605 61 | 62 6.15 16% | OK

2 62 | 58 6 61 | 62 615 248 | OK

3 66 | 66 6.6 6] | 65 6.6 000% | OK

14 9% | 97 9.65 97 | 96 965 000% | OK

15 55 | 56 555 54 | 56 55 091% | OK

16 9 9 9 89 | ¢ 8% 056% | OK

7 77 | 76 765 76 | 75 755 13% | ok

18 69 | 67 68 69 | 7 695 216% | OK

19 43 | 5 4% 51| 5 5,05 198% | OK

2 77 | 79 78 27 | 78 175 065% | OK

Pa he 19 Pa 95.0% Req <t3,5%
Conclusion Pass
‘? I/l\lcé TAR -\W(Om
0L MDMS'C
Y 2 AMANIADA - |
AMT, 93691
P YANCUARD o




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): 4.647

Mean y (y): 4.549

Intercept (a): -0.10598135139354
Slope (b): 1.0017175277369

Regression line equation: y=1.0017175277369x-0.10598135139354

5.5
5.0
4.5 -
4.0

3.5
3.5 4.0 4.5 5.0

DOINA THUATOTA
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Specifications for Approval/Rejection of the Results: RBC

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

RBC (106/ ) 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

SAMPLE All Reagents from Vanguard Diagnostics - All Reagents from Sysmenx as Reference
i1 X2 MEAN Y1 Y2 MEAN Coefficient of Correlation {r")

1 467 | 465 4.66 474 | 4B 4.735 158% | OK 0.9975474

2 505 5.09 5.07 52 517 519 231% | OK

3 45 | 458 4.5 469 | 469 4.69 25% | OK

4 43 | 43 4,335 445 | 44 4435 25% | OK

5 476 | 47 4.7 48 | 48 481 08% | OK

b 44 | 449 4.465 453 | 451 4,545 176% | OK

7 467 | 469 4.68 47 | 47 4.735 1i6% | OK

8 434 | 44 4.395 445 488 4.465 157% | OK

9 36 36 36 366 | 3.66 3.66 164% | OK

10 459 458 4,585 463 | 47 4,675 193% | OK

11 48 | 48 481 49 | 48 4.8 1483% | OK

12 406 | 41 4,085 419 | 42 4,19 26% | OK

13 48 | 48 4.455 46 | 45 4.5 230% | OK

14 464 | 456 46 474 | 472 473 275% | OK

15 5.13 5.0 5.125 521 529 5.25 238% | OK

16 464 | 469 4.665 471 | 415 475 200% | OK

17 489 | 483 4.86 495 | 493 49 16% | OK

18 455 | 448 4.515 461 | 465 4.6 248% | OK

19 4 401 4,005 412 | 41 411 255% | OK

20 OK

Passing Number Passing Rate 100.0% Requirement
Conclusion Pass
POINA TANATCTA
ANLKA 02 27 01729
MVANGUARD
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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.

“r’" =0.998

Sample size: 20

Mean x (X): 6.5425

Mean y (Y): 6.5245

Intercept (a): -0.079576250931953
Slope (b): 1.0094117311321

Regression line equation: y=1.0094117311321x-0. 079576250931953

16

15

14

13

12

11

10 — i
10 11 12 13 14 15

DOVNA TIANATIeTA

BOINA E. MANANMQTA
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Specifications for Approval/Rejection of the Results: HGB

Experimental Scheme : 20 fresh 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 808 is considered to meet the requirements

two instruments.
2times | measure each sample

AlIR : 4 Ding . e
: A ' Coefficient of Correlation (r')
1 12 | 141 W15 137 | 138 1375 291% | OK
153 | 154 15.35 51| 151 151 166% | OK
3 141 1 14.05 136 | 136 136 330% | OK
4 07 | 17 127 4 | 124 124 24% | OK
5 16 | 125 12.55 122 | 123 1.5 245% | OK
b 1| 12 1215 u8 | 19 1185 253% | OK
1 B4 | 1835 1345 131 3 1305 0% | OK
8 138 | 137 1375 135 | 134 1345 8% | OK
9 15 | 114 1145 112 | 12 112 L8% | 0K
10 22 | 11 .15 18 | 19 11.85 25% | OK
11 W3 | 14 1435 Ul | 1l 11 177% | OK
1 104 | 104 104 101 | 101 10.1 9% | OK
33 1Be | 135 1355 3 132 131 348% | OK
14 14 | 115 1145 13 | 12 1155 L78% | OK
15 108 | 109 1085 107 | 106 10.65 L8% | OK
16 4 | 125 1245 11 | 1 121 28% | OK
17 144 | 144 144 W1 | 11 11 28% | OK
18 13 131 1305 17 | 128 10.75 235% | OK
19 8 | 128 128 15 | 125 125 240% | OK
20 17 | 128 1275 15 | 124 1245 241% | OK
Passing Numbe 0 Pa 100.0% Requireme <#3,5%
Conclusion Pass
60 l/m W\UﬁﬂonA
AA E|TIANATIOTA
IATPOZ BIONAYO/JOr YL MD,iS ¢
2516 MAPTI ANIAAA
TnA.: 26220 3 Y M.T. 9369
@%' vty ron ALAL
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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.

=0.997

Sample size: 20

Mean x (X): 40.875

Mean y (Y): 41.02

Intercept (a): 0.66882543306168

Slope (b): 0.98646069103871

Regression line equation: y=0.66882543306168+0.98646069103871x

50 Vs
45

E

S

=
40
35
30 .
30 35 40 45 50

POINA TANATIOTA

BOINA E. [JANATIQTA
IATPOS PONOrOE MDMS'c
250G MAPTIDY |2 AMAAIAAA
Toh.: 26226 48476 1 AM.T. 93691
AOM. 075200306 'A.0.Y AMANIAAAS
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Specifications for Approval/Rejection of the Results: HCT

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

414 0 i Coefficient of Correlation {r")

1 M8 | M5 24.65 43 | 43 43 0.79% | OK 0.997357543
2 85 | 483 48,65 488 | 484 486 0.10% | OK
3 27 LE] 42.85 B2 | 82 1 081% | OK
4 4 40.5 40.5 402 | 399 40.05 0.50% | OK
5 409 | 414 4115 409 | 406 40.75 098% | OK
6 3 393 39.15 301 | 38 38.95 051% | OK
7 42 | M43 44.25 43 | BS 39 0.80% | OK
8 18 | N9 4235 4 422 421 05% | OK
9 346 | U4 U5 U5 | U4 3445 0.15% | OK
10 01| 388 3895 B4 | 302 3838 03% | OK
1 5 | M4 44.45 £ | 42 44.05 091% | OK
12 U4 [ A6 3.5 U6 | U7 34.65 043% | OK
13 5 4 4325 87 | 87 32 012% | OK
14 388 | 381 38.45 386 | 385 3355 0.26% | OK
15 369 | 367 36.8 365 | 31 3.8 0.00% | OK
16 309 | 404 40.15 403 40 40.15 0.00% | OK
v 38 | 84 436 1 43 43.05 128% | OK
18 418 | 412 415 1 | 416 4135 036% | OK
19 399 | 398 39.85 403 | 401 402 0.87% | OK
20 13 | 405 409 04 | 403 40.35 136% | OK

Passing Numbe 0 Passing Rate 100.0% Requireme <#3.5%
Conclusion Pass

BOINA  TTAUATICTA
BOIAA E. MANATIQTA
JATPOZ BIO
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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" =0.998

Sample size: 20

Mean x (X): 88.27

Mean y (Y): 90.38

Intercept (a): 1.6546721114616

Slope (b): 1.0051583537843

Regression line equation: y=1.6546721114616+1.0051583537843x

100
o5
a0
o
gh —
20
5
70
70 75 B0 85 90 a5 100
VOTAA TIANATICTA
BOIAA E. MANATIQTA
IATPOZGIO OAOIOX MDMS’c

25nc MARTIOY 2 AMAAIAAA
Tnh.: 262 5 - AM.T. 93691
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Specifications for Approval/Rejection of the Results: MCV

two instruments,
Ltimes| measure each sample

SAMPLE All Reagents from Vanguard Diagnostics~ All Reagents from Sysmex as Reference
X1 X2 MEAN Yi Y MEAN Coefficient of Correlation (")

1 %9 | 957 95.8 985 | K7 9.6 235% | OK 0998679174
2 % | 959 95.95 B7 | 86 93,65 246% | OK

3 86 | 9BI 93.75 21 | %21 92.1 1719% | OK

4 2 | 927 92.85 03 | 93 903 8% | OK

5 859 | 866 86.25 89 | 86 84.75 L | OK

b 878 | 815 87.65 B4 | 8 8.7 208 | OK

1 %6 | U5 94.55 929 [ 926 9275 1od% [ OK

8 %3 | %4 96.35 U4 | %l 9.3 217% | OK

9 %1 | 956 95.85 U3 | o 9%.15 181% | OK

10 8.2 | 87 84.95 89 | 81 8 23% | OK

1 27 | 91 924 03 | %02 90.25 238% | OK

12 7| 82 84.45 86 | 86 826 228% | OK

13 9.1 | 91 97.1 95 | %5 975 248 | OK

14 836 | 836 83.6 84 | 816 815 258% | OK

15 79 | 17 718 01 | 701 0.1 243% | OK

16 86 | 861 86.05 5 | 82 8435 0% | OK

17 86 | 838 8.7 871 | &2 87.15 29% | OK

18 919 | % 919 82 [ 8.5 89.35 29% | OK

19 %98 | 993 9955 978 | 918 978 L% | OK

20

Passing Number Passing Rate 100.0% Requirement
Conclusion Pass
DOTAA T WUACLOTA
BOIAA B\ MARATIQTA ok
g Ay
Trh.: 26220 AMT, 03601 -
AOM. 675200368 - 4.0.Y AMANIAAAT -
WVAN&H- ,}52 AMKA. 02127101729
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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

17| Page




Coefficient of Correlation (“r”): MCH

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

“r” =0.996

Sample size: 20

Mean x (X): 27.38

Mean y (y): 28.425

Intercept (a): -0.83366500829128

Slope (b): 1.0776672194582

Regression line equation: y=1.0776672194582x-0.83366500829128

32
30
28
26
24

22

20 .
20 22 24 26 28 30 32

BOTASA  TIANALI2TA

BOINA“E. [TANATIQTA
IATPOE BIONADONOIOZ MDMS'c
25n¢ | 2, AMANIAAA
T 26220 5\ MY, 53691
ADM. 07 Y AMANAAAS
27101729 &\@N_GUA D
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Specifications for Approval/Rejection of the Results: MCH

Experimental Scheme : 20 fresh 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 requirementsare 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
LY R i MEAN V15 2 MEAN

SAMPLE

Coefficient of Correlation )

1 04| 303 3035 B9 | M 205 4% | OK 0996842208
2 03| W3 303 % | 82 21 A% | OK
3 09 | 06 0.5 » | » 8 60% | OK
4 05 | Bl 23 79 | 81 i} 46% | OK
5 %5 | %2 2.3 B3 | %6 545 358 | OK
6 73 | m 7.5 B8 | %4 %1 441% | OK
7 87 | B8 B ns | a7 276 41% | OK
8 8 | %8 33 03| B9 01 39% | OK
9 19 | a7 318 06 | 306 06 39% | OK
10 %6 | %4 %5 B5 | B2 B 450 | Ok
1 28 | 19 285 N | B8 %9 3% | Ok
1 56 | B3 2545 w1l 4 2405 58% | OK
13 04 | 05 3045 83 | 82 875 591% | OK
4 u6 | B2 249 B8 | 87 A5 48% | Ok
15 w1 | 3 yili 05| B 05 46% | O
16 %1 | %7 %7 54 | BS 545 A90% | OK
17 %4 | B8 26 85 | B6 8.5 368 | OK
18 86 | B2 289 75 | 75 05 50% | O
19 R | oA 315 03 | W5 304 5.10% | O
2 %4 | m 25,55 58 | B 5.5 38% | OK
Passing Number Passing Rate . Requirement
Conclusion Pass
BOTAA TATIZTA
BOINA E. [TANATQTA
ATPOZ B AOTOZ MDMSC *
§ VANGUARRQZT | i B
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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” =0.967

Sample size: 20

Mean x (X): 30.7575

Mean y (Y): 31.4125

Intercept (a): 2.5898872461669

Slope (b): 0.93709218089354

Regression line equation: y=2.5898872461669+0.93709218089354x

34
33
32
31

30

29
28 29 30 31 32 33

ROTNA TAVATIZTA
BOIAA E. MANAMQTA
(ATPOZ BIOMAGOAOrOZ MD,MS'c
25qg MARTIOY|2 AMANIAAA
Toh.; 26220 M.T, 9361

°‘)VANGUARD
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Specifications for Approval/Rejection of the Results: MCHC

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 requirementsare in the table below. A sample pass rate of 80%is considered to meet the requirements

MCHC (g/d)

All Reagents from Vanguard Diagnostics  All Reagents from Sysmex as Reference

s X MEAN i0Y oeil MEAN

Coefficient of Correlation (*r")

1 OV N, 317 09 | 312 305 209% | Ok 096708826
2 15 | 316 3155 09 | 312 305 161% | oK
3 B | 26 08 15 | 38 35 413% | oK
4 18 | 34 316 g | 31 0% 200% | ok
5 08 | M 305 Bs | %3 3005 150% | OK
6 1| 3 3 02| w07 045 180% | 0K
7 03| 08 304 26 | 29 BT 218 | OK
8 B | 9 045 1| u8 3% 156% | OK
9 B2 | B4 B 25 | 26 355 188% | 0K
10 12 | 31 312 07 | 4 3055 23% | O
1 21| 24 05 21| 319 3 078% | OK
1 0| 0.5 %2 | »1 1.5 343% | OK
13 313 | 314 313 07| %9 303 M | oK
u B4 | M 293 83 | u1 %) 5% | oK
15 83 | B7 295 B3 | B6 8% 19% | Ok
16 311 | 309 3 | W03 05 28% | oK
17 29 | B2 B0 7| 308 0B 092% | oK
18 a1 | n8 1B 09 | 208 08 19% | oK
19 N YY) 2B 1 | 3 31 13% | ok
20
Passing Number Passing Rate Requirement A
Conclusion Pass

BoMA  ANATISTA

IATPOZ BIO[HEONOrOZ MDMS'e
26ng MAP
W VANGUARD son 2 fats - AT, 53601

5.0.0Y AMANAAAS  21|Page
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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' =0.997

Sample size: 20

Mean x (X): 277.15

Mean y (Y): 266.4

Intercept (a): 2.7077410182974
Slope (b): 0.95144239214037

Regression line equation: y=2.7077410182974+0.95144239214037x

600

500

400 -

300

200

100
100 2040 300 4400 500

DOVNA TIAUACLZTA
BOIAA E. MANATIQTA

ATPOS BIONATOAOIOZ MD,MS ¢
25nc WIRPTIONY 2 AMANALA

Top 22| 90 AMT. 93661
ADM. 07520 "3\5 '0.Y AMANAAAT
A.I\/‘i.,',[";:ﬁ 2711729
/ DIAGNOSTI
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Specifications for Approval/Rejection of the Results: PLT

Experimental Scheme : 20fresh blood samples were used for detection ontwo different instruments. Calculate the result deviation of the
two instruments,
2times I 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

\ll Reagents from Vanguard Diagnostic\ll Reagents from Sysmex as Reference
m £ MEAN il 2 MEAN

SAMPLE

Coefficient of Correation{"r"

1 % | 8 2 | W m 29% | OK 0.997204308
2 m | B BLS W | W 2515 19% | OK
3 w3 | W 15 1 | 15 05 175% | O
4 m | B “ B | B 25 15% | OK
5 m | m 175 1% | 184 18 353% | OK
6 W0 | % 3 | W 3845 221% | OK
1 8 | 1B 1805 | m 18 13% | O
8 8 | 0 197 W | 10 61% | OK
9 % | 8 264 m | 2803 588% | OK
10 % | 8 % m | m 2785 59% | OK
1 9 | M 08 m|m i A%% | O
1 o | 4075 o o| 8 495 51% | O
it | W 135 5| B 1525 55% | O
1 B U6 3485 | ¥ 3 3% | Ok
15 8| % 285 K 37 60% | OK
16 % | 57 515 | @6 %5 1366 | OK
1 m | % m B | % 135 1% | OK
18 m | s 2815 % | M il 39% | oK
19 m | w6 W M| m m 33% | O
2 n | M 14 w | 0 ms 33% | oK
Passing Number Passing Rate vl Requirement
Conclusion Pass
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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"=0.970

Sample size: 20

Mean x (X): 35.1315

Mean y (y): 35.9365

Intercept (a): 1.7251717215655
Slope (b): 0.97380778726882

Regression line equation: y=1.7251717215655+0.97380778726882x
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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 | meastre each sample
Judgment Standard :  The deviation requirements are in the table below. A sample passrate of 80% is considered to meet the requirements

All Reagents from Vanguard Diagnostics  All Reagents from Sysmex as Reference

By X MEAN ¢ G 14 MEAN

1 6y | B 479 511 | 504 50.75 5% | OK Coefficient of Correlation (*r')
2 39 | 45 42 06 | 47 06 | L% | Ok 097061346
3 11 | 312 31 ¥l | 04 23 4% | O

4 07 | %8 875 B3| B B | 200 | Ok

5 0| 03| B B3 | 15 89 005% | OK

b 29 | % U I % 13% | ok

7 %7 | 33 315 %6 | 34 3 13% | oK

8 81| » 215 83 | 19 81 0% | Ok

9 %4 | M9 1565 ut | u3 oy 59% | OK
10 86 | 87 815 87 | %9 23 0% | oK
1 71| %8 %45 %6 | 34 % 15% | Ok
1 us | w4 545 U9 | %4 Bes | 0% | O
k| 53 | B3 55 07 | w4 % | 951% | NO
] %1 | %5 338 B5 | w2 BE | S| Ok
15 B | %6 43 R 7% | 1058% | NO
16 | 8 02 86 | 9 un | 13% | oK
1 U7 | %8 375 % | %8 % 218% | Ok
18 08 | B9 153 ! 05 | A% | N0
19 01| 08 04 08 | 43 nes | 4% | ok
0 83 | % 7765 7| B 7% | um | oK

P; he 17 Passing Rate 85.0% Requireme <t7.5%

Conclusion Pass

VANGUAR BI No'a 1 MD MS'c
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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" =0.970

Sample size: 20

Mean x (X): 53.055

Mean y (Y): 52.88

Intercept (a): 1.1079497867857

Slope (b): 0.97581849426471

Regression line equation: y=1.1079497867857+0.97581849426471x

70
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Specifications for Approval/Rejection of the Results: NEUT%

Commercial Confidential

| Experimental Scheme : 20fresh blood samples were used for detection on two different instruments. Calculate the result deviation of the
— two instruments,
NEUT (%) 2times | measure each sample
Judgment Standard : The deviation requirementsare in the table below. A sample pass rate of 808 i considered to meet the requirements
All Reagents from Vanguard Diagnostics  All Reagents from Sysmex as Reference
Sl 5687 X MEAN n.rn MEAN
1 Coefficient of Correlation ('r')
2 51 8 47.05 466 | 49 4.5 L73% | OK 0970712979
3 54 | 564 5.4 %83 | 575 519 25% | OK
4 626 | 639 £3.5 621 | 6.1 615 LM% | OK
5 89 | 597 5.3 53 | 57 58 0% | OK
b 524 | 519 5.15 52 | 93 5.7 114% | OK
1 53 | 496 49.95 81 | 838 48345 0% | OK
8 586 | 624 6.5 L1 | 596 60.35 0.25% | OK
9 %54 | 569 56.15 582 | 54 56.8 1% | OK
10 44 | 24 419 09 | 403 406 3% | OK
11 507 | 513 51 H | 55 50.75 04% | OK
1 62 | 639 65.55 636 | 643 63.95 250 | OK
13 53 | 526 50.95 5 | 556 543 24% | OK
14 5.7 | 53 5% 516 | 517 5165 8% | NO
15 53 | 57 5.5 56 | 506 511 LM | OK
16 24 | 45 345 Bl 4 8.5 093% | OK
17 %4 | 534 5.4 %5 | 561 55.8 25t% | OK
18 56 | 471 839 84 | 99 8.5 051% | OK
19 4.7 | 464 46.55 87 | 419 483 36% | OK
20 809 | 627 61.8 649 | 68 63.85 3a% | oK
Passing Number Passing Rate 95.0% Requirement  GSIAY)
Conclusion Pass
Bolna [lauarers
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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” =0.988

Sample size: 20

Mean x (X): 2.2825

Mean y (y): 2.32

Intercept (a): 0.038949048629636
Slope (b): 0.99936514846456

Regression line equation: y=0.038949048629636+0.99936514846456x
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Specifications for Approval/Rejection of the Results: LYM#

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

s ) ard Diagnosticll Reagents fro
AMD
1 25 | 25 25 27 | 26 265 566% | OK Coefficient of Comelation (r")
2 27 28 275 28 28 28 17% | OK (.988619699
3 13 12 15 12 12 12 41% | OK
4 21 2 205 21 2 205 000% | OK
5 2 18 19 19 2 195 156% | OK
b 16 18 17 16 16 16 625% | OK
7 22 23 25 21 22 PAL] 465% | OK
8 21 2 205 2 21 205 00W | OK
9 18 17 175 18 18 18 18 | OK
10 28 28 28 2] 28 75 187 | OK
1 2) 22 21 22 22 22 0.00% | OK
12 15 15 15 15 16 155 8% | OK
13 23 1) 225 21 21 21 714% | OK
14 35 34 345 12 33 325 615% | OK
15 24 23 13 2 21 205 1463% | NO
16 35 39 37 39 36 375 13% | OK
7 1] 28 275 28 25 265 7% | OK
18 3 28 29 28 28 28 357 | OK
19 21 11 21 21 11 21 000% | OK
20 13 21 21 21 23 22 000% | OK
Passing Numbe 19 Passing Rate 95.0% hequireme <t1.5%
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" =0.989

Sample size: 20

Mean x (X): 3.465

Mean y (V): 3.435

Intercept (a): 0.058287445831029

Slope (b): 0.97452021765338

Regression line equation: y=0.058287445831029+0.97452021765338x

55
5.0
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Specifications for Approval/Rejection of the Results: NEUT#

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

NEUT# (10}/ }ll) 2times | measure each sample

Judgment Standard : The deviation requirements are in the table below. A sample pass rate of 8% i considered to meet the requirements

Al Reagents from Vanguard Diagnostics All Reagents from Sysmex as Reference
oon MEAN il MEAN

SAMPLE

1 21 2 205 2 | U 215 465% | OK Coefficient of Correlation “r")
2 3 | 35 33 31 | 33 32 3% | oK 0989807018
3 23 | 2 23 23 | 4 2% 213% | Ok

4 M| 14 14| 44 44 000% | OK

5 38 4 39 4 38 39 0.00% | OK

6 26 | 25 25 26 | 25 255 000% | O

7 29 | 29 29 28 | 3 29 000% | Ok

8 | 43 42 YR 4 000% | O

9 38 | 4 39 42 | 4 41 4% | oK
10 23 | 1 235 23 | 4 23 000% | oK
1 3| U 31 3| % 3 000% | oK
1 4 | 37 395 39 | 4 3% 00% | oK
ik 35 | 34 345 35 | 36 35 28% | oK
1 53 | 55 54 51| 49 5 800% | NO
15 28 | 29 285 28 | 18 28 11% | oK
16 39 | ¢4 385 38 | 39 385 260% | OK
1 | 4 415 42 | 42 42 119% | oK
18 34| 3 33 34| 34 34 29 | O
19 23 | 1 2% 25 | 24 245 0% | O
0 45 | 49 475 5| 49 455 408 | Ok

Passing Number Passing Rate I8 Requirement RIS
Conclusion Pass
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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" =0.986

Sample size: 20

Mean x (X): 48.6725

Mean y (y): 49.535

Intercept (a): 1.8487544229816

Slope (b): 0.97973692695091

Regression line equation: y=1.8487544229816+0.97973692695091x

15
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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.

RDW-SD (1 2times | measure each sample
Judgment Standard : The deviation requirements are in the table helow. A sample pass rate of 80% s considered to meet the
requirements
AMD A 0 dDiagno A 0
0 A A

1 51 | 502 50.15 8| % 01 218 [ OK Coefficient of Correlation {*r")
2 54 | 512 518 504 | 497 50.05 35 | OK 0986362263
3 83 | 496 4.9 8 | M2 486 072% | OK

4 82 | 474 478 49 | U9 4“9 6.46% | OK

5 503 | 07 505 87 | 04 49.05 29%% | 0K

b 83 | 415 479 478 | 49 4735 L16% | OK

1 0 | 514 50.7 81 ] 59 4.5 4% | OK

8 Hs | 28 474 B8 | 87 835 19%% | OK

9 54 | 526 545 %1 | 829 M 09% | OK

10 M6 | 48 45.2 47 | 463 458 131% | OK

11 8 | 44 42 86 | 49 4825 19% | OK

1 695 [ 669 68.2 673 | 681 61.7 0.74% | OK

13 89 | 48 8.8 87| 413 8 LT | OK

14 85 | 85 85 23 | 411 475 % | 0K

15 49 | 4138 41.85 0 | 407 4035 3% | OK

16 b | 458 459 a4 | M7 4555 07 | OK

17 4$9 | 53 46.35 54| H8 5.1 LT | OK

18 84 | 43 47.85 a7 | 41 7 031% | OK

19 56 | 54 525 87 | 519 503 43/ | OK

[ )
L =1

Passing Number Passing Rate Requirement  RIAYA

Conclusion Pass

@VANGUARD IATPOZ BIC W ’
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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” =0.999

Sample size: 20

Mean x (X): 14.675

Mean y (y): 14.47

Intercept (a): -1.3883165077823

Slope (b): 1.0806348557262

Regression line equation: y=1.0806348557262x-1.3883165077823

26
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Specifications for Approval/Rejection of the Results: RDW CV

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

RDW-CV (%) 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

Sl 15100 R MEAN 4! Y MEAN

Coefficient of Correlation (*r")

| BI | 136 1345 B3I | B7 135 037% | OK (.999039014
2 B7 | 137 137 B9 | 137 138 01% | OK
3 B4 | 865 135% 137 4 1385 13% | OK
4 B2 | 132 132 B33 | 133 133 075% | OK
5 152 | 151 1515 154 | 154 154 16% | OK
b 1“4 | 142 143 W4 | 145 1445 108% | OK
7 B3 | 141 1395 1“1 | 142 14.15 14% | oK
8 7| 19 128 B2 | 133 1325 40% | OK
9 16 155 1575 163 | 158 16.05 185% | oK
10 1§ 142 141 1.2 146 144 208% | OK
il 138 | 138 138 Y 139 13.95 108% | OK
12 22 | A6 239 B6 | 84 U 042% | OK
13 ng | 18 128 132 | 128 3 15% | OK
14 15 154 152 153 | 155 154 130% | OK
15 155 | 155 155 157 | 157 157 1% | Ok
16 B5 | 1336 1355 14.1 137 139 5% | OK
17 134 | 134 134 136 | 136 136 147% | OK
18 B5 [ 133 134 138 14 139 360% | OK
19 B7 | B3 1375 14 1 Y 17% | OK
20 42 | 14 13 144 | 16 145 138% | OK
Passing Numbne 0 Passing Rate 100.0% Requireme <t1.5%
Conclusion Pass
Porny
BOI/ .
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Coefficient of Correlation (“r”’): PDW

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

“r” =0.953

Sample size: 20

Mean x (X): 13.78

Mean y (y¥): 13.315

Intercept (a): -1.6940767302038

Slope (b): 1.0891927960961

Regression line equation: y=1.0891927960961x-1.6940767302038

20

18

16

14

12
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Specifications for Approval/Rejection of the Results: PDW

Experimental Scheme © 20 fresh blood samples were used for detection on two different instruments. Calculate The resuft deviation
of the two instruments.

PDW (fL) 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
B85 X MEAN 2 MEAN

SAMPLE

Coefficient of Correlation (r")

1 B | no | s | B4 5 B& | % | ok 0953055408
2 w) | s 3 34 | 15 BB | 68% | OK
3 18 | 154 71 159 | 159 159 | 15% | oK
4 g5 | w2 [ sy | s | w 545 | 0% | oK
5 w6 | 15 | @ | 19 | @2 1005 | 5% | OK
"6 s | u3 114 4 | 19 16 | 19% | Ok
7 s | g7 175 155 | 165 15| 100%]| oK
3 0 | n4 1 04 | D4 104 | 16% | oK
9 B | 14 101 us | us ues | 37% | OK
10 By | 1 1395 5 | u us | 30% | oK
11 s | 88 [ 88 [ e u B | 2% | Ok
1 |t [ ues | @[ us nes | | ok
13 ws | ws [ wes | w3 | ws 04 | 605% | oK
1 By | 85 [ 66 u | w u3% | a8 | ok
15 1w | 12 114 n1 | 1w 19 | 4% | ok
16 97 | 98 075 w1 | m 01 | 34%% | oK
17 w1 | n 08 | 13 | ug 15 | 608% | oK
18 g1 | o4 [ om | s | Br BB | 1% | ok
19 0 | 52 17 u | 8 36 | 66% | OK
2 gs | 87| 88 u | w 435 | 4% | oK
Passing Numbe 2 Passing Rate 100.0% Requireme <tH2%
Conclusion Pass
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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” =0.985

Sample size: 20

Mean x (xX): 10.4575

Mean y (y): 10.25

Intercept (a): -0.57217930671076

Slope (b): 1.0348725131925

Regression line equation: y=1.0348725131925x-0.57217930671076
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Specifications for Approval/Rejection of the Results: MPV

txperimental Scheme : 20 fresh blood samples were used for detection on two different instruments. Calculate the resuft 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
SAMPLE All Reagents from Vanguard Diagnostics Al Reagents from Sysmex as Reference
1 X2 MEAN Yl Y2 MEAN Coefficient of Correlation (“r")
1 99 99 99 04 | 104 104 481% | OK 0985980085
2 104 10.2 103 06 [ 105 10.55 23% | OK
3 122 12 121 121 | 114 1.75 298% | OK
4 11.2 13 1.5 106 | 118 1.7 385% | OK
5 121 12 1205 26 | 19 225 163% | OK
6 95 54 9.45 9.5 95 95 05% | OK
7 121 11.7 119 119 12 1195 042% | OK
] 5.7 9.5 96 9.7 97 97 103% | OK
9 11 111 1105 13 111 112 13%% | OK
10 10.5 10.7 106 109 | 106 10.75 140% | OK
1 10.7 104 10.55 107 | 105 106 047% | OK
12 5 9.1 9.05 95 94 9.45 43% | 0K
13 .6 9.7 9.65 9.7 99 93 15% [ OK
1 104 10.5 1045 108 | 107 10.75 27% | OK
15 93 9.3 93 96 95 9.55 262 | OK
16 84 83 8.3 85 85 85 176% | OK
iy a1 93 9.2 94 95 945 265 | OK
18 10 10.1 10.05 10.5 105 105 429% | OK
1 10.1 10.2 10.15 104 [ 104 104 240% | OK
20 103 103 103 102 | 107 10.45 140% | Ok
Passing Number Passing Rate Requirement  [eaf
Conclusion Pass
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Single Run Sample Comparison

Raw Data for “r”
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Sample-01

Parameters All Reagcle)ri\:s;:::)srtr;c\:anguard All Reagents from Sysmex as
Reference

WBC (10%/l) 5.3 5.3
RBC (10%/ul) 4.67 4.74
HGB (g/dI) 14.2 13.7
HCT (%) 44.8 44.3
MCV (L) 95.9 93,5
MCH (pg) 30.4 28.9
MCHC (g/dl) 31.7 30.9
PLT (10%/pl) 260 275
LYM (%) 46.9 51.1
MXD (%) 13.9 8.1
NEUT (%) 39.2 40.8
LYM# (10°/pl) 2.5 2.7
MXDit (10%/ul) 0.7 0.4
NEUT# (10%/pl) 2.1 2.2
RDW-SD (fL) 50.1 48.2
RDW-CV (%) 13.3 13.3

Commercial Confidential
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Sample-02

Parameters All Reagtle)r;;;zrtr;c\slanguard All Reagents from Sysmex as
Reference

WBC (10%/pl) 6.8 6.8
RBC (10°%/l) 5.05 5.21
HGB (g/dl) 15.3 15.1
HCT (%) 48.5 48.8
MCV (fL) 9 93.7
MCH (pg) 30.3 29.0
MCHC (g/dl) 31.5 30.9
PLT (10%/pl) 229 246
LYM (%) 39.9 40.6
MXD (%) 15 12.8
NEUT (%) 45.1 46.6
LYMi# (10°/ul) 2.7 2.6
MXD# (10%/pl) 1 0.9
NEUT# (10%/pl) 3.1 3.1
RDW-SD (fL) 52.4 50.4
RDW-CV (%) 13.7 13.9
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Sample-03

Parameters At Reag(le)r;:sg:lroosrtr:c\slanguard All Reagents from Sysmex as
Reference
WBC (10°/ul) 41 4
RBC (10%/pl) 4.56 4.69
HGB (g/dl) 14.1 13.6
HCT (%) 42.7 43.2
MCV (fL) 93.6 92.1
MCH (pg) 30.9 29
MCHC (g/dl) 33 31.5
PLT (10°/l) 143 150
LYM (%) 31.2 29.2
MXD (%) 12.4 12.5
NEUT (%) 56.4 58.3
LYM# (10%/ul) 1.3 1.2
MXD# (10°/l) 0.5 0.5
NEUT# (10°/pl) 2.3 2.3
RDW-SD (fL) 48.3 48
RDW-CV (%) 13.4 13.7
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Sample-04

Parameters Al Reagg;:sg:t;t:;c\:anguard All Reagents from Sysmex as
Reference

WBC (10°/p) 7 73
RBC (10%/pl) 4.3 4.45
HGB (g/dl) 12.7 12.4
HCT (%) 40 40.2
MCV (fL) 93 90.3
MCH (pg) 29.5 27.9
MCHC (g/dl) 31.8 30.8
PLT (10%/pl) 242 252
LYM (%) 30.7 29.3
MXD (%) 6.7 8.5
NEUT (%) 62.6 62.2
LYM# (10%/pl) 2.1 2.1
MXD# (10°/l) 0.5 0.6
NEUT# (10%/ul) 4.4 4.4
RDW-SD (fL) 48.2 44.9
RDW-CV (%) 13.2 13.3
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Sample-05

Parameters Al Reagg?;sg:z::c\:anguard All Reagents from Sysmex as
Reference

WBC (10%/ul) 6.5 6.7
RBC (10°/pl) 4.76 4.82
HGB (g/dl) 12.6 12.2
HCT (%) 40.9 40.9
MCV (fL) 85.9 84.9
MCH (pg) 26.5 25.3
MCHC (g/dl) 30.8 29.8
PLT (10%/pl) 178 184
LYM (%) 30.4 28.3
MXD (%) 10.7 12.4
NEUT (%) 58.9 59.3
LYM# (10%/ul) 2 1.9
MXD# (10%/ul) 0.7 0.8

NEUT# (10%/ul) 3.8 4
RDW-SD (fL) 50.3 48.7
RDW-CV (%) 15.2 15.4
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Sample-06

parameters | pimgnoes | AiRessent from Sysmes a
WBC (10%/pl) 4.9 4.9
RBC (10%/pl) 4.44 4,58
HGB (g/dl) 12.1 11.8
HCT (%) 39 39.1
MCV (fL) 87.8 85.4
MCH (pg) 27.3 25.8
MCHC (g/dl) 31 30.2
PLT (10%/ul) 392 380
LYM (%) 32.9 33.5
MXD (%) 14.7 13.3
NEUT (%) 52.4 53.2
LYM# (10°/pl) 1.6 1.6
MXD# (10°/pl) 0.7 0.7
NEUT# (10%/pl) 2.6 2.6
RDW-SD (fL) 48.3 47.8
RDW-CV (%) 14.4 14.4
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Sample-07

Commercial Confidential

All Reagents from Vanguard
Parameters gDiagnos tics g All Reagents from Sysmex as
Reference
WBC (10%/ul) 5.9 5.8
RBC (10°%/pl) 4.67 4.77
HGB (g/d!) 13.4 13.1
HCT (%) 44.2 44.3
MCV (fL) 94.6 92.6
MCH (pg) 28.7 27.5
MCHC (g/di) 30.3 29.6
PLT (10%/pl) s 189
LYM (%) 36.7 36.6
MXD (%) 13 15.3
NEUT (%) 50.3 48.1
LYM# (10%/pl) 2.2 2.1
MXD# (10%/pl) 0.8 0.9
NEUT# (10%/pl) 2.9 2.8
RDW-SD {fL) 50 48.1
RDW-CV (%) 13.8 14.1
Bolna MAVACCTA
BOIAA E. NANATIOTA
ATPOL BINAGOAOFOZ MD.MS'e
Ky S A 93691
AOY AM
AOM. 07 27101729
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Sample-08

arameters | agmants | AResgent from Sysmexa
WBC (10°/pl) 7.1 6.9
RBC (10°/pl) 4.34 4.45
HGB (g/dl) 13.8 13.5
HCT (%) 41.8 42
MCV (fL) 96.3 94.4
MCH (pg) 31.8 30.3
MCHC (g/dl) 33 32.1
PLT (10°/ul) 193 206
LYM (%) 29.1 28.3
MXD (%) 12.3 10.6
NEUT (%) 58.6 61.1
LYM# (10%/pl) 2.1 2
MXD# (10%/pl) 0.9 0.7
NEUT# (10°/pl) 4.1 4.2
RDW-SD (fL) 46.8 48
RDW-CV (%) 12.7 13.2
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Sample-09
Parameters a Reagt:)l::;rf‘:;r:;c\slanguard All Reagents from Sysmex as
Reference

WBC (10%/pl) 6.9 7.3
RBC (10%/pl) 3.6 3.66
HGB (g/dl) 11.5 11.2
HCT (%) 34.6 34.4

MCV (fL) 96.1 94
MCH (pg) 31.9 30.6
MCHC (g/dl) 33,2 32.6
PLT (10°/ul) 260 279
LYM (%) 26.4 24.1
MXD (%) 18.2 17.7
NEUT (%) 55.4 58.2
LYM# (10°/pl) 1.8 1.8
- MXD# (10°/pl) 1.3 1.3
NEUT# (10%/pl) 3.8 4.2
RDW-SD (fL) 56.4 55.1
RDW-CV (%) 16 16.3
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Sample-10

Parameters Al Reag;ri\;sg:;r::c\:anguard All Reagents from Sysmex as
Reference
WBC (10°/ul) 5.7 5.6
RBC (10°%/pl) 4.59 4.63
HGB (g/dl) 12.2 11.8
HCT (%) 39.1 38.4
MCV (fL) 85.2 82.9
MCH (pg) 26.6 25.5
MCHC (g/dl) 31.2 30.7
PLT (10%/ul) 264 278
LYM (%) 48.6 48.7
MXD (%) 10 10.4
NEUT (%) 41.4 40.9
LYM# (10%/pl) 2.8 2.7
MXD# (10%/pl) 0.6 0.6
NEUT# (10%/ul) 2.3 2.3
RDW-SD (fL) 44.6 44.7
RDW-CV (%) 14 14.2
BOVNA  TIANATIZTA
BOTAA E. NANAMOTA
TR BIOAGONOFOE MOMSE
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Sample-11

Commercial Confidential

Parameters - Reag(le)ri\:s;::;)srtr;c\slanguard All Reagents from Sysmex as
Reference
WBC (10%/pi) 6.0 6.1
RBC (10%/l) 4.8 4.90
HGB (g/dI) 14.3 14.1
HCT (%) 44.5 43.9
MCV (fL) 92.7 90.3
MCH (pg) 29.8 29.0
MCHC (g/dl) 32.1 321
PLT (10°/pl) 199 211
LYM (%) 37.1 36.6
MXD (%) 12.2 14.4
NEUT (%) 50.7 49.0
LYM# (10%/pl) 2.2 2.2
MXD# (10%/pl) 0.5 0.9
NEUT# (10°/pl) 3.1 3.0
RDW-SD (fL) 49 48.6
RDW-CV (%) 13.8 14.0
BOT A TWAUATIZTA
BOIAA fi. [IANATIQTA
POz B 0% HOUS*

e I A e
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Sample-12

Parameters All Reag;ril:sg:‘t;:asr:;c\slanguard All Reagents from Sysmex as
Reference

WBC (10%/pl) 6.2 6.26.1
RBC (10°/p) 4.06 4.19
HGB (g/dl) 10.4 10.1
HCT (%) 34.4 34.6
MCV (fL) 84.7 82.6
MCH (pg) 25.6 24.0
MCHC (g/dI) 30.2 29.1
PLT (10%/p) 401 421
LYM (%) 24.5 24.9
MXD (%) 8.3 11.5
NEUT (%) 67.3 63.6
LYM# (10°/pl) 1.5 1.5
MXD# (10°/pl) 0.5 0.6
NEUT# (10°/pl) 4.2 3.9
RDW-SD (fL) 69.5 67.3
RDW-CV (%) 24.2 23.6
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Sample-13

Parameters all Reagtle)ril;sg'f‘t;:l:;c\slanguard All Reagents from Sysmex as
Reference
WBC (10°/pl) 6.6 6.7
RBC (10%/pl) 4.48 4.60
HGB (g/dl) 13.6 13
HCT (%) 43.5 43.7
MCV (fL) 97.1 95
MCH (pg) 30.4 28.3
MCHC (g/dl) 31.3 29.7
PLT (10%/pl) 237 255 :
LYM (%) 35.3 30.7
MXD (%) 11.4 16.3
NEUT (%) 53.3 53
LYM# (10%/pl) 2.3 2.1
MXD# (10%/pl) 0.8 1.1
NEUT# (10°/pl) 3.5 3.5
RDW-SD (fL) 48.9 48.7
RDW-CV (%) 12.8 13.2
B@ TN A TRUATIZTA
ANAAAS
87 VANGUARD
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Sample-14

Al Reager:nts fronT Vangoard All Reagents from Sysmex as
Parameters Diagnostics
Reference

WBC (10°/u1) 9.6 9.7
RBC (10°%/ul) 4.64 4.74
HGB (g/dl) 11.4 11.3
HCT (%) 38.8 38.6
MCV (fL) 83.6 81.4
MCH (pg) 24.6 23.8
MCHC (g/dl) 29.4 29.3
PLT (10°/pl) 351 359
LYM (%) 36.1 33.5
MXD (%) 8.2 14.9
NEUT (%) 55.7 51.6
LYM# (10°/pl) 3.5 3.2
MXD# (10°/ul) 0.8 1.4
NEUT# (10°/ul) 5.3 5.1
RDW-SD (fL) 48.5 47.3
RDW-CV (%) 15 15.3
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PararnEtes Al Reagle;il:sglf‘roo;;c\slanguard All Reagents from Sysmex as
Reference
WBC (10%/pl) 5.5 5.4
RBC (10%/pl) 5.13 5.21
HGB (g/dl) 10.8 10.7
HCT (%) 36.9 36.5
MCV (fL) 71.9 70.1
MCH (pg) 21.1 20.5
MCHC (g/dI) 29.3 29.3
PLT (10%/ul) 291 292
LYM (%) 43 37
MXD (%) 4.7 11.4
NEUT (%) 52.3 51.6
LYM# (10%/pl) 2.4 2
MXD# (10%/p) 0.3 0.6
NEUT# (10%/pl) 2.8 2.8
RDW-SD (fL) 41.9 40
RDW-CV (%) 15.5 15.7

Commercial Confidential
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Sample-16

[ N— All Reagtla)ri\:;:roosrtr:c\slanguard All Reagents from Sysmex as
Reference

WBC (10°/pl) 9 8.9
RBC (10°/pl) 4.64 4.77
HGB (g/dl) 12.4 12.1
HCT (%) 39.9 40.3
MCV (fL) 86 84.5
MCH (pg) 26.7 25.4
MCHC (g/dl) 31.1 30
PLT (10%/pl) 536 573
LYM (%) 39.4 43.6
MXD (%) 18.2 13.3
NEUT (%) 42.4 43.1
LYM# (10%/pl) 3.5 3.9
MXD# (10%/pl) 1.6 1.2
NEUT# (10%/1) 3.9 3.8
RDW-SD (fL) 46 46.4
RDW-CV (%) 13.5 14.1
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Parameters All Reag;n;;s;rf'zr:i\c\slanguard All Reagents from Sysmex as
Reference

WBC (10%/l) 7.7 7.6
RBC (10°/pl) 4.89 4.95
HGB (g/dl) 14.4 14.1
HCT (%) 43.8 43.1
MCV (fL) 89.6 87.1
MCH (pg) 29.4 28.5
MCHC (g/dl) 32.9 32.7
PLT (10°/p1) 272 280
LYM (%) 34.7 36.2
MXD (%) 9.9 8.3
NEUT (%) 55.4 55.5
LYMit (10°/pl) 2.7 2.8
MXD# (10°/pl) 0.8 0.6
NEUT# (10°/pl) 4.2 4.2
RDW-SD (fL) 46.9 45.4
RDW-CV (%) 13.4 13.6

Commercial Confidential
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Sample-18

Parameters . Reagtle)ri\:sg:::rtr;c\slanguard All Reagents from Sysmex as
Reference
WBC (10°/pl) 6.9 6.9
RBC (10%/pl) 4.55 4.61
HGB (g/dl) 13 12.1
HCT (%) 41.8 41.1
MCV (fL) 91.9 89.2
MCH (pg) 28.6 27.5
MCHC (g/dl) 31.1 30.9
PLT (10°/1) 279 295
LYM (%) 42.8 41

MXD (%) 6.6 10.6
NEUT (%) 50.6 48.4
LYM# (103/ul) 3 2.8
MXD# (10°/pl) 0.5 0.7
NEUT# (10%/pl) 3.4 3.4
RDW-SD (fL) 48.4 47.7
RDW-CV (%) 13.5 13.8
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Sample-19

d
Al Reagel?ts fron? Vanguar All Reagents from Sysmex as
Parameters Diagnostics
Reference
WBC (10%/pl) 4.9 5.1
RBC (10°/pl) 4 4.12
HGB (g/dl) 12.8 12.5
HCT (%) 39.9 40.3
MCV (fL) 99.8 97.8
MCH (pg) 32 30.3
MCHC (g/dl) 32.1 31
PLT (10%/ul) 202 201
LYM (%) 42.1 40.8
MXD (%) 11.2 10.5
NEUT (%) 46.7 48.7
LYM# (10%/pl) 2.1 2.1
MXD# (10%/pl) 0.5 0.5
NEUT# (10°/l) 2.3 2.5
RDW-SD (fL) 52.6 48.7
RDW-CV (%) 13.7 14
BOINA TTALVANIZTA
BOINA) E. I'IANAI' 1QT&
IATPOZ BIOMAROADIOE MDMS'¢
251G MA 2 AMAAIAAA
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Sample-20

All Reagents from Vanguard
Parameters gDiagnostics g All Reagents from Sysmex as
Reference
WBC (10%/pl) 7.7 7.7
RBC (10%/pl) 4.81 4.85
HGB (g/dl) 12.7 12.5
HCT (%) 41.3 40.4
MCV (fL) 85.9 83.3
MCH (pg) 26.4 25.8
MCHC (g/dl) 30.8 30.9
PLT (10%/p) 216 217
LYM (%) 29.3 27
MXD (%) 9.8 8.1
NEUT (%) 60.9 64.9 =
LYM# (10°/l) 2.3 2.1
MXD# (10%/pl) 0.8 0.6
NEUT# (10%/pl) 1.6 5 i
RDW-SD (fL) 46 46.1
RDW-CV (%) 14.2 14.4
BOTAA  TEAWALL oA
Bc\'f s A& ARY ngr:"ss% %QN ‘Mﬁgl{ﬂ\s G
TP L TPO{B‘OQ%%EAO"&ANAM
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Performance with
Hematology 3" Party Controls

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

Lot No.: 50800822
Expiry: 28/6/2025

N
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Parameters

Low Control, Lot No. , Expiry:

All Reagents from Vanguard
Diagnostics

All Reagents from Sysmex
as Reference

Range

WBC (10%/l)

RBC (10%/ul)

HGB (g/dl)

HCT (%)

MCV (fL)

MCH (pg)

MCHC (g/dl)

PLT (10%/pl)

LYM (%)

MXD (%)

NEUT (%)

LYM# (10%/pl)

MXD# (10°/pl)

NEUT# (103/ul)

RDW-SD (fL)

RDW-CV (%)

PDW (fL)

MPV (fL)

P-LCR (%)

BDOTAA
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EIGHTCHECK-3WP-N (SYSMEX)
Normal Control, Lot No. 50800822, Expiry: 28/6/2025

Commercial Confidential

All Reagents from Vanguard | All Reagents from Sysmex

Parameters Diagnostics as Reference Range

WBC (10°/pl) 6.9 6.8 6.5-17.5
RBC (10%/pl) 4.31 4.43 4.18-4.52
HGB (g/dl) 11.8 11.6 11.4-12.4
HCT (%) 33.1 34.1 31.4-36.6
MCV (fL) 76.8 77 74.2 - 82
MCH (pg) 27.4 26.2 25.9-23.9
MCHC (g/dl) 35.6 34.0 32.5-37.5
PLT (10°/pl) 217 226 183 — 247
LYM (%) 31.8 30 26.4—35.8
MXD (%) 11 13.6 9.4-15.8
NEUT (%) 57.2 56.4 52.4-60.2

LYM# (10%/ul) 2.2 2 1.9-25

MXD# (10%/ul) 0.8 0.9 0.7-1.1

NEUT# (10%/pl) 3.9 3.9 3.5-43
RDW-SD (fL) 38.7 39.7 33.2-45
RDW-CV (%) 13.1 13.2 10.5-14.3

PDW (fL) 9 8.8 7.7-9.5

MPV (fL) 9.9 9.8 9-10.6

P-LCR (%) 19.4 18.6 7-282
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Other

High Control, Lot No., Expiry:

All Reagents from Sysmex

All Reagents from Vanguard
as Reference

Diagnostics

Parameters Range

WBC (10%/pl)
RBC (10°%/pl)
HGB (g/dl)
 HCT (%)
MCV (fL)

MCH (pg)
MCHC (g/dI)
PLT (10%/pl)

LYM (%)
MXD (%)

NEUT (%)

LYM# (10%/ul)

MXD# (10°/pl)

NEUT# (10%/p1)
RDW-SD (fL)
RDW-CV (%)

PDW (fL)
MPV (fL)
P-LCR (%)

64 |Page

Commercial Confidentia!



-___,

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.

Parameters

Fresh Blood Sample, n =10

(1‘2'3';::“) 61| 62| 61 6| 61| 61| 63| 62| 63| 62| 6.16| 010 002 1.57
(12‘?/(;10 529 | 529 | 528 [ 531|537 | 53[529| 53(526|526| 530]| 0.03| 001 o0.59
HGB (g/dl) | 16.1 | 162 | 162 | 16.2 [ 16.2 | 16.2 | 163 | 162 | 162 | 163 | 16.21 | 0.06 | 0.00 | 0.35
HCT(%) | 473 | 47| 47 (473|477 |473| 47|473|468|468| 47.15| 028 | 0.01| 059
MCV(fL) [ 894|888 | 89|89.1|888|89.2|888|89.2| 8| 89| 89.03| 020 0.00| 022
MCH (pg) | 30.4 | 30.6 | 30.7 | 30.5 | 30.2 | 30.6 | 30.8 | 306 [ 30.8 | 31| 30.62| 023| 0.01| 07
'(Vg"/:;(): 34345 345|342 | 34|342 347342346348 3437 | 029 0.01| o083
( 1:3";“’) 236 | 222 | 225| 244 | 232 | 229 | 235| 245| 240 | 245 | 235.30 | 8.30 | 0.04 | 3.53
LYM (%) | 39.7 | 38.3 | 389 | 39.6 | 42.6 | 40.8 | 39.6 | 409 | 389 | 375 | 39.68 | 1.46 | 0.04 | 3.68
MXD(%) | 67| 66| 59| 65| 61| 35| 53| 52| 55| 72| s5.85| 1.05/| 0.18| 17.09
NEUT (%) | 53.6 | 55.1 | 55.2 | 53.9 | 51.3 [ 55.7 | 55.1 | 53.9 [ 55.6 | 553 | 54.47 | 1.3a | 0.02| 247
(:;3'\;:‘!)} 24| 24| 24| 24| 26| 25| 25| 25| 25| 23| 245| 008| 0.03| 347
(1M0§7£) 04| 04| 04| 04| 04| 02| 03| 03| 03| 04| 035/| 007 020/| 2020
(';':;;L’:) 33| 34| 33| 32| 31| 34| 35| 34| 35| 35| 336| 013/ 004 | 4.02
R'_)(‘;‘I’_;SD 422|436 | 422 | 41| 41(427|412| 42| 42412 4191 084/ 002! 2.00
RD(‘;VB;CV 124 | 127 | 125|125 | 125 | 12.8 | 125 | 128 | 127 | 124 | 1258 | 0.15 | 0.01 | 1.23
PDW (fL) | 124 | 124 132|132 | 122|119 129|133 |125| 12| 12.60| 052 | 0.04| 4.10
MPV(fL) | 98| 99| 99| 10[1201| 99| 99| 10| 98| 98| 9.91| 010/ 0.01| 1.00
P-LCR(%) | 243|247 (264 | 254 | 26251252267 |253|245| 2524 075 0.03| 2.97
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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 11 replicates and then calculate the CV of 2nd to 11th results

Condusion

Qualified

RBC
o | 527 | 529 | 529 | 528 | 531 [ 537 | 53 [ 529 | 53 | 526 | 526 | 525 | 0031 0.0058549 JReAv7A Qualified

hebld)| 162 | 161 | 162 | 162 | 162 | 162 | 162 | 163 | 162 | 162 | 163 [ 1621 | 0057 |0.0035018 RV Qualified
[Hff Wl a3 o | o |43 a0 | a3 & | 413 | 468 | %8 | 4115 | 0280 | 0005936 AR Qualified
|MCVlle 806 | 894 | 888 | 89 | 891 | 88 [ 892 | 888 | 892 | 89 | 8 [ 8903 | 0200 |0.002249% i/ Qualified
|M7€H(ps] 307 | 304 | 306 | 307 [ 305 | 302 | 306 | 308 [ 306 [ 308 | 31 | 3062 [ 025 |00073512 ek Qualified

MCHC
@ W3 | 34 [ 35 | 35 | M2 | 3 | 342 | T | 342 | 346 | 348 | 3437 | 0287 00083435 IR Qualified

) M| B6 | M| 05| M| 32| 9| B[ M5 | M0 | M5 | 153 | 831 |003%276] Qualified
i | 39 | 307 | 383 | 389 | 396 | 426 | 408 | 306 | 409 | 389 | 375 | 3968 [ 1459 |00367671 Qualified
o | 69 | 67 | 66 | 59 | 65 | 61 | 35 | 53 | 52 | 55 | 72 [ 585 [ 1052 |0.1798712 el Qualified
Neor(w) | 544 | 536 | 551 | 552 | 539 | 543 | 557 [ 554 | 539 | 556 | 553 | S447 | 1344 |0006771RENIZH Qualified
ool 24 | 24 | 24 | 24 | 24 | 26 [ 25 [ 25 | 25 | 25 [ 23 | 245 | 0085 | 00346872 JECHUZN Qualfied
worw)| 04 | 04 | 04 | 04 | 04 [ 04 [ 04 | 02 [ 03 [ 03 | 04 | 036 | 0000 |0.1942239 RN Qualified

INEUT:t(m3 33| 33 | 34 | 33 | 32 | 31 | 34 | 35 | 34 [ 35 [ 35 [ 336 [ 0435 00400755 AT Qualified

ROW-SD | -
Fw M8 | @2 | B | M| 4| 4 | Q7|42 4 | B a2 48 | 08

ROW-CV .
(%) D7) 24| 27| 05| 05| 125 08| 05| 0§ 17| 04| 1258 | 045 0003147 i Qualfied

Powiy | 134 | 124 | 04 [ B2 | 132 | 12 ) M9 [ 129 | B3| W5 | 0 | 1F | 0306 0.040984 JVALS
|WV(fL) 67 | 98 | 99 | 99 | 10 | 101 | 99 | 99 | 10 [ 98 | 98 | 981 [ 0089 00100346 et/ Qualified
IP-lfRI%) 05 | w3 | 47 | %4 | 54| 2% | 51| 52| 267 [ 253 | U5 | 2536 [ 0795 00313369 ORI Qualfied

0.0200091 JRER7AM Qualified

WIPOL®
251¢ "
A_gﬁ:mszo R0\ | &) VANGUARD
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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

. 5. . . .
(10%/ul) 6| 59 6 9 6.00 | 0.11 1.76
(lgglil) 54 | 535| 541|537 (532|539 537|536 531 5.39 537 | 0.03| 0.01| 0.62

HGB(g/dI) 158 | 157 | 157 | 157 | 15.7 | 15.7 | 15.6 | 15.7 | 15.7 15.8 15.71 | 0.06 | 0.00 | 0.36

HCT (%) 47.6 | 473 | 47.7 | 472 | 468 | 475 | 47.1 | 473 46.7 | 47.3 47.25 | 032 0.01 | 0.68

MCV (fL) 88.1 | 884 | 882 879 83 | 88.1| 877|882 (879|878 | 88.03| 0.21 0.00 | 0.24

MCH (pg) 293 | 293 291292 | 295 | 29.1| 29.1| 293 | 29.6 | 29.3 29.27 | 0.18 | 0.01 | 0.62

MCHC
(g/dl)

PLT(103/uI) 251 | 250 | 266 | 253 | 230 | 246 | 237 | 242 | 259 247 | 248.10 | 10.38 | 0.04 | 4.18

3321332 329333335331 331332 336 334 | 3325( 021001 0.62

LYM (%) 39.1 | 379 38 38| 371 | 36.6 | 349 | 37.8 38 38 3754 | 1.13 | 0.03| 3.01

MXD (%) 68| 7.7 6 5| 6.3 76| 72| 67| 66| 7.1 6.70 | 0.80 | 0.12 | 11.96

NEUT (%) 54.1 | 544 56 57 | 56.6 | 55.8 | 57.9 | 55.5 | 55.4 | 54.9 55.76 | 1.17 | 0.02 | 2.11

LY3M# 23 22| 23| 23| 22| 23| 21| 23| 23| 22 225 | 007 0.03| 3.14
(10°/pl)
MXD#
3 04| 05| 04| 03| 04| 05| 04| 04| 04| 04 041 | 0.06 | 0.14 | 13.85
(20°/ul)
NE}’T# 33| 32| 33| 35( 33| 34| 34| 33| 34| 33 334 | 0.08|0.03| 252
(10°/al)
RD(‘;‘I’.;SD 413 | 42| 407 | 425|408 | 42.1 | 417 | 42| 423 | 419| 41.73| o061 0.01 | 1.46
RD(‘:";CV 12.8 | 129| 128|128 | 125 | 13| 125|129 | 129 | 128 | 1279 | o0.17 0.01 | 1.30

PDW (fL) 135 | 125 13 ] 13.3 | 123 | 134 13 | 134 | 13.2 | 138 13.14 | 0.46 | 0.03 | 3.48

MPV (fL) 10 10 99| 99| 98| 98| 10.2 10| 9.9 101 9.96 | 013 | 0.01| 1.27

P-LCR (%) 26.5| 258 | 247 (253 | 242 | 253 | 26.4 | 265 | 26.6 26 | 25.84 | 0.80| 0.03 | 3.08

307/“4 MAVATI2TA
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B Coefficient of Variation: Precision (Sysmex Reagents|

1 Fresh blood sample was collected and tested with the VD Sysmex Reagents on KX-21N, 3 Part Hematology Analyzer.
2.The sample was tested in 11 replicates and then calculate the CV of 2nd to 11th results

(')

R

{fnfm ogr | 54 | 535 | san | 53| 53| 539 | 53 | 536 | 531 | 539 | 57 | O

oo | 167 | 58 | 157 | 57 | 157 | 157 | 57 | 156 | 157 | 157 | 158 | 57 | 07 |0 15(0%
v |47 | o6 | w3 | w7 | w2 | %8 | 45 | 41| 43| 47| 03| 85 |00 200%
v | @7 | 81 | o4 | 82 | @19 | sso, | 84 | 817 | 882 | &9 | &8 | 83 |04 |0 200
WO | 295 | 203 | 293 | » | m2 |25 | 4| 81| 03|86 83| BT |80 20%

W | 32| B2 | BRI RSB B W 16 | 84 [ B3 [ 0% |0 200%
] 234 | %50 | 20 | 266 | 23 | B0 | M | W | M| 29| W 21 | 103% 6.00%
) | 372 | 300 | 79| 3 | 3% | ¥4 %6 | 39| WB| B | B | TH | 068 0NHE e Qualified

wop) | 67 | 68 | 11 | 6 v | 63 | 76| 72| 67 | 66 | T4 [ 67 |08 |ouKi0l ENL78 Qualified
heore | 564 | 544 | 544 | % | 57 | 56 | 558 | 579 | 555 | 554 | WI %56 | LI XU Qualified

megod 24 | 23 | 2| 23|23 | 1| 20 | 23 | 23 | 22| 25 | 007 |0.031A2657 I Oulifed

hors] 04 | 04 | 05 | 04 ] 03 | 04 05 | 04 | 04 | o4 | o4 | o4 [ 0057 [ 01304503 RENIZN Qualifed
lEUT#(lo3 12033 (32|33 |35 [33[34 |34 [33]34]3 33 | 0084 | 002524773 AR Qualified

m““’ pr | ms | @ | w7 | ms | ws| @l a7 | @ |3\ un | o |onesn Y

P9 g | s | us|us|us|us| w05 0e|0e 08 D | R0BLS

lﬁw(ﬂl pe | Bs | 05| B | B3| 0384 B | B4 B2 B B | 0458 | 003481%
[MW(fl) 0 | 10 ] 10| 99 | 99| 98 | 98 [ 102 ] 10|99 | 1M 9% | 0126 |00126981
IP-lCRl%) %5 | 265 | 58 | M7 | 53 | 43 | B3 | 24 [ 25 | %6 | % B4 | 0813 | 003157255

£.00%

12,000
5.00%
20.00%

Qualified

Qualified
Qualified
Qualified

BOVAA
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Conclusions

1. The VDx Sysmex 3 Part Hematology Reagents showed an excellent Coefficient of

" .00

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

2. All Measurable parameters showed values of “r” in the range of 0.967 to 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 % (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)
0.24% - 13.85% 0.22% - 20.20%

Measured Parameters

Calculated Parameters 0.62% - 3.48% 0.74% - 4.10%

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.

WATPOZ BIOAGHAQTOE MDMS'c
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