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Comparative Evaluation

VDx Compatible Reagents for the Sysmex 5 Part
Hematology Analyzer

v/s

Reference Reagents for the Sysmex 5 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

5 Part Hematology Reagents

Instrument Model

Sysmex SX -1000i (SN 11441)

VDx Compatible Reagents

1) Diluent Pack 5P1-S (20L)

2) Stromalyse-I 5P1-S (5L)

3) Stromalyse-li 5P1-S (42 ml)
4) Sulfolyser 5P1-S (500 ml)

Lot No: HD5P15250301

Expiry Date : 28/8/27
Lot No: HC1L5P18241103 Expiry Date : 28/2/26
Lot No: HS2L5P15250301 Expiry Date : 28/2/27
Lot No: HSL5P1S250301 Expiry Date : 28/2/27

Sysmex Reference Reagents

1) Celipack (20L)

2) Stromatolyzer-4DL (51)

3) Stromatolyzer — 4DS (42ml)
4) Sulfolyzer (500ml)

Lot No: D5013 Expiry Date : 12/7/26
Lot No: D5001 Expiry Date : 18/1/26
Lot No: D4157 Expiry Date : 9/12/25
Lot No: D5001 Expiry Date : 5/1/25
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Background Test

Parameters

All Reagents from Vanguard
Diagnostics

All Reagents from Sysmex as
Reference

WBC (10%/pl)

0.02

0.00

RBC (10°/pl)

0.0

0.00

HGB (g/dl)

0.1

0

HCT (%)

0

0

MCV (fL)

MCH (pg)

MCHC (g/dl)

RDW-SD (fL)

RDW-CV(%)

PLT (10°/pl)

MPV (fL)

PCT (%)

PDW (fL)

P-LCR (%)

NEUT# (10°/pl)

LYMPH# (10%/pl)

MONO# (10%/pl)

EO# (10°/ul)

BASO# (10%/pl)

NEUT (%)

LYMPH (%)

MONO (%)

Ve

EO (%) :
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BASO (%)

Accuracy Study

(Coefficient of Correlation)

Objective: to determine the correlation between
the results obtained with Vanguard’s compatible
reagents for Sysmex 5 Part Analyzer and Reference

reagents for Sysmex 5 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 5 Part Sysmex reagents and the 5 Part Sysmex Reference
Reagents.

II.  The Coefficient of Correlation (“r”

Blood Count.

t”’) was calculated for each major parameter of the Complete

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

1 Sample size

2 Mean x (X)

3 Mean y (Y)

4 Intercept (a)

5 Slope (b)

6 Regression line equation

7 Value of “r”

8 Linear Regression Graph

9 Raw Data of values

10 Histograms will be made available at the time of visit

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

variables.

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

n Z;_l ZiYi — 21—1 T 21—1 Yi
\/ - (T z)D e, v — (T 9)?)

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 XS Series, 5 Part Hematology Analyzer.
y = VDx Sysmex Reagents for XS Series, 5 Part Hematology Analyzer.

“v" =0.997
Sample size: 20
Mean x (X): 7.2445
Mean vy (y): 7.312
Intercept (a): 0.29261137247275
Slope (b): 0.96892658258365
Regression line equation: y=0.29261137247275+0.96892658258365x

11
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Specifications for Approval/Rejection of the Results: WBC

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

WBC (10;/ }ll) 2times | measure each sample

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

All Reagents from Vanguard Diagnostics  All Reagents from Sysmex as Reference

SAMPLE DEVIATION JUDGE
MEAN n o on MEAN

1 591 | 58 5855 58 | 57 575 156% | ok Coefficient of Correlation "7

2 17 | 185 7675 18 | 1% 7 1% | oK 0997760615

3 15 | 46 15 15 | 10 4485 2% | oK

4 16 | 17 7685 1 | 18 7805 1% | oK

5 3% | 18 7.3% 731 | 768 7485 133% | O

6 551 | 547 549 541 | 526 53% 201% | O

7 67 | 67 6765 64 | 67 658 281% | O .

8 7871 | 807 797 19 | 1% 78 100% | Ok

9 82 | 818 82 197 | 81 807 188 | O

10 621 | 63 63 638 | 62 6.4 098% | O

1 68 | 68 68 651 | 689 6715 260% | OK

1 6% | 71 706 6% | 688 688 262% | O

13 4 | 75 749 % | 18 7.505 07% | oK

1 1074 | 107 10.74 087 | 109 0% 1% | oK

15 61 | 62 6165 603 | 638 6.205 068% | OK

16 0n | 10 10415 02 | 2009 045 | 05% | oK

17 38 | sm 8815 8% | 87 866 17% | oK

18 717 | 18 7.7% 18 | 1B 78 008% | ok

19 57| se 5675 58 | 553 5505 30% | oK

2 88 | 9 89 887 | 90 8% 045% | ok

Passing Number Passing Rate . Requirement Ry

Conclusion Pass
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Coefficient of Correlation (“r”): RBC

x = Sysmex Reference Reagents for XS Series, 5 Part Hematology Analyzer.

y = VDx Sysmex Reagents for XS Series, 5 Part Hematology Analyzer.
“r" =0.995

Sample size: 20

Mean x (X): 4.606

Mean y (Y): 4.6855

Intercept (a): 0.063136074444302

Slope (b): 1.0035527411107

Regression line equation: y=0.063136074444302+1.0035527411107x
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Specifications for Approval/Rejection of the Results: RBC

Experimental Scheme : 20freshnblood samples were used for detection on two differentinstruments. Calculate the result deviation of the
two instruments.

RBC (106/p]) 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  Alf Reagents from Sysmex as Reference

Al X MEAN ) SRR 7 MEAN e
1 a% | 4N 473 47 | 4n 4705 068% | OK Coefficient of Correlation {'r")
) 518 | 53 505 517 | 5% 5165 0% | OK 0995378948
3 467 | 4 4705 160 | 465 4645 1% | Ok
4 447 | Au 445 i | 4 445 | 091% | O
5 485 | 48 4885 48 | 48 4855 020% | OK
b 46 | 4% 4% 14| 48 48 248% | OK
7 418 | 48 4415 i | 4% 44 1% | Ok
8 45 | 48 4505 M| 4y 43% 250% | Ok
9 38 | 37 37 36 | 36 363 19% | Ok
10 i | 47 4785 461 | 466 4635 23% | Ok
1 495 | 49 4945 48 | 48 4845 2086 | OK
1 14 | 40 43 41 | 40 4,9 208 | Ok
1 4% | 46 45 49 | 43 4515 166% | OK
[ 4| 4T 475 466 | 48 4675 % | Ok
15 53 | 5 533% 51| 55 518 29% | oK
16 4% | 48 485 4 | 47 4N 27% | O
1 506 | 503 5085 50 | 4% 4% 110% | O
18 461 | 464 465 454 | 457 4,555 200 | O
19 44 | 41 413 406 | 408 407 | o
0 419 | 49 4915 48 | 48 4805 18% | Ok
Passing Number n PassingRate LAY  Requirement
Conclusion Pass
“BIFA TIANANZTA
BOWWA E. NANAMQTA
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Coefficient of Correlation (“r”): HGB

x = Sysmex Reference Reagents for XS Series, 5 Part Hematology Analyzer.
y = VDx Sysmex Reagents for XS Series, 5 Part Hematology Analyzer.

“r" =0.997

Sample size: 20

Mean x (X): 13.435

Mean y (v¥): 13.645

Intercept (a): 0.27293406200796

Slope (b): 0.99531566341586

Regression line equation: y=0.27293406200796+0.99531566341586Xx

17
16
15
14
13

12
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Specifications for Approval/Rejection of the Results: HGB

HGB (g/d)

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

All Reagents from Vanguard Diagnostics  All Reagents from Sysmex as Reference

SAMPLE G T 0 DEVIATION JUDGE

1 52| 85 151 W1 | 3 1438 Coefficient of Correlation *r')
2 164 | 166 165 14 | 12 163 1% | ok 09972363
3 uy | us 185 u5 | us U5 | 208% | oK

4 B4 | 183 B B3 | B2 BE | 0% | Ok

5 B1 | B 131 B1 | B1 131 0006 | Ok

; 0§ | 108 18 07 | 16 06 | 119% | Ok

7 U | W 101 M| u 1 07% | ok |

8 U6 | 15 1455 u3 | us 14 108% | oK |

9 19 | n1 0 18 | 19 ng | 1% | o

10 0§ | 19 08 05 | 16 05 | 23% | O ! ’

1 554 | 156 155 51 | B2 151 265% | Ok

1 n1 | 18 10% 07 | 107 107 230 | ok !

3 wa | us | wmes | wi | w | wus || o ’ %

1 01| 1 01 0 | 19 n% | 16 | o

15 ny | 1 1045 13 | 1w 1% | 08% | o

16 Bl | B2 B2 ng | 108 18 3% | ok

17 54 | 554 154 52 | 153 55 | 0% | O

18 B7 | 838 BT B7 | 86 B | 07% | O

19 B5 | 134 B B3 | 83 133 L1% | oK

20 B85 | B B35 B2 | B3 RS | 18% | o

Passing Number Passing Rate Requirement (k)]
Conclusion Pass
ROTAA TA U‘,(%IAQTPV
¢ vaNGuaRp BOUNY el Ngi MDA
Commercial Confidential % siacwostics “;?T\G b 1§§MMAQ‘2A3§9;M$ 13|Page
66 -




Coefficient of Correlation (“r”): HCT

x = Sysmex Reference Reagents for XS Series, 5 Part Hematology Analyzer.
y = VDx Sysmex Reagents for XS Series, 5 Part Hematology Analyzer.

“r” =0.995

Sample size: 20

Mean x (X): 41.55

Mean y (Y): 41.89

Intercept (a): 1.7397060145963

Slope (b): 0.96631273129732

Regression line equation: y=1.7397060145963+0.96631273129732x

50
45
=
=
40 "
a5
w
2Q |
v > 40 45 50
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Specifications for Approval/Rejection of the Results: HCT

Experimental Scherme : 201resh blood samples were used for detection on two different instruments. Calculate the resultdeviation ofthe
two instruments.
2times | measure each sample
Judgment Standard : The deviation requirements are inthe table below. A sample pass rate of 80% i considered to meet the requirements

AMD b b D 0 DEVIATIO )

1 58 | 54 156 57 | 458 575 03% | OK Coefficient of Comelation (")
1 89 | 03 501 08 | 46 097 080% [ OK 0.99543665

3 8 | 87 33 B2 | 83 B 03% | Ok

4 a7 | us 416 a2 | 407 4095 15% | Ok

5 5 | 44 414 a7 | 48 4L 07% | Ok

b 03 | 209 401 02| W 3.2 230% | OK

1 M2 | 44 43 ug | & M9 13% | Ok

8 49 | 85 837 B2 | 45 4285 198% | OK

9 1y | H2 3.05 U5 | U6 355 145% | OK

10 05| 4 .75 B9 | N3 01 166% | OK

i 856 | 456 156 52 | 49 45,05 L% | OK

1 U3 | Ul U5 U3 | Ul U2 10% | OK

13 “o | &6 438 M2 | 46 4“4 090% [ OK

14 32 | 34 33 B9 | B9 39 103% | OK

15 %8 | 34 366 ¥ | 36 58 3% | 0K

16 0y | M3 45 a1 | 406 4085 159% | OK

17 854 | 454 854 52 | M6 ny9 1% | O ‘
18 26 | 24 25 418 | 49 41.85 155% | OK ‘

19 a | 49 409 07 | 47 407 061% | OK

0 0y | 4 n3 n3 | al N1 | 186 | Ok
Passing Number Passing Rate T <13,5%
Conclusion Pass
BOTNA -TTAUA M1 2TA-
BOIAA E] [IANATIOTA
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Coefficient of Correlation (“r”): MCV

x = Sysmex Reference Reagents for XS Series, 5 Part Hematology Analyzer.

y = VDx Sysmex Reagents for XS Series, 5 Part Hematology Analyzer.

=0.993

Sample size: 20

Mean x (X): 90.41

Mean y (y): 89.655

Intercept (a): 0.92508364752815

Slope (b): 0.98141705953403

Regression line equation: y=0.92508364752815+0.98141705953403x

100

a5

a0

85

a0

75

70

&5

70 80 o0 100
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Specifications for Approval/Rejection of the Results: MCV

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 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 Sysmex as Reference S————
By R MEAN W 2 MEAN
1 %6 | %4 %5 92 | 912 97 07% | OK Coefficient of Correlation r')
2 %3 | %2 %.25 %3 | %1 %. 005% | OK 0993415709
3 21 | 922 9215 Bl [ 81 $31 10% | OK
4 B3 | B35 94 B | RS 92.75 070% | OK
5 856 | 85 8.5 82 | %38 8 052% | OK
b 8§14 | 813 §1.35 g7 | 83 815 0% | OK
1 919 | 1 i U9 [ %5 W7 285% [ O |
8 971 | %9 9 97 | 93 975 050% | OK
9 98 | 6 W7 %3 | %1 %.2 05% | OK
10 87 | B9 838 Y4 | u3 8.3 065% | OK
i 21 | 923 5.2 Bl | 928 B 086% | OK
12 89 | 85 8.7 87 | 84 85.55 I3 | oK
13 974 | 978 976 B4 | B2 %3 0% | Ok
14 87 | 86 82,65 85 | 89 82 066% | OK
15 688 | 634 636 01 | 61 6.1 072% | OK ;
16 &5 | &7 8.6 8.7 | &4 86.55 140% | oK
i) 807 | %3 %0 % | %9 8995 006% | OK
18 912 | 94 913 21 | 97 919 065% | OK
19 9 | 93 9.5 1002 | %8 100 085% | OK
A 8 | &1 85.05 §5 | 83 84 041% | OK
Passing Number Passing Rate 1000% [RSNG8 <43,5%
Conclusion Pass
Borng TAvATI 2TA
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Coefficient of Correlation (“r”): MCH

x = Sysmex Reference Reagents for XS Series, 5 Part Hematology Analyzer.
y = VDx Sysmex Reagents for XS Series, 5 Part Hematology Analyzer.

“r" =0.995

Sample size: 20

Mean x (X): 29.33

Mean y (y): 29.2175

Intercept (a): -0.096197706304338

Slope (b): 0.99944417682592

Regression line equation: y=0.99944417682592x-0.096197706304338

34
32
30
28
26

24

22

20
32 34
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Specifications for Approval/Rejection of the Results : MCH

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% is considered to meet the requirements

Coefficient of Comelation('r")
0995762507

BOINA TIANATICTA

Commercial Confidential

SAVIPLE All Reagents from Vanguard Diagnostics  All Reagents from Sysmex as Reference o it
71 x MEAN L e

1 21| 38 3% 313 | 36 3145 1% | OK
2 37| 37 A7 17 | 34 315 048% | OK
3 319 | 32 3155 13 | 34 33 068 | O
4 L ] |0 ] 000% | OK
5 7 | m 705 1| %9 i} 019% | OK
b s | B 79 B4 | Bl 85 1% | OK
1 D1 | 85 3 n1 | 24 155 085% | OK
8 23 | W3 23 24| W2 38 15% | OK
9 23 | NS 34 26 | N7 3265 0% | OK
10 N 277.05 1 | 7 1105 000% | OK
1 1| 36 313 BL| MW 215 209 | OK
12 68 | 56 2. %1 | %2 %15 0.19% | OK
13 34 | 315 3145 314 | W3 L3 03% [ OK
14 55 | 54 545 By | B4 56 05% | Ok
15 15 | 14 JiL) n | nl Jik) 20% | Ok
16 | ud 7 7| m 71 03% | OK
17 04 | 06 05 03 | 08 3055 0.16% | OK
18 83 | B7 05 02 | B3 ] 167% [ OK
19 26 | 35 35 28 | 6 27 046% | OK
2 04 | 16 15 73 | N6 1745 018% | OK

Passing Number n Passing Rate Requirement  [SeRy]
Conclusion Pass

P YANGUARD




Coefficient of Correlation (“r”): MCHC

x = Sysmex Reference Reagents for XS Series, 5 Part Hematology Analyzer.
y = VDx Sysmex Reagents for XS Series, 5 Part Hematology Analyzer.

“t = 0.944

Sample size: 20

Mean x (X): 32.39

Mean y (y): 32.485

Intercept (a): 2.7933291964032

Slope (b): 0.9166925224945

Regression line equation: y=2.7933291964032+0.9166925224945x

35
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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.

4 2times | measure each sample
Judgment Standard : The deviation requirements e in the table below. A sample pass rate of 80% is considered to meet the requirements
f 0 d Diagno A 0

AP : A b 0 )
1l B1| 3B 31 22| N5 EYE) 230% | OK Coefficient of Correlation 'r"|
2 W] B 3.9 28 | 7 328 046% | OK 0924535053
3 1| B9 U3 86| BI 3365 19% | OK
4 AR 305 23| 4 23 093% | Ok
5 36 | 316 316 34 | 313 3 080% | OK
b A8 | Nl 3% 4| L B 093% | OK
1 W | R 318 313 | 3l 312 208% | OK
8 B3| B3 33 B | UL 36 08% | OK
9 1| W EIYA) U2 | U U3 0.15% | OK
10 24 | 03 EYE) 1| 21 0.78% | OK
il B3| Ul # B4 | B 35 149% | OK |
v 2 ] 3 L7 H2 | 34 13 128% | OK
13 23| W 320 39 | 38 318 126% | OK
14 09 | 07 308 08 | 36 307 033% | OK
15 13 | M3 313 M| N EIN] 126% | OK
16 LV 38 31| S 313 L76% | OK
17 39 | B 39 86| U3 B% 0.15% | OK
18 21| RS EYXS) 28 | NS 3065 09% | OK
19 29 | N8 28 7| 7 7 046% | OK
20 EYN] 323 Y 32 03% | OK

Passing Number Passing Rate Requirement
Conclusion Pass

ROINA . TTAVANZTA
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Coefficient of Correlation (“r”): PLT

x = Sysmex Reference Reagents for XS Series, 5 Part Hematology Analyzer.
y = VDx Sysmex Reagents for XS Series, 5 Part Hematology Analyzer.

“r” =0.995

Sample size: 20

Mean x (X): 32.39

Mean y (Y): 32.485

Intercept (a): 2.7933291964032

Slope (b): 0.9166925224945

Regression line equation: y=2.7933291964032+0.9166925224945x

600
500
400 - »
300 .
200
100
100 200 300 400 500 600
N
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Specifications for Approval/Rejection of the Results : PLT

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

] two instruments,
PLT (10/ lll) 2fimes| measure each sample
Judgment Standard : The deviation requirementsare in the table below. A sample pass rate of 80% is considered to meet the requirements
SAVPLE \ll Reagents from Vanguard Diagnostic\ll Reagents from Sysmex as Reference il e
191 MEAN U R
1 | B 15 | R 26 17% | OK Coefficient of Correlation ()
2 Bl m 365 X [ 23 %5 780% | OK 0.995568672
3 15 | 1% 155 158 | 19 1555 03% | OK
4 %8 | 268 68 | m 68 000% | OK
5 W | M 1955 91 | 19 19 07% | OK
b 39 | 3 385 M | 4015 075% | OK
1 W | m 1895 189 | 199 19 23% | OK
8 8 | 1 1955 W | M 206.5 53%% | OK
9 w | 2 286 B | M 9 13%% | OK
10 W | 288 Ji.) m | ¥ pij] 036% | Ok
i a | 0 155 W w 215 7% [ OK
12 35 | 3% 355 | B i 299% | 0K
13 B0 | 28 54 23 | 263 258 155% | OK
14 W | X 35 Y 3505 0.29% | OK
15 0| 38 025 0 | M 045 066% | OK
16 55 | 551 538 572 | 566 569 545% | OK
17 5 | 20 IR m | m 755 59% | OK *
18 MW [ 2 P | 9 75 5% | OK i
19 A [ 0 M | W 205 148 | 0K
2 7 165 mw | m it} 06% | OK

Passing Number

Conclusion

Passing Rate ! Requirement

Pass
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Coefficient of Correlation (“r”): NEUT%

x = Sysmex Reference Reagents for XS Series, 5 Part Hematology Analyzer.
y = VDx Sysmex Reagents for XS Series, 5 Part Hematology Analyzer.

“r" =0.982
Sample size: 20
Mean x (X): 53.835
Mean y (Y): 54.49
Intercept (a): 2.3419670621344
Slope (b): 0.96866412069965
Regression line equation: y=2.3419670621344+0.96866412069965x

65
&0
55
50
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40
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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 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
I MEAN neen

SAMPLE DEVIATION JUDGE

1 379 | 33 386 33 | 34 38 198% | OK Coefficient of Correlation (‘7]
2 62 | 303 2h o | 456 4.1 72% | OK 0.981559136

3 82 % %1 8 | %8 584 051% | .OK

4 649 | 653 651 035 | 642 £3.85 19% | OK

5 &0 66 83 508 | %3 59.55 579% | OK | f
b 56 | 51 5.9 51 52 51 154% | OK

1 5 | 53 5315 513 | 519 516 300% | OK

8 809 | 629 619 623 | 624 6235 07% | OK

9 805 | 5.2 59.85 80 | 509 59.95 017% | OK

10 2 | 87 2.3 0§ | 47 415 6% | OK

i 5 | 543 54 4 | R 5.2 420 | OK

1 bl | 66l 65.1 P8 | 646 b47 062% | OK

13 5% | 549 5545 N7 | M8 %5 036% | OK

1 Y 5335 R4 [ 53 5285 095% | OK

15 M3 | 534 53.85 51 | 527 54 L% | OK

16 4§ W8 49 B3 | M7 15 02% | Ok

1 585 | %83 84 B4 | 59 58.15 04% | OK

18 88 | 502 5 504 | 515 50.95 185% | OK

19 508 | 493 5005 85 | 86 8.5 0% | Ok

0 69 | 669 6.9 g1 | 651 £5.6 19% [ OK

Passing Number Passing Rate Requirement GBS

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

x = Sysmex Reference Reagents for XS Series, 5 Part Hematology Analyzer.
y = VDx Sysmex Reagents for XS Series, 5 Part Hematology Analyzer.

“r" =0.945

Sample size: 19

Mean x (X): 34.502631578947

Mean y (y): 33.039473684211

Intercept (a): -1.9328108066975

Slope (b): 1.0136120895847

Regression line equation: y=1.0136120895847x-1.9328108066975

50
45
40
35 —
30
25

20
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Specifications for Approval/Rejection of the Results: LYMPH%

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

All Reagents from Vanguard Diagnostics Al Reagents from Sysmex as Reference

I 278 X MEAN i 2 MEAN

DEviaTION  JUDGE

1 496 | R4 4 502 | 494 498 763% | OK Coefficient of Correlation {'r")
2 43 | 409 111 03 | 416 4145 084% | OK 0.945478013

3 81 | 87 B7 05| 2975 35% | OK

4 B3| 05 279 B | 79 2805 053% | OK

5 71 | 8 2745 76 | 83 7% 17% | oK

6 B4 | 316 25 B5 | 25 3 15% | oK

7 03 | 34 3135 366 | %1 3635 1B.76% | OK 1

8 %9 | U5 57 74 | m 73 586% | OK | ;
9 M3 | %6 1% 56 | 52 254 L7% | OK

10 85 | 473 179 186 | 419 85 073% | OK

| u8 | u8 %8 6 | U5 3455 B2% | O

12 ue | 07 B8 u6 | % A8 464% | OK

13 04| % 302 314 | 26 3 563% | OK

4 23 | 85 304 B1 | N4 75 708% | OK

15 %8 | 365 3%.65 368 | 368 368 041% | OK ‘
16 B85 | 375 3 375 | 382 3785 040% | OK '

17 03 | w 325 22 | B7 2% 13% | Ok

18 78 | %8 383 86 | 73 7% 09% | Ok ‘

19 291 | 37 394 07 | 96 015 187 | oK

20 % | % 2% 57 | 11 24 15% | ok

Passing Number Passing Rate . Requirement
Conclusion Pass
BOINA TIAVATI2TA
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Coefficient of Correlation (“r”): EOS$%

x = Sysmex Reference Reagents for XS Series, 5 Part Hematology Analyzer.
y = VDx Sysmex Reagents for XS Series, 5 Part Hematology Analyzer.

“r" =0.986

Sample size: 20

Mean x (X): 3.73

Mean y (v): 3.735

Intercept (a): 0.26804696176424

Slope (b): 0.92947802633666

Regression line equation: y=0.26804696176424+0.92947802633666x
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| Specifications for Approval/Rejection of the Results: EOS%

txperimental Scheme ;20 fresh blood samples were used for defection 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 Al Reagents from Sysmex as Reference

Ll X MEAN n  n MEAN

DEVIATION  JUDGE

! 1 52 | 52 52 58 | 53 555 631% | OK Coefficient of Correlation 'r")
{ 2 39 | 4 405 3| W 35 | som | ok 0986437852
; 3 3| 3 305 TRIRE U5 | 4% | Mo
' 4 17 | 16 165 1§ | » 2 750 | o
| 5 3| 28 29 3| 3 3 3% | oK
* 6 1|7 74 7% | 12 4 00% | OK

7 25 | 28 27 ) | o 205 || wo

8 u | u 25 2 | 2 2 5% | ok

g | 3 34 3| 35 33 30 | ok
i 10 5 | 345 g | 37 B | s | ok
" 11 5| s [ 55 | 57 S5 | 16| Ok
: 1 17 | 38 3% 35 | 3 33 | Bem| ok
. 13 TR 33 YRE 31 808% | O

1% 63 | 67 65 63 | 6 615 | Sem | ok

15 u | u 2 25 | 25 25 1600 | OK
' 16 9 | 104 %9 96 | 93 | s || o
{ 1 13 | 16 145 16 | 15 155 | 6% | o
L 18 29 | 29 29 28 | 18 28 5% | O
{ 19 26 | 28 21 24 | 15 M5 |00 | o
| 2 18 | 19 165 19 | 18 185 | oom | ok
. Passing Number Passing Rate 0% Requirement
! Conclusion Pass
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Coefficient of Correlation (“r”): BASO%

x = Sysmex Reference Reagents for XS Series, 5 Part Hematology Analyzer.
y = VDx Sysmex Reagents for XS Series, 5 Part Hematology Analyzer.

“r" =0.881

Sample size: 20

Mean x (X): 0.565

Mean y (V): 0.4925

Intercept (a): 0.053817541111981

Slope (b): 0.77642913077525

Regression line equation: y=0.053817541111981+0.77642913077525x

1.2
1.0
0.8
Q.6
0.4

0.2

0.0 nz 0.4 0.6 0.8 1.0 1.2 1.4
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Specifications for Approval/Rejection of the Results: BASO%

] txperimental Scheme ;20 fresh blood samples were used for detection on two different instruments. Calculate the result deviation
of the two instruments.

BASO (%) 2 times | measure each sample

ludgment 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 Tl e e o7 DEviATIoN JUDGE
1 02 | 03 05 03 | 04 03 B5M | OK Coefficient of Corelation (')
2 05 | 04 045 04 | 03 035 5% | O 0.831411481
3 07 | 06 0.65 07 | 07 07 718% | O
4 03 | 01 02 03 | 01 02 000% | OK
5 04 | 03 035 04 | 04 04 1050% | O
§ 07 | 09 08 09 | 08 085 588 | oK
7 04 | 03 03 06 | 06 06 416% | N0
8 03 | 0 055 01| 04 0.5 000% | OF
9 05 | 04 045 05 | 05 05 1000% | O
10 0| 0 0 0 | 0 01 10000% | NO
1 06 | 06 06 08 | 07 075 2000% | O
1 06 | 08 07 13 | 13 13 16.1% | NO
3 07 | 07 07 07 | 07 07 000% | OK
1 03 | 03 03 05 | 05 05 | 400 | ok *
15 03 | 06 045 05 | 03 04 10.50% | O
16 1| 13 155 11 | 1 115 000% | OK
17 06 | 06 06 06 | 06 06 000% | Ok
18 09 | 1 09 1| 09 0% 000% | OK
19 05 | 04 045 04 | 04 04 1050% | Ok
20 02 | 02 0.2 02 | 03 0.5 2000% | O
Passing Number | Passing Rate Requirement
Conclusion Pass
Bo: V\AM rﬁum WHafa
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Coefficient of Correlation (“r”): NEUT#

x = Sysmex Reference Reagents for XS Series, 5 Part Hematology Analyzer.
y = VDx Sysmex Reagents for XS Series, 5 Part Hematology Analyzer.

“r” =0.995

Sample size: 20

Mean x (X): 3.9615

Mean y (Y): 4.028

Intercept (a): 0.22436521461388

Slope (b): 0.96015014145806

Regression line equation: y=0.22436521461388+0.96015014145806x
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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, Calcufate the result deviation
of the two instruments.
3 .
NEUTH (10 /“I) 2times | measure each sample |
ludgment 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
SAMPLE 5 N MEAN Y1 Y2 MEAN Wl

1 4| 18 22 | 2 218 343% | OK Coefficient of Correlation {'r')
2 3% | 3% 35 3% | 3% 3585 070% | OK (,995821166
3 260 | 268 166 160 | 26 260 15% [ OK
4 49% | 503 5,005 49 | 506 5 0.10% [ OK
5 44 | 4R 446 437 | 4% 4465 0.10% | OK
b 19 | 14 1905 176 | 28 LB 450% | OK
1 | 1% 3.595- 39 | 35 3395 58% | OK
8 4n | S 49 49 | 49 4915 031% | OK
9 5 48 4925 4’ | 48 4835 186% | OK ; i
10 161 | 2R 16/ 5% | 199 1575 36% | OK
1l 3% | 3N 375 38 | 38 3505 6.9% | OK
1 | An 4.5% 446 | 431 438 47% | OK
13 417 | 44 4.15 416 | 418 LX) 0.36% | OK ! ,
1 517 | 57 5713 57 | 58 5175 06% [ OK
15 33 | 33 3315 3] 3% 35 200% | OK
16 45 | 483 4% 465 | 451 458 08% [ OK
17 52 | 5l 5.5 500 | 5.06 5,035 28 | OK
18 3% | 3% 38 3% | 40 3975 2% [ 0K
19 19 | 18 284 26 | 269 2675 6.17% | OK
0 500 | 602 5.965 58 | 58 5875 15% | OK
Passing Numb 0 PassingRate ~ BUTGA  Requireme <t8h
Conclusion Pass
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Coefficient of Correlation (“r”): LYMPH#

x = Sysmex Reference Reagents for XS Series, 5 Part Hematology Analyzer.
y = VDx Sysmex Reagents for XS Series, 5 Part Hematology Analyzer.

“r" =0.942

Sample size: 20

Mean x (X): 2.438

Mean y (V): 2.36

Intercept (a): 0.022659545708135

Slope (b): 0.95871224540273

Regression line equation: y=0.022659545708135+0.95871224540273x

4.0
3.5
3.0
2.5
2.0

1.5
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HOVNA ﬂP\MAFOTPs ATVETA
BO‘,\A \'\Ag)qmi‘\,\o\nsc

2 AN\N\

Bl

W‘\‘U‘ MT.939%°
272038475 - AUL G RNADAE
WM s

8 VANGuARD s lpase




Specifications for Appfoval/ Rejection of the Results: LYMPH{#

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

LYMPH# (103/ |.l|) 2 times | measure each sample

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

requirements

All Reagents from Vanguard Diagnostics  All Reagents from Sysmex as Reference

e W R MEAN e MEAN

DEVIATION  JUDGE

| 293 | 246 2,69 192 | & 18 6.10% | OK Coefficient of Correlation (r’)
2 38 | 38 3155 3 | 30 30 20% | O 0.94202324
3 3 | 13 135 139 | 18 13% 150 | Ok

4 7 | 2145 19 | 1 215 228% | O

5 19 | 207 20 2 | 0 209 30% | O

6 1% | 1B 1785 18 | 17 17 1% | oK

|

7 W | yaY) 3% | 283 289 2660% | NO

8 | 18 25 27 | 2155 48% | O

9 200 | 209 205 204 | 206 205 000% | OK

10 30| 3w 308 305 | 297 301 0% | Ok

1 | 1n 1 26 | 2% 13 2629 | NO

12 | 18 167 16 | 167 168 060% | oK

13 26 | 26 12 23 | 209 2415 6% | O

1 347 | 30 3065 36 | 3% 358 880% | NO

15 15 | 2% 1 | 1% 1285 10% | Ok

16 % | 38 3845 3% | 38 38 013% | O

17 287 | 2% 2865 26 | 283 1815 0% | O

18 291 | 306 2985 30 | 29 2% 084% | 0K

19 2B | 123 13 | 219 hl 1% | O

2 23 | 23 13 18 | s 1365 190% | o

Passing Number Passing Rate Requirement
Conclusion Pass
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Coefficient of Correlation (“r”): EO#

x = Sysmex Reference Reagents for XS Series, 5 Part Hematology Analyzer.
y = VDx Sysmex Reagents for XS Series, 5 Part Hematology Analyzer.

“r" =0.995

Sample size: 20

Mean x (X): 0.2755

Mean y (y): 0.2855

Intercept (a): 0.0010306513173718

Slope (b): 1.0325566195377

Regression line equation: y=0.0010306513173718+1.0325566195377x

1.0
0.8
0.6
04 —
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Specifications for Approval/Rejection of the Results: EO#

Experimental Scheme : 20 fresh blood samples were used for detection on tw 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
X R MEAN nm n
1 031 | 03 0305 03 | 03 03 46% | OK Coefficient of Correlation {)
2 03 | 03 031 09 | 09 09 6.90% | OK 0995412103

SAMPLE DEVIATION  JUDGE

3 014 | 04 0.14 011 | o0t 011 0.2% | NO
4 03 | 01 0.125 014 | 017 0.15 1935% | OK
5 0 | 0u 0215 0 | 03 0225 448% | OK
b 039 | 04 0405 041 | 038 0.3% 25% | OK
1
8
9

017 | 02 0.185 013 | 04 0.1%5 31.08% [ NO
019 | 0y 018 016 | 016 0.16 12.50% | OK
028 | 0.8 038 05 | 09 027 3% | OK
10 0 | 02 02 04 | 08 0.135 638 | Ok
1 037 | 03 037 03 | 03 0.375 13% | OK
12 0% | 0.7 0265 04 | 01 0.125 1778% | OK
3 05 | 0.5 0.5 04 | 03 0.135 63%% | OK i
14 068 | 02 | - 07 068 | 066 0.7 448 | OK
15 013 | 0.8 0.3 015 | 016 0.155 1613% [ OK
16 095 | 105 1 0% | 094 0% 417 | OK ;
17 012 | o1 0.3 014 | 083 0.135 30% | OK
18 0 | 03 0.125 02 | 02 022 L% | OK
19 015 | 016 0155 083 | 01 0.135 etk | OK
i) 0.16 0.165 017 | 016 0.165 000% | OK

Passing Number Passing Rate Requirement
Conclusion Pass
I YANARP
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Coefficient of Correlation (“r”): BASO#

x = Sysmex Reference Reagents for XS Series, 5 Part Hematology Analyzer.
y = VDx Sysmex Reagents for XS Series, 5 Part Hematology Analyzer.

“r" =0.910

Sample size: 20

Mean x (X): 0.04125

Mean y (Y¥): 0.036

Intercept (a): 0.0025813321250567

Slope (b): 0.81014952424105

Regression line equation: y=0.0025813321250567+0.81014952424105x
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Specifications for Approval/Rejection of the Results: BASO#

txperimental Scheme 20 fresh blood samples were used for detection on two different instruments. Calculate the result deviation
of the two instruments,
3 .
BASO# (10 /ul) 2times | measure each sample
ludgment 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 Sysmex as Reference pevierion JUDGE

XXX MEAN Y1 ] N2 MEAN

1 001 | 002 005 002 | 002 002 5.00% | OK Coefficient of Correlation {'r'
2 004 | 003 0.3 003 | 0m 005 | 400 | O 0910115007
3 00 | om 003 003 | 00 03 000% | O
4 00 | o 0055 00 | 00 0.015 000% | OK
5 03 | o 005 003 | 00 003 1667 | 0K
b 004 [ 005 0.045 005 | 004 0.045 000% | OK
1 %3 | 0025 0 | 0w 004 3750 | o
8 002 | 00 0.02 00t | 003 0.02 000% | OK
9 0 | 00 0.3 00 | 0o 004 150% | 0K
10 0| 0 0 0 | 00t 0005 | 10000%| NO
1 004 | om 004 005 | 005 005 2000% | O !
1 004 | 006 005 009 | 009 009 4% | No i
1 005 | 005 005 005 | 005 005 000% | Ok
1 003 | 0m 003 005 | 006 0055 | 4545% | NO |
15 00 | oM 0.3 003 | 00 0.025 0006 | OK
16 01 | 0B 0.115 02 | o4l [ 015 000% | Ok
1l 005 | 005 05 005 | 005 005 000 | Ok
18 005 | 008 0065 008 | 007 0075 | B3%| OK
19 03 | 0 0.0%5 002 | 0 o0 500% | OK
0 002 [ 002 0.02 002 | 003 0.025 000% | OK
Passing Number Passing Rate Requirement K&y
Conclusion Pass
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Coefficient of Correlation (“r”’): MPV

x = Sysmex Reference Reagents for XS Series, 5 Part Hematology Analyzer.
y = VDx Sysmex Reagents for XS Series, 5 Part Hematology Analyzer.

[} ” o 982

Sample size: 20

Mean x (X): 10.495

Mean y (y): 10.195

Intercept (a): 0.35117030054963

Slope (b): 0.9379542352978

Regression line equation: y=0.35117030054963+0.9379542352978x
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Specifications for Approval/Rejection of the Results: MPV

SAMPLE
bl

X2

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

\ll Reagents from Vanguard Diagnosticill Reagents from Sysmex as Reference

DEVIATION  JUDGE
MEAN n on MEAN

1 0 | 98 99 105 | 104 1045 506% | O

2 104 | 104 104 105 | 105 105 095% | OK Coefficient of Correlation (")

3 16 | 118 17 1 | 1% 209% | O 0.982090609
4 09 | 109 109 16 | 116 116 60% | OK

5 01| 114 175 1 | 119 16% | Ok ]

6 94 | 93 935 96 | 96 96 260 | Ok

1 13 | 1w 15 us | o 1175 2% | Ok

8 8| 0 99 0 | 99 99 050% | O

9 1| 109 109 13 | 15 114 395 | 0K

10 03 | 105 104 108 | 109 10,85 415% | Ok i

1 05 | 106 105 109 | 106 1075 186% | 0K |

1 95 | 9 925 91 | 94 9.5 000 | OK ]

13 97 | 95 96 99 | 99 99 30% | O 1

1 01 | 10 1015 07 | 105 106 425% | O

15 92 | W 92 98 | 98 98 61% | OK

16 84 | 8 83 86 | 87 865 M | Ok

1 95 | 91 93 95 | 96 955 6% | Ok

18 02 | 99 1005 106 | 104 105 429 | O

19 02 | 10 101 04 | 102 103 198 | 0K

20 02 | 102 102 06 | 107 1065 1% | O

P he 0 Passing Rate 100.0% Requireme <t1.5%
Conclusion Pass
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Coefficient of Correlation (“r”): PCT

x = Sysmex Reference Reagents for XS Series, 5 Part Hematology Analyzer.
y = VDx Sysmex Reagents for XS Series, 5 Part Hematology Analyzer.

“r" =0.994

Sample size: 20

Mean x (x}): 0.2855

Mean y (y): 0.271

Intercept (a): 0.0078747791203037

Slope (b): 0.92162949520034

Regression line equation: y=0.0078747791203037+0.92162949520034x
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0.30
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Specifications for Approval/Rejection of the Results: PCT

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 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 - - . I DEVIATION  JUDGE
02 R MEAN Y1 Y2 MEAN

1 03 | 05 04 08 | 0 0.275 7% | NO
2 04 | 025 0.245 07 | 0 0.7 9.26% | OK Coefficient of Correlation (')
3 018 | 038 018 019 | 018 0185 270% | OK 0.994392027
4 09 | 01 02 03 | 03 031 645% | OK
5 04 | 0n 03 03 | oM 0.35 2% | oK
6 037 | o 037 039 | 03 0.385 390% | OK
7 01 | on 0.15 02 | oM 03 65% | OK
8 018 | 02 019 02 | ou 0.205 73% | O
9 031 | 0 0315 03 | 0% 03 455% | OK
10 08 | 03 0.9 03 | 04 0305 49% | OK
1l 02 | 03 0.5 04 | 0B 0.235 406% | Ok
1 037 | 035 036 035 | 037 036 000% | oK
13 04 | 04 04 05 | 0% 0.055 588% | OK |
] 035 | 036 0.35 038 | 0¥ 0375 53% | OK
15 07 | 08 0.7 03 | 02 0.295 678% | OK
16 04 | 04 045 04 | 04 049 816% | oK
17 024 | 024 04 06 | 07 0.065 94% | ok '
18 09 | 0B 0.9 032 | 03t 035 | 7o | OK
19 01 | on 021 02 | on 01 000% | Ok
0
Passing Number Passing Rate Requirement
Conclusion Pass
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Coefficient of Correlation (“r”): PDW

x = Sysmex Reference Reagents for XS Series, 5 Part Hematology Analyzer.
y = VDx Sysmex Reagents for XS Series, 5 Part Hematology Analyzer.

“r" =0.926

Sample size: 20

Mean x (X): 12.055

Mean y (Y): 11.54

Intercept (a): 0.84034596023972

Slope (b): 0.88756980835838

Regression line equation: y=0.84034596023972+0.88756980835838x
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Specifications for Approval/Rejection of the Results: PDW

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 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

SAMPLE | T i =1 DEVIATION JUDGE

1 108 | 114 111 1| 1w 115 868% | OK

2 22 | 121 1215 17 | 102 119 167% | OK Coefficient of Correlation “r")
3 5| U 1425 155 | 145 15 500% | OK 0.926184248
4 16 | 134 3 i) 146 us D% | NO

5 ug | 144 16 61 | u7 154 519% | OK

b 97 10 98 98 99 98 000% | OK

1 153 | 148 13 B9 | 19 139 100% | OK

8 14 | 14 114 14 | 11 105 13% | Ok

9 04 | 11 5% B3| B2 3% 155% | OK

10 06 | 116 11 | B 1255 1L5% | OK , |
1 109 | 126 1075 1wy | 1 1 208 | O ,
v 93 | 93 93 99 | 104 10.15 83% | OK

3 108 | 104 106 102 | 109 1055 047% | OK

1 2 | 18 12 | 833 75 706% | OK

15 95 10 9.75 106 | 105 105 158% | OK

16 82 | &1 815 37 88 875 b.86% | OK

1 10 9.8 99 106 [ 99 102% 4% | OK

18 105 | 114 1145 12 | 14 123 bo%% | OK

19 14 | 107 1105 1l | 14 1% 178% | Ok

| 13 | us 114 08 | 19 1285 1L28% | OK

Passing Number Passing Rate %.0% Requirement

Conclusion Pass
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Coefficient of Correlation (“r”): RDW-SD

x = Sysmex Reference Reagents for XS Series, 5 Part Hematology Analyzer.
y = VDx Sysmex Reagents for XS Series, 5 Part Hematology Analyzer.

“r" =0.993

Sample size: 20

Mean x (X): 47.45

Mean y (y): 47.99

Intercept (a): 4.541465769125

Slope (b): 0.91566984680453

Regression line equation: y=4.541465769125+0.91566984680453x

. ) ] M B
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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 I measure each sample
Judgment Standard : The deviation requirements are in the table helow. A sample pass rate of 80% is considered to meet the requirements

All Reagents from Vanguard Diagnostics  All Reagents from Sysmey as Reference
SAMPLE ; At REAS Y oETON JUDGE
502 X MEAN Y1 Y2 MEAN

l 81 | 485 83 a5 | 41l 7.3 200 | OK Coefficient of Comelation (*r')
2 503 | 517 ] 501 | 94 075 | 258% | ok 09935482
3 57 | £56 1565 52 | u8 85 4% | o

4 166 | 49 1675 51| 49 5 38% | ok

5 504 | 502 53 06 | 06 195 4% | ok

6 %3 | f 53 | u8 605 | 43% | oK

7 A 474 08 | 49 a% || ok

8 58 | 43 4555 51| M8 195 L% | Ok , ’
9 06 | 5 513 88 | ©4 1956 4% | o

10 uy | 43 851 B3 | B4 B3 | 4% | oK

11 04| o 174 %1 | 42 %5 | 27% | OK

1 678 | &7 6825 62 | 81 665 | 058% | OK

13 71 | o4 413 %6 | 4.2 164 1% | ok

1 82 | 419 815 %3 | 419 1 0106 | OK !

15 38 | 309 3085 34| 23 B35 | LM | ok i

16 1 | 44 %3 %3 | 43 13 000 | OK

17 5| 87 853 u1 | B9 43 23% | O

18 %8 | 411 1% %2 | 54 5538 25% | Ok

19 94 | 189 815 01 | 81 #1 0105 | oK

20 53| & 515 “3 | us w4 16% | O

Passing Number Passing Rate Requirement QA

Conclusion Pass

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

x = Sysmex Reference Reagents for XS Series, 5 Part Hematology Analyzer.
y = VDx Sysmex Reagents for XS Series, 5 Part Hematology Analyzer.

“r" =0.996

Sample size: 20

Mean x (X): 14.88

Mean y (y): 15.325

Intercept (a): 0.40240033329045

Slope (b): 1.0028628808273

Regression line equation: y=0.40240033329045+1.0028628808273x
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Specifications for Approval/Rejection of the Results: RDW-CV

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

RDWCV(%) 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
SAMPLE All Reagents from Vanguard Diagnostics All Reagents from Sysmex as Reference T ot
162 X2 MEAN Y1 Y2
1 “3 | w4 1435 4 | BY 13% 8% | OK Coefficient of Correlation {*r')
2 15 51 15.05 149 | 19 149 101% | OK 0.996139784
3 U 139 1395 BS | BS 135 13% | OK
4 W2 | 14 143 Bo | BS 3.5 55% | OK
5 162 | 162 162 BI | % 15.95 L5% | OK
b 9 | 19 149 146 | 144 145 276% | OK
1 07 | 16 14.65 e | 144 144 Lg% | OK
8 BS | 136 1355 131 | 11 11 4% | 0K
9 56 | 156 156 155 k] 15 400% | OK
10 148 | 19 14.85 143 | 144 143 348 | 0K
11 19 | 148 1485 143 | 143 143 385% [ OK
2 b U4 U2 Bb | B B 276% | OK
13 1BY | 17 133 B3 | B4 13 3% | OK ;
14 163 | 163 163 16 16.1 16.05 156% | OK | |
15 74 | 163 17.15 16 163 16.55 619% | OK
16 155 151 1505 149 | 18 14,85 13% | OK
17 13 | 14 1435 BY | 87 138 39% | OK
18 4 | 4 144 U 1 1 286% | OK
19 U1 ul 141 B8 | 138 138 2% | 0K
0 15 149 149 M5 | 146 1455 7% | 0K
Passing Number Passing Rate Requirement
Conclusion Pass
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Single Run Sample Comparison

a "

Raw Data for
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Parameters All Reager.|ts fron'! Vanguard | All Reagents from Sysmex as
Diagnostics Reference
WBC (10°/pl) 5.91 5.82
RBC (10°/l) 474 4.70
HGB (g/dl) 15.2 14.7
HCT (%) 45.8 45.7
MCV (fL) 96.6 97.2
MCH (pg) 321 313
MCHC (g/dl) 33.2 32.2
RDW-SD (fL) 48.1 47.5
RDW-CV(%) 14.3 14
PLT (10°/l) 233 264
MPV (fL) 10 10.5
PCT (%) 0.23 0.28
PDW (fL) 10.8 121
P-LCR (%) 24.5 28.8
NEUT# (10%/pl) 2.24 2.17
LYMPH# (10°/l) 2.93 2.92
MONO# (10%/pl) 0.42 0.37
EO# (10%/pl) 0.31 0.34
BASO# (10°/l) 0.01 0.02
NEUT (%) 37.9 373
LYMPH (%) 49.6 50.2
MONO (%) 7.1 6.4
EO (%) 5.2 5.8
BASO (%) 0.2 0.3
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Sample-2

Parameters All Reagerfts fron'f Vanguard | All Reagents from Sysmex as
Diagnostics Reference

WBC (10°/pl) 7.7 7.68
RBC (10%/pi) 5.18 5.17
HGB (g/dl) 16.4 16.4
HCT (%) 49.9 49.8
MCV (fL) 96.3 96.3
MCH (pg) 31.7 31.7
MCHC (g/dl) 32.9 32.9
RDW-SD (fL) 50.3 50.1
RDW-CV(%) 15.0 14.9
PLT (10°/l) 231 260
MPYV (fL) 10.4 10.5
PCT (%) 0.24 0.27
PDW (fL) 12.2 11.7
P-LCR (%) 27.7 29.1
NEUT# (10°/pl) 3.56 3.58
LYMPH# (10%/pl) 3.18 3.17
MONO# (10%/ul) 0.62 0.61
EO# (10°/pl) 0.30 0.29
BASO# (10°/pl) 0.04 0.03
NEUT (%) 46.2 46.6
LYMPH (%) 41.3 413
MONO (%) 8.1 7.9
EO (%) 3.9 3.8
BASO (%) 0.5 0.4
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Sample-3

Parameters All Reagerrts frorr! Vanguard | All Reagents from Sysmex as
Diagnostics Reference

WBC (10°/l) 4.53 4.55
RBC (10%/pl) 4.67 4.64
HGB (g/dl) 14.9 14.5
HCT (%) 43.0 43.2
MCV (fL) 92.1 93.1
MCH (pg) 31.9 313
MCHC (g/dl) 34.7 33.6
RDW-SD (fL) 45.7 45.2
RDW-CV(%) 14.0 13.5
PLT (10°/ul) 154 158
MPV (fL) 11.6 11.9
PCT (%) 0.18 0.19
PDW (fL) 14.5 15.5
P-LCR (%) 36.8 39.6
NEUT# (10°/pl) 2.64 2.64
LYMPH# (10%/ul) 1.30 1.39
MONO# (10°/l) 0.4 0.38
EO# (10°/l) 0.14 0.11
BASO# (10°/l) 0.03 0.03
NEUT (%) 58.2 58.0
LYMPH (%) 28.7 30.5
MONO (%) 9.3 8.4
EO (%) 3.1 2.4
BASO (%) 0.7 0.7
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Sample-4

Parameters All Reagerfts frorrf Vanguard | All Reagents from Sysmex as
Diagnostics Reference
WBC (10°/nl) 7.67 7.77
RBC (10%/l) 4.47 443
HGB (g/dl) 134 13.3
HCT (%) 41.7 41.2
MCV (fL) 93.3 93.0
MCH (pg) 30.0 30.0
MCHC (g/dl) 321 323
RDW-SD (fL) 46.6 45.1
RDW-CV(%) 14.2 13.6
PLT (10°/pl) 268 274
MPV (fL) 10.9 116
PCT (%) 0.29 0.32
PDW (fL) 12.6 15.0
P-LCR (%) 311 37.6
NEUT# (10°/ul) 4.98 4.94
LYMPH# (10°/l) 2.17 2.19
MONO# (10°/ul) 0.37 0.48
EO# (10°/pl) 0.13 0.14
BASO# (10°/ul) 0.02 0.02
NEUT (%) 64.9 63.5
LYMPH (%) 28.3 28.2
MONO (%) 4.8 6.2
EO (%) 1.7 1.8
BASO (%) 0.3 0.3
RO, TIANAT2TA
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1 All Reagents from Vanguard | All Reagents from Sysmex as

- FRIQMEEETS Diagnostics Reference
[ WBC (10°/pl) 7.34 7.31
; RBC (10°/pl) 4.85 4.84
I HGB (g/dl) 13.1 13.1
[ HCT (%) 41.5 41.7
MCV (fL) 85.6 86.2
j ' MCH (pg) 27.0 27.1
MCHC (g/dl) 31.6 31.4
] RDW-SD (fL) 50.4 49.6
RDW-CV(%) 16.2 15.9
I PLT (10%/ul) 200 191
MPV (fL) 12.1 11.8
I PCT (%) 0.24 0.23
i PDW (fL) 14.8 16.1
P-LCR (%) 39.4 39.8
il' NEUT# (10°/pl) 4.4 437
LYMPH# (10%/l) 1.99 2.02
i | MONO# (10°/ul) 0.70 0.67
{ EO# (10%/pl) 0.22 0.22
[ _ BASO# (10°/pl) 0.03 0.03
i NEUT (%) 60 . 59.8.
LYMPH (%) 27.1 27.6
]‘ MONO (%) 9.5 9.2
EO (%) 3.0 3.0
! BASO (%) 0.4 0.4
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Sample-6

— All Reager_nts from. Vanguard | All Reagents from Sysmex as
Diagnostics Reference
WBC (10%/pl) 5.51 5.41
RBC (10°%/pl) 4.61 4.47
HGB (g/dl) 12.8 12.7
HCT (%) 403 39.2
MCV (fL) 87.4 87.7
MCH (pg) 27.8 28.4
MCHC (g/dl) 31.8 32.4
RDW-SD (fL) 46.8 453
RDW-CV(%) 14.9 14.6
PLT (10°/pl) 399 410
MPV (fL) 9.4 9.6
PCT (%) 0.37 0.39
PDW (fL) 9.7 9.8
P-LCR (%) 19.0 20.8
NEUT# (10%/pl) 2.90 2.76
LYMPH# (10°/pl) 1.84 1.81
MONO# (10°/ul) 0.34 0.38
EO# (10°/l) 0.39 0.41
BASO# (10°/ul) 0.04 0.05
NEUT (%) 52.6 51.0
LYMPH (%) 334 33.5
MONO (%) 6.2 7.0
EO (%) 7.1 7.6
BASO (%) 0.7 0.9
BOTN
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Sample-7

Parameters All Reager]ts from. Vanguard | All Reagents from Sysmex as
Diagnostics Reference

WBC (10%/pl) 6.74 6.42
RBC (10%/pl) 4.81 4.72
HGB (g/dl) 14.0 14.0
HCT (%) 44.2 44.8
MCV (fL) 91.9 94.9
MCH (pg) 29.1 29.7
MCHC (g/dI) 31.7 313
RDW-SD (fL) 47.5 47.8
RDW-CV(%) 14.7 14.4
PLT (10%/pl) 187 189
MPV (fL) 11.3 11.5
PCT (%) 0.21 0.22
PDW (fL) 15.8 13.9
P-LCR (%) 37.8 38.2
NEUT# (10°/ul) 3.64 3.29
LYMPH# (10%/pl) 2.04 2.35
MONO# (10°/ul) 0.86 0.61
EO# (10°/pl) 0.17 0.13
BASO# (10°/pl) 0.03 0.04
NEUT (%) 54.0 51.3
LYMPH (%) 30.3 36.6
MONO (%) 12.8 9.5
EO (%) 2.5 2.0
BASO (%) 0.4 0.6
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Sample-8

Parameters All Reagents from Vanguard | All Reagents from Sysmex as
Diagnostics Reference
WBC (10°/pl) 7.87 7.92
RBC (10%/pl) 452 4.42
HGB (g/dl) 14.6 14.3
HCT (%) 43.9 43.2
MCV (fL) 97.1 97.7
MCH (pg) 323 32.4
MCHC (g/dl) 33.3 33.1
RDW-SD (fL) 45.8 45.1
RDW-CV(%) 135 13.1
PLT (10°/ul) 188 200
MPV (fL) 9.8 10.0
PCT (%) 0.18 0.20
PDW (fL) 11.4 11.4
P-LCR (%) 23.6 24.9
NEUT# (10°/u1) 4.79 4.93
LYMPH# (10°/pl) 2.12 2.17
MONO# (10°/l) 0.75 0.65
EO# (10°/l) 0.9 0.16
BASO# (10°/ul) 0.02 0.01
NEUT (%) 60.9 62.3
LYMPH (%) 26.9 27.4
MONO (%) 9.5 8.2
EO (%) 24 2.0
BASO (%) 0.3 0.1
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Sample-9

Parameters All Reagerfts frorr! Vanguard | All Reagents from Sysmex as
Diagnostics Reference
WBC (10%/pl) 8.26 7.97
RBC (10°%/l) 3.68 3.62
HGB (g/dl) 11.9 11.8
HCT (%) 34.9 345
MCV (fL) 94.8 95.3
MCH (pg) 32.3 32.6
MCHC (g/dl) 34.1 34.2
RDW-SD (fL) 50.6 49.8
RDW-CV(%) 15.6 15.0
PLT (10%/pl) 283 286
MPV (fL) 11.0 11.3
PCT (%) 0.31 0.32
PDW (fL) 12.4 13.3
P-LCR (%) 31.6 35.4
NEUT# (10%/pl) 5.0 4.98
LYMPH# (10%/l) 2.01 2.04
MONO# (10%/pl) 0.93 0.86
EO# (10°/) 0.28 0.25
BASO# (10%/pl) 0.04 0.04
NEUT (%) 60.5 60.0
LYMPH (%) 24.3 25.6
MONO (%) 11.3 10.8
EO (%) 34 3.1
BASO (%) 0.5 0.5
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Sample-10

Parameters All Reagerrts frorr! Vanguard | All Reagents from Sysmex as
Diagnostics Reference

WBC (10°/pl) 6.21 6.28
RBC (10%/pl) 4.72 4.61
HGB (g/dl) 12.8 12.5
HCT (%) 39.5 38.9
MCV (fL) 83.7 84.4
MCH (pg) 27.1 27.1
MCHC (g/dl) 32.4 321
RDW-SD (fL) 44.9 43.3
RDW-CV(%) 14.8 14.3
PLT (10%/ul) 276 278
MPV (fL) 10.3 10.8
PCT (%) 0.28 0.30
PDW (fL) 10.6 12.1
P-LCR (%) 25.6 30.4
NEUT# (10°/pl) 2.61 2.56
LYMPH# (10°/ul) 3.01 3.05
MONO# (10%/pl) 0.37 0.43
EO# (10%/pl) 0.22 0.24
BASO# (10°/ul) 0.00 0.00
NEUT (%) 42.0 40.8
LYMPH (%) 48.5 48.6
MONO (%) 6.0 6.8
EO (%) 3.5 3.8
BASO (%) 0.00 0.00
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Parameters All Reagents from Vanguard | All Reagents from Sysmex as
Diagnostics Reference
WBC (10°*/pl) 6.89 6.54
RBC (10°/ul) 4.95 4.85
HGB (g/dl) 15.4 15.1
HCT (%) 45.6 45.2
MCV (fL) 92.1 93.2
MCH (pg) 311 31.1
MCHC (g/dl) 33.8 334
RDW-SD (fL) 47.4 46.1
RDW-CV(%) 14.9 14.3
PLT (10%/pl) 211 223
MPV (fL) 10.5 10.9
PCT (%) 0.22 0.24
PDW (fL) 10.9 11.9
P-LCR (%) 28.1 30.6
NEUT# (10%/pl) 3.76 3.43
LYMPH# (10%/pl) 1.71 2.26
MONO# (10*/ul) 1.01 0.44
EO# (10°/pl) 0.37 0.36
BASO# (10°/ul) 0.04 0.05
NEUT (%) 54.5 52.4
LYMPH (%) 24.8 34.6
MONO (%) 14.7 6.7
EO (%) 5.4 5.5
BASO (%) 0.6 0.8
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Parameters All Reagerjts frorrj Vanguard | All Reagents from Sysmex as
Diagnostics Reference

WBC (10°/nl) 6.98 6.88
RBC (10°%/pl) 4.14 4.10
HGB (g/dl) 11.1 10.7
HCT (%) 34.3 34.3
MCV (fL) 82.9 83.7
MCH (pg) 26.8 26.1
MCHC (g/dl) 324 31.2
RDW-SD (fL) 67.8 69.2
RDW-CV(%) 24.0 23.6
PLT (10%/ul) 395 379
MPV (fL) 9.5 9.1
PCT (%) 0.37 0.35
PDW (fL) 9.3 9.9
P-LCR (%) 21.8 19.9
NEUT# (10%/pl) 4.47 4.46
LYMPH# (10*/l) 1.72 1.69
MONO# (10°/l) 0.49 0.40
EO# (10°/1) 0.26 0.24
BASO# (10°/pl) 0.04 0.09
NEUT (%) 64.1 64.8
LYMPH (%) 24.6 24.6
MONO (%) 7.0 5.8
EO (%) 3.7 3.5
BASO (%) 0.6 13
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Sample-13

Parameters All Reagerjts fron! Vanguard | All Reagents from Sysmex as
Diagnostics Reference

WBC (10°/pl) 7.44 7.46
RBC (10°/pl) 458 4.49
HGB (g/dI) 14.4 14.1
HCT (%) 44.6 44.2
MCV (fL) 97.4 98.4
MCH (pg) 314 314
MCHC (g/dl) 32.3 31.9
RDW-SD (fL) 47.2 46.6
RDW-CV(%) 13.9 13.3
PLT (10%/pl) 250 253
MPV (fL) 9.7 9.9
PCT (%) 0.24 0.25
PDW (fL) 10.8 10.2
P-LCR (%) 225 23.0
NEUT# (10°/ul) 417 4.16
LYMPH# (103/ul) 2.26 2.34
MONO# (10°/pl) 0.71 0.67
EO# (10°/pl) 0.25 0.24
BASO# (10%/ul) 0.05 0.05
NEUT (%) 56.0 55.7
LYMPH (%) 30.4 31.4
MONO (%) 9.5 9.0
EO (%) 3.4 3.2
BASO (%) 0.7 0.7
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Sample-14

e atars All Reager.lts fronT Vanguard | All Reagents from Sysmex as
Diagnostics Reference
WBC (10°/l) 10.74 10.87
RBC (10°%/l) 4.74 4.66
HGB (g/dl) 12.1 12.0
HCT (%) 39.2 38.9
MCV (fL) 82.7 83.5
MCH (pg) 25.5 25.8
MCHC (g/dl) 30.9 30.8
RDW-SD (fL) 48.2 48.3
RDW-CV(%) 16.3 16.0
PLT (10%/pl) 349 354
MPV (fL) 10.0 10.7
PCT (%) 0.35 0.38
PDW (fL) 12.0 12.2
P-LCR (%) 26.6 29.8
NEUT# (10°/u1) 5.77 5.70
LYMPH# (10%/ul) 3.47 3.6
MONO# (10%/ul) 0.79 0.84
EO# (10°/ul) 0.68 0.68
BASO# (10%/pl) 0.03 0.05
NEUT (%) 53.7 52.4
LYMPH (%) 32.3 33.1
MONO (%) 7.4 7.7
EO (%) 6.3 6.3
BASO (%) 0.3 0.5
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Sample-15

———

Parameters All Reagerjts front Vanguard | All Reagents from Sysmex as
Diagnostics Reference

WBC (10%/pl) 6.11 6.03
RBC (10°%/l) 5.35 5.21
HGB (g/dl) 11.5 11.3
HCT (%) 36.8 36.0
MCV (fL) 68.8 69.1
MCH (pg) 215 21.7
MCHC (g/di) 313 31.4
RDW-SD (fL) 39.8 39.4
RDW-CV(%) 17.4 16.0
PLT (10%/pl) 297 310
MPV (fL) 9.2 9.8
PCT (%) 0.27 0.30
PDW (fL) 9.5 10.6
P-LCR (%) 18.5 229
NEUT# (10°/ul) 3.31 3.14
LYMPH# (10%/pl) 2.25 2.22
MONO# (10°/pl) 0.40 0.49
EO# (10%/ul) 0.13 0.15
BASO# (10°/pl) 0.02 0.03
NEUT (%) 54.3 52.1
LYMPH (%) 36.8 36.8
MONO (%) 6.1 8.1
EO (%) 21 2.5
BASO (%) 0.3 0.5
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Sample-16

Parameters All Reagerfts frorr! Vanguard | All Reagents from Sysmex as
Diagnostics Reference
WBC (10°/ul) 10.11 10.23
RBC (10°/pl) 4.88 4.74
HGB (g/dI) 13.2 12.8
HCT (%) 41.7 41.1
MCV (fL) 85.5 86.7
MCH (pg) 27.0 27.0
MCHC (g/dl) 317 31.1
RDW-SD (fL) 46.2 46.3
RDW-CV(%) 15.0 14.9
PLT (10°/ul) 525 572
MPV (fL) 8.4 8.6
PCT (%) 0.44 0.49
PDW (fL) 8.2 8.7
P-LCR (%) 12.2 14.0
NEUT# (10%/pl) 4.55 4.65
LYMPH# (10%/pi) 3.89 3.85
MONO# (10°/pl) 0.62 0.66
EO# (10°/l) 0.95 0.98
BASO# (10°/pl) 0.10 0.12
NEUT (%) 45.0 45.3
LYMPH (%) 385 37.5
MONO (%) 6.1 6.4
EO (%) 9.4 9.6
BASO (%) 1.0 1.2
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Sample-17

Parameters All Reager.lts fronf Vanguard | All Reagents from Sysmex as
Diagnostics Reference

WBC (10%/jul) 8.89 8.58
RBC (10%/ul) 5.06 5.02
HGB (g/dl) 15.4 15.2
HCT (%) 45.4 45.2
MCV (fL) 89.7 90.0
MCH (pg) 30.4 30.3
MCHC (g/dl) 33.9 33.6
RDW-SD (fL) 45.0 44.7
RDW-CV(%) 14.3 13.9
PLT (10°/pl) 256 274
MPV (fL) 9.5 9.5
PCT (%) 0.24 0.26
PDW (fL) 10.0 10.6
P-LCR (%) 20.1 21.2
NEUT# (10%/pl) 5.20 5.01
LYMPH# (10%/ul) 2.87 2.76
MONO# (10%/pl) 0.65 0.62
EO# (10°/ul) 0.12 0.14
BASO# (10°/pl) 0.05 0.05
NEUT (%) 58.5 58.4
LYMPH (%) 32.3 322
MONO (%) 7.3 7.2
EO (%) 1.3 1.6
BASO (%) 0.6 0.6
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Sample-18

Parameters All Reagerzts fron! Vanguard | All Reagents from Sysmex as
Diagnostics Reference

WBC (10°/pl) 7.70 7.82
RBC (10°/pl) 4.67 4.54
HGB (g/dl) 13.7 13.7
HCT (%) 42.6 41.8
MCV (fL) 91.2 92.1
MCH (pg) 29.3 30.2
MCHC (g/dl) 32.2 32.8
RDW-SD (fL) 46.8 46.2
RDW-CV(%) 14.4 14.0
PLT (10%/p) 290 298
MPV (fL) 10.2 10.6
PCT (%) 0.29 ‘ 0.32
PDW (fL) 115 12.2
P-LCR (%) 25.5 29.2
NEUT# (10%/pl) 3.76 3.94
LYMPH# (10°/ul) 2.91 3.02
MONO# (10%/p) 0.74 0.56
EO# (10%/pl) 0.22 0.22
BASO# (10°/ul) 0.07 0.08
NEUT (%) 48.8 50.4
LYMPH (%) 37.8 38.6
MONO (%) 9.6 7.2
EO (%) 2.9 2.8
BASO (%) 0.9 1.0
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Sample-19

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

WBC (10°/pl) 5.71 5.48
RBC (10°%/ul) 4.14 4.06
HGB (g/dl) 13.5 133
HCT (%) 41.0 40.7
MCV (fL) 99.0 100.2
MCH (pg) 32.6 32.8
MCHC (g/dl) 32.9 32.7
RDW-SD (fL) 49.4 49.1
RDW-CV(%) 14.1 13.8
PLT (10°/pl) 210 203
MPV (fL) 10.2 10.4
PCT (%) 0.21 0.21
PDW (fL) 11.4 111
P-LCR (%) 25.9 27.1
NEUT# (10°/pl) 2.90 2.66
LYMPH# (10%/pl) 2.23 2.23
MONO# (10°/ul) 0.40 0.44
EO# (10°/ul) 0.15 0.13
BASO# (10°/pl) 0.03 0.02
NEUT (%) 50.8 48.5
LYMPH (%) 39.1 40.7
MONO (%) 7.0 8.0
EO (%) 2.6 2.4
BASO (%) 0.5 04
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Sample-20

Parameters All Reagerjts front Vanguard | All Reagents from Sysmex as
Diagnostics Reference

WBC (10°/pl) 8.84 8.87
RBC (10%/ul) 493 4.83
HGB (g/dl) 13.5 13.2
HCT (%) 41.9 41.3
MCV (fL) 85.0 85.5
MCH (pg) 274 27.3
MCHC (g/dl) 32.2 32.0
RDW-SD (fL) ' 45.3 44.3
RDW-CV(%) 15.0 14.5
PLT (10%/pl) 217 212
MPV (fL) 10.2 10.6
PCT (%) 0.22 0.22
PDW (fL) 11.3 12.8
P-LCR (%) 25.6 30.1
NEUT# (10%/pl) 5.91 5.86
LYMPH# (10°/ul) 2.30 2.28
MONO# (10°/ul) 0.45 0.54
EO# (10%/pl) 0.16 0.17
BASO# (10°/ul) 0.02 0.02
NEUT (%) 66.9 66.1
LYMPH (%) 26.0 25.7
MONO (%) 5.1 6.1
EO (%) 18 1.9
BASO (%) 0.2 0.2
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Performance with
Hematology 3™ Party Controls

Product: e-CHECK (SYSMEX)

Low, Normal & High Controls
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e-CHECK-L (SYSMEX )

LOW CONTROL, Lot No. 51460804, Expiry: 17/8/2025

Parameters All Reagerjts fronj Vanguard | All Reagents from Sysmex Range
Diagnostics as Reference
WBC (10%/pl) 3.13 3.09 2.70-3.30
RBC (10°/p) 2.58 2.61 245-2.71
HGB (g/dI) 6.1 6.4 6—6.6
HCT (%) 18.9 20 18.2-20.6
MCV (fL) 73.3 76.6 71.5-79.1
MCH (pg) 23.6 24.5 23.2-25.6
MCHC (g/dI) 32.3 32.0 30.5—-34.5
RDW-SD (fL) 42.7 45.1 37-50
RDW-CV(%) 16.3 16.5 13.8-18.6
PLT (10°/l) 57.0 57.0 36 — 84
MPV (fL) 8.9 9.0 7.4-10
PCT (%) 0.05 0.05 0.02 - 0.08
PDW (fL) 7.8 7.8 49-11.3
P-LCR (%) 11.8 12.1 1.6 -20.4
NEUT# (10%/pl) 1.27 1.21 0.82-1.57
LYMPH# (10°/pl) 1.15 1.18 0.67—1.57
MONO# (10%/pl) 0.26 0.28 0.03 —0.49
EO# (10°/1) 0.28 0.25 0.14 — 0.42
BASO# (10°/pl) 0.17 0.17 0.04-0.30
NEUT (%) 40.7 39.1 27.3 - 50.7
LYMPH (%) 36.7 38.2 224-522
MONO (%) 8.3 9.1 0.9 -16.5
EO (%) 8.9 8.1 4.6-14
BASO (%) 5.4 5.5 13-10.1
BOTA are
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e-CHECK-N (SYSMEX)

[ Normal Control, Lot No. 54160805 , Expiry: 17/8/2025

[' Parameters All Reager.rts fron'f Vanguard | All Reagents from Sysmex Range
Diagnostics as Reference
WBC (10%/pl) 7.71 7.44 6.89 7.7
RBC (10°/pl) 4.41 438 4.15 - 4.59
HGB (g/dl) 12.2 12.3 11.8-12.6
HCT (%) 35.2 36.8 34-37.6
MCV (fL) 79.8 84.0 77.9-81.6
MCH (pg) 27.7 28.1 26.5-29.3
MCHC (g/dl) 34.7 33.4 32.1-36.1
RDW-SD (fL) 422 45.6 37.3-50.5
RDW-CV(%) 15.3 15.3 12.9-17.5
PLT (10°/pl) 206 212 184 — 250
MPV (fL) 8.8 9.0 7.7-10.5
PCT (%) 0.18 0.19 0.14—0.26
PDW (fL) 7.7 8.5 5.8-10.8
P-LCR (%) 10.8 11.7 58-17.6
NEUT# (10*/pl) 3.27 3.20 2.16-4
LYMPH# (10%/pl) 2.48 2.49 1.68 —3.12
MONO# (10%/pl) 0.72 0.64 0.06 — 1.24
EO# (10%/pl) 0.70 0.67 0.37-1.11
BASOi# (10°/ul) 0.54 0.44 0.10 - 0.82
NEUT (%) 42.4 43.0 29.4 - 54.6
LYMPH (%) 322 33.5 22.9-42.5
T MONO (%) 9.3 8.6 0.9-16.9
| EO (%) 9.1 9.0 5-15.2
| BASO (%) 7.0 5.9 14-11.2
- R ] i
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e-CHECK-H (SYSMEX)
High Control, Lot No. 51460806, Expiry: 17/8/2025
Parameters All Reag;r;:sg :::;::c\slanguard All Reaag:;::f :::::: :ysmex Range
WBC (10°/pl) 17.23 17.63 16.10 - 18.16
RBC (10°%/u) 5.28 5.29 4.99 -5.51
HGB (g/dl) 16.8 16.3 15.8-16.8
HCT (%) 46.3 48.7 44.6 - 49.4
MCV (fL) 87.7 92.1 85.1-94.1
MCH (pg) 31.4 30.8 29.4-32.6
MCHC (g/d1) 35.9 33.5 32.6-36.8
RDW-SD (fL) 45.8 48.0 38.8—52.6
RDW-CV(%) 15.3 15.1 12.5-16.9
PLT (10%/u1) 526 530 451 — 585
MPV (fL) 9 9 7.8-10.6
PCT (%) 0.47 0.48 0.36 — 0.60
PDW (fL) 8.3 8.0 7-10.4
P-LCR (%) 11.4 10.7 6.2—18.8
NEUT# (10°/pl) 7.76 8.18 5.35-9.95
LYMPH# (10%/pl) 4.74 4.84 3.28-6.08
MONO# (10°/pl) 1.57 1.57 0.17-3.23
EO# (10°/ul) 2.09 1.92 0.95-2.85
BASO# (10°/l) 1.07 1.12 0.26 -2.14
NEUT (%) 45.1 46.3 31.3-58.1
LYMPH (%) 27.5 27.5 19.1-35.5
MONO (%) 9.1 8.9 1-188
EO (%) 12.1 10.9 55-16.7
BASO (%) 6.2 6.4 1.5-12.5
BotaA o
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Coefficient of Variation: Precision (VDx Reagents)

1. Fresh blood sample was collected and tested with the VDx Sysmex
Reagents for 5 Part Hematology Analyzer.
2. The sample was tested in 10 replicates to study the Precision.
Fresh Blood Sample, n = 10

Parameters

1

(1‘3133::[” 672 | 6.6 6.34| 658|653 |6.58|6.63|652|652|6.41| 6.54 |0.11 | 0.02 | 1.65
R,;Bc 535(537| 533 (538| 53| 53|534(531| 53|522| 532 |0.05|0.01| 0.86
(10°/u)

HGB (g/dl} | 16.8 17 | 16.7 17 17 | 16.7 | 16.7 | 16.9 | 16.9 | 16.7 | 16.84 | 0.13 | 0.01 | 0.80
HCT (%) 48.4 | 48.7 | 48.3 | 48.7 48 48 | 48.3 | 48.1 | 48.2 | 47.4 | 48.21 | 0.38 | 0.01 | 0.78
MCV (fL} | 90.5 | 90.7 | 90.6 | 90.5 | 90.6 | 90.6 | 90.4 | 90.6 | 90.9 | 90.8 | 90.62 | 0.15 | 0.00 | 0.16

MCH(pg) |314|31.7| 313 |31.6(32.1|315(31.3]|31.8|319 32| 31.66 | 0.29 | 0.01 | 0.91

l;:;::; 347 |1349| 346 (349 354|348 (346351351352 34.93 | 0.27 | 0.01 | 0.76
RD("’f\I,_;SD 40.6 | 40.7 | 41.2 41 | 40.6 | 40.6 41| 40.7 | 40.3 | 40.1 | 40.68 | 0.33 | 0.01 | 0.81
RDW-
V(%) 125125 126 | 125|124 | 125|127 | 125( 12.4 | 12.4 | 12.50 | 0.09 | 0.01 | 0.75
(]
( 1:3L/Tm) 243 | 244 | 252 | 260 | 251 | 255 | 250 | 242 | 248 | 248 | 249.30 | 5.60 | 0.02 | 2.25
MPV (fL) 10.1 10| 10.1 | 10.1 | 10.1 | 10.2 10 10 10 | 10.1 | 10.07 | 0.07 | 0.01 | 0.67
PCT (%) 0.24 | 0.24 | 0.25 | 0.26 | 0.26 | 0.26 | 0.25 | 0.24 | 0.25 0.25( 0.25 | 0.01 | 0.03 | 3.27
PDW (fL) 114|115 11.3 | 11.2 (121|114 (111|115 11.2 | 11.3 | 11.40 | 0.28 | 0.02 | 2.45

P-LCR(%) | 26.2 | 25.3 | 25.8 | 25.2 | 25.7 | 25.8 | 24.3 25| 243|257 | 25.33 | 0.64 | 0.03 | 2.54
(TE:;H:) 377373 | 351|3.64|366| 3.7|3.77 (367 (359(3.65| 3.67 |0.08]|0.02| 2.19
?:3,3'757 251(246| 239|249|243 (245|246 (241 | 25(234| 244 |(0.05|0.02]| 2.17
I(\:oog?'?l’; 0.35/035| 035(0.36|035/033|0.32(035(0.33/0.33| 034 |0.01|0.04| 3.85
(159/’:“) 0.07 | 0.04 | 0.06 | 0.06 | 0.06 | 0.08 | 0.05 | 0.06 | 0.07 | 0.07 | 0.06 |0.01|0.18 | 18.31

BASO##
(103/I1|) 0.02 ({0.02 | 0.03 | 0.03 |0.03 |0.02|0.03|0.03|0.03|0.02| 003 |0.01|0.21]20.62

NEUT (%) | 56.1 [ 56.5 | 55.4 | 55.3 56 | 56.3 | 56.8 | 56.2 55 57 | 56.06 | 0.65 | 0.01 | 1.17

LYMPH (%) | 37.4 | 373 | 37.7 (37.8|37.2 372|371 371383 |365| 37.35 | 0.49 | 0.01 | 1.32

MONO (%) 52| 53 55| 55| 54 5( 48| 54| 51| 51| 523 |0.23|0.04 | 4.42

EO (%) 1| 0.6 09| 09| 09| 12| 08| 09| 11| 11| 094 |0.17 | 0.18 | 18.22

BASO (%) 03| 03 05| 05| 05| 03| 05| 05| 05| 03| 0.42 |0.10 | 0.25 | 24.59
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1 Fresh blood sample was collected and tested with the VDx Reagents on XS-1000 , 5 Part Hematology Analyzer.
2.The sample was tested in 11 replicates ,and then calculate the CV of 2nd to 11h results

Coefficient of Variation: Precision (VDx Reagents)

Condusion

e 10 Qualified
Imzcuo‘/m) : : . Qualified
|HGB{gIdI) U288 | U7 [ 67| 7| U7 | 167 167 | 169 | 169 | 167 | 1684 | 01 Qualified
|I_-ICT(%) 485 | 484 | 487 | 483 | 487 | 48 | 48 | 483 | 481 | 482 | 474 | 4820 [ O3B | CC078SRREIZE Qulified
|MCV(ﬂ.) 917 | 905 | 97 | 906 | 95 | 906 | %06 | %04 | 906 | %9 | 08 | %062 [ 0148 |0.0016285RNEVH ualfied
lmcum) 25 | 314 [ 317 | 313 | 36 | 31| 315 | 313 [ 318 | 319 | 32 | 3166 [ 0288 | 0.0090814ReAU Qualfied
lMCHC(gIdI) 35| 37 | 349 | 346 | 349 | 354 | 348 | 36 | 351 | 351 | 352 [ 3493 | 0267 | 00076403 AN Qualified
|ml1u’lul) Wl w3 | e | 2/ | 20 | 1| 25 | 80 | M2 | M8 | M8 [ 2493 [ 559 | O004STIREAUIM Qualified
ﬁniu-so(ﬁ) 09| 406 | 407 | 412 | 4 | 406 | 406 | 41 | 407 | 403 | 401 | 4068 | 035 | 0008095 FEAN Qualified
HDWW(%I B3| 05| 15| 16| 05| 24| 05| 07| 05| 04| D4 | 125 | 084 | 000740 Qualified
[powm 104 | 104 | 15 | 3] 12| 01| 14| | 1y | 1) | U3 [ 14 [ 02 | 00244637 RUNUN Qualified
Wm 08 | 101 | 10 [ 101 ] 201|201 [ 02| 20 | 0 [0 |01 3007 | 0067 |00067026JCNIH Qualified
|;cn|%) B %2 | B3| 58 | B2 | B7| 58| M3 | B | 43 | 57 | 2533 [ 068 | 0.053848EEHIZN Qualified
P | oon | 026 | 026 | 025 | 026 | 026 | 026 | 025 | 024 | 025 | 025 [ 025 [ 0008 | 00326500 Qualfed
nrgy | 569 | %64 | 565 | 554 | 553 | 56 | 563 | 568 [ %62 | 55 | 57 | 5606 | 064 | O.0L6STERANIN Qualfied
g | M3 | A | W3 | 37| V8| 32| 32 [ 3| 3 | 383 [ 365 [ 335 | 048 | 001319 RN Qualfied
wotopy | 55 | 52 | 53 | 55 | 55 | 54 | 5 | 48 | 54 | 51 | 51 | 528 | 01 | 00M2028RINN Qualified
og | 09 | 1 | 06 | 09 [ 09 | 09 | 12 | 08 [ 09 | 11 | 11 | 084 | 011 |01820150RNN Qudlified
wopy | 05 | 03 | 03 | 05 | 05 [ 05 | 03 [ 05 | 05 | 05 [ 03 | 04 | 0108 |02459037)RNN Oualfed
e 372 | 377 | 373 | 350 | 364 | 366 | 37 | 377 | 367 | 359 | 365 | 3669 | 0080 |0.0218591@AIAR Qualified
wwegond 205 | 251 | 246 | 239 | 209 | 243 | a5 | 26 | 241 | 25 | 234 [ 2444 | 0053 |0.02166820A0IR Qualified
wororge’l 068 | 035 | 035 | 035 | 036 | 035 | 033 [ 03 | 0% | 03 | 03 [ 0342 | 008 | 0.0384950 Ul Qualfied
rosto’i | 006 | 007 | 004 | 006 | 006 | 006 | 008 | 005 [ 006 | 007 | 007 | 0062 | 001 | Q.AB3LITRANIVN Qualfied
woors| 003 | 002 | 002 | 003 | 003 | 003 | 002 | 003 | 003 | 063 | 002 | 0026 | 0005 | (.198614SRLINVIR Qualiied
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Coefficient of Variation: Precision (Sysmex Reagents)

1. Fresh blood sample was collected and tested with the Sysmex Reagents for
the 5 Part Hematology Analyzer.
2. The sample was tested in 10 replicates to study the Precision.
Fresh Blood Sample, n = 10

1

Parameters
WBC
(10°/u1)

RBC
(10°/ul)
HGB (g/dl) | 17.4 | 173 | 17.3 |17.3 (174 (173|174 |17.4|17.2|17.3 | 17.33 | 0.07 | 0.00 | 0.39
HCT (%) 49.7 [ 49.7 | 49.7 | 49.2 | 49.5 | 49.4 | 49.7 | 49.7 | 49.3 | 49.1 | 49.50 | 0.24 | 0.00 | 0.48
-MCV (fL) 91.7 |91.7 | 91.7 | 91.8 (917 | 91.8 | 91.9 | 91.5 92 (91.8 | 91.76 | 0.13 | 0.00 | 0.15

MCH (pg) |32.1|31.9( 31.9(323(32.2(32.2(32.2| 32(321|323]| 32.12 | 0.15 | 0.00 | 0.46
MCHC
(g/dl)
RDW-SD
(fL)
RDW-
CV(%)
PLT
(10°/p1)
MPV(fL) | 97| 98| 98| 98| 95| 9.7| 98| 98| 9.7| 98| 9.74 |0.10 | 0.01| 0.99
PCT(%) |[0.24|0.24| 0.24|0.23|0.23(0.23|0.24|0.23|0.23(0.24| 0.24 |0.01|0.02| 224
PDW (fL) | 10.4 |10.7 | 10.4 [ 11.2 | 11.5 | 10.1 | 11.1 | 10.9 | 10.6 | 10.4 | 10.73 | 0.44 | 0.04 | 4.08

P-LCR (%) | 22.4 22| 224 (23.7|21.3|21.7| 22.8 | 23.3 22 |1 224 | 22.40 | 0.72 | 0.03 | 3.22
NEUT#
(10°/p1)
LYMPH#
(10°/p1)
MONO#
(10°/ul)
EO#
(10°/p1)
BASO##
(10%/pl)
NEUT (%) 56.5 57| 56.3 | 559|565 |56.5|56.3|551|54.6|57.2| 56.19 | 0.80 | 0.01 | 1.43
LYMPH (%) | 38.1 | 37.4 | 35.8 | 36.7 37 (37.4|37.1| 37.9| 37.6 36 | 37.10 | 0.76 | 0.02 | 2.04
MONO (%) 4| 39 6.2 5.5 46| 44| 47| 52| 56| 48| 4.89 |0.73 | 0.15 | 14.98
EO (%) 1 1.2 1.4 1.5 1.4 1.2 1.4 1.5 1.7 1.6 139 |0.21 | 0.15 | 14.9

BASO (%) 04| 05| 03| 06| 05| 05| 05| 03| 05| 04| 0.45 |0.10 | 0.22 | 21.60

6.75| 66| 648 |6.74| 651|657 | 6.6|6.57 655|681 | 6.62 |0.11]|0.02 | 1.67

542 | 542 | 542|536 | 54 538|541 |543|5.36|5.35| 540 |0.03|0.01| 0.55

35|34.8| 34.8|35.2|35.2 35 35 35|34.935.2| 35.01 | 0.15 | 0.00 | 0.44

42.7 (425 | 42.1 |1 42.4 | 419|419 | 425|429 |41.8 |42.8 | 42.35 | 0.40 | 0.01 | 0.95

13.1 | 131 13 13 | 12.9 | 12.9 13| 13.1)129|13.1| 13.01 | 0.09 | 0.01 | 0.67

242 | 249 | 248 | 237 | 243 | 240 | 243 | 241 | 243 | 247 | 243.30 | 3.74 | 0.02 | 1.54

3.8113.76 | 3.65|3.77 |3.68|3.71|3.72 | 3.62|358(3.89| 3.72 |(0.09|0.02| 2.49

257|247 | 232|246 241|246 (245|249 246|245 | 245 [0.06 | 0.03 | 2.54

027026 04|037| 03/0.29|0.31|034 /037|033 | 032 |(0.05]|0.14 | 14.27

007({008| 009 0.1(0.09|0.08|/0.09| 01(0.11|0.11| 0.09 |0.01|0.14 | 14.31

0.03 (0.03 | 0.02 | 0.04 | 0.03 (0.03|0.03|0.02|0.03|003| 0.03 |0.01]|0.17 | 16.67
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Coefficient of Variation: Precision (Sysmex Reagents)

‘1.Fresh blood sample was collected and tested with the Sysmex Reagents on XS-1000, 5 Part Hematology Analyzer.
2.The sample was tested in 11 replicates and then calculate the CV of 2nd to 11th results

Cierion V< | Conclusion

67 | 66 | 634 | 638
boceea 533 | 535 | 537 [ 533 [ s | 53 [ s [ sa [sat | 53 [ s [ 5@ [ oo | os
o | 0 | 168 | 0 | %67 | 7 | » [ 167 [ 167 [ 169 | 169 [ 167 [ 684 [ 085 | oam
b | %3 | 484 | 87 [ 403 |7 | 48 [ @ [ a3 [ et | a2 [ w4 [ a1 [03m | o
wory | 906 | 905 | 907 [ s06 [ o5 [ %05 | %06 [ 904 [ 6 | %09 | %8 [ %062 [ 018 | oty
orgg | 319 | 34 | 37 | 313 [ 316 | 2t [ s [ 303 [ s [ 309 [ 3 [ aes [ oo | oo
wocga| 32 | 307 | 39 [ 36 | 39 [ 35 [ ;e [ 36 [ 3 | 31 |32 [ ug [ 0w | o
| 23 | M3 | e | 2 | 260 | ot | o5 | 0 | | g | s [ s | s> | am
v | 409 | 406 | 407 | w2 [ wt [aos [ wos [ a0 [ 07 | 403 [ a1 [ wogs [ 03 | omy
bowor| 26 | 125 | 05 [ 06 [ 15 [ oa | s [ 07 25| na | 04 [ 5 [oow | om
bowmy | 12 | 14 [ 15 [ 13 [ oo [on [ o [ onn [os | ma [ 3| e [om | s
by | 0 |00 [ 0 [a01 [ soa [ or [ a0 [ 0| w0 |1 wor [ 005 | osm
o | 54 | 262 | 28 | m2 | 7 [ ms | ms | w3 | s | w3 | sr [ 53 [ o | 26w
et [ o2e | o2 | o | 025 | 06 [ 026 | 026 [ o5 [0 [ 025 | 035 [ 05 [ oms | 3am
| 559 | 561 | 565 | 554 | 553 | 56 | %3 | 568 | se2 | s | 57 | g6 | oe | 1m
e | 320 34 | w3 [ o [ vs [ w o | aa | oy [ | s | o [om | um
voony | 56 | 52 | 53 | 55 | 55 | sa | 5 | a8 | se [ st | sa [ sm [om | uem
o | 08 | + |06 | 0s | os | 0o | 12 [ 08 [ 09 | 11| 11| ow [om | s
eow | 05 | 03 | 03 | 05 | o5 | 05 [ 03 | 05 | 05 | 05 [ 03 [ o4 [ o013 | s
o] 363 | 377 [ a7 [ a5t [ e [ ae | 37 [ am [ 3w | 3se | 365 [ 369 [ oow | 21m
ol 241 | 251 | 2% | 2% | 2 | 28 | 265 | 266 | 20 | 25 | 2% | 2w | 008 | aam
wowores] 036 | 035 | 03 | 035 | 03 | 0% | 03 | 03 | 03 | 0B | 03 | 030 | 008 | a5
o 005 | 007 | oou | oo6 | oo | o6 | o8 | 005 | a6 | oo [ oo [ oom [oom | sam
oo 003 | o2 | o | om | oo | 005 | oo | 0o | o [ o [ oo [ oams [ oo | s
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Conclusions

1. The VDx Sysmex 5 Part Hematology Reagents showed an excellent Coefficient of

@t
r

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

2. All measurable parameters showed values of “r“ in the range of 0.881 to 0.997

displaying the highest degree of correlation between the reagents.

3. The VDx Sysmex and the Sysmex Reference 5 Part Hematology Reagents showed an

excellent coefficient of Variation (CV %) for all the parameters.

4. The CV % with the VDx Sysmex reagents and the Sysmex Reference reagents was found

to be as under:

Parameters Sysmex Reference Reagents VDx Sysmex Reagents
(CV % - Precision) (CV % - Precision)
Measured Parameters
0.15% to 21.6% 0.16% to 24.59%
Calculated Parameters
0.44% to 4.08% 0.17% to 3.27%

| 5. Values obtained with 3™ Party controls (Low, Normal, High) from Sysmex were found
to be within specified ranges for VDx Sysmex 5 Part Hematology Reagents and Sysmex

Reference reagents

6. The VDx Sysmex 5 Part Hematology Reagents were found to be accurate, precise and
i comparable with the Sysmex reference reagents in all parameters identified for the

evaluation. ' | |
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