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WELDON BIOTECH INDIA PVT. LTD.

frspimezzon for Life Selencer

Installation Qualification for Welcount 3+
Cusj:ﬂmer Mame DPATHCOCON DIAGHNOSTICS

Address DAl Manjappa’s, ¥ 10/A-1, 1" 'R’ Block, Rajajinagar,
Mear Mazhalakshmi Metra Station, Bengalury - 560010

Instrument Mame  ; Welcount 3+

Serial Mumber : 2303960BCC0O203
Initial Inspection of the unit carried out and the detalls are as Follows:
System Condition Report:

Found Lhe System to have been delivered in sarisfactory condition and no externzl
physical damaged ahzerved on the same. The Tilt-indicator and the Shock-indicators an the
Packaging were found to be in Good Condition, indicating the System has nét been subjected to
mechanical shocks or stared in any manner, to cause any damage to the same.

Found all the required accessories as required.
Installation Procedure & Checklist Attached for recards.
External Reguirements for Installation:

1 Inpus voltage of 2 20V-2300 502 or BOHL

Z. Recommended Operating Temperature is 15-30°C, with Relative Humidily 30-85% and
Atmospheric Pressure 70-106 kPa,

WELDON, Technical Service Department

LJ

Mama : Balarmuralikanth. U

Designation  : Mangger — Proeduct Specializt

Date : Mf11/2024




WELDON BIOTECH INDIA PVT. LTD.

== Jerneritan for Lafe Sosrnne
1 4

Installation Certificate for Welcount 3+

This Is to certify that the Welcount 3+ Instrument Serial Mo, 2303960BCC0203 is successfully
Installed and Commissioned at WELDON, Chennal and the Installation Protocol / cheeldist has
becn successfully carnpleted for the above instrument,

WELDOMN, Technical S5ervice Department

T

Mame : Balamuralikanth. U

Designation  : Manager - Product Speclalist

Date c 0441172024




WELDON BIOTECH INDIA PVT. LTD.
fruparation for Life Sceenee

Installation Qualifications for Welcount 3+ 3
Carrled out all the Installation Procedures as per the Installation Procedure & Checklists.
Carried out all the necassary checks and alignments.
Carried cut all the necessary system checks and tests.
Checked the counts by running the samples and found GK.

Checked sample mixing alignment and aspiration found 0F,

Handed ower the Instrument for Operators Training & Quelifications

For WELDON, Technical Service Departmient

YA

Mame: Balamuralikanth. L

Deslgnation; Manager - Product Specizlist

Date: 04/11/2024




WELDON BIOTECH INDIA PVT. LTD,
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Installation Report for Welcount 3+

Customer Mame : PATHOCOON DIAGNDATICE
Department i Laboralory
Contact Person : DR, G.N, KESHANVS MURTHY

Instrument Model : Welcount 3+

Serial Mumber : 2303960BCCO203
Date of Installation : 04,/11/2024
The instrument was installed and was tound to be working satisfactorly, Preliminary

Customer Training was provided, and standardization of some parameters was done. The

results were found to be within the expected range and System found to be working
satisfactorily.

WELDOMN, Technical Service Department: Customer Details:
farne :  Balamurzlikanth. U Marne: BATHDOON AGHNOSTICS

Casignation : Manzger Fraduct Specizlist Contact Person @ DR, G.M. KESHAYS MLIRTHY

Signature L w Cesignation : Pathologist & Medical Directar
\/>
Dake: 04/11/2024 Signature : &M
Dzt= (08113024
PATHOCON DIAGNOSTICS

# 10/A-1, 15t 'R’ Block, Rajajinagar
BEMGALURLI-660 (0




WELDON BIOTECH INDIA PVT. LTD.

Fesparecton for Life Seencer

Operations Qualifications for Welcount 3+

1. Yerified the power connections : Done
2, Verfied the barcode reader : Done
3. Veritied zample holder rotation : Done
4, Verified the Q2 and Samples results : Done

5. Verified reagents tubing's and cennection  ; Done

WELDON, Technical Service Department
g

Name : Balarmuralikanth. U

Designation : Manager - Product Specialist

Date T e
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WELDON BIOTECH INDIA PVT. LTD,

Dsipevartan for L‘JI';:: Srter =

instrument Setup

Assembied the instrumant accessories,
Remaved the Robatic Asm Protection sheets,
femaoved the Opener Unit fxing screws.
Connacted afl the zll-position tubing’s.
installed the printer & printing test passed,

L

i

Operational Inspection

1. Checked samples runs and found OK.

WELDON, Technical Service Department
L)L W

Mame : Balamuralikanth, U

Beslgnation ; Manzger - Product Specizalist

Date : 04/11/2024
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WELDON BIOTECH INDIA PVT, LID.

Irgeinaeeans for £ i 1o Sviences

Operational Qualification:
System Certificatian:

Sludy data has determined that the System described in this docu ment either meets all
criteria outlined in this Operationa’ Protacol, or exceptionzl conditions have been identified and
documentztion incduded.

Exceptional canditions, If any, have been addrezsed,

The System is ready for specific usage.

Frotocol Performed By:  WELDOM BISTECH INDIA PVT LTD

Mame: Balamuralikanth. U

Designation: Manager - Product Specialist
Custarser Authorization:  PATHOCON DIAGNOSTICS

Marme: DR G.M. KESHAMVA MURTHY

Designatian: Pathologist & Medital Director

- W Yer

ajinagar

Balamuralikanth, U DR. G.M. KESHAVA MURTHY
Company Representative Name B Sign Customer Name & Sign
Crate; 0441152024 Date: 02117202

PATHOCON DIAGNOSTICS

#1ID.|F\-1, 1'EtIR-I . ‘. =%




WLLDCIH BIOTECH INDIA PVL LTD.

Fuspirgnion par Lil Setenees -

SCHEDULE

The following activities mentioned below must be performed ta complete the performance
qualiflcation,

Contents:
Evaluation methods for Whole Blood Mode
1. Precision
2. Accuracy
3. Carryaver
4. Limit of Blank
2, Limil of Detection and Limit of Quantitation
&. Linearity
0 Run

PERFORMANCE QUALIFICATION PROCEDLURE

Performance Quallfication

1. Preclslon Check
Procedure for Precision Testing
Reguirements: - 1 Peripheral Blood sample
1. St the snzbyzer to WE Made, analyse Peripheral Bload far 11 consecutive times. The
casfficient of varlation of counting for each aralysing parameter should meet the
following cangiticn.
2. Input the data inte the pravided table. Caleulate Mean, 5D and OV,

3. Compare these values with the pedformance criteria for Within-run Precision Table.

d. Acceptable Variation are as follows:




WELDON BIOTECH INDIA PVT. LTD.

Inspiration for Life Sclenver

Precision Check Limit
Para i'ne}t.ers Pnr.f-n.rman:e
WEC [10%/pL} 3.0%or less
RBC [10%/pL) 1.5 % or less : _
HGB (z/dL) 1.5 % ar less |
HCT (%) 1.5 % or less :
PLT-I {10% uL} 4.0% or less

5. Attach the ledger report of the result in the final repert.

2. Accuracy Check
Procedure for Accuracy Check Testing
Requirements: - CBC-30, RED Haematology Contral L2

1, Setthe analyser to WEB Made, analyze CEC-30 O for 11 consecutive times.

2. Input the data Into the provided table. Calculate Mean and Calculate 3% difference from
Target mentionad in Lok Assay sheet.
3. Acceptable Wariation ars as follows:

Accuracy Check Limnit

Parameters Performance
i 3 _wac-n (107 aL) +3.0 % or less
RBC (10%/uL) + 2.0 % ar less
HGB [g/dL) + 2.0 % or less
Hc'i'-[_%} £ 3.0 % orless
PLT-1 (107 /L) + 5.0 % or less

4, Attach the ledger report of the result in the final report.
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WELDON BIOTECH INDIA PVT. LTD.

- T BERIT s _lf."-J:' i _5,'7.' T Pt

3. Carryover— Analysis Results & Caleulation

Procedure for Carryover Check testing
Requirements: - CBC-30 QC Level 3 & Diluent

1. Analyse CBC-A0 O Level 3 for 3 Limes consecutively to obtain high concentrations of calls
ta get Svalues (H1, H2, H3l

4. Thenanalyse Diluent far 3 times consecutively to abtain low concentrations of cells to get
Jwvalues {L1, L2, L3

3. Calculate the carryaver rate using tha following formula,

% Carryover = [[L1- L3)/ {H3 - L3}] x 100 {3} .

Cempare this value with the perfermance criteria far carryaver rate,

5. Acceptable Varialion are as follows:

Carryover check Limit

Parameters Performance
WEBC-D [10%/pL) 1.0 % or less
| RBC(10°M) | 1.0% or less
HGE (g/dL) 1.0 % or less

HCET {35) 1.0 % or less

PLT-1 (1077 L) 1.0 % or less

. Attach the ledger report of the result in the final report.

4, LoB

L. Cellpack DEL was analyzed 11 times and Lob was Calculzted as follows
2, LoB [Limit of Blank] = Average + 1.645 X 5Db

lo



WELDON BIOTECH INDIA PvT. LTD.

Darpitran for LG Sotencer

5. LoD & LoQ
1. Periphera’ bload was diluted with CELL PACK DCL to the fallowing Target consistencies
Target Consistendles
WeC REC HGB HCT PLT
PArAMENSr |\ sonaful) | paoss/ul) | (e/du) (%) | {1002 fpL)
Sarmple 1 o [ g a 1
Sample 2 .01 .01 0 0.1 ik

2, Eachdiluted Blood was analyzed 10 times consecutively and LoD & LoQ were calculated
as fallows

LoDi= LoB + 1645 X S0di
Where,

50di = Standard Deviation in the consecutive measurement of the sample
LoD (Limit of Detection] = &verage of LaDi

Lot L mit of Quantitalion) = Maximum Yalue of LoDi

6. Linearity Check

Fatient sample with kigh counts was analveed and actuzl values were plotted agairst
exoected values.

7. O RUNM

Fun CBC-3D, R&D Hematology Trilevel O and check the QO valuss,




1. Precision (Whole Blood Maode)

WELDON BIOTECH INDIA PVT. LTD.

Inspiravion for Lifv Seiences

Feripheral Blaod 15 analysed 11x. The first run was excluded and the Average, 50, and CV
were calcu'ated. Judgement is applicable only if the condition is satisfied.

Welcount 3+ 5N: 23033608CC0203

- WBL (103 fulL) RBC [v1076/pL} HGE (g/dL) HCT (%) | PLT- (k1073 pL)
Sample 1 Sample 1 Sample 1 Sample 1 Sample 1
1 B3 513 14:5 436 e
i .37 5.15 14,6 L 438 157
3 6.5 503 14.5 42.5 193
4 £.12 511 14.5 43.2 193
5 635 512 14.6 433 196
b £.32 5,12 145 43.3 192
7 B.12 5.03 14.5 42.3 197
) 6.23 5.15 14,5 43.4 195
9 611 5.10 4.5 424 190
10 £.34 512 14.5 43.1 1E5
11 5.43 5.20 14.6 43,7 102
fverage B.30 5.11 14.5 431 19460
S0 0.14 0.05 0.0 0.4 404
Cv'% 2.2 1.0 0.3 1.0 25
Criteria =3.0% <1.5% £1.5% £1.5% <d4.0%
i PLT 2
Condition | WECz400mi0A3ful | RECE&00k10%E/L NA by o004l
Jutigement Pass . Pass Pass r Pass Pass




. Accuracy (Whale Bload Made)

WELDON BIOTECH INDIA PVT,

e .'.n"\l'\.lfi‘l-ll"!.':'.ﬂ;l'l: far .-'.l:,I'E' Svrences

THC-32, RED Check Lewvel 2 s analyzed Gx. The first run iz excluded and the Averags, %

Diffarance, and Qifference from Largel values are calculated.

Welcount 3+ SN: 2303060BCC0203

&D O Lot No: B1124 Expiry Date 05022025
Run WEC [x1003/ul] | RBC [x10°6/pL] HGE [g/dL HECT (%) PLT-1 (21043 /uL)
31 o o i} 3d.2 a5
2 4,77 4.5 134 38 i
3 487 4,62 13.4 381 250
4 L 4.7 13.5 3.7 275
5 514 456 114 34.5 261
¥ 4,88 4,567 13.4 8.5 £a2
Average 4,57 J.650 13.420 353 258
Target 460 4,50 116 382 260
[ Differspnoe 3.1 1.1 -1.3 0.5 -0.5
Cifference 0.3 005 -0.18 0.z -1.4
Cricaria 4% or 2 Hor X% or 3% oF =5 %or
4+ 0.40 % 1043 /pL 0,03 % 1006 L 0.2 ghdl + 1.0 HCT £ 10 1083/uk

ludgement Pass ¥ - Pass & Pass b Fass Pass

LTD.




3. Carryover (Whole Blood Mode)

WELDON BIOTECH INDIA PVT. LID.

Dupirarion for Lite Sefences

Cortrol blaad level-3 is analysed 3x consecutively to obtain high concentrations [H1-H3).
Then Diluent is analyzed 3x consecutively to obtain low concentrations (L1-13), The %
Carryover is calculated as follows:

“Carmyover= L1 - L3 x1i00

Welcount 3+ 5N: 2303960BCC0203

Sampls 1 WEBC REC HGE HCT PLT
[x10°3,/pL) {1076 L) {g/dL} (%) [x10"3/pL)
Hi 13.73 c 38 17.2 463 526
H? 12.70 524 17.0 45.5 483
H3 14.49 5.35 17.0 d6.5 511
L1 n 1] 1) [H] 0
L 1] ] Y] [§] 0
L3 1] 0 L] [ &
i Carryover 0.00 0.00 1.0 0.0 .0
Criteria =1.0% =1.4% = 1.0 % =1.0% £1.0%
Judgement. Pass o Pass: )| o Pass Pacs Pass




WELDON BIOTECH INDIA PVT. LTD.

Irzpenation for Lafe Soiencer

4. Limit of Blank {(Whole Blood Mode)
Diluent is analysed 11x consecutively, The first run is excluded, and the LoB is calculated as

folloves;

LoB (Limit of Blank) = Average + 1,645 x SDb
5Dk = Standard deviation in the consecutive measurement of the sample

Welcount 3+ SN: 2303960BCC0203
e WBC REC ' HGE HCT | PLT-1
[x10"3fpL} (eloreful) | (gfdL) {%a) {1073/ L)
1 0.00 0.00 0.0 " 0
2 0.00 0.00 0.0 0 il
3 0.00 .00 0.0 0 0
4 0.0 0,00 0.0 0 0
5 0.00 0,00 0.0 I N i
] 0,00 0.00 0.0 0 0 |
I 0.00 .00 0.0 X i
8 0.00 0.00 0.0 0 0
3 0.00 _ bae 0.0 0 D
10 0.00 0.00 80 0 0
11 oo 0.00 0.0 0 0
Average 0.00 0,00 0.0 0.00 o
| sob 000 | 0.0 o0 | 000 £
LoB - 0,00 | 000 00 L G o




WELDON BIOTECH INDIA PVT. LTD.
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5. Limit of Detection and Limit of Quantitation (Whale Blood Mode)

Peripheral olaod is difuted with Diluent to the following target consistencias:

Parametat WBC RBC HGB HCT PLT
(x1073/ui} | (x1076/pL) | (g/dL) {%) [x10°3/pl)

Sample 1 .04 001 n.a 0.2 149

Sample 2 o0E 0,00 0.1 0.3 25

Each diluted sample is analyzed 11x consecutively, The first run is excluded and the LoD and
Lo are calculated as follows:

Loli = LoB + 1.645 x 50di

t0di = Standard deviation in the consecutive measurement of the sample
Laly (Limit of Detection] = Average of LoDi

Lol (Limit of Quantitation} = Maximum value of Lol

Welcount 3+ SN: 2303960BCC0O203
WBC {x10*3/pl) REC [x10M6 ) HGB (g/dL)
fan Samplel | Sample2 | Samplel | Sample2 | Samplel | Sample2
1 .05 0.17 0.05 .16 0.2 0.4
2 .08 .19 0.05 015 0.1 04
3 (.00 .15 .05 (.15 a1 0.5
4 000 013 0,05 018 a1 0.4
5 .00 018 0.05 [ .1 0.4
b 00 0,17 0.5 015 .1 .4
7 0,00 Q.18 0,05 0.13 0.1 0.4
g 0.00 0.16 0.05 0.15 0.1 .4
] 0,060 .16 0.06 015 01 0.4
10 a2.046 0,16 (R 015 n.1 0.4
11 .00 0.l6 05 0,16 0.1 0,4
Average D01 0.17 Q.05 0.15 0.1 0.4
S0 003 0.01 (.00 Q.01 0.0 .0
Lealn 0.5 Q.02 0.01 0.01 0.00 (L.05
LaD 0.04 a5 1) B 0.0
Lo 0.05 0.0 01




WELDON BIOTECH INDIA PVT. LTD,

Suipivainii S Life Seienoes

Welcount 3+ SN; 2303960BCC0203
HCT [%] PLT-1 (1031}
i Samplel | Sample? | Samplel | Sample 2
1 o4 14 5 g
2 0.0 53 g 5
3 0.4 1.2 5 7
4 1.4 13 7 o
5 0.4 1.3 5 3
7] 0.4 1.2 ] 5
7 0.4 1.2 & 5
B .4 1.2 5 b
g 0.5 13 5 &
11 0. 1.2 > ]
11 0,4 13 & 5
Average 033 124 & B
s0di 0.18 005 i 2
Labi 0.29 .08 1.15 2.52
LoD g Bl 19
I ea T X =

*The availability of functiohs depends on your system configuration

SO TR T s o
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WELDON BIOTECH INDIA PVT. LTD.

- dripivasan for Life Setencer

G. Linearity Check

Patient sample with high counts was analyzed and actual values were plotted against
expected values.

WEC Target Ohserved Status
Meat 150.00 15000 Pass
1:2 ol FR.00 FE.20 Fass
1:4 Dl 3750 3730 Pass
16 Dl - 1875 18,10 Fass
LG bl 03K 9.33 Pass ;
1:32 Gl 4.G68 L.60 Pass
1:64 Dil 234 240 Paxs
1:128 nil 347 1.19  Pass
1:254 Dil 0.549 .60 Pais
1:512 Dt 0.29 029 Pazs
1:1024 Dil 0.15 014 Fass
Blank 0.0 .00 Pass
WEC Correlation: 1.0

200,00

150.00

100.00

Observed Value

T ) s ey e R
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WELDON BIOTECH INDIA PVT. LTD.
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RBC Target Ohaerved Status
Meat el | &8l | Pass
1:2 il 331 3.31 Pass
1:4 Dil 1,25 L7 Pass
1:8 Dil .83 (.86 Pass
116 il | 041 .53 Pass
1:32 Dil 021 0.26 Pass
1:6d Dil 0,10 0.16 Pass
1:228 Dil Q05 | 007 Pass
Blank Q.00 (i) Pass
RBC Correlation: 0.9995

Observed Valun
o B B RTINS

Polls - TR oobEr i




WELDON BIOTECH INDIA PVT. LTD.

Fnspinasion foe Lite Sedence

HB Target Observed Status
| Meat 0.7 0.7 Pass. |
taml | 104 104 Pass
14 Oil Sl 54 Fazz
L:E Dil r) 2.8 | Fazs
| 1:16 Dil 13 li ' Pk
1:32 Dil 0.6 0.8 Pass
1:64 Dil 0.3 0.4 Pass
1:128 Dil 0.2 0.2 Pass
1:255 Dil 0.1 LSS Paus
Elank 0.0 0.0 Pz
HB Correlation:(.9994
[ = TR .
HE Linearity
| 25 -

B

Gbsered Value
L
—_ el

KO g




WELDON BIOTTCH INDIA PVT. LTD.

Inipenirran for Lo Soiencer

| Her | Target | observed Status
 Naat 706 7.6 Pass
1:2 Ol 35.3 34.3 Pags |
teon | 177 18.0 Pass
ool | Bg | 98 |  Pass
1:16 Dl 4.4 54 Pass
1:32 Dl 232 1.0 Pass
1:62 il 1 9 Pasg
1:128 Dil 0.6 0.7 Pass
Blank 0.0 .0 Pass
HGT Correlation: 0.9335
HCT Linearity

g Ot oo - F
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WELDON BIOTECH INDIA PVT. 11D,

Jurpinaeson for Life Setmni=s

| PLT Targat Obiserved Status
L Meai 1072 Loyz Pasgs

1:2 Dil 536 526 Pass

1:4 Dl 265 271 | Paas | ™
1 Dl 134 137 Pazs
CRIETH BY 2 Pass
1:32 Ol E2 ] ar Pass

1A= Tl 17 149 Fass
1:128 Dl i 10 Fase
1:256 Ol 2 5 _ Pess_|
Blank 1] ] Fags
PLT Correlation:0,9999

1000

g

GO

Observed Value
)
=

=

‘ 1200
|
|

7. QCRUN

CRO-3D, R&ED Hematology Trilovel (O processcd, ohtained QO values are in within a
runge, CHC passed end printout witeched.

2



WELDDH BIOTECH INDIA PVT. LTD.

Feuspivaniven for Life Seivmee:

Final Conclusion and deviation verifled by;

Prepared & Checked H'gr Sign: Date:04/11/2024

Balamuralikanth. U ]
U

Manager — Product Specialist

Approved by: PATHOCON DIAGNOSTICS
Name: DR. G.M, KESHAVA MURTHY 3
Title: Sign: Date:04/11/2024

Pathologist & Medical Directar

Yo

PATHOCON DIAGNOSTICS
# 104A-1, 15t 'R Block, Rajajinagar
BEMGALLIHU-EIED 010

Deviation: Mone.

Conclusion:  This report cortifies that the instrument Weldon Welcount-3+  Automated
Hematology Analyzer 5.MNo: 23039608CC0203 is qualified to perform as per manufacturer’s
soccifleations.
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