T sysmex

UF Calibration Report

Customer: Christian Institute of Health Sciences & Research Date: 24.09.2021
Model: UF-4000 Engineer: Jakir Hussain Mondal
Serial No : 11929 A.Specialist:

Date Instalk 11.09.2021 BL Date:

1 BACKGROUND VERIFICATION
1.1 Before performing adjustments to the Urinalysis analyzer, ensure there is no background error appeared to the analyzer.

Table 1 - result of background check

Parameters Results Acceptable Range Status
RBC 0.0 £1.0/ul Pass
NL RBC 0.0 < 1.0/ul Pass
WEC 0.0 < 1.0/ul Pass
WBC Clumps 0.00 <1.0/ul Pass
EC 0.0 £1.0/ul Pass
Squa.EC ] <1.0/ul Pass
Non SEC 0 <1.0/ul Pass
Tran EC 1] £1.0/ul Pass
RTEC 0 <1.0/uL Pass
CAST 0 <1.0/ul Pass
Hy. CAST 0 <1.0/ul Pass
Path.CAST 0 <£1.0/uL Pass
BACT 1 Pass
X'TAL ] < Pass
YLC 0 £1.0/ul Pass
SPERM 0 <1.0/ul Pass
MuUCUS 0 <1.0/uL Pass
SF_TC 77 = 3000 Count Pass
CW_TC 18 <300 Count Pass
CB_TC 98 < 3000Count Pass
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2  MIXING MOTOR VERIFICATION

2.1  Mixing Motor speed needs to be confirmed before executing the adjustment. Execute [Mixing Motor] adjustment and result is

shown here:

Table 2 - Mixing motor speed adjustment result

Mixing motor type Reading Acceptable range Status
5Fch Reactor Mixing Motor 798 750-850 Pass
CRch Reactor Mixing Motor 795 750-850 Pass
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OPTICAL AXIS VERIFICATION
Material Used : Latex DUKE 4207A (7um) (P/N: CX472678)
Latex DUKE 4010A (1um) (P/N:52123572)
Latex Fluorescent C47410(Marketing name: A-16500) (P/N: BP783854)

Optical Axis adjustment result must be done by executing FINE [Optical Axis Adjustment]. The results are shown here:

Table 3 - Laser Latex run results

Latex Count Result CV Result
Parameter L o
Target Results Limit Status Results Limit Status
1st H#VALUE!
7um —_— o
2nd NA NA #VALUE! NA NA
SF_FSC_P
#VALUE!
1
i NA
CB_FSC_P
#VALUE!
2.5um )
NA NA HVALUE!
SF_FLH_P
#VALUE!
#VALUE!
2.5um i -
NA #VALUE! NA NA
SF_SSH_P
HVALUE!
1st HVALUE!
2.5um — . Check for
NA NA #VALUE! NA .
SF_DSS_P R
#VALUE!
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4  SENSITIVITY ADJUSTMENT

4.1 Material Used :
Lot No. :
Expiry date :

UF-Calibrator (P/N: CN383000)
UAO089
16.10.2021

4.2 UF Calibrator Assay Sheet UF Calibrator Assay Sheet

Table for UF Calibrator Assay value

| Parameter Target Lower Range Upper Range
[Calibration Particle | /uL 820.5 779.5 861.5
|Cr:mduc'(i\.'i'q,r | ms/cm 34.7 32.6 36.8
Parameter Lower Range Upper Range Target
SF_FSC_P 2.0 155.0 153.5
SE_FSC_W 43.6 aa.4
CW_FSC_P 103.5 105.0
CB_FSC_P 164.0 165.5
SF_FLL_P 113.2 118.2
SF_FLH_P 15 118.2
SF_DSS_P 173.2 178.3
CW_SSH_P 110.3 116.3 113.4
CW_FLH_P 60. 64.0 62
CW_DSS_P 0.8 2.8 21.8
CB_SSH_P 209.3
CB_FLL_P 113.2
SF_SSH_P 202.0
SE_SSL_P 202.0
CW_S5L_P 21.0 23.0 22.0
CW_FLL_P 60.0 64.0 62.0
CB_FLH_P 103.2 123.2 113.2
4.3 Sensitivity adjustment is done by executing [Sensitivity adjustment |. The results are shown here:
4.4 Go to sensitivity adjusment
Table 6 - result of sensitivity
Parameter SED Target Results Acceptable Status
Range(t}
SF_FSC_P 153.5 153.4 1.5 Pass
SF_FSC_W 44.4 44.7 0.5 Pass
CW_FSC_P 105.0 105.3 1.5 Pass
CB_FSC_P 165.5 164.6 1.5 Pass
SF_FLL_P 118.2 119.7 5.0 Pass
SF_FLH_P 118.2 119.5 3.0 Pass
SF_DSs_P 178.3 180.4 5.0 Pass
CW_SSH_P 113.4 114.2 3.0 Pass
CW_FLH_P 62.0 61.6 2.0 Pass
CW_DSS_P 21.8 21.1 1.0 Pass
CB_SSH_P 209.3 207.5 3.0 Pass
CB_FLL_P 113.2 116.4 10.0 Pass
SF_SSH_P 202.0 202.8 5.0 Pass
SF_SSL_P 202.0 204.1 3.0 Pass
CW_SSL_P 22.0 22.2 1.0 Pass
CW_FLL_P 62.0 61.9 2.0 Pass
CB&P 113.2 116.1 10.0 Pass
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*  pDue toaverage of the UF Calibrator target value was been round-up to one decimal point, adjustment final result will be base
on the status result.
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5.1

CONDUCTIVITY SENSOR ADJUSTMENT

Material Used :  UF-Calibrator (P/N: CN383000)
RO Water - flash for the DI water distiller

Sample Cup
Lot No: UADOZS
Expiry date: 16.10.2021

Table 7 - Result for conductivity "0" point adjustment

Target Result Vs Acceptable Range Status
0.0 0.5 + 0.5 Ms Pass
B. Result of the Conductivity adjustment
Table 8 - Result for conductivity "Target” adjustment
Mean Results Status
Target Limit Vv % Mean CV % Mean CV %
34.7 +1.0m5 <5% 35.1 0.8 Pass Pass
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Current conversion formula  0=(4095x0 394853-(AD)J(0.001880=22x(AD))
New conversion formula 0=(4085x0.395218-(AD))(D. 001917 22x(AD))




6 SFch and CR Calibration
6.1 Particle count calibration results are shown here:

Table 9 - Result for SED/BAC Total particle adjustment

Range Mean CV% <5%
Target Lower Upper Result Status Result Status
SFch 820.5 779.5 861.5 793.1 Pass 2.2 Pass
CR(WBC) 820.5 /795 861.5 812.2 Pass 2.0 Pass
CR(Bact) 820.5 779.5 861.5 806.7 Pass 2.2 Pass
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7.1

Performance verification with using SYSMEX UF Control QC

Material Used :
Lot No:
Expiry date:

Table 10 - Result for Control QC- L

UF Control

UF CONTROL UF Control -L Assay Value J—
Parameter Result Target Limit Min Max
RBC ul
WBC ul
EC ul
CAST ul
BACT ul
COND mS/cm
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Table 11 - Result for Control QC - H

UF CONTROL

Parameter

Result

Target

UF Control -H Assay Value

Limit

Min

Max

Status

RBC ul
WBC ul
EC ul
CAST ul
BACT ul
COND mS/eml
SF_FS5C_P CH
SF_FSC_W cH
SF_FLH_P cH
SF_SSL_P CH
SF_DSS_P CH
CW_F5C_P CH
CW_FLH_P CH
CW_SSH_P CcH
CW_SSL_P CH
CW_DSS_P cH
CB_FSC_P CH
CB_FLL_P CH

CB_SSH_P CH
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Patient Sample comparison

Sample No-553064

In UF instrument:
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Manual:
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Sample No-553063

In UF instrument:

Manual Method:

Sample No-553063
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Calibrator Data Sheet:




9.1

CERTIFICATION

We certify that the UF Automated Urine Particle Analyzer S/N: 11929 has been successfully

calibrated in accordance with the manufacturer's recommendations.

Report and Calibration Performed By :

i

Report Reviewed and Accepted By :

Signature (Engineer 1)

Name: Jakir Hussain Mondal

Signature (Customer)

Name:

Date: 25.09.2021

Date:
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