A WIPRO GE HEALTHCARE INVESTED COMPANY

ANALYZER CALIBRATION CERTIFICATE

CALIBRATION PROTOCOL

The purpose of this calibration protocol is to define the qualifications and the
acceptance standard in order to verify the normal operation and function of the iCount5 Cell
Counter in the laboratory. Trained knowledgeable personnel from Genworks Health Pvt. Ltd
along with the department personnel will perform and review analyzer calibration protocol
as mentioned by the manufacturer. The satisfactorily outcome of this procedures assures

that the system functions according to the parameters.

EQUIPMENT INFORMATION:-

Instrument Name : ICOUNT5 HEMATOLOGY ANALYZER (BF 6900)
Model/Type : 5-Part Differentials Cell Counter DIRUI
Serial No : 2206900BF0137
Installation Date : 13.12.2023
Calibration Done On : 24.05.2024
Next Calibration Due On : 23.05.2025
Laboratory/Hospital : ASTRA NEST DIAGNOSTICS

# 21/8,Chikka sanjeevappa Building
Konanakunte Cross,

Kanakapura Main Road , Bangalore — 560062.
Tel: 0431 330 7069.

Supported By : Genworks Health Pvt Ltd,
Survey No 525/1 & 538/1,
V.S Mani Nagar,
Madhavaram,

Chennai-600060.
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Gamma Block, 5th Floor, Sigma Tech Park, Whitefield Main Road, Varthur Hobli, Bangalore 560066, India
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A WIPRO GE HEALTHCARE INVESTED COMPANY

CALIBRATION AND MAINTAINANCE PROCEDURES

This is to certify that this Analyzer has been inspected and calibrated for following

parameters

PARAMETER UNIT LOWER BOUND UPPER BOUND OBTAINED VALUE
INPUT VOLTAGE Vv 220 240 231
HGB LIGHT Count 3000 60000 6991
HGB DARK Count 0 3000 0
E;TJCI.;I:%I:E Vv 45 55 515
CURRENT HA 500 930 660.2
OFFSET mV -5 5 -2.4
AMPLIFIER TEST count 19990 20005 20001
e mv 1500 1800
PEDATES v . 50 .
NOISE TEST pls/5sec 0 5 0
OUTER PRESSURE mBar 500 1050 874
l\\:l.:():(L/jll\Jﬂll\:l mBar 125 420 226.7/227.3
DRIFT mBar/10sec 0 10 0.4
POWER +12V V 11 12.5 12.2
POWER -12V \" -13 -11 -12.5
POWER BATT. Vv 1.8 4.5 3.9
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A WIPRO GE HEALTHCARE INVESTED COMPANY

CALIBRATION PROTOCOL:

»

>

Performed automated calibration procedures with three measure sample mode
calibration using Normal control and specified control values are loaded in the
machine, results and calibration factors are also loaded.

Verified Low, Normal and High Control values. RBC, WBC, HGB & PLT histogram were

also checked for the controls.

MAINTAINANCE PROTOCOL:

>
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>

Cleaned auto sampler centering collar, rail assembly.

Checked mix rails spring tension and car wheels for wear

Needle height and position were calibrated.

Checked the movement of manual sampler mode rotor.

Cleaned the inlets of hydraulic valves.

Checked the syringe pumps.

Cleaned the mixing chambers, reagent tubing, RBC, WBC, and HGB chambers.
Connection of tubing’s, valves, pump, reagent connectors, float tube, apertures are
cleaned.

Checked the reagent straw filter assemblies.

Performed hard cleaning and manual system wash.

All moving parts were lubricated.

Power on at rated voltage, and checked software start and version. HW, SW, LCD,
and beeper operation were checked touch screen calibration was also done.

Performed self-test and it is loaded in the machine.

REPORTS: -

The controls results are obtained as per specifications & tolerance ranges. Verified

the calibration & controls results according to the specific limits and considered the

satisfactory results herewith certificate that iCount5 Hematology Analyzer operates

correctly according to the instrument specifications.

Gamma Block, 5th Floor, Sigma Tech Park, Whitefield Main Road, Varthur Hobli, Bangalore 560066, India

GENWORKS HEALTH PVT LTD

CIN :U24230KA2015PTC078753 | www.genworkshealth.com




A WIPRO GE HEALTHCARE INVESTED COMPANY

Report Sign Off:

Calibration Done By: Mr. Balachandhar S
Designation: Service Engineer

Date & Sign: 24.05.2024
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Note: Supportive date to be attached along with this certificate.

GENWORKS HEALTH PVT LTD
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