B sservAll

BEACON GROUP —BEACON GROUP SUPPORT-

Calibration Certificate

Calibration of the B AUTO 200 (Fully Automatic chemistry Analyzer) has been
carried out as per the recommendations of the principle company.

Customer Name : STAR DIAGNOSTICS,ONGOLE, ANDHRA PRADESH

Date of Installation : 20/02/2024 .

Calibration Date :16/07/2024.

Next Calibration Due On:15/01/2025.

&

Tested By: Checked By:

BEACON DIAGNOSTICS PVT. LTD.

FACTORY & REGISTERED OFFICE : 424, NEW GIDC, KABILPORE, NAVSARI - 396 424 (GUJ) INDIA
TOLL FREE : 1800-270-1027 | E-mail : customersupport@beaconindia.com | CIN No. : U24232GJ1990PTC013764
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MODEL: B AUTO 200
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Performance Qualification

SR.NO: AES2KOKH08055

Version: V4.8.3.7

Date: 16/07/2024

PQ is performed at

STAR DIAGNOSTICS,ONGOLE, ANDHRA PRADESH.

According to the assay results that are comprised in this document the B AUTO 200 systems
can be approved for the routine operation.

PERFORMANCE CALIBRATION
LOT No: 1228UE

TEST TARGET RANGE RESULT
GLU 270.00 230.00 ~ 310.00 294.83
AST 135.00 108.00~162.00 117.93
UREA 123.00 105.00~141.00 113.46

TBIL 4.95 3.91~5.99 4.32

DBIL 1.83 1.45~2.21 2.04

TP 4.78 3.8275.74 4.04

ALB 3.25 2.76~3.74 3.60

CREA-E 5.06 4.066.06 4.40
TG 254.00 213.00~295.00 262.69
CHO 294.00 256.00~332.00 329.49

Note: Performance of the parameters are subject to traceability of Reagents, Manufacturer

or Supplier.

Tested By:

&

Checked By:

BEACON DIAGNOSTICS PVT. LTD.

FACTORY & REGISTERED OFFICE : 424, NEW GIDC, KABILPORE, NAVSARI - 396 424 (GUJ) INDIA

TOLL FREE : 1800-270-1027 | E-mail : customersupport@beaconindia.com | CIN No. : U24232GJ1990PTC013764
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Operational Qualification

—BEACON GROUP SUPPORT-

MODEL: B AUTO 200

Sr. No: AES2KOKH08055 Version: V4.8.3.7

Date: 16/07/2024

Operational Qualification Protocol run at STAR DIAGNOSTICS,ONGOLE, ANDHRA PRADESH

H Description Status
1 Blank/Optics OK
2 Assays(Parameter) Calibration OK
3 Assay (Parameter) Control - BEACON OK
4 Assays(Parameter) Samples(Patient) OK
5 Programming and operational training completed OK
6 Instrument operating training complected OK

I confirm that the above specified analyzer B AUTO 200 (Fully Automatic chemistry

Analyzer) is installed properly and its performance is within the specification.

Tested By:

BEACON DIAGNOSTICS PVT. LTD.

&

Checked By:

FACTORY & REGISTERED OFFICE : 424, NEW GIDC, KABILPORE, NAVSARI - 396 424 (GUJ) INDIA
TOLL FREE : 1800-270-1027 | E-mail : customersupport@beaconindia.com | CIN No. : U24232GJ1990PTC013764
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Installation Qualification

MODEL: BEACONIC B 200

Sr. No: AES2KOKHO08055 Version: V4.8.3.7

Date: 20/02/2024

Installation of the BEACONIC B 200 (Fully auto Chemistry

Analyzer STAR DIAGNOSTICS,ONGOLE, ANDHRA PRADESH
The Installation Checklist is as given below:-

# Position Action Status
1 Unpacking Unpack the Complete System OK
2 Inventory Check Accessories With packing list OK
Connection Of Pipeline
3 Installation Connection Of the Equipment OK
Installation Of Software
Executing Air Purge
. Checking Syringe
4 K
Senic Sample and Reagent Probe 0
Reaction Disk
Start Work Procedure
Check Reagent & DDW
Cell blank Test
5 U OK
ser Run QC
Run Samples/Check Reproducibility
Stop Work Procedure
N3
Tested By: Checked By:

BEACON DIAGNOSTICS PVT. LTD.

FACTORY & REGISTERED OFFICE : 424, NEW GIDC, KABILPORE, NAVSARI - 396 424 (GUJ) INDIA
TOLL FREE : 1800-270-1027 | E-mail : customersupport@beaconindia.com | CIN No. : U24232GJ1990PTC013764




