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N

” APPROVAL OF THE OPERATIONAL QUALIFICATION PROCEDURE

ONATNON

Both POOJA DIAGNOSTICS, BANGALORE and AGAPPE DIAGNOSTICS LTD. are jointly

responsible for the installation of MISPA NANO with serial number XJ 2100579 at “POOJA
DIAGNOSTICS, NO:8, ABOVE CANARA BANK, 80 FEET ROAD, CHANDRA LAYOUT, BANGALORE”
as per the attached OPERATIONAL QUALIFICATION protocol.

Protocol Performed By: Representative of AGAPPE DIAGNOSTICS LTD.

Name : DANIDAVISV Signature :
Designation : Engineer - Customer Service Date :19/03/2012
Company : | AGAPPE DIAGNOSTICS LTD.

Validation Team from POOJA DIAGNOSTICS, BANGALORE

Name : Signature :
Designation : Date
Department

Customer Authorizations:

Name :
Title : OPERATIONAL QUALIFICATION Signature
Site : Date
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1L/ INSTRUCTIONS NGADPPGCE

An authorized AGAPPE DIAGNOSTICS LTD representative will check and enter the
gpecific data as outlined in the OPERATIONAL QUALIFICATION. Each result will be

noted and dated.

2. ALL deviations from the acceptance criteria detailed in this document will be noted
in the COMMENTS section at the end of the OQ protocol. All resolution to such
problems will also be noted in the COMMENTS section, and must be resolved prior

to issuance of a SYSTEM CERTIFICATION.
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lll. SCOPE

This Operational Qualification protocol will be performed on the MISPA NANO at
POOJA DIAGNOSTICS, BANGALORE. This Installation protocol will define the documentation
that will be used to evaluate the instruments installation in accordance with the manufacturer’s
specifications and intended use. Successful completion of this protocol will verify that the
instrument identified has been installed in accordance with the intended usage. Trained,
knowledgeable personnel will perform qualification studies. Any exceptional conditions
encountered during the qualification studies will be identified for review. Exceptional
conditions will be investigated and the appropriate course of action determined. All documents

will be initialed and dated.

AGAPPE DIAGNOSTICS LTD). 1509001:2015 | ENISO13485:2016 CERTIFIED COMPANY | CIN : U24239MH1998PLC115413

CORPORATE OFFICE / REAGENT PLANT EQUIPMENT PLANT KOLKATA OFFICE
Agappe Hills, Pattimattom (PQ), Dist. Ernakulam, Kerala - 683 562, India. X/588-CB, Block No. 32, KINFRA Small Industrial Park, 406, Merlin Matrix, Plot No-10, Block-DN, Sector V,
Tel: +91 484 286 7000 | Email: agappe@agappe.in Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477. Salt Lake City, Kolkata - 700 091.
Tel: +9133 4003 0451 | Email: kolkattaoffice@agappe.in
MUMBAI [REGISTERED OFFICE] DELHI OFFICE BANGALORE OFFICE
401 & 402, 4" Floor, Jaisingh Business Centre, 119, DSM 540, 5" Floor, DLF Tower, Shivaji Marg, S-6, II" Floor, Red Cross Bhavan, No:26 Race Course Road,
Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099, India. New Delhi - 110 015, India. Bangalore - 560 001. Tel: +91 80 2228 8288
Tel: +91 22 4300 8000 | Email: mumbaioffice@agappe.in Tel: +9111 4558 8416 | Email: delhioffice@agappe.in Email: bangaloreoffice@agappe.in

YOUR BEST PARTNER IN DIAGNOSTICS



NGAPPPCE

Verified Date : 19/03/2012

I Model Name : MISPA NANO

2. Serial Number : XJ 2100579

B. Following is a list of tests to be performed and verified:

L‘:)S.t Test Name Test purpose Verified By and date
01 | Startup ::a?;rsrtgs;g:i?:ent DANI DAVIS V
02 Daily maintenance | To clean appropriate modules DANI DAVISV
03 | Calibration To calibrate the system DANI DAVIS V

To confirm that the system is
04 | QCcheck calibrated and working within DANI DAVIS V
specifications

Reproducibility To check the precision

05 DANI DAVIS V
check [CV %] after calibration .
Sample

06 | programming and To run the samples DANI DAVIS V
Analysis

h

O el To shut down the system DANI DAVIS V

procedure
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TR ET7

p igtartlng the system

Test:

Purpose: To make the instrument READY for operation

Summary:
Instrument checks functioning of different parts of the instrument automatically. If
there is an error code, initialize the system and follow corrective action instructions provided

for the error message.

Procedure:

e Wait for the instrument to get ready after initialization

e Check the room temperature and switch on the Air Conditioner

e Check the UPS.

e Switch on the MISPA NANO by pressing the main switch, then switch on the computer
and then the system power

e Double click the analyzer icon to initialize the system software

e Input the password and do as prompted, the system menu pops up if start up is finished

e If not, initialize by again after solving the error displayed

e Follow instructions provided for the error message

Acceptance criteria: System to display READY status
PARAMETER PASS FAIL

Parameter values for verification: “READY” on Status Area
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/ Test 02: Daily Maintenance NGAPPIPPCE

;ﬁrpose: To clean appropriate modules so as per the daily maintenance protocol

TR R4S

4 Viethod:

Refer detailed procedure for Daily Maintenance

S No. | Activity Done by Date
01 | Empty waste container DANI DAVIS V 19/03/2012
02 | Check Wash solutions DANI DAVIS V 19/03/2012
03 | Check system water DANI DAVIS V 19/03/2012
04 | Check Reagents DANI DAVIS V 19/03/2012
05 | Clean Reagent Block DANI DAVIS V 19/03/2012
06 | Clean out side area DANI DAVIS V 19/03/2012
07 ;‘:jstiurzzgiifsnd remove outdated and DANIDAVISV | 19/03/2012
08 | Check main menu screen DANI DAVIS V 19/03/2012
09 | Perform Quality Control DANI DAVIS V 19/03/2012

Acceptance criteria: System should be “Ready” after daily maintenance without any error
PARAMETER PASS FAIL

Parameter values for verification: System found “Ready” after daily maintenance
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‘Calibration of the system

IR0

Purpose: To calibrate the system

Procedure:
SNo | Activity Done By Date
01 Preparation of the cal material DANI DAVIS V 19/03/2012

Performing Calibration with

02 . . . DANI DAVIS V 19/03/2012
calibration programming screen

Acceptance criteria: Calibration data shows concordance OD values in triplicate measurement

PARAMETER PASS FAIL
Parameter values for verification : No error message in the printout
Test 04: QC check

Purpose: To confirm that systems, reagents and consumables are acceptable & working
within specifications for each assay used.

Procedure:
S No. | Activity Done By Date
01 Preparmg Biochemistry control DANI DAVIS V 19/03/2012
material
02 | Creating QCfile DANI DAVIS V 19/03/2012
03 | QCsample programming and analysis DANI DAVIS V 19/03/2012

Acceptance criteria: QC results within specified limits mentioned on the control product insert
PARAMETER PASS FAIL

Parameter values for verification: QC values within + 2SD
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:ﬁéproducibilitv Check

“PPurpose: To check the reproducibility of instrument
TR CNFATTIEORT
IR ARSI

S No. | Activity Done By Date
01 Preparing control material/ DANI DAVIS V 19/03/2012
sample
02 Running triplicates DANI DAVIS V 19/03/2012

Acceptance criteria: Results CV within specified limits
PARAMETER PASS FAIL

Parameter values for verification: CV% within the limits

Test 06: Sample programming and Analysis

Purpose: To run the samples

Procedure:
S No. | Activity Done By Date
01 Preparing and Processing of DANI DAVIS V 19/03/2012
samples
02 Programming samples DANI DAVIS V 19/03/2012
03 Aspirating the samples DANI DAVIS V 19/03/2012
04 Viewing samples in process DANI DAVIS V 19/03/2012
05 Review results: Monitoring results DANI DAVIS V 19/03/2012

Acceptance criteria: Samples Analysis without any error
PARAMETER PASS FAIL

Parameter values for verification: Sample analysis without any error
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\Shut down

pose: To shut down the system

Procedure:

S No. | Activity Done By Date
01 | Preparing the system for shut down DANI DAVIS V 19/03/2012
02 | Following the on screen instructions DANI DAVIS V 19/03/2012
03 | Switch off the instrument when prompted DANI DAVIS V 19/03/2012

Acceptance criteria: Shut down without any error
PARAMETER PASS FAIL

Parameter values for verification: Shut down without any error

V. OPERATIONAL PROCEDURE

Certificate of Training

1. Technician Training

This certifies that the technicians have received basic user training in the following

categories for the system described in this Operational Qualification.

S No. | Training program Initials Date

1 Instrument Setup

2 System Operation

3 Basic trouble shooting and Maintenance
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" 2. Operator Training

The users responsible for the operation of this equipment have been trained in the
proper usage of the system. Training focused on the basic operation and maintenance of the

system.

S No. Operators Department Initials Date
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VI. COMMENTS
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vv_yvll.,\..‘S¥ShTEM CERTIFICATION

f 3

; TNNOVATION

The system is ready for Performance Qualification.

Report Performed By: AGAPPE DIAGNOSTICS LTD. Representative

Name : DANI DAVIS V
Designation : Engineer - Customer Service

Company : AGAPPE DIAGNOSTICS LTD.

NGADPPCE

Signature :

Date :

Customer Authorizations: POOJA DIAGNOSTICS, BANGALORE

Name :
Designation :

Title : OPERATIONAL QUALIFICATION

Signature :

Date :

: tudy data has determined that the system described in this document either meets all
utline in this Operational Qualification Protocol, or exceptional conditions have been

entified and documentation included. Exceptional conditions, if any, have been addressed.
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Both POOJA DIAGNOSTICS, BANGALORE and AGAPPE DIAGNOSTICS LTD. are jointly
responsible for the installation of MISPA NANO with serial number XJ 2100579 at “POOJA
DIAGNOSTICS , NO:8, ABOVE CANARA BANK, 80 FEET ROAD, CHANDRA LAYOUT,
BANGALORE” as per the attached Installation Qualification protocol.

Protocol Performed By : Representative of AGAPPE DIAGNOSTICS LTD.

Name :  DANI DAVISV Signature :
Title : | Engineer - Customer Service Date :19/03/2012
Company :  AGAPPE DIAGNOSTICS LTD.

Validation Team from POOJA DIAGNOSTICS, BANGALORE

Name : Signature :
Designation : Date
Department

Customer Authorizations:

Name :
Title : INSTALLATION QUALIFICATION Signature
Site C Date
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II. INSTRUCTIONS

1. An authorized AGAPPE DIAGNOSTICS LTD. representative will check and enter the
specific data as outlined in the Installation Qualification. Each result will be noted

and dated.

2. The concerned employees of POOJA DIAGNOSTICS, BANGALORE will verify each
result and sign in each page. The member of the validation team will carry this

out.

3. ALL deviations from the acceptance criteria detailed in this document will be
noted in the COMMENTS section at the end of the 1Q protocol. All resolution to
such problems will also be noted in the COMMENTS section, and must be resolved

prior to issuance of a SYSTEM CERTIFICATION.
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hisInstallation Qualification protocol will be performed on the MISPA NANO at

o}

)

AR

POOJA DIAGNOSTICS, BANGALORE. This Installation protocol will define the documentation
that will be used to evaluate the instruments installation in accordance with the
manufacturer’s specifications and intended use. Successful completion of this protocol will
verify that the instrument identified has been installed in accordance with the intended
usage.

Trained, knowledgeable personnel will perform qualification studies. Any exceptional
conditions encountered during the qualification studies will be identified for review.
Exceptional conditions will be investigated and the appropriate course of action determined.

All documents will be initialed and dated.
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[INSTALLATION QUALIFICATION

trument Identification Verified Date :

ARUEOIN0

1. Model Name : MISPA NANO

2. Serial Number : XJ 2100579

B. Following is a list of accessories /consumables verified:

S No. Component (5:5/7“":) Verified By Comments
01 Analyzer Main unit Yes DANI DAVIS V
02 Computer Yes DANI DAVIS V
03 Printer Yes DANI DAVIS V
04 RS232 Connector cable Yes DANI DAVIS V
05 Power cord Yes DANI DAVIS V
06 Waste can Yes DANI DAVIS V
07 Water can Yes DANI DAVIS V
08 Water connector tube Yes DANI DAVIS V
09 Waste connector tube Yes DANI DAVIS V
10 Water pre filter Yes DANI DAVIS V
11 Probe assembly Yes DANI DAVIS V
12 Mixer assembly Yes DANI DAVIS V
13 Reagent tray Yes DANI DAVIS V
14 Cuvette blocks Yes DANI DAVIS V
15 Reagent bottles Yes DANI DAVIS V
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Purpose: To make sure that the instrument is received with all the major

components necessary for operation

S No. | Component (Yes/No) Verified By Comments
Major components and accessories
1 Yes DANI DAVIS V
are present
5 There is no physical damage to the Yes DANI DAVIS V
components
3 Ambient temperature is available Yes DANI DAVIS V

4 Instrument is installed in the table Yes DANI DAVIS V
leveled properly

5 Power supply is correct Yes DANI DAVIS V
Electric connections are tight

6 ’ Y DANI DAVIS V
weatherproof & earthed ©s >
Anal iti Il

7 nalyzer unit installed as per ’Fhe Yes DANI DAVIS V
manufacturers recommendations

Summary:

The information is recorded against each data and the deviations if any is justified /

explained properly.

Acceptance criteria:

PARAMETER PASS FAIL
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Date of Installation  :19/03/2012

Installed by : DANI DAVIS V
S No. | Parameter Done by Comments
01 Installation of the main unit DANI DAVIS V
02 Installation of the computer system DANI DAVIS V
03 Installation of the printer DANI DAVIS V
04 Connecting the waste tubing DANI DAVIS V
05 Connecting the system water tubing DANI DAVIS V
06 Installing the reagent tray DANI DAVIS V
07 Installation of the probe DANI DAVIS V
08 Installation of the mixer DANI DAVIS V
09 Installing the cuvettes DANI DAVIS V

Acceptance criteria: System should be “Ready” after daily maintenance without any error
PARAMETER PASS FAIL

Parameter values for verification: System found “Ready” after daily maintenance

AGAPPE DIAGNOSTICS LTIDD. 1509001:2015 | ENISO 13485:2016 CERTIFIED COMPANY | CIN : U24239MH1998PLC115413

CORPORATE OFFICE / REAGENT PLANT EQUIPMENT PLANT KOLKATA OFFICE
Agappe Hills, Pattimattom (PQ), Dist. Ernakulam, Kerala - 683 562, India. X/588-(B, Block No. 32, KINFRA Small Industrial Park, 406, Merlin Matrix, Plot No-10, Block-DN, Sector V,
Tel: + 91484 286 7000 | Email: agappe@agappe.in Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477. Salt Lake City, Kolkata - 700 091.
Tel: +9133 4003 0451 | Email: kolkattaoffice@agappe.in
MUMBAI [REGISTERED OFFICE] DELHI OFFICE BANGALORE OFFICE
401& 402, 4" Floor, Jaisingh Business Centre, 119, DSM 540, 5" Floor, DLF Tower, Shivaji Marg, S-6, II" Floor, Red Cross Bhavan, No:26 Race Course Road,
Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099, India. New Delhi - 110 015, India. Bangalore - 560 001. Tel: +91 80 2228 8288
Tel: +91 22 4300 8000 | Email: mumbaioffice@agappe.in Tel: #9111 4558 8416 | Email: delhioffice@agappe.in Email: bangaloreoffice@agappe.in

YOUR BEST PARTNER IN DIAGNOSTICS



FRARATING %o

NGADPPPCE

A ¥V

=Cell Blank

]
Purpose: To check the cuvette blank OD at different wavelength

Procedure:

S No. | Activity Done By Date
01 Checking the Cell blank DANI DAVIS V 19/03/2012
02 340 nm DANI DAVIS V 19/03/2012
03 405 nm DANI DAVIS V 19/03/2012
04 450 nm DANI DAVIS V 19/03/2012
05 510 nm DANI DAVIS V 19/03/2012
06 | 546 nm DANI DAVIS V 19/03/2012
07 578 nm DANI DAVIS V 19/03/2012
08 | 630 nm DANI DAVIS V 19/03/2012
09 670 nm DANI DAVIS V 19/03/2012

Acceptance criteria:
e No error Messages displayed

e All Cuvettes should show acceptance

PARAMETER PASS FAIL

Parameter values for verification: No Error Messages
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,\erose: To check the internal tubing’s and flow of liquids
TR

AR

S No Activity Done By Date

01 Do wash using the maintenance screen DANI DAVIS V 19/03/2012

Acceptance criteria:
e No error message or air bubbles in the internal tubing’s

e All the dilutor working well without air bubbles / leakage

PARAMETER PASS FAIL

Parameter values for verification: No Error Messages
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V. COMMENTS
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Study data has determined that the system described in this document either meets
all criteria outline in this Installation Qualification Protocol, or exceptional conditions have
been identified and documentation included. Exceptional conditions, if any, have been

addressed. The system is ready for Operational Qualification.

Report Performed By: AGAPPE DIAGNOSTICS LTD. Representative

Name : DANI DAVIS V
Designation : Engineer - Customer Service Signature :
Company : AGAPPE DIAGNOSTICS LTD. Date :

Customer Authorizations: POOJA DIAGNOSTICS, BANGALORE

Name :
Designation : Signature :
Title : INSTALLATION QUALIFICATION Date :
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PERFORMANCE QUALIFICATION

For
FULLY AUTOMATED CLINICAL CHEMISTRY ANALYZER

MODEL : MISPA NANO

AGAPPE DIAGNOSTICS LTD.

ADL/BO/SER/0031/21-22
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Both POOJA DIAGNOSTICS, BANGALORE and AGAPPE DIAGNOSTICS LTD. are jointly
responsible for the installation of MISPA NANO with serial number XJ 2100579 at “POOJA
DIAGNOSTICS, NO:8, ABOVE CANARA BANK, 80 FEET ROAD, CHANDRA LAYOUT,
BANGALORE” as per the attached PERFORMANCE Qualification protocol.

Protocol Performed By: Representative of AGAPPE DIAGNOSTICS LTD.

Name :  DANIDAVISV Signature :
Designation : | Engineer - Customer Service Date :19/03/2012
Company :  AGAPPE DIAGNOSTICS LTD.

Validation Team from POOJA DIAGNOSTICS, BANGALORE

Name : Signature :
Designation : Date
Department

Customer Authorizations:

Name :
Title : PERFORMANCE QUALIFICATION Signature
Site : Date
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I/ INSTRUCTIONS NAGAPDDCE

An authorized AGAPPE DIAGNOSTICS LTD. representative will check and enter the
gpecific data as outlined in the Performance Qualification. Each result will be

noted and dated.

2. The concerned employees of POOJA DIAGNOSTICS, BANGALORE will verify each
result and sign in each page. The member of the validation team will carry this

out.

3. All deviations from the acceptance criteria detailed in this document will be noted
in the COMMENTS section at the end of the PQ protocol. All resolution to such
problems will also be noted in the COMMENTS section, and must be resolved prior

to issuance of a SYSTEM CERTIFICATION.
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lll. SCOPE

This Performance Qualification protocol will be performed on the MISPA NANO at POOJA
DIAGNOSTICS, BANGALORE. This Performance protocol will define the documentation that
will be used to evaluate the instruments installation in accordance with the manufacturer’s
specifications and intended use. Successful completion of this protocol will verify that the
instrument identified has been installed in accordance with the intended usage. Trained,
knowledgeable personnel will perform qualification studies. Any exceptional conditions
encountered during the qualification studies will be identified for review. Exceptional
conditions will be investigated and the appropriate course of action determined. All

documents will be initialed and dated.
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,[XZ;PERFORMANCE QUALIFICATION

A. Instrument Identification Verified Date : 19/03/2012
1. Model Name : MISPA NANO
2. Serial Number : XJ 2100579

B. Following is a list of tests to be performed and verified:

L‘:t Test Name Test purpose Verified By and date
01 |Startup de’?:t'i;he DTS CE  CT DANI DAVIS V
02 | Daily maintenance To clean appropriate modules DANI DAVIS V
03 | Cell blank To check the cuvettes DANI DAVIS V
04 Priming To check the tubing’s , and flow DANI DAVIS V

05 | Auto gain To check the cuvette and DANI DAVIS V

photometry system

06 | Calibration To calibrate the system DANI DAVIS V

To confirm that the system and
07 | QC check reagents are acceptable and DANI DAVIS V
working within specifications

To check the precision

08 | Reproducibility check DANI DAVIS V

[CV %]
09 Sample Programming | 15 run the samples DANI DAVIS V
and Analysis
10 | Shut down procedure | To shut down the system DANI DAVIS V
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a
“ . Test'01: Starting the system

Purpose: To make the instrument READY for operation

Summary:
Instrument checks functioning of different parts of the instrument automatically; if
there is an error code, initialize the system and follow corrective action instructions provided

for the error message.

Procedure:

e Wait for the instrument to get ready after initialization

e Check the room temperature and switch on the Air Conditioner

e Check the UPS.

e Switch on the MISPA NANO by pressing the main switch, then switch on the computer
and then the system power

e Double click the analyzer icon to initialize the system software

e Input the password and do as prompted, the system menu pops up if start up is

finished
e If not, initialize by again after solving the error displayed

e Follow instructions provided for the error message

Acceptance criteria: System to display READY status
PARAMETER PASS FAIL

Parameter values for verification: “READY” on Status Area
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A

aily Maintenance

RN

Purpose: To clean appropriate modules so as per the daily maintenance protocol
Method:

Refer detailed procedure for Daily Maintenance

S No. | Activity Done by Date
01 | Empty waste container DANI DAVIS V 19/03/2012
02 | Check Wash solutions DANI DAVIS V 19/03/2012
03 | Check system water DANI DAVIS V 19/03/2012
04 | Check Reagents DANI DAVIS V 19/03/2012
05 | Clean Reagent Block DANI DAVIS V 19/03/2012
06 | Clean out side area DANI DAVIS V 19/03/2012
07 (I;(r)jst\s/urzzlgizifsnd remove outdated and DANI DAVIS V 19/03/2012
08 | Check main menu screen DANI DAVIS V 19/03/2012
09 | Perform Quality Control DANI DAVIS V 19/03/2012

Acceptance criteria: System should be “Ready” after daily maintenance without any error
PARAMETER PASS FAIL

Parameter values for verification: System found “Ready” after daily maintenance
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P

Cell Blank
2

Purpose: To check the cuvette blank OD at different wavelength

Procedure:

S No. | Activity Done By Date
Checking the Cell blank DANI DAVIS V 19/03/2012
340 nm DANI DAVIS V 19/03/2012
405 nm DANI DAVISV 19/03/2012
450 nm DANI DAVIS V 19/03/2012

01 510 nm DANI DAVIS V 19/03/2012
546 nm DANI DAVIS V 19/03/2012
578 nm DANI DAVISV 19/03/2012
630 nm DANI DAVISV 19/03/2012
670 nm DANI DAVISV 19/03/2012

Acceptance criteria:

e No error Messages displayed

e All Cuvettes should show acceptance

PARAMETER PASS FAIL

Parameter values for verification: No Error Messages
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Test 04: Priming

Purpose: To check the internal tubing’s and flow of liquids

S No | Activity Done By Date
01 Do wash using the maintenance DANI DAVIS V 19/03/2012
screen

Acceptance criteria:
e No error message or air bubbles in the internal tubing’s
e All the dilutor working well without air bubbles / leakage

PARAMETER PASS FAIL

Parameter values for verification: No Error Messages

Test 05: Auto gain

Purpose: To Check the photometry system

Procedure:
S No. | Activity Done By Date
01 Performing the filter OD checking DANI DAVIS V 19/03/2012

Acceptance criteria: Data shows OD values in the acceptable range
PARAMETER PASS FAIL

Parameter values for verification : No error message

AGAPPE DIAGNOSTICS LTD). 1509001:2015 | ENISO13485:2016 CERTIFIED COMPANY | CIN : U24239MH1998PLC115413

CORPORATE OFFICE / REAGENT PLANT EQUIPMENT PLANT KOLKATA OFFICE
Agappe Hills, Pattimattom (PQ), Dist. Ernakulam, Kerala - 683 562, India. X/588-CB, Block No. 32, KINFRA Small Industrial Park, 406, Merlin Matrix, Plot No-10, Block-DN, Sector V,
Tel: +91 484 286 7000 | Email: agappe@agappe.in Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477. Salt Lake City, Kolkata - 700 091.
Tel: +9133 4003 0451 | Email: kolkattaoffice@agappe.in
MUMBAI [REGISTERED OFFICE] DELHI OFFICE BANGALORE OFFICE
401 & 402, 4" Floor, Jaisingh Business Centre, 119, DSM 540, 5" Floor, DLF Tower, Shivaji Marg, S-6, II" Floor, Red Cross Bhavan, No:26 Race Course Road,
Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099, India. New Delhi - 110 015, India. Bangalore - 560 001. Tel: +91 80 2228 8288
Tel: +91 22 4300 8000 | Email: mumbaioffice@agappe.in Tel: +9111 4558 8416 | Email: delhioffice@agappe.in Email: bangaloreoffice@agappe.in

YOUR BEST PARTNER IN DIAGNOSTICS



FARATING Ao

NGADPPCE

' :\_’Calibration of the system

ﬁrpose: To calibrate the system

TN

“‘Procedure:
S No. | Activity Done By Date
01 Preparation of the Calibration material * DANI DAVIS V 19/03/2012

Performing Calibration with calibration

02 .
programming screen

DANI DAVIS V 19/03/2012

*Traceability of the calibrator used is attached

Acceptance criteria: Calibration data shows concordance OD values in triplicate measurement

PARAMETER PASS FAIL

Parameter values for verification : No error message in the printout

Test 07: QC check

Purpose: To confirm that systems, reagents and consumables are acceptable &
working within specifications for each assay used.

Procedure:
S No. | Activity Done By Date
01 Preparing Biochemistry control material DANI DAVIS V 19/03/2012
02 Creating QCfile DANI DAVIS V 19/03/2012
03 QC sample programming and analysis DANI DAVIS V 19/03/2012

Acceptance criteria: QC results within specified limits mentioned on the control product
insert

PARAMETER PASS FAIL

Parameter values for verification: QC values within + 2SD
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-4
urpose:To-check the reproducibility of instrument

JIRIGE RALAJRUED N0

S No. | Activity Done By Date
01 | Preparing control material/ sample DANI DAVIS V 19/03/2012
02 | Running triplicates DANI DAVIS V 19/03/2012

Acceptance criteria: Results CV within specified limits
PARAMETER PASS FAIL

Parameter values for verification: CV% within the limits

Test 09: Sample programming and Analysis

Purpose: To run the samples

Procedure:
S No. | Activity Done By Date
01 Preparing and Processing of DANI DAVIS V 19/03/2012
samples
02 Programming samples DANI DAVIS V 19/03/2012
03 Aspirating the samples DANI DAVIS V 19/03/2012
04 Viewing samples in process DANI DAVIS V 19/03/2012
05 Review results: Monitoring results DANI DAVIS V 19/03/2012

Acceptance criteria: Samples Analysis without any error
PARAMETER PASS FAIL

Parameter values for verification: Sample analysis without any error
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,xLShut down

A

TN

Purpose: To shut down the system

Procedure:
S No. | Activity Done By Date
01 | Preparing the system for shut down DANI DAVIS V 19/03/2012
02 | Following the on screen instructions DANI DAVIS V 19/03/2012
03 Switch off the instrument when DANI DAVIS V 19/03/2012
prompted

Acceptance criteria: Shut down without any error
PARAMETER PASS FAIL

Parameter values for verification: Shut down without any error

OPERATIONAL PROCEDURE

Certificate of Training

1. Technician Training

This certifies that the technicians have received basic user training in the following

categories for the system described in this Operational Qualification.

S No. | Training program Initials Date

1. Instrument Setup

2. System Operation

3. Basic trouble shooting and Maintenance

AGAPPE DIAGNOSTICS LTD). 1509001:2015 | ENISO13485:2016 CERTIFIED COMPANY | CIN : U24239MH1998PLC115413

CORPORATE OFFICE / REAGENT PLANT EQUIPMENT PLANT KOLKATA OFFICE
Agappe Hills, Pattimattom (PQ), Dist. Ernakulam, Kerala - 683 562, India. X/588-CB, Block No. 32, KINFRA Small Industrial Park, 406, Merlin Matrix, Plot No-10, Block-DN, Sector V,
Tel: +91 484 286 7000 | Email: agappe@agappe.in Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477. Salt Lake City, Kolkata - 700 091.
Tel: +9133 4003 0451 | Email: kolkattaoffice@agappe.in
MUMBAI [REGISTERED OFFICE] DELHI OFFICE BANGALORE OFFICE
401 & 402, 4" Floor, Jaisingh Business Centre, 119, DSM 540, 5" Floor, DLF Tower, Shivaji Marg, S-6, II" Floor, Red Cross Bhavan, No:26 Race Course Road,
Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099, India. New Delhi - 110 015, India. Bangalore - 560 001. Tel: +91 80 2228 8288
Tel: +91 22 4300 8000 | Email: mumbaioffice@agappe.in Tel: +9111 4558 8416 | Email: delhioffice@agappe.in Email: bangaloreoffice@agappe.in

YOUR BEST PARTNER IN DIAGNOSTICS



www.agappe.com

NGADPPPCE

_ 2. Operator Training

The users responsible for the operation of this equipment have been trained in the
proper usage of the system. Training focused on the basic operation and maintenance of the

system.

S No. | Operators Department Initials Date
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VéTEM CERTIFICATION

Study data has determined that the system described in this document either meets
all criteria outline in this Performance Qualification Protocol, or exceptional conditions have
been identified and documentation included. Exceptional conditions, if any, have been

addressed. The system is ready for specified usage.

Report Performed By: AGAPPE DIAGNOSTICS LTD. Representative

Name : DANI DAVIS V
Designation : Engineer - Customer Service Signature :
Company : AGAPPE DIAGNOSTICS LTD. Date :

Customer Authorizations: POOJA DIAGNOSTICS, BANGALORE

Name
Designation : Signature
Title : PERFORMANCE QUALIFICATION Date
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Tel: + 91 484 286 7000 | Email: agappe@agappe.in Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477. Salt Lake City, Kolkata - 700 091.
Tel: +9133 4003 0451 | Email: kolkattaoffice@agappe.in
MUMBAI [REGISTERED OFFICE] DELHI OFFICE BANGALORE OFFICE
401 & 402, 4" Floor, Jaisingh Business Centre, 119, DSM 540, 5" Floor, DLF Tower, Shivaji Marg, S-6, 1™ Floor, Red Cross Bhavan, No:26 Race Course Road,
Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099, India. New Delhi - 110 015, India. Bangalore - 560 001. Tel: +91 80 2228 8288
Tel: +91 22 4300 8000 | Email: mumbaioffice@agappe.in Tel: 9111 4558 8416 | Email: delhioffice@agappe.in Email: bangaloreoffice@agappe.in

YOUR BEST PARTNER IN DIAGNOSTICS



QC TESTINGPROTOCOL - -~~~

PRODUCT EM - 180
SERIAL NO. B-180038
PROV. NO. 09/B06
ASW VERSION 2014.01.02
ESW VERSION E 2014.0.12
VOLTAGE SUPPLY 220V
DATE 31/07/2014
CONCLUSION : PASS
CHECKED BY - R _ pivfa Y,
REVIEWED BY : NAL -
(Prod. Head) ' L=
: \
| Lo
VERIFIED & APPROVED BY | o AV
(QA Head) -~ ‘
QCX18-401/Issue-02 Revised date :02.06.14 l1of 7
‘ (Pg 7 is optional for ISE)

Scanned with CamScanner
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" TESTING PROTOCOL

[A] PHYSICAL CHECKING

1) 50 POSITION SAMPLE AND
REAGENT TRAY (SRGT)

2) 2 EXTERNAL DILUENT
POSITIONS

3) REACTION TRAY (RCT)
4) REAGENT/SAMPLE PIPETTOR
5) STIRRER

6) REACTION TRAY COVER

7) SAMPLE & REAGENT TRAY
COVER

8) DOME COVER

9) GAS SPRINGS

10) INDICATOR LAMPS

a) ANALYZER SWITCH :

b) LED ON ARM AND PANEL :

QCX18-401/Issue-02

Fitting © .

Fitting :

Centering :

Centering :

Centering :
Fitting :
Fitting :
Fitting :

Closing :

OK

OK

OK

OK

OK

OK

OK

oK

OK

OK

OK

Movement :

Movement :

Movement :

Movement :

Movement :

Revised date :02.06.14

OK

OK

_OK

OK

OK

Prov. No 09/806 !

Liquid Flow : OK

20of 7
(Pg 7 is optional for ISE)
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QC TESTING PROTOCOL

(B] PRE-BIOCHEMISTRY CHECK

1) TEMPERATURE

SERVICE MENU

RUN TEST

2) AUTO SPAN SET

3) SENSORS:

1. DEIONISED WATER

2. WASTE

QCX18-401/Issue-02

RCT:

RGT:

RCT:

RGT:

Observed

°C

°C

11
37 °C
]

11 °C

Prov. No 09/B06

Acceptance

36.5 to 37.5°C
04 to 12 °C
36.5 to 37.5°C

04to 12 °C

Acceptance criterial for Gain at all wavelength: 380 to 600

GAIN
| WAVELENGTH 3 5 3
340 406 406 406
405 449 449 449
505 444 444 444
546 422 422 422
578 476 476 476
600 548 " 548 548
660 506 506 506
700 455 455 - 455

OK

OK

Revised date :02.06.14

3of 7
(Pg 7 is optional for ISE)
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QC TESTING PROTOCOL

Prov. No 09/B06 I

[C] OTHER FUNCTIONAL CHECKS

1) PRIME MODE - OK 9) MULTIPOINT CALIBRATION oK
2) ROTOR CHECK OK 10) EMERGENCY MODE OK
3) REAGENT LEVEL SCAN " OK 11) DILUTION MODE OK
4) REACTION CURVE OK 12) 2 REAGENT CHEMISTRY OK
5) RECALCULATION | | OK 13) QC MODE : OK
6) RESULT DATA REPRINT oK 14) AUTOSTART-UP AND SHUT-DOWN OK
- MAINTAINANCE

7) PATIENT REPORT PRINT OK 15) HIBERNATE MODE OK
8) MAINTENANCE - WASH OK |

[D] DEAD VOLUME CHECK

Observed Acceptance
SAMPLE : '
SAMPLE CUP (2ML) .............. inpl 100 : ‘ 50p1 TO 150 pl
SAMPLE TUBE(5-7ML) ............ in yl 350 250l TO 450 pl
REAGENT :
REAGENT : 50ML BOTTLE ...in ml 2 1.5mI TO 2.5 ml
REAGENT : 20ML BOTTLE .....inml 1.5 1.0mITO 2.0 ml
REAGENT : 5 ML ADAPTOR .....in {I 455 350 pl TO 650 pl
QCX18-401/Issue-02 R‘evised date :02.06.14 4of 7

{Pg 7 is optional for ISE)

Scanned with CamScanner
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. ) QC TESTING PROTOCOI,

E) OPTIONAL CONFIGURATION STATUS

1]1S MACHINE WITH ISE MODULE? (YES / NO) NO
Centering: NA

Electrodes: NA

2] 1S MACHINE WITH BARCODE? (YES / NO) YES
BARCODE SCAN OK

QCX18-401/Issue-02 Revised date :02.06.14

5of 7
(Pg 7 is optional for ISE)

Scanned with CamScanner




F1] WITHIN RUN PRECISION CHECK

PROV. NO MULTICAL: ERBA NORM: ERBA PATH;
ITEM ALB CHO “GGT GLU SGPT PRO UREA
RGT Lot No, 1031304 10413050 1021403 1041301U 1061301U 1021305 1031402
Expiry Date 03/2016 102014 02/2016 04/2015 02/2015 08/2015 11/2015
UNIT gldl mgldl /L mg/dl UL g/dl mg/dl
SPECIMEN NORM PATH NORM PATH NORM PATH NORM PATH NORM PATH NORM PATH NORM PATH
7 464 5.46 175 213 47.3 93.8 1047 | 2728 56.4 133.8 6.73 8.23 4450 | 17630
2 463 542 174 214 46.1 95.4 104.0 275 50.9 1276 6.63 8.33 44.60 | 174.10
3 465 | 551 176 212 47.0 97.2 1036 | 2717 | 472 128.6 6.68 8.23 44.00 | 175.10
4 4.60 5.49 176 217 | 439 93.4 1042 | 2754 | 492 126.4 6.63 8.30 44.40 | 17410
5 4.66 5.45 174 216 426 89.8 1037 | 2779 484 125.9 6.68 8.25 44.40 | 177.00
3 469 5.45 178 218 446 9.8 1040 | 2747 50.4 1237 6.71 832 | 4470 | 178.80
7 4.64 5.45 175 216 443 92.7 104.2 273 492 126.9 6.68 822 4440 | 176.70
8 461 5.47 178 211 446 91.2 1047 | 2761 497 127.9 6.63 8.35 4410 | 174.10
9 4.70 5.50 177 211 432 97.8 1039 | 2714 489 126.4 6.66 8.33 4350 | 17570
10 4.65 5.48 178 215 44.4 916 1040 | 2766 | 499 124.4 6.67 8.32 4360 | 17580
T 469 | 547 175 211 463 | 909 | 1039 | 2753 | 452 12861 | 666 | 822 | 4440 | 174.90
12 463 | 554 175 214 48 { 947 | 1044 | 2772 |"492 | 1264 | 6o 830 | 4340 | 17370
ERT) 462 543 172 210 46.4 923 1036 | 2788 | 489 | 1279 | e 8.30 4380 | 170.90
14 | Taes 543 172 215 48.1 91.4 1034 | 2794 | 499 | 1301 | 830 | 4380 17660
15 4.64 5.44 174 213 40.8 95.6 1036 | 2785 | 487 | 1259 T 827 4360 | 173.70
16 461 5.48 173 213 46.8 916 1020 | 2807 50.7 | 1256 4470 | 173.00
t’?— - 467 | 553 | 176 212 | 457 | 045 _1023 | 2753 | e 4420 | 175.00
o || sas | v e | es | ot [ Toar =293 | 499 7| izes _®00_| 77200
1S | 485 [ 544 178|211 | 444 214 | 1020 | 276 _ 88 1274 4360 | 176.00
20 462 535 175 213 455 91.1 1024 | 2745 526 130.4 4260 | 173.60
Mean | 464 | 546 | 17495 _213.50 | 4492 | 93.23 10357 | 27598 | 4962 ) 127.48 |- 4397 | 17486
_sD 0025 | 0045 | 1877 | 2235 | 1.900 | 2.364 0.844 | 2608 | 2180 | 2227 0.580 | 1.848
V(%) 283 | o83 | 107 |"ves | a2s | 2w |Taer | 09 | ass | ias 132 | 106
Acceptance: Erbanorm <3.00 % Erbanorm <3.00% Erbanorm <5.00 % Erbanorm <3.00% Erbanorm <7.50.% Erbanorm <3.00 % Erbanorm <5.00 %
Erbapath <3.00% Erbapath <3.00% Erbapath <5.00 % Erbapath <3.00% Erbapath <5.00% Erbapath <3.00 % Erbapath < 5.00 ¥
Note: *GGT L1 Pooled Control 3 : 1 (Erba Norm & Erba Path) *
e ————
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* 2. Operator Training

AGAPIPE

The users responsible for the operation of this equipment have been trained in the

proper usage of the system. Training focused on the basic operation and maintenance of the

system.
S No. Operators Department Initials Date
Lol Svaey Brocvom | W | g5-3-v
L -3 -\2
a- 313 @rocno ™ (S'\‘ R6-3

AGAPPE DIAGNOSTICS LTDO.

CORPORATL OF KWL / RLAGENT PLANT
A ppE Hils, Pattimattom (PO), Ot (1

el » §1 454 284 7000 | Ercall a52ppeRagappe iy

MUMEA [REGISTERED OFFICL)

4018402, 4% Floed, Javangh Business Centie, 119,
Sahar Road, Parsbwada. ABc (Last), Mol - 400 009, India,
Tel #9122 4300 8000 | Ematl wwmba o e dag appe In

EGUIPMENT PLANT

naiu'am, Kerald - 683 562, indla,

DELHIORFICE

0SM 540, 9 Moor, DLF Tawer. Shivaj Marg.

Mew Dl - 110 015, Indly

Tel #9011 4558 8406 | O’ delhio!x stagappe. i

X/588-CB, Block Na. 32, ¥INFRA Sma | Industrial Park
Nellad Condun, Keiala, linhia - 686 T21 Te: «91 484 206 7410

150 9001;2015 | EN 150 13485:2016 CERTIFIED COMPANY | CIN : U24239MHIS98PLCIISA1Y

ROURATA OFFICE

406, Mok Mot Mot No 1. Block ON, Sextor V.
Salt Labe Cily. Kooty - 200 (91

Tel o010 33 4001 0451 | Emasd Loanaciheedagappe n

BANGALORL OFFICE

9 6. 1% Flowr. Hed (1938 Bhawiu, Noc26 Race Course Road,
Bangalone - 550 QUL Tel: +91 80 2228 8253

Cran g on eulhombag ype m

Scanned with CamScanner
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VII SYSTEM CERTIFICATION
/

;'\

Vs
_ udy data has determined that the system described in this NACGAPIPCGE
_4uteu§{1 i

I ; document either meets all
tline in this Operational ificati
S T Qualification Protocol, or exceptional conditions have been

'I tifie
|den ified and documentation included. Exceptional conditions, if any, have been addressed.
The system is ready for Performance Qualification

Report Performed By: AGAPPE DIAGNOSTICS LTD. Representative

Name : DANI DAVIS V
Designation : Engineer - Customer Service Signature @ Eg
Company  :AGAPPE DIAGNOSTICS LTD. pate ¢ 19-903-2011

Customer Authorizations: POOJA DIAGNOSTICS, BANGALORE

Name DR N BnARAT %}/
Designation : _piRrgcreft Signature : /

Title : OPERATIONAL QUALIFICATION Date o 19-3— V72—

AGAPPE DIAGNOSTICS LTD.

CORPORATE OFFICE / REAGENT PLANT EQUIPMENT PLANT KOLKATA OFFICE
Agappe i ls, Pattimatiom (PO). Dist. Ernakulam, Kerala - £83 562, Indla. X/5L8-CB, Block Na. 32, KINFRA Smia | Industrial Park,

406, Merlin Matrix, Plot No-10, Block-OR, Secter V.
ek « §1 484 256 7000 | Email: agappecdagappe.in Ne'lad, Cochu, Kera'd, India - 624 220, Tel: «91 484 2767472 Sall Lake City. Knkala - 200

o
Tek; +91 33 4003 0451 | Email: kelkattaclicedugappe n

150 9001:2015 | EN IS0 13485:2016 CERTIFIED COMPANY | CIN : U24239MH1998PLCINSA13

MUNEBAI [REGISTCRED OFFICE]

DOLHI OFFICC BANGALM( OFFICE
40) & 402. " Floor. Jusingh Business Centre, 119, D5W 540, 5" Floor, DLF Tower, Shivaji Marg, 5.6, 11 * Floor, Red Cross Bhavan, No:26 Race Course Road,
Sahar Read, Parsiwada, Andhier (East), Mumbal - 400 099, ndia. New Gelkl - 110 015, India. Bargalore - 560 COL. Tel: #9180 2228 8233
Tel. +91 22 4300 8000 | Emall; mumbaiofficeJa@appe in Tel: 49 11 4558 8436 | Cniail: delhioffu e@agappein L ul Liangd'orsolficedegappe.n

¢ 12 WA e
L BEST. AR ‘Wﬂ“fm

o, {\ f,‘ :.EJ
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AGAPPC

The users responsible for the operation of this equipment have been trained in the

proper usage of the system. Training focused on the basic operation and maintenance of the
system.

S No. | Operators Department Initials Date

Y=

SR VU Bro crie ™y .7\-7-\" 32):5}20\1

9. AR Biocren /S\\ 26 }3)20‘7’

AGAPPE DIAGNOSTICS LTI, 1509012015 | ENISO 13485:2016 CERTIFIED COMPANY | CIN : U24239MHI99SPLCILSA13

CORPORATE OFFICE f REAGENT PLANT EQUIPMENT PLANT KOLKATA OFFICE
Agappe Hiils, (PO), Dist, Ernakulam, Kesala - 683 562, Indla. %/588-C8, Block Na. 32, KiNFRA Small Industrial Park, 406, Madtin Matrix. Pict No-10. Block-ON, Sector V,
Tel: + 91434 286 7000 ! Email: agappedagappe in Nellad, Couhin, Kerala, lmlid - 686 721 Tel: «91 484 276 7477 Salt Leke Cily. Kokala - 700 (51
Tel: 491 13 2003 0451 | Email: holkattaciticegagappe in
MUMBAI [REGISTERED OFFICE] DELHI OFFICE BANGALORE OFFICE
401 & 402, 4™ Floor, Jaisingh Business Centre, 119, 05M 540, 5* Floor, DLF Tower, Shivajl Maig. 6, 11" Floar, Red Cross Bhavan, No:26 Race Course Read,
Sahar Read, Parsiwada, Andher (East), Mumhai - 400 099, lndia. New Dethl - 110 015, indla. Bangalore - 550 0L Tel: +91 60 2228 8238
Tek: +91 22 4300 8000 | Email: mumbaiothce@agappe.in Tel: #9111 4558 8416 | Tl delhioflice@agappe.in Einigil: bangalin eulliceog appe.in
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2 VIZ'SYSTEM CERTIFICATION

all criteria outline in this Installation Qualification Protocol, or exceptional conditions have

been identified and documentation included. Exceptional conditions, if any, have been
addressed. The system is ready for Operational Qualification.

Report Performed By: AGAPPE DIAGNOSTICS LTD. Representative

Name : DANI DAVIS V
Designation : Engineer - Customer Service Signature : :KZ@/
Company : AGAPPE DIAGNOSTICS LTD. Date : [9-03-2012%

Customer Authorizations: POOJA DIAGNOSTICS, BANGALORE
Name P IR N-BupaRA,T ﬁ
Designation : DRGCETO Signature :

Title : INSTALLATION QUALIFICATION Date V-3 -2

POOJA DIAGNOST!
SUPER SPECIALITY CEr
b

L. x i '
No.8. 80 feet Road Chancira ¢
Ranaalore - 560 gan

AGAPPE DIAGNDST'CS LTD «  1509001:2015 | EN IS 13485:2016 CERTIFIED (OMPANYI(lN:UNZWHH\WSPL(llNI!

CORPURATL OFFICL / REAGENT PLANT EQUIPMENT PLANT KOLKATA OFFICE
Az e Hils, Paltimattom (PC), st Frnakutam, Kerala - 683 562, indla. K7588-C6. Dlork Mo, 32, KINFRA Sma | Industrial Park, 426, Madtin Matiin Plot No 10, Block- DN, Sector v
Tel. 91 484 286 7000 | Emael: asappeagappe b Neecladd, Conliny, Kevala, Il - 686 721 Tel +91 4R4 276 7477, Salt Lebe City, Kehala - 00 (91 .
Tel o113 400 0451 | Emaul lc.‘numm‘.‘hrwn
MUMEAS [REGISTLRLD OFFICE) OLLMI OFFICC A BANGALORE OF FICE
4018 402, 47 Flowr, Jaisingh Business Centre, 119, OSW 540, 5" Moor, DUF Tower. Shivaji Marg, 56, 11 Floor, Red Cross Bhavan, No26 Race Course Roadk
Sahar Road, Parstaada, Andiedi (£3st), Mumta - 400 099, India. New Dailil - 110 015, nutla uangalore - 560 001 1k +9) 60 2228 8283
Tel: «91 22 4300 BOOU | Emal’: mumbaiollicedagappe in Tel: o1 11 ASSA 8416 | Conar’: delhiol i stagappe.in

Cinail Detarga OneulfieRag e

e TR Yy,
v — Y
AXQUR BESTRARTNER N
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NAGAPIPPE

BRICJIE

“VI."SYSTEM CERTIFICATION

Study data has determined that the system described in this document either meets
all criteria outline in this Performance Qualification Protocol, or exceptional conditions have

been identified and documentation included. Exceptional conditions, if any, have been

addressed. The system is ready for specified usage.

Report Performed By: AGAPPE DIAGNOSTICS LTD. Representative

Name : DANI DAVIS V
Designation : Engineer - Customer Service Signature : @

-2 0L
Company  :AGAPPE DIAGNOSTICS LTD. Date . 1q-03-7

Customer Authorizations: POOJA DIAGNOSTICS, BANGALORE

Name ; ()R'N'B\"‘f\‘zp’—( )(‘
o~

Designation : PVRECTOR Signature : /

Title : PERFORMANCE QUALIFICATION Date : \/- 33— 12—

PCOJA BEI’AGNGSTE(EE:- ;{}
SQUPER SPE‘CEALET‘{ CENTS
No.8. 80 feet Road. Chandr’
Ranoalcre - 560 O

a Lav...
3

AGAPPE DIAGNOSTICS LTI, 1509012015 |ENIS01385:2016 CERTIFIED COMPANY| CIN : U24239MH1998PLLIN5A13

CORPORATE OFFICE f REAGENT PLANT EQUIPMENT PLANT : KOLKATA OFFICE
Ag2ppe Hills, Pattimaitom (PO), Dist. Ernakulam, Kerala - 683 562, India. X/588-CB. Block No, 32, K NFRA Small Industrial Park, 406, Merdin Matrix. Plot No-10, Block-DN, Sector V.
Tel: + 51 484 286 7000 | Emaik: agappedagappein Nellad, Cothin, Kerala, ndid - 686 72). Tel: +91 484 2767477, Salt Lake City, Kolkata - 700 091

Tel: 49133 4003 04511 Emait: kelkattaoiticedagappe.in

MUMBAI [REGISTERED OFFICE] DELHI OFFICE BANGALORE OFFICE

40) & 402, 4" Fioor, Jaisingh Business Centre, 119, DSM 540, 5" Floor, OLF Tower, Shivaji Marg, $-6, 1™ (loor, Red Cross Bhavan, No:26 Race Course Road,
Sahar Road, Parswada, Andhed (East), Mumbai - 400 099, India. Neaw Deltii - 110 0L, indla, i . Bangalore - 560 UL Tel: +91 §0 2228 8233

Tel: +91 22 4300 8000 | Email: mumbaiotlicedagappe.in Tel: #9111 4558 8416 | Cmail: delhiol ficeghagappe.in

Email: bangaloceolticechag appe in

ol B Bt g b oot

R BEGTLPARINER IN DIAGH!
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