TRANSASIA BIOMEDICALS LIMITED :
PERFORMANCE QUALIFICATION | m
Laura Smart l Automated Urine Analyzer  Instrument ID ] 5919-1-201909 | -F10E T

Operational Qualification for Laura SMART (Automated Urine Analyzer)

Sr. No. 5919-1-201909

System Certification:

Study data has determined that the System described in this document either meets afl
criteria outlined in this Operational Protocol, or exceptional conditions have been identified
and documentation included.

Exceptional conditions, if any, have been addressed.

The System is ready for specific usage.

Protocol Performed By: Transasia Bio Medicals Ltd
Name : Mr. Sunil Giri
Designation : Service Engineer

Customer Authorization: Hospital : P H Medical Centre — Kandivali
Name : Dr. Sheetal Mane

Designation :HOD

Company Representative Name & Sign Customer Name & Sign
Cad\
~ / "
Mr. Sanil Giri Dr. Sheetal Mane
Service Engineer HOD
Date: 08-10-2022 Date: 08-10-2022

Installation Qualification for Laura SMART (Automated Urine Analyzer)
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TRANSASIA BIOMEDICALS LIMITED
PERFORMANCE QUALIFICATION — | oo
Laura Smart l Automated Urine Analyzer I Instrument ¥

Sr.No. 5919-1-201909

Customer Name : P H Medical Centre — Kandivali East

Address : Shree Ganesh Aangan Society,
Next to thakur mall , Thakur Village,
Kandivali East. Mumbai - 400101

Instrument Name : Laura SMART (Automated Urine Analyzer)

Serial Number 1 5919-1-201909

Initial Inspection of the unit carried out and the details are as follows:

System Condition Report:

Found the System to have been delivered in satisfactory condition and no external physical damaged
observed on the same. The Tilt-indicator and the Shock-indicators on the Packaging were found to be

in Good Condition, indicating the System has not been subjected to mechanical shocks or stored in
any manner, so as to cause any damage to the same.

Found all the required accessories as required.

Installation Procedure & Checklist Attached for records.
External Requirements for Installation:

1. Power Source : Input 100-250V / 50-60 Hz

2. Temperature :100-30°C

3. Humidity :<75%

4. Atmospheric Pressure: 76 — 106kPa

5. Working Area : Free from intense light source, electromagnetic interference

Installation Certificate for Laura SMART(Automated urine Analyzer)

This is to certify that the Laura SMART Instrument Serial No. 5919-1-201909 is successfully Installed
and Commissioned at TBM and the Installation Protocol / checklist has been successfully completed
for the above instrument.

TBM, Technical Services Department
Name : Mr. Sunil

Designation : Service Engineer
Date : 08-10-2022
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TRANSASIA BIOMEDICAI S LIMITED
Laura Sma PERF RMANCE UALIFICATION
Utomateq Urine Analyzer
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For TBMm, Technical Services Department

Name : Mr. Vikrant Bargude

Designation : Service Engineer

Date : 08-10-2022

Instrument Ip 5919-1-201909 M
Insta)) ti

ation Valificationg for Laura SMART Automated Urine Analyzer

Sr. No. 5919-1-201909
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TRANSASIA BIOMEDICALS LIMITED

PERFORMANCE QUALIFICATION

Laura Smart l Automated Urine Analyzer I Instrument ID I 29121201909

Installation Report for Laura SMART (Automated Urine Analyzer

Sr. No. 5919-1-201909

Customer Name : P. H. Medical Centre Kandivali
Department : Laboratory

Contact Person : Dr. Sheetal Mane.

Instrument Model : Laura SMART (Automated Urine Analyzer )
Serial Number : 5919-1-201909

Date of Installation : 08-10-2022

The instrument was installed and was found to be working satisfactorily. Preliminary Customer
Training was provided and standardization of some parameters were done. The results were
found to be within the expected range and System found to be working satisfactorily.

TBM

CUSTOMER
Technical Services Department

P. H. Medical Centre Kandivali

Name : Mr. Sunil Giri Name : Dr. Sheetal Mane..
Designation : Service Engineer Designation : HOD

Signature Signature :

Date : 08-10-2022 Date : 08-10-2022
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TRANSASIA BIOMEDICALS LIMITED W
PERFORMANCE QUALIFICATION

| Laura Smart | Autc

utomated Urine Analyzer | Instrument ID | 5919-1-201909 | Bit-MdicalsLic

Instrument Setup

1. Assembled the instrument accessories.

2. Connect the Power cable to the plug on the backside of instrument

3. Mount Printer Paper roll

Operational Inspection

1. Switch ON the analyzer it will complete self test and complete self calibration.

2. Check the colour of blank/unreacted Strip with the Chart on bottle before Run.

3. Reagent Strip Should be immersed into urine for about 2 sec

4. Use fresh & well mixed Sample & ensure it for no Concentration or Dilution

TBM

Technical Services Department

Name : Mr.Sunil Giri

Designation : Service Engineer

Date : 08-10-2022
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TRANSASIA BIOMEDICALS LIMITED
PERFORMANCE QUALIFICATION ] T
|_Laura Smart | Automated Urine Analyzer | Instrument

Operations Qualifications for Laura SMART (Automated Urine Analyser)

Sr. No. 5919-1-201909

Checked assemblies using Service password

1. Motor : Done
2. Tray Sensor : Done
3. Hand Sensor : Done
4. Strip Sensor : Done
5. Waste Bin Sensor : Done
6. LCD : Done
7. Printer : Done
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1. Calibration Parameters

a. Performance Qualification:

J/~—_ TRANSASIA Bigy

PERFORM ANCE
o~ smart Automated Urine Ana|

EDICALS LIMITED
UALI FICATION

Instrument ID | 5919-1-201909 | Bo-Medicals Ll

7 mance Qualifications for Layra SMART
% Automated Urjne A
nalyzer

J No. 5915-1-201909

2er

Checked & found that Sensitivity of each Parameter is set as per %Value

Processed Sample and confirmed that the results are matching with the manual

methods.

2. System Certification:

The System is ready for specific usage.

Protocol Performed By:

TBM
Technical Services Department

Name : Mr. Vikrant Bargude

Designation : Application Specialist

Date 08-10-2022

Study data has determined that the System described in this document either meets all criteria
outlined in this Performance Qualification Protocol, or exceptional conditions have been identified

and documentation included.

CUSTOMER
P. H. Medical Centre Kandivali

Name : Dr. Sheetal Mane..

Designation : HOD

Signature : @V/

Date ¢ 08-10-2022
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TECHNICAL SERVICE REPORT  no, 1482705 DATE: 17 1= 173
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—oVien Ve, [ DATE | TME_| CgpM ViSIT [T I [V
COMPLAINT RECD. [——JAPPLICATION SUPPORT -
RESPONSE [—JBREAKDOWN
TELNO: JOB COMPLETED .
NAME OF THE OPERATOR : RESPONSE TIME - DOWN TIME : .
. TRAVEL TIME - COUNTER READING -
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SITE CONDITION : LINE-NEUTRAL VOLT. T/ NEUTRAL-EARTH VOLT. [ e ] LINE-EARTH VOLT . ™
BRAND OF REAGENT USED : = TO BE FILLED IN BY CUSTOMER v
] . ) [ PREVENTIVE MAINTENANCE CARRIED OUT
T FOLLOWING PARTS HAVE BEEN REPLACED - SATISFACTORILY. '
[ FOLLOWING PARTS NEED TO BE REPLACED. PLEASE ARPROVE [ FAULT RECTIFIED & INSTRUMENT IS
; ‘ WORKING SATISFACTORILY. : )
NO.l _~ DESCRIPTION QTy. |cosT TOTAL — WE HERERY APPROVE RS- FOR
i : R PARTS ’ :
[ COMMENTS (IF ANY) : A
\_. ' ) \’ .
AN Sty .
. t ’)“ — ‘ o
SEAL . DATE CUSTOMER'S-SIGNATURE
g : NAME :
TOTAL Rs. .
INVOICE NO. : DATE : - - RANCH s
FOLLOW-UFP ACTION (Required if any) : . éECEIVED ON: -¢ *- - . ..
B " -
'l - CHECKED BY :
ENGINEER'S/APPLICATION SPECIALIST'S SIGNATURE : ‘.~  |JoBCARDNO.:
TIME : NAME: -~ (o ) (00 ‘

NOTE : Parts replaced are chargeable except during warranty Period. Consumables like printer head, lamp. tubing, paper rolis etc. & breakable parts are
_not coverad by warranty and hencs £ and hence aré chasgeable. Parts ¢ IQMMWMBL_&DLMMFDGML__
AT TRANSASIA, CUSTOMER SATISFACTION IS OUR PRIME CONCERN. IN CASE YOU HAVE ANY SUGGESTIONS
PLE‘ASE CONTACT : GENERAL MANAGER (TECHNICAL SERVICE), MUMBAI. TEL. : 4030 9000

TRANSASIA BIO-MEDICALS LTD.

Head Office : Transasia House. 8, Chandivali Studio Road, Andheri (E), Mumbai - 400 072. Tel. : (022) 4030 9000 Fax : (022) 2857 3030
Muymbai : Toll Free No. 1800 103 8226, Whatsapp No. : 8451048434, SMS No. : 9212433444

Indore . . Tel.: (0731) 403 3948 Chennai : Tel. : (044) 2822 7149 Kolkata : Tel : (033) 22157839 Fax: 2215 8035
Lucknow : Tel. : (0522} 443 0900 Pune : Tel. : (020) 2616 2658 Dehi : Tel. : (011) 2578 5451/2573 2223
Chandigarh : Tel. : (0172) 464 2837 Hyderabad : Tel. : (040) 4430 9000 Ahmedabad : Tel/Fax : (079) 02640 7030/4032 1903
Jaipur : Tel. : 93092 63147 Guwahati  : Tel.: 91369 50480 Bangalore : Tel/Fax : (080) 2556 8044

Patna : Tel. : 77669 00553 Chuttack : Tel. : (0671) 232 4555

Kochi : Tel. : (0484) 402 0511 Hubli : Tel. : (0836) 485 0900 CUSTOMER COPY

DOC NO : SC00-406/ ISS -6
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