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SINCE 1979...

UNMATCHED SERVICE
Calibration Certificate

Name of Customer Dr Das Path Lab

Instrument Name

Biochemistry Analyser Em200

—_— Insttument Sr.NO.
e

B200537
Calibration Dgte 01 Nov 2021
Next calibration Due on 01 Nov 2022

This is to certify that the above mentioned product has been calibration and
found to be working satisfactory,

QC and samples have been run and value
coming in range.

ek
For Trant:sia Bio-Medicals Ltd.

Vineet Kumar Rai
Service Engineer
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HO : Transasia Bio - Medicals Ltd., Transasia House, 8 Chandivali Studio Road, Andheri (E), Mumbai - 400 072,

SCannea with Lamascann



aleg Wwid

av=0I8
avdoig
Z1avdoia 210V
0| Z1avdoig
1 Ol

avs=OId

adh | podan

Juday Jnssy













































































































TRANSASIA BIOMEDICALS LIMITED

PERFORMANCE QUALIFICATION

Clinical Chemistr Instrument ID TRAN’ P
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EM200 DR.DASS PATH LAB Blo-Medcalspit.
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TRANSASIA BIOMEDICALS LIMITED

PERFORMANCE QUALIFICATION

@
o . Instrument ID TRANS
I N Clinical Chemistry Analyzer B200537 o
nstrument Name | np DASS PATH LAB Bio-Medicalsjt
EM200
1.0 PRE APPROVAL
1.1 Prepared By
Name Designation Signature Date
icati : 1-11-2017
Naveen Jain Apph§at.1 on @ w"’:#f/
Specialist
1.2 Checked By
Name Designation Signature Date
1.3 Approved By
Name Designation Signature Date
1-11-2017
Dr.R.SRIVASTVA Pathologist W
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TRANSASIA BIOMEDICALS LIMITED

PERFORMANCE QUALIFICATION P

Clinical Chemistry Analyzer B200537

Instrument Name | [0 ) oo re 1 AR Bi0-Medicals

EM200

Instrument ID TRAN, JA
i,

20 OBJECTIVE

The objective of this protocol is to establish documented evidence for the Performignce
Qualification of XL 640 (Bio-Chemistry Random Analyzer) and to ensure that the rd$ults
obtained are within the pre-determined Acceptance Criteria.

3.0 SCOPE

The Scope of this protocol is applicable to XL.640 (Bio-Chemistry Random Analyzer).
4.0 PRE-REQUISITES:

Following Pre-requisites are required before the execution of Performance Qualification.

> Completion of Installation Qualification prior to PQ.

> Completion of Operational Qualification prior to PQ.

5.0 EXECUTION TEAM

Name Department Designation Signatun¢
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TRANSASIA BIOMEDICALS LIMITED

PERFORMANCE QUALIFICATION

Instrument Name
EM200

Clinical Chemistry Analyzer
DR.DASS PATH LAB

Instrument ID
B200537

TRANS

Bio-Medicals

t

6.0 TEST PLAN

The following tests shall be followed, during the Performance Qualification of EM200 (B
Chemistry Random Analyzer).

Test Parameter Acceptance Criteria Tes};ff‘;?;‘i‘;“ /
Glucose Data Attached Separately
Urea Data Attached Separately
Creatinine Data Attached Separately
Uric Acid Data Attached Separately
T.Bilirubin Data Attached Separately
D.Bilirubin Data Attached Separately
SGOT Data Attached Separately
SGPT Data Attached Separately
ALP Data Attached Separately
Protein Data Attached Separately
Albumin Data Attached Separately
Cholesterol Data Attached Separately
Triglyceride Data Attached Separately
HDL Cholesterol Data Attached Separately
Calcium Data Attached Separately
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PERFORMANCE QUALIFICATION

Instrument Name
EM200

Clinical Chemistry Analyzer
DR.DASS PATH LAB

Instrument ID
B200537
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9.0 SUMMARY AND EVALUATION:

Inter Instrument,Linearity,Carry Over and Accuracy Data Attached Separately.

Reviewed by:

Name

Signature

Date
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PERFORMANCE QUALIFICATION

Instrument Name
EM200

Clinical Chemistry Analyzer
DR.DASS PATH LAB

Instrument ID
B200537

TRANS

Bio-Medicals

®
g

Naveen Kumar Jain

B

1-11-2017

10.0 ABBREVIATIONS

SOP Standard Operating Procedure
MOC Material of Construction
PQ Performance Qualification
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TRANSASIA BIOMEDICALS LIMITED

PERFORMANCE QUALIFICATION

@
L. . Instrument ID TRANS
I N Clinical Chemistry Analyzer B200537 o
nstrument Name | np DASS PATH LAB Bio-Medicalsjt
EM200
11.0 POST APPROVAL
11.1  Checked by
Name Designation Signature Date
/| 1112017
Naveen Kr.Jain Application Specialist C u‘“':#/
11.2  Approved by
Name Designation Signature Date
1-11-2017
Dr.R.SRIVASTVA Pathologist W

Note: This report is effective from the date of approval.
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