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1.0 PRE APPROVAL

1.1 Prepared By

Name Designation Signature Date 

Naveen Jain
Application
Specialist

1-11-2017

1.2 Checked By 

Name Designation Signature Date 

1.3 Approved By

Name Designation Signature Date 

Dr.R.SRIVASTVA Pathologist
1-11-2017

Page 2 of 7



TRANSASIA BIOMEDICALS LIMITED
PERFORMANCE QUALIFICATION

Instrument Name 
EM200

Clinical Chemistry Analyzer 
DR.DASS PATH LAB

Instrument ID 
B200537

2.0 OBJECTIVE 

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

3.0  SCOPE

The Scope of this protocol is applicable to XL640 (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 Signature
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6.0 TEST PLAN 

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

Test Parameter Acceptance Criteria
Test Procedure / 

Reference

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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9.0 SUMMARY AND EVALUATION:

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

Reviewed by:

Name Signature Date
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Naveen Kumar Jain 1-11-2017

10.0  ABBREVIATIONS 

SOP Standard Operating Procedure 

MOC Material of Construction

PQ Performance Qualification
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11.0 POST APPROVAL

11.1 Checked by

Name Designation Signature Date 

Naveen Kr.Jain Application Specialist
1-11-2017

11.2 Approved by

Name Designation Signature Date 

Dr.R.SRIVASTVA Pathologist
1-11-2017

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