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Instrunnent Name: 

Instrument name 

7.0 Certification of Operational Qualification 

Serial number 

Customer name 

Address 

Site Engineer 

Signature 
|Name 

Designation 

Company 

The undersigned perfomers cortily that the operational qualification protocol has been successfully 
completed for the inslrument stated above. 

Signature 
Name 

Quality Manager (client) 

|Designation 
Company 

:RSM 

Electrolyte Analyzer 

AVECON HEALTHCARE PRIVATE 
LIMITED 

OPERATION AL QUALIFICATION (OQ) FOR 
ANAL YSER ELECTROL YTE 

Model No: 

:MaxL.YTE 

:EL23110007 

: Trust-In Hospital 

:Ashwath HP 

: No.12/1, MV Appa Complex, Horamavu Road, Horamavu 
Bengalur-560043 

:Avecon Healthcare Private Limited 

Mrs. Jeena 

MaxI.YTE 

:Lab In-charge 

:Trust-In Hospital 
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Instrunment Name: 

Sr. No. 

6.0 Installation requirements for tlhe instrument: 

1 

2 

Sr. No. 

1 

2 

7.0 Installation Chccks: 

3 

Electrolyte Analyzer 

Requirements 

Input voltage 

AVECON HEALTHCARE PRIVATE LIMITED 

INSTALLATION QUALIFICATION(TQ) FOR ELECTROLYTE 
ANALYZER 

Line frequency 

Ambient temperature 

Acceptable range 

Item deseription 

Software version 

Reagent pack 

220+10vac 

Quality conrol 

50/60 hz 

Model No: 

18-30 °C 

Observalion 

Q3 

Observation 

V2.0.6 
LoT Vb. 

LoT No. 

MaxLYTE 

Verified by 
(Sign & Date) 

Verífied by 
(Sign & Date) 

12]04)2ARA 
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Instrumnent Name: 

1.0 Objective 

2.0 Scopc: 

3.0 RESPONSIBILITIES 

AVECON HEALTHCARE PRIVATE LIMITED 

PERFORMANCE QUALITCATION(PO) FOR ELECTROLYTE 
ANALYZER 

The aim of this PQ is to certify that the Performaiice qualification of electrolyte analyzer 

according to the requirement 

Tlhis Perfonnance Qualification is intended to cover the requir enents to be met by the system 

during the Perfonnance of clecirolyte analyzers 

3.1 M/s. Avecon Healthcare Private Limited. 
To prepare& review the Perfomance Qualificationprotocol 

Electrolyte Analyzer 

To perform Performance checks as perprotecol 
To execute PQ Documentation 

To comply accep tance criteria. 

3.2 CLIENT COMPANY (Trust-In Hospial) 
To provide site clearance, support and raquired Utilities for PQexecution. 

4.0 Safety Precautions 

Model No: 

To participate in the execution of the Performance Qualifcation. 

To review the PQ documetatiTn. 

4.1 Proteut from direct sunlight. 

5.0 Instructions 

MaxLYTE 

5.1 These Instructions for Use contain vital warning and sa fety infornation. 

5.2 This instrument is intended to be used only for the spec ialized purpose described in the 

instruclions. 

5.3 The instrument may be operated only by persOns whose qualifications enable them to comply 

with the safety nicasures thai are necessary during operation of tlhe instrument. 

5.4 Instrument repairs are to be performed only by the manufacturer or qualified service personnel. 

5.5 The quality control rcquireiments must be complcted at least once daily for safety reasons. 
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