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UBM Unitron Bio-Medicals

AN ISO 9001 : 2015 CERTIFIED COMPANY
UNITRON BIO-MEDICALS

Mfrs., Sales, Service of Medical Instruments
GSTIN : 29A0TPP1452J1ZB & Diagnostic Reagents

"Shree Durga®, # 464/1, 12th Main Road,

17th 'A' Cross, J.P. Nagar 5th Phase,
Bangalore-560 078. INDIA.

Phone : 080-25187600 / 080-26581381

E-mail : info@unitronbiomedicals.com

Website : www.unitronbiomedicals.com
Customer Care No : 9449009531

Issued To: Trust -In Diagnostic-Horamavu

Certificate No: UBM/CAL/612
Location /Dept.: Laboratory Model:BS-240
Manufacturer : Mindray Serial No: YX-23005235

Calibration Standard used in house Performance of standards /controls using
accepted test Proceeds.

Sl. No Description Test Pass/Fail Remarks
1 | Mindray -8S 240 Clinical Chemistry Analyzer Pass Working Good
Calibration Passed: Yes- No: D
Calibration Date: 01-06-2024 Calibration Due Date: 31-12-2024

The above mentioned instrument has been calibrated using standards manufactures recommended Protocols,
using equipment’s having traceability to National Standards. Devices for which there are no National/International

Standards calibrations standards are measured against in-house performance standards using accepted test
procedures.

Calibration Done by Approved By

Mr. Shivakumar Ms. Chaithra
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e~ . AVECON HEALTHCARE PRIVATE
AVECINN LIMITED

OPERATIONAL QUALIFICATION (OQ) FOR
ANALYSER ELECTROLYTE

Instrument Name: Electrolyte Analyzer Model No: MaxLYTE

1.0 Objective
The aim of this OQ is to certify that the operational qualification of electrolyte analyzer according
to the requirement.

2.0 Scope:
This Operational Qualification is intended fo cover the requirenients (o be met by the system

during the operation of electrolyte analyzers.

3.0 RESPONSIBILITIES
e M/s. Avecon Healthcare Private Limited.

To prepare& review the operational Qualification protocol.
o To perform operational checks as per protocol.

Ta execute 0Q Documentation.

To comply acceptance criteria.

3.1 CLIENT COMPANY (Trust-In Hospital)
o To provide site clearance, support and required Utilities for 0Q execution.
o To participate in the execution of the Operational Qualification.
e Toreview the 0Q documentation.
4.0 Safety Precautions .
4.1 Protect from direct sunlight.
5.0 Instructions
5.1 These Instructions for Use contain vital warning and safety information.

5.2 This instrument is intended to be used only for the specialized purpose described in the
instructions.

5.3 The instrument may be operated only by persons whose qualifications enable them to comply
with the salely measures that are necessary during operation of the instrument.

5.4 Instrument repairs are to be performed only by the manufacturer or qualified service personnel.
5.5 The quality control requirements must be completed at least once daily for satety reasons.

6.0 Operational Checks:

Description Requirement Observation
Power supply Self-check O /K
Electronics Self-check K
Reagenl pack Self-check K
Hardware Self-check b2y 2
Flow path Self-check al%
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e, | AVECON HEALTHCARE PRIVATE
< 7S B [ VT TV
' OPERATIONAL QUALIFICATION (0Q) FOR
= o ' . ANALYSER ELECTROLYTE
Tnsh-umoml\’unw: Electrolyte Analyzer J Model No: MaxLYTE J'

1 7.0 Certification of Operational Qualification

Instrument name s MaxLYTE

Serial number t EL23110007

Customer name + Trust-In Hospital

Address t No.12/1, MV Appa Complex, Horamavu Road, Horamavu

Bengalur-560043

The undersigned performers certify that the operational qualification protocol has been successfully

completed for the instrument stated above,

- -.-'__-;_:_‘
JZREALTEN
I3 N\
. . e/ Vo)
Signature : . Jlug )
AL ) )l
< )
Name : Ashwath H P W\ \
N — y ’:,"‘" i
: : g S
Designation : RSM e
Company » Avecon Healtheare Private Limited

Quality Manager (client)

Signature

Name : Mrs. Jeena
Designation : Lab In-charge
Company : Trust-In Hospilal
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AVECON HEALTHCARE PRIVATE LIMITED

CTINSTALLA TTON QUALIFICATION(IQ) FOR ELEC [ROLYTE

| B ANALYZER

I'lectrolyte Analyzer Maodel No:

For
MaxL.YTE

Electrolyte Analyzer

Plepared by:

AVECON HEALTHCARE PRIVATE LIMITED

Plot No. 338, Sector-2, Industrial Growth Centre Saha, Ambala,

Haryana (India)- 133104

MaxLYTE

INSTALLATION QUALIFICATION
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A\ Lj;g i AVECON HEALTHCARE PRIVATE LIMITED
b S s INSTALLATION QUALIFICATION(IQ) FOR ELECTROLYTE aei |
ANALYZER
Instrument Name: l Electrolyte Analyzer Model No: MaxLYTE
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\ ::,\g I AVECON HEALTHCARE PRIVATE LIMITED
e e INSTALLATION QUALIFICATION(1Q) FOR ELECTROLYTE |
ANALYZER
Instrument Name: I Electrolyte Analyzer Maodel No: MaxLYTE

1.0 Objective
The aim of this 1Q is to certify that the installation qualification of electrolyte analyzer according

to the requirement.

2.0 Scope:
This Installation Qualification is intended (o cover the requirements to be mel by the system
during the installation of electrolyte analyzers.

3.0 Responsibilities

3.1 M/s.Avecon Healthcare Private Limited.
e To prepare& review the Installation Qualification protocol.

o To perform Installation checks as per protocol. ‘
o To execute 1Q Documentation, |
e Tocomplyacceptance criteria,

3.2 CLIENT COMPANY (Trust- In Hospital)
e Toprovide site clearance, support and required Urilities for 1Q execution.
» To participate in the execution of the Installation Qualification.
s Toreview the IQ documentation.

4.0 Safety Precautions
4,1 Protect from direct sunlight.
5.0 Instructions
5.1 These Instructions for Use contain vital warning and safety information.

5.2 This instrament is intended to be used only for the specialized purpose described in the
instructions.

5.3 The instrument may be operated only by persons whose qualifications enable them to comply
with the salety measures that are necessary during operation of the instrument.

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

5.5 The quality control requirements must be completed at least once daily for safety reasons.

Page 3 of S
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AVECON HE'ALHI(‘ARL I’I(IVA I'E LIMITED

INS'I'AL[.A'I'I()N QUAL[]~ [CAT l()N([Q) TOR I;LI-.(.TROLY'[‘[Z
o ANf}i j’_ ZER
Model No:

Instrument Name: | Electrolyle Analyzer MaxLYTE

6.0 Installation requirements for the instrument:

j _ Verified by |
Sr. No. Requirements Acceptable range Observation (g"ip;n & Date)
] [nput voltage 220+10vac .
bt e _:_.9?533___,_#_ aﬂ /?:?:/:_‘@ﬂ‘r
2 Line [tequency 50/60 hz 1 % /')Q, ﬂ :l o 4_ &,; |‘
3 Ambient temperature 1830 °C \ &5
44/04}2/:&4
| | ‘
7.0 Installation Cheeks: i
; Verified by ||
Sr. No. Item description Observation (Sic(;: é: (th{ ] '
I Soflware version V/’ . 0 . 6 WM
2 Reagent pack g Ty /k 3 0% @
3 T s e ~OT o /
: Bé&’c@}_@_&. i
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N { | AVECON HEALTHCARE PRIVATE LIMITED

Lt PR ; - -

* INSTALLATION QUALIFICATION(IQ) FOR ELECTROLYTE |
e e R s e e ANA L YZER S o e
Instrument Name: Llectrolyte Analyzer | Maodel No: MaxLYTE |

8.0 Certification of Installation

Instrument name : MaxLYTE }
Serial number (EL23110007

Customer name ¢ Trust-In Hospital ‘
Address - 12/1, MV Appa Complex, Horamavu Main Road, Horamav

Bengaluru-560043

The undersigned performers certify that the installation qualilication pratocol has been successfully :

completed [or the mstrament stated ahove.

Site Engineer

Signature : &7 W

Name  Ashwath H P
Designation : RSM
Company : Avecon Healthcare Private Limited |

Quality Manager (client)

Signature :M

Name : Mrs. Jeena
Designation : Lab In-charge
Company : Trust-In Hospital
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PERFORMANCE QUALIFICATION

MaxLYTE

Electrolyte Analyzer

Picpared by:

AVECON HEALTHCARE PRIVATE LIMITED

Plot No. 338, Sector-2, Industrial Growth Centre Saha, Ambala,
Haryana (India)- 133104

J

PR D;\{ [ AVI‘ CON IIEAL'IUCAR[ I’RIV:\I I [ IMI l I D
gty i PERFORMANCE QUALIFICA FTON(PQ) FOR ELECTROLYTE
o DY A A SRR T SR .
Instrument Name: I !cclrolylc Amlym Mndcl No MaxLYTE
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PERFORMANCE QUALIFICATION(PQ) FOR ELECTROLYTE

ANALYZER ___

AVECON HEALTHCARE PRIVATE LIMITED 4'
|
ol

Instrumient Name: Electrolyte Analyzer Model No: | MaxLYTE
Table of Content ‘
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AVECON HEALTHCARE PRIVATE LIMITED |

NN
f___/\ e e e e i e e — - |
PERFORMANCLE QUALINICATION(PQ) FOR ELECTROLYTE

= PR AN ALY R
Electrolyte Analyze) Model No: _J MaxLY'TE

Instrument Name:

1.0 fn—)jc_éﬁx'c

|
The aim of this PQ is to certify that the Peiformance qualification of electrolyte analyzer ‘P
according to the requirement l
|
:

2.0 Scope:
[his Perfonmance Qualification is intended 1o coy et the requitements (o be met by the system

during the Perfonnance of elecirolyte aralyzers

3.0 RESPONSIBILITIES
3.1 M/s.Avecon Healthcare Private Limited.
o Toprepare& review the Per formance Qualification protacol
o Toperform Performance checks as per protecal
e To execute PQ Documentation
o Tocomplyacceptance criteria,

3.2 CLIENT COMPANY (Trust-In Hospital)
To provide site clearance, support and required Utilities lor PQ execution.

9
o Toparlicipate in the execution of the Performance Qualification.
¢  Toreview the PQ documentation,

4.0 Safery Precautions
4.1 Protect from direct sunlight,

5.0 lastructions
5.1 These Instructions for Use contain vital warning and szfety mnformation,

5.2 This instrument is intended to be used only for the specialized purpose described in the
instructions.

5.3 The instrument may be operated only by persons whose qualifications enable them 1o comply
with the safety nicasures (hat are necessary during opetation of the instrument

5.4 |nstrument repairs are to be performed anly by the manufacturer or qualified service persannel.

5.5 The quality control requiremciits must be completed at least once daily for safety reasons,

3l

Ml e o
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Instrument Name:

|
|

AVECON HEALTHCARE PRIVATE LIMITED
TP RIORMANCE OUALITICATION(PQ) FOR FLECTROLYTT

ANALYZLR

*;T“”"‘“ :

i |¢|;.||‘||\‘l \i _71} : I Muotdel No ‘ Muox) YTI

W R — — = = f -~
6.0 Training certificate : 7 |

Customer Trust-In Hospital ‘

Department Laboratory

Sr. No, EL23110007 |

Training date 11-04-2024 ‘
FOLLOWING PERSONS ARI 'i'i%AINE,]y

v/ _OPERATIONS L MAINTENANCE

v TROUBLE SHOOTING ' QC CONTROLS MAINTANCE

Srono | NAME DEPARTMENT DESIGNATION SIGNATURE |
01 Jeena Laboiatory Lab In-charge L 1 p——
B bl o Sl i B l SR

(Site engineer)

For Avecon Healthcare Private Limited.

10y A s
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Instrument Name:

7.0 Perlormance analysis

7.1 Precision with Level-1

AVECON HEALTHCARE PRIVATE LIMITED
PERFORMANCE QUALIFICATION(PQ) TOR FLEC TROLYTE
ANALYZIR _
Motel No: ] MaxLYTE

—— —

Electrolvie Analyzer

The perlonnance of the svstem has been verilied by the follawing process

Three replicates of the control level 1 & level 2 & level 3 have been min and the statistical analysis ol
the data 15 performed. The results shoald be within control range with fullowing precision limis

Resulls Item l
\ Na' K cl iCu |
Times '
T R T O L S PR T |

o 2 S i 117 1Y St 73 Vil
3 S50 11 08 [0 0 R T S| R |
R Y DR S 20; = |2 Ot _; R 1.60 i
Sl o 5 e o D R e . 0P SR DRSSl R |
Y (Men) 111 | 2 s | R T S |
SD 1.58 0.061 1,58 0.079 :

[a% (5300 (R0 2/ 0 4,94 3
7.2 Precision with Level-2 o N, ). s .‘
Results \llc.m \
Na' K' cr iCa '
|
Times ,
|
! 138 ) 99 [.16 |
2 142 Si7AEN S 7 14| |

3 142 Sidl 3 8 e

i 140 Skl e o Gl 6l BEe o

s e R

¥ (Mean) T s & e o s e S

e, e 1.78 (1 ST e LW e N 5

CV% 1.27 260 6| S T 0z oo
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Instrument Name:

— —— — =

l Blectfolyte Analyzer

7.3 Precision with Level-3

ANALYZER

Quality manager (clicnt)

Signature : }%

Name : Mrs. Jeena
Designation : Lab In-chargs
Customer Name : Trust-In Hepsital

Results ltem mrail
\ Na® K Cl iCa
Times ™~
[T L T R EA T P L P T R VO
PEETSCTS . SN S/ WYL R DS b R A S
I | 58 574 0 ]550:70
1 158 5.75 119 0.70
5 156 S Ao Sy 0.72
X (Mean) 157 5.75 |18 0.7
S LI BT ] 0.009 L |__0.008 |
A 0.63 0.17 0.84 1.18
Engineer
; ZAGA R AN
Signature : @ M ,,/J:“" ﬁ‘“.s: \
Name s Ashwath 1 P { 2 ( );}
Q &f
St PR uN\ &Y/
Designation : RSM \\\:\:’_;\__ /
Company : Avecon Healthicare Privaie Limited. e

AVECON HEALTHCARE PRIVATE LIMITED
PERFORMANCE QUALIFICATION(PQ) FOR ELECTROLYTE
Model No: J: MaxLYTE
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