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1.0 PRE

1.1

1"2

Note: After

1.3

TRANSASIA BIOMEDICALS LIMITED
INSTALLATION UALI}-ICATION

.l'1 i:1d :.': \ : tA
j. i .1i1lJt!i!:J Ltr

Tmeffi
InstrumentInstrument N Clinical

DateName Designation

l214l2rrj,o 54rfrsry

By

Designation DateName

tt2 YYd. \ tz[*l*t

Name Designation Date

{ 5*'@sv tzlnlzr

pproval, this document is effective for the

N,D

By

By
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2.0

The objecti
Chemistry

o Each
sheet /

o ll'o

The

oTo

3.0 SCOPE

The scope o

instrument

Der"ices

o

C

o

o

o

o

o

IA BION{EDICALS LIMITED
INSTALLATION UALIFICATION

Instrument Name Clinical Instrument
:, t:\,-&,:^ta t?:

ffieffim-

inspection of EM 200 (Bio-

design and instrument data

the start up of operational

quali{rcation of the subjected

Instruments / Gauges /

Page 3 of32

Qualification"

of this document is to provide an outline for
Analyzer) and to verifu that the follo'.rring

subcomponent complies -with the
specitications & manufacturer' s

that all the safety features are defined
exerclse

meets the cr:rent reg;latory requirements

the Standard operating procedures for

this protocol is to outline procedure for i
thin the following boundaries:

and verification of its Major compoilents /

Classification and Verification of Proeess

and verifioation of Material of Construction

and verification of Supporting Utiiities

of Standard Operating Procedures

and Verification of Documents

OBJECTIVE

identify

Identifieation

Identification

Identification

1



TRANSASIA BIO1VIEDICALS LTMITED
INSTALLATION ATIFICATION

Instrument Name Clinical Instrument
I 

" 
?:a; 

"^',, 
: ;,1

1r | .i.i {:il:!,-', ilu

ii
rym&ttsffi&'
tHl{m}#*ff{

TEAM

Department Signaturel{ame

RnrJ haad'ron 8ru t rs+ (JsrnrJ+YY

4.0
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5"0 INS

The Clinical
eccess"

il

TRANSASIA BIOMEDICALS LIMITED
INSTALLATION UALIFICATION

$ir:"L4tduai:Ltd.

i;,

YH#$#H
Instrument Name Clinical Instrument

Analyzer is aii open, fuIl automated,

DESCRIPTION

analyzer"

System Type Open, Automated, Discrete,
y2

Access, Patient Prioritized,

Analysis Speed 200 Bioehemistry test-s per hour
time of 18 seconds

tests per hour (with ISE) for a

Display resolution t024x768

Analyzer 8i0 (w) x 800 (D) x 600 (H) mm

Number of tests on Maxirnum: 50

Assay Modes 1-point, 2-point,Rate-A and Rate ISE optional

Calibration Linear (two point and multi
mul

Factorized and Non-linear

Sample (Tubes / ') Primary tubes of 5" 7 or 1Omt & oups

Photometric Optics Mono and Bi-chromatic using 8 waveiengths

Range 0:2"5

patient prioritized, i-andom

Auxiliary Data 10,000 results

Interface RS-232 C port for Bi-directional

Stat Sampling Total 30 positions

Teehnical Specifications :

Pago 5 af32
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il

lt

Purpose:
The purpose of
Tri-glycerides,

The vrorking unit

Operating l-Init:
The operating unit
handling system
sampic probe.

Photometric
The photometric
and a halogen

Operating
The operating
mouse"

CPU iCentra!
CPU consists of
256 h,{B memory
Windoins XP.

Besides the above

TRANSASIA BIOMEDICALS f,IMITED
INSTALLATION UALIFICATION

Instrument
l),. i;...l,"":" I t^
Tft&r{$ffffi

Instrument Name Clinical

instrument is to analyze the bio-ehemical
, etc"

the analyzer comprises the following:
unit with an inteiligent photometer
botics combined with an operating console and a

of the analyzer.inoludes the sample and
of a sample tray, sanrple arm, sample

consists of 45 hard glass cuvettes, multi

consists of a touch screen (optional) color

sing Unit):
um - IY 1.7 GHz processor (or Higlrer) with

application software can be installed on

mentioned, this analyzer has got the unique

such as Sugar, Cholestrol,

processing unit (CPU)

handling systems. The sample
arrd a wash station for the

diffracting photometer

monitor, a key board and a

48 x CD Drive, and minimum
with operating systerns of

ftware and Hardware features"

Page 6 of32



6.0 IDENTIF"I

Details of
section 08.0"

TRANSASIA BION{EDICAIS T,INIITED
INSTALLATION UALIFICATION

Instrument Name Clinical Instrument *r*"$it*imi: i"td.

€r

Tm&ffiffi[e

OF MAJOR COMPONENTS / ACCES

major component identified in this section, is

Present
Name of / Accessories

Yes / No

by
Signature

Observations

Sample Tray Disk

Sample
v

Sample Prob

Y
Wash for Sample Probe

Reagent / Disk

Reagent B

Reagent

1

Stirrer
1

Permanent Cuvette 3
9 Stage System r/J
Light Source L./r

J
Sample \AJ
Software of 200 a

.a
cb/

I

I

I

I

I

I

1

/

I

in a data sheet un<ier the

ORIES

Fage 7 af 3'2
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7.4 INSTALLA

TRANSASIA BIOMEDICAT,S I,IN{ITED
INSTAT,LATION UALIF'ICATION

Instrument Name Instrument i'"- lll,i tiii5 r,lLr

B

YHffi$*$M

Clinical

CHECK/ REVIEW

S. No. Yes / Yerified by

1I that the "as buiit' drawings are
and represent the design concept

2"

are

that rnajor eomponents / aceessories
anciiored an<i shock

J that there is no observable physical

4. that there is sufficient room of

5. V,

the

that all utilities and electrical
have been done aceording to

6 \tr/, access to ground mounted
provided"

7 electric connections are tight,
and earthed.

I i.ientif, cation nameplate visible"

9 instaiiecl on foundation and seoure in
as per raanufacturer's

10" V the"t the instruments installed and
properly on the floor.

11. V that the Material of Construction is
and the

Y

v

V

J
3

l
l
1

3

:

3

I

I

I

t

I

I

I

State[nent

I

Page 8 of32



8.0 INSPECTI

Instructions

l. For

ttNotn

2" When
individual

3" When a

4. In the
according

TRANSASIA BIOMEDICALS LIMITED
INSTALLATION UALIFICATION

Instrument Name Clinical Instrument ';:'-:l;.lli[,i.ir ; li"

{l

Tffi*r*ffiffi

CHECK / REVIEW

completing the check / review

data sheet, record the required information
o'Yes" for acceptance, noNo" for non-compliance

must be explained I justified.

than one component of same

sheets should be filled for each component.

of acceptable options is presented, tick ( v ) the

of Verification" colurnn indicate that
tcl manufacturer's specifieations, such as by
Manual, etc.

pen" Wherever required
66NA" for not applicable.

exists in the same equiprnent,

that is actually present.

is installed and inspected
/ Physical, SOP, Test

Page 9 of32



Instrurnent/

Date :

TRANSASIA BIOMEDICATS I,IMITED
INSTALLATION ALIFICATION

Instrument Name Clinical Instrument *i*'}fit*nahLld

Tffiffi$trffi

Name: Sample Tray I Disk

Description Actual
of Verified by

Specified

'ul
/ samples
No" of cups 30 positions 3o
Standards / 30 positions q

V
''!r'ert

Blank Can be put on any
position

,{i

"L1 V r'fr'eaL

(Optional)
ISE pcsi Can be

programmed on any N, I V r'P,Ud

Controls Can be programmed
on afly positions T: V r'Pr'ec,t'

rq)
'l

Page 10 of32



Instrument/

Date:

"TRANSASIA BIONIEDICALS LIMITED
INSTALLATION UALIFICATION

Instrument Name Clinical Instrument
il,n 1.1,,,-1,.... ;,,IirU'ili;"l r-,1,: iLJ

ii

THffiffiffi

mponent Name: Sample Syringe

Description Specified Actual
of Veritied by

Dispensing 2 *74 y,L
2 -l olrL p

Instailed
e

side

Behind the
instrument on the

Behr

,^f

tht

a

hd
rnco+

eQuantity 01 No" No

Increase in
C

JIny R

-

l-0,,

0.2,p"L
0'2r,,t-volume

Page ll of32



Instrument/

Date:

TRANSASIA BIOMEDICALS LINIIT'ED
INSTALLATION UALIFICATION

Instrument Name Clinical Instrument l:" ;,iii r;; ' 1'

i"i

TM&Hffiffi

Name: Sample Probe

Description Specified Actual F'{ethod Verification
Verified by

Aspiration ume 2 -74 pL
2- lo uL e

I\40C Teflon coated
L

01 No. 0t No.Quantity

Increase in
AS

0.21tL
O .9- YtL (-

I?rg ( cho

Jlntl
e

Page 12of32



Instrumentl

Date:

TRAI{SASIA BIONIEDICALS LIMITED
INSTALLATION UATIFICATIOI{

Instrument Name Clinical Instrument fii*.ld**reail Lid,

n

?miuf&fE&
trlffiE*ruu1

cmponent Name: Wash Station for Sample

Description SpeeifieC Actual Method of erification Verified by

No. of 01 No 0r No (_

Type of i) Drain

l'l h

i)Dmtn
Dn -h-

g Rc

Page 13 oi32



Instrument/

Date:

TRANSASIA BIOMEDICATS LIMITED
INSTALLATION UALIFICATION

Instrument Name Clinical Instrument r. t i,ri ll ii.i .ll

?
*&EB**E*!t"
IH&ffi}J{}l'{

lomponent Name: Reagent Tray / Disk

Yerified by
Description Specified Actual

^fUI

Clool reagent 50 positions v
Outer Rings 25 positions

V
Inner Rings 25 positions

Y
Adaptors of 50 positions

Y
Maintenance
T

8-t2"C +2"C
Y

Rotation of Counter-Clockwise
Y

Time for
ofone

Every 18 seccnds
Y

I

I

I

I

Page 14of32



InstrumenU

Date

TRANSASIA BIOMEDICATS LIMITED
INSTALLATION UALIFICATION

Clinical Instrument
rl:. Li.".J. ,r" ! 1.1

's*&gttAt&tt,

THflff}ruffi

Instrument Name

Verified by
Description Specified Actual

vMinimum 20 mL

Maximurn 50 mL
v

) 25 Nos'
v

Quantity

Quantity 25 Nos'

T]?e Screw Capped

Outer ring po 20 mL bottles &
5ml

Inner ring po 20mL&50mt
bottles & 5ml

I\4OC Plastic

Adaptor 50 Nos'

Adaptor 5mt

I

t

I

(

I

I

Reagents
of Barcode labels on

the reagent
containers

D

Meth
Yerit

od of
ieation

v
v
Y

Y

Y

v

1/

v

f

1

l_

Page 15 of32



INSTALLATION QUALIFICATION
Instrument Name Clinical Chemistry Analyzer Instrument ID 8i*-il{cdrrah Ltd.

TnETffI*

Instrument/ Component Name: Reagent Probe

Date

Description SpecifieC Actual Method of Verification
Verified by
Signature

Rl: 50 - 300
pL

R,: ,b-o-,}r
Jrl

DneAspiration/Dispensing
Vcrlume

R2: 0 or10 -
300 pL

Qel 0or tD
.too uL

porie

MOC Teflon coated refiun oqtd
Don e'

Quantity 02 Nos'. 02 x{os Dne
Increase in
aspiration/dispensing
volume

I trl- lrL
Dole

ffig R chq*l

,l.h,
n

Page 16 af32
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Instrument/

Date:

TRANSASIA BIOMEDICAI,S LIN{ITED
UALIFICATIONINSTALLATION

fii*.il4**i*air tl*

i..

IHffi$ffiffi
InstrumentCtinicalInstrument Name

t Name: Reagent Syririge

of Verilied by
ActualSpecifiedDescription

(_Fooll t500 pL

L
*6fprnen
the barr

the side

AJ the back of
the instrument on

Installed

NC0t No01 NoQuantity

tu
nLq Rch

I HLIpLIncrease in

)

ilIethod
Verifice

DMaximum capacity

f\v

qnd

T, Dnr

Page 17 of -72



TRANSASIA BIOMEDICALS LIMITED *

TM&HItrIA
fii*"ldtdnahLld.

INSTALTATION QUALIFICATION
Instrument Name Clinical Chemistry Analyzer Instrument ID

Instrumentl Componen t Narne: Stirrer

Date

Description Specified Actual l\Iethod of Yerification
Verified by
Signature

Type Single Stirrer
Y @

No. of paddles 01 No
X

Page 18 of32



TRANSASIA BIOMEDICALS LIMITED
INSTALLATION QUALIFICATION

Instrument Name Clinical Chemistry Analvzer Instrument ID $rr.},{edicail itd.

IHefiffim

InstrumenU Cornponent Name: Permanent Reaction Cuvette

Taglldentification No. :

Date :

Description Specified Actuai Method of Verification Verified by
Signature

Quantity 45 Nos'

v
a

Cb+
1

MOC Hard Glass

V
Capacity 77C 1tL v

Page 19 af32



Instrumentl

Date

TRANSASIA BIOMEDICALS LINIITED
INSTALLATION ALIFICATION

Instrument Name Instrument ir.lii,tl,'i'iiiriti'ili!ut.4:J Ltd,

i;.

Tft*H$trffi

Name: 7 Stege Laundi"y System

Description Specified Aetual
Verified by

Nozzle - 1 v
NazzTe -2 v
Nozzle - 3

I
Nozzle - 4 r
Nozzle - 5

I

Nozzle - 6

Nozzles

Nor.zle - 7

I

f

t

Clinical Chemistry Analyzer

Method of
Verification

Page 20 of32



Instrument/

Date

TRANSASIA BIOMEDICALS LIMITED
INSTALLATION UALIFICATION

Instrument Name Instrument *r*4;ltdn*i:Lld.

THA*ffiM

erification
Verified by

Description Specified Actual Method of

Watts 12W

Volts t2Y I

I\4OC Halogen I

Quantity 01 No

(

t

t Name: tight Source

Page 21 af32

Clinical Chemistry Analyzer

v ry},



TRANSASIA BIOMEDICALS LIMITED ,i

TH#$trIA
fii*.il{r*i*ah Ltd

INSTALLATION QUALIFICATION
Instrument Name Clinical Chemistrv Analyzer Instrument ID

Instrument/ omponent Name: Sample Cups

Date :

Description Specified Actuai Method of Verification
Verified by
Signature

Quantity 500 Nos' v 6
IMOC Plastic

1

Capacity 2mL
(

Page 22of32



TRANSASIA BIOMEDICALS LIMITED
INSTALLATION QUALIFICATION

8rr:.illtdi*ab Ltd,

i

TNAHffiM
Instrument Name Clinical Chemistry Analyzer Instrument ID

Instrument/ C,omponent Name: Softrn are of EM 360

Date

Description Specified Actual Method of Verification
Verified by
Signature

Version

CD number

Product EivI- 200 x
Make Erba Transasia v

I

(

Page 23 af32
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TRANSASIA BTOMEDICALS LIMITED
INSTALLATION QUALIFICATION

Instrument Name Clinical Chemistr-v Analyzer Instrument ID fiir"fuI*drmls Lld,

TNffiIffffi

9.0 IDENTIFICATION AND VERIFICATION OF MAT'ERIAL OII CONSTRUCTION

Identify and list down all ec,mponents of the oquipment for its material of constn-tction.

Method of Test may be Molybdenum Test, Test Certfficate, Manual, etc.

Component (s)
Material of
Construction Actual Method of Verification Verified by

Sign & Date
Sample Probe Teflon coated v

I

I

1

I

/

Reagent Probe Teflon coated
/

Pennarient
Reaction Cuvette

Hard Glass I

Light Sour{e Halogen I

Reagent Bottle Plastic t
I

Sample Cups Plastic

Page 24 af32
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TRANSASIA BIOMEDICALS LIMITED
INSTALLATION UALIFiCATION

Instrument Name Clinical Chemistry Analyzer Instrument ID *:rl,{edical: il*

*

IHA}IfMH

rO.O IDENTIFI TION AND VERIFICATION OF SUPPORTING UTILITIES

List the supporting utilities and record whether or iiot they are properly connected and
identified"

Utilities 0bservation / Result
Verified by
Sien & Date

Power v
Distiiled Water I

Wash Solution /

UPS

Page 25 of32
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TRANSASIA BIOMEDICALS LIMITED .;

TR*HffiIA
ti*"li{*duair Ltd.

INSTALLATION QUALIFICATION
Instrument Name Clinical Chemistry Analyzer Instrument ID

11.0 IDENTIFICATION OF STANDARD OPERATII.{G PROCEDURE

SOP No. Title

Operation Operation of Bio-Chemistry Random Analyzer

Calibration Calibration of Parameters

Controls Checking oi Controls for Parameters

Maintenance Maintenance / Checking of Distilled water, Waste, Wash solution, Cuvette
rinse, Sample probe wash and Water save

Cleaning Cleaning of Instrument surface

Page 26 of32



TRANSASIA BIOMEDICALS LIMITED :i

IftAHffiN
$rrLldrrais ttd

ALLATION CATION
Instrument Name Clinical Chemistry Analyzer Instrument ID

12.0 IDENTIFICATION AND VERIFICATION OF DOCUMENTS

Lz"I DRAWINGS

Title Drawing No.
Verified by
Sign & Date

As-built Drawing

Page 27 of32



INSTALLATION QUALTFICATION
Instrument Name Clinical Chemistry Analyzer Instrument ID firr"llsdhalr Ltd,

i

TftffiftrIA

I2"2 GENERAL DOCUMENTS

Title Document No.
Verified by
Sign & Date

General

Warranty Certificate

,

(

@
I

IInvoice I

Test Certificates

Material of Construction I

Electrical Motor

Page 28 of32
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13.G DEFICIEN

Reviewed by:

TRANSASIA BIOMEDICALS LIMITED I

INSTALLATION UATIFICATION
Instrument Name Clinical Instrument ID

6, ii l. i i r !

ili*-1,{*fitIa!1 ,lfi

t,

Yffi&ruMffi

N Signature Date

E\
^{

Y) r{h ,-t

/ DEVIATIONS:

Page 29 of32
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14.0 S

Reviewed by:

Instrument Name

N

Rllr

TRANSASIA BIONIEDICATS LIN{ITED i;l

Tffi**ffiffiINSTALLATION UAT,IFICATION
Instrument ID

AND EVALUATION:

Signature Date

I r-) rzlU Irtl

Page 30 of32

Clinical Chemistrv Analvzer

(p



l

15.0 ABBRE

Instrumerrt Name

SOP

MOC

IQ

TRANSASIA BIOMEDICATS LIMITED ,il

Yffi&HffiffiINSTALLATION UALIFICATION
Clinical Instrument ID *i*"tul*di*ah ttd.

ONS

Standard Operating FroceCure

Ilaterial of Construction

Installation Qualifieation

Page 31 of32



16"0 POST

16.7

16"2

Note:

TRANSASIA BIONIEDICALS LIMITED
INSTALLATION UALIFICATION

Instrument Name lnstrurnent ID Iir'iliXUiLdi] i-lt;

I'

THffiffiffi

Nr Designation Signature Date

lrtg Chnnalrtn Br'uchtrn,.tf tl-l4lzt

N Designation Date

rn!) R hqrdza tzl4lzt

by

pproved by

report is effective from the date of approval"

Page 32 of32

Clinical Chemistrv Analyzer

d,^^d, Man", aoil 1&,
{I e

Signature

Br't) c hCry,.'st
/fl,^n {o'h Mn",rat,9N #-
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Transasia Bio-Medicals Ltd., C2, ll Floor,

Telr +91 484 4020511 Faxi +91 484 211

Towers, Jawahar Road, Vyttila, Kochi-682019" Kerala

Email : sz3@transasia.co.in CIN : U33'110MH1985P1C036198

^qw%
UNMATCHED SERVICE

slNcE 1979.,.

13/4/21

CALIBRATION CERTIFICATE

THIS IS TO CERTIFY THAT THE FULLY AUTOMATED BIO CHEMISTRY

HAVING SR.NO.2002360 INSTALLED AT CPC LAB; CALICUT lS CALIBERATED ON

EXT CALIBRATION DATE WILL BE ON 1,314122.

ALIBRATOR

CALS LTD

ANALYSER EM 2OO ]

L3/412L AND THE N

CALIBRATOR:MULTIC

EXPI RY:15/6121

TRANSASIA BIO MEDI

SR.ASM

CALICUT

Oo

.^"t,.
t*i-J:!.1

H0 : Transasii

qEnbd
Bio - lVledicals Ltd., Transasia House, B Chandivali Studio Road, Andheri (E) tr4umbai - 4AAA72,



BIOMEDICAI,,S LIMITED
TION CHECKLISTONAL

Instrument ID *r*"fuIr*i*ah lt*
Instrument

test shall be recordeci:

of the subjected instrument
to the instrument and

indication / monitoring
instrument are working as

system, negative feed back
of the operation cycie are

logging, process controi,
personnel are working as

of the subjected
avoid any damage to the

Page 1 of8

the foliowing checks shall be done and

the standard sequence tc be followed, dunng
to propose for correct operation and to avoid any

that different functions (such as switching
system, etc.) for corect operation of the

Check

the interlocks and alai:ns (such as status

sound alarrrrs, etc.) for correct control and

that the safety / security functions (such as

password check, etc") to protect the instrument

the standard sequence to be followed, during
mode, to propose for correet operation and

To check and
in Auto / lvianual
personnel"

To check and

Interlocks and

To check and
system, control

Safeff / Security

To cheek and
personnel safety
expected.

To cheok and
instmment tn
instrument and

As parl of

Instrument

Functional

Instrument

working as

recording
expected.



BIOMEDICALS LIMITED
o TIONAT ALIFICATION CIIECI(LIST

Instrument Instrument ID *i*-L{r*h*k ttt

s Manual for the procedures, for the following activi

ART-UP:

Action Observation Verified by
(Sign & Date)

Remarks

Ensure that all the
required electrical
connections are

Ensure the proper
filling of double
distilled /
water and
solution in the

ualrs

of XL Wash"
Ensure the

of Biohazard W
Ensure the

\r/of Normal Waste.
Ensure the

Switch ON the
switch of the

Switch ON the
computer and

software.
analyzer

v/

Initialization

l.O INSTR

Refer the

UMENT

connected.

\/"

Switch oN the rear
switch of the analyzer

Page 2 of8



BIOMEDICAI,S LIMITED
UALIFICATION CHECKLISTONAL ' " 1 r, ..: ^._.^ i r-

Instrument N Instrument ID

s Manual for the procedures, for the following

RemarksActivity Observation Verified by
(Sign & Date)

oF-
Cuvette Rinse dY

2"0 FUNCTIONAL

2.1 Maintenance:

Refer the

Photometer

Page 3 of8



I BIOMEDICALS I,IMITED
o UALIFICATION CHECKLISTONAL

tlU lii!Urnrii! L(U.Instrument N Instrument ID

s L{anual for the procedures, for the following activi

RemarksAction 0bservation Verified by
(Sign & Date)

2

Reagent Level Scan,
Dead Volume Check 0\-

2"2 Loading of

Refer the

Page 4 of8



BIOMEDICALS LIMITED
o TIONAL QUALIFICATION CHECKLIST

Instrument Name Instrument ID 3;*"Lit*rrals ttti.

Action Observation

s Manual for the procedures, fr:r the follc."a'ing

Verified by
(Sign & Date)

Remarks

Blank (Distilled

Standard (Multical) o+-

2.3 Calibration:

R.efer the Operator

Clinical Chemistry Analyzer

TRAtr$ffiA

o \c- w-
@

Page 5 of8



IA BIOMEDICALS LIMITED
o TIONAL UALIFICATION CHECKLIST

Instrument Name Instrument ID

3"O INTERLOCKS ALARMS CHECK:

Refer the s Manual for the proceCures, for the following

Action Observation Verified by
(Sign & Date)

Less volume of
Distilled Water ok-

Less volume of Wash
Solution CI t(

More voiume of Bio-
Hazarci waste

o K

More volume of
Ilorrnai i General aE

$i*"L{c*i*lsttd

Remarks

Page 6 of8

Tffiffi$ffiA

Clinical Chemistry Analyzer

w
@
M-
w-



BIOMEDICALS LIMITED
TIONAL UAI,IFICATION CHECKLIST

Br*"*,4r*ii*ln Lt*,Instrument IDInstrument Name

s N4anual for the procedures, for the following

CHECKS:

R.emarksObservation Verified by
(Sign & Date)

() \<-Password Check for
Test Parameters

Password Check
Mode

OE

4.0 SAFETY I

Refer the

Fage 7 of8

,q.ction



BIOMEDICALS LIMITED
UALIFICATION CHECKLISTONAL

Instrument Name Instrument ID 8it"ir{edirukttd

Action Observation Verified by
(Sign & Date)

Remarks

Sampie Probe Wash o

Water Save o t<-

Switch OFF the
computer.

O

6\c-

Switch OFF the rear
switch of the analyzer oF-

5.O INSTRUMENT DOWN:

R.efer the s Manual for the procedures, for the follor',,ing

Page 8 of8

Clinical Chemistry Analvzer

IfiAffiffiE

w
W
M-

Switch OFF the side
switch of the analyzcr. W

L-_



TRANSASIA BIOMEDICALS LIMITED
PERFORMANCE ALIFICATION

l.:lrt-iiidlrxl{ i f{l

,ii

TftEffiffiA
Instrument IDInstrument N Clinical

TABLE OF CONTENTS
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2.0 OBJECTIVE

The o of this protocol is to establish documented for the Performance
of EIvI 20C (Bio-Chemistry Random Analyzer) to ensure that the results

obtained are the pre-determined Acceptance Criteria.

3.0 SCOPE

The Seope this protocol is applicable to EM 200 Random Analyzer)"

4.0 PRE-P.EQUISITES:

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

Completion

Corrpletion

of Installaticn Qualification prior to PQ.

of Operational Qualification prior to PQ

5.0 TEAM

Name Department Signature
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The tests shall be foltowed, during the Perfonnance
Chemistry Analyzer)
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7.0 N OF TEST PLAN

Reviewed by:
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iO"O ABBREVIA

SOP Standard Operating Procedure

MOC Matorial of Construction

PQ Performance Qualifi caticin
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lT,C POST APPROVAL

11.1 Checked by

11.2 Approved by

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

Name Designation Signature Date
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Name Designation Signature Date
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