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" TRANSASIA BIOMEDICALS LIMITED , TRAN‘MIA (

INSTALLATION QUALIFICATION
Instru me ‘ Clinical Chemistry Analyzer j Instrument ID LZpQ%S_@J

1.0 PRE APPROVAL

1.1 Prepared By

Nalﬂe o 'l)'esigm\tinn Signature 7 l)atiei o \

| N P \ON 19032021
Mr. Jitesh Gandhi Service Manager -

1 1 S - )

1.2 Checked By

Name Designation Signature B Date

- 19/03/2021

Dr. Gayatri Desai Lab Incharge KBM
19/03/2021
Mr. Rajendra Kachhia Lab Tech V\-\:;-— ’

|
I

1.3 Approved By

Name Designation Signature l Date

\ 19/03/2021 ‘;

Dr. Gayatri Desai Lab Incharge &ﬁ.&pv{ i
|

A -

Note: After the Pre-Approval, this document is effective for the execution.
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Instrument Name | Clinical Chemistry Analyzer

2.0

TRANSASIA

TRANSASIA BIOMEDICALS LIMITED o

INSTALLATION QUALIFICATION
7 rlnstirumcr_lt ID

OBJECTIVE

an outline for the inspection of EM 200 (Bio-

nt is to provide
ollowing boundaries:

The objective of this docume
and to verify that the |

Chemistry Random Analyzer)

Each Installed subcomponent complies with the engineering design and instrument data

sheet / design specifications & manufacturer’s recommendations.

To ensure that all the safety features arc defined before the start up of operational

qualification exercise.

The system meets the current regulatory requirements.

o To identify the Standard operating procedures for Operational Qualification.

SCOPE

protocol is to outline procedure for [nstallation qualification of the subjected

The scope of this
he following boundaries:

instrument within t

o Identification and verification of its Major components / Accessories

[dentification, Classification and Verification of Process Control Instruments / Gauges /

Devices

Identification and verification of Material of Construction

Identification and verification of Supporting Utilities

Identification of Standard Operating Procedures

Identification and Verification of Documents




Instru

4.0

TRANSASIA BIOMEDICALS LIMITED

INSTALLATION QUALIFICATION

me | Clinical Chemistry Analyzer | Instrument ID | 2002286 |

EXECUTION TEAM

Name

Dr. Gayatri Desai

Department

Laboratory

Mr. Rajendra Kachhia

Laboratory

Designation

lLab Incharge

Lab Tech.

TRAUA
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INSTALLATION QU4 Al ll"l( ATI()N

iLlnstrument Name | Clinical Chemistry Analyzer

TRANA (
' Instr -ument lﬁ_—[m

5.0 INSTRUMENT DESCRIPTION

The Clinical Chemistry

access, computerized analyzer.

Technical Specifications:

\ System Type

Allal\ sis Speed

f Display resolution
|

Analyzer is a close. fully automated. discrete. patient prioritized. random

Close. Automated, Discrete, Random Access, Patient Prioritized.
1/2 Reageants

1200 Biochemistry tests per hour 400 tests per hour (with ISE) for a

cycle time of 18 seconds

11024 X 768

" Analyzer Dimensions

810 (W) x 800 (D) x 600 (H) mm

' Number of tests on board

Maximum: 50

1’ Assay Modes

1-point, 2-point,Rate-A and Rate -B, ISE (Tpt'iénialm_

"Calibration Linear (two point and multi point), Factorized and Non-lincar
multipoint
Sample (Tubes / Cups) Primary tubes of 5, 7 or 10mL & sample cups
Photometric Optics Mono and Bi-chromatic measurement using 8 wavelengths
' Absorbance Range 0-2.5 S
Auxiliary Data 10,000 results

Interface

RS-232 C port for Bi-directional Communication

Stat Sampling

Total 30 positions

Page 5 of32




TRANSASIA BIOMEDICALS LIMITED

INSTALLATION QUALIFICATION TRAN’AIIA
Instrument Name | Clinical Chemistry Analyzer ] Instrument 1D J20022§6 |

Purpose:
The purpose of this instrument is to analyze the bio-chemical parameters, such as Sugar, Cholestrol.
Tri-glycerides, Proteins, etc.

The working unit of the analyzer comprises the following:
> Basic operating unit with an intelligent photometer
»  Sophisticated robotics combined with an operating console and a central processing unit (CPU).

Operating Unit:
The operating unit of the analyzer includes the sample and reagent handling systems. The sample
handling system consists of a sample tray, sample arm, sample syringe and a wash station for the

sample probe.

Photometric System:
The photometric system consists of 45 hard glass cuvettes, multi wavelength diffracting photometer

and a halogen lamp.

Operating Console:
The operating console consists of a touch screen (optional) color TFT monitor, a key board and a

mouse.

CPU (Central Processing Unit):
CPU consists of Pentium — IV 1.7 GHz processor (or Higher) with a 48 x CD Drive. and minimum

256 MB memory. The application software can be installed on computers with operating systems of
Windows XP.

Besides the above mentioned, this analyzer has got the unique Software and Hardware features.

Page 6 0f32
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INSTALLATION QUALIFICATION =~ TRANSASIA |

ILlnstrument Name 1 Clinical Chemistry Analyzer Instrument 1D | 2002286

% ’ TRANSASIA BIOMEDICALS LIMITED

6.0 IDENTIFICATION OF MAJOR COMPONENTS / ACCESSORIES

Details of each major component identified in this section. is recorded in a data sheet under the

section 08.0.

F,#,_,,, ,

Present ro gk ‘ ‘
' Name of Component / Accessories ‘ Vf”ﬁ‘d B | Observations |
f Yes / No Signature ‘
F————Tr —
" Sample Tray / Disk
; Yes
" Sample Syringe  Yes
- Sample Probe Yes

Yes

- Wash Station for Sample Probe

I ——

Reagent Tray / Disk Yes

' Reagent Bottles Yes

| !\ r
Reagent Probe Yes Yt ,}

Permanent Reaction Cuvette T Yes

9 Stage Laundry System T Yes
W”/’W*
SapeCms | 'e
Wlh . ' Yes g
. , I I S
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TRANSASIA BIOMEDICALS LIMITED
INSTALLATION QUALIFICATION TRANSASIA

Instrument Name ’ Clinical Chemistry Analyzer  Instrument ID | 2002286

7.0 INSTALLATION CHECK / REVIEW

| — y . g
\ VP ) '
Yes / No erified by

'S. No. | Statement Signature
L o g
| 1 TVerif_\' that the “as built” drawings arc
- complete and represent the design coneept “
2. Verify that major components / accessorics |
| - are securely anchored and shock proof. \
3. | Verify that there is no observable physical |
1 . damage.
4. | Verify that there is sufficient room of
servicing provided
5. Verify that all utilities and electrical f > M
j ' connections have been done according to | L7
' the drawings. \j \/

6. | Walking access to ground mounted |
| instrument provided.

| 7 Required electric connections are tight,

| weather proof and earthed.

" 8. “ Instrument identification nameplate visible.

l |

L 9. Units installed on foundation and secure in

place as per manufacturer’s
recommendations.

" 10. | Verify that the instruments installed and
[ leveled properly on the floor.
11. | Verify that the Material of Construction is
proper and meeting the requirements.

Page 8 of 32




TRANSASIA BIOMEDICALS LIMITED

INSTALLATION QUALIFICATION TRANSASIA

|
Instrument Nam_g_J Clinical Chemistry Analyzer  Instrument 1D 72()027256*v - f

8.0

INSPECTION CHECK / REVIEW

Instructions for completing the cheek / review

(US]

1. For each data sheet, record the required information with pen.  Wherever required
record “Yes™ for acceptance. “No™ for non-compliance and “NA™ for not applicable.

“No” replies must be explained / justified.

. When more than one component of same specification/type exists in the same equipment.
individual data sheets should be filled for each component.

. When a list of acceptable options is presented, tick (¥ ) the option that is actually present.

. In the “Method of Verification” column indicate that item is installed and mspected
according to manufacturer’s specifications, such as by Visual / Physical. SOP. Tes
Certificate, Manual, etc.

Page 9 of32
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TRANSASIA BIOMEDICALS LIMITED

INSTALLATION QUALIFICATION
Instrument Name | Clinical Chemistry Analyzer | Instrument | D J 2002286

Instrument/ Component Name: Sample Tray / Disk

Date : 19/03/2021

Description

Specified

"No. of patient cups
/ samples

/30 positions

Can be put on any

Standards / Stat 30 positions
Blank

B position

' Controls

Can be programmed
on any positions

Page

J TRANISIA

\.

Method of
Actual \
o Vcrlﬁcaiti(m’
30 V7 ¢ vred
30 |/
Gewme e
speuied | ! -
\1?&‘7
,fclmP ctf
jp(’yﬂ“ﬂ '
. ,

Verified by
Signature

10 0f 32




ITRANSASIA BIOMEDICALS LIMITED , ‘“‘M‘
INSTALLATION QUALIFICATION ,
instrument Name  Clinical Chemistry Analyzer  Instrument 1D 2002286

Instrument/ C omponent Name: Sample Syringe

Date : 19/0372021

‘g \ Verified by
Description Specified Actual Acthod of e \
| \ Verification _ Signature
hispensing Volume 2 - 70 ul
Dispensing U g - 7o phagicol
Installed Location . Behind the $cume ,); | - a
instrument on the Pa— e ﬂ "
right sade : r ;
Quantity 01 No "
Increase in 02 pl o 9 M

‘h\ppn\my volume




Instrument Name

_ TRANSASIA BIOMEDICALS LIMITED

INSTALLATION QUALIFICATION

TRANSASIA

Clinical Chemistry Analyzer Instrument ID l 2002286

Instrument/ Component Name: Sample Probe

Date : 19/03/2021

: o - | Verified by
Description Specified Actual Method of Verification ‘ \..wlﬁ(d 0
R l&lgllzlturc
irati s |9 _
Aspiration Volume | 2 - 70 ul. %, 38 it piyticad |
|
V"ﬁi ‘7‘7‘- 7:7 Y 7-;* —(14\1(: CcA : ‘ i
MOC - Teflon coated S 4 Mg 3! | /g o
I W i 'S
| Quantity 01 No. P s j
|
' Increase in 0.2 uL 0. 7wt oo /
 aspiration volume -

Page 12 0f32




TRANSASIA BIOMEDICALS LIMITED

INSTALLATION QUALIFICATION

TRANSASIA

Instrument Name | Clinical Chemistry Analyzer | Instrument ID 7_/7]7_2_!)02286

Instrument/ Component Name: Wash Station for Sample Probe

Date : 19/03/2021

Specified

Description Actual Method of Verification
No. of position 01 No 7 —
Type of positions i) Drain | Same e /
)"(’(’J;./ﬁ'”(/ (Ve
L i1) Trough

| Verified by
\ Signature

Page 13 of32




TRANSASIA BIOMEDICALS LIMITED

INSTALLATION QUALIFICATION

 TRANATA

Instrument Name | Clinical Chemistry Analyﬁzgr\ﬁj l_!,‘,‘?_t_':‘_‘ﬂ!f!‘t,,,l,,l,){_,,Ango}g%

Instrument/ Component Name: Reagent Tray / Disk

Date : 19/03/2021

~ Verified by
| Signature

Description | Specified Actual Mc.th"d_(’f
| Verification
Cool reagent disk 50 positions T
00l reaget f p S 5o Us w
Outer Rings | 25 positions e
25 v
Inner Rings 25 positions -
25 17
Adaptors of SmL 50 positions
5 o g
Maintenance of 8-12°C +2°C Sene oy
Temperature ¢pecipe] )1
Rotation of disk Counter-Clockwise | ¢ ome ot /
Spe e
Time for Rotation | Every 18 seconds | ganr o .
of one Cuvette | ¢ peup! |

Page

14 of 32
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TRANSASIA BIOMEDICALS LIMITED
INSTALLATION QUALIFICATION

Instrument Name

ClinicglﬁCj}re_mistry Analyzer

Instrument/ Component Name: Reagent Bottles

Date : 19/03/2021

Specified

| Instrument ID

TRANAA

[ 2002286

‘Method of | Verified by

i
Descripti \ctu: ‘
escription T A Verification Signature 3
Minimum Capacity | 20 mL 70 uf y P ngren ‘ |
| — | / |
Maximum Capacity | 50 mL
a pacit) fo o y
ity (Larg 25 Nos® O
| Quantity (Large) 5 Nos S Vs on)
\ — e =
Quantity (Smaller) | 25 Nos p— i
l
‘[Type Screw Capped Saew Gy y
Outer ring position | 20 mL bottles & | _gcxme al N ( \ ‘
3 Sml adaptors speofred | , \s \)f\
# Inner ring position | 20mL & S0mL | o . 0 L*/
' bottles & Sml exjsed i | \
adaptors fpeyfe
MOC Plastic Pl bt y ;
; /"
Adaptor 50 Nos 50 Mots. Je [‘_;/!;.(r!‘/ ,/
— /
Adaptor Capacity S5mL 5 ml Y
Identification of Barcode labelson | geome ey p
Reagents the reagent S peutsedd
containers s

Page 150f32




__TRANSASIA BIOMEDICALS LIMITED

INSTALLATION QUALIFICATION

Instrument Name @cj" Chemistry Analyzer  Instrument ID | 2002286 |

Instrument/ Component Name: Reagent Probe

Date : 19/03/2021

— ,
| Description Specified Actual  Method of Verification
| Aspiration/Dispensing | R1: 50 - 300 |- .. ,, o

| Volume ul 03

\ R2: 0orl0 -

| -1 v

| 300 ul, mEE z

MOC Teflon coated |

'MOC eflon coate Pl

“Quantity 01 Nos’. P .

Increase in 1 uL )
aspiration/dispensing 7 1L

' volume

AN

' Verified by
‘ Signature

)y
!.,f'.'

i

!
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___TRANSASIA BIOMEDICALS LIMITED
INSTALLATION QUALIFICATION
Clinical CI:ennistry_Angn!y;cn:

Instrument Name

TRANIA

Instrument 1D [ 2002286

Instrument/ Component Name: Reagent Syringe

Date : 19/03/2021

B P — Methodof [ Verified by
ipti ‘1i1e Actus . y
@)tlon SR Spumtﬂ,qu,_ ) AS el Verification | Signature
' Maximum capacity | 500 ul. o
| Maximum capacity | 5 L Foo mi Plu//u:c’ | |
ﬁﬁs?a]léﬁdcailion At the back of - \ J “
1 the instrument on o) 1" ‘ ) -
. g Cee fa € | | |
the right side Speupe ] TL.M |
— | v IpAtside | E— | ’
anti 01 No. ‘
Quantity 4 , |
Meresse 1oL -~ )
| dispensing volume
| P el I

Page 17 of 32
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TRANSASIA BIOMEDICALS LIMITED
INSTALLATION QUALIFICATION
Instrument Name Clinical Chemistry Analyzer

 TRANSASIA ‘
Instrument ID 120_0_2{8(’**,, o

Instrument/ Component Name: Stirrer

Date : 19/03/2021

Description jMdR_ - “i\ftual Mecthod of Verification :/;l:t:te:r:)j ) 1
Type Single Stirrer e — E J r \
No. of paddles 01 No. e o i j 1\2)’1‘;‘; |
L v U )

Page 18 0f 32




INSTALLATION QUALIFICATION TRAN’MIA

Instrument Name Clinical Chemistry Analyzer | Instrument ID |2002286

Instrument/ Component Name: Permanent Reaction Cuvette

Tag/Identification No.:

Date : 19/03/2021

ST ' Verified by

H)escription T{ Specified Actual Method of Verification L Si(grr:alt(urc)

: = ] ; i o ls

? Quantity | 5 Hos b5 e Vi vt ‘ /

| | — ] O E—

MOC ' Hard Glass } 1 .
:\ ‘ d/{urc/ G lou I ] ;/ ‘Cv%
' Capacity j 770 uL 21U 1 (;74,‘()%/” v |
ﬁ l | i

Page 19 0f32




-— OO
TRANSASIA BIOMEDICALS LIMITED

INSTALLATION QUALIFICATION TRANSAIIA

linical Chemistry Analyzer Instrument ID 2002286 |

Instrument/ Component Name: 7 Stage Laundry System

Date : 19/03/2021

- e 7 - ‘Method of Verified by
Descrlptlon | S[.)fﬂﬁdﬁg B Actual VCI'iﬁL‘ﬂti()n ! Signaturc o J
Y l -1 [ |
Nozzles ﬂ\{ Nozzle 1 ] | |
: 2 1 :
| ' Nozzle - 3 T ' ' \‘
] Jd
le — 4 79
| Nozzle . ) ‘-‘ﬂ
| (Nozzle -5 l ;
\ s
l (Nozzle -6 . )
\ Nozzle - 7 y
| :

Page 20o0f32
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-  TRANSASIA BIOMEDICALS LIMITED

INSTALLATION QUALIFICATION

nstrument Name

Clinical Chemistry Analyzer

{ Instrument ID

2002286

TRANSASIA

Instrument/ Component Name: Light Source

Date : 19/03/2021

i
|

Description \ pecified Actual Method of Verification | Y oriied by J
Signature
12
Watts 2w \ - elyial \
|
| —_—
Volts 12V )
| v ,, .
MOC Halogen &
)‘[5\/@71)/,7 Maunrsz) ‘»g
Quantity 1 01 No .
) o \ 1 NI PW{, 8.7

Page 21 of
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— TRANSASIA BIOMEDICALS LIMITED !
INSTALLATION QUALIFICATION ] TRANSASIA !
2002286 |

[ Instrument Name l Clinical Chemistry Analyzer | Instrument ID

Instrument/ Component Name: Sample Cups

Date : 19/03/2021
| Verified by

,,,,,,, 1 | ' |
} Description ) Specified Actual ;M(-tln()(l of Verification | Signature |
| Quantity o 300 Nos® o0 o | Cosprind / ‘ |
| I 7J — — — — | a \ . ‘
MoC | ) ‘ 4VR
‘!{ MOC | Plastic )/)/,.,7/,/,( V, 1ay /) { %'__ /7
f U S —— : [
| Capacity .i 2mlL 7 [ Prys el !
I I i —

Page 22 of 32
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\

- TRANSASIA B

Instrument Name

Instrument/

Date : 19/03/202]

Mciﬁed Actual
Version e S
Z ol jv'() 7 ﬂ
CD number e S |
Product ey —t
EFM- 790
Make Erba Tl‘ansasia T
T80
— \4\

INSTALLATIO
Clinical Chemist,

N QU

Y Analyzer

IOMEDICALS Limitep
ALIFICATION
_| Instrument ID 12002286 |

Component Name: Software of EM 200

 TRANASA

Method of Verification | gipnature |

Verified by

Page 230132




CIII-\JS'T?LLAT}ON QUALIFICATI()N‘
nical Chemistry Analyzer Instrument ID | 2002286 |

[nstrument Name
| Bas=ty

9.0 IDENTIFICATION AND VERIFICATION OF MATERIAL OF CONSTRUCTION

1tify and list down — . . ;
Identif} all components of the equipment for its material of construction.

Method of Test may be Molybdenum Teys, Test Certificate, Manual, etc.

Material of | , e
ComponerﬂL Construction Actual | Method of Verification | Si;n & Daﬁt):e_f ‘

" Sample Probe mf»};; > ‘
| /pj//l,‘,ﬂn‘/‘

Mac
’—T{&gem Probe Teflon coated | | E—

I 1/
fﬂl’ermanent Hard Glass R /\, |
Reaction Cuvette [ v \ 7 ?/H]
Light Source Halogen o
' I ) |
Reagent Bottle Plastic
” i Mg‘um/ ,
Sample Cups Plastic ’ ( ‘ //‘
! 1
I ———————
Page 24 of 32
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- TRANSASIA BlOMFl)l(Al S LIMITED

INSTALLATION ()l AL IH( A I I()\ 1[
Clinical Chcmmn Analy;

0
al\m Imlrummt ) 200228’

 UTILITIES
NTIFICATION AND VERIFICATION OF SUPPORTING UTILITIF
1D

0.0

' |”‘l
onnected
ke )\:I’I} cor

the supporting utilities and record whether or nof they are prop

List

d.
ldemlfl‘f |
= ' Verified by
: Observation / Result ; Sign & Date
utilities I |
| s :
| power I N ] \ ,
' pistilled Water Yy A
| ; t
[ Wwash Solution jLJ;i___»_ii B J‘
“ |
- ’ il
UPS Juy |

Page 250f32




'I‘RANSASIA BIOM

“ -___ﬁ_ﬁ_" l)l( ALS LIM]TF E— -
—_INSTALLATION QUALIFIC ATION TRANSASIA
(rument Name « linical ( h(ml\tn Analyzer
fn* naly

w lnstrument ID 2002286

0 IDENTIFICATION OF STANDARD OPERATING PROCEDURE
1

SOP No. " Title —_

R
" S _ e L
- Operation of Bio-Chemistry

' ()peraﬁ‘(;n Random Analyzer

" (alibration

|
] ('élihratinn of Parameters

Controls

I'C hecking of Controls for Parameters =1
j Wacte Wach solution. Cuvette | \
solution
{aintenance [ Maintenance / ¢ hecking of Distilled water. Waste. Wash |
M | ninse, Sample probe wash and Water save .
(leaning I C leaning of Instrument surface
ei ,




“er ,J_‘l,l)strume‘pt ID
20 IDENTIFICATION AND VERIFICATION
OF

2002286

DOCUMENTS
121 DRAWINGS

Verified by
_ Sign & Date

Page 27 of 32




.

Purchase Order No,

|
|
e S

, Warranty Certificate

-

' Invoice

U I

| Test Certificates

ﬁ/_!i/

| Material of Construction

_//

| Electrical Motor

[//

| Verified by |
Sign & Date

Page 28 of 32
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TRANSA

strument 1 T 2002286

30 DEFICIENCIES / DRV Aqy 0

- Vo deficiene / AN o hivny MeLvey
de .\A\mm\v.

- Taukdlahor o ¢ Wiresspully

Revieweq by:

ignature
Name Sign

Mr. Rajendra Kachhia

Page 29 0f32
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TRANSAS

SUMMARY AND EVALUATyqy,

Totedlukhor  Jone Sueteupu ! ly.

Reviewed by:

Mr. Rajendra Kachhia
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TRANSASTA B

Standard O_E_.zz._n _._.ceﬁ_:..e

Material of Qo:m:,:c:::

|
| —

1Q | Installation Qualificatiop

_ummﬂ 31 0f 32




__ TRANSASIA BIOMED;

ICALS LiMive o
INSTALLATION QU AT [ MITED

- ALIFICATION ——————————————
Clinical Chemistry >§.Emﬂ!»ﬁ@7 _ -
Hstruts o YU Instrument 1D | 2002286
16-

16.1  Checked by

Designation

e

Signature
I \ N

» |
W M. Jitesh Gandhi Serv ,

ice Manager

16.2 Approved by

_\ Name . F Designation # Signature

?un. Gayatri Desai , Lab Incharge f Xv@ﬁ‘\t

Date

19/03/2021

Date

©19/03/2021

I T

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

Page 3
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____TRANSASIA BIOMEDICALS LIMITED

OPERATIONAL QUALIFICATION CHECKLIST

Name | Clinical Chemistry Analyzer | Instrument 1D | 2002286

io ificati i ;
erational qualification, the following checks shall be done and cach test shall be recorded:

Start-up

d nmﬂ_ma:m% the standard sequence 1o be followed, during start-up of the subjected instrument
nual mode, to propose for correct operation and to avoid any damage to the instrument and

Checks

E.m osmm:.m that different functions (such as switching devices. indication / monitoring
vices, feedback system, etc.) for correct operation of the subjected instrument are working as

ind Alarms Check

d ensure that the interlocks and alarms (such as status indication system. negative feed back
trol loops, sound alarms, etc.) for correct control and monitoring of the operation cycle are
expected.

urity Checks

nd ensure that the safety / security functions (such as program logging. process control.
afety systems, password check, etc.) to protect the instrument and personnel are working as

t Shut-down

and establish the standard sequence to be followed, during shut-down of the subjected
in Auto / Manual mode, to propose for correct operation and to avoid any damage to the

and personnel.

Page 1of8




3 ___TRANSASIA BIOMEDIC AL LIMITED
OPERATIONA]L T D

a:.._:_a_: Name | Clinical ﬁ.re.m:z.i >=n_:2.
nsire—— )

0 _Zm,_.wcz_mz._, START-UP:

Refer the Operator’s Manual for the procedures, for the {

\ction Observation Verified by

(Sign & Date)
_Z_.?, that s:.::, ,
E::dg, clectrical /u "
onnections are
perl) connected.
re the proper
ng of double
led / aa-mo:.mNma fT,
.ater and Cleaning
olution in the
espective cans. |
nsure the availability
f XL Wash.

‘nsure the availability
f Biohazard Waste.

‘nsure the availability
f Normal Waste.

ywitch ON the rear
witch of the analyzer.

witch ON the side
witch of the analyzer. oL

witch ON the |
omputer and start the
nalyzer application
oftware.

T — —
nitialization

S | -

- QUALIFICATION CHECKLIST
Instrument ID 2002286

—

YWing activities

Remarks

5

ﬂ

of §




\
g o_.m_quwz@»m_» BIOMEDICALS LIMITED
IONAL QUALIFICATION CHECKLIST

—— ¢ Name | Clinical Chemi
trument Name | ZT0ICA hemistry Analyzer | Instrument ID | 2002286

FUNCTIONAL CHECKS:

Maintenance:

Refer the Operator’s Manual for the procedures. for the following activities:

tivity Observation , Verified by
=N — | (Sign & Date)
someter functioning |
N ov f ;
.,n:m\mm\:fc: ) v.,.c |
ov / i
Page 3of8




TRANSASIA BIOMEDICALS LIMITED ‘ =~>Ea_> A

OPERATIONAL QUALIFICATION CHECKLIST

2002286

pading of Reagents:

-fer the Operator’s Manual for the procedures, for the following activities:

n ‘ Observation

S S

nt Level Scan. )
Volume Check & ‘ o I «f\lﬂ -
rent Chemistry |

Verified by Remarks
(Sign & Date)

Page 4of8




- TRANSASIA BIOMEDICALS L
o mezkw,—dozxwr OC.}—L;,:H\#,:OZ CHECKLIST
yment Name | Clinical Chemistry Analyzer \_,.\_‘mc.‘:‘ieﬁ_@ 2002286 |

IMITED

alibration:
fer the Operator’s Manual for the procedures. for the following activities:

n Observation ~ | Verified by Remarks

(Sign & Date)
(Distilled Water) —=ReseeSgELT

_ an ﬁ ﬂ ) 0" =
- o \, ) ) A
xd (Multical) Tl
ok | = |
Page 5of8




 INTERLOCKS AND ALARMS CHECK

fer the Operator’
Refe p T's Manual for the procedures, for the following activiti
ities:

ion [Observaion g

| (Sign & Date)

-

tilled Water

s volume of Wash
ution

re volume of Bio-
ard waste

e volume of

mal / General waste

|

Remarks

Page




AFETY / SECURITY CHECKS:

efer the Operator’s M.
P anual for the procedures, for the following activities:

n

vord Check for
Parameters

vord Check for QC

Observation

—_—

-

| Verified by
(Sign & Date)

O.

%\Pqﬁ

O. k

Remarks

Page

7 of 8




—L V]

st
.:é%cz,mzq SHUT-DOWN:

er the O erator’s Man :
Refer P ual for the procedures. for the followi
T ving activitics:
= Observation ‘ |
" ation
@ Verified by [ Remarks
(Sign & Date) , .

\n\_nﬂoﬂémm:

e |
—— nance & Shut

ainten

oWn
\A\u\\\\
vitch OFF the

mputer-
e |
ch OFF the side

oh of the analyzer-
|
itch OFF the rear

itch of the analyzer.

-
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—  RANSASIA BIOMEDICALSLIMITED

PERFORMANCE QUALIFICATION
- 2002286

Clinical Chemistry Analyzer | Instrument 1D

TRANSATIA

RE APPROVAL

1 Prepared By

e 4 Designation Signature

I E—
Mr. Siddharth Sr. Application LA
Pancholi S Y —

) Checked By

Approved By

Lab Incharge

Dr. Gayatri Desai

Page 20f9




ustrul

—207Zer | Inggy

ument 1D [ 2002286
BJECTIVE
20 O

The objective of this
Qualification of EM >
obtained are within the

Protocol s establig|
00 A_w_c-n‘:c::z:.., R
pre-determineq Acce

1 ;:Q::c:_ﬁ_ evi

M Analyzer) and
Plance ('

¢ for the Performance
to ensure that the results

30 SCOPE

The Scope of this protoco] is applicable

to EM 200 (Bio-Chemistry Random Analyzer).

40 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

By Name _ Department Designation Signature
Dr. Gayatri Desai k Laboratory Lab Incharge
Mr. Rajendra Kachhia Laboratory Lab Tech.
i : —|
|
,
. TS

Page 30f9




rument Name | Clinjcq) Chemisgyy Analy, N ] TRANSAHA ‘
M Instrumeng ID | 2002286 L
0 TEST PLAN
The following tegtg shall be f
. ollowe . ( .
Chemistry Random Analyzer). ed. duy mg the Performance Qualification of EM-200 (Bio-
te — R
Test Parameter - At‘ccptancc Criteria I'est Procedure /
T : | Reference
Albumin <50, 5 Replicates/
e - Manufacture Refclqucq »
Alkline Phosphatase <% 5 Replicates/
”"—\—\\_\ S rManufzractqre Rgt‘grgngg
Bilirubin Direct < 5% 5 Replicates/
D - quﬁufacture Referencc }
Bilirubin Total <5%

’—\\
Cholesterol

—_—
Createnine Enzymatic
— @]
Glucose

-_— @ |

HDL Cholesterol

e

SGPT

—_— 00000 ]

Total Protein

——

5 Replicates/
. Manufacture Reference
‘\_\_ﬁ%‘: -
<3% j 5 Replicates,
| Manufacture Reference
WS i{eplicatcsx
Manufacture Reference
5 Replicates
Manufacture Reference
5 Replicates/
Manufacture Reference
5 Replicates.
| Manufacture Reference
WS Replicates/
' Manufacture Reference

<5%

O

. 5% " SReplicates
Triglyceri K . R
glyceride - Manufacture Reference
Uric Acid <5% | S Replicates
fc Ac Manutacture Reference ‘
<5%
Urea

S Replicates/

Manufacture Reference

|
|

Page 4 of9




_—

/TRANSASIA BIOMEDICALS LIMITED

' PERFORMANCE QUALIFICATION

Name Clinical Chemistry Analyzer ] Instrument ID
ymen
stry

Lt

EXECUTION OF TEST PLAN
7.0

pe check out all parameters are within acceptable CV %.
To b€

viewed by:

Name 1

Mr. Rajendra Kachhia

Date

29/03/22




| TRANSASA

[2002286

DEFICIENCIES / DEVIATION,

o deviation found durin isi
N & Precision check, AJ) ar: , ithi °
parameters are within accepted CV%

Row data attached.

eficiencies fou ing : ’
No D nd during accy; acy. All parameters are within acce tabl
manufacturer reference range. > 4T¢ Within acceptable

Row data attached.

iewed by:

Signature Date

Name ’

Mr. Rajendra Kachhia | e 24183173

Page 60f9
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SUMMARY AND EVALUATION;

precision and accuracy of Instrument is ok

Name

Signature

Mr. Rajendra Kachhia

Tea

29/03 /22

Page 7519
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p ~ TRANSASIA BIOMED] ¢
7 ’

CALS Lintiygy
PERFORMANCE QUALIF|C,
Clinical Chemisﬁt‘rl_f\‘n

TION | TRANSASA
alyzer

lnsﬂ;ﬂmnt iﬁTioB?zW !

Standard Operating p
SOP

rocedure

— Material of Construction

- moC .

e ‘ Performance Qualificatiop
PQ 4
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TRANSASIA BIOMEDI (A § LIMITED
PERFORMANCE QUALIFIC,

N FlcATION
trument Name Clinica] Chem‘isg-_\z Analyzey ;’T,"ls";umcn“’ij’ 2002286

) POST APPROV AL

111 Checked by

Y

! Name Designation Signature

M Siddharh | s Applicaton | |

% Pancholi Specialist l{ m
S N A

- — T

| R =

|

g—\

112 Approved by

Designation Signature

\J

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

TRANSAS

Date

79/03/22
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A to Z Biomedical Services

f X To “ 426, 4th Floor, pramukh TANGENT, KH-0, Sargasan Circle, KH-0 to GIFT City Road, Gandhinagar-382421, Gujarat
5

Mo: +91 - 7874807758 | e-mail: atoz_bm@yahoo.com
Biomedical Services

CALIBRATION CERTIFICATE
Details of Device Under Calibration : Date:05-03-2022
Customer Name & Address: Certificate ID 1 AZ/21-22/ 1207
SR DIAGNOSTIC CENTRE,SEWA RURAL JHAGADIA
Name of Equipment:BLOOD MIXED Calibration Date T 22-02-2022
Manufacturer :TRANSASIA BIOMEDICAL Calibration Due Date : 21-02-2023
Model :SR 20A Location of equipment : LAB
Serial No :NS Ambient Temperature : 27 °C

Test Equipment Used:

: ] o Cali. Cali.
srno Test equipment Company| Model Srno. -
Jee Pea) ' _date | due date
: Fluke
1 Electrical safety Analyzer _ ] ESA 620 1685037 01-03-2021 | 01-03-2022
Biomedical

Electrical Safety Test:
(A) Visual Test:

Sr No Test Remarks
1 Power Cords , Cable Checking oK
2 Mains Socket Checking 0K
(B) Safety Analyzer Test
Sr No. Parameters Measured Values(timits) Remarks
1 Voltage Between live & neutral (Vin) 230.8 (210-240V) Pass
2 Voltage Between live & earth (Vle) 229.8 Pass
3 Voltage Between neutral & earth(Vne) 1.6 (1-5V) Pass
4 Load current(la) 0.22 (0-0.5A) Pass
5 Leakage Current (IL) 145 (0 -500 micro A) Pass
6 Enclosure Current 3.8 (0 -10 micro A) Pass
7 Patient Leackage current(PL) 25 (0 -100microA) Pass
Note:

(1) Results reported are valid at the time of and under the stated conditions of measurement.
(2)Calibration has been done as per customer's requirment.

(3) Measurements are tracable to the National Standard

(4) NS means Not Specified and DUC means Device Under Calibration

(5)This document shall not reproduced, except in full,without the written approval of " AtoZ

Biomedical Services" -
L]
s M
Calibrated By: ~ o Approved By: /
urang Jansari Gaurav|pesai
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