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1.0 PRE APPROVAL

1.1 Prepared By

Name Designation Signature Date

\}l‘f\ﬂw\- Led Sr- AS/"‘ @ ! \f/o “[’lo}_o.

1.2 Checked By

Name Designation Signature Date
M\S M%/hwo J ° _(,.l[)/l? 78(,‘r-v‘|'(.l'a-w W ‘ 5/0 ‘\I2OIO
<

Ms -

1.3 Approved By

Name Designation Signature Date

Do hafiare Ddher Lok Direchos- /%/‘: sToane
7

Note: After the Pre-Approval, this document is effective for the execution.
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2.0 OBJECTIVE

The objective of this document is to provide an outline for the inspection of EM 200 (Bio-
Chemistry Random Analyzer) and to verify that the following boundaries:

o Each Installed subcomponent complies with the engineering design and instrument data
sheet / design specifications & manufacturer’s recommendations.

o To ensure that all the safety features are defined before the start up of operational
qualification exercise.

o The system meets the current regulatory requirements.
o To identify the Standard operating procedures for Operational Qualification.
3.0 SCOPE

The scope of this protocol is to outline procedure for Installation qualification of the subjected
instrument within the following boundaries:

o Identification and verification of its Major components / Accessories

o Identification. Classification and Verification of Process Control Instruments / Gauges /
Devices

o Identification and verification of Material of Construction
o Identification and verification of Supporting Utilities

g Procedures
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Instrument Name

5.0

The Clinical Chemistry Analyzer is an open.

access. computerized analyzer.

Technical Specifications:
System Type

Analysis Speed

Display resolution

I Clinical Chemistry Analyzer 1 Instrument ID

[Bzeagan|

INSTRUMENT DESCRIPTION

full automated, discrete, patient prioritized, random

[ Open. Automated, Discrete, Random Access, Patient Prioritized,

1/2 Reageants

200 Biochemistry tests per hour 400 tests per hour (with ISE) for a
cycle time of 18 seconds

17024 X 768

Analyzer Dimensions

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

Number of tests on board

Maximum: 50

Assay Modes

I-point, 2-point,Rate-A and Rate —B. ISE optional

Calibration

Linear (two point and multi point), Factorized and Non-linear
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

Auxiliary Data

10.000 results

Interface

RS-232 C port for Bi-directional Communication

Stat Sampling

Total 30 positions
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Purpose:
[he purpose of this instrument is to analyze the bio-chemical parameters, such as Sugar, Cholestrol,
Tri-glyeerides, Proteins, ete.

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 - 1V 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.
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6.0 IDENTIFICATION OF MAJOR COMPONENTS / ACCESSORIES

Details of cach major component identified in this section, is recorded in a data sheet under the
section 08.0.

Present Verified b "
Name of Component / Accessories Si naturey Observations
Yes / No 12
» Sample Tray / Disk |
\.f
*.\".mplc Syringe 4
Sample Probe
ple Probe Y
Wash Station for Sample Probe
Reagent lray Disk

Reagent Bottles
|
' Reagent Probe

@ | N

el e | e

;,

Stirrer

Permanent Reaction Cuvette

9 Stage Laundry System

Light Source

Sample Cups

Software of EM 200
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7.0 INSTALLATION CHECK / REVIEW

[ = Y G ) s s Verified by
'S, No. | Statement Yes / No Signature
1. | Verily that the “as built” drawings are S
complete and represent the design concept ™
2. | Verify that major uuinpmi@nls/au.usonus Y
are securely anchored and shock proof. |
3. Vcnl\ ‘that there is no observable physical "

damage.
4. | Verify that there is sufficient room of (

servicing provided
S. | Verify that all utilities and electrical
connections have been done according to
the drawings. ol e ae
6. |W all\mg aceess 1o g_.l ound mounted
instrument provided.
(57, ‘Required electric connections are tight,
weather proof and earthed.

b
Y
\{
Y
8. | Instrument identification nameplate visible. \/

o

9. | Units installed on foundation and secure in
place as per manufacturer’s
recommendations.

10. | Verily that the instruments installed and
leveled properly on the [loor.

I1. | Verify that the Material of Construction is
proper and meeting the requirements.
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[BZoors8!| Holledeist

8.0 INSPECTION CHECK / REVIEW
Instructions for completing the check / review

1. For cach 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.

12

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.

(93 )

4. In the “Method of Verification” column indicate that item is installed and inspected
according to manufacturer’s specifications, such as by Visual / Physical, SOP, Test
Certificate. Manual, etc. X
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Instrument Name  Clinical Chemistry Analyzer  Instrument ID B200!s?!

Instrument/ Component Name: Sample Tray / Disk

Date : 15 10q) 2020

Deschibti ‘ Specified b i Method of Verified by
escription | pecifie : cual | yerification  Signature
No. of patient cups | 30 positions
| | 3o Prqsieed
/ samples 9 o N
Standards / Stat | 30 positions 3 P
{ o —
Blank | Can be putonany | \@
S - —] -
. position | 30
ISE positions - Can be
(Optional) - programmed on any A o
el positions
- Controls Can be programmed J A
{ ~on any positions ‘ | Plagsiod -
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Instrument Name  Clinical Chemistry Analyzer  Instrument ID Iszoo'ﬂ\ _ So-Medcas (¥

Instrument/ Component Name: Sample Syringe

Date : \stoq )uto

Deseription Specified Actual ““.I""' ‘ff \"'.eriﬁed by
| ' Nerification _Signature
} Dispensing Volume | 2 - 70 ul
Y
TInstalled Location | Behind the
mstrument on the " - ‘l‘ )

_ | night side . | &

Quantity 01 No ‘ :
™ - ‘

Increase in 0.2 ul

dispensing volume 1 ‘ | R
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l Instrument Name | Clinical Chemistry Analyzer | Instrument ID |B2oots? Biiedcass L.
Instrument/ Component Name: Sample Probe
Date : [doq'ﬂ-o'lo
) : Verified b,
Description Specified Actual Method of Verification Si naturey
Aspiration Volume | 2 =70 pL J S ju
. MOC Teflon coated 4 i @
Quantity o 01 No.
) o |
Increase in 0.2 ul. v
aspiration volume S/~
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ul_nu;u;nggl Name  Clinical Chemistry Analyzer  Instrument 1D lsuo-m

Instrument/ Component Name: Wash Station for Sample Probe

Date: 15109)20 2

e s e Verified by
| Deseription Specilied | Actual -\l(tlmd of Verification Signat
No. of position 01 No

O sV @
Lype of positions 1) Drain -

S/

1) Trough o




TRANSASIA BIOMEDICALS LIMITED = - eatieass?
[ 7 INSTALLATION QUALIFICATION mmm
tostrument Name - Chindeal Chemistey Analyzer | Instrument 1D IG’OOW" , 810~Medmﬁs&

|
|
\

lostrument: Component Name: Reagent Tray / Disk

Date H"O‘("lo?o

-~ ' Method of © Verified by
Deseription | Specilied Actual i
. ! l Verification ~ Signature |
Cool reagent disk SO positions '
S | \ ( (‘)/W
. t v
Quter Rings Y5 positions
\/ ‘““ -J!o'tA—( .
Inner Ringes XN positions '
k, G NS posttions \( f)\“y!v"‘-’é' ( :
‘ \daptors of Sml S0 positions w
AP . I t_{ (‘)\‘)4“,'.
Namtenance ol [ 8=12% & 2°C ; y
lemperature ! S/
Rotaton of disk Counter-Clockwise
\r .S/t«/
Fime for Rotation | Fyvery 18 seconds ¢
| ol one Cuvette M . /”"




TRANSASIA BIOMEDICALS LIMITED

TRANSASIA'

[’ INSTALLATION QUALIFICATION
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| nstrument Name J Clinical grhrcﬂl‘isl!*y Analyzer ‘Llp:%ll‘umcnt D Is 2001520 | Bi0-Medicals Lid
Instrument/ Component Name: Reagent Bottles
Date : K‘O‘”w 20
Description Specified Actual Mct.hod ‘ff V-erified by
S e Verification Signature
Minimum Capacity | 20 ml.
= ol H Io"‘—y&’w(
Maximum Capacity | 50 ml. '
H —l N~
Quantity (Large) 25 Nos’
Y B
Quantity (Smaller) | 25 Nos’ Y
—Hi=
; T e —— 1
Iype Screw Capped Y @
—tN -
Outer ring position | 20 mL bottles &
Sml adaptors Y -
Inner ring position | 20 mL & 50 mL
bottles & 5ml Y — =
adaptors
MOC Plastic
\'1 =
Adaptor 50 Nos’ Y
—l—
Adaptor Capacity | 5 mL Y e
Identification of Barcode labels on
Reagents the reagent 7 et
containers
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y INSTALLATION QUALIFICATION ‘
Instrument Name | Clinical Chemistry Analyzer | Instrument ID |8 2001541 B g L1

Instrument/ Component Name: Reagent Probe

Date : 15 104) w020

foaa s
Description Specified Actual Method of Verification ;/ierl:'i;:lr:y
Aspiration/Dispensing | RI: 50 - 300
Volume gus “ v
R2: 0orl0 -
300 ul. S/
MOC Teflon coated Y <l @
ity (02 Nos’.
Quantity )2 Nos Y @3y
ST N T D T
asplrauoNdlspensing “
volume jLa
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nstrument Name | Clinical Chemistry Analyzer | Instrument ID |g200153! BioHedicals Lid

Instrument/ Component Name: Reagent Syringe

Date: 15sloqlacze

s A Method of Verified by
Description Specified Actual Verification Sionature
Maximum capacity | 500 pL

Y Propiad
Installed Location At the back of @)'
the instrument on Y —\(—
the right side
Quantity 01 No. Y L
Increase in | 1 uL Yy St
' dispensing volume |
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Clinical Chemistry Analyzer

Instrument ID

[@zo0! 7 Bio-edicas L

Instrument Name

Instrument Component Name: Stirrer

Date : ()"01 \70’0

Description Specified Actual
| vpe \:n\:‘]c Strrer Y
No. of paddles 01 No. Y

Method of Verification

Verified by
Signature

’\ .
I' 3’7‘\‘7{

7

| Bt

—— =
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~ Vnstrument Name € linical ¢ hemistry Analyzer ] Instrument 1D ‘]_32-00'1‘" Bio-Medcals il

. | (° . . " \
’ Instrument’ Component Name: Permanent Reaction Cuvette

Fag/ ldentitication No.:

Date : \(loﬂuu

Desceription Specified
Quantity 15 Nos’
MOX Hard Glass

|;_:\‘\' F—TH“I'

Actual

“

Y

VMethod of Verification

|')L »lel-r;j.

Verified by
Signature

b
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INSTALLATION QUALIFICATION

Instrument Name | Clinical Chemistry Analyzer ] Instrument 1D [8 2001931 Bio-Medicals Ltd.
Instrument/ Component Name: 7 Stage Laundry System
Date : ?7'01'%1—‘
R : Method of Verified by
Ll?tc_r_nptmn Speessd e Verification Signature
Nozzles Nozzle - |
Y l/)\-zYs- ‘el
Nozzle -2 4 e
Nozzle - 3
| 4 1t = @
' Nozzle — 4
[ \1 Ui S
Nozzle - 5 Y .
Nozzle - 6
—Itr =
Nozzle - 7 i
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~ “[pstrument Name | Clinical Chemistry Analyzer | Instrument 1D |B2001591 Bo-Medcas X

[nstrument/ Component Name: Light Source

Date : yffm,uw

. . Verified by
Description Specified Actual Mthod of Verification | gio0 0 fure
Waltts | 12W Y P ol -
Volts 12V y PL,-A.'J. ‘J Mt @
MOC Halogen
4 4
()llill1li13— f(ﬁ No ] ; il

L —
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Instrument/ Component Name: Sample Cups

Date : 'd 01‘10’20

Plastic — o+ NN

‘ (¥

— ——d

Capacity 2 mL ‘ y

e e

——

I

= e

! - T - Bio-ledicals Lt
fmstrument Name | Clinical Chemistry Analyzer [ Instrument ID |8 2oorsd)| Dollidisll

Tkl BTN = T o i Verified by
Description Specified Actual Method of Verification Signature
. - = b e =
Quantity 500 Nos

o

Page 22 o0f32
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Instrument Name  Clinical Chemistry Analyzer— Instrament 1 I'Tl;b—ﬂﬂ' B Medcals L

Instrument’ Component Name: Software of 1\ jg# 200

Date @ 'f’"".b i
[ Verified by |
. erifi
Deseript Specifie ‘U , , 4
escription pecified Actual Method oljilﬁcatlon Sienature
Version |
Malbir L V2018004 ] pV}A
CD numbet | | | - @
— i —
Product 1N 200 [ . BN
“ ~\P
Make " Lrba Transasia ria )
\1 |-
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f = _ INSTALLATION QUALIFICATION e |
Cnstrument Name Clinical Chemistry Analyzer Instrument D Iﬂm'ﬁ',

|

AL OF ( "ONSTRUCTION

00 IDENTIFICATION AND VERIFICATION OF MATERI
material of construction.

tdentify and list down all components of the equipment forits

Viethod of Test may be Molvbdenum Test, Test € ertificate, Manual, elc.

L oo O S
VMoaterial of : S . Verified by
Component (8) : i Actual | Method of Verification | Sion & Dat
‘Construction et Sign & Date
Sample Probe [eflon coated 3
] p\'_ ,All AW s ‘
- e ——————— —_-———"_‘_1
Reaecent Probe [eflon coated '
A ,.‘» —_ ‘
-
| il_:\i('l,l\\ [ (i ¥
. { ' )
Reaction Cuvetic [ . | =
‘. .E,"'l Source ]lk.\“:\_':'. :
1 |
- —t- — — ¥ ‘7A_ e —
Reagent Boutle lastic .
S. Cuy astic 9

Page 24 of 32
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Instrument Name ] Clinieal Chemistry Analyzer ] Instrument 1D [!_ﬂ_calﬂl Boedcas

10,0 IDENTIFICATION AND VERIFICATION OF SUPPORTING UTILITIES

st the supporting utihties and record whether or not they are properly connected and

wdentitied
" ‘ ) . il Verified by
L nhites Obseryvation / Result Sign & Date
| | N
Power \ -

[Distlled Water \ ! @

Woash Solution

’

ups

>
s
|
i
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INSTALLATION QUALIFIC AT m
CQUALIFICATION
Instrument Name ] Clinical €| ht‘"\Nl'\ Anahlc ] hmrumenl 1D |B2o0\sZ 1 Bio-Medicals Ld.

11O IDENTIFICATION OF STANDARD OPERATING PROCEDURE

‘501’\0. 3 CTitle

- Operation

Operation of Bio-Chemistry Random Analyzer

| Cahibration I Cuahibration of Parameters

e !
. Controls ‘

Checking of Controls for Parameters

Maintenance - Checking of Distilled water, Waste, Wash solution, Cuvette
_ " rinse. Sample probe wash and Water save

. | . . -~ .
. Cleaning Cleaning of Instrument surface

Maintenance
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ngg[[ﬂ'l‘ﬁﬂlﬁi““" | Clinical Chemistry Analyzer | Instrument 1D | B2o015®) BiMedcas L6
12.0 IDENTIFICATION AND VERIFICATION OF DOCUMENTS
12.1  DRAWINGS
b an ' o Verified by
litle Drawing No. Sign & Date
" As-built Drawin g
|
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Instrument Name ! Clinical Chemistry Analyzer | Instrument ID B 20015%! Bo-Medcds i

122 GENERAL DOCUMENTS

Title Document No. S\;ge;it;etll):{e
General

L[ Purchase Order No. | g

| Warranty Certificate — \Q
Invoice .

IﬁTest Certificates
Material of Construction — @
Electrical Motor =
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13.0 DEFICIENCIES / DEVIATIONS:
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nstrument Name | Clinical Chemistry Analyzer | Instrument ID__| 8 200ts®) | 01080

14.0  SUMMARY AND EVALUATION:

Reviewed by: i
| i Date
Name i Peaie |

u ' E Tet 'g,, Hele :
4 % ~ Tl , F
4 :){,.‘(?' T ;,'!
)
" L, ks
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Instrument Name | Clinical Chemistry Analyzer [ Instrument ID | 2001571 B Medas L8

15.0 ABBREVIATIONS

SOp Standard Operating Procedure

MOC Material ol Construction

1Q Installation Qualification
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Instrument Name | Clinical Chemistry Analyzer " Instrument ID |8 2001591 o-Medicals L.

16.0  POST APPROVAL:

16.1  Checked by

.__ © Name Designation | Signature Date
l .
| ] ‘ | ‘\U‘ ¥ 5
I My kdrunm J| » Teetnvigiref | /\W b [ 7, 1o s
P i 1 J
&y ;
|
i
16.2  Approved by
Name * Designation Signature Date

[
Dy Rjeessn | Lpn DR /%FV 1yl 4laore
e gATLEA s o / e

Note: This report is effective from the date of approval.
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Instrument Name  Clinical Chemistry Analyzer lastrument 1D [B200154!

As part of Operational qualification, the following checks shall be done and each test shall be recorded:

Instrument Start-up

lish the standard sequence to be followed. during start-up of the subjected instrument

To check and estab
damage to the instrument and

in Auto / Manual mode. to propose for correct operation and to avoid any

personnel
Functional Checks

To check and ensure that different functions (such as switching devices, indication / monitoring /
recording devices, feedback system, etc.) for correct operation of the subjected instrument are working as
expected

Interlocks and Alarms Check

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

Safety  Security Checks
To check and ensure that the safety  security functions (such as program logging, process control,

personnel safety systems, password check, ete.) to protect the instrument and personnel are working as
expected.

Instrument Shut-down
To check and eswblish the siandard sequence to be followed. during shut-down of the subjected

fns(rumem in Auto - Manual mode, to propose for correct operation and to avoid any damage to the
instrument and personnel. '
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Instrument Name | Clinical Chemistry Analyzer | Instrument 1D 10300'57‘

1.0 INSTRUMENT START-UP:

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

Observation Verified by Remarks

(Sign & Date)

b

Action

Ensure that all the
required electrical L{
connections are
properly connected.
Ensure the proper
filling of double

distilled / de-ionized by
water and Cleaning

solution in the C
respective cans.

Ensure the availability
of XL Wash.

Ensure the availability
of Biohazard Waste.

Ensure the availability
of Normal Waste.

Switch ON the rear
switch of the analyzer.

Switch ON the side
switch of the analyzer.

Switch ON the
computer and start the
analyzer application
software.
Initialization Y

‘_C—C‘—-C\C‘C‘C
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OPERATIONAL QUALIFICATION CHECKLIST

| B 20015 8!

TRANSASIA

Bio-Medicals LI

Instrument Name | Clinical Chemistry Analyzer | Instrument 1D

2.1 Maintenance:

2.0 FUNCTIONAL CHECKS:

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

Activity Observation Verified by Remarks
(Sign & Date)
Photometer functioning
Y W .
Cuvette Rinse
Y

((’/MILML.
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OPERATIONAL QUALIFICATION CHECKLIST PESj
Instrument Name | Clinical Chemistry Analyzer | Instrument ID |32'°0'78'

2.2 Loading of Reagents:

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

Action Observation Verified by Remarks
(Sign & Date)

Reagent Level Scan, @

Dead Volume Check & S| ¢

2 Reagent Chemistry I /‘M/z"“
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OPERATIONAL QUALIFICATION CHECKLIST

2.3 Calibration:

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

' Ac(ion -

" Blank (l)ivslillcd Water)

Standard Nuiiicul)

Observation

\

Verified by i
(Sign & Date)

N\

\(\AJ/ 15 fonhror o

@/’ /onJ100a |

| Remarks
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uatrument Name - Clinieal Chemistey Analyzer lastrument 1D |B2oots 1\ . ‘

LOINTERLOCKS AND AL ARMS CHECK:

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

Action Observation \ erified by Remarks
(Nign & Date)
BN
Less volume of \
\l
Distillied Watey

Less volume of \\ash \

Solution Wl \\‘\{ ‘
|| S 4\10.\1 JoLe |
More volume of Bio \\ '
A4
Hazard waste

More volume ol

Normal - General waste “ J
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Instrument Name | Clinical Chemistry Analyzer | Instrument 1D |8200159)

4.0 SAFETY /SECURITY CHECKS:

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

~Action Observation Verified liy Remarks
(Sign & Date)

Password Check for

Test Parameters 9 @
& : ﬁ|([0‘1}z‘)1o

Password Cheek for QC | -
‘ Mode (\//A’ =
|
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OPERATIONAL QUALIFICATION CHECKLIST

Instrument Name | Clinical Chemistry Analyzer ] Instrument ID |§"°°'ﬂ'

S.OINSTRUMENT SHUT-DOWN:

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

‘ Action B Observation Verified by Remarks
(Sign & Date)
L ! M
Sample Probe Wash | ]

| L

Water Save
u .

)

M)

I L}

Switch OFF the Y & ¢
computer. A r'

RICEVITIER

Switch OFF the side
switch of the analvzer. Y

Switch OFF the rear
switch of the analyzer.
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TRANSASIA BIOMEDICALS LIMITED

PERFORMANCE QUALIFICATION

Instrument Name

1.0 PRE APPROVAL

1.1

1.2

13

Clinical Chemistry Analyzer | Instrument ID l B2001581 | folaaie
Prepared By
Name Designation Syhna\tu\re Date
Rahat $hailp PPP)L-MMmgqﬂ/L ’H}’&l 16-09- 2020
Checked By
Name Designation Signature Date
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karuna Jaclhat S Teg}wf_u’@? | & \/‘V 6-09-2020
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Approved By
Name Designation Signature Date
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TRANSASIA BIOMEDICALS LIMITED

PERFORMANCE QUALIFICATION

Instrument Name

The objective of this protocol is to establish documented evidence for the Performance
Qualification of TN 200 (Bio-Chemistry: Random Analyzer) and to ensure that the results

Clinical Chemistry Analyzer

Instrument 1D

B2001581

TRANSASIA

Bin-Medieals L1d

obtaned are within the pre-determined Acceptance Criteria,

The Scope of this protocol is applicable to EM 200 (Bio-Chemistry Random Analyzer).

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.

L SN M
2.0 OBJECTIVE

i
3.0 SCOPE
4.0 PRE-REQUISITES:
50 EXECUTION TEAM

Name

Department

Designation

Signature

15D

Wr\o\z}mklﬁd

)

Service $ng)

AL

Sl T

.
B i




TRANSASIA BIOMEDICALS LIMITED

[=

PERFORMANCE QUALIFICATION

Instrument Name | Clinical Chemistry Analyzer I Instrument ID [

CI0-MeCica

R
S L0

TRANSASIA

6.0 TEST PLAN

The following tests shall be followed, during the Performance Qualification of XL 640 (Bio-

Chemistry Random Analyzer).

I'est Parameter

Acceptance Criteria

Test Procedure /
Reference

fora medes

G’éiw.ﬁc ((419/9 /90}9 ) f S_ u/o f;)"( (‘/’g ‘OO/)

CTécu‘fm'A¢ (ja./‘p@ ) 4= & -'/u /Orreu‘;apon

SGPT (jf'/éﬁ) T 5 °/A P’J‘(u s Lo

Conbrols For all j A ceumaey
> L ’fs = Accuracy .




i

H
H
+

l

@ A‘Zj o rood SGYV\?)Q

S

D) Bcuracy

D The Conhrels chould be pAtkdn F18D of the

e | TRANSASIA BIOMEDICALS LIMITED
PERFORMANCE QUALIFICATION TRANSASIA
Instrument Name | Clinical Chemistry Analyzer | Instrument ID | B2001581
L |

7.0 EXECUTION OF TEST PLAN

jDPmch?m

() Three ynethodg uced vy +he T)a»edfs?m chso CK -

Ao be wun |0 Hrnog Asy

e )Qu\dq)*r. sa, kinglic and @0 Flxe d Tirne nUtko
)

The VY, of He olrove ?ﬂd‘sfm 2lould £

dihle  Fetl  Gealts.

D level 2 and Lowed 3 Contrl aun frv @il pavon e

Reviewed by:
Naxﬁen 3 Signature Date
Kasuna ~Jadhav /\Lg% | 16-09-2020
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e TRANSASIA BIOMEDICALS LIMITED :
PERFORMANCE QUALIFICATION TRAN‘A“A
I
. 2001581

[nstrument Name Clinical Chemistry Analyzer | Instrument ID B |
R |
8.0 DEFICIENCIES/ DEVIATIONS: (

Reviewed by:

Name Signature Date
K d Lo |
itang, Sedngy o 6-09-2020
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TRANSASIA BIOMEDICALS LIMITED

gt
PERFORMANCE ATION ’
e QUALIFIC | TRANA

B2001581

tnstrument Name  Clinical Chemistry Analyzer ] Instrument ID ‘

I

===

9.0 SUMMARY AND EVALUATION:

0Iq, 0q and P fund SR

. ) ) S ot
L_@ DCCUB'(A Ck‘r OY\CJ P)’Q, aSion /y/\)ur\d Sa Sa 37/ .

Reviewed by:
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: PERFORMANCE QUALIFICATION
1
[astrument Name I Climeal Chemistey Analy zer J Instrument 1D

B2001581

oi-Megals LI

100 ABBREVIATIONS

e Y

sor - Standard Operating Procedure

—

MOC Material of Construction

rQ Performance Qualification
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i
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[ Name o T)csignnl_itm_~— (- Sign ature Date
, , S ==
0 fh utter] Lo pieeene LG 16-0 2020

Note: This report is effective from the date of approval.
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1

sample 10 Patient ID

f- PRECISION samigle Type

category i Collection Date

Age i Reg. Date

Ref. Dr Analyst

sample Remark Location

Sr.No. Test Result Flag
1 Glucose 113.8 mgidl  H T
2 Glucose 113.6 mg/dl H T
3 Glucose 114.6 mg/dl H T
4 Glucose 113.5 mg/d! H T
5 Glucose 1131 mgdl  H T
6 Glucose 1129 mgidl  H T
7 Glucose 113.9 mg/dl  H T
§ Glucose 116.0 mg/dl  H 1
9 Glucose 112.3 mg/dl H 1
10 Glucose 112.7 mg/dl H 1]

SERUM

16-Sep-2020
16-Sep-2020

Normal Range

74.0 - 100.0 mg/d

74.0 - 100.0 mg/dl

74.0 - 100.0 mg/d

74.0 - 100.0 mg/dl

74.0 - 100.0 mg/dl

74.0 - 100.0 mg/dl

74.0 - 100.0 mg/d|

74.0 - 100.0 mg/d|

74.0 - 100.0 mg/dl

74.0 - 100.0 mg/dl

Patient Remark

Completion Date

16-Sep-2020 11:16

Note : Tests have been performed on fully automated analyzer:- EM 200

PERFORMD €f: ANETA NA L0 AD L

LAB Tt cHpeAn™

52

Print Date 16-Sep-2020 11:25 Page 1 of 1

CRECKED B FARUID RPN
SorLig TECH pusN L9
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1 Patient ID

gomple ID
Name PRECISION Sample Type SERUM
category i Collection Date 16-Sep-2020
Age = Reg. Date 16-Sep-2020
Ref. Dr Analyst
Location

Sample Remark

Normal Range

Sr.No. Test Result Flag

1 ALT/GPT 15.3 U/L 0.0 -45.0 U/L

2 ALT/GPT 145 U/L 0.0 - 45.0 UL

3 ALT/GPT 14.0 U/L 0.0 - 45.0 U/L

4 ALT/GPT 14.0 UIL 0.0 -45.0 UL

5 ALT/GPT 14.3 UL 0.0-45.0 UL

6 ALT/GPT 13.5 U/L 0.0-45.0 U/L

7 ALT/GPT 14.0 UL 0.0 -45.0 UL

8 ALT/GPT 14.5 UL 0.0 -45.0 U/L

9 ALT/GPT 14.5 U/L 0.0 - 45.0 U/L

10 ALT/GPT 14.0 U/L 0.0-45.0 U/L

Patient Remark

Completion Date 16-Sep-2020 11:10

bt S8ty tnve bean peried on iy slomatad-analvoor:- M 200 Print Date 16-Sep-2020 11:25 Page 1 of 1
LELOEMED BY * AMIATE NATOAR (=

LABT ELAN) yors- CEfciE B fomern TAm1AY-

SO LB TEHNIUAN [§1 .

9/\




Patient ID
Name PRECISION Sample Type SERUM
Category 2 Collection Date 16-Sep-2020
Age e Reg. Date 16-Sep-2020
Ref. Dr Analyst
Sample Remark Location
Sr.No. Test Result Flag Normal Range
1 Creatinine 1.16 ma/dl 0.70 - 1.30 mg/dl
2 Creatinine 1.10 mo/di 0.70 - 1.30 mg/dl
3 Creatinine 1.08 mg/d 0.70 - 1.30 mg/dl
4 Creatinine 1.05 mg/dl 0.70 - 1.30 mg/dl
5 Creatinine 1.07 mg/dl 0.70 - 1.30 mgy/dl
6 Creatinine 1.08 mg/dl 0.70 - 1.30 mg/dl
7 Creatinine 1.07 mg/dl 0.70 - 1.30 mg/dl
8 Creatinine 1.10 mg/d 0.70 - 1.30 mg/dl
% Creatinine 1.06 mg/dl 0.70 - 1.30 mg/dl
10 Creatinine 1.08 mg/dl 0.70 - 1.30 mg/d!




TRANSASIA'

Transasia Bio - Medicals Ltd , Transasia House, 8 Chandivali Studio Road, Andhert (E) Mumbal - 400 072

NS
Tel; 91 224030 9000 Fax: +91 22 2857 3030 Emall: ransasia@transasin co.in CIN: U33110MH1985P1L CO36198 k@.’ 4\’,
- v

UNMATCHED BERVICE
BINCE 1970,

Certificate of Conformity and Calibration

TO WHOMSOEVER IT MAY CONCERN

1SO 15189:2012 REQUIREMENTS REGARDING,”CALIBRATION AND VERIFICATION PROCEDURE”

All Transasia Bio-Medicals Ltd diagnostics products which are distributed and for which a certificates is issued are CE
Marked. Transasia Bio-Medicals Ltd , Mumbai ,manufacturers of diagnostic devices with company quality management
system in compliance with standard ISO13485:2016 ;1509001:2015 .This means that all the processes in development and
manufacturing of TBM products are guided by quality management system

TBM declares and assure following

¢ The mentioned regulations require that production system and measuring devices are qualified and
manufacturing and test procedures are validated as per 150 13485:2016 and 1SO 9001:2015 standard and it is
assured through schedule maintenance and by regular qualification.

¢ TBM declares to have established procedure and to maintain it in order to assure the post marketing surveillance
according to directive of 98/79/EC.

* All physical quantities, calibrators and controls used in TBM system are fully traceable to certified standards or
reference materials.

¢ Al TBM products are factory calibrated and final qc passed at the time of release.

® The performance of TBM system at customer site is assured if regular QC measurements, cleaning and
maintenance procedure as described in the instruction for use or service documentation are performed

* Additional calibration or verification procedure is not required in order to assure the specified performances of
every TBM system. Only if user deviates from the manufactures recommendation does he have to establish site
specific calibration and verification procedure as part of his accreditation process.

Date:-26/04/2021

Wuht

Manish Airan

Head Of Quality Department & Regulatory

- ®
Www.erbamannheim.com (%)

|




Calibration - EM 200

Test : SGOTD Revision :. <A-200-SGOTD-1 01.06.2016>
Curve Type : Linear R1 Lot No : S062147-124
Calibration Date : 13-Oct-2021 11:23:48 R2 Lot No : S062147-124

Last Calibration Date : 13-Oct-2021 11:23:48

o
- -7%
100
Pos |Consumable LotNo. Conc Delta Factor
Abs/Min
- Blank 4567 0.000 -0.0001 0.0000

= MULTICAL1907088F 1907088F 104.000| -0.0355 -2,933.7095




Calibration - EM 200

Test: SGPTD Revision :. <A-200-SGPTD-1 01.06.2016>
Curve Type : Linear R1 Lot No : S062150-125
Calibration Date : 13-Oct-2021 11:21:42 R2 Lot No : S062150-125

Last Calibration Date : 13-Oct-2021 11:21:42

B

Pos [Consumable LotNo. Conc Delta Factor
Abs/Min

- Blank 4567 0.000 0.0000 0.0000!

- |MuLTICAL1907088F 1907088F 88.200 -0.0331 -2,664.6523

ferfoR D By - ATKITA Moo

o ol =
St



Calibration - EM 200

Test: PHOS Revision :. <A-200-PHOS-1 20.08.2013>
Curve Type : Linear R1 Lot No : S012131-103
Calibration Date : 13-Oct-2021 11:28:01 R2 Lot No : -

Last Calibration Date : 13-Oct-2021 11:28:01

n

Pos |Consumable LotNo. Conc Abs Factor : <
= ol
- |Biank 4567 0.000 0.2722 0.0000 i -
s Y

- MULTICAL1907088F 1907088F 5.460 0.5809 17.6871

fémﬂﬂ(«o '3‘1"‘9’\‘”"9“ NAAOLL"




Test: GGT

Curve Type : Linear

Calibration Date : 20-0ct-2021 11:44:14

Last Calibration Date : 20-Oct-2021 11:44:14

Calibration - EM 200

Revision :. <A-200-GGT-2 01.03.2016>
R1 Lot No : $062109-122

R2 Lot No : S062109-122

1 izl T
100

Pos |Consumable LotNo. Co s |
nc Delta Factor
- Blank 4567 0.000 e |

| .00 0.0010

- |MULTICAL1907088F 1907088F '
i 0.0689




Test: BIT

Curve Type : Linear

Calibration Date : 13-Oct-2021 11:32:14
Last Calibration Date : 13-Oct-2021 11:32:14

Calibration - EM 200

Revision :. <A-200-BIT-2 26.09.2013>

R1 Lot No : B012106-101
R2 Lot No : B012106-101

-
P |
5
Pos |Consumable LotNo. Conc Abs
= Blank 4567 0.000 0.0000
5 MULTICAL1907088F 1907088F 4 8‘70} 0.1938




Calibration - EM 200

Revision :. <A-200-GLU-1 20.08.2013>

Test: GLU
e R1 Lot No : B062172-126
urve ¢
Calibration Date : 13-Oct-2021 11:34:20 R2 Lot No: -
Last Calibration Date : 13-Oct-2021 11:34:20 R
- |
{30
bl
N¥%
R
4
i
J 7‘:’
‘.; —~— - “—M Q -:I::
b5
200 ‘I e
e
=l ?ﬂ
Pos |Consumable LotNo. Conc Abs Factor
- Blank 4567 0.000 0.0214 o-ooml
5 MULTICAL 1807088F 1907088F 198.000 0.7158 285.1588|




est: TRIG

>urve Type : Linear

alibration Date : 13-Oct-2021 11:36:26

ast Calibration Date : 13-Oct-2021 11:36:26

Calibration - EM 200

Revision ;. <A-200-TRIG-1 20.08.2013>

R1 Lot No : S052110-119
R2 Lot No : $052110-119

,/”"/‘
i-'._
.*‘
o
(B
i
XY
2
20 A
os |Consumable LotNo
. Conc Abs Factor
BI 5 ]
ank 4567 0.000 0.0106 o.oaoo] ~
MULTICAL1907088F 1907088F 136.000 0.2415 ssszsiﬂ !
T




Calibration - EM 200

Test: CHOL Revision :. <A-200-CHOL-1 20.08.2013>
Curve Type : Linear R1 Lot No : $032113-109
Calibration Date : 13-Oct-2021 11:38:33 R2 Lot No : —

Last Calibration Date : 13-Oct-2021 11:38:33

Pos [Consumable LotNo. Conc Abs Factor

: Blank 4567 0.000 0.0637

- MULTICAL1907088F 1907088F 151.000 0.3259|




Test: UA

Curve Type : Linear
Calibration Date : 13-0ct-2021 11:40:39

Last Calibration Date 13-0ct-2021 11:40:39

Calibration - EM 200

Revision ;. <A-200-UA-1 01.06.2015>
R1 Lot No : B122069-052
R2 Lot No : [3122069-052

i
SR | 1
- 6
‘_'
Pos |Consumable LotNo. Conc Abs Factor
= Blank 4567 0.000 0.0026 0.0000
- MULTICAL1907088F 1907088F 5.210 0.0808, 66.5815




Calibration - EM 200

Test: ALB
Curve Type : Linear
Calibration Date 12-00t-2021 11:42:46

Last Calibration Date - 13002021 114246

Roviglon 1. <A 200-ALD 2 01082016
R Lot No - Boz2otao
RILOtNo

L]
£
i
T A T 1 £
' s N
;
9
s
=l Al
Pos |Consumable LotNo. Cone Abs Factor
- Blank 4567 0.000 0.0676 0.0000
- |MULTICAL1907088F 1907088F 3.430 0.4398 9.2167

s O



Calibration - EM 200

Test: LDHE

R1 Lot No : B081802
Curve Type « Linear
Caipration Date © 13-0c1-2021 11:45:40 R2 Lot No : B081902

Last Calibration Date : 13-0ct-2021 11:46:40

0 500 550

Pos  |Consumable Lotho. Conc Delta Factor

Abs/Min
0.000 0.0007 0.0000

- Biare 4567

- MULTICAL190T088F 19070857

511.000 -0.0547 -9,215.5098

Pt foprn &7 It B NAUAL DL




Calibration - EM 200

Test : UREAE
Curve Type : Linear R1 Lot No : B101955
Calibration Date : 13-Oct-2021 11:48:47 R2 Lot No : B101955

Last Calibration Date : 13-Oct-2021 11:48:47

:
BT g ' ||
100
b s
Pos |Consumable LotNo. Conc Delta Factor
- Blank 4567 0.000 -0.0031 0.0000
MULTICAL1907088F 1907088F




e

Test: CREE

Curve Type : Linear

Calibration Date : 13-Oct-2021 11:52:59

Last Calibration Date : 13-Oct-2021 11:52:59

Calibration - EM 200

R1 Lot No : —

R2 Lot No : —

]

Pos |Consumable LotNo. Conc Delta Factor
Abs/Min
X Blank 4567 0.000 0.0011 0.0000
- MULTICAL1807088F 1907088F 3.890 0.0470 84.6572
P poprn 2y brerte NaoLpw o CHEUAD Byt FOPIM
Toonao/

%’9_09’\
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| Calibration - EM 200

R1 Lot No : —
Calibration Date : 13-0Oct-2021 11:55:24
R2 Lot No : —
Last Calibration Date * 13-Oct-2021 11:55-24
@
——
(5]
Pos |Consumable LotNo. Conc Abs Factor
- Blank 4567 0.000 0.1062 0.0000
- MULTICAL1S07088F 1907088F 5.260 0.4385 15.8267

CheeD 8q @ FépRuana
—pone/

\% |\0 202 %M{OM
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Test : CAL1

E Curve Type : Linear
Calibration Date : 28-Oct-2021 11:46:36

_ Last Calibration Date : 29-Oct-2021 11:46:36

Pos |Consumable LotNo.
I-1 Blank 4567 0.000
MULTICAL1807088F 1907088F 10.




Calibration - EM 200

R1 Lot No : 1234
R2 Lot No': 1234 .
Lest Calibration Date : 13-0ct-2021 13:46:34 ¢
B [
3
[
t'.
l
I
50
Pos |Consumable Conc
— [stan 0.000
Hal std--HDLC1 B072183 69.100




| { ™ o -y

Calibration - EM 200

R1 Lot No : B022034
R2 Lot No : 8022034

.

Pos |Consumable

LotNo.

Conc

Abs/Min

= Blank

4567

0.000

0.0003

- [MULTICAL1907088F

1907088F

294.000

0.0686

PR Fo gpaar




Result Ref

PER-Logre® BY: AN

,\L

pi e NAAWOE

,&nou\,

Report Type. + Controts 13-0c1-2021
R ek Consumable Test Result Unit  Flag
. TH04UE RANDOX 3 SGPTD 122 6 UL 18D
2 S RANDOX 3 S6OTD 1527 U
3 el RANDOX 2 GGT 137 9 UL 91240 13-0ct-2021 11:27.07
4 1104UE RANDOX 2 PHOS 598 mgldl 91247 13-0ct-2021 11.29.13.
5 1104UE RANDOX 3 BID 161 mgldl 21254 13-0ct-2021 11:31:20
6 T104UE RANDOX 3 air 4 72 mghdl 91261 13-0ct-2021 113326
7 1104UE RANDOX 3 GLY 282 3 mg/dl 91268 13-Oct-2021 113532
] 1104UE RANDOX 3 TRIG 256.4 /el 91275 13-Oct-2021 11:37.39
9 1104UE RANDOX 3 CHOL 260 mg/dl 91282 13-0c-2021 113945
10 11G5UE RANDOX 2 uA 9.4 myfdl 91289 13-0ct-2021 11:41.51
11 1104UE RANDOX 3 ALB 307 g/l 91296 13-0ct-2021 11:43:58
12 1104UE RANDOX 3 LOHE 708 UL 91309 13-0ct-2021 11:47:52
13 BO72020A ERBA PATH ALPUE 432 UL 15D 95106 13-Oct-2021 11.48:36
14 1104UE RANDOX 3 UREAE 1231 mg/dl 91316 13-0ct-2021 11:49:59
15 1104UE RANDOX 3 CREE 4.12 mg/at 91330 13-0ct-2021 11:54:12
16 1104UE RANDOX 3 PROE 521 g/dl +1S0 91338 13-0ct-2021 11:56:36
7 1104UE RANDOX 3 CAL1 13.0mg/dl  +1SD 91345 13-Oct-2021 11:58:42
Print Date 01-Nov-2021




