TRANSASIA

No.1 Diagnostic Company In tndia

February 13, 2024

Calibration Certificate for Fully Automated Random Access
Biochemistry Analyser, Model: EM-200 (Sl. No.v200782)

This is to certify that Fully Automated Random Access

Biochemistry Analyser, Model: EM-200 installed at Diagnostics,
+00B. Rash Behari Ave, Golpark, Hindustan Park, Gariahat, Kolkala,

West Bengal 700029 has been calibrated and the calibration value of
Filter gains and all other values has been checked and found well within
the limit.

This calibration is valid till February 12, 2025.

For Transasia Bio-Medicals Ltd.

Arijit Dey
Sr. Area Service Manager
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TRANSASIA BIOMEDICALS LIMITED

INSTALLATION QUALIFICATION

TRANSASIA

INSTRUMENT NAME, | EM-200 [instrument 1D | vzooisz | biolfedos L
1.0 PRE APPROVAL
L1 Prepaved By ”
Name Designation Signature Date |
MR.ARUIT DEY Engincer m v
1.2 Checked By
Name Designation Signature Date
1.3 Approved By
Name Designation Signature Date

Note: After the Pre-Approval, this document is effective for the exccution.
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I_ TRANSASIA BIOMEDICALS LIMITED mmmﬂ
¢

INSTALLATION QUALIFICATION sy
~ [ instrument 1D _| V200182 biyheGeas Ll

INSTRUMENT NAME_| EM-200
20 OBJECTIVE

The objective of this document is 10 provide an outline for the ingpection of EM 200 (Bio-
Chemistry Random Analyzer) and to verify that the following, boundarics:

Each Installed subcomponent complies with the engincering design and instrument data

sheet / design specifications & manufacturer’s recommendations.

a)

To cusure that all (he safety [eatures are defined before the start up of operational

qualification exereise.

o

The system meets the current regulatory requirements.

o]

0

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

o Identification of Standard Operating Procedures

o Identification and Verification of Documents
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TRANSASIA BIOM EDICALS LLIMITED
INS'I‘ALLA'I‘I()N QU ALII*‘ICA‘I‘!()N _ .
INSTRUMENM“_I,_Elﬁ!:?_![[!mm_w__w______,__,__l__l_l_l_gi_l,[l_l_l”l_[tjgl!_ b [vzomsz | bolldisLh
4.0 EXECUTION TEAM
I SR - -
Signature

Department

Destgnation

e e ————
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e ANSASIA BIOMEDICALS LIMITED TRAMM‘A
INSTALLATION QUALINICATION BRYohsborh

NSTRUMENT NAME_|EM-200 [ instrument1D__| V200182 |

50 INSTRUM ENT DESCRIPTION

H . . L4 1 L] 1 1 " 0
The Clinical Cheistry Analyzer is an open, full automated, discrete, patient prioritized, random
aecess, computenized analyzer.

Technical Specifications:

["Svstem Type Open, Automated, Discrete, Random Access, Patient Primilizcdj
) Clinical Chemistry Analyzer
Analysis Speed 200 Biochemistry tests per hour. ‘
Display resolution 800 x 600 ‘
Analyzer Dimensions 840 (W) x 610 (D) x 1100 (H) mm E
Number of tests on board Unlimited
Assay Modes I-point, 2-point,Rate-A and Rate -B
Calibration Lincar (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 holographic diffraction '
grating and 12 wavelengths i
Absorbance Range 0-25 :-.
|
Auxiliary Data Unlimited ]
Interface USR for Bi-directional Communication 1
i
Stat Sampling Total 39 position i‘
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|“' TRANSASIA BIOMEDICALS LIMITED Y
INSTALLATION QUALIFICATION mm
INSTRUMENT NAME_| EM200 [instrument 10| vzomsz | biebods\i

Purpose:
The purpose of this ingtiument i to analyze the bio-chemical paramelters, such as Sugar, Cholestrol,
Tri-plycerides, Moteins, ele,

The working unit o the analyzer comprises the following:
»  Basic operating vuit 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, a high-resolution diffraction grating (with
uscr sclectable wavelengths) and a halogen lamp.

Opcrating Console:
The operating console consists of a touch screen (optional) color 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 mininmum

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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: IN-S‘I‘:\IJ.A'I‘ION Q_ll;\l.ll-‘l(‘..-ﬁ!‘lllN _ \
HRSTRUMENTNAME |BM200 "] instrument ID__ | V200 w2 | fothedeastl

6.0 IDENTIFICATION OF MAJOR COMPONENTS/ ACCESSORIES

Details of cach major component identified in this section, 18 recorded in o datn sheet under the

e a——————

coction 0RO,
% Present Verlifled b
| Name of Component/ Accessorles |————— ; y Obscrvations
| Yes/ No Slgnature
;gﬁx}‘ﬂ_ﬁ'ﬁy_f Disk “_: S SRS
_, I Sample Sy =1 S - e
: i Sample Symnge VES
| = = - g
!- ]r Sample Probe VES
| | Wash Station for Sample Probe .
! 5 YI‘.S
{ | Reagent Tray / Disk YES V‘r
!
} | Reagent Bottles YES
| 5 miwbe adaptor (10 nos) YES
= S
20 ml & 20 ml reagent bottles VES
==
e YES
i
% Permanent Reaction Cuvette VES
7 Stage Laundry System YES
Light Source YES
- —=
Sample Cups YES
Software of EM 200 VES
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TRANSASIA BIOMEDICALS LIMITED

INSTALLATION QUALIFICATION

INSTRUMENT NAME [ EM-200
7.0 INSTALLATION CHUECK / REVIEW

S. No. | Statement

Venty that the “as built' deawings are
complete and represent the design concept

| nstrument 1D

VERIFIED

[

Venty that major components / aceessorics
are securely anchored and shock proof.

damage.

4. | Venfy that there is sufficient room of
servicing provided

L]

Venty that all utilities and electrical

conuections have been donce according to
the drawings.

6. | Walking access to ground mounted
instrument provided.

7. | Required electric connections are tight,
weather proof and earthed.

7]

Instrument identification nameplate visible.

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 mecting the requirements.

Yes / No
Iyis

lmm"y’

[ vaomsa | Bodledods

\"ri;;i'nllii”i‘{{""""“\
Slgnature




e TRANSASIA BIOMEDICALS LIMITED ?
INSTALLATION QUALIFICATION TRANMIA
[Instrument ID__| v2o0782 | BiolledeasLid

’TNSTRUMENT NAME_| EM-200

8.0 INSPECTION CHECK/REVIEW

Instructions for completing the cheek / veview

For cach data sheet, record the required information with pen, Wherever required

l.
" {or aceeptance, *No” for non-compliance and “NA” for not applicable.

record “Yes

“No" replies must be explained / justified.

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

3. When a list of acceptable options is presented, tick (V) the option that is actually present.
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.
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\ INSTALLATION QUAI JAFICATION L _
TNSTRUMENT NAML [ EM-200 MTnstrument 1D__| V200182 | Bolldvisli

|
[ | TRANSASIA BIOMEDICALS LIMITED 0
| TRANSASIA
|

1

lustrument/ Component Name: Snmple Tray / Disk

Date :
Deseription Specifie i Method of Verified by
s ._..;I__:_,_ R _“i‘"}_‘f“ Actual Verification Signature
No. of paticnt cups | 39 positions YIS VISUAL
/ snmples
Standards / Stat Any place YES VISUAL
Blank Any place YES VISUAL Sr\
Control Any place YES VISUAL
e
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TRANSASIA BIOMEDICALS LIMITED

INSTALLATION QUALIFICATION

TRANSASIA'

dispensing volume

[ INSTRUMENTNAME _[EM-200 — — [TnstrumentID | V200382 | Solledos i
Tnstrument/ Component Nane: Snmple Reagent Syringe for Sample
Date:
ok T Method of Verified by
Description Specified Actual Verification Sianatare
Dispensing Volume | 3 =70 pL. YES TECHNICAL
Installed Location | Behind the Front YES TECHNICAL JI"
panel of the
Analyzer
Quantity 01 No. YES TECHNICAL T
Increase in 0.1 pL YES TECHNICAL
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TRANSASIA BIOMEDICALS LIMITED

INSTALLATION QUALIFICATION

TRANSASIA'

INSTRUMENT NAME | EM-200

| Instrument ID

[v2o0p82 | Bio-Medicals Ll

Instrument/ Component Name: Sample Reagent Probe for sample

Datc :

e . ! ; ; 2 Verified by
Description Specified Actual Method of Verification Signature
Aspiration Volume | 2—-60 pL YES TECHNICAL
MOC Teflon coated YES TECHNICAL {‘
Quantity 01 No. YES TECHNICAL
Increase in 0.1 uL YES TECHNICAL
aspiration volume
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INSTALLATION QUALIFICATION

[ TRANSASIA BIOMEDICALS LIMITED
[1?5.5?!:5&1}1!&?3‘ NAME_| EM-200

Instrument/ Component Name: Wash Station for Sample Probe

| Instrument 1D [ V200782

BioyMedicals Lid

TRANSASA

Slgnature

Date:

Deseription Specified Actual Method of Verification | Verificd by
No. of position 02 Nos’ YES TECHNICAL

Type of positions 1) Drain YES TECHNICAL

ii) Trough

€

SEENS——
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TRANSASIA BIOMEDICALS LIMITED _l )
INSTALLATION QUALIFICATION _l Mm

MENT NAME

| EM-200 TinstrumentiD | vzoviss | bt

Instrument/ Component Name: Rengent Tray / Disk

Date :

\

* 1 by » ‘i v Ll
D SCl t[‘lﬁlm qI‘ILL “Ll‘ \ AL““II \ v " i" ““" Si - t

e easil
Cool reagent disk | 50 positions ‘ YES \ VISUAL

Quter Rings

25 positions YES VISUAL

Inner Rings
Adaptors of SmL
Maintenance of

Temperature
Rotation of disk

Time for Rotation
of one Cuvetlte

25 positions “

i o

i Bl W
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ANSTRUMENT NAMI. ]

II'

_TRANSASIA |  BIOMEDICALS LIMITED

INSTALLATION QUALIFIC ATION

L
'1
|

]

TRANSASIA

"‘M‘l-““ [ Instrument 1D | V201782 Be‘%‘f"g'ﬁ?? g
Instrument/ Component Names Reagent Bottles
Date:
Deseription Spumml -Aclmul  |Method or [ Verified by
— || __|Verification _| Signature
Minimum Capacity | 5§ ml, YIS VISUAL
Maximum Capacity | 40 mI, YIS VISUAL
Quantity (Large) 25 Nos' YES VISUAL
Quantity (Smaller) | 25 Nog’ YES VISUAL
Type Screw Capped YES VISUAL 5‘
Outer ring position | 20 mL bottles & YES VISUAL -
Sml adaptors ———
Inner ring position | 20 mL & 50 mL YES VISUAL
bottles & 5ml
adaptors
MOC Plastic YES VISUAL
Adaptor 50 Nos’ YES VISUAL
Adaptor Capacity 5 mL YES VISUAL
Identification of Barcode labels on YES VISUAL
Reagents the reagent
containers
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TRANSASIA BIOMEDICALS LIMITED

INSTALLATION QUALIFICATION

TRANSASIA

 INSTRUMENT NAME, | EM-200 [ Instrument ID [ V200782 | Biledesstd
Instrument/ Component Nume: Snmple Reagent Probe for Reagent
Date :
Description Specified Actual  |Metliod of Verification |\ -rined by
Signature
Aspiration Volume | R1: 75 - 300 puL YES TECHNICAL
R2: 0 orl0-300 YES TECHNICAL
pL
MOC Teflon coated YES TECHNICAL g-\
Quantity 01 Nos'. YES TECHNICAL C\
Increase in 1 pL YES TECHNICAL
aspiration volume
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e RANSASIA DIOMEDICALS LiMiTED |

_,.M’M—_ 4 U "ne
Bk INSTALLATION QUALIFICATION o
TRETRUMENTNAME, [ovea0n [ nsirument 1D_| V200122 Sl |

mstrument/ Component Namer Sumple Reagent Syringes for Reagent

Date: “
Deseription Spectfied ikl T [Method of T [ Verified by
bk oo s ccsinen PN Actunl  lyerification _.[.?.?'Jzﬂawff
Maximum capacity 500 pl. YIS TRCHMICAL ‘
“Installed Location | Beside the YIS TRCHNICAL i 'I{
sample syringe 3 |

Quantity 01 Nos' YES TECHNICAL
e (=
Increase 10 0.1 pL YES TECHNICAL ;
dispensing volume s
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_TRAN______§_4§_S_IA BIOMEDICALS LIMITED

[ INSTRUMENT NAME EM-200

INSTALLATION QUALIFICATION

TRANSASIA

[ Instrument D vzoo182 | BivlededsLis
Instrument/ Component Name: Stirrer
Date :

e . ified b
Description Specificd Actual  [Method of Verification ;:‘;'; e
Type Stirrer YES VISUAL 5‘

No. of paddles 01 Nos’ YES VISUAL

&
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TRANSASIA BIOMEDICALS LIMITED

INSTALLATION QUALIFICATION

NSTRUMENT NAME | EM-200

| Tnstrument ID__| V2007182

Instrument/ Component Name: Permanent Reaction Cuvette

Tag/Identification No.:

Bio-Medicals Ltd

Date :
Description Specified Actual  |Method of Verification :-eriﬁed by
Quantity 45 Nos’ YES VISUAL : natu;e
MOC Hard Glass YES VISUAL

 Capacity 770 uL YES TECHNICAL
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TRANSASIA BIOMEDICALS LiMITED

——
R

T INSTALLATION QUALIFICATION TRAHIMI&
INSTRUMENTNAME [EM-200 [ {ogrument 1 | vaoirisz | brlicisl

Instroment/ Component Names 7 Stage Laundry System

Date:
O T - N

Nozzles Nozzle - | yes | VISUAL
Nozgle <2 ycs VISUAL |
Nozzlc -3 yes VISUAL f i
Nozzle -4 yes VISUAL 3
Nozzle - 5 yes VISUAL |
Nozzle -6 yes VISUAL
Nozzle - 7 yes VISUAL
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TRANSASIA BIOMEDICALS LIMITED

. Y
—_INSTALLATION QUALIFICATION TRASASIA
—STRUMENT NAME_| EM-200 " [ instrumentn_ ] vzonisz_| Bl

Tustrument/ Component Name: Light Source

Date

*;)“c"ipﬁ““ Specified Actual  |Method of Verification .Xii’.l:g:;rl:y_d
Watts 12 W YES TECHNICAL
Volts 12V YES TECHNICAL Sr

' MOC Halogen YES TECHNICAL : i
Quantity 01 No YES TECHNICAL ' H
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"', M,,,« INSTALLATION QUALIFICATION - e s L TRMA!IA

uﬂ\’"“'“ FNAME | EM-200 [ Instrument 10 [ Vaomisz | Gkl

sty ament/ © somponent Name: Sample Cups

pPated

Description Specified Actual  |Methaod of Vfriﬁcaﬁrm ;/,g::f:r:rj
Quﬁiﬁﬂ}m 39 Nos' 1 ves | VTITOR , T e

—

NOC Dlnstic vEs | VISUAL

| = - - e ———————— 1
Capacity 2 mL YES VISUAL | 2N
| U2

Page 220f32




TRANSASIA BIOMEDICALS LIMITEY)

INSTALLATION QUALIICATION | TIHH
TRUM NAME 1 M-200 l lmlmmml I J YU j it 1k
(ustrument/ Component Name: Software of KM 200
Date: :
vescripon | Soelfed | At |t of Verietion T
Version .
CD number /
Product EM-200 | A
3.
Make Erba Transasia
|__ i -
Pape 3832
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TRANSASIA BIOMEDICALS LIMITED

INSTALLATION QUALIFICATION

TRANSASIA

INSTRUMENT NAME | EM-200

Bio-Medhcals Ld.

| Tnstrument ID__ | V200782

9.0 IDENTIFICATION AND VERIFICATION OF MATERIAL OF CONSTRUCTION
Identify and list down all components of the cquipment for its matcrial of construction.

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

Material of . . Verified by
Component (s) Construction Actual | Method of Verification Sign & Date
Sample Reagent | Teflon coated
Probe
Permanent Hard Glass
Reaction Cuvette
Light Source Halogen
Reagent Bottle Plastic
Sample Cups Plastic
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TRANSASIA BIOMEDICALS LIMITED

INSTI'\I.LAT“)N UALIFICATION
NSTRUMENT NAME [Fhia00 > '

0 [instrumentID | V200782
100 IDENTIFICATION AND VERIFICATION OF SUPPORTING UTILITIES

—| TRANAS

Bio-Medicals Lid.

List the supporting wtilities and record whether or not they are properly connected and

identified.

ot | b ]

Power \

Distilled Water g \
— i

Wash Solution z

UPS

|

Page 250f32




TRANSASIA BIOMEDICALS LIMITED

8
INSTALLATION QUALIFICATION TRANSASIA
INSTRUMENT NAME | EM-200 | Instrumen(TD | V200182 | Bioededs (i

L0 IDENTIFICATION OF STANDARD OPERATING PROCEDURE

T T T
| Operation ‘ _'ismp_tzl'ulinn of Bio-Chemistry Rundom Anal y;:-chr
Calibration | Calibration of Parameters )
Controls Checking of Controls for Purameters
Mamtenance Maintenance / Checking of Distilled water, Waste, Wash solution, Cuvette
rinse, Sample probe wash and Water save
Cleaning Cleaning of Instrument surface E

Page 26 0of32
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TRANSASIA BIOMEDICALS LIMITED 8

INSTALLATION QUALIFICATION IRANIAIIA
! INSTRUMENT NAME | EM-200 [ Tnstrument 1D [ V200182 | Biolledodls Lo
i{ 120 1DENTIFICATION AND VERIFICATION OF DOCUMENTS

12.1  DRAWINGS

. Verified
Title Drawing No. Sign & D:l?:e

§

As-built Drawing

Computer Trolley
Asscmbly

Page 27 of32




TRANSASIA BIOMEDICALS LIMITED

INSTALLATION QUALIFICATION

INSTRUMENT NAME_ | EM-200

| Instrument ID__| V200782 Bin-Hedicals Lid

12.2

GENERAL DOCUMENTS

Title

Document No.

Verified by
Sign & Date

—(-}enm'al

Purchase Order No.

Warranty Certificate

Invoice

¢
5§

Test Certificates

Material of Construction

1 Electrical Motor

Page 28 of32
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INSTALLATION QUALIFICATION

TRANAIK

INSTRUMENT NAME | EM-200

No deviation

Reviewed by:

130 DEFICIENCIES / DEVIATIONS:!

| Instrument ID

“[vzomsz | BoMudeds Lo

Name

Signature

Date

Page 29 of32
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TRANSASIA BIOMEDICALS LIMITED e
INSTALLATION QUALIFICATI ON o e L
INSTRUMENT NAME | EM-200 [nstrument [D__| V200782 | 70—
14.0 SUMMARY AND EVALUATION:
All ok,
I
Reviewed by:
Name Signature Date
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TRANSASIA BIOMEDICALS LIMITED

INSTALLATION QUALIFICATION

INSTRUMENT NAME | EM-200

| Instrument ID | V200782

TRANSASIA'

Bin-Medicals Lld.

15,0 ABBREVIATIONS

sSor Standard Opervating Procedure
MOC Material of Construction
1Q Installation Qualification
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TRANSASIA BIOMEDICALS LIMITED

INSTALLATION QUALIFICATION

TRANSASIA

o elids L
INSTRUMENT NAME | EM-200 [Tnstrument 1D | V200782 | Bio-edcds Ltd
16,0 POST APPROVAL:
16.1  Checked by
Name Designation Signature Date

16.2  Approved by

Name

Designation

Signature \

Date j

Note: This report is effective from the date of approval.
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TRANSASIA BIOMEDICALS LIMITED mmmr
OPERATIONAL QUALIFICATION Bif}'”ﬂfimﬂ (1d
Instrument Name | EM-200 [ Instrument ID_| V2007182 i

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

Instrument Start-up

To check and establish the standard sequence to be followed, during start-up of the subjected instrument
in Auto / Manual mode, to propose for correct operation and to avoid any damage to the instrument and

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, etc.) to protect the instrument and personnel are working as

expected.

Instrument Shut-down

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

instrument and personnel.

Page 1o0f8
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TRANSASIA BIOMEDICALS LIMITED TRN“M'A
OPERATIONAL QUALIFICATION B ledcls L
[ Instrument 1D | v200182

Instrument Name | EM-200

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

Instrument Start-up
To check and establish the standard sequence to be he subjected instrument
tion and to avoid any damage to the instrument and

in Auto / Manual mode, to propose for correct opera
personnel.

followed, during start-up of t

Functional Checks

To check and ensure that different functions (such as switching devices, indication / monitot_‘ing /
recording devices, feedback system, etc.) for correct operation of the subj ected instrument are working as

expected.

Interlocks and Alarms Check

as status indication system, negative feed back

To check and ensure that the interlocks and alarms (such
trol and monitoring of the operation cycle are

system, control loops, sound alarms, etc.) for correct con
working as expected.

Safety / Security Checks

ty functions (such as program logging, process control,

To check and ensure that the safety / secuti
personnel safety systems, password check, etc.) to protect the instrument and personnel are working as

expected.

Instrument Shut-down

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

instrument and personnel.
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TRANSASIA BIOMEDICALS LIMITED

OPERATIONAL QUALIFICATION

TRANSASIA

{ Action

[ Instrument Name | EM-200

1.0 INSTRUMENT START-UP:

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

) I_Imlnlmml I | V200182

¢ el rale
Botiedicais L

|

Ensure that all the

Observation Verified hy

(Sign & Date)
Properly Connected

Remarks

required clectrical
connections are

properly connected.
Pinsurc the proper

R\~

filling of double
distilled / de-ionized
water and Cleaning
solution in the

| respective cans.

Properly Filled i

%g\\J‘

\ Ensure the availability | Available e é
| of XL Wash. G@ 15
1
Ensure the availability | OK e + ?
of Biohazard Waste.
| Ensure the availability | OK
\ of Normal Waste. (ﬁ‘r
| Switch ON the rear WORKING .
5‘ switch of the analyzer. @
| Switch ON the side WORKING ) -
| switch of the analyzer. @
|
Switch ON the WORKING ~N
computer and start the (\f
analyzer application @
software.
Initialization Properly Initialized

QZ\J/

T

ey
@@f\g;%%

| R P B PR

I
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TRANSASIA BIOMEDICALS LIMITED R "
OPERATIONAL (JUAIJFICA'I'“)N mf%
‘..‘“'3.‘!-'--‘3‘-9.‘.‘1ﬁl\‘ﬂ!ﬁ]-.‘_“'D.'.:z_‘.‘_l,‘__,,-___ﬁ__u__ ~ | Instrument ID Tvaomsz | "~ " i

2.0 FUNCTIONAL CHECKS:

2.1 Maintenance:

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

Verified by Remarks
(Sign & Date)

Photometer functioning | OK
Cuvcttc Rinse OK e '5
_-/\--'

Activity Observation

Page 3 of 8
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TRANSASIA BIOMEDICALS LIMITED

OPERATIONAL QUALIFICATION

TRANSASIA

Bin-Hecieals Lid

2.2 Loading of Reagents:

Instrument Name | EM-200

[ nstrument 1D} V200182

Refer the Operator's Manual for the procedures, for the following activitics:
Action Observation Verified by Remarks
(Sign & Date)
Eagcm Level Scan, OK
|| | Dead Volume Check & N
2 Reagent Chemistry
Page 4of8
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TRANSASIA BIOMEDICALS LIMITED TRANSASIA
OPERATIONAL QUALIFICATION B Mok
[ Instrument Name | EM-200 [ InstrumentTD | V200182 |

2.3 Calibration:

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

(Sign & Date)

| Blank (Distilled Water) | OK E %
w’
Standard , Calibrator QK
@\

Pcﬁon \ Observation Verified by Remarks
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[ TRANSASIA BIOMEDICALS | AMITED
OPERATIONAL QUAI ARICATION ] EEM%

E@.}!}}:ﬁ!}mﬂmc T T T — [instromentiD_| V200182 |

3.0 INTERLOCKS AND ALARMS CHECK:

Refer the Operator's Manual for the procedures, for the following, activities!

Action Observation Verified by Remarks
(Sign & Date)
Less volume of Scnsor is working
Distilled Water properly
Less volume of Wash | Sensor is working =

Solution

properly

More volume of Bio-

Scnsor is working

Hazard waste properly
More volume of Sensor is working o
Normal / General waste | properly @ g
Page 6 of 8




TRANSASIA BIOMEDICALS UMty

i e G A -

OPERATIONAT, QUALIFICA

RN

rrstrument Name | EM-200 LION

| InstrumentID [ V20MI82
40 SAFETY / SECURITY CHECKS:

Refer the Operator’s Manual for the procedures, (or the following activitics:

Bl ecicels Lid

i gt e

| Test Parameters m -

pm——— :
| Action Observation Verified by Remarks T
| (Sign & Date)

‘ md Check for NO

Modc

password Check for QC | NO @ S

|

Page 7 of 8




<GASIA BlOMEDICA\

FRAN LS LIMITR e

OPERATI ONAl T S——— 7
— rament Name | EM-200 ~QUALIRICATION TRANSASIA
ny. i

_ L Imstrumen 1p Y, Bio-Mecicels Lid
0 INSTRUMENT SHUT-DOWN >_| vaomsa

»r the Operator's © or
1 Refer the Oy Manual for (e Procedures, for (e followi
! Wowing activities:

~\ction Observation *-m-.____
'. cd by Remarks
| (Sign & Date)
"/”’-‘__‘—‘__ Lt L | -'_—--_‘_—_---"__‘—'—-—
Sample Probe Wash Working Properly
E
| ~
=" Qave Worki __"‘—'———-—-—-—-m
“\Water Save orking Properly
Sl
| Switch OFF the Working Properly
computer. g@ Y
| WOFF the side Working Properly
switch of the analyzer. @ T
Wh OFF the rear Working Properly
switch of the analyzer. ® ~

Page B8 of8
|




KOLKATA KIDNEY INSTITUTE

carryover worksheet.

—

nstrument ID: EM 200 SN V200782
Date performed: 05-04-2023

Carryover calculation:

Carryover % = (L1-L3)/ (H3-L3) * 100.

Interpretation of results. :
1) If (L1-L3 ) is equal to a negative number or zero then stop as there is no evidence of carryover.

Analytes

Instrument GLUCOSE UREA

H1 361.2 187.8

H2 359.7 187.3

H3 361.8 187.8

L1 24.0 13.5

L2 24.0 135

L3 24.0 136

% age Carryover 0.00 -0.06

Acceptble Range 1.0 1.0
Status PASS PASS




instrument Name:

THE DIAGNOSTICS

EM 200, SN: 5200782

I

I
....--—— ERED) Expected Obtained j
(A ... 186.80 186.80 4\
A b2 93.40 93.60
A 1.4 46.70 47.70 i\
B 1:8 2335 24.80
. 1:16 11.68 13.30 =3
]
Urea Lineartiy
200.00
180.00
160.00
140.00
B120.00 \
gmo.oo |
= 80.00 \
60.00
40.00
20.00
0.00 : : ’ :
0.00 50.00 100.00 150.00 200.00
Obtained
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TRANSASIA BIOMEDICALS LIMITED

PERFORMANCE QUALIFICATION

TRANSASIA

Tnstrument Name | EM-200 | Instrument Serinl Number | V200182

| BioMedices Lo

TABLE OF CONTENTS
S. No '|‘|_[;; . Page No.
1.0 | Pre approval 2
2.0 | Objective 3
3.0 | Scope 3
4.0 | Pre- Requisites 3
5.0 | Execution Team 3
6.0 | Test Plan -
7.0 | Execution of Test Plan 5
| 8.0 | Deficiencies / Deviations 6
|
" 90 | Summary and Evaluation 7
10.0 | Abbreviations 8
11.0 | Post Approval \ 9
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TRANSASIA BIOMEDICALS LIMITED

__,._.--__‘_"]

[ V200782

I

PERFORMANCE QUALIFICATION

Instrument Name | EM-200

| Instrument Ser inl Number

TRAHSNIA

Btz 1.

1.0

PRE APPROVAL
1.1 Prepared By
Name Designation Signnhﬂlﬁ;—_” ﬂﬁ_ulf:;l:'” —u
L a1
. A
APPLICATION 0 \‘V")J
ATANUBISWAS | “\ "NAGER W \ \fv\\'\/
1.2 Checked By
Name Designation Signature Date 4\
1.3 Approved By
Name Designation Signature Date

I
It

I_—I Page 2o0f9



TRANSASIA BIOMEDICALS LIMITED
ALIFICATION

[v200782

PERFORMANCE QU

| Instrument Serial Number

Instrument Name | EM-200
2.0 OBJECTIVE

The objective of this protocol
Chemistry Random Analyzer

Qualification of EM 200 (Bio-
obtained are within the pre-determined Acceptance

3.0

4.0

5.0

SCOPE

The Scope of this protocol is applicable to EM 200

the Performance

is to cstablish documented evidence for
that the results

) and to ensure

Criteria.

(Bio-Chemistry Random Analyzer).

PRE-REQUISITES:
-requisites are required before the execution of Performance Qualifi cation.

Following Pre

» Completion of Installation Qualification prior to PQ.

» Completion of Operational Qualification prior to PQ.

EXECUTION TEAM

Signature

’;lme Department Designation

|
|
|
|
|
|
|

Page 3 of9




m——

TRANSASIA BIOMEDICALS LIMITED

PERFORMANCE QUALIFICATION B
nstrwment Nowe | EM-200 | Instrument Serinl Number | V200182 B etedls

6.0  TEST PLAN

The following tests shall be followed, during the Performance Qualification of EM 200 (Bio-
Chemistry Random Analyzer).

\ | o Test Procedure /
\ Test Parameter Acceplance Criteria
!

Reference

Page 4 0of9
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[ TRANSASIA BIOMEDICALS LIMITED

PERFORMANCE QUALIFICATION

| nstrument Name | EM-200 [ Instrument Scrial Number | V200782

TRANSASIA

Bio-Medicals Lid.

7.0  EXECUTION OF TEST PLAN

D. QC DATA FOR ALL PARAMETERS-> REPORT ATTACHED

Reviewed by:

A. PRECISION CHECK FOR GLUCOSE & UREA-> REPORT ATTACHED
B. CARRYOVER TEST FOR GLUCOSE & UREA -> REPORT ATTACHED
C. LINEARITY TEST FOR GLUCOSE & UREA-> REPORT ATTACHED

FI

Name ‘ Signature

Date

Page 5of9




|

| TRANSASIA BIOMEDICALS LIMITED

PERFORMANCE QUALIFICATION

P e e

3.0

TRANSASIA

\ Name Signature

[ Instrwment Name | EM-200 | Instrument Serinl Number | V200782 Bio-Hecicels LIo
DEFICIENCIES / DEVIATIONS:
Reviewed by:
Date

Page 60of9
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TRANSASIA BIOMEDICALS LIMITED ’
PERFORMANCE QUALIFICATION FI ,Rm,. ’_wurm'!‘_ me
instrument Name | EM-200 | nstrument Sevial Number | V200782 i

s

2.0 SUMMARY AND EVALUATION:
All Ok

Reviewed by:

Name Signature Date

Page 7 of9




TRANSASIA BIOMEDICALS Limitip
PERFORMANCE

QUALIFICATION TRANS
Tnstrument Name | \ —EM_:?;[L

Instrument Serinl 1 Number | V200782 bio-Hecicels L.

A/

100  ABBREVIATIONS

\ sSOorp ‘ Standard Operating Procedure

\ MOC \ Material of Construction

\ PQ \ Performance Qualification

Page 8 of O




it

-=~;‘;,-¢;ss:~su;'himnf.nim SLIMITED
TSR
{| [instroment Neme [EM-200 T instvument Sevial Number [ vaoms

10 POST APPROVAL,

114 Checked by

1 Name Designation Signature Date
‘__ ————— e —— - —— — e e —————————————————— —_— ———— e —— —
|
'{
| \ \
-
| | |
41
H 11.2  Approved by
1 Name \ Designation \ Signature \ Date
“ Note: This report is effective from the date of approval.

Page 9 of9



Test Stalistics

UREA Report Type

A 05-Apr-2023 Date To

Pationts
05-Apr-2023

mputed Ranges And Statistical Values

lerence Range

wove Reference Range
elow Reference Range
Jefault Range
Total Test(s)

/ SEfrom 1 To 20

N
Mean
sb
%CV
Range

20

20

20
187.7
1.95
1.04
8.7

i
3-Apr-2023

2



Tes! Stallstlcs

¥

UREA Report 1ype aflontn
,{m Obh-Ap-202) Dato To ““*A[ll"?”?ﬂ
da 1D reoiaion Pationt Nama rp -
4 Rerlt  Unit ap Ronult Dato Curva il Usad Calitnation
1 WO mphdl H OB-Apr-2029 131 1:40 N3 1AFeb- 2025 154812
& Wan mpii " OB-Ap-20209 15:41:20 012 AA-Feb- 20025 154512
3 WA mphil " O6-Apr=20233 13:11:10 911 1A-Feb-202% 154512
4 WO mphdl H Ob=-Apr=2023 131062 5910 14-Feb-202% 154212
] 1855 mpfdl " 0b6-Apr-2023 13:10:34 5900 14-Feb-202% 154212
6 1834 mp/dL H O6-Apr-2023 13:10:10 5908 14-Feh- 2023 1542:12
T 180.6 mp/dL H Ob-Apr-2023 13:00:60 5907  14-Feb-2023 154212
8 188.0 mp/dl " 06-Apr-2023 13:00:40 5806  14-Feh-2022 1542:12
o 188.5 mp/dL H 06-Apr-2023 13:00:21 5905 14-Feb-2023 15:43:12
0 190.0 mg/dL H 05-Apr-2023 13:08:03 5904 14-Feb-2023 15:42:12
1 188.1 mg/dL H 05-Apr-2023 13:08:45 5903 14-Feb-2023 15:48:12
2 185.1 mg/dL H 05-Apr-2023 13:08:27 5902 14-Feb-2023 15:48:12
188.3 mg/dL H 06-Apr-2023 13:08:00 5901 14-Feb-2023 15:48:12
187.5 mp/dL H 05-Apr-2023 13:07:51 5900 14-Feb-2023 15:48:12
187.3 mgldL H 05-Apr-2023 13:07:33 5899 14-Feb-2023 15:48:12
187.0 mg/dL H 05-Apr-2023 13:07:15 5898 14-Feb-2023 15:48:12
188.5 mg/dL H 05-Apr-2023 13:08:57 5897 14-Feb-2023 15:48:12
188.3 mg/dL H 05-Apr-2023 13:00:39 5896 14-Feb-2023 15:48:12
169.1 mg/dL H 05-Apr-2023 13:00:21 5895 14-Feb-2023 15:48:12
192.1 mgldL H 06-Apr-2023 13:00:03 5804 14-Feb-2023 15:48:12
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,-’J
e Test Statistics
'
/ GLU Report Type Patients
from 05-Apr-2023 Date To 05-Apr-2023

Computed Ranges And Statistical Values

Reference Range
Above Reference Range
Below Reference Range
Default Range

Total Test(s)

Sr#From_1_To 20

N
Mean
SD
%CV
Range

20

20

20
361.2
1.09
0.30
3.8

Apr-2023

2/2




—

Test Statistics

J GLU Report Type Patients
_F’iom 05-Apr-2023 Date To 05-Apr-2023
/
f
/ s
Age -
imple ID Precision Patient Name
C:r# Result Unit Flag Result Date Curve#  Used Calibration
1 362.5 mg/dL H 05-Apr-2023 13:17:47 5933 14-Feb-2023 16:59:11
-C:-:Z 361.5 mg/dL H 05-Apr-2023 13:17:29 5932 14-Feb-2023 16:59:11
3 360.2 mg/dL H 05-Apr-2023 13:17:11 5931 14-Feb-2023 16:59:11
4 360.7 mgldL H 05-Apr-2023 13:16:53 5030 14-Feb-2023 16:59:11
5 361.3 mg/dL H 05-Apr-2023 13:16:35 5029 14-Feb-2023 16:59:11
6 361.7 mg/dL H 05-Apr-2023 13:16:17 5928 14-Feb-2023 16:59:11
7 360.7 mg/dL H 05-Apr-2023 13:15:59 5927 14-Feb-2023 16:59:11
8 359.8 mg/dL H 05-Apr-2023 13:15:40 5926 14-Feb-2023 16:59:11
9 359.3 mg/dL H 05-Apr-2023 13:15:23 5925 14-Feb-2023 16:59:11
10 363.1 mg/dL H 05-Apr-2023 13:15:04 5924 14-Feb-2023 16:59:11
11 361.5 mg/dL H 05-Apr-2023 13:14:46 5923 14-Feb-2023 16:59:11
12 361.0 mg/dL H 05-Apr-2023 13:14:28 5922 14-Feb-2023 16:59:11
13 362.8 mg/dL H 05-Apr-2023 13:14:10 5921 14-Feb-2023 16:59:11
14 - 360.4 mg/dL H 05-Apr-2023 13:13:52 5920 14-Feb-2023 16:59:11
15 360.7 mg/dL H 05-Apr-2023 13:13:34 5919  14-Feb-2023 16:59:11
16 361.6 mg/dL H 05-Apr-2023 13:13:16 5918  14-Feb-2023 16:59:11
17 360.0 mg/dL H 05-Apr-2023 13:12:58 5917 14-Feb-2023 16:59:11
18 361.8 mg/dL H 05-Apr-2023 13:12:40 5916 14-Feb-2023 16:53:11
19 362.7 mg/dL H 05-Apr-2023 13:12:22 5915 14-Feb-2023 16:59:11
20 359.7 mg/dL H 05-Apr-2023 13:12:04 5914  14-Feb-2023 16:58:11

3-Apr-2023




Result Reprint
Type :Patients Tost: GLU
Sample ID Test Result Unit Flag Curvo ¥ Rosult Dato
Camy Over High GLU 361.2 mg/dL.  H 5937 05-Apr-2023 13:18:59
Carry Over High GLU 359.7 mgidL. H 5938 05-Apr-2023 13:19:17
; 3 Carry Over High GLU 361.8 mg/dL H 5939 05-Apr-2023 13:19:35
‘ 4 Carry Over Low GLU 24,0 mg/dL L 5943 05-Apr-2023 13:20:47
: 5 Carry Over Low GLU 24,0 mgidL L 5944 05-Apr-2023 13:21:05
=6 Carry Over Low GLU 240 mg/dL L 5945 05-Apr-2023 13:21:24
J
]
Print Date 05-Apr-2023
111




;f Result Reprint
/
/ ype :Patients Test: UREA
f Sample |D Test Result Unit Flag Curve # Result Date
Carry Over High UREA 187.8 mgidL. H 5934 05-Apr-2023 13:18:05
Carmy Over High UREA 187.3 mg/d. H 5935 05-Apr-2023 13:18:23
Carry Over High UREA 187.8 mg/dL  H 5936 05-Apr-2023 13:18:41
4 Carry Over Low UREA 135 mg/dL L 5940 05-Apr-2023 13:19:53
5 Camy Over Low UREA 13.5 mg/dL L 5941 05-Apr-2023 13:20:11
6 Carmry Over Low UREA 13.6 mg/dL L 5942 05-Apr-2023 13:20:29

Vo

Print Date 05-Apr-2023



Result Reprint
Port Type :Patients

Tost: GLU
o Test Result Unit Flag Curva ft Rosult Dato
Mgy Rine G 3504 mg/dL  H 5805 05-Apr-2023 13:03:20
oA GLu 1753 mg/dL  H 5867 05-Apr-2023 13:03:57
HRay A GLu 88.4 mo/dL 5889 05-Apr-2023 13:04:33
Hneariy 3-8 GLU 459 mgdL L 5801 05-Apr-2023 13:05:09
s Linearity 1- 16 GLU 238 mgidL L 5893 05-Apr-2023 13:05:45

Print Date 05-Apr-2023



Result Reprint

ort Type ‘Patients 05-Apr-2023

Tasl: UREA
t Sample 1D Test Rosult Unit Flag Curvo # Rosult Date
Linearity Raw UREA 186.8 mg/d. H 5004 05-Apr-2023 13:03:03
Linearity 1-2 UREA 93.6 mg/dL H 5806 05-Apr-2023 13:03:38
Lineanty 14 UREA 47.7 mg/dL 5888 05-Apr-2023 13:04:15
Linearity 1- 8 UREA 24.8 mg/dL 58080 05-Apr-2023 13:04:51
Linearity 1- 16 UREA 133 mg/dL L 5892 05-Apr-2023 13:05:27

Print Date 13-May-2023



