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TRANSASIA BIOMEDICALS LIMITED
UNITY GASTROCARE & DIAGNOSTIC CENTER m
INSTALLATION QUALIFICATION i Lledesic |
Instrument Name | M 200 Instrument ID | 8200149 |
1.0 PRE APPROVAL
1.1 Prepared By
Name Designation Signature Date
Prasenjit Das rﬂﬂ_ﬂh finries % - S -QeLo
Maread
1.2 Checked By
Name Designation Signature Date

&m?-ﬁh\lm}u JobTech| Sz LY~ 3-20

1.3 Approved By
Name Designation Signature [ Date
v Devleans | WD Fﬂdﬂ\ﬂ\ﬂfﬁ Mb 24 -0% -20
Dey Barman

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




TRANSASIA BIOMEDICALS LIMITED
UNITY GASTROCARE & DIAGNOSTIC CENTER m’-
INSTALLATION QUALIFICATION iyt
Instrument Name EM 200 | Instrument ID [ S200149 |~
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 cxercise.

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
o Identification of Standard Operating Procedures

o Identification and Verification of Documents
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TRANSASIA BIOMEDICALS LIMITED

UNITY GASTROCARE & DIAGNOSTIC CENTER g

INSTALLATION QUALIFICATION

| Instrument Name |

fo-Lledicals Lid

EM 200 | Instrument ID | 5200149

5.0

INSTRUMENT DESCRIPTION

The Clinical Chemistry Analyzer is an open, full automated, discrete, patient prioritized, random

access, computerized analyzer.

Technical Specifications:

System Type Close system, Automated, Discrete, Random Access, Patient
Prioritized, 1/2 Reageants
Analysis Speed 200 Biochemistry tests per hour 400 tests per hour (with ISE) for a
cycle time of 18 seconds
Display resolution 1024 X 768 I

Analyzer Dimensions

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

MNumber of tests on board Maximum: 50
Assay Modes 1-point, 2-point,Rate-A and Rate -B, ISE optional i
Calibration Linear {two point and multi point), Factorized and Non-linear

Sample (Tubes / Cups)

multipoint
Primary tubes of 5, 7 or 10mL & sample cups

Photometric Optics

Mono and Bi-chromatic measurement using 8 wavelengths

Absorbance Range 0-235 I
Auxiliary Data 10,000 results
Interface R5-232 C port for Bi-directional Communication
Stat Sampling Total 30 positions
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TRANSASIA BIOMEDICALS LIMITED

INSTALLATION QUALIFICATION

UNITY GASTROCARE & DIAGNOSTIC CENTER m |

Instrument Name | EM 200 Instrument ID | S200149

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

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

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

Fhotometric Syvstem:
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
MOESE,

CPU {Central Processing Unig):
CPPU consists of Pentium - 1V 1.7 Gz processor (or Higher) with a 48 x CD Drive, and minimum
256 MDB memory. The application software can be installed on computers with operating systems of
Windows X1,

Besides the above mentioned, this analyzer has got the unique Software and Hardware features.
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TRANSASIA BIOMEDICALS LIMITED
UNITY GASTROCARE & DIAGNOSTIC CENTER mm’
INSTALLATION QUALIFICATION Sy
Instrument Name | EM 200 Instrument ID | S200149 |
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.
Present - |
Name of Component / Accessories Verified by Observations |
Yes / No Signature |
Sample Tray / Disk Ves !
< -
ample Syringe Vi |
Sample Probe Yes ‘
Wash Station for Sample Probe
Yes
Reagent Tray / Disk Yes | |
(
Reagent Bottles Yes g
Reagent Probe wis o
= | 4 |
Stirrer Yes S
Permanent Reaction Cuvette - ==
7 Stage Laundry System Ves . '
Light Source Ves
Sample Cups Yes
Software of EM 200
Yes
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TRANSASIA BIOMEDICALS LIMITED

UNITY GASTROCARE & DIAGNOSTIC CENTER

l

INSTALLATION QUALIFICATION

L

TRANSASIA

| Instrument Name | EM 200 [ Instrument 1D | 5200145 B Medicals 13
7.0 INSTALLATION CHECK / REVIEW
. No. Statement | Yes/mo erified by l
Signature

1. Verify that the “as built" drawings are

complete and represent the design concept
2. Verify that major components / accessories

are securely anchored and shock proof,
3. Verify that there is no observable physical '
damage.
4. Verify that there is sufficient room of cﬁ
servicing provided

5. Verify that all utilities and electrical j%

connections have been done according to %’

the drawings.
6. Walking access to ground mounted
instrument provided. ¥es
7. Required electric connections are tight, o
weather proof and earthed.
8. | 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 meeting the requirements.
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TRANSASIA BIOMEDICALS LIMITED

II

| UNITY GASTROCARE & DIAGNOSTIC CENTER mm1
| INSTALLATION QUALIFICATION

| Instrument Name | EM 200 | Instrument ID | S200149

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

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

“No™ replies must be explained / justified.

2. When more than one component of same specification/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 (¥ ) 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, ete.
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TRANSASIA BIOMEDICALS LIMITED

UNITY GASTROCARE & DIAGNOSTIC CENTER

INSTALLATION QUALIFICATION

[ 5200149

1

| Instrument Name || EM 200
Instrument/ Component Name: Sample Tray / Disk
Date :
. Method of Verified by
Description Specified Actual Verification Signature
No. of patient cups 30 positions Yes
! samples
Standards / Stat 30 positions Yes
Blank Can be put on any Yes
position
ISE positions Can be programmed Yes
{Optional) on any positions
Controls Can be programmed Yes
on any positions

| Instrument ID
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TRANSASIA BIOMEDICALS LIMITED

UNITY GASTROCARE & DIAGNOSTIC CENTER

INSTALLATION QUALIFICATION

b-Rledicas Lid

dispensing volume

Instrument Name | EM 200 | Instrument ID | 5200149
Instrument/ Component Name: Sample Syringe
Date :
B : Method of Verified by
Dscrigition peciited Actvsl Verification Signature
Dispensng Volume 2-T70 uL Yes
Installed Location Behind the Yes
instrument on the
right side
Quantity 01 No. Yes
Increase in 0.2 pL Yes
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TRANSASIA BIOMEDICALS LIMITED
J UNITY GASTROCARE & DIAGNOSTIC CENTER TRANSASA
/ INSTALLATION QUALIFICATION

Instrument Name | EM 200

et i
[ Instrument ID | S200149 belitizs

Instrument/ Component Name: Sample Probe

Date :
_ , | .| WVerified by
/ Description Specified Actual Method of Verification Signature
Aspiration Volume 2=T70 pL Yes
MOC Teflon coated Yes
Quantity 01 No. Yes
Increase in 0.2 ul Yes
aspiration volume
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TRANSASIA BIOMEDICALS LIMITED

UNITY GASTROCARE & DIAGNOSTIC CENTER "

INSTALLATION QUALIFICATION

eledeals [
Instrument Name | EM 200 [ Instrument ID [S200149 i ledicats 36
Instrument/ Component Name: Wash Station for Sample Probe
Date :
Description Specified Actual | Method of Verification ";‘f““"" by
ignature
No. of position 01 No Yes
Type of positions i) Drain Yes - b
if) Trough
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TRANSASIA BIOMEDICALS LIMITED :
UNITY GASTROCARE & DIAGNOSTIC CENTER mm
INSTALLATION QUALIFICATION B dledee L

Instrument Name l EM 200 | Instrument 1D | 5200149 '

Instrument/ Component Name: Reagent Tray / Disk

Date :
Method of Verified by
Description Specified Actual Verification Signature
Cool reagent disk 50 positions Yes
Quter Rings 25 positions Yes
Inner Rings 25 positions Yes
Adaptors of SmL 50 positions Yes
Maintenance of §-12°C 2°C Yes S
Temperature
Rotation of disk Counter-Clockwise Yes
Time for Rotation | Every 18 seconds Yes
of one Cuvetle
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TRANSASIA BIOMEDICALS LIMITED

UNITY GASTROCARE & DIAGNOSTIC CENTER

INSTALLATION QUALIFICATION

| Instrument Name 1

EM 200

| Instrument 1D

| 5200149

Instrument/ Component Name: Reagent Bottles

Date :
N Method of Verified by
Description Specified Actual Verification Sisnature
Minimum Capacity 20 mL Yes
[ Maximum Capacity 50 mL Yes
Quantity (Large) 25 Nos' Yes
Quantity (Smaller) 25 MNos' Yes
Type Serew Capped Yes
Ouner ring position | 20 mL bottles & Yes
Sml adaptors
Inner ring position | 20 mL & 50 mL Yes
bottles & Sml
adaptors
MOC Plastie Yes
Adaptor 50 Nos’ Yes \
Adaptor Capacity 5 mL Yes \
| Identification of | Barcode labels on Yes
Reagents the reagent
containers

Page 150f32




TRANSASIA BIOMEDICALS LIMITED
UNITY GASTROCARE & DIAGNOSTIC CENTER TRANSASIA
INSTALLATION QUALIFICATION Bl L
Mastrument Name | EM 200 [Instrument1D_| 8200149 |

Instroment/ Component Name: Reagent Probe

Date :
e . Verified
Description Specified Actual | Method of Verification Sﬁngn:atu::
Aspiration/Dispensing | R1: 50 - 300 Yes
Volume nL
R2: Oorl0- Yes
300 pl
MOC Teflon coated Yes
Cuantity 01 Nos". Yes
Increase in I ul Yes
aspiration/dispensing
volume




TRANSASIA BIOMEDICALS LIMITED

UNITY GASTROCARE & DIAGNOSTIC CENTER

INSTALLATION QUALIFICATION Rug. el as L
Tnstrument Name | EM 200 [ Instrument ID | S200149 T
Instrument/ Component Name: Reagent Syringe
Date :
d of Verified
Description Specified Actual ..3: :::.::a t;:m Signniu::
Maximum capacity S00 puL Yes
Installed Location Al the back of Yes
the instrument on
the right side
Quantity 01 No. Yes
Increase in 1 uL Yes

dispensing volume

Page
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TRANSASIA BIOMEDICALS LIMITED
UNITY GASTROCARE & DIAGNOSTIC CENTER TRANSASIA
INSTALLATION QUALIFICATION el 1
instrument Name EM 200 Instrument 1D S200149 | o

Instrument/ Component Name: Permanent Reaction Cuvette

Tag/ldentification No.:

Date :
Description Specificd | Actual | Method of Verification | ‘g e Y
Quantity 45 Nos' Yes
MOC Hard Glass Yes
Capacity 770 pL Yes

Page 19 of 32



TRANSASIA BIOMEDICALS LIMITED

UNITY GASTROCARE & DIAGNOSTIC CENTER

INSTALLATION QUALIFICATION mi&
| [Tnstrument Name | EM 200 [ImtramentiD [ Saopias | oond
Instrument/ Component Name: 7 Stage Laundry System
Date :
Description Specified Actual \T::m:;:lt:::“ ‘rsi::::‘:f ‘l

Nozzles Nozzle - | Yes
MNozzle -2 Yes
Nozzle -3 Yes
MNozzle - 4 Yes
Nozzle - 5 Yes
Mozzle -6 Yes
Nozzle - 7 Yes

Page 20 of32




TRANSASIA BIOMEDICALS LIMITED
UNITY GASTROCARE & DIAGNOSTIC CENTER
INSTALLATION QUALIFICATION
jnstrument Name | EM 200 | Instrument ID | $200149

Instrument/ Component Name: Light Source

Dhaie :
S 7 Verified by |
Description Specificd Actual Method of Verification Signature
Walls 12 W Yes
Volis 12V Yes
T MOC Halogen Yes
Quantity 01 No Yes

Page 210f32




. Bn-Hedicais Lid
I [Tnstrument Name | EM 200 | Instrument 1D | 5200149
Instrument/ Component Name: Sample Cups
Date :
T : : Verified by
Description Specified Actual | Method of Verification Signature
Quantity 500 Nos” Yes
MOC Plastic Yes
Capacity 2 mL Yes

TRANSASIA BIOMEDICALS LIMITED B

UNITY GASTROCARE & DIAGNOSTIC CENTER

INSTALLATION QUALIFICATION
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TRANSASIA BIOMEDICALS LIMITED
UNITY GASTROCARE & DIAGNOSTIC CENTER TRANSASIA
Bo-edrais Lt

/
INSTALLATION QUALIFICATION
EM 200 | Instrument ID | S200149

Instrument Name |

I
Instrument/ Component Name: Software of EM 200

|
Date :
Description Specified Actual | Method of Verification r E;Tﬂf :
Version Yes
CD number
Product EM- 200 Yes
Make Erba Transasia Yes

Page 23 of32




Instrument Name

9.0

TRANSASIA BIOMEDICALS LIMITED

UNITY GASTROCARE & DIAGNOSTIC CENTER

._

INSTALLATION QUALIFICATION

Bio-Medicals Lt

EM 200

| Instrument ID | S200149

IDENTIFICATION AND VERIFICATION OF MATERIAL OF CONSTRUCTION
Identify and list down all components of the equipment for its material of construction.

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

Material of ; Verified by
d of Verification :

Component (5) Construction Actual | Metho Sign & Date
Sample Probe Teflon coated Yes
Reagent Probe Teflon coated Vs
Permanent Hard Glass Ves

Reaction Cuvette

Light Source Halogen Ves
Reagent Bottle Plastic Vs
Sample Cups Plastic Nz
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TRANSASIA BIOMEDICALS LIMITED

{ UNITY GASTROCARE & DIAGNOSTIC CENTER

k|

TRANIASIA

| r INSTALLATION QUALIFICATION A Nedcds L
—frument Name_| EM 200 Instrument ID__| 5200149
e
10.0 IDENTIFICATION AND VERIFICATION OF SUPPORTING UTILITIES
List the supporting utilities and record whether or not they are properly connected and
identified.
Verified by
Utilities Ohbservation / Result Sign & Date
Power oK
Distilled Water Ok
Wash Solution OK
UPS OK

Page 25of3
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TRANSASIA BIOMEDICALS LIMITED
UNITY GASTROCARE & DIAGNOSTIC CENTER m
INSTALLATION QUALIFICATION S e |
Instrument Name | EM 200 TInstrument 1D | 5200149 | ot
11.0 IDENTIFICATION OF STANDARD OPERATING PROCEDURE
SOP No. Title
Operation Operation of Bio-Chemistry Random Analyzer
Calibration Calibration of Parameters
Controls Checking of Controls for Parameters
Maintenance Maintenanee / Checking of Distilled water, Wasig, Wash solution, Cuvette
rinse, Sample probe wash and Water save
Cleaning Cleaning of Instrument surface
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TRANSASIA BIOMEDICA LS LIMITED

UNITY GASTROCARE & DIAGNOSTIC CENTER

INSTALLATION QUALIFICATION

Instrument Name i

EM 200 | Instrument ID | 200149
12.0 IDENTIFICATION AND VERIFICATION OF DOCUMENTS
12.1 DRAWINGS
Verified by
Title Dirawing No. Sign & Date
As-built Drawing

Page 27of32
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TRANSASIA BIOMEDICALS LIMITED

UNITY GASTROCARE & DIAGNOSTIC CENTER

Instrument Name | EM 200 | Instrument ID | S200149 |
12.2 GENERAL DOCUMENTS
Verified by
Title Document MNo. Sign & Date
General
Purchase Order No.

Warranty Certificate

Invoice

Test Certificates

Material of Construction

Electrical Motor

Page 280f32




TRANSASIA BIOMEDICALS LIMITED

UNITY GASTROCARE & DIAGNOSTIC CENTER m"
Instrument Name | EM 200 | Instrument 1D | S200149 il
13.0 DEFICIENCIES / DEVIATIONS:
Reviewed by:
n Name Signature Date
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TRANSASIA BIOMEDICALS LIMITED
UNITY GASTROCARE & DIAGNOSTIC CENTER mm
INSTALLATION QUALIFICATION ity
Instrument Name | EM 200 | Instrument 1D | 8200149 S

14.0 SUMMARY AND EVALUATION:

Reviewed by:

Ni mn Signature | Date

— Wowim e O [
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TRANSASIA BIOMEDICALS LIMITED

UNITY GASTROCARE & DIAGNOSTIC CENTER

INSTALLATION QUALIFICATION Wﬂm
Instrument Name | EM 200 [ Instrument ID | S200149 '
150 ABBREVIATIONS
sop Standard Operating Procedure
Moc Material of Construction
1Q

Installation Qualification

Page 31of32
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TRANSASIA BIOMEDICALS LIMITED .

UNITY GASTROCARE & DIAGNOSTIC CENTER TRANSASIA
INSTALLATION QUALIFICATION fig-edicals L

[nstrument Name EM 200 Instrument ID | S200149

16.0 POST APPROVAL:

16.1 Checked by

Date
Name Designation Signature

(; "1" Agic'\b 'fff[j ;%/ 2y-p3-20

16.2 Approved by

Name %ignntiw Signature Date

Do D fpower Vat%(%[ff} fg” | 2-or

Note: This report is effective from the date of approval.
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: TRANSASIA BIOMEDICALS LIMITED
PERFORMANCE QUALIFICATION
UNITY GASTROCARE & DMAGNOSTIC CENTER
Customer Mome: Unity Gostrocare & Diagnostic ) Berial '
Center Muaodel: EM 200 P S20014% Wﬂ!&a
ANNEXLRE-A
TABLE OF CONTENTS
SrMo. Title Puge. Mo,

L. Approval 1

2. Objectives 2

1. Pre-Feguisiles 2

4. Test Plan -

5, Acceptance Crileria 2

6. Summary 2

. APPROYAL:
1.1 Prepared By:
Mame Designation Signature Date
Sudhsm Das Sr.Application Specinlist QA)M
-
1.1 Checked By:
Mame Designation Signature Date

e ~ Aoh Tedh & 2y—03-20

1.3 Approved By:

Mame Designation Signature Diate

Mﬂmw Jﬁ&f" v Sl o
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g TRANSASIA BIOMEDICALS LIMITED
F PERFORMANCE QUALIFICATION

UNTTY GASTROCARE & DIAGNOSTIC CENTER

Center biodel: BB 200 b

lj_‘ummn'ﬂmt: Unity Gastrocane & Dizgrostic Serial

1. ORIECTIVE:

The objective of this protocol is 1o esiahbish documented evidence for 1he

Performance Qualification of EM 200 (Fully Automated Nia-Chemistry Analyzer) and 1o Ensurs

that the resulls obtained are within the pre-determined Acceptance Criferia.

3. PRE-REQUISITES:
Following Pre-requisites are required befose the execution of Performancs

Qualification.
O Completion of Installation Qualification (1Q) pricr 1o FQ.
O Completion of Operational Qualification {0Q) prior 10 Q.

4. TEST PLAN:
parameter each fevelyon Mona Level

ihe CV% during the Performance Qualification of EM 200 (Fully Automased Bio-

Following any of 3 available 131 parameicr precision shall be performed (M=20 far eoch

Etor Bi-Level controbs and check
chemistry Analyzerl

GeMa. Test Paranseter
.lnl.ﬂg'mt-l
CREATININE
GAMMA GT

GLUCOSE
SGPT
PROTEIN
LIREA

5, ACCEPTANCE CRITERIA:
Agcepiance criterin are bosed an the precision stuslics conducted xs per CLST Guidelime EF 05-43.
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TRANSASIA BIOMEDICALS LIMITED

PERFORMANCE QUALIFICATION

Customer Mame: Unity Gastrocore & Diagnostic

UNITY GASTROCA RE & DIAGNOSTIC CENTER

Cenlex Model: E Serial ,
M 20 Mumber: 50149 m
o (AL )
6. SUMMARY:
Tesi Mam -
e IREA SGOTD CREATININE
l M
L NORM PATIY HEHM PATII HORM PATH
Mean 363 1019 314 1226 091 189
S0 032 ol 047 .08 0.02 003
CV% 090 0.80 130 0.7 113 077
<5 % =5 % =5 % =5 % <5 % <5 Y
Accepiable
Criteria
[Mawvalug)
Status PASS PASS PASS PASS PASS PASS

Traceability: Instrument Raw Data from Test Statistics Menu.

Mote: This report is effective from the date of approval

Annexore-gH

Instrument Raw Data from Test Statistics Menu (o be attached as printout attachmenis in Annexure-B.
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TRANSASIA BIOMEDICALS LIMITED TRANSASIA
UNITY GASTROCARE & DIAGNOSTIC CENTER iphdabe
OPERATIONAL QUALIFICATION CHECKLIST oy

[Instrument Name | EM 200 | Instrument ID_| S200149

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

Instrument Start-up

Ta 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 / mnnimtzing f
recording devices, feedback system, eie.) 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, ete.) for correet 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 conirol,
personnel safety systems, password check, ete.) 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 cormect operation and 1o avoid any damage 1o the
instrument and personnel,



TRANSASIA BIOMEDICALS LIMITED
UNITY GASTROCARE & DIAGNOSTIC CENTER
OPERATIONAL QUALIFICATION CHECKLIST

B Medieais L

Instrument Name | EM 200 [ Instrument 1D _| S200149
1.0 INSTRUMENT START-UF:
Refer the Operator’s Manual for the procedures, for the following activities:
Action Ohbservation Verified by Remarks
(Sign & Date)
Ensure that all the
required electrical OK
connections are
properly connected.
Ensure the proper
filling of double
distilled / de-ionized OK

water and Cleaning
solution in the
respective Cans.
Ensure the availability

of XL Wash. §].4 ﬁ/‘
Ensure the availability
of Biohazard Waste. Ok
Ensure the availability
of Normal Waste. 84
Switch ON the rear
switch of the analyzer. OK C::%"
Switch ON the side
switch of the analyzer. OK Cﬁﬁl"‘
Switch ON the
computer and start the OK @r
analyzer application
software.
Initialization
DK
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TRANSASIA BIOMEDICALS LIMITED

UNITY GASTROCARE & DIAGNOSTIC CENTER

OPERATIONAL QUALIFICATION CHECKLIST

Instrument Name |

EM 200

[ Instrument ID | 5200149

2.0 FUNCTIONAL CHECKS:

2.1 Maintenance:

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

Activity Observation Verified by Remarks
(Sign & Date)
Photometer functioning
OK
Cuvette Rinse
OK

Page 3of8



[ TRANSASIA BIOMEDICALS LIMITED
B UNITY GASTROCARE & DIAGNOSTIC CENTER

OPERATIONAL QUALIFICATION CHECKLIST

Instrument Name EM 200 | Instrument ID | 5200149

2.2 Loading of Reagenis:

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

Action Observation Verified by
(Sign & Date)

Remarks

Reagent Level Scan, C@p
Dead Volume Check & OK

2 Reagent Chemistry

Page 4of8§




TRANSASIA BIOMEDICALS LIMITED
UNITY GASTROCARE & DIAGNOSTIC CENTER
OPERATIONAL QUALIFICATION CH ECKLIST
Instrument Name EM 200 | Instrument ID | S200149

2.3 Calibration:

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

Action Observation Verified by Remarks
(Sign & Date)

Blank (Distilled Water)

OK ﬁﬁf’
Standard (Multical)

OK

Page 5of8




II— TRANSASIA BIO

MEDICALS LIMITED

DIAGNOSTIC CENTER

OPERATIONAL QUALIFI

CATION CHECKLIST

! Instrument Name

| EM 200

| Instrument 1D | 5200149

3.0 INTERLOCKS AND ALARMS CHECK:

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

Action ﬂhﬂl‘ﬁ‘ﬂtiﬂﬂ Verified hy Remarks
(Sign & Daic)

Less volume of

Distilled Water OK ﬁ@ﬁ

Less volume of Wash

Solution OK ﬁ&/

More volume of Big-

Hazard waste OK y

More volume of

Mormal / General waste Ok .

Page Gol8
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TRANSASIA BIOMEDICALS LIMITED

UNITY GASTROCARE & DIAGNOSTIC CENTER

OPERATIONAL QUALIFICATION CHECKLIST Bl 1

| [nstrument Name

EM 200

Instrument 1D

5200149

4.0 SAFETY / SECURITY CHECKS:

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

Action Observation Verified by Remarks
(Sign & Date)

Password Check for

Test Parameters OK [E‘%ﬂ

Password Check for QC ‘5’%@/

Mode OK

Page 7Tof8
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UNITY GASTRO

I|I..
|

— OPERATIONAL

CARE & DIAGNOSTIC CENTER

QUALIFICATION CHECKLIST

Hpstrument Name

L

EM 200

| Instrument 1D | 5200149

|
=

<0 INSTRUMENT SHUT-DOWN:

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

| Action Observation Verified by Remarks
(Sign & Date)
“Sample Probe Wash
OK ﬁg&b’(
Water Save
0K
Switch OFF the
computer. Ok
“Switch OFF the side
switch of the analyzer. OK
Switch OFF the rear ﬁf.
switch of the analyzer. OK

Page 8 of 8



Test Statistics

Test CHOL Report Type Patianis
Drate From 02-Dac-2023 Date To 02-Dec-2023
Sample |0 PRECESSIONLI Paliarl Mars Ago
s Resull Unil Reault Date Curve® Used Calibration
1 124 moidl 02.Dec-2023 20:01:53 31575  02.Dec-2023 19:03:40
¥ 145 modl 02-Dpo-2023 H01:35 3674 C2-Dec-2023 19003:44
1 144 maid] a2-Dec-2023 2001:47 JETI  02-Dec-3023 1903458
P 145 mogid! 02-Doe-2023 20000:58 31572 02-Dec-2023 19:03:49
5 145 mghdl 02-Dec-2023 20000:41 JST1  O2-Dec-F023 15:03:49
& 144 mgidi 02-Dec.2021 J0:0023 JIET0  02-Dec-2023 1800346
T 146 mgidi 02-Dec-2023 20:00:05 31669 02-Doc-2023 19:03:49
8 144 mpidl 02-Doc-2023 19:5947 31568  02-Dec-2023 10:03:49
] 140 mgidl 02-Dec-2023 19:59:20 31567  02-Dec-2023 18:0349
10 170 el 02-Doc-2023 18:58:11 566 02-Dec-2023 10:05:49
1" 146 il 02-Dec-2023 10:58:83 31585  02-Dec-2023 19:03:49
12 145 motdl 02-Dhec-2033 15058:35 3564 02-Dec-2023 15cdd-Lh
1 145 mghdl 02-Dec-2023 15:58:17 5663 02-Dec-2023 19:03:48
14 145 mg/d 02-Dec-2023 19:57:58 31562 02-Dec-2023 19:03:49
15 143 mgidl 02-Dec-2023 19:57:41 3861 02.Dec-2023 19:03:49
18 147 mgidl G2-Dec-2013 16hST:E2 31560  O2-Dec-2023 15:03:40
17 145 mgidl 02-Doc-2023 155704 31559 02-Dec-2023 18:03:40
18 145 mgid 02.Dec-2023 19:56:46 31588  02-Doc-2023 19:03:48
1] 150 mgidl G2-Dec-202) 19:85:28 3557 (@-Dec-2(@d 19:00:45
mw 145 mgidi 02-00c-2023 195610 31556 02-Dec-2023 19:00:49




Test Siatistics

GHOL Report Typa Patients
Dafte From 02-Dec-2023 Dale To 07-Dec-2023
Samga 1D FRECESSION L2 Pasant Mamo Agh
el Result  Uni R Date Curved  Used Calibration
i 242 mghdl fz-Dee-2023 10:31:48 3475 O2-Dec-2023 1500343
z 240 mgid 02-Dec:2023 15:31:30 1474 DE-Dwc-2023 1034
e 240 mygidl o2 Dec-2023 1903112 31473 02-Dec-2023 190348
4 237 mgidl 02-Dec-HEy 151005 A18TF  O2-Dec- 2023 190345
= 234 mghdl (12-Dec-2023 15:30:36 39471 O-Dee-2023 19203:43
& 236 mgidl N2-Dec-20E3 1530013 31470 02Dec-2023 190343
T 241 mgidl 02-Dec<2023 18:30:00 31460 02-Dec-2023 150349
8 237 mgid 02-Dec-2023 1829042 31468  02-Dec-2023 1H03:43
g 243 mgidi fi2-Dec-2023 19:20:24 31467  02-Dec-2023 19:03:43
10 238 mgdl n2-Dec-2023 15E908 31466  O2-Dec-2023 190343
11 239 mgidl 02-Dec-2023 19:28:47 31465  02-Dec-2023 15:03:49
12 240 mygid 02-Dec-2023 15:28:29 21464 02-Dec-2023 15:03:40
13 240 mghdl 02-Dec-2023 18:28:11 31463 02-Dec-2023 19:03:48
14 241 migdl 02-Dec-2023 152153 30463 02-Dec-2023 19:02:49
15 260 magid] 02-Dec-2023 18:27:38 31451 02.Dec-2023 190343
1% 242 mgitl 02-Dec-2023 19:27:17 31460 02-Dec-2023 19003:48
17 240 mgd 02-Dec-2023 15:26:59 31459 02-Dec-2023 150340
18 240 mgidl 02 Dec-2023 18:26:41 1458  02-Dec-2023 19:03:43
19 240 matdl 02-Dec-2023 19:26:23 11457 02-Dec-2023 19:03:48
i 738 mgid 02-Dwe-2023 19:26:05 31456  0@-Dec-2023 18:03:49

05-Dec-2027

112



Test Stalistics

Test CHOL Report Trpe Patiants
Crate From 02-Diac=2023 Data To 02-Dec-2023
Samgte 1D PRECESSION L2 Pasant Mama Ao -
SR Result  Unit Flag Fiosull Dals Curvod  Used Calibration
1 A7 mga H 02-Dec-2023 19:31:48 31475 02-Dec-2023 19.03:40
2 240 mgidl H 02-Dec-2023 19:31:30 31474 02-Dec-2023 160040
3 240 mgha H 02-Doc-2023 15£31:12 31473 02.Dec-2023 10040
4 23T mgidl H 2. Dee-2023 10:30:54 31472 02-Dec-2023 100040
5 34 moldl H 02-Dec-2023 19:30036 31471 02-Dec-2023 150340
B 238 mghd H O2-Dec-2023 153018 9470 02-Dec-2023 10048
7 241 mgidl H (2-Dec-2023 15:30:00 Jt4E9  02-Dec-2023 190349
8 237 mgld H 02-Dec-2023 192042 21488 02-Dec-2023 19:03:40
9 243 mgidl H 02-Dec-2023 15:28:24 31467  02-Dec-2023 190347
10 238 mgid 02-Dec-2023 165:29:08 31466  O2-Dec-2023 18:03:47
11 239 mgidl H 02-Dec-2023 19:26:47 31485  02-Dec-2023 16:03:49
12 240 gl H 02-Doc-2023 19:28:29 31464 O2Dec-2023 18:03:49
13 240 mghdl H (2-Dec-2023 18:28:11 31483 02-Dpc-2023 19:03:48
14 241 mghdl H 02-Dec-2023 18:2T:53 MaB2  02-Dec-2023 19:03:49
15 240 mgld H 02-Ouc-2023 19:27:35 31461  (2Dec-2023 19:03:49
16 242 mghdl H OZ-Dec-2r23 183017 1460 (o.Dec-2023 19:03:40
7 240 mgid H 02-Dec-2023 19:26:58 31459  02-Doc-2023 19:03:43
18 240 mgdl H J2-Dec-2003 1502641 31458  02-Dec-2023 19:03:49
19 240 mghd H 2-Dec-2023 1562 31457  02-Dec-2023 15:03:49
0 238 mgdl H 02-Dec-2023 19:25:05 11456  02-Dec-2023 19:03:49
05-Dec-2023

12




Test Statistics

CHOL Report Type Patients

02-Dec-2023 Data To 02-Dec-2023

o
ibirvn Refenence Range e
Baolow Feferenca Fange o
Dl Range a
Telal Test)s) 2

Sr#From 1 To 20

N 20

B 239

S0 2.18

w®io : 0a1

Rangis g
05-Dec-2023

212



TRANSASIA _

?ranﬂ!ia B - Madicals Lid., Trassasia House, § Chandivall Studio Fiead, Andhi (E), Mumbai - 400 072
Tal: +01 22 4030 6000 Fax; #0122 2857 3030

Ref. No TEM/EZ3/23-24/0043 Date: 18.12.2023

Linearity Study for CHOL T

Institution: UNITY GASTROCARE & DIAGNOSTICS CENTRE
Hame of the Technical person: PRASENIIT DAS
Date performed: 18.12,.2023

Instrurment Name: EM 200 SL Mo : 5200149 Test Name ; CHOL
CHOL Expected Obtained
Meak 251 251
1/2 DILUTION 125.5 126
1/4 DILUTION 62.75 67
1/8 DILUTION 31.37 36
1/16 DILUTION 15.68 20
1/32 DILUTION 7.84 12
CHOL Linearity R
auﬂ .|_ — =th
250 4
T 200 *
2 150 |
& 100 i
50 4
o4 ; ; . . !
a &0 100 150 200 250 300




ﬂ;ﬂmﬂa Bas - Mlachials Lidl, Tl!nlamMmEMﬂHEMMHW{EJ.m-MEE
Tal: #8122 4030 5000 Fax: #5122 2857 3030

Ref, No TBM/EZ3/23-24/0044 Date; 18.12.2023

Linearity Study for SGOT Test

Institution: UNITY GASTROCARE & DIAGNOSTICS CENTRE

Name of the Technical person: PRASENIIT DAS

Date performed: 18.12.2023

Instrurment Mame : EN 200 5L No : 5200149 Test Name ; SGOT
SGOT Expected Obtained

MNeat 120.9 120.9

1/2 DILUTION 60.45 59.1

1/4 DILUTION 30.22 316

1/8 DILUTION 15.11 17.1

1/16 DILUTION 7.55% 9.2

3.77 a7

1 1/32 DILUTION |

SGOT Linearity

140 7=

120

Expected

100 120 140




'r;ansasia Bio - Medicals Ltd., Transasia House, 8 Chandivali Studio Roed, Andheri (E), Mumbal - 400 072

Tel: +01 22 40309000 Fax: +51 22 2857 3030

Ref. No TBM/EZ3/23-24 /0042

TRANSASIA _

Date: 18.12.2023

bt i B Crrea e Tas

Institution: UNITY GASTROCARE & DIAGNOSTICS CENTRE
Mame of the Technical person: PRASENIIT DAS

Date performed: 18.12.2023

Instrument Mame : EM 200 SL Mo : 5200149 Test Name : CREATININE
CREATIMNIME Expected Obtained
Meat 3.8 3.8
1/2 DILUTION 1.9 1.87
1/4 DILUTION 0.95 0,93
1/8 DILUTION D47 0.36
1/16 DILUTION 0,23 0,15
1/32 DILUTION 0.11 0.10

CRE Linearity

1.5 Obtd@ned

www. lransasia.co.ln

<€rha.

Rl



via Bio - Medicats Ltd., Transasia House, 8 Chandivali Studio Road, Andheri (E), Mumbai - 400 072 TRM Cifer

ol 431 12 40309000 Fax: +51 22 2857 2020

f.No TBM/EZ3 /23-24 0035
Re / / / 2 Date:DZ2,12.2023

MAME OF THE INSTITUTION: UNITY GASTROCARE & DIAGNOSTICS CENTRE

Precision worksheet : UNITYGASTROCARE AND DIAGNOSTICS CENTRE
Instrument 1d : EMZ200

| Mame of Technical person: PRASENNT DAS
Supervisor review: Dr. DEVLEENA DEV BURMAN
Date Performed : 02-12-2023
| Run sequence UREA CREA cHLO | seoT | ALe
1 101.4 370 242 123.8 5.01
1016 3.68 240 1255 5.00
3 101.1 37 240 122.1 5.01
4 1016 373 237 1228 5.01
5 101.3 3.64 234 1235 5.01 |
6 1022 3.70 236 1226 5.00
7 100.8 369 241 121.6 5.04
8 101.4 3.69 237 123.3 5,01
9 102 4 3.72 243 1226 5.03
10 1032 368 238 121.2 5.01
1 101.7 368 239 123.1 5.00
12 102.2 372 240 1209 498
13 1018 372 240 122.1 5.01 |
14 102.7 372 21 1224 4599
15 102.6 370 240 121.9 5.03
16 101.6 3.64 242 122 4 5.01
17 102.6 3re 240 1226 5.03
18 102 .2 3.66 240 121.4 502
19 101.5 3.65 240 1214 5.05
20 101.8 3.66 238 123.1 5.05
Mean 101.9 3.69 239 122.56 5.015
sD 0.61 0.02 2.19 1.06 0.02
v 0.60 0.76 0.91 0.87 0.37
Allowable Limit Pass Pass Pass Pass Pass
Status : PASS

<€rba.



Test Stalistics
Test ALBD Report Type Patienis
Date From 02-Dec-2023 02-Dec-2023
Sample D  PRECESSION LY Patient Mame Age -
s Resill  Unit Flag Reslt Dale Curve #  Used Calibration
1 349 gidt L 02-Dec-2023 20:07:54 595 02-Dec-3023 10:08:14
2 349 gidl L 02-Dec-2023 20:07:38 31584 02-Doc-2023 19:08:14
3 345 gidl L 02-Dec-2023 20:07:18 31593 02-Dec-2023 19:06:14
4 348 gidl L 02-Dec-2023 20:07:00 3582 02-Dec-2023 15:06:14
5 347 gia L 012-Dec-2023 20:06:42 3581 02-Dec-2023 19:05:14
6 3,48 gid L 02-Dec-2023 20006:24 580 02-Dec-2023 15:06:14
7 349 gl L 02-Dec-2023 20.06:08 31589 02-Dec-2023 19:08:14
8 348 gidl L 02-Dec-2023 20-05:48 31568 02-Dec-2023 19:06:14
§ 350 gl 02-Dec-2023 20:05:30 MEET  02-Dec-2023 19:06:14
10 3.46 g/ L 02-Dac-2023 20005112 31588 02-Dec-2023 10:06:14
o | 348 gl L 02-Dac-2023 200454 31585  02-[oc-2023 19:08:14
12 J.46 gidl L 02-Dopc-2033  20:04:35 S84 02-Dec-2023 1800614
13 248 gl L 02-Dec-2023 20:04:18 31883 02-Dec-2023 19:08:14
14 347 gidl L 02-Doc-2023 20-04:00 31882 02-Dec-2023 19:06:14
15 348 gl L 02-Dec-2023 20:03:42 31581 02-Dec-2023 15:06:14
16 3.48 gidl L 02-Dec-2023 20:03:23 31580  (2-Dec-2023 19:06:14
17 d48 ga L 02-Dec-2023 20:03:06 HE7S  02-Dec-2073 19:06:14
18 348 gHl L O2-Dec.2023 2000248 5T 02-Dec-2023 10:06:14
149 345 gdl L 02-Dec-2023 20:02:39 NETT 02-Dec2007 1000694
20 348 gl L 02-Dec-2023 20:02:11 1576 02-Dec-2023 159:05:14
05-Dec-2023

112



Tes!t Siatistics

Test ALBD Report Type Patiants
Date From 02-Dec-2023 Date Ta 02-Dec-2023
SamgleiD  PRECESSION L2 Patient Narme = Age -
= Resull  Unit Flag Result Dale Curva ¥ Used Calibeation
1 501 gidi - 02-Dac-2021 19:37:49 31465  02-Dec-2023 19:06:14
2 500 gidl . ., 2-Dec-2023 19373 31454 02-Dec-2023 10:06:14
3 5.01 gid - | " p2.Dec2023 19713 31483 02-Dec-2023 19:08:14
4 B0 gidl = 02-Dec-2033 19:38:55 31482  02-Dec-2023 19:08:14
& 501 g/l - 02-Dec-2023 153637 31481 02-Dec-2023 10:08:14
B 5.00 gid . 02-Duc-2023 18:36:19 31400 02-Dec-2023 19:06:14
T 504 gidl - 02-Dee-2023 15:36:01 31489  02-Dec-2023 15:08:14
8 5.01 gidl - (2-Dec-2023 19:35:43 31488 02-Dec-2023 19:06:14
g 5.03 gidl . 02-Dec-2023 19:35:25 31487 02-Dec-2023 15:06:14
10 51 il - 02-Dec-2023 19:35:07 486 [2-Dec-2023 15:06:14
11 5.00 gidl - 02-Dec-2023 15:34:43 31485  02-Dec-2023 16.06:14
13 498 gid : 02-Dec-2023 19:34:31 31484 02-Dec-2023 19:06:14
13 501 ghd - 02-Dec-2023 19:34:12 31483 02-Dec-2023 19:06:14
14 4.5 gid - 02.Dwe-2023 19:33:55 31482 O2-Dec-2023 19:06:14
- 503 gid . 02-Dec-2023 153336 31481 02-Dec-2023 19006:14
16 5.01 gidl = 02-Dec-2023 19:33:19 1480 02-Dec-2023 15:06:14
i7 5.03 gidl i 02-Dec-2023 19:33:00 3470 02-Dec-2023 15:06:14
18 502 g . 02-Dec-2023 123242 3478 02-Doc-2023 19:06:14
19 5.05 gidl . 02-Dec-2023 19:32:24 47T 02-Dec-2023 19:06:14
0 5.05 gidl - 02-Dec-2023 19:32:08 31476 02-Dec-2023 10:06:14

05-Dec-2023 1/2



Test Statistics

02-Dec-2023 Date To

LB Report Type

Fatents
02-Dec-2023

2
Abeve Reference Rango 0
Balow Faforence Ranga 0
Detault Ranga o
Tolal Test[s] 20

S#From _1_To 20
N 20
Mean 5402
50 0.0z
WGV LR
Ranga 0.07
05-Dec-2023 272



Tasl ALBD

Test Statistics

Hoparf Typa

Dale From 012D 2027 Dala To

Fabents

02-Dec-2021

Computed Ranges And Stalistical Values

HMinharencn Hanga

At Ratarenen Mango o
Boaow Fnlosencn Fanga 1
Dt Hanga f
Total Tesbis) 0
Sr#From 1 To 20
M 28
Moan 148
50 a0
o 0%
Rango e

05-Daec-2023



Test Stalistics

Tast CREMZ Report Type Patiants

Date From O2-Dec-2023 Daie Ta 02-Dec-2023

Sampio ID  PRECESSION L1 Patient Hame Aga -

il Resull  Uné Fosult Dat Curca @ Llsad Calibeadion
1 0.90 mgid 02-O0c-2023 15.55:52 555  02-Dec-2023 18:01:25
2 0.90 mg'd 02-Dec-2003 16:55:24 554 02-Dec-2023 10:01:25
3 0.91 magyidl 02-Doc-2023 19.55:16 31553 02-Doc-2023 15:01:25
4 0591 mghdl 02-Duc-2023 15:54:-58 31552 02:-Doc-2023 19:01:2%
5 0.83 mgid 02-Doc-2023 19:54:40 31851 02-Dec-2023 10:01:25
f 080 mgid 02-Dec-2023 19:54.22 550 02-Dec-2023 19:01:25
7 0.590 maidl 02-Doe-2023 19:54:04 M40 02Dec-2023 19,0125
B 0.90 mgdl U2-Dec-2023 155348 9548 02-Dec-2027 1900225
8 Q.87 madl 02-Dwc-2023 15:53:28 34T 0R-Dac-2023 1920035
10 0.85 mgidl 02-Dec-2023 185340 546 02-Dec-2023 19:01:25
1 0.83 moldl 02-Dec-2023 1G:52:52 1545 02-Doc-2023 15.01:28
12 0.50 mgidi 02-Dec-2023 18:52:34 31544 02-Doc-2023 16:01:25
13 0.81 mgidi 02 Dec- 2023 195216 1543 02-Doc-2023 19.01:25
14 094 mgid 02-Dec-2023 19:51:58 31542 (2-Dec-2023 15:01:25
15 08T mglhd 02-Dec-2023 18:51:39 1541 02-Doc-2023 10:01:25
18 091 mghdl 022003 1H51 380 02-Dec-2023 195:01:35
7 093 mgi 0G-Danp- 2003 18:51:03 31538 02-Dec.203 19:01:25
18 0.53 mghdl 02-Dec-2023 18:50:45 31538 (2-Dec-2023 19:01:25
19 0.89 mg'd 02-Dec-2033 185027 537 02-Dec-2023 10:01:25
20 0.89 mgid 02-Dac-2023 18:50:00 31536 02-Dec-2023 19:01:25
05-Dhae-2023 142



S

Test Statistics
Test CREMNZ Report Type Fabants
Date From 02-Dec-2022 Date To 02-Dec-2023
Bample 1D PRECESSION L2 Patant Mama Age .
S Result Linit Flag Fasult Date Curve @ Used Calibration
1 LT mgicl H 02-Duc-2023 19:28:47 31455  02-Dec2023 190125
2 368 mgidl H 02-Dec-7023 19:25:29 454 02-Dwe-2023 18:01:25
3 AT mpi H D2-Dhae-2023 10:24-11 31453 02-Dec-2023 15:04:25
4 4T3 mgidl H 02-Doc-2023 19:24:53 4562 02Dec-2023 19:01:25
5 364 mgidl H 02-Doc-2023 15:24:35 31451 02-Dee-2023 19:04:25
6 270 mgidl H 02-Dec-2033 182497 450 OF-Dec-2023 19:00:25
T 3.63 mgia H 02-Dec-2023 19:23:50 3449 02-Duc-2023 1001225
L 369 mgldi H 02-Dec-2023 1902341 Jd48  02.Dec-2023 19:01:25
g 372 mgia H 02-Dwe-2023 16:23:23 3447 02-Doc-2023 18:01:25
10 3,58 mghdl H 02-Dec-2023 19:23:04 3446 02-Dec-2023 10:01:25
1 3.68 mgil H 02-Doc-2023 19:22-48 3445 02-Dec-2023 10:01:25
12 472 mgidl H 02-Dec-2023 16:2228 31444 02.Dec-2023 15:01:25
13 372 mgid H 02-Dec-2023 18:22:11 31443 02-Dec-2023 19:01:25
14 .72 mga H 02-Dec-2023 18:21:52 31442 02-Dec-2023 19.01:25
15 370 mgpidl H 02-Dec-2023 18:21:34 3441 02-Dec-2023 15:01:25
15 164 mogidl H 02-Dec-2023 19:21:16 3440 02-Dec-2023 18:01:25
17 3,72 mgha H 02-Dec-2003 19:20:58 31439 02.Doc-2023 16:01:35
18 168 mghdl H 02:-Dpc-20d3 19:20040 31438 02:.Dec-2023 15:01:29
19 365 mgidl H 02-Dec-2023 19:20:22 31437 02-Dec-2023 19:01:25
20 366 mgidl H 02-Dec-2023 19:20:04 31436 02-Dec-2023 19:01:25

05-Dec-2023

112



Tes! Stalistics

CRENZ Hapard Tvpa Patnts
© pate From 02-Dec-2023 Data To 02.Doe-2023

Computed Ranges And Statistical Values

Haferancs Hangs o
Above Roferenco Rango by}
Baolow Raferencs Rango o
Delaull Range ]
Total Tosils) =0

S¥From 1 To 20

50

i
Hange

150
.03
a.Fr
0.0%

O D 202

212



_ Test Statistics
| —

' qesl CREMNZ Report Type Patients
pate From 02-Dec-2023

Date To 02-Dec-2023

=

Computed Ranges And Statistical Values

Helerenca Hange 20
Abave Rafarence Rango i}
Eelow Reference Range 1]
Dafault Range 1]
Total Test(s) 20
Sr# From 1 To 20
M 20
Fhean 0.81
S0 0.02
ey 233
Ranga L

05-Dec-2023



Resuilt Reprint

Repaort Type Patients
S8 Sample ID Tost Result Uit Flag Curva # Rosult Dato

1 Linearty Check SGOTD 1200 UL H 33709 18-Doe=2003 16:26:09
2 Lineamy Check UREA 008 mgdl M 33770 18-Doc-2023 12626
3 Linearty Chock CRENZ 180 mgdl M 3w 18-Doc-2023 162644
4 Linearty Check CHOL 2% mgidl M a7 16-Doe-2023 16:27.02
5 Linearty Check ALBD 5.15 gidi 33713 18-Doe-2023 16:27:20
8 Linearty Chock 1 5GOTD 5.1 LWL H aarra 18-Dooc-2023 16:27:38
T Linearty Check LUREA 49,3 mgid 17T 18-Doc-2023 16:27:57
8 Lingarty Chack ! CREMZ 167 mgidl M 33776 18-Doc-2023 16:28:15
9 Linearty Check1 SHOL 126 mgidl aarmy 13-Dee-2023 151523
10 Lineadty Check ALBD 208 gl L IN7TE 16-Doc-2023 18:28:51
1 Linearty Check2 SGOTD 36 UL 33778 18-Dec-2023 16:29:09
12 Lineasty Check2 UREA 248 mgid 33780 18-Duc-2023 16:29:27
13 Linearty Check2 CRENZ 093 mgidl 33781 18-Dec-2023 16:29:45
1 Linearty Chack2 CHOL 67 mag'd JaTe2 18-Duc-2023 16:30:03
15 Linearty Check? ALBD 186 gidl L 33783 18-Dec-2023 18:30:21
16 Linearty Check3 SGOTD 17.1 UL 33TE4 18-Dec-2023 16:30:39
17 Linearty Checkd LIREA 125 mgdl L 33785 16-Doec-2023 10:30:57
18 Lingarty Checkd CRENZ .36 mgtdl L JATED 18-Dwe- 2003 16:31:15
18 Linsarty Check3 CHOL 3B mg'dl 33787 18-Doc-2023 16:31:33
20 Linsarty Gheckd ALBDY 080 gid L 23783 18-Dpe-2003 131251
b3 Lineanty Chackd SGOTD 92 UL 33789 18-Dec2023 183210
22 Linearty Chechd UREH, BA mpidl  TEC-L 33T 16:-Dec- 2033 183227
23 Lineary Chockd CRENZ 015 mgdl L 3aren 15-Dec-2023 163246
24 Lineary Chockd CHOL 20 mgldl 33702 18:Doc-2023 16:33:04
25 Linearty Chockd ALBD 0.47 gl L 13793 18062023 16:33:22
28 Lineary CheckS SGOTD 47 UL 33704 1&:Dec-2023 16:00:40

Fiirit Date 1B-Doc-2123 12



Result Reprint

s

gd  Sample o] Tesd Result Unit Flag Curve § Fosull Dake

=7 Lingarty Checkh LUREA MA mgid  TECL 33Ta5 1B-Dec- 3083 16:33:58

78 Lineasty ChackS CRENZ HA mgdl  TEGL 13706 18-Doc-2023 16:34:16

el Lipearty Checks CHOL 12 mgid 33TET 18-Dac-2023 16:34:34

Al Lenearty CheckS ALBD 028 gid L 33Ta8 10-Dec-2023 1E34:52

2iz
Print Dt 18-Oee-2023




pate performed: 18.12.2023

nstitution: UNITY GASTROCARE & DIAGNOSTICS CENTRE
yame of the Technical person: PRASENJIT DAS

| instrument Name : EM 200 5L No : 5200149 Test Name : CREATININE
F__"' CREATININE Expected Obtained
Meat 3.8 3.8
1/2 DILUTION 1.9 1.87
1/4 DILUTION 0.95 0.93
i 1/8 DILUTION 0.47 0.36
1/16 DILUTION 0.23 0.15
1/32 DILUTION £.11
CRE Linearity
4 -
35 /
3
- 2.5 /
$ 2
(=9
al 1.5
1
0.5
0 - T T 1 ' r ; . —_
o 0.5 1 1.5 2 2.5 3 3.5 4
Obtained

Institution: UNITY GASTROCARE & DIAGNOSTICS CENTRE

Mame of the Technical person: PRASENJIT DAS




pate performed: 18.12.2023

' Instrument Name : EM 200 SLNo : 5200149 Test Name : UREA
LUREA Expected Obtalned
Meat 99.8 99.8
[ 1/2 DILUTION 49.9 49,3
1/4 DILUTION 24.95 24.9
1/8 DILUTION 12.47 13.5
1/16 DILUTION 6.23
1/32 DILUTION 3.11
e UREA Linearity
100 +=
a0
=
T mo
(=
&
&
0
] T T T T =
i} 20 40 &1 a0 100 120
Obtained

Institution: UNITY GASTROCARE & DIAGNOSTICS CENTRE
Name of the Technical person: PRASENJIT DAS

Date performed: 18.12.2023

Instrument Name : EM 200 5L No : 5200149 Test Name : 5GOT
SGOT Expected Obtained
Neat 1209 1209
1/2 DILUTION 60.45 559.1
1/4 DILUTION 30.22 316
1/8 DILUTION 15.11 17.1
1/16 DILUTION 7.55 9.2
1/32 DILUTION 3.77 4.7




i SGOT Linearity

120

100
80

Expected

40
20

0 20 40 B0 20 100 120 140
Obtained

nstitution: UNITY GASTROCARE & DIAGNOSTICS CENTRE
Name of the Technical person: PRASENJIT DAS

Date performed: 18.12.2023

Instrument Name: EM 200 SL No : 5200149 Test Mame : CHOL
CHOL Expected Obtained
MNeat 251 251
1/2 DILUTION 125.5 126
14 DILUTION 62.75 B7
1/8 DILUTION 31.37 36
1/16 DILUTION 15.68 20
1/32 DILUTION 7.84 12
CHOL Linearity
300 |
250 -
200
= |
2 |
@ 150
5
100 |
|
50
0 J x Ep— x T T T T "
0 %0 100 150 200 250 300
Obtained




/ngtitutiﬂn: UNITY GASTROCARE & DIAGNOSTICS CENTRE
name of the Technical person: PRASENJIT DAS

Date performed: 18.12.2023

Instrument Model : EM 200 SN Mo : 5200149 Test : ALD
ALB Expected Obtained

Meat .15 5.15

1/2 DILUTION 2.57 2.98

1/4 DILUTION 1.2B 1.66

1/8 DILUTION 0.64 0.89

1/16 DILUTION 0.32 0.47

1/32 DILUTION 0.16 0.26

_AL_B_ _Linea_[iw____ B

Obtained




Test Statistics
Tessl LREA Mot Ty Pt ils
Do From 02-Dae- 2000 Dato 1o 02-Doc-2023
il (Y PSS L Palignnl B Ao
full Bosull Lkl F L s Lkala Curve @ Used Calibratsan
i K0 nwghll 02-Doc 2023 184551 535 02-Doe-2023 18:55:00
z MO il - 02D 2023 19:40:33 31534 02-Dec-2023 18:55:00
k| B iighdl (3 Dac-202% 154915 31533 02-Dee-2023 1855000
4 AT il : f12-Dee- 2023 1004857 31532 02-Dec-2023 18:52:00
a Jiese mphll 02-Dec-2023 19:46:39 41531 02.Dec-2003 18:50:00
1 A5 mohdl o2-Doc-2023 148 21530  02-Dec-2033 18:59:00
T 0 mgidl = 02-Doc-2023 19:48:03 31520 OFDec-2023 18:55:00
i M2 mphll . 02D 2023 194745 31528  02-Dec-2023 18:59:00
i 352 mghdl . G2 -Dre-2023 1EATET 31527 02-Dec-2023 1550000
TH] A5.5 mofidl . 12:Dec-2023 194700 21526  02-Dwec-2023 18:59.00
n A5 il . Dee-2023 194651 11525  02-Dec-2023 18:55:00
- 452 mphl - n2-Doc-P0F) 10:46:33 31524  02-Dwc-2023 18:58:00
1 155 mphll a M:ﬁ 1A 14 35X 02-Dec-2023 18:59:00
14 3.9 mphd * 02-Doe-2033 194556 31522  02-Dec-2023 185000
14 350 mgidl 02-Dec-2023 19:46:38 31521 (2-Dec-2023 18:55:00
i 35.5 mghdl : 02-Doc-2023 184520 31520  02-Dec-2023 18:59:.00
17 6.0 moid 02-Dec-2023 19:45:02 3516 02-Dec-2023 18:59:00
18 5.1 mgidl 02-Doc-2023 159:44:44 31518 02-Dec-2023 15:55:00
10 350 mgphd . 02-Doc-2023 19:44:26 31517  02-Dec-2023 18:55:00
20 353 mgidl * 02:Dec-2023 194408 31516 02-Dec-2023 18:59:00

05-Dec-2023



Test Statistics

el
pate From

UREA
02-Dec-2023

Report Type Fatients
Dale To 02-Dac-2023

—

G wik

Robergnce Hang

Ranges

phove Relerance Rangs

Bedew Reterance Rangs

Defaull FRange

Todsl Tesl(s)

S#From 1 To 20

dSs

| Values

20

B o o o

20
45.3
032
0.90

1.1

05-Dec-2023

21



Test Statistics

Test UREA Report Type Patiants

Dale From 02-Dec-2023 Date To 02-Dec-2023

—

sampip ID  PRECESSIONLZ Patient Name K

Sr¥ Result  Unit Flag Hesull Dale Curve ®  Used Caltwation
1 014 mghdl H 02-Dec-2023 19:19:46 31435 02-Dec-2023 18:50:00
2 101.6 mgidl H D2-Dec-2023 19:19:26 31430 02-Dec-2023 18:59:00
3 101.1 mgidi H 02-Dec-2023 19:15:10 31433 02-Dec-2023 18:59:00
4 101.6 mgidt H 02-Dec-2023 1918:52 31432 02-Dec-2023 18:59:00
% 01,3 mgidi H f2-Dec-2023 19:18:34 21431 02-Dec-2023 18:55:00
6 1022 mp/dl H 02-Dec-2023 19:18:16 31430  02-Dec-2023 18:59:00
7 100.8 mgidl H 02.Dec-2023 101758 31420 02-Dec-2023 18:55:00
8 101.4 mghdl H 02-Dec-2023 19:17:40 11428 02-Dec-2023 18:59:00
g 1024 rngidl H 02.Dec-2023 1H17:22 1427 02-Dec-2023 18:58.00
10 1032 mgidi H 02-Dec-2023 19:17:04 11426  02-Dec-2023 185900
1 101.7 mgidl H 02-Dec-2023 19:16:46 31425  02-Dec-2023 18:59.00
12 102.2 mg/d H 02-Dec-2023 15:16:27 39424 02-Dec-2023 18:59.00
12 1018 mgidl H 03-Dec-2023 19:16:09 11473 02-Dec-2023 18:59:00
14 1027 maid H 02.Dec-2023 1815:51 41422  02-Dec-2023 18.55.:00
15 1026 mgid H 02-Dec-2023 19:15:33 31421  02-Dec-2023 16:59:00
- 101.6 mgidl H p2-Dec-2023 15:15:15 31420  02-Dec-2023 18:59:00
17 1026 mafdl H 02-Dec-2023 19:14:57 31410 (2-Dec-2023 16:55:00
18 1023 mgidl H 02-Dec-2023 181438 34418 02-Dec-2023 18:59:00
i8 101.5 magidl H 02-Dec-2023 151421 21417 02-Dec-2023 18:55:00
20 101.8 mghdl H 02-Dec-2023 19:14:03 11418 02-Dec-2023 1855000

14:

05-Dec-2023



Test Stalistics

# UREA Report Type Palients

pate From 02-Dec-2023 Date To 02-Diec-2023
—
mputed Ra n istical Val

Refarence Range o

Abowe Reference Range 20

Balow Relerence Rangn i

Defaull Range 0

Tolal Tesi(s) 20

S From 1 Te 20
20

24

N

e 101,98
S0 ol
. 0.60
Range

05-Dec-2023

215



Test Statistics
—

Test SGOTD Reoport Type Patients
Date From 02-Dec-2023 02-Dec-2023
Samgla 1D PRECESSION L2 Patignt Narme Age .
Sri Resull  Unit Flag Hesull Date Curvir @ Used Calibvation

1 1238 UL H 02-Dec-2023 151345 415 02.Dec-2021 185638

z 1255 UL H 02-Dec-2023 191327 Mdid  02-Dec-2023 18,5636

3 fE2.1 UL H 02 Dwee- 2023 10,1309 413 02-Doc-2023 18 5635

Fl TE2 8 U H O2=Dac20F3 10 12 %1 1412 02-Dec-2033 18 55 30

4 1235 UL H 02-Dee. 2023 19 1233 31411 02Dec-2023 18.56.26

& 1226 U H 02.Dec- 2023 191215 1410 02-Dec-2023 185636

7 1216 UL H D2-Dec-2023 19:11.57 1409 02-Dec-2023 18 5636

! 1233 UL H 02-Darc-2023 151130 3404 02-Dec-2033 185606

o 1226 W H 02.Dec-2023 151120 0407 02-Dec- 2023 18:56:35

o 121.2 WL H 02-Dwe-2023 1911:02 31406 02-Des-2021 185635

11 1331 U H 02-Doe- 2023 191044 31105 02-0ec-2023 18:50-95

12 120.9 WML H 02-Dwe-2023 1591028 A OFDec-2023 185636

12 1721 UL H 02-Dec-2023 19:10.08 3403 02-Dec-2023 18.56-35
Td 1224 WL H 02-Dwc-3073 15009 80 31402 02-Dee-2023 18.56:36 y
15 1219 UL H 02-Doc-2023 18.09.32 4N 02-Dec-2023 18:56.36
16 1224 WL H 02-Dwe-2023 1509 14 31200 02-Dec-2023 18:56:35
17 1226 UL H 02-Daoc-3023 190856 NI 02-Dec-2023 185636

18 1214 UL H 02-Dee-2023 19:08.38 31398 02-Dec-2023 18:55:36
19 1214 UL H 02-0ec-2023 19.08:20 NIT  02-Dec-2023 18:56:35
i 1231 U H 02-Dec- 2023 19:08:02 31396 02-Dec-2023 18:56:36

05-Dec-2023

L



Test Statistics

" Tast SGOTD Report Type Patignts
Date From 02-Dec-2023 Date To 02-Dec-2023
ad Ranges And Statistical Values

Roferance Range 0
Above Ralerenca Range 20
Bolpw Ralergnce Rang: a
Dafautl Range [
Total Tests) 20
Sr#EFrom 1 To 20

M 20
M 172.5
&0 1.08
%LV 0.a7
Range 4.6

05-Dic-2023

21



Test Statistics

Test SGOTD Report Type Patients

Date From 02-Dec-2023 Date To 02-Dec-2023

Sample 1D PRECESSION L1 Patienl Hame Agh .

Sri Fegull  Unil Flag Resull Date Curve 8 Used Calibration
1 433 WL 02-Dec-2023 19:43:50 3515 02-Dec-2023 18:56:35
2 33 u . 02-Dec-2023 19:43:32 3514 02-Dec-2023 18:56:25
3 435 UL 02-Dec-2023 10:43:14 3513 02-Dec-2023 18:56:36
4 HO UL . 02-Dec-2023 19:42:56 3512 02-Dec-2023 18:56.:36
5 4.0 UL - 02-Dec-2023 1904238 31511 02-Dee-2023 18:56:35
[ 38 UL - 02-Dec-2023 19:42:20 S0 02-Dec-2023 18:56:36
L 338 UL . 02-Dc-2023 194202 31509  02-Dec-2023 18:56:34
8 331 WL . 02-Dec-2023 19:41:44 3508  02-Dec-2023 18:56:35
9 328 UL 02-Dec-2023 19:41:26 31507 02-Dec-2023 18:56:36
10 335 UL 02-Dec-2023 15:41:08 31506  02-Dec-2023 18:56:35
1 335 WL 02-Dec-2023 19:40.50 31508  02-Dec-2023 18:56:36
12 34,7 UL 02-Dec-2023 16:40:32 31504  02-Dec-2023 18:56:36
13 320 UL - 02-Dac-2023 1940014 2503 02-Dwc- 2023 18.56:38
14 331 UL 02-Dee-2023 19:39:56 31502 02-Dec-2023 18:66:36
18 333 UL . 02-Dec-2023 1939:37 B0 02-Dec-20E3 185636
" 138 UL 2 02-Dec-2023 19:38.19 3500  02-Dec-2023 18:56:36
17 135 UL . 02-Dec-2023 19:39.01 31499  02-Dec-2023 18:56:36
18 331 UL 02-Dec-2023 19:38:43 3498 02-Dec-2023 16:56:36
19 3.1 UL (2-Dec-2023 19:38:25 31497  02-Dec-2023 18:56:35
21 139 UL - 02-Dec-2023 19:38:07 31406  02-Dec-2023 18:56:36

Sample ID PRECESSION L2 Patient Hame Age -

Bl Rasufl  Unit Flag Rasult Dals Curve ¥ Used Calibration B
1 1238 UL H 02-Doc-2023 181345 31415 02-Dec-2023 18:56:18
05-Dec-2023



Test Statistics

Teal SGOTD Report Type Pationts
pate From 02-Dec-2023 F— T
. . M Y 02-Doc-2023 1951327 31414 02-Dec-2023 18:56:36
3 1221 UL 7] 02-Dec-2023 15:13:00 413 02-Dec-2023 18-55:38
1 Ll 5 02-Dec-2023 181251 3412 02-Oec-2023 18:56:36
5 1235 UL H 0%-Doc-T0F3 191233 31411 O2-Dec-2023 18:56:38
8 1226 UL H 02-Doe-2023 191215 11410 02-Dec-2023 18:56:35
T 121.6 UL H 02-Dec-2023 19:11:57 31400 02-Dec-2023 18:56:36
8 1233 UL H 02.Dec-2023 16:11:39 31408 02-Doc-2023 18:56:36
k) 1226 UL H 02-Dec-2023 19:11:21 31407  02-Dec-2023 18:56:36
10 121.2 UL M 02-Dwe-2023 18:11:02 31408 02-Dec-2023 18:56:38
n 1231 UL H 02-Dec-2023 19:10:44 31406  02-Dec-2023 1B:55:36
12 1209 WL H 02:Dec-2023 19:10:24 31404  02-Dec-2023 185635
13 122.1 WL H 02-Dec-2023 18:10:08 11403  02-Dec-2023 18:56:36
14 1224 WL H 02-Dioc-20Z3 159;08:50 31400  02-Dec-2023 16:55368
15 1218 UL H 02-Dec-2023 19:08:32 21401 02-Dec-2073 18:56:36
16 1224 UL H 02-Dec-2023 190914 31400  02-Dec-2023 18:56:35
1226 LWL H 02-Dec-2023 1800856 313060 0Z-Dec-2023 18:55:36
17 :
1714 WL H 02-Dec-2023 19:08:34 31398  0@-Dec-2023 18:56:36
18 E
121.4 WL H 02-Dec-2023 19:08:20 31357 02-Dec-2023 18:56:36
19
02-Dec-2023 15:08:02 31396 02-Dec-2023 18:56:36
H
20 1231 WL
hge -
Sampla 10 FranikaZT Patient Name
Fasull Date Curva#  Used Calibration
Srif Result  Linil Flag
03 -Dee-2021 14:01:52 MG 27-Mo-2083 11:03:68
1 47.5 UL H
Age -
Sarmiphy 1D gouranga2s Pakien Mame
Resull Dale Cuiren 8 Used Calibration
Srd Resull  Unit Flag —
02-Dec-2023 11:23:41 31337 27-Nov-2023 11:03:
1 204 UL .

05-Dec-2023

21



Test Statistics
7est S0 Report Type Patients
2. Dlae-
pate Fro@ feDoe-d0es Date To 02-Dec-2023
e
sanoe D Furhacs Fatient Mame
N Age -
S Pt e Flag Mesult Date Curve #  Used Calibealion
1 85 UL 02-Dec-2023 11:18:46 31324 27-Now2023 110358
gampielD  smalt Patient Name Ags -
58 Result  Unit Flag Resull Date Curve Used Calration
1 a6 UL - (2-Dec-2023 111703 31315 3T-Mav-T0Z3 1120354
Samgle 1D L L Patient Barms Age -
i+ Result  Unit Flag Rasull Dale Cuve #  Used Calibrafion
1 254 UL 02-Dec-2023 11:11:20 31797 2T-Mow-2023 110358
Samala 1D prasariail Palianl Nama Afp
Ere Result  Unit Flag Fasult Date Curve ®  Used Calibration
1 24.4 UL 02-Dec-2023 11:07:08 312083 27-Mow-2021 11:03:58
Sample 1D prisk 11 Patianl MHama B &
&= Resull Unit Flag Fasult Data Curva d  Used Calibealion
. EB.6 L H 07-Dec-3023 11:04:43 31275 27-Mew-2023 11:03:58
Sarngle 1D FaLaG Patient MNama Aga
Sl Resull  Unit Flag Resull Data Curve #  Used Calibration
1 0.6 UL = 02-Dec-2023 11:01:07 P63 2T-Mov-2023 110358
Sample 1D kuabrird Patienl Hame Age -
Sre Resull  Unit Flag Resutl Dale Curve# Used Calibration
1 3B UL - 02-Dec-2023 10:57-44 31353 27-Mav-2023 110358

05-Dec-2023

35




Test Stalistics
i SGOTD Report Type Patients —_—
&=
From 02-Dec-2023 Date To 02-Dec-2023
i 1D pujad Paftient Nama - . N
< Fesult LAl Flaq Fesult Diale Curen 8 Usod Calitaation
--"I""-_ 15,8 UL = 02-Dec-2023 1005506 M243  FT-Mow-2021 110348
e.amphe ID krshnal Pafient Name . Apo
s Fasull  Unil Flag Resull Dale Cure ¥ Used Calibeation
1 20 UL H 0z-Dec-2023 10:52:41 31235 27-Mov-2023 11:0%:5640
Samgila 10 nasit] Palieni Hama - A .
5w Fesull  Unil Flag Rosulf Date Curve @ Used Calibration
B 225 UL 02.D0c-2023 10:49,05 31223 27-Now-2023 11:00:50
n A istical V
Relerance Hange 29
Abowe Reference Range a3
Balow Reference Rangs L]
Dwelaull Range
Total Taslis) 52
S From 1_To 52
B 52
Mizan GBY.7T
S0 4479
WOV 66.21
Ranga 10a.7

05-Dierc-20233



