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UNMATCHED SERVICE
SINCE 1979...

TRANSASIA
EM- 200

-SR.NO 2002692

FULLY AUTOMATIC BIOCHEMISTRY ANALYZER

1Q.0Q AND PQ

For

SKYLARK DIAGNOSTIC CENTRE
GOREGAON , MUMBAL.

Marketed by:
Transasia Bio-Medicals Ltd.,
Transasia House,
Chandivali Studio road,
Andheri (E),

- MUMBAI -400 072
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UNMATCHED SERVICE
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Installation Qualification for EM200, Sr. No.:- 2002692

Customer Name . Skylark Diagnostic Centre
Address . Sarthak, 1* floor,
Opp. Udipi Vihar Hotel,
Arey Road,

Goregaon East
Mumbai- 400063

Instrument Name . EM-200
Serial Number : 2002692

Initial Inspection of the unit carried out and the details are as follows:

System Condition Report:

Found the System to have been delivered in satisfactory condition and no external physical damaged observed on
the same. Package was kept in Good Condition as per the directional indicators like not tilt, indicating the System
has not been subjected to mechanical shocks or stored in any manner, so as to cause any damage to the same.

Found all the required accessories as required.

External Requirements for Installation:

1. Input voltage of 220V-240V / 50Hz or 60Hz.

2. Recommended Operating Temperature is 15-30 °C, with Relative Humidity 30-85% and Atmospheric
Pressure 70-106 kPa.

| rba®
www.transasia.co.in
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UNMATCHED SERVICE
SINCE 1979...

Installation Qualification for EM-200, Sr. No.:- 2002692

Customer Name : Skylark Diagnostic Centre.

Address : Sarthak, 1% floor,
Opp. Udipi Vihar Hotel,
Aarey Road,
Goregaon East
Mumbai- 400063

Contact Person : Dr. Swati Datar

Instrument Model : EM-200
Serial Number 12002692
Date of Installation :25-10-2023

The instrument was installed and was found to be working satisfactorily. Preliminary Customer Training was
provided and standardization of the parameters was done. The results were found to be within the expected
range and System found to be working satisfactorily.

TBM, Techn.ical Services Department CUSTOMER ¢ Skylark Diagnostics Centre
Mumbai

Name : Mr. Abhijit Tillu Contact Person : Dr. Swati Datar

Designation : Service Engincer Designation : Lab Director

Signature : L\W Nr. Swati Qatar
{BBS (Mum) M.D. Patr. Mum)
Consultant Pathologis
Registration No. UR4058
084053

2.\
oo\ (
.

Signature  : ﬂf’ﬁ %
@
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UNMATCHED SERVICE
SINCE 1979...

Installation Qualifications for EM-200, Sr. No.:- 2002692

Carried out all the Installation Procedures as per the Installation Procedure. (Done)
Carried out all the necessary checks and alignments. (Done)

Carried out all the necessary system checks and tests. (Done)

Carried out Priming and Cleaning Operations. (Done)

Checked the results by running the controls and found OK. (Done)

Handed over the Instrument for Operators Training & Qualifications. (Done)

Name : Mr. Abhijit Till
Designation  : Service Engineer

rba’
www.transasia.co.in
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UNMATCHED SERVICE
SINCE 1973...

Installation Certificate for EM-200, Sr. No.:- 2002692

This is to certify that the instrument EM-200 Sr. No:- 2002692 is successfully Installed and Commissioned at
Skylark Diagnostic Centre, Goregaon, Mumbai and the Installation Protocol has been successfully completed for
the above instrument.

Date of Installation : 25-10-2023
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Name : Mr. Abhijit Tillu _pt~”
Designation : Service Engineer

<€rba’,
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UNMATCHED SERVICE
SINCE 1979...

Operations Qualifications for EM-200, Sr. No.:- 2002692

1. Verified z‘ill the Mechanical Movements : (Done)
2. Verified Hydraulics. : (Done)
;3. Verified Electrical Systems : (Done)
4. Verified with Controls ' : (Done)

TBM, Technical Services Department

Name : Mr. Abhijit Tillu
Designation : Service Engineer

Date : 25-10-2023

www transasia.co.1n
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SINCE 1979...

Operational Qualification:

Svstem Certification:

Study data has determined that the System described in this document either meets all criteria outlined in this
Operational Protocol, or exceptional conditions have been identified and documentation included.

Exceptional conditions, if any, have been addressed.

The System is ready for specific usage.

Protocol Performed By: ~ TBM, Mumba.i
Name: Mr. Abhijit Tillu
Designation: Service Engineer
Customer Authorization : Skylark Diagnostic Centre
Name: Dr. Swati Datar

Designation: Lab Director

Company Representative Name & Sign Customer Name & Sign

gy ) D holoBt
N 5 e D ~/ }J\B‘"D \M‘r\\t\\\\ v a'mo.o 4058
Mr. Abhijit Tillu <. iy Dr. Swath Datgo0>"" . (nNOo- 04053
Mr. j ~_ D%, FekaliCY 24
Regatt® 0

Date: 25-10-2023 Date: 25-10-2023

www.transasia.co.in
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UNMATCHED SERVICE
SINCE 1979...

Performance Qualifications for EM-200, Sr. No.:- 2002692

1. CONTROLS: - Run QC of all the parameters, found within acceptable limit

(1~

2. PRECISION CHECK: - Run the precision of three the parameters, calculate mean, and SD, found within
range.
M

System Certilication:

Study data has determined that the System described in this document either meets the necessary criteria outlined
in this Performance Qualification Protocol, or exceptional conditions have been identified and documentation
included.

The System is ready [or specific usage.

Protocol Performed By: Mr. Vikrant Pandurang Bargude \INW%
Name : Mr. Vikrant Pandurang Bargude

Designation : Senior Application Specialist

PERFORMANCE QUALIFICATION DONE BY
{7

Name : Dr. Swati\Datar

Designation : Lab Director

rba’®

wWWw.transasia.co.in
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UNMATCHED SERVICE

_SINCF 1979
TRANSASIA BIOMEDICALS LIMITED ]
PERFORMANCE QUALIFICATION TRANSAS[A®
Customer Name: SKYLARK DIAGNOSTIC . ; 2002692 tiedicl)
CENTRE Model: Serial Bio-Medicals Ltd
EM -200 Number: '
ANNEXURE-A
TABLE OF CONTENTS
Sr.No. Title Page. No.
1 Approval 1
2 Objectives 2
3. Pre-Requisites 2
4. Test Plan 2
5 Acceptance Criteria 2
6 Summary 2
1. APPROVAL:
1.1 Prepared By:
Name Designation Signature Date
\ 1
Mr. Vikrant Pandurang Bargude | Seniors Application Specialist % % &&%\S"" 25-10-2023
1.2 Checked By:
Name Designation Signature Date
’ |
Dr. Swati Datar Lab Director % %WQ/ * 25-10-2023
1.3 Approved By:
Name Designation Signature Date
|
Dr. Swati Datar Lab Director ‘l ! 25-10-2023
%:Au r———————— o
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UNMATCHED SERVICE
SINCE 1979..,
TRANSASIA-BIOMEDICALS LIMITED
PERFORMANCE QUALIFICATION TRANSASIA@)
Customer Name: SKYLARK DIAGNOSTIC . . 2002692 W
CENTRE Model. Bl Bio-Medioals L
EM-200 | Number:

2. OBJECTIVE:
The objective of this protocol is to establish documented evidence for the
Performance Qualification of Fully Automated Biochemistry Analyzer and to

Ensure that the results obtained are within the pre-determined Acceptance Criteria.

3. PRE-REQUISITES:
Following Pre-requisites are required before the execution of Performance Qualification.

» Completion of Installation Qualification (IQ) prior to PQ.
> Completion of Operational Qualification (OQ) prior to PQ.

4. TEST PLAN:

Following any of 3 available test parameters precision shall be performed (N=20 for each parameter each level) on Mono-
Level &/or Bi-Level controls and check the CV% during the Performance Qualification of Fully Automated Bio-

chemistry Analyzer.

Sr.No. Test Parameter
ALBUMIN
SGPT
UREA
GLUCOSE
ALKALINE
PHOSPHATASE
HDL

7. CREATININE

ol Bl bl D o

o

5. ACCEPTANCE CRITERIA:
Acceptance criteria are based on the precision studies conducted as per CLSI Guideline EP 05-A3.

6. SUMMARY:
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UNMATCHED SERVICE
_SINCF 1979
TRANSASIA BIOMEDICALS LIMITED
PERFORMANCE QUALIFICATION TRANSMM@
Customer Name: SKYLARK DIAGNOSTIC . 2002692
CENTRE Mogel: Egrral Bio-Medicals L
EM -200 Number: '
Test Name Glucose SGPT HDL
Level Level 1 Level 2 Level | Level 2 Level 1 Level 2
Mcan ~100 - 198 39 91 46.3 64.1
SD 0.83 1.56 1.27 1.30 0.96 0.32
CV% 0.84 0.79 3.23 143 2.07 0.50
Acceptable <3 <3 <5 <5 <5 <5
Criteria
(Max.value)
Status PASS PASS PASS PPASS PASS PASS

Traceability: Instrument Raw Data from Test Statistics Menu.
Note: This report is effective from the date of approval.
Annexure-B

Instrument Raw Data from Test Statistics Menu to be attached as printout attachments in Annexure-B.

Pa i.aba®




Result Reprint

Report Type : Controls 25-0OCT-2023

Sr#  Lot# Consumable Test Result Unit Flag Curve # Result Date Mean sD Interval (3SD)
1 022358 ERBA NORM SGPTD 42 UL 21016 25-0ct-2023 11:12:54  40.530 2.700 32.43-48.63
2 S022358 ERBA NORM GOTHL 37 UL 21017 25-0ct-2023 11:13:11  36.310 2420 29.05 - 43.57
3 $022358 ERBA NORM ALPU 106 UL -1SD 21018 25-0ct-2023 11:13:29  117.520 7.830 94.03 - 141.01
2 $022358 ERBA NORM UREA 35 mg/dL 21019 25-Oct-2023 11:13:47  34.310 1.720 29.15-39.47
5 S022358 ERBA NORM CRENZ 1.1 mg/dL 21020 25-Oct-2023 11:14:05  1.100 0.060 0.92-1.28

6 S022358 ERBA NORM GLuU 95 ma/dL 21021 25-Oct-2023 11:14:24  92.720 4.640 78.8-106.64
7 5022358 ERBA NORM TRIG 116 mg/dL 21022 25-Oct-2023  11:14:42 112.220 5.610 95.39 - 129.05
] S022358 ERBA NORM CHOL 152 mg/dL  +1SD 21023 25-0ct-2023 11:15:00  143.810 7.190 122.24-165.38
9 $022358 ERBA NORM HDLC 43.8 mg/dL 21024 25-0ct-2023 11:15:18  45.370 3.020 36.31-54.43
10 S022358 ERBA NORM UA 5.6 mg/dL 21025 25-0ct-2023 11:15:36  5.740 0.290 4.87-6.61

11 S022358 ERBA NORM CA 8.9 mg/dL 21026 25-0ct-2023 11:15:54  8.970 0.450 7.62-10.32
12 S022358 ERBA NORM ALBD 3.5 g/dL 21027 25-Oct-2023 11:16:12  3.460 0.170 295-397

13 S022358 ERBA NORM PRO 6.10 g/dL  +1SD 21028 25-Oct-2023 11:16:30  5.560 0.370 4.45-6.67

n
Print Date 18-Dec-2023 171



Test Stalistics
Teat GLU Report Type Palients
e From R5G-2025 Date To 26-0ct-2023
Sampile ID PRECISION 1 Patlent Name - Age -
Sr# Resut  Unit Resuit Date Curve#  Used Callbration
1 100 mg/dL 25-0ct-2023 14:25:42 20027 15-Sep-2022 14:12:35
O 2 99 mg/dL 25-0ct-2023 14:25:24 20026 15-Sep-2022 14:13:35
3 89 mg/dL 25-0ct-2023 14:25:06 20025 15-Sep-2022 14:13:36
4 89 mg/dL 25-Oct-2023 14:24:48 20024 15-Sep-2022 14:13:36
5 S8 mordL 25-0ct-2023 14:24:30 20023 15-Sep-2022 14:13:36
6 100 mg/dL 250ct-2023 14:24:12 20022 15-Sep-2022 14:13:36
7 100 mgrdL 25-Oct-2023 14:23:54 20021 15-Sep-2022 14:13:36
8 100 mg/dL 25-0ct-2023 14:23:35 20020 15-Sep-2022 14:13:36
8 99 mgrdL 26-Oct-2023 14:23:17 20019 15-Sep-2022 14:13:36
10 100 mg/dL 25-Oct-2023 14:22:59 20018 15-Sep-2022 14:13:36
11 100 mg/dL 25-Oct-2023 14:22:41 20017 15-Sep-2022 14:13:38
12 100 mg/dL 25-0ct-2023 14:22:23 20016 15-Sep-2022 14:13:36
13 101 mgfdL 25-0ct-2023 14:22:05 20015 15-Sep-2022 14:13:36
G 14 101 mg/dL 25-0ct-2023 14:21:47 20014 15-Sep-2022 14:13:36
' 15 100 mg/dL 25-0¢t-2023 14:21:29 20013 15-Sep-2022 14:13:36
16 101 mg/dL 25-0ct-2023 14:21;11 20012 15-Sep-2022 14:13:.36
17 100 mg/dL 25-Oct-2023 14:20:53 20011 15-Sep-2022 14:13:36
> 98 mgidL 25-0ct-2023 14:20:35 20010  15-Sep-2022 14:13:36
. 101 mg/dL 25-0c-2023 14:20:17 20009 15-Sep-2022 14:13:36
2 99 mo/dL 25-0ct-2023 14:19:59 20008 15-Sep-2022 14:13:36

——

25-0ct-2023



Test Statistics

Test GLU Report Type Paslients

Date From 25-Oct-2023 Data To 25-0ct-2023

Computed Ranges And Statistical Values

Reforence Range 20
Above Referance Range 0

Below Referenca Range 0

Default Range 0

Total Test(s) 50

S#From 1 To 20

N 20

Mean 100

8D 083

%»CV 084

Range 3

25-Oct-2023 2/2




Test Statistics

Test GLU Report Type Patlents
Data From O Date To 25.0c1-2023
Sample ID PRECISION 2 Patlent Name Ao -
S Resut  Unit Result Dato Curve#  Used Callbration
1 196 mordL 25-0ct-2023 14:31:43 20047 15-Sep-2022 14:13:36
r 2 196 mg/dL 25-00t-2023 14:31:25 20048  15-Sep-2022 14:13:36
3 199 mg/dL 25-0ct-2023 14:31:07 20045  15Sep-2022 14:13:36
4 195 mg/dL 25-0ct-2023 14:30:49 20044  15-Sep-2022 14:13:36
5 198 mgldL 25-0¢t-2023 14:30:30 20043 15-Sep-2022 14:13:36
6 198 mg/dL 25-0ct-2023 14:30:12 20042  15-Sep-2022 14:13:36
7 198 mg/dL 250ct-2023 14:29:54 20041  15-Sep-2022 14:13:36
8 197 mg/dL 250ct-2023 14:29:37 20040  15-Sep-2022 14:13:36
9 198 mg/dL 250ct-2023 14:29:18 20039  15-Sep-2022 14:13:36
10 199 mg/dL 25-06t-2023 14:29:00 20038  15-Sep-2022 14:13:36
1 198 mg/dL 25-0ct-2023 14:28:42 20037  15-Sep-2022 14:13:36
12 199 mg/dL 25-0c1-2023 14:28:24 20036  15-Sep-2022 14:13:36
13 198 mg/dL 25-Oct-2023 14:28:06 20035  15-Sep-2022 14:13:36
( 14 193 mg/dL 25-0ct-2023 14:27:48 20034 15-Sep-2022 14:13:36
15 201 mg/dL 25-0ct-2023 14:27:30 20033 15-Sep-2022 14:13:36
16 200 mg/dL 25-0c1-2023 14:27:12 20032 15-Sep-2022 14:13:36
17 200 mg/dL 250ct-2023 14:26:54 20031  15Sep-2022 14:13:36
18 200 mg/dL 250ct-2023 14:26:36 20030  15-Sep-2022 14:13:36
19 200 mg/dL 25-0¢t-2023 14:26:18 20029  15-Sep-2022 14:13:36
2 197 mg/dL 25-0¢t-2023 14:26:00 20028  15-Sep-2022 14:13:36

25-0ct-2023



Test Stalistics

Test GLY

Date From 25-0ct-2023

Repoct Type Patients

Dato To 25-0c1-2023

Computed Ranges And Statistical Values
Refarance Range

Above Reference Range

Balow Referance Range

Default Range
Total Tests)

S From { To 20

N

Mean

sD
%CV
Range

20

20

20

198

1.56

0.79

25-Oct-2023

-

212



Test Statistics

Test
SGPTD Report Type Patlents
Date From 25-Oct-2023
Date To 25-0ct-2023
Sample ID PRECISION 3 Patent Nama . Age ;
&b Rosut  Unit Flag Rosut Dato Cuve#  Used Callbration

1 40 un - 25.0c-2023 13:41:20 19947  00-Sep-2023 14:67:25
r'“(" 2 a0 uL - 25.001:2023 13:41:11 19946 00-Sep-2023 14:57:25
3 41 UL - 25-0ct-2023 13:40:53 19945 09-Sep-2023 14:57:25

4 40 un - 25-0ct-2023 13:40:35 19944 09-Sep-2023 14:57:25

5 41 uL : 25-0c1:2020 13:40:16 19943 09-Sep-2023 14:57:25

8 auL - 25-0c1:2023 13:39:58 19942 09-Sep-2023 14:57:25

7 40 un . 25-0ct:2023 13:39:40 19941 09-Sep-2023 14:57:25

8 41 UL . 25.0c1:2023 13:39:22 19940  09-Sep-2023 14:57:25

9 3 uL E 250012023 13:39:04 19939 09-Sep-2023 14:57:25

10 40 UL - 25-0ct-2023 13:38:46 19938 09-Sep-2023 14:57:25

i 41 - 25.0ct:2023 13:38:28 19937  09-Sep-2023 14:57:25

12 39 un - 25-Oct-2023 13:38:10 19936 09-Sep-2023 14:57:25

13 38 un - 25-Oct-2023 13:37:52 19935 09-Sep-2023 14:57:25
fj 14 39 un - 25-0ct-2023 13:37:34 19934 09-Sep-2023 14:57:25
1 38 un - 250012023 13:37:16 19933 09-Sep-2023 14:57:25

16 38 un i 25:001:2023 13:36:58 19932 09-Sep-2023 14:57:25

- a7 un - 25:00t:2023 13:36:40 19931  09-Sep-2023 14:57:25

1 39 uL - 25:0ct:2023 13:36:22 10930  00-Sep-2023 14:57:25

" 8 UL . 25.0ct:2023 13:36:04 19920 09-Sep-2023 14:57:25

20 38 UL - 25-0ct-2023 13:35:46 19928 09-Sep-2023 14:57:25

25-0ct-2023 172



Test Stalistics

Test SGPTD

Date From 25-Oct-2023

Report Type

Date To

Patients

25-Oct-2023

Computed Ranges And Statistical Values

Rsference Rangs
Above Rsference Range
Below Reference Range
Defauit Range

Total Test(s)

S#From 1 To 20

N
Mean
sD

%CV

20

20

20

39

127

3.23

25-Oct-2023

2/2



Test Statistics

Test
SGPTD Report Type Patients
Date From 25-0ct-2023
Date To 26-0ct-2023
Sample ID PRECISION 4 Patlent Namo N Age -
S Resut  Unit Fiag Reault Data Cuved  Used Callbration
! 91 un H 26-061:2023 13:47:30 19967  08-Sep-2023 14:57:25
2 9 un H 25-0ct-2023 13:47:12 19968  00-Sep-2023 14:57:25

3 20 UL H 25-0cl-2023 13:46:54 10966  09-Sep-2023 14:57:25
4 87 UL H 265-0ct-2023 13:46:36 19964  09-Sep-2023 14:57:25
5 92 UL H 25-0ct-2023 13:46:18 19963  09-Sep-202314:57:25
6 91 UL H 25-0c1-2023 13:45:59 19962  09-Sep-2023 14:57:25
7 92 UL H 25-0ct-2023 13:45:41 19961  09-Sep-2023 14:57:25
8 91 UL H 25-0c1-2023 13:45:23 19960  09-Sep-2023 14:57:25
9 92 UL H 25-0¢1-2023 13:45.05 19959  09-Sep-2023 14:57:25
10 02 UL H 25-0ct-2023 13:44:47 19958  09-Sep-2023 14:57:25
1 91 UL H 25-0ct-2023 13:44:29 19957  09-Sep-2023 14:57:25
12 92 UL H 25-0ct-2023 13:44:11 19956  09-Sep-2023 14:57:25
13 92 UL H 25-0c1-2023 13:43:53 19955  09-Sep-2023 14:57:25
‘ 14 91 UL H 25-0Oct-2023 13:43:35 19954 09-Sep-2023 14:57:25
15 92 UL H 26-0ct-2023 13:43:17 19953  09-Sep-2023 14:57:25
16 91 UL H 25-0ct-2023 13:42:59 19952  09-Sep-2023 14:57:25
17 02 UL H 25-0ct-2023 13:42:41 19951  09-Sep-2023 14:57:25
18 91 UL H 25-0c1-2023 13:42:23 19950  09-Sep-2023 14:57:25
19 93 UL H 25-0et-2023 13:42:06 19949 09-Sep-2023 14:57:25
20 93 UL H 25-0ct-2023 13:41:47 19948 09-Sep-2023 14:57:25

25-Oct-2023



Test Statistics

Test SGPTD

Date From 25-0ct-2023

Report Type Patients

Date To 25-0ct-2023

Computed Ranges And Statistical Values

Reference Range
Above Reference Range
Below Refersnce Rangs
Default Range

Total Test(s)

S#From 1 To 20
N

Mean

SD

%CV

Range

20

20

20

91

1.30

143

25-Oct-2023

2/2



Test Statistics
Test HOLC
Report Type Pallents
Date From 25-0ct-2023
Date To 25-Oct-2023
Sampia 1D PRECISIONS Patert Name p. .
S Resut  Unt Flag Result Date Curve#  Used Callbration

1 452 mouL - 25-Oct-2023 13:53:31 19987  02-May-2023 131029
6 2 46.0 mg/dL - 25-0c1-2023 13:53:13 19986  02-May-2023 13:10:29
3 454 mgldL - 25-0ct-2023 13:52:55 19985  02-May-2023 13:10:29

4 46.0 mo/dL - 25-0c1-2023 13:52:37 19984  02-May-2023 13:10:29

5 48.0 mg/dL - 25-0ct-2023 13:52:19 19983  02-May-2023 13:10:28

8 460 mgrdL - 25-0ct-2023 13:52:01 19982  02-May-2023 13:10:29

7 485 mgldL - 25-0ct-2023 13:51:42 19981  02-May-2023 13:10:29

8 46.8 mgldL - 25-Oct-2023 13:51:24 19980  02-May-2023 13:10:29

9 462 mg/dL - 25-0c1-2023 13:51:06 19979  02-May-2023 13:10:29

10 472 mg/idL - 25-0ct-2023 13:50:48 19978 02-May-2023 13:10:29

1 469 mg/dL - 25-0c1-2023 13:50:30 19977  02-May-2023 13:10:29

12 484 mg/dL - 25-0ct-2023 13:50:12 19976  02-May-2023 13:10:29

13 476 mgidL 5 25-0ct-2023 13:49:54 19975  02-May-2023 13:10:29

i— 14 47.7 mgidL - 25-0ct-2023 13:49:36 19974 02-May-2023 13:10:29
15 47.4 mo/dL - 25-0ct-2023 13:49:18 19973 02-May-2023 13;10:29

16 451 mg/dL = 25-0ct-2023 13:49:00 19972  02-May-2023 13:10:29

17 453 mg/dL - 25-0c1-2023 13:48:42 19971 02-May-2023 13:10:29

18 452 mg/dL - 25-0ct-2023 13:48:24 19970 02-May-2023 13:10:29

19 459 mg/dL - 25-0ct-2023 13:48:06 19969 02-May-2023 13:10:29

20 456 mgdL - 25-0ct-2023 13:47:48 19968  02-May-2023 13:10:29

25.0c1-2023



Test Stalistics

Test HDLC Report Type Patients

Date From -Oct-
25-Oct-2023 Date To 25-0ct-2023

Computed Ranges And Statistical Values

Raference Range 20
Above Reference Range 0
Below Reference Range 0
Default Range 0
Total Test(s) 20
S#From 1 To 20
N 20
Mean 46.3
sD 0.96
%CV 207
Range a3

25-Oct-2023 212

-



Test Statistics

Test
HDLS Report Type Palients
Date From 25-0ct-2023
Date To 25-0ct-2023
Sample ID PRECISIONG Pafiont Name Age .
2 Resutt  Unit Flag Result Date Curve#  Used Callbration

1 643 mgdL - 25-0ct-2023 13:59:31 20007  02-May-2023 13:10:29
@ 2 63.8 mgrdlL - 25-0c1-2023 13:50:13 20006  02-May-2023 13:10:29
3 64.4 mg/dL - 25-0c1-2023 13:58:56 20005  02-May-2023 13:10:29
4 64.0 mg/dL - 25-0ct-2023 13:58:37 20004  02-May-2023 13:10:29
5 643 mg/dL - 25-0cl-2023 13:58:19 20003  02-May-2023 13:10:29
6 64.3 mg/dL = 25-0ct-2023 13:58:01 20002  02-May-2023 13:10:29
7 64.2 mgrdL = 25.0c1-2023 13:57:43 20001  02-May-2023 13:10:29
8 63.9 mg/dL - 25-0ct-2023 13:57:25 20000  02-May-2023 13:10:29
9 63.8 mg/dL - 25-0c1-2023 13:57:07 19999  02-May-2023 13:10:28
10 64.5 mgdL - 25-00t-2023 13:56:49 19998  02-May-2023 13:10:29
11 64.0 mg/dL = 250ct-2023 13:56:31 19997  02-May-2023 13:10:20
12 646 mg/dL - 25-00t-2023 13:56:13 19996  02-May-2023 13:10:29
13 64.1 mg/dL - 25-0ct-2023 13:55:55 19995  02-May-2023 13:10:29
(f 14 63.8 mg/dL - 25-0ct-2023 13:55:37 19994 02-May-2023 13:10:29
15 64.5 mg/dL - 250ct-2023 13:55:19 19993  02-May-2023 13:10:29
16 637 mg/dL - 25-0ct-2023 13:55:01 19992  02-May-2023 13:10:28
17 644 mg/dL - 25-0ct-2023 13:54:43 19991  02-May-2023 13:10:29
18 636 mg/dL - 25-0ct-2023 13:54:25 19990  02-May-2023 13:10:29
19 637 mg/dL - 25.0c1-2023 13:54:07 19989  02-May-2023 13:10:29
20 63.7 mg/dL - 25-0ct-2023 13:53:49 19088  02-May-2023 13:10:20

25-0ct-2023

1/2



Test Stalistics

Test HDLC Report Type Palients

Date From 25-Oct-2023 Date To 25-Oct-2023

Computed Ranges And Statistical Values

Refarence Range 20
Above Reference Range 0
Below Reference Range 0
Default Range 0
Total Test(s) 20
S From 1 To 20
N 20
Mean 64.1
SD 0.32
%CV 0.50
Range 1.0

25-Oct-2023



1 200] TLS : QC / Calibration > Calibration

| Schedule QC / Calibration . Calibration

QC Datn

Ln:it Calibration Date

Pos| Consumables LotNo_ y Caonc

Abs
DW BLAN_ _. 001 0. 000 I 0 0324 ‘ 0 0000
IMULTICA... 23010...  196. 000 D 6698

307 4992

T T
100
Concentration

150

1
200

™ Onty Successful Lot calibrations
Current Calibration




¥ MultiXL v2021.C03 [EM 200] TLS : QC / Calibration > Calibration
ey

Schedule QC / Calibration

Test =

Calibration

s Reavision . <A-200

QC Data

Twin Plot

7

' Last Calibration Date - [20-Mar-2024 14:44:39 |

T
g;a:;bmtiori‘l\

g
1 A
M

O EotRly L it
Pos Consumable| LotNo. | Conc Detta 7 & Factor | | \“‘ il !
Abs/Min Iy
6w BL’A;I;:.A*}).J17777 (;0(;0 -0.0061 ‘.0.0000‘ ok
-2 MULTICA... 23010... | 100.000 -0.1392 ! -"151 5972 : i [

0 20

T
40

Concentration

Calibration Date - |20—Mar—2024 14:44:39i

Only Successful Lot calibrations

R1 Lot

No - |508232143:w1541 |

R2 Lot-Bottle No - ISO&&1W107 ]

T T 1
60 80 100

@3 Current Calibration ]
Settings {
< |
: i = S B e

| ]

Tests GLU S CRENZ UA SGPTD | SGOTD GPTHL GOTHL ALPU BIT g

N
<< BIDD AI..BJ PRO CHOL TRIG | HDLC CA PHOS GGT LDH >>
AMY CKNac | AsoO1 CRPD HA1cD RFD MPR ADA 1LDL FE A
Indication = [Successtul Calibration I :

Help (F7)




T

‘lrl‘rution-Dunc‘ : |06-mar2024 11:30:53 |

: |Linear

DW BLAN. . 001 0.000 00108 | 0.0000
'MULTICA... 23010... 3.790 0.0887  48.6521

0.08 -

i ;
L 0.06~
4

= 0,04/~

L B B

Acceptable Limit (%)

v

y ] L] Ll s i ¥ 1

[T Only Successful Lot calibrations
Current Calibration

e - [@;E;zbz4 11:30:2;5]7

2 7[5082307{*132#5107 |

Set Latest Calibration

: [soB2307-332#7423 | §

! Técts GLU | GPTHL GOTHL ALPU BIT
<< BIDD CA PHOS GGT LDH >>
AMY MPR ADA " | LDL p
indication - {Successful Calibration




0.000

| Conc

MULTICA... 23010... 5.390

', 0.06-

|
loog—

i A
o4

| Prev B Nex |
[T Onty Successful Lot calibrations
Current Calibration

06-Nov-2023 13:47:0;f

i lsbszam-szz#zaas

Lot-8ottie No . |so62304-322#1887 | FNS

Copy Calibration

Tests

T
GLU GOTHL. ALPU BIT
<< BIDD PHOS GGT 1LDH >>
AMY . ADA LDL

- ([Successful Calibration




atiXL v2021.C03 [EM 200) TLS : QC / Calibration > Calibration it ‘ L x
] Schedule QC / Calibration Calibration QC Datn Twin Plot

Test : |ePTHL Revision . <Aw:zouq<r§w'r‘f“lnw

Last Calibration Date  : [09-May-2023 15:43:42 |  catibration Expiry Limi

Pos| Consumable| LotNo. Conc Delta Factor I

|
| Abs/Min | i
DW BLAN... 001 0.000 -0.0007 0.0000 I
MULTICA... 2204083 90.600 -0.0232 -4017.7383 | i
1
0.024 T ¥
b ;
|
0¥t T T T T T T i
0 10 20 30 40 B0 60 70 80 90 100 {

Concentration i

Calibration Date | - \09_May_2023 15:43:42}

R1 Lot-Bottle No - 13032246_212141044 1]

Set Latest Calibration

R2 Lot-Bottle No - 15032246-212#1356 1]
g P | next | Selective Calibration ¥
1 i3 il it oy =

' T onlys Lot calibrati ‘ Copy Calibration
| Current Calibration ‘ wby

Tests GLU UREA CRENZ'
<< BIDD ALBD PRO
AMY CKNac ASO1

S lSuccmful Calibration

| Help (F1).




QC Data

umable! LotNo. | Conc | Delta
; .l | | Abs/Min |

o | ] ‘
DW BLAN... | 001 0. '-0.0009 - 0.0000
|MULTICA .. 2204083 | 102.000 -0.0285

‘5

L i

“: :“ll.ir‘lenr

wum(xf e

03

(AL 5 il ]
40 60 80
Conceniratton

{ 1 8-Mar-2023 18 :44;: 1 ;

S$122225-250#0340




MmOl B T

po , Linear [

‘ [os.uov_zoza 13: 34 26

Acceptable Limit (%)

Consum.nbleﬁ LotNo. Conc I Dulln

| 23010.

MULTICA..

T T T T T T Y T T T T 1
0 b0 100 L 150 200 250 300
| | ' Concentration

i
Il M“m‘ “\“‘ !

nmﬂ on Dnle

i A i ! Set Latest Calibration
ity H ‘\ i “ A kAT R, Y | e e
i it U wh HU I “\‘ | T Iy B | 1

Dt
;‘H H“\u‘u,“w Wil w\ h‘u
i

AN AT

LH | ‘"‘W‘M“ "‘%hlh&ﬁ‘w“

_ Tests : | GLU

<<

T

Indication - yrquccessful Calibration




Schedule QC 7 Calibration

Lullbmhon QC Dato

= leear

5 |20-Mar—2024 14:46:45 l :

| Conc | Abs
{ 0_000 0 0877
ULT CA.. 23010... 3.420 0.7046

| Acceptable Limit (%)

2,

- Current Calibration

e = - GLU

<<i BIDD

lication - |Successful Calibration




: |Linear

I o i T I
| Consumable| LotNo. | Conc | Abs | Fac
DW BLAN_.. 001 0.000 \3 0.0950 | ' 0.0000
MULTICA .. 23010... /5.100 | 0.4201 | 15.6851

| prev B nex [
I Only Successful Lot calibrations
Current Calibration

- Tests




TR
| Factor
' 0.0000

624,311
T “““‘1\

| cone Abs
BL - 001 0.000 0.0364
MULTICA... 23010... 170.000 '0.3087

1 r T T 1 T T T
80 100 120 140 160 180
Concentration

T Only Successful Lot calibrations
Current Calibration

Set Latest Calibration

Tests GLU

GOTHL

PHOS GGT

BIDD

Indication - |Successful Calibration

i
—

L AT AP0 B R T N NE S N A
AL st




Schedule QC J Calibration Calibration

& I Linear

i e
Ce . ¢ = [06-Nov-2023 13:42: 337 i

il Cn
e iy

os| Cmsunmble ! LotNo._

001 | 0,000 . 0 0150
i MULTICA 23010.-. 147 000 0 2502

 Acceptable Limit (%)

T T T T T T T T 1

T
60 80 100 120 140 160
Concentration

w Calibmhnm‘Date

[T Only Successful Lot calibrations
Current Calibration

3 Tests GLU. | UREA'

<< BIDD. . ALBD

- |Successful Calibration

TP i THTGHTIeY

t M'UH‘H\‘ it

n
TR T LA




dient Entry(F2) e Y e S o
=i : h Rt‘w‘m‘wn ril
e " i

Pos| Consumable| LotNo..
DW BLAN__. 001

| conc. | Abs)
0.000 ' 0.0075
|0.1047

i ““‘C‘z‘z‘l‘iﬁm‘tioh Date

I i I
| R1 Lot-Bottie No

'R2 Lot-Bottle No

T T 1 [ L S T 1
25 30 35 40 45 50 55 60

T T
15 20
Concentraton

: [s032347-311#2751 1

i {303234741 122497 | |

Help (FT1)




A
| evmion L.:i-:,mtm

I

i

iy

K

i wr T

[09-Nov—2023 13:45:21 | 1‘1“ L M Limit|
Lo wHNMH\‘\‘M i | M“ \“‘\MHMM\‘M
| Conc Abs | ¥iactony M‘\Hm\:mu““ L \““‘ ‘;1\1‘\\\“}”\\“““ :
S ‘ 0.0097 0 1371 d D'DOOD ‘\H“ i ‘\‘; ;“‘}‘w;i‘\“‘ i
MULTICA... 23010... 10.200 04622 | 3. s701| | f \““"\

i
WH‘H‘ |
i »‘
“”M

h \““‘“‘\\
(e
‘\H”“‘ Ml

[T Only Successful Lot calibrations |
Current Calibration

Tests GLU SG
<<| BIDD T' iy
AMY CKNac
Indication [Succmful Calibration

RS Rl

T e



Erba’ TRANSASIA

Certificate of Training

This is to certify that Dr. Swati Datar,
Ms.Sana Siddique , Ms. Pritika Nalawade, Ms. Rohini Mahajan , Mr. Aditya Jadhav
Ms. Amruta Ghadigaonkar, has undergo Training on the Operation
& User Maintenance of the Instrument- EM 200

Date: 25/ OCT /2023

Venue:
— \’P"
)‘/7}“/’2’/ Skylark Diagnostic Centre
' Goregaon E Mumbai
Scientific Services
Transasia Bio-Medicals Ltd.
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