TRANSASIA _

- Transasia Bio-Medicals Ltd., 518, Kamalalaya Centro, 156A, Lenin Sarani, Kofkata - 700013

«fé‘
EM-200
AUTOMATED BIOCHEMISTRY ANALYZER
INSTALLATION
QUALIFICATION
For

“GOODDAYS DIAGNOSTIC”
CHINSURAH

Marketed by:
Transasia Bio-Medicals Ltd.,
Transasia House,
Chandivali Studio road,
Andbheri (E),
MUMBAI -400 072

rba’
www.transasia.co.ln

HO : Transasia House, 8 Chandivali Studio Road, Andheri (E), Mumbal - 400 072 Tel; +91 22 4030 9000 Fax: +91 22 2657 3030

CamScanner


https://digital-camscanner.onelink.me/P3GL/g26ffx3k

» 'r- >

TRANSASIA BIOMEDICALS LIMITED

INSTALLATION QUALIFICATION

TRANSASIA'

INSTRUMENT NAME | EM-200

TABLE OF CONTENTS

[ Instrument 1D [ v200262 | Bolleccs1

S. No Title pag:p}:
1.0 | Pre Approval 2 |
2.0 | Objective 3
3.0 Scope 3
4.0 | Execution team 4
5.0 | Instrumentdescription 5-6
6.0 | Identification of Major components / accessories 7
7.0 | Installation check / review 8

|80 | Inspection check / review 923
9.0 | Identification and verification of material of construction 24
10.0 | Identification and verification of supporting utilities 25
| 11.0 | Identification of standard operating procedure 26
12.0 | Identification and verification of documents 37-98
13.0 | Deficiencies / Deviations 20
14.0 | Summary and Evaluation 30
15.0 | Abbreviations 3
LL 16.0 | Post Approval 3
-

Page 1 of 32

CamScanner


https://digital-camscanner.onelink.me/P3GL/g26ffx3k

oot TRANSASIA BIOMEDICALS LIMITED

i INSTALLATION QUALIFIC A TION
INSTRUMENT NAME | EM-200

1.0 PRE APPROVAL

L1 Prepared By

|'
nstrament ID [ V200262 | ]

~ Name | Designation \ Signatare Date
Atanu Halder Service Engineer | VLN
S . S ——
12 Checked By rs4
Name Designation Signature Date
Uma
WM'\'T“L‘ : gr lAL T&tg- )
Polon Mals Lab Ted Holen Malo Pelen Malo
Fohrafit Das .| Sr.Lab Tecks
1.3 Approved By
Name Designation Signature Date ]

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

INSTALLATION QUALIFICATION

INSTRUMENT NAME_[EM-200  Tinstrument 10| V200262 | belicc

2.0

3.0

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 engincering design and instrumentdata
sheet / design specifications & manufacturer’s recommendations.

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

o The system meets the current regulatory requirements.

To identify the Standard operating procedures for Operational Qualification.

o]

SCOPE

The scope of this protocol is to outline procedure for Installation qualification of the subjected
instrumentwithin 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

INSTALLATION QUALIFICATION

TRANSASIA

INSTRUMENT NAME | EM-200 | Instrument ID

| V200262 | Bio-Medcaslis

5.0

The Clinical Chemistry Analyzer is an open, full autom

INSTRUMENTDESCRIPTION

access, computerized analyzer.

Technical Specifications:

ated, discrete, patient prioritized, random

System Type Open, Automated, Discrete, Random Access, Patient Prior[tized,—[
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
| Number of tests on board Unlimited
Assay Modes 1-point, 2-point,Rate-A and Rate -B
Calibration Linear (two point and multi point), Factorized and Non-linear

multipoint

Sample (Tubes / Cups)

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

Photometric Optics

grating and 12 wavelengths

Mono and Bi-chromatic measurement using holographic diffraction

AbsorbanceRange 0-2.5

Auxiliary Data Unlimited

Interface USB for Bi-directional Communication
Stat Sampling Total 39 position

Page 5of32

-

CamScanner


https://digital-camscanner.onelink.me/P3GL/g26ffx3k

/A

TRANSASIA BIOMEDICALS LIMITED

INSTALLATION QUALIFICATION TRANWIA

INSTRUMENT NAME [ EM-200 | Instrumentin V200262 | b

Purpose:

The purpose of this instrament is to analyze the bio-chemical paramelers, such as Sugar, Cholestral,
Tri-glycerides, Proteins, ete.

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

Operating Unit:

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

Photometric System: ) .
The photometric system consists of 45 hard glass cuvettes, a high-resolution diffraction grating (with 8
user selectable wavelengths) and a halogen lamp.

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

CPU (Central Processing Unit): . N
CPU consists of Pentium — IV 1.7 GHz processor (or Higher) with a 48 x CD Drive, and minimum
256 MB memory. The application software can be installed on computers with operating systems of

Windows XP.

Besides the above mentioned, this analyzer has got the unique Software and Hardware features.
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INSTALLATION QUALIFICATION
_INSTRUMENT NAME | EM-200 [ Instrument 1D | V200262

6.0 IDENTIFICATION OF MAJOR COMPONENTS / ACCESSORIES

II TRANSASIA BIOMEDICALS LIMITED

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

Name of Component / Accessories Vi g:csent \;;::ﬁﬂ rl'?' Observations
Sample Tray / Disk YES
Sample Syringe YES "
Sample Probe YES
Wash Station for Sample Probe YES
Reagent Tray / Disk YES "
Reagent Bottles YES
5 ml tube adaptor ( 10 nos) YES I
" 40 ml & 20 ml reagent bottles YES ‘
Stirrer YES
( Permanent Reaction Cuvette YES
7 Stage Laundry System YES
I Light Source YES
Sample Cups YES
Software of EM 200 YES
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TRANSASIA BIOMEDICALS LIMITED

INSTALLATION QUALIFICATION

INSTRUMENT NAME | EM-200 [Instrument 1D | V200262
7.0 INSTALLATION CHECK/REVIEW
S. No. | Statement Yes /No \’r'riﬁcd by
Signature
1. | Venfy that the “as built"drawings are YES
complete and represent the design concept | VERIFIED

2. | Verify that major components / accessories
are securely anchored and shock proof.

3. | Verfy that there is no observable physical
damage.

4, | Verify that there is sufficient room of
servicing provided

5. | Verify that all utilities and electrical
connections have been done according to
the drawings.

6. | Walking access to ground mounted
instrument provided.

7. | Required electric connections are tight,
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

INSTALLATION QUALIFICATION TRAHWIA?

INSTRUMENT NAME_| EM-200 [ Instrument 1D | V200262 | Biodleicss 1

8.0

INSPECTION CHECK/REVIEW
Instructions for completing the check / review

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

“No” replies must be explained / justified. |

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 ile{n is insta]lefi and inspected
according to manufacturer’s specifications, such as by Visual / Physical, SOP, Test

Certificate, Manual, etc. . "
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TRANSASIA BIOMEDICALS LIMITED

INSTALLATION QUALIFICATION

INSTRUMENT NAME | EM-200

TRANSASIA

[ InstrumentID | V200262 | Bi-hedcasls
Instrument/ Component Name: Sample Tray / Disk
Date :

- ’ Method of Verified by
Description Specified Actual Verification Signature
No. of patient cups | 39 positions YES VISUAL
/ samples
Standards / Stat Any place YES VISUAL
Blank Any place YES VISUAL
Control Any place YES VISUAL
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TRANSASIA BIOMEDICALS LIMITED .
INSTALLATION QUALIFICATION TRAHSAHA

INSTRUMENT NAME | EM-200 [nstrument 1D | V200262 | Bodlder’ 11 ,
Instrument/ Component Name: Sample Reagent Syringe for Sample
Date :
s Method of Verified | ”
D : Yy
escription Specified Actual Verification Signature
Dispensing Volume | 3 — 70 pL YES TECHNICAL
Installed Location | Behind the Front YES TECHNICAL
panel of the
Analyzer
Quantity 01 No. YES TECHNICAL
Increase in 0.1 uL YES TECHNICAL

dispensing volume |
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TRANSASIA BIOMEDICALS LIMITED :
INSTALLATION QUALIFICATION TRANSASIA
INSTRUMENT NAME [ EM-200 [ Instrument ID | V200262 | bBioMecices [+

Instrument/ Component Name: Sample Reagent Probe for sample

Date : "
odi : y Veri '

Description Specified Actual Method of Verification Si‘:gl;z[:t(:;]r:}

Aspiration Volume |2 - 60 uL YES TECHNICAL

MOC Teflon coated YES TECHNICAL

Quantity 01 No. YES TECHNICAL

Increase in 0.1 uL YES TECHNICAL

aspiration volume

Page 12 0f32 ]

CamScanner


https://digital-camscanner.onelink.me/P3GL/g26ffx3k

l\ TRANSASIA BIOMEDICALS LIMITED
INSTALLATION QUALIFICATION

LINSTRUMENT NAME | EM-200

| Instrument ID

| V200262

Instrument/ Component Name: Wash Station for Sample Probe

Date :
Description Specified Actual  [Method of Verification | Y crified by
= Signature "
No. of position 02 Nos’ YES TECHNICAL :
Type of positions | i) Drain YES TECHNICAL
ii) Trough
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TRANSASIA BIOMEDICALS LIMITED _

INSTALLATION QUALIFICATION

INSTRUMENT NAME | EM-200 ~ | Instrument ID | V200262 |

Instrument/ Component Name: Reagent Tray / Disk

Date :
5.3k ¢ Mcthod of Verified by |
Description Specified Actual Verification Slinature
Cool reagent disk | 50 positions YES VISUAL
Outer Rings 25 positions YES VISUAL
Inner Rings 25 positions YES VISUAL
Adaptors of SmL 50 positions YES VISUAL
Maintenance of 4-12°C £2°C YES VISUAL
Temperature
Rotation of disk Counter-Clockwise YES VISUAL
Time for Rotation | Every 18 seconds YES VISUAL
of one Cuvette
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TRANSASIA BIOMEDICALS LIMITED

INSTALLATION QUALIFICATION

| T

INSTRUMENT NAME

EM-200

| Instrument 1D | V200262

bedes |
El-fj" LR

Instrument/ Component Name: Reagent Botitles

Date :
ot . Mcthod of Verified by |
Des &
escription Specified Actual Verification Signature
Minimum Capacity | 5§ mL YES VISUAL
Maximum Capacity | 40 mL YES VISUAL
Quantity (Large) 25 Nos’ YES VISUAL I
Quantity (Smaller) |25 Nos® YES VISUAL
Type Screw Capped YES VISUAL
Outer ring position | 20 mL bottles& YES VISUAL
5ml adaptors
Inner ring position | 20 mL & 50 mL YES VISUAL
bottles& Sml
adaptors
MOC Plastic YES VISUAL
Adaptor 50 Nos’ YES VISUAL ‘
Adaptor Capacity | 5 mL YES VISUAL
ﬁntiﬁcation of Barcode labels on YES VISUAL
Reagents the reagent
- containers
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TRANSASIA BIOMEDICALS LIMITED

———
INSTALLATION QUALIFICATION TRANSASIA
INSTRUMENT NAME | EM-200 [Tnstrument 1D [ V200262 | Boltfes 1

Instrument/ Component Name: Sample Reagent Probe for Reagent

Date :

o i : . | Verificd by |
Description Specified Actual  [Mcthod of Verification Si:r:al:lilr::y
Aspiration Volume | R1: 75-300 ulL YES TECHNICAL

R2: 0 orl0-300 YES TECHNICAL
uL
MOC Teflon coated YES TECHNICAL
Quantity 01 Nos’. YES TECHNICAL
Increase in 1puL YES TECHNICAL
aspiration volume
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TRANSASIA BIOMEDICALS LIMITED TRANSAS Af'
INSTALLATION QUALIFICATION RANA
INSTRUMENT NAME | EM-200 [Instrument 1D | V200262 | Bioledcas Lig

Instrument/ Component Name: Sample Reagent Syringes for Reagent

Date :

o ! Method of Verified by
Description Specified Actual Verification Signature "
Maximum capacity | 500 uL YES TECHNICAL
Installed Location | Beside the YES TECHNICAL

sample syringe
Quantity 01Nos’ YES TECHNICAL
Increase in 0.1 pL

; YES TECHNICAL
dispensing volume
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TRANSASIA BIOMEDICALS LIMITED

INSTALLATION QUALIFICATION

TRANSASIA

INSTRUMENT NAME | EM-200

| Instrument ID

[ V200262

Bio-Medicels Lid.

Instrument/ Component Name: Stirrer

Date :

Description Specified Actual Method of Verification V'erificd by
Signature |

Type Stirrer YES VISUAL - —

No. of paddles 01Nos’ YES VISUAL
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TRANSASIA BIOMEDICALS LIMITED

INSTALLATION QUALIFICATION

k)
ol

INSTRUMENT NAME | EM-200

| Instrument ID

Tag/Identification No.:

Instrument/ Component Name: Permanent Reaction Cuvette

[ V200262 | BinMedcdsl "

Verified by
Signature

Date :

Description Specified Actual  |Method of Verification
Quantity 45Nos’ YES VISUAL
MOC Hard Glass YES VISUAL
Capacity 770 puL YES TECHNICAL
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_TRANSASIA BIOMEDICALS LIMITED
INSTALLATION QUALIFICATION A“A
INSTRUMENT NAME_[EM-200 — [instrument 1D [ V200262 | 0!l

Instrument/ Component Name: 7 Stage Lﬂllllt'l‘}‘ System

Date:
e R P A oLl
Nozzles Nozzle - | VISUAL )
Nozzle -2 VISUAL "
Nozzle -3 VISUAL
Nozzle - 4 VISUAL
Nozzle - 5 VISUAL
Nozzle - 6 VISUAL
Nozzle - 7 VISUAL
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TRANSASIA BIOMEDICALS LIMITED
INSTALLATION QUALIFICATION
INSTRUMENT NAME [ EM-200 [ Instrument 1D

TRANSASIA

Bio-Medicas L1

[ V200262

—_—

Instrument/ Component Name: Light Source

Date :

Description Specified Actual Method of Verification ;’;‘:Ef:r:y

Watts 12W YES TECHNICAL i
| Volts 12V YES TECHNICAL

MOC Halogen YES TECHNICAL

Quantity 01 No YES TECHNICAL
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TRANSASIA BIOMEDICALS LIMITED

INSTALLATION QUALIFICATION

TRANSASIA

INSTRUMENT NAME | EM-200

| Instrument ID

[ V200262

Bio-Medicals Lid.

Instrument/ Component Name: Sample Cups

Verified by
Signature

Date ;

'________—————.
Description Specified Actual Method of Verification
Quantity 39Nos’ YES VISUAL
MOC Plastic YES VISUAL
Capacity 2mL YES VISUAL
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TRANSASIA BIOMEDICALS LIMITED mANSMlAE
INSTALLATION QUALIFICATION

INSTRUMENT NAME | EM-200

[Instrument ID__| v200262 | BodledeesLt

Instrument/ Component Name: Software of EM 200

Date :

Description Specified Actual Method of Verification Verificd by
[l Signature

Version

CD number

Product EM-200

Make Erba Transasia
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TRANSASIA BIOMEDICALS LIMITED

INSTALLATION QUALIFICATION

INSTRUMENT NAME

EM-200

“Instrument ID | V200262

4 IDENTIFICATION AND VERIFICATION OF MATERIAL OF CONSTRUCTION
[2emify and list down all components of the equipment for its material of construction.

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

'Material of e Verified by
Component (s) iConstrﬂcﬁon Actual | Method of Verification Sien & Date
Szmple Reagent | Teflon coated
Probe '
Permanent | Hard Glass
Rezction Cuvette l
| Light Source | Halogen
' Rezgent Bottle | Plastic
| Sample Cups Plastic
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TRANSASIA BIOMEDICALS LIMITED

INSTALLATION QUALIFICATION

TRANSASIA

INSTRUMENT NAME | EM-200 | Instrument

ID | V200262 | Bio-ledcssl

10.0 IDENTIFICATION AND VERIFICATION OF SUPPORTI

List the supporting utilities and record whether or not the

NG UTILITIES

y are properly connected and
identified.

] Verified by
Utilities Observation / Result Sign & Dafc
Power
Distilled Water

Wash Solution

urs
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TRANSASIA BIOMEDICALS LIMITED \
INSTALLATION QUALIFICATION mﬁmﬂm
114 IDINTIFICATION OF STANDARD OPERATING PROCEDURE I
S0P N Tae
Opecaaom Onemesion of Bio-Chamistny Random Analyzer
CSrmx Caiftration of Parsmeters
Commails Chading of Controls for Parameters
MiEmnanmce Vemmee Chocang of Disulled water, Waste, Wash solution, Cuvette
Snse. Semmple probe wash and Water save |
Clammme Cleming of Instrument surface
B

i T T T e
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TRANSASIA BIOMEDICALS LIMITED

INSTALLATION QUALIFICATION

TRANSASIA

INSTRUMENT NAME | EM-200 | Instrument ID

[vao00262 | BioedcesLe

120 IDENTIFICATION AND VERIFICATION OF DOCUMENTS

12.1

DRAWINGS
Verified by
Title Drawing No. Sign & Date

As-built Drawing

Computer Trolley
Assembly
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TRANSASIA BIOMEDICALS LIMITED

E.
} - INSTALLATION QUALIFICATION TRANW\A
‘ | INSTRUMENT NAME | EM-200 [Instrument ID__| V200262 Bio-Medices LI

122 GENERAL DOCUMENTS

: Verified by
Title Document No. Sign & Date

General r‘

Purchase Order No.

Warranty Certificate

Invoice

Test Certificates

Material of Construction

Electrical Motor J
|
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TRANSASIA BIOMEDICALS LIMITED ‘
OPERATIONAL QUALIFICATION ‘ mﬁi}!’m
Instrument Name | EM-200 | Instrument 1D ] V200262 |

|
l
l

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.
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OPERATIONAL QUALIFICATION
Instrument Name ] EM-200 l Instrument 1D I VleIlZ(nZ

I‘/

__TRANSASIA BIOMEDICALS LIMITED TRNUW\ ‘

2.0 FUNCTIONAL CHECKS:

H 2.1 Maintenance:

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

Activity Observation Verified by Remarks
(Sign & Date) -
}( Photometer functioning | OK %\0 MC) i

(ATAI~
Cuvette Rinse OK KOLK )
//;/ I +
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TRANSASIA BIOMEDICALS LIMITED

OPERATIONAL QUALIFICATION

TRANISA

“strument Name | EM-200

| Instrument ID | V200262

Bo-Medcais LId

2.3 Calibration:

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

e ey

Action Observation Verified by
(Sign & Date)

Blank (Distilled Water) | OK

Standard , Calibrator OK

Remarks

Page 5o0f8

CamScanner


https://digital-camscanner.onelink.me/P3GL/g26ffx3k

. TRANSASIA BIOMEDICALS LIMITED N ’ MANAA

o S OPERATIONAL QUALIFICATION
Wl—.\'nmc | EM-200 _ } Instrument 1D ] V200262
=

3.0 INTERLOCKS AND ALARMS CHECK:

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

[Action Obscrvation [ Verifiedby | Remarks
i (Sign & Date)
Fss volume of Sensor is working
Distilled Water properly
Less volume of Wash | Sensor is working
Solution properly
More volume of Bio- Sensor is working
Hazard waste properly
| More volume of Sensor is working

l Normal / General waste | properly

L —

Page 6 of8



https://digital-camscanner.onelink.me/P3GL/g26ffx3k

v

~

— IARCACEE
RSNy SIOMNEDIC IS LD

— Y [=
,..---——'—— cemmml_mu,mc_gmx
e Namme NGO e D Vone L

== e e s Mimuedl i e racefirsy, fe e foliowme actrvies
ENostisg OfpsecmTip Remmarls
P UGk 5 ND
L= Pampees
Srswannt et 5 QT | ND
Wid=

l
Il
F

(%1 CamScanner


https://digital-camscanner.onelink.me/P3GL/g26ffx3k

A ——

*i

TRANSASIA BIOMEDICALS | AMITE I)

OPERATIONAL QUALIFICATION

fmt Name ] EM-200
nstrums

5.0 INSTRUMENT SHUT-DOWN:

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

[ Instrument 1| V200262

Action

Observation

Sample Probe Wash

Working Properly

Water Save

Working Properly

Verified by
(Sign & Date)

[ Remarks

Page 8of8

$\O-M€OJ A
> Fadl
Switch OFF the Working Properly < KOLKATA I
computer. D
*
Switch OFF the side Working Properly
switch of the analyzer.
Switch OFF the rear Working Properly
switch of the analyzer.
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TRANSASIA BIOMEDICALS LIMITED
) PERFORMANCE QUALIFICATION
| l=strument Name  EM-200  Instrument Serial Number | V200262
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TRANSASIA BIOMEDICALS LIMITED

L

PERFORMANCE QUALIFICATION

TRANSASIA

| Instrument Name | EM-200 | Instrument Serial Number

| V200262

Bio-Medicals L1d.

Reviewed by:

7.0  EXECUTION OF TEST PLAN

A. PRECISION CHECK FOR GLUCOSE & UREA-> REPORT ATTACHED
B. CARRYOVER TEST FOR GLUCOSE & UREA - REPORT ATTACHED
C. LINEARITY TEST FOR GLUCOSE & UREA-> REPORT ATTACHED
D. QC DATA FOR ALL PARAMETERS-> REPORT ATTACHED

Name Signature

Date

Page Sofl0
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PERPORMANCE QUALIFICATION

_ TRANSASIA RIOMEDICALS LIMUTED l W
Sesrement Neme > CEMRIN. estrement Serial Number ] vaene: b !

WS POST APPROVAL

I Chalad by

Name Designation | Siguature Date

;:;::"_ﬂq.-q\ 'b:i“- l-'.\l‘ T‘ l{- |
?1{!'\ J\ el lab Tev

Maagit . & Lab Tede

s —

/ ‘&,lm\ Male

112 Approved by

Name Designation Signature Date

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

CHINSURAH, FIRM SIDE ROAD
Test Slatistics
Test GLU Reporf Type Patients
Date From RO Date To 12-061-2023
Swmple ID PRECISION Patier Nams . Aga .
s Resut  Unt " e Resut Dete Cuved  Used Calbraion
1 764 mpidL g 12-001-2023 135207 M5TS  05-Ock202) 134408
2 TE7 mpidl - 12-Dc1-2023 13:51:49 MST4 05012023 134406
3 757 mgldL - 12-0c1-2023 13:51:30 M573  08-Oct2023 114406
2 76.5 mpidL - 12-0ck-2023 13:51:12 M52 06-Oct-2023 134408
5 75.0 mgidL % 12-0c1-2023 13:50:54 M571  06-Oct-2020 1344:06
& 74.7 mgldL - 12-0ct-2023 13:50:36 570 06-Oct2020 1344:06
| 75.5 mgldL = 12-0c1-2023 13:50:18 4569  06-Oct-2020 13:44.08
g 764 mgidL - 12-0c1-2023 13:50:00 M6 06-Ock2073 124408
L 761 mgldL - 12-061-2023 13:49:42 34567 06-Dct-2023 134408
10 763 mpldL - 12-0c1-2023 13:49:24 566 D6-Ock2023 13:44:06
11 76.6 mpidL - 12-0ct-2023 13:49:08 565 06-Ock-2023 1X44.08
12 762 mgidL . 12-0c1-2023 13:48:48 M564  06-Oct-2020 13.44:08
13 76.7 mgidl - 12-061-2023 13:48:30 3563 06-Oct-2023 13:44:06
14 76.1 mpidL - 12-0ct-2023 13:48:12 M562  06-Oct-2023 1X44:08
1€ 76.0 mgidL - 12-0ck-2023 13:47:54 34561  D6-Ock202) 1X44:08
1% 76.0 mgidL - 12-0c1-2023 13:47:38 34560  DG-Oct-202) 1344.08
17 759 mpidL - 12-0ck2023 13.47:18 34550 DB-Ock02) 114408
® 767 mpldL - 12-0c1-2023 13:47:00 34558 06-Ock2023 1344.08
19 767 mgldL - 12-0c1-2023 13:46:42 34557 D6-Ocr2023 134408
20 760 mgldL - 12-061-2023 13:48:23 34558  0S-Och2023 1X44.06
12-0c1-2023
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GOODDAYS DIAGNOSTIC CENTRE

CHINSURAH, FIRM SIDE ROAD

Test Stalistics

Test

Date From

GLU

12-0ct-2023

Report Type Patlents

Data To 12-0c1-2023

Computed Ranges And Statistical Values

Reforence Range
Above Reforonce Range
Bolow Reforonca Range

Dofault Range

Total Tosl(s)

Sr¥ From_=_To_=

N
Moan
8D
%OV

Range

2

781

0.50

0.65

21

12-0ct-2023
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GOODDAYS DIAGNOSTIC CENTRE

CHINSURAH, FIRM SIDE ROAD

Test Slalislics
- UREA Raport Type Fatente
O e 124002020
: Dats To 1200t 2023
Sarpie © BRE RN Ptert Name . bon =
- | - - Pamit Date Curved  Used Cafbrwon

b L LY " 120012000 138878 a0 1102077 130244
. 7 ompw " 12.0612023 118007 3805 11002020 1302498
b} L mp " 12-0c1-2023 1156750 MM 11-000 2073 130248
. ®e mpw Ll 12-0c1-2023 13570 U853 11012023 130248
* | mpwm N 12-0c:2023 135713 M52 11-0c-2023 130248
& TE mpk H 12-001-2023 135655 3501 11-0ct-2020 130743
: 8sY mpR H 12-0ck2023 13:56:37 M50 11-0ck-2020 130248
M 1 Mgk H 12-0ch-2023 13:56:19 580 11-0ck-2023 130248
% BT mpR N 12-0ct:2023 13:56:00 34588 11-Och-2023 13.02:48
» s mpd H 12002023 13:55:43 4587 11-0ct-2023 130248
P s mpd H 120c1-2023 13:55:25 34586 11-0ck-2023 130246
w =2 mpd H 12-001-2023 13:55:07 34585  11-Ock-2023 130248
© =Y mp H 12-0ct-2023 13:54:49 3581 11-0ck2023 120248
" S0 mpdl H 12-0ct-2023 13540 583 11-0c+2023 120248
= 70 mpd H 12-0c-2023 1354:13 3582 11-0c-2023 130245
b SEE epd H 12-0ct-2023 13:53:55 581 11-Ock-2023 110245
L STE mpaL H 12002023 135337 M5680  11-0ck2023 130245
b T4 my H 12-0c1-2023 135319 W59 11-0ck2023 120245
% ®T mgL H 12-0c1-2023 13:53:01 S8 11-0ck-2023 1X0248
= 1 mpa H 12-0ct-2023 13:52:43 MSIT 1-0ck2023 130243

12-0-2023

112
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GOODDAYS DIAGNOSTIC CENTRE

CHINSURAH, FIRM SIDE ROAD

Test Statistics

Test UREA

Date From 12-0ct-2023

Report Type

Date To

Patients

12-0ct-2023

Computed Ranges And Statistical Values

Dafault Rangs

Total Test(s)

S#From - To -
N
Mean
sD
%oV

Range

21

a

97.8

0.86

0.88

32

12-0ct-2023
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GOODDAYS DIAGNOSTIC

Carmyover worksheet,

Instramant WX EM 200 SN=\200282
Dade parformad: 10/12/2023
Cemyousr caloulations

Cemower % = AIA3) (H33) * 10

rscorstation of resulst

D ¥ L1A3 ) & aqual 10 3 negative numbar of 210 then stop as there is no evidence of carryover.

i Analytes

i strument GLUCOSE UREA |
! H1 2845 994 __A|
i M 2884 97.3

| 13 28385 97.5

! n i 177 131

! 2 179 13.1

! 3 17.8 12.8

| =az=CGamyover 0.04 0.35

|  AccepthleRange 1.0 1.0

| Status PASS PASS
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GOODDAYS DIAGNOSTIC CENTRE

CHINSURAN, FIRM &IDE ROAD
Kot Reovnt
Twat UREA
Twat Reait L [ v d Fusaoi Db
s
- LU Man VA O-EA 1R 21RO
2 L
REA LLE Y RITAT 12 00R2020 1A 20 (0
X L
) M mpw e 13 00t 202) 182000
4 3 .
A (€ 1) 1IN mgl RTTAT VRO RN
3 Lo (1% 1A Mnar 12020 10
# was (€2 128 mpwL MM 120202 18NN
Prirt D 12002003
11
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GOODDAYS DIAGNOSTIC CENTRE

CHINSURAH, FIRM SIDE ROAD

Resull Reprint

N — Toat OLU

— b Tost Resut Uni Fing Cuve # Rsmft Date

1 . GLU 2045 mpidl H L] 12-0c1-2023 1523 55
? HiGH rﬂLU 2884 mpldL H 4627 12-0c1-2073 1862413
. e GLU 2885 mpldL H 34628 12-0¢t-2023 15243
3 tow GLU 177 mpL L 24629 12.0¢1-2020 15:24.49
$ Ll 6L 179 mgal L 34630 12:001-2023 15:25:07
. o 6 178 mgldL L 34631 12-0c1-2023 152525

Print Date 12-0c1-2023

(FA}
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Instrument 1.

GOODDAYS DIAGNOSTIC

e Performed: 12:0ct-23
Linearity pa g
T L-ammeter, Glucose
|
——nstrument Name: EM 200, SN:V200262
— GLUCOSE Expected Obtained
—— Neat 285.8 285.8
s 142.9 1425
— - 1 71.5 71.2
Rl 35.7 35.6
NG T 17.9 18.0
. & y =0.999x
Glucose Lineartiy R?=1
350.0 -
3000 -
250.0 -
-
£200.0 A
9
21500
w
100.0 =5
500 {80 s
oo + M= —— : '
0.0 50.0 100.0 15060btain§?f'0 300.0 350.0
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GOODDAYS DIAGNOSTIC CENTRE

CHINSURAH, FIRM SIDE ROAD
Result Reprint

Fapot Tyoe Pty Teet GLU

&9 Sargie D Test Ramgt Uk g : =

1 NEAT =11] =58 mpdl H ol : i
s - - e " 51 12002073 150704
3 12 awu n2 e L v Gom S aemy
N £ aw X6 s L e
5 118 G 120 sl L i oo

Prirt Date 12-0c+2023 >
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Instrument Id;

GOODDAYS DIAGNOSTIC

Date performed: 12-0ct-23
Linearity Parameter, UREA
Instrument Name: EM 200, $N:V200262
UREA Expected Obtained
Neat 98.8 o
2 49.4 487
o R 24.6
o 354 12.7
e ———
- . y=0,998x
UREA Lineartly R? = 0.999
1200
100.0 -
o 800
[
G 600
<
w4000
20.0
0.0 . ' :
0.0 20.0 40.0 60.0 80.0 100.0 120.0
OBTAINED
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GOODDAYS DIAGNOSTIC CENTRE

CHINSURAH, FIRM SIDE ROAD
Result Reprint
™ ? Test UREA
B Bample ID
Toat Result Unit Flog Curve # I S

1 :

e UREA 8.8 mgidL H 34005 12-0c1-2023 15:05:16
2 4 :x

N UREA 489 moldL 34610 12-0c1-2023 15:06:48
a 17

* UREA 24,8 mgldL 34813 12-01-2023 15:07:40
] 1-8 UREA 12.7 maldL L 34618 12-0c1-2023 15:08:10

Print Date 12-0ct-2023
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