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L Approval of the 1Q procedure:

HS Pathology, Varanasi and Transasia are jointly responsible for the installation of the system ERBA
Clinieal Chemistry Analyzer, Model; EM200, Serial No, V200403 in the clinical lab of HS Pathology

an per the attached protocol,

Protocol Performed By: Transasia Representative

Name 4 Hari Shankar Signature: ﬂ/
Title : INSTALLATION-QUALIFICATION >
Company : TRANSASIA BIO-MEDICALSLTD.  Date: - L

Customer Authorizations:

Name g Mr.Dharmendra Signature (m/"l/
Title - INSTALLATION QUALIFIC \2.23
Site P S Date : ’V‘ 5

' e
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TInstrument Name
20 OBJECTIVE

The obsective of ths document 18 10 provide an mlme for the mapection of M 2006
Chemistry Random Anmalyzer) and to venly that the follow g bouwndares

0 Each Installed subcomponent complies with the engmeermg design and watrament
shoet | dosgn spoaifcations & manufacturer srecommendat ons

0 To ensure that all the safety features are defined before the start Qofw
quahficaton oxercise

0 The sysiem mects the current regulatory requirements.

0 Todenify the Standard operating procedures for Operational Qualification.

19 SCOPE s

The scope of this protocol s 1o ¢
mstrument within the following

0 ldentification and ¥

0 ldenttficatson, C
Devices :

0 ldont ificuto
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Bio-Medicals L.

Instmmg- Name |

EM200 [Instrument SN _| V200403

/

4.0 INSTRUMENT DESCRIPTION

!
f /);,’. .

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

access, computerized analyzer.

Technical Specifications:

/
(I,')/:j

System Type Open, Automated, Discrete, Random Access, Patient Prioritized,
1/2Reageants

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

Analyzer Dimensions

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

Number of tests on board Maximum: 50

Assay Modes 1-point, 2-point,Rate-A and Rate —B, ISE optional

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

Sample (Tubes / Cups) Primary tubes of 5, 7 or 10mL & sample cups

Photometric Optics

Mono and Bi-chromatic measurement using 8 wavelengths

Absorbance Range 0-25
Auxiliary Data 10,000 results
Interface RS-232 C port for Bi-directional Communication

Stat Sampling

Total 30 positions
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’

Murpose:
Fhe purpose o this instrument s (o analyze the bio-chemical parameters, such as Sugar, Cholestrol,
Fri-glycerides, Proteins, ote,

Fho working unit ot the analyzer comprises the following;
¥ Basie operating unit with an intelligentphotometer
¥ Sophisticated roboties combined with an operating console and a central processing unit(CPU),

Operating Unit:

Ihe 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: )
Ihe photometric system consists of 45 hard glass cuvettes, multi wavelength diffracting photometer

and a halogen lamp,

Operating Console: |
Uhe operating console consists of a touch screen (optional) color TFT monitor, a key board and a
Mmouse,

'8 B

tiun (or Higher) with a 48 x CD Drive, and minimum
256 MB memory. The aj alled on computers with operating systems of

Windows XP,

Besides the above i e unique Software and Hardware features.
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58 IDENTIFICATION OF MAJOR COMPONENTS ACCESSORIES

Detasis of cach magor component adestified i this socton. » rocorded n a data sheet.

-

Present

Verified by

{

f’-‘cwlm Yes/ Neo Signature —
g’S-vannyu Yes

“Sampic Syrmes o |

quhn& Yes

“Wast Stzton for Sampic Probe

- Reagemt Tray / Dk

Rezgem Bottles




" TRANSASIA BIOMEDICALS LIMITED

1QOQPQ HS Pathology Pvt.Ltd,Changarh

Instrument Name Al_, . EM200

6.0 INSTALLATION CHECK /REVIEW

| Instrument SN | V200403 |  Bio-bedeals Lig

(S. No. rStatement Yes / No Verifled by
Signature
1. | Verify that the “as built’ drawings are Yes
complete and represent the design concept
2. | Verify that major components / accessories
are securely anchored and shock proof. Yes
3. | Verify that there is no observable physical
damage. Yes
4. | Verify that there is sufficient room of
servicing provided Yes
5. | Verify that all utilities and electrical v
: ; cs
connections have been done according to
the drawings. |
6. | Walking access to ground mounted Yes ‘
instrument provided. il
7. | Required electric connections are tlght, |
weather proof and earthed. | \
8. | Instrument identification nameplate *
9. | Units installed on foundatlon an
place as per manufacturer
recommendatlons

Page 70f29
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7.0 INSPECTION CHECK / REVIEW

Instructions for completing the check / review

1.For each data sheet, record the required information with pen. Wbcrcve;requ'ud
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 (b) the option that is actually present.

4. In the “Method of Verification” column indicate that item is installed and inspected
according to manufacturer’s specifications, such as by Visual / Physical, SOP, Test
Certificate, Manual, etc.

Page 8 o0f29



TRANSASIA BIOMEDICALS LIMITED 3 ‘
1QOQPQ HS Pathology Pvt.Ltd,Changarh TRANSASIA
Instrument Name EM200 ] Instrument SN [ V200403 Bio-Medicaks Lid

Instrument/ Component Name: Sample Tray / Disk

Description Specified Actual V&::iti!il::ﬁz; ‘;‘ II 2
No. of patient cups | 30 positions OK Physical/Practical
/ samples
Standards / Stat 30 positions OK Physical/Practical
: =t o

Blank Canbeputonany | OK Physical/Practical

position 4
Controls Can be programmed | OK Physical/Practical

on any positions

Instrument/ Component

j
' Description

“Dispensing Volume | 2

Page 9 of29
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TRANSASIA BIOMEDICALS LIMITED :
) 1QOQPQ HS mggmgangarh TV !I_,uw,!.w‘,u: M
strumen DR LIL

Instrument Name | In

Instrument/ Component Name: Sample Probe

vl Verified b
Description Specified Actual Method of Verification Signature y
Aspiration Volume | 2—70 uL OK Physical/Practical \
MOC Teflon coated | OK Physical/Practical g,y/
Quantity 01 No. OK Physical/Practical \
Increase in 0.2pL OK Physical/Practical
f aspiration volume

Instrument/ Component Name: Wash Station for Sample Probe

Description Specified Actual  |Method of Verification ;ﬁeﬁff:r:y
No. of position 01 No OK Physical/Practical

Tmeo fu j : . OK Physical/Practical ’W y
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Instrument Name | EM200 “[Instrument SN_| V200403 Bio-edcals L3

t Name: Reagent Tray / Disk

Instrument/ Componen

Method of
Description Specified Actual Verification Sionsod
Cool reagent disk | 50 positions OK Physical/Practical \
Outer Rings 25 positions OK Physical/Practical
Inner Rings 25 positions oK Physical/Practical
Adaptors of SmL 50 positions OK
Maintenance of 8-12°C+£2°C
Temperature
Rotation of disk Counter-Clockwise

"Time for Rotation | Every 18 seconds

!
| of one Cuvette

o
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- ~1QOQPQ HS Pathology Prt.L1d.Changarh TRAKIAT
S caant Name | EM200 " Instrument SN | V200403 Bit-bedcas L

Instrument/ Component Name: Reagent Bottles

‘Method of Verified
Description Specified [P \Verification gum:y
Minimum Capacity | 20 mL OK Physical/Practical
Maximum Capacity | 50 mL OK | Physical/Practical ,
Quantity (Large) 25 Nos® - OK Physical/Practical i
Quantity (Smaller) | 25 Nos’ OK Physical/Practical
Type Screw Capped OK Physical/Practical ,
Outer ring position | 20 mL bottles & OK Physical/Practical A‘Jy
Sml adaptors
Inner ring position | 20 mL & 50 mL OK Physical/Practical
bottles & Sml 1
adaptors
MOC Plastic OK Physical/Practical
Adaptor 50 Nos’
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9
1QOQPQ HS Pathology Pvt.Ltd,Changarh m
Instrument Name | EM200 | Instrument SN [ v200403 | Bio-Medcas Ltd

Instrument/ Component Name: Reagent Probe

Description Specified Actual  [Method of Verification ;ggzgy
Aspiration/Dispensing | R1: 50 -300 | OK Physical/Practical
Volume ne \

R2: 0orl0- | OK Physical/Practical

300 uL
MOC Teflon coated | OK Physical/Practical (\N*V
Quantity 02 Nos’. OK Physical/Practical
Increase in 1 uL OK Physical/Practical
aspiration/dispensing :
volume “

Instrument/ Component Name: Reagent Syringe

Description Specified

Maximum capacity | 500 pL

Installed Location




S LIMITED

'M,Changﬂh

[ Instrument SN [ V200403 | So-edcals s
Instrument/ Component Name: Permanent Reaction Cuvette
‘ — Verified by
| Description Specified Actual  [Method of Verification Sleasthet
' Quantity 45 Nos’ OK Physical/Practical
MOC Hard Glass OK Physical/Practical \
Capacity 770 uL OK Physical/Practical NI>/

Instrument/ Component Name: 7 Stage Laundry System

Description Specified Actual m‘g t(i):n ég;ite:r: N
Nozzles Nozzle - | OK Physical/Practical
Nozzle - 2 OK mVPract ical \
Nozzle - 3 OK Physical/Practical ‘
Nozzle — 4 OK | Physical/Practical |
| (6] — Physical/Practical
| T PhysicaVPractical
| — PhysicaVPractical




TRANSASIA BIOMEDICALS LIMITED
1QOQPQ HS Pathology Pvt.Ltd,Changarh

Instrument Name | EM200 | Instrument SN [ V200403 | BoMededs|i
Instrument/ Component Name: LightSource a
Description Specified Actual  |Method of Verification ;’Im by
Watts 12 W OK Physical/Practical
Volts 12V OK Physical/Practical \

MOC Halogen OK Physical/Practical /
Quantity 01 No OK Physical/Practical

Instrument/ Component Name: SampleCups

Description Specified Actual )
Quantity 500 Nos’ OK

MOC Plastic

Capacity 2 mL

Instrument/ Compon g ,5 Nam:
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1QOQPQ HS Pathology Pvt.Ltd,Changarh '
Bio-Medicals Ltg.

Instrument Name | EM200 | Instrument SN | V200403

8.0 IDENTIFICATION AND VERIFICATION OF MATERIAL OFCONSTRUCTION

Identify and list down all components of the equipment for its material of construction.

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

Component (s) ?:::::::lc:)it;n Actual | Method of Verification s‘;;:f;:dnz
Sample Probe Teflon coated | OK Physical/Practical
Reagent Probe Teflon coated | OK Physical/Practical )
Permanent Hard Glass OK Physical/Practical Wi e,
Reaction Cuvette 7 2
Light Source Halogen OK Physical/Practical |
' A
Reagent Bottle Plastic OK "

Plastic

Sample Cups

9.0 IDENTIFICATION AND VER

List the supporting utilities
identified.
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 TRANSASIA BIOMEDICALS LIMITED

\
ol 1QOQIQ NS Pathology PYELEChangnrh _
Instrument Name | EM200 | tnstrument SN | V200403 | Bobdels g
10,0 IDENTIFICATION OF STANDARD OPERATINGPFROC LHRINI T
SOP N Title e
Operation Operation of Blo-Chemintry Rundom Annlyzer i
Calibration ‘Calibration of Parameters ol T
‘Controls | Cheeking of Controls for Parameters e
| Maintenance Maintenance / Checking of Distilled water, Waste, Wash lohﬁhn.
S rinse, Sample probe wash and Water ive
Cleaning Cleaning of Instrument surface

11.0 ABBREVIATIONS

Sop Sta
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1QOQPQ HS Pathology Pvt.Ltd,Changarh

Instrument Name | EM200 [ Instrument SN [ V200403 | Bodledeaslid

120 POSTAPPROVAL:

12.1 Checked by-

Name Designation Signature Date
Hari Shankar Service Engineer \ % 54 .}\ 7. S
Dheeraj Gupta Application Specialist '?\ w 7 ;:'
1

12.2 CustomerAuthorization:

Name
Mr.Dharmendra
— i 3
o i
. 5




TRANSASIA BIOMEDICALS LIMITED
1QOQPQ HS Pathology Pvt.Ltd,Changarh !
Instrument Name | EM200 [ Instrument SN [ v200403 | Bio-Hedioas i

OPERATIONAL OUALIFICATION

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 functio
recording devices, feedback system, etc. ) for
as expected.

Interlocks and Alarms Check
To check and ensure that the i
back system, control loops, so
cycle are working as expec
Safety / Security Checks .

To check a the safe Ccurity | . h as program loggffiigf,_ipmcws control,
) stems word check, e ument and personnel are working as

shut-down of the subjected
o avoid any damage to the



TRANSASIA BIOMEDICALS LIMITED n ” r

1Q0QPQ HS Pathology Pvt.Ltd,Changarh |
202 EM200 [ Instrument SN [ V200403 | Beledcas|i

Instrument Name |
1.0 INSTRUMENT START-UP:

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

Action Observation Verified by Remarks

Ensure that all the OK Hari Shankar NA

required electrical
connections are
roperly connected.
Ensure the proper OK i Shankar NA
filling of double
distilled / de-ionized
water and Cleaning
solution in the
respective cans.
Ensure the availability OK i Shankar g
of XL Wash. j

Ensure the availability OK
of Biohazard Waste.

Ensure the availability
of Normal Waste.

Switch ON the rear
switch of the analyzer. 1

Switch ON the side
switch of the anal

Swich ON

ARV




TRANSASIA BIOMEDICAL S LIMITED | o
N | Vieesnt |

Tnstroment Name | pebi l’\liﬂ " aetrament §

10 FUNCTIONALCHECKS:

11 Muintensnoe
Rofor the Ohperaen '« Manusl for the procedares. for the follow g de v it uss
VD  Owerveien | Veibeddy |
Phonamecs I i bk | T
functionng | | |

T = e
. o
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JQOQPQ HS Pathology Pvi,1td,¢ hangarh
 Instrument Name ]_ ~ EM200 | Instriment SN [ V200403 |

2.2 Loading of Reagents:

Refer the Operator’s Manual for the procedures, for the (ollowing netivities;

‘Action | Observation | Verlfled by Romarke
‘Reagent Level Scan, | OK Hael Shankar [ OK
Dead Volume Check &

2 Reagent Chemistry

2.3 Calibration:

Refer the Operator’s Manual for the pr

Action ! hse
Blank (Distilled h
Water) ‘

Standard (Multical) |

3.._ INT

= e




, TRANSASIA BIOMEDICALS LIMITED o
’ 1QOQPQ HS Pathology Pvt.Ltd,Changarh . A
[Tnstrument Name | EM200 [Instrument SN [ V200403 | Blo-Medeas Lid

4.0 SAFETY / SECURITY CHECKS:

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

) Action Observation Verified by Remarks
Password Check for OK y Dheeraj Gupta OK
Test Parameters

Password Check for OK Dheeraj Gupté

QC Mode

5.0 INSTRUMENT SHUT-DOWN:

Refer the Operator’s Manua

Action | Ob:
i
»

Sample Probe Wash |

|

Water Save




[ TRANSASIA BIOMEDICALS LIMITED

IQOQPQ HS Pathology Pvt.Ltd,Changarh
Estrument Name | EM200 [ Instrument SN | V200403
Protocol Performed By:
L Name I Designation Signature Date
L Hari Shankar l Service Engineer p\ 0/\,\ 'DCA ’_\D\ 173
Dheeraj Gupta Application R AR
Specialist 9 9

Customer Authorization:

Designation Signature it

Lab Manager




TRANSASIA BIOMEDICALS LIMITED

1IQOQPQ HS Pathology Pvt.Ltd,Changarh
Instrument Name | EM200

| Instrument SN | V200403

Performance Qualification

S. No Title

1.0 | Pre approval

2.0 | Objective -

2y

3.0 | Scope

4.0 | Pre- Requisites

5.0 | Test Plan

6.0 | Execution of"

Lo U

7.0




TRANSASIA BIOMEDICALS LIMITED
1QOQPQ HS PathMPvt.Ltd,Changnrh

Instrument Name | EM200 | Instrument SN | V200403
1.0 PRE APPROVAL
L Approval of the PO procedure

Both HS Pathology,Varanasi and Transasia are jointly responsible for conducting the Performance
Check of the Clinical Chemistry Analyzer, Model: ERBA - EM200, Serial No. v200403 in the

clinical lab of HS Pathology as per the attached protocol.

Protocol Performed By: Transasia Representative

Name : Dheeraj Gupta
Title 2 PERFORMANCE-QUALIFICATION l
Company TRANSASIA BIO-MEDICALS LTD. ,

Customer Autho
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TRANSASIA BIOMEDICALS LIMITED M

1QOQPQ HS Pathology Pvt.Ltd,Changarh
Instrument Name | EM200 [ Instrument SN | V200403 Bio-MedcasLtd, |

2.0 OBJECTIVE )
- :
The objective of this protocol is to establish documented evidence for the Performance

Qualification of EM 200 (Bio-Chemistry Random Analyzer) and to ensure that the results
obtained are within the pre-determined Acceptance Criteria.

3.0 SCOPE

R

The Scope of this protocol is applicable to EM 200 (Bio-Chemistry F andom An. yzer).

4.0 PRE-REQUISITES:
Following Pre-re

> Comp



TRANSASIA BIOMEDICALS LIMITED
1QOQPQ HS Pathology Pvt.Ltd,Changarh W
[ Instrument SN | V200403 | Bo-ededs

EM200

Instrument Name |

5.0 TEST PLAN
The following tests shall be followed, during the Performance Qualification of EM200 (Bio-

Chemistry Random Analyzer).

1. Glucose
2. Creanz
3. SGOT

* Data Analysis of PQ attached separately.

Conclusion:-
The study data has been determined, The system describes all Criteria out

The system is ready for specific uses

6.0 ABBREVIATIONS

SOP Standard (

MOC
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~ TRANSASIA BIOMEDICALS LIMITED
1QOQPQ HS Pathology Pvt.Ltd,Changarh
InstrumentName | EM200  [iInstrument SN | V200403

7.0 POSTAPPROVAL

71 Protocol done by-

Name Designation Signature

Dheeraj Gupta Application Specialist | |
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