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L. Approval of the 1Q procedure:

DR. B LAL CLINICAL LABORATORY PVT. LTD, HEMATOLOGY Laboratory and
Transasia are joimtly responsible for the installation of the systom ERBA
HEMATOLOGY Analyzer, Model: ELITE 580, Serial No. K11051912060 in the clinical
lab of JAIPUR NATIONAL UNIVERSITY as per the attached protocod,

Protocol Performed By: Transasia Representative

Name © ICHCHESH DESHWAL Signature: \H"'"
Title : INSTALLATIONQUALEFICATION 2
Company ¥ THRANSASIA HIO-MEDICALS LTI, Date:

Validation Team from

Name - ANKUSH JAIN

Designation . APPLICATION SPECIALIST

Department £ TSD

Customer Authorzations:

Mame ! MHE. AMIT SHARMA

Titde { INSTALLATION GUALIFICATION




I Instructions

3

This document Is to be completed at the time the system is shifted to its
current location {new) and set up for operation.

. An aothorized TRANSASIA representative will check the system and enter

the specific data as outlined in the appropriate Installation Qualification.
Each result will be poted and datod.

Emplayes of DR B LAL CLINICAL LABOATORY PYT LTD will verify each
result and sign in the last page. The members of the validation team will
carry this out.

ALL deviations from normal specification to inchude amy problems with
installation will be noted under COMMENTS. All resslutian ta such problams
will algo be noted in the COMMENTS section. Additional space is provided at
the end of this protocol for the same.

This docusnent containg proprietary information and is in no way to be
copied, photographed or duplicated in any way without expressed written
authorization by the Transagia Blo-Medleals Lid., Trinsasia House, Mumbal

Valkdatbon Team :

Mome: ICHCHESH DESHWAL
Designation; SERVICE ENGINEER
Sigmature:



111, Scupe

This Installation Qualification protocal will be performed on the ERBA Hematodogy
Analveer, Model ELITE 580, Serial No. K11051912060 located in DR B LAL LAR
CLINICAL LABORATORY HEMATOLOGY LAB This FProtocol will define the
documentation that will be used to evaluate the instruments installation in
accordance with the manufacture’s specifications and intended use. Successful
completion of this protocol will verify that the instrument identified has been
installed in amcordance with the Intended usage.

Installation checks will also be performed to verify that the instrument has been
Installed with proper connections and utilities.

Trained, knowledgeable personnel will perform qualification studies.
Any exceptional conditions encountered during the qualification studies will be

identified for review. Exceptional conditions will be investigated and the
appropriate course of action determined. All documents will be initialed and dated.

-';.. il
Validation Team: :..f,.':' g "™
|

Nama: ICHCHESH DESHWAL l'.

Designation: AREA SERVICE AGER
Signature: N .‘q,‘i"-ﬁ

Date:



IV. Ancillary Information.
a. Certification of Purchase Order Compliance

I certify to the best of my knowledge, the instrument is purchased under Purchase
order No. . sent  against Quotation number

de. is in compliance with the specifications of the
Purchase order.

VerifiedBy:_________ Date :

B



b. Utilizies

SrHo. | Umdlicy Varified By | Daie
L Environmental condition as per requirement: | Yes /'
(Amlsbent range of tempersture 15 - 30 0
rilative  humadicy  30%  te  H5%,  air
conditioning facility, non cxpesure to divect
sunlight.  nop-interferemce  from  high
frequency radio waves)
-3 Adoruate space for fnstallotion : Yos / ¥
(Minkrsum in mm, W e00 X D &0 X H 552 for
thed maalm wnt Ciearanee of arownd 54 cm froam
back around 50cm on top and around 50 em \P
on sldes for the main anig) 1""-
] DIL-ELITE 580; LYSEL, LYSEZ & LYSE 3| ¥es /w6 a::’
BOTTLES & be placed within a distance of 2 T
ENELETS | £
4 Power Source Requirements® Yes / Ba
It should hawe minimum five Samps plug, It
shaull hawe proper grounding In case of
anling UPS  minlmum  power handling
capacity shoubd be mialmum 1TEVA
Line- Neutral voltage: 230
Line -Earth voltage:___ 3vedl
Meutral-Earth voltage:__ 398
*Encircle a ol ce
Wallclathan Teadm :
Wama: ICHCHESH DESHWAL

Designatian: ANEA SERVICE MANAGER

Signatwre:

Bate




€ The instrument has been verified for the following

F{.m ?Imtummemi_“mnh identified Yes [ a™ s

3 Manufacturer’s specifications are included | Yes / o

3. Accessories / Consumables are listed Yes .f)lo‘"

4. Manufacturer's certificate of Compliance | Yes I,Hdr' L
attached

Validation Team :
Name: ICHCHESH DESHWAL
Designation; AREA SERVICE MANAGER

Signature: @Jﬁﬁ

.
Date:




V. Installation Qualification

A Eguipment Description

This ERBA ELITE 580 is a fully sutomated five part Hematology analyzer for in vitrp
diaggnostic use in clinical lsboratories. The nstrument provides accurate and precise
test results for (29) parameters ncduding three histograms & one seatter- grams.

Instrument identification Verified by | Date
Epudpment Namas Automated Hematology
Maodel ELITE 580
Manufacturer Erba Mannheim
Marksted By Transasia =
Equipment #
Serial Number K1105191 2060
Size (in mm]) W B0 X D600 X H 552
Pawer AC 20V
Frequency 50 =60 He

Power Consumption Less Than 250 VA

Yalidation Team:

Namic: ICHCHESH DESHWAL
Deglgnation:  AREA SERVICE MANAGER

atwne:
Sigm - e
Dates



Enstallation Crualification

Consamables such s H-Clean, DI, ELITE 580, LYSEL & LYSE2 were supplied along
ith Instriement.

= “eatly o sufficlest stodk of the same 12 belng malntained Yes i~ Mo
C List of Mamuals, Certiflcatos and Drowings
Transzsla provides the following with the Instrement.

1. Insirecions For use
2. User's Culde

b, Change Coatral Proceduse

Thee Instrument will not be altersd, enhanced, modified or substitated for another
ayatem untll a formal Change Control Authorization s approved from Transasks Bio-
Medicals Lid and DI B LAL CLINICAL LABORATOY ALWAR .

E Maintenamee

The |nstrument llsted within this docisirent will be placed under the control of the
purchasing institation with respect te proper maintenances procedures 2 detailed in
the User Manual,

Atrained amalyst asing the manuals provided with the instrumentation can perform
simpbe maintenance. Upon expiration of the warranty perod Transasia offers
severul levels of Moinwenance Agreements ond Performance Testing services to
assist you in  malntaining GLPJGMP compllasce Contacting your local

représentative and requesting the pdditional Service Agreemest cn Supply
addittaral Information,

Walidation Team :
Name: ICHCHESH DESHWAL
Dedignatian:  AREA SERVICE MANAGER

Slgnatiare ﬁ}:{ﬁ'ﬂa

[t




F. Spare Parts
Transasia strongly recommends the end user maintain a basic of consumable parts

onsite to minimize down time due to minor failures. They have provided a list of
such consumable parts and the same is also available in the Operator’s Manual

C Equipment Logs

Title Location Verifled by Date

Sample page of the logbook is attached to this document

Effective date:

Validation Team :
Wame: ICHCHESH DESHWAL
Designation: AREA SERVICE MANAGER

sone Kb
\® e

Date:




H. Installation Procedure

(These had been performed at the time of original installation at the initial location)

1. Unpacking Checklist
Refer to Page-13 of ERBA ELITE 580 Instruction For Use

2. Check Before Installation
Refer to Page-13 of ERBA ELITE 580 Instruction For Use

3. Grounding
Refer to Page-13 of ERBA ELITE 580 Instruction For Use

4. Installation Environment & Space
Refer to Page-13 of ERBA ELITE 580 Instruction For Use

Validation Team:

Name: ICHCHESH DESHWAL

Designation: AREA SERVICE MANAGER

Signature: &%ﬂ
\0

Date:



COMMENTS:

NO DEVIATION FOUND EVERYTHING FOUND SATISFACTORY

Validation Team :

Name: ICHCHESH DESHWAL

Designation: AREA SERVICE MANAGER
Signature:
Date:



Y1l System Certification

Study data has determined that the system deseribed in this document either meets
all criteria outlined In this independently Installation Qualification Protocol, or
exceptional conditions have been identified and documentation Included
Excepional conditlons, If any, have been addressed The system s ready for
specified usage.

Roport Performed By : Tranzasla Representative

Name : ICHCHESH DESHWAL

S
Title ¢ INSTALLATION QUALIFICATION Signature ! b
i

Company: TRANSASIA BIO-MEDICALSLTD. Date

Customer Autharizations:

Kame : MR MOHAR SINGH
Title 1 INSTALLATION QUALIFICATION Signatune:

Compsiny ; Date d

Hame : MR AMIT SHARMA

Title  : INSTALLATION QUALIFICATION Signature: %rl‘l'll.--
Company: I-'{!,E.. E-l.!.l' c-l.;il.h&.! HJHH Date ' l.hitn




Date:  10-6-2020

Reagent Check done
Printer checked

Analyzer switched ON at
SELF CHECK performed
RINSE CYCLE completed
Background limits within acceptable range
Analysis start time
Analysis end time

No. of samples analyzed
Shut down procedure done
Analyzer switched OFF at

Recorded by: Checked by: a(M/’

'
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L Approval of the O procedare

Both DR B LAL CLINICAL LABORATORY PVT LTD  and Transasia are jointly
uqmnﬁﬂ:ﬁx:nﬂunmlﬁmPhﬁnmiw!Ehutnlﬂ:lhmﬂﬂngfAuﬂpnnhhdd:
ERBA - FLIE 380, Serial Mo, K11051912060 in the clinical lub of DR B LAL
CLIMICAL LABDRATORY PVT LTD as per the snsched projocol.

Protocol Performed By:  Transasia Represeatative

Name ; ANKLUSH JAIN Signamare: Ed
Tiile £ FERFORMANCE QUALIFICATION Thate: L[~ o
Compasy - TRANSASIA MO-MEDICALS LTD. e
Validation Team from i

Mame } AMELSH JAIN \3_}4‘

Designation . APPLICATION SUPPORT

Drepariment ] TSD

Naitig - ICHCHESH DESHW AL

Designation : SERVICE ENGINEER

Departmsend i TsD

Cusiomer Authorizations: ~
Name : MR MOHAR SINGH o

Thilke . PERFORMANCE QUALIFICATION
Kite .

I|Page



1L Dsstrugtions

f

« An mathorized TRANSASLA representative will check for the performance of the

intrument mnd enler the specific dets as oullined In tw  Perfrmance
Chunlification. Each result will bo noted and deied.

Performance checks on o eogulsr basis described in the Funber Pedformanc
Chucks (vide-infm) will be respossibiliy of the cusiomer’s personned,

. Employee of DR B LAL CLINICAL LABDRATORY PVT LTD will vesify each

et and sign in the last page. The members of the validation tesm will camy this
L

« ALL devigthons from the noceptance criteris demiled in this document will be

nuted in the COMMENTS section of the oad of each %) protocal. AN rescluiion
w such problems will als be nated i the COMMENTS section, and must be
resolved prior io lssuance of a SYSTEM CERTIFICATION. These will be an
additional cost so e purchasing insticgion (CUSTOMER) However this
pdditional comt will be walved when ihis 160 s conducted o time of Enital
performance check of mew indtruments,

Ay lest dsta thal does ol meel e specilied soceplanee criterin will be
submiited to the appropriate laboraiory persooms] for solusion, All saeps taken
sibsequantly will be dogwmenisd.

This docament  conlalns propeietary lnfamebon end |s 1n ne way 1 b copled,
phitigraphed of duplicatad in any way withoul expeessed writen milborization by
the Production hMansger af Transasia Bio-Medicals Lul. Tronsasis House,

Bduirbai,

Validation Teas: K~ )

HNamse

ANEKUSH JAIN e

Dresipnation APHLICATICRN SFECIALIST

P

Diaie

{‘,1.1-”

4|Page



1L Scope

hi:ﬁrﬁnmmnﬂ}mﬁﬁuﬁunpnmmﬂuﬂnxpﬂhnnd:mun}hmumh:yAmﬂﬁuz
Model ERBA - ELIE 580, Serial MO KII051912060  located in DH B LAL
CLINICAL LABDRATORY PYT LTD. This Pratocol will define the decumentation
that will Be wsed 1o evalusde the instruments lnstallation n sccordapce with the
manuficiure’s specificathons and intended use. Successful completion of this protocel
will verify that the instrument identified is performing in accordance with the intended
usage.

Trained, knowledgeable personnel will perform qualification siudies.
Any exceplional conditions encountered during the gualificmion studies will be identified

for review, Exceptional conditions will be investigated and the appropriate course of
action determined. All documents will be initisled and dated.

Valsdation Team:

M ANKLUSH JAIM

Deosi prastion APPLICATION SPECIALIST

: 4

S{Page



IV. Performance Qualification

i Instrament ldentilication Verified Date
1. Blisciel Mame ERBA ~ ELIE 380 1 O=t5-2 0020
1. Serial Mumber K1 105191 2060

b.Fulluwingiuliﬂufmmhpufunmdmmiﬁnd:

Test Test Name Test Purpuse Verified Date
N,

02 Sample Processing Ability 1o process samples

o3 Further Performance Checks Regular Maintenance 10-6-2020

Validation Team:
Mame ANKLUSH JAIN

Designation  APPLICATION SPECIALIST

GiPoge



& Performunce Testing
Test |

Tist Neiiiai:

Parpose:

Meilbodd:

Sample Processing
Adbility to Frocess Samples

1. Run the control samples fve thnes consecutively

Acceptunee Criterint Esch of the results obtained phove should be within the range s
specified in the control chart,

Porameiers Valoes for Verifeatlon:

RBC Coant:
Ten Controd Vabues Fizsules Chvinined Puss Fual
L. 4.3% - 481 461 PASS
| 4. 4.35. 453 464 PASK
*: 4.35- 483 463 PASS
4, 4.35- 483 4.69 PASK
¥ 4.35 - 4.83 4462 PASS
Valldation Team: ; o MG
Nasne ANKUSH JAIN o \l

- I i .
Designation APPLICATION SPFECIALIST B e
s " N
'l.'i"’

TiPage




Test | Control Ve Resalts [Fam Fail
i 6.78 - .18 e [ FASS
¢ 5 6TE - 870 f ] PASS
3. [ete-s78 T4 PASS
| ] 6,78 %78 7392 FASS
5, 678 - E7H B.04 FASS
Inhim- o 'y
(Test | Control ¥alues Results Gbtained Pass Fail
I I2E = 14.00 135 PASE e
T 2i-140 133 A5
1 128 = Ik, EE A 55
4. 118140 123 PASS
[ 18- 14.0 3.4 FASS
HCT:
Teat Contral ¥alees eesighs Obinised Faas Fail
L [96-45.04 25 FASS
L F96-4524 42.7 FASS
3. [396-45.04 a6 PASS
4, Ja6-454 FERT | PASS
5 196 - 4524 [EN] | PARS
Pladulet Couni:
(Test | Coneral Vaues Resuilis Cbiained | Pams Fal
: 2 - 1x2 250 ;ﬂiﬂ
) Y= 352 5] ASS
3 [;:.m M7 PASS
i -8 T PASS
5. | R Pl FASS
‘Walldation Team:
Nmme ANEUSH JAIN
| Designation  APPLICATION SPECIALIST
Signabure bﬁ?hhﬂ
A
[ty o

BiPage




Test 2
Test Name:

1. Tess for checking the performance of the instraments during analvsis
2. Tests for checking long term performance of the instrsment

Purpose:

The purpase of the above checks is 1o ensure the reliability of the results being obtained.
Method:

|. During Sample analysis:

Te mun contrel samples each time the instrument is used for sample analysis and
verification of the results of the controls to be within the reference range to be established

by performance of the precision experiments.
2, Long term Performance

Thils Iz 10 be checked by Levy Jennings plots 1o be updated once In six months

Validation Team:
Name ANKLUSH JAIN
Designation APPLICATION SPECIALIST

Signature M’Hﬂ

Diate l.p-"‘ Er

SiPage



¥, System Certilication

Study dsin hos determined that the sysiem described in this docurnent cither mests all
eriterin outlined in this Performance Qualification Protocol, or exceptional condithors
have been identified and documentation included, Exceptional conditions, il amy, have
been mdressed. The system is ready for specified wage.

Repoet Performed By: Transasia Representotive

WName @ ANKUSH JAIM

Tide : PERFORMANCE QUALIFICATION Signature: w\;«]
Company: TRANSASIA BIO-MEDICALS LTD. Dute - : oV

Customer Auihorizations:

Mame : MR MOHAR SINGH
Tide  : PERFORMANCE QUALIFICATION Signature:
Site : DR BLAL LAB ALWAR Duate

Neme ML AMIT SHARMA
Title  : PERFORMANCE QUALIFICATION Signature: W
Sile  : DRBLAL LAB AWt STrbd Date |+ (-lait

|Pags
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OPERATIONAL
QUALIFICATION

For

TRANSASIA

ELITE 580
AUTOMATED HEMATOLOGY ANALYZER

DR. B LAL CLINICAL LABORATORY PVT LTD

Marketed by:
Transasia Bio-Medicals Ltd.,
(IS0 13485 CERTIFIED)
Transasia House,
Chandivali Studio road,
Andheri (E),
MUMBAL - 400 072
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I. Approval of the D) procedure:

DR B LAL CLINICAL LABORATORY PVT LTD and Transasia are jointly responsible
for operational check of the HEMATOLOGY Anabyzer, Madel; ELITE 580, serial no.
K11051912060  in the clinical lab of DR B LAL CLINICAL LABORATORY PVT LTD
as per protocol attached.

Protocol Performed by: Transasia Representative

Name :  ICHCHESH DESHWAL Signature :

Title : DPERATIORAL QUALIFICATION Dane :

Company ; THANSASIA BIO-MEDICALS LTI, W

Valkdation Team from '//:
iy

Name . ICHCHESH DESHWAL

Designation ¢ APPLICATION SPECIALIST

Department : TSD

Customer Authorization:

Name : MR MOHAR SINGH Signature : Q'-lﬂl.f

Tide I OPERATIONAL QUALIFICATION Diaba : i \ e

Site : DR BLALCLINICAL LABORATORY PVT. LTD. [e|®




1L Imstructions

2

Valldation Team:

Name

The TRAHSASA representative will check each module and enter the speciic
data as described in thy Operational Cualtication, Each result wdll be nated
and dabed.

Employee of DR B LAL LABORATORY FVT LTD will verify each result amd
sign s the last page. The member/s of the validatian team will be
ruspansible for the same

Any deviations from the acceplance criteria detafled In this document will be
nolsd in the COMMENTS section of the 00 protocol, A resolution o sach
problems will also be noped in the COMMENTS section, and must be resolved
prior to lssuance of a 3YSTEM CERTIFICATION. This will be an additioaal
cost b e purchasing nsttution (CUSTOMER). However this adiitional oos
will be walved when this test s conducted at tme of inftial performance
check of new Enstruments,

Any test data, which doss not meet the specified acceptance criteria, will be
submitied tv the appropriste |aboratory personmal for solstion, All steps
taken subsequenily will be documented

. This document contains propeietary information and I& in no way 1o be

copled, photographed or duplicsted in any way without expressed written
authorfzation by the Product Masmager o Trangasia Blo-Medbcals Lid.
Transasia House, Mumbal,

ICHEHESH DEAHWAL

Desiganthon: ~ AREA SERVICE MANAGER

Signatiere: ﬁ P

Drane:

L]



1L Scope

This Dperational Qualification protocel will be performed on the Hematology
Analyzer, Model ELITE 580, Serial No. K11051912060 located in DR B LAL
CLINICAL LADORATORY PVT LTD. in Clinical laboratory of DR B LAL CLINICAL
LABORATORY PVT LTD ALWAR RAJASTHAN. This Protocol will define the
documentation that will be used to evaluate the instruments installation in
accordance with the manufecturer's specifications and intended use. Successful
completion of this protocel will verify that the instrument identified is performing
in accordance with the intended usage.

Trained, knowledgeable personnel will perform qualification studies.
Any exceptional conditions encountered during the qualification studies will be

identified for review. Exceptional conditions will be investigated and the
appropriate course of action determined. All documents will be initialed and dated.

Validation Tean: |tl 4
" — JCHCHESH DESHWAL Negid
Designation:  AREA SERVICE MANAGER

: ¥
Stgnature: M"

iy
Date:



COMMENTS:
NO DEVIATION FOUND

Validation Team :

Name: ICHCHESH DESHWAL

Designation: AREA SERVICE MANAGER
Signature: )gb \o &\5'
Date:



VIL System Certification

Study data has determined that the system described in this document sither meats

all criteria outlined in this Operational Qualification Protocol, or exceptional
conditions have been identified and documentation included. Exceptional

conditions, If any, have been addressed. The system is ready for specified usage.

Report Performed By : Transasia Representative

Name : ICHCHESH DESHWAL
<
Title  : OPERATIONAL QUALIFICATION Signature : N‘ﬂfx')(

Company : TRANSASIA BID-MEDICALS LTI Date

Customer Authorizations:

Kame : MR. MOHAR SINGH
Titke  : OPERATIONAL QUALIFICATION Signature : n,jrr-:-" -

Company : DR BLALLAB ASWAR- «= repg.  Date el 612




INSTITUTE NAME R B LAL CLINICAL LARDRATORY

Instrument Serial Mumber: K130 1903080
Carmyower Study

Date parformed:

Carryover calculation:

Carryover % = (LI-L3)/ [M3-13) * 100
interpeetation of resulis.

1) B [L1-3 | i egqeal 10 @ negathe namber of mefa then sop as there B no evidence of carmyover,
1) The parceniags Camyover efiact shiould be kBt Than the imprecision of The hidy lited by mbnul bcturer

Analyles
Initiament WEE RBC [T it |Het

H1 [T 5.1 a5 133 39.8
H 6.9 518 EF 133 | 396
H3 F 5.15 ] 13.3 FLT]
i a ] i ] [
iz ] [ ] ] g
i 7 ] ] ] [

% age Carryover .00 0,00 0.98 .00 .00




First Name:
La&si MNama:

Gardbar;

*‘F.
Baramsier
wec
RBC
HGE
HCT
MCY
MCH
MCHC
ROW-CWV
RDW-5D
10PLT
11 WPy
12PCT
13P-LCR
1HP-LCE

D s & U e Lo R

Sampia Typa:
Descrpbon:

Subsmnimes

DR. B LAL CLINICAL LABORATORY

Fesuli

6. 46
5.20
133
it
a8
258
314
148
41 8
125
14

0are «

A58
1@

Sampling Time: 202000810 07568
Repon Tims: 20200810 08:10
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HAEMATOLOGY

Test Nama Obsarvation Uirsit Biological Rel, inbarval
COMPLETE BLOOD COUNT( CEC/HAEMOGRAM)
Hasmogiokin 13.1 p.'-:ﬂ_ 13170
Hasmatoont (HCT) BT % 40-50
Rad Blood Cell Coura (RBC) 483 millanimmd 4555
isan Corposcilar Vipluma (MO B L &3-101
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Test Mame Obeervatian Umit Bialagical Ref. interval
COMPLETE BLOOD COUNT( CBC/MAEMCGRAM)
Hasmaglobin g i 115158
Hawmaiacrt (HCT | 23 - a8
R Blood Cedl Coun| [REBE) 436 mBcnmm3  4,0-52
Mean Corpoacuar Valuimes (MCY) 4.8 L 768
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Tast Name Ohaersation Unile Bialogical Raf. inberval
COMPLETE BLOOD COUNT[ CBC/HAEMOGRAM)
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Mg s 44 T, 210
Basaphils (] Y L
Absodutu Leugocyle Count
Malrephls .03 ML md 2.0-T.0
Lymphocyses. 257 1000imm3 1.0-30
Ecdingphi (akal:] 1Mm el 11.08-0 59
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COMPLETE BLODD COUNT| CRBCIHAEMOGRAM)

Hasmiigplerhin 82 AL 120150
Hssmakerd (HOT) 0.3 % 1v-df
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