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UNMATCHID STRVICE
SINCE 1979...

Corbhcate ol calibration

To
Sadbavana Pathology Lab,

Pune

This i to certify that tollowing instrument has been calibrated
successfully as per attached report and working properly.

Instrument Biochemistry Analyzer EC-5plus V2 S.N S200619
Date of Calibration: 17/06/2021

Next Calibration Due 16/06/2022
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UNMATCHED SERVICE
CALIBRATION REPORT SINCE 1979...

To.

Sadbhavana Pathology Lab,
Pune.

Dear Sir,
As per requirement instrument re calibrated and details are as below:

1. Instrument: Bio-chemisitry Analyzer EC-5plusV2 S.N- 5200619
2. Range of the instrument: Optical density Linear form 0-2.5

3. Date of Calibration - 17/06/2021

4 Next Calibration Due- 16/06/2022

Test Voltages / Test Temperature -

[ Test Voltage [ Actual Voltage Ok / Nol Ok
Logc5V | 4.9V OK
Lamp Volltage 11.68Y OK
(11.5V-12V)
SMPS 165 -1B.5 17.8 OK
Flowcell 20°C 40°C.37°C .OFF ALL OK
Temperature
Sr.No. Filters Pre Channel Log Channel
1 340 113789 0.6025
2 405 126634 0.4622
3 450 126622 0.5071
4 505 178114 05125
5 546 168083 04165
6 578 157354 0.3286
7 630 159546 0.4155
8 670 175124 0.3555 i

Thanking you and assuring of our prompt attention at all times.

Yours faithfully,
For TRANSASIA BIO-MEDIC

— W
Rajes ede
7| “Dy. Regional Service Ma

rbac
wWww lrensasia.co.in

HO : Transasia Bio - Medicals Ltd., Transasia House, 8 Chandivali Sludio Road, Andheri (E), Mumbai - 400 072,
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TRANSASIA
ERBA Chem 5 v210K

SCMI-AUTOMAIED BIO-CHEMISTRY

ANALYZER ’
INSTRUMENT QUALIFICATION DOCUMENT ’
Fon

"Sadbhavana Pathology taborotory, Manchar”
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Customer Name

Address

CSolapum

Instrument Model
Shba Choembplasy )
Serial Number A

Initial Inspection of the unit carrie

$ 520061

System Condition Report:

Found the System to have been de

below

livered in satisfactory condition.

UNMATCHED SERVICE
SINCE 1979

Sadbhavana Patholopy Laboratory, Manchar

d out and the details are as follows:

Confirmed and found all the required accessories as per dispalch note as per table

Sr Wo.

12

Www.lran

.

Dcscrip‘lio;'n - - il e

CPOWIER CORD 3 PI 50V .
LSTRMANUAL = L0 5 V2 10K (Domestic)

. THERMAL PRINTER PAPER ROLL (S7mm x30mt.) i
| RECTANGULAR POLY. MICRO CUVE ITE
ALLEN KEY 3MM

—

.

1200y Pipet Tips Series 200u!(Yellow)

~ T1000L Fipet Tips Senes 1202ul{Blue)

| FOUND GLASS MICROCUVETTES

1051 TUBE HOLDER (with O ring) __ _

Pipette Stand (Plastic)

PROLINE SINGLE CHANNEL VARAIBLE VOLUME
t4E CHANICAL PIPETTES SUL - SOUL [CAT. NO 720020)

 PRGLINL SINGLE CHANNLL VARAIBLE VOLUME
128 CHARICAL PIPE1TL 100UL  1000UL [CAT. NO 720060)

" RILA w5 (4 % 50 ML)
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ansasia Bio-Medicals Lyg, Tran
:1: 481 22 4030 9000 Fax: +91 2;;;‘;’7 }';;I

ouse, 8 Chandivall Studio Road, Andheri (Easl), Mumbal - 400 072
Installation p

030 Emall : transasi
ro . asla@lransasia.coln CIN : U33110MH1985PLC0O36108
cedure & Checklist Attached for records.

UNMATCHED SERVICE
SINCE 1979...

External Requirements for Installation:

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

2. Perfe i . :
Ct earthing was provided at power source with all applicable local

requir
ea?-tl ement (A grounded, power plug only should be used). The voltage between
. Vand neutral should not exceed more than 3V.

Installation Certificate for
This i i i
WS 1S 1o certify that the Instrument Serial No. $200619 is successfully installed and

& dicik
Pc:nlmlsi.loned at_Sadbhavana Pathology Laboratory, Manchar and the Installation
otocol / checklist has been successfully completed for the above instrument.

For TBM, Technical Services Departmen

Name :Hemant Punce
Designation : Sr. Service Engineer
Date s
Page 3 o9
Www.lransasia.co.in
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Transasia Bio-Medicals L\d., Transpsia Hou
Tel: +91 22 4030 9000 Fax: 481 22 2857 3g

Installation

10, B Chandmali Studio Road, Andhard (Cast), Mumbal - 400 072
30 Emall ; ransasiairansasia co in CIN ; U3 110MHI0B5PLCOIG100

Qualification for ERBA CHEM-5 V210

Carried owm Al the
Checklingy,

stallation Procedures as per the Installation Prgp,

ijumc'l.ed the Perlstaltic Pump tublng correctly & placed the end of the waste
tubing, coming out of the

aalyzer Into the waste bottle provided for collecting
Waste.

warnied out all the ne, essary systein checks and tests,

Performed all due nmamtenance activities,

Handed over the Instrument for Operators Training & Qualifications

Name: Hemant Punse

Designation: Sr. Service Engineer
Date:

Page < ol'9
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Transasia Bio-Medicals L\d, Tran
Tel: +91 22 4030 9000 Fax: +91 2

Install

sasl House. 8 Chandivall Studio Road, Andhor (East), Mumbal - 400 072
2 2857 3030 Emall : lransasla@iransasia.co.n CIN : U33110MH1985PLCO36198
ation Re

port for ERBA CHEM-5 V210K

. Customer Name

) Manchar MATCHED SERVICE
: Sadbhavana Pathology Laboratory, N SHCE K0
Department t Pathology

Contact Person

Instrument Model : Erba Chem-5 v2 10K
Serial Number 15200619

Date of Installation:

. ; . . iminar

The instrument was installed and was found to be working satisfactorily. F”'efl.»rre "
; e w
Lustomer Training was provided and standardization of some parameters

nd to
done. The results were found to be within the expected range and System fou
Le working satisfactor ily,

TBM, Technical Services Department

Customer Detail
Name : Hemant Punse Nart\e . :' QSMMT;MRQCVL
Designation: Sr. Service Engineer Designation: e p
: : LA S Signature :
SiIgnature @ s UG :\_ : .
Dite :( /ﬁ\i’\ Date - .S)\Qr-)\ 3
\‘l ='\ " 1
k\d"\\ A
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ansasia Bio-Medicals L\d., Tranzasia House,

]
ANSASIA
ol +91 22 4030 2000 Fax: +81 22 2857 3030 £ o andivel Studio Raad, Andhar (Esstl, Mumbal - 499, C°C

mall : Imnsasta@uransasta con CIN : U33110M111905PLC0IG100
Instrument Setup

UNMATCHED STRAVICE
Assembled the instrument accessories.
2.

SINCE 1979...
Connected the 3/2 pin cord (with carth terminal) of the exte

rnal SMP5 to the
Mains socket & checked the output of the SMPS it should he 18V DC+/-1.0V
DC.
3.

coming out of the analyzer into the waste bottle provided for co
wastoe.

Connected the Peristaltic Pump tabing & placed the end of the waste wbm-ﬂ
llecting the
Mounted the printer paper.,

B

TBM, Technical Services Department Customer Detail [
Mame : Hermant Punse Name - ﬂm\‘—e’!‘ P{’ .
Designation: Sr. Service Engineer Designation: P.op fey”
Signature Signature

Date Date

Page 6 of 9
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ansasin Hous handivali - = Mumbal - 400 072
491 22 4030 8000 Fax: +01 0, 8 Chandivali Sludio Road, Andherl (Enst), Mun

222857 3030 Emall : ransasia@iransasia co.ln CIN : UI311OMH1005PLCO36190 <
Operational Qualification For ERBA CHEM-5

System Certification:

UNMATCHED SERVICE
SINCE 197.~
Study data has determined that the System described In this document elther meets all

criteria outlined in this Operational Protocol, or exceptional conditions have heen
identibied and documentation includoed.
Exceptional conditions, if any, have been addressed.

The System is ready for specific usage.

Protocol Performed By:

Name: Hemanl Punse

Designation: Sr. Service Enpincer
Customer Authorization:
Name:
Designation:

Company Representative 5ign:-
Date:-

Customer Sign:- W

Date:- 2\ oA\2A

Pape 7 0l'Y
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fransasia BroAledicals Lid., Transasia Houso
Fel: +91 22 4030 9000 Fax: «91 22 285

TRANSASIA _

N34S,
0618

.

X . B Chandivali Studio Road, Amihert {Last), Mumbal « 400 072
73020 Croall: lrankaciafiransnsia co in CIN RL{RRY 1ORHNASPLCOAN N

Operational Qualification for ERBA CHEM-5

UNMATCHED SERVICE
1A TUNCTIONAL CHECK :

SiNCE 1979
1. PUMP CALIBNRATION

LEATLEAte e perisbating ponsg it cond T count rangie lrom 1800 to 2700)
PRINTER TUST

-

ﬁ

110 Canty aul prnter tanction test lrom mantenance menu and to confirim that
All Characiens printed w/o gap & ae clearly readables Last line must be above
PAPCT Cutlen) g

w

KEY FUNCTIONS

(Confirm all keys function & keys funclioning are smooth)

4. BUZZER

(Buzzer beeps when bey is proessed)

PERISTALIC PUMP ASSEMELY

01

{Conlirm rolor rolates smoothly without jurk, and placement ol peristaltic tubing

Remains al the centre of the bush and should not be touching the end support
or rotor base)

6 TEMPERATURE CHECK

Cuvelle temperature physical: _ 5’1 L_,__

Temperature Range: (A)37°Cx0.1°C

(B) 57.5 KO to 59.0 KQ using lemperature lig)
Check temperature in RUN TEST mode for temperatures:

1. 377 C N 2. 307 C: 3. 25°CC

2 GAIN CHECK FOR ALL FILTERS

r Filter 340 600 670

Range
Gains fpo= | Fo== o= LS'\“’" sYoo=

(coe= | o PS>
offset [1ee= |1y 122 ‘”\““ \s®o ltL,oeo Leos

A0S \ 150

UG 546 578

30000-200000

Joow <5000 to +5000
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Transasia Bio-Medicals Lid,, Transasi
Tel: #9122 4030 9000 Fax: +91 22 28

a Houso, 8 Ch
Checked 1

andivall Studia Road 2 o
510 el N o Road, Andhor (Ensl), Mumbal - 400 072
Ardware west ain

A@tansasia codn CIN 3 UI3110MH1005PLCO3G100
Lol QK.

9. Checked Date

& time and found K.
10. Checked printer te

st and found O,

HMATEHED FLRVICE
SINCE 1979...

TBM, Technical Services Department
Name

Customer Details
¢ Hemant Punse
Designation

Name gam‘(_e/{" R‘—" Ay
1]
Sr. Service Engineer Designation : ,,?_.ﬂ
Signature Signature
Date Date: Q\ 0‘5\’};\

[’;]E\_' Jal'y
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Sludio Road, Andheri {Easl), Mun~ i . 400« 2

MMEmm.mMmm@muuummcm-marm 5" -
erfor asia.co, +U33110MH 1, 198
—9I'Mance ualifications for ERBA CHEM-5 Vv
1. PRECISION chEey, ‘
UNIMATCHED SErVIcE
—— SINCE 1973...
g pler Orming Glucose calibration, prepare Glucose reaction solution of one
' ntration of arouyng Smland aspirate this reaction 500ul 10 times and note down
readmgsandcakuhtoCV.CVshomdbcbmow39ﬂ
! br.‘N-O -E Cl)-ﬂggt_'l-!lcﬁlallléa‘d]. B
oL ] gd.y '
| .3;_‘“IPLL3 A
e B R X
: ‘1. ' lo‘ ’ ‘.
91.5°
- 98-e8
. Alegl
1oS5.0
e - B8
b LA
33 2€
Lo ) ’
T 1 __] |
2. KINETIC, END-POINT MODE CHECK :
(Process the Biochemistry check with reagents and controls as per the kit insert
“literatures.) —_—
; i LEVEL1 LEVEL 2
TEST I BLKOD !___ i {
~ . - B 4 m—— = f i i
sGPT N -1 c TR T2 1, od _
jcHoL 1 6:2 1~ 90060 149-[00 r
[crer TG0 17 "9 oo o) |
PERFORMANCE TEST | DATATRACEABILITY | REMARKS
| , MEETS/DOES NOT MEET
i B ACCEPTANCE

Page 10019
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WOD@ ﬁl] 93. T4 eg/d! 000103 QLU 97.%0 'li.fd"

\\ 08/03/2) 16:17:48 -

000083 GLU 101.9 eg/dl M 08/09/21 16:30:18 _ e
000104 Gu 98.88 wg/dl
\
000090 GLU 99.21 wg/d \
4 000037 QU %.81 g/l
000081 GU 1011 mw/dl K \ :

%3 wid
ooz @Y %5 P 000098 QLU 5.7 s/l
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{ransasid Bio-Medicals Lid., Transasia House, B Chandivall Studio Road, Andber (Enst), Mumbal - 400 072
Tel: +91 22 4030 2000 Fax: +91 22 2857 3030 Emall : transasla@transasia.co.ln CIN : U33110MH1905PLC036198

Conclusion:

The result for all the performance tests carrled out for the Instrument meets/do i e
i £RvIC
meet the aceeptance criteria. Hence the Instrument is/ Is not qualified for the"Tee

SINCE 1979...
performance.
Protocol performed By:-
IiL
TBM, Technical Services Department CUSTOMER DETA
TBM, Technical Services Department gg_slg_nlggﬂglglmhy‘_ %JL
Name : Hemant Punse Name o . P’M' '
Designation: Sr. Service Engincer . Designation: Ferv
sgnature Signature
-5 LY .

Date

Date Log\e \'b\

gy 11 ol'9

<€rba,
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