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Dimension® EXL'™ Clinical Chemistry System

Installation/Operation Qualification
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Installation Training/Operator Qualification

Topic: Brief Component Overview

Activity

Reference

Review system components

Opcrator’s Guide. System Overview

Review keyboard, touchsereen and alert keys

Opcrator's Guide. System Overview

Review HM components

Operator’s Guide. System Overview

Topic: Calibration

Activity

Reference

Calibrate lincar methods

# methods:

Opcrator’s Guide, Calibrationi
and Qualin: Control

Calibrate logit methods

# methods:

Operator’s Guide, Calibration
and Qualin: Control

Verity enzyme methods

i methods:

Operator’s Guide, Calibration
and Quality Control

Calibrate Urine Drugs of Abuse methods

= methods:

Operator’s Guide, Calibration
and Qualin: Control

Topic: Maintenance Do these procedures using the Maintenance Log

Activity

Reference

Do daily maintenance procedures

Operator’s Guide. Setup and Supplies

Do Weekly Maintenance procedures

Operator’s Guide. Maintenance

Do monthly maintenance procedures

Operator’'s Guide,  Mainenance

Review IMT tube routing

Operator's Guide. Maintenance

Do these periodic maintenance procedurces:

Opcerator’s Guide. Maintenance

Controlled power shutdown

Operator's Guide, Maintenance

Replace cuvette nozzle diaphragm

Operator’s Guide, Maintenance

Replace printer paper

Opcerator’s Guide. Maintenance

Replace cuvetie film cartridge

Opcrator’s Guide, Maintenance

Replace probe Lip

Operator’s Guide. Maintenance

Perform sclected alignments

Operator’s Guide, Setup and Supplies

Review IMT pathway and IMT flow

Operator's Guide, Maintenance .
Troubleshooting

Review replacing IMT consumables

Operator’s Guide, Setup and Supplies

Review resolving a failed Dilcheck

Operator’s Guide, Senp and Supplie R

Review replacing HM consumables

Operator's Guide, Setup clnc{‘-""
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SIEMENS .-,
Healthineers '

Name Jagannath Choudhary

Department Healthcare — Service

Telephone +91-022 3370 0725

Fax +91-022 3370 0654

Mobile +91- 09769108282

E-mail Jagannath.chouchary@siemens-healthineers.com

CALIBRATION CERTIFICATE

This is to certify that Dimension EXL 200, Equipment ID: 1042762920 & serial number DE271193
installed at Maers Vishwaraj Hospital has been successfully calibrated on January 6 ,2022. Please
find below, results of calibration performed on the instrument.

Please find below, results of calibration performed on the instrument.

Photometric Calibration Data are as follows:

Parameter | Result Acceptable Ranges
Photometer Dark Calibration
Reference 9266.29 Hz 8500 — 11000 Hz
Sample Outer ON 9448.72 Hz 8500 — 11000 Hz
Sample Outer OFF 9444.,90 Hz 8500 — 11000 Hz
Lamp Calibration
Low Calib Level 52.4% NA
High Calib Level 58.2% NA
Photometer Arm Alignment -5% -2to-9
Filters Offset (mAU) System Check Results Range
293 nm 292 0.44 +/-2.5
340 nm 323 0.29 +/-1.5
383 nm 336 = 0.24 +/-1.5
405 nm 325 0.18 +/-1.5
452 nm 322 ‘ 024 +/-1.5
510 nm 300 0.27 +/-1.5
540 nm 309 ‘ 0.37 +/-15
577 nm ' 307 i 0.34 +/-15
600 nm 302 023 ' +/-1.5
700 nm 306 | 0.26 +/-1.5
Siemens Healthcare Private Limited Unit No.9A, 9"Floor, North Tower, Tel.: +91 022-3370 0600
Godre] One, Pirojshanagar, Fax: +91022-3370 0604
Vikhreli (E), Mumbai - 400 079 Email: hc_contact.india@siemens-ealthineers.com

www.siemens.co.in

Registered office: Unit No. 9A, 9th Floor, North Tower, Godrej One, Pirojshanagar, Eastern Express Highway, Vikhroli (E), Mumbai - 400 079; Corporate
|dentity number: U74999MH2015PTC264859
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System Check Results — CHK Lot No: BB2075

Parameters Range

Mean SD Mean SD
Reagent 1 398.00 1.65 392+/-15 <3.8
Reagent 2 399.53 1.89 392 +/-15 <38
Sampler 39.80 0.24 39,0 +/-2 <0.8
Temperature
Cuvette 37.0°c 37.0°c +/- 0.2
Regent Tray 4.2°¢c 2°cto 8°c
HM 43.0°c 43.0% +/- 1.0

The instrument is working satisfactorily, subsequent to Calibration of the above parameters, and the
next PM is due on July 2022

Next Calibration is due in the month ofJuly 2022

Note: CHK kit is an USFDA approved kit used in performing the system check in all Dimension
systems. The carton value is a predetermined value for which the limits are defined in system check
screen and operator guide of Dimension.

siemens Healthcare Private Limited

Jagannath Choudhary
Regional Customer Care Manager — West & West Central
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';ra:.ns:?ia Bio - Medicals Ltd., Akshay Complex, B Wing, Gala No. 214, Tadiwala Road, Pune - 411001
el: 202616 2658 Fax: +91 20 2616 2658 Email: wz3@transasia.co.in CIN: U33110MH1985PLC036198

UNMATCHED SERVICE
SINCE 1979...

CALIBRATION REPORT

Kol DA TE-01/04/21
Maharashtra Academy of Engineering and Educational Research,
Vishwaraj Hospital, Pune

Dear Sir,

As desired by you please find enclosed herewith the Calibration report

1 |nstrument: Bio-chemistry Analyzer ERBA CHEM-7 S.N- S1709178
2 Range of the instrument: Optical density Linear form 0-2.5

3 Date of Calibration — 01" Apr 2021

4 Next Calibration Due- 31°' Mar 2022

Quality Control Results-

Test Type | TestResults | Range
End Point (GLU) | 95. 8 ~ 80.2-108.2
Fix Time (URE) ; 33.11 | 29.85-37.85
Kinetic (SGPT) | 416 375525

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

Yours faithfully,
For TRANSASIA BIO-MEDICALS LTD.

Swapnil Kamarikarv,_ :
Service Engineers -~ -

1

transasia.co.in ('

HO : Transasia Bio - Medicals Ltd., Transasia House, 8 Chandivali Studio Road, Andheri (E), Mumbe?
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Calibration Certificate

UNMATCHED SERVICE
SINCE 1979...

Date 01°" Apr 2021
To,
Maharashtra Academy of Engineering and Educational Research,
Vishwaraj Hospital, Pune.

Dear Sir,

As desired by you please fi nd enclosed herewith Technical calibration report
for your Urine Analyzer Model: Laura M Sr. No. 8381160315,

1. Date of Calibration - 01°" Apr 2021
2. Next Calibration date- 31°' Mar 2022

Calibration status:

_ Ref | R=335 G=336 | B=338 |
“LEU  R=335  G=336 ~ B=338 |
FNlT | R=335 (ﬂIG =336 B=338
"URO  R=335 G=336 ' B=338 |
 PRO R=335 | G=336 B=338
. pH | R=335  G=336 ' B=338 |
BLD  R=335 | G=336  B=338 |
. S.G. 'R=335 G=336 ' B=338
. KET  R=335 | G=336 B=338
~ BIL 'R=335  G=336 B=338
" GLU 'R=335 | G=336 B=338
vTC R=335 ' G=336 B=338

Calibration value Range 333+/- 10 (323 -343)

Calibration of instrument is ok.
Thanking you and assuring of our prompt attention at all times.

Yours faithfully,

W W Af -z o ~ i -~ R
ww.transaslia.co.In Pb 3 i -

HO : Transasia Bio - Medicals Ltd., Transasia House, 8 Chandivali Studio Road, Andheri (E), Mumbai - 400 072






