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COBAS INTEGRA 400 plus Instrument

Installation Qualification Procedure

Preface

Revision History

Version Revision Date Revision Information

1.0 April 2016 First release of this document

11 Mai 2016 Disclaimer removed

1.2 October 2018 Update in “About this Document”

1.3 March 2020 Updated information about availability of Operators

Manual from chapter 1

Published by Roche Diagnostics International Ltd, an affiliate of F. Hoffmann-La Roche Ltd,
4070 Basel, Switzerland.

Questions or comments regarding the content of this document can be directed to your Roche
representative.

Every effort has been made to ensure that all the information contained in this document is
correct at the time of printing.

However, Roche Diagnostics international Ltd reserves the right to make any changes
necessary without notice as part of ongoing product development.

Copyrights and Trademarks

© 2020, F. Hoffmann-La Roche Ltd. All rights reserved

COBAS, INTEGRA and ISE are trademarks of Roche.

All other product names and trademarks are the property of their respective OWners.

About this Document

This document is to be used to perform an Installation Qualification on @ COBAS INTEGRA®
400 plus Instrument This Qualification covers the COBAS INTEGRA® 400 plus Instrument as
defined under System information only and does not cover the complete automation

environment.

The 1Q procedure is recommended but not mandatory.

Documentation of Deviations

All deviations occurring during this qualification procedure must be logged in the
Deviation Log and finally commented in the Deviation Report

Version 1.3 3/16



COBAS INTEGRA 400 plus Instrument

Installation Qualification Procedure

General Information

Customer Information
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Roche
COBAS INTEGRA 400 plus Instrument

Installation Qualification Procedure

Instrument Information

COBAS INTEGRA” 400 plus instrument ~ SMmber 140 © 59 7

General Information

Whao can perform the qualification

The Installation Qualification must be performed only by Roche trained service
personnel/distributors.

Used Software

The COBAS INTEGRA" 400 plus Instrument software version 3.5.2, or higher, is required to
perform the Installation Qualification and Operational Qualification. These procedures are
described in separate documents and can be downloaded from GRIPS.

Version 1.3
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COBAS INTEGRA 400 plus Instrument

Installation Qualification Procedure

Installation Qualification Procedure

1 Document and Equipment Verification

Objective

Verify that the documents and equipments listed below are available to the customer.

Acceptance Criteria

The listed documents and equipments are available for the customer.

Procedure

« Verify that the Acceptance Criteria are met.

Results

Test# [ltem Version Pmi / Eail
Provided access to the latest COBAS INTEGRA® 400

IQ 1.1 plus Operators Manual (Version 2.7 or higher) A H QU, S
(electronically or hard copy) Ol ob i.cw:&kj,

) s -

Iq12  COBASINTEGRA® 400 plus Installation Manual 2 H Pase
(Version 1.6 or higher)

Q1.3  COBAS INTEGRA® 400 plus Packing List n/a Pass

IQ1.4  COBAS INTEGRA® 400 plus Installation Report n/a Tass

6716 Version 1.3



COBAS INTEGRA 400 plus Instrument

Installation Qualification Procedure

Comments

Lo M‘P’]d ted

Conclusion

Do the results meet all the specified Acceptance Criteria defined in this chapter?

Yes: EI/ No: []

Signature: Date:

O?;\cﬂ‘[zmﬁ

Version 1.3 : 2/16



COBAS INTEGRA 400 plus Instrument

Installation Qualification Procedure

2 Environmental Measurements

Objective

Verify that the current conditions on site meet the technical specifications.

Acceptance Criteria

The current conditions on site meet the technical specifications of the COBAS INTEGRA® 400
plus Instrument.

Procedure

¢ Verify that the Acceptance Criteria are met.

Results

_ Result
Test# Condition Specification Pass / Fail
1Q 2.1 All used measurement equipment is Fulfills conditions ?ag_g

controlled and calibrated.

Test# Condition and Specification Measured Value  Result

(with Unit) Pass / Fail
)
Q22 Environmental Temperature (15 to 32°C) DR Ll o ,%i‘; g
Q23  Relative Humidity (30 to 80% RH) 587/ Pace
Power Line Voltage Main Ear
Q24 (400-125V / 200-240 V; -15% +10%) 030N Pase
Power Line Frequency Main , ok
Q25 (5060 Hz: +5%) 5o HZ Pass

B/16 : Version 1.3



COBAS INTEGRA 400 plus Instrument

Installation Qualification Procedure

Comments

Co mpu@{

Conclusion

Do the results meet all the specified Acceptance Criteria defined in this chapter?

Yes: E’I/ No: []

Signature: i 3 Date: \p _'3,[0 i | [ 20 Lﬁ

Version 1.3 : /16




COBAS INTEGRA 400 plus Instrument

Installation Qualification Procedure

3 Hardware Installation

Objective

Verify the correct installation of the hardware components.

Acceptance Criteria

The hardware installation is completed without any deviation or non-conformance.

Procedure

e Verify that the Acceptance Criteria are met.

Results
Resuit

o ek Pass/ Fail
Q3.1 According to the packing list delivered with the instrument the P

: content of the shipment is complete. ks
Q3.2 The COBAS INTEGRA® 400 plus instrument is positioned to the -

2 minimum space (according iSDoc). 'Va 164
Q33 The COBAS INTEGRA® 400 plus instrument is connected to its o e

' auxiliary components according to the Installation Manual. ass
1Q 3.4 On power-up the instrument initializes successfully and P

3 reaches the “Standby” status. aAss

10/16
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Comments

Conclusion

Do the results meet all the specified Acceptance Criteria defined in this chapter?

Yes: &7 No: ]

Signature: Date:

03|e1/10 19

Version 1.3 . 11/18



COBAS INTEGRA 400 plus Instrument
Installation Qualification Procedure

4 Software Version Verification

Objective

Verify the instrument software and firmware version.

Acceptance Criteria

The software and firmware versions are not outdated.

Procedure
o Switch on the instrument (if not yet running)
+ Log on as "COBASOPERATOR”
e Enter Diagnostic SW

Firmware Version
e Verify that the Acceptance Criteria are met

Results

Test

# Check

Common User Interface

i (Version 3.5 or higher)
1Q 4.2 Realtime CPU Software

™ (Version 3.4 or higher)
12/186

262

3.6 %

Choose the tab “System Data” and open “System Version” to display the Software and

Resuit
Pass / Fail

P g

Fa 88

Version 1.3



COBAS INTEGRA 400 plus Instrument

Installation Qualification Procedure

Comments

Conclusion

Do the results meet all the specified Acceptance Criteria defined in this chapter?

Yes: Q/ No: ]

Signature; Date:

- 03] eq[20617
5 Notes
Signature: Date:

Version 1.3 _ 13716



COBAS INTEGRA 400 plus Instrument
Installation Qualification Procedure

6 Conclusion

Conclusion A:

All Acceptance Criteria have been met. The Installation Qualification of 9485
the respective equipment was performed successfully.

If No = continue with conclusion B
Conclusion B:

All deviations or non-confarmities observed have been recorded on the

Deviation Log (see Appendix) and a corresponding Deviation Report

(separate document) has been filled out. The deviations or non- [] Yes
conformities were resolved satisfactorily. Consequently the Installation
Qualification of the respective equipment was performed successfully.

Comments:

[]No

[]No

Performed by Roche representative:

Anjal R chandf<n .
[

Signature: Date:

03]0‘7/7_01?

14/18
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COBAS INTEGRA 400 plus Instrument

Installation Qualification Procedure

Appendix

A Abbreviations

°C Degrees Celsius
VA Volt Ampere

Vv Volt

A Ampere

Hz Hertz

O Percentage
iSDoc Service Manual
n/a Not applicable
RH Relative Humidity
HT High Throughput

Version 1.3
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COBAS INTEGRA 400 plus Instrument

Installation Qualification Procedure

B Deviation Log

Record all deviations noticed during the Installation Qualification in the list below:

Reference

Number Description Page No.

&

2

10.

Performed by Roche representative: A~ 2o

Alﬁ‘llﬂ\.f{ ﬁ‘;_,n[: c"l’r’;év.’)
=7

Signature; *r’ X 3 .;;--"I'"/ Date: i
A o 3|29

Reviewed and approved by customer: —
r_\:f s RV 4/6’ e C"f

Signature: Date:

o3(59]2019

16/ 16 ' Version 1.3
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COBAS INTEGRA 400 plus
Operational Qualification Procedure

(0Q)

COBAS INTEGRA® 400 plus
Instrument
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COBAS INTEGRA 400 plus Instrument

Operational Qualification Procedure

Preface

Revision History

Version Revision Date Revision Information

1.0 August 2015 First release of this document

1.1 April 2016 Wording adjustment in chapter 3, 4

1.2 May 2016 Wording adjustment in Appendix B

1.3 May 2017 Chapter 4 procedure adjusted

1.4 January 2018 Criteria “ISE Module used” added
Chapter 2: Procedure and criteria for Pipetting accuracy
added
Chapter 4: Chloride added

1.5 October 2018 Update in “About this Document”

1.6 March 2020 Corrected material number for Check Solution

1.7 July 2020 Procedure 3 acceptance criteria and procedure

description updated

Published by Roche Diagnostics International Ltd, an affiliate of F. Hoffmann-La Roche Ltd,
4070 Basel, Switzerland.

Questions or comments regarding the content of this document can be directed to your Roche
representative.

Every effort has been made to ensure that all the information contained in this document is
correct at the time of printing.

However, Roche Diagnostics International Ltd reserves the right to make any changes
necessary without notice as part of ongoing product development.

Copyrights and Trademarks

© 2020, F. Hoffmann-La Roche Ltd. All rights reserved

COBAS, INTEGRA, ISE, PRECINORM, PRECIPATH are trademarks of Roche.
All ather product names and trademarks are property of their respective owners.
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COBAS INTEGRA 400 plus Instrument

Operational Qualification Procedure

About this Document

This document is to be used to perform an Operational Qualification on a COBAS
INTEGRA 400 plus instrument. This qualification covers the COBAS INTEGRA 400 plus
Instrument as defined in instrument information.

The 0Q procedure is recommended but not mandatory.

Documentation of Deviations

All deviations occurring during this qualification procedure must be logged in the
Deviation Log and finally commented in the Deviation Report.

Version 1.7 4/21
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Operational Qualification Procedure

General Information

Customer Information

Cainpany: M Rl G._b?);‘?d\ ("Dzi‘j

Address:

Manania w—u! 1 Dx"A?j ne<he Lontax
Heztth elud  Siald na
clulkunnm Rosd Mananthevedy
W i»/mrmd — cH40¢€45

Instrument Location and Department

" Blechernt 84 2u
=

Contact Person: .’5"’)-}4'@ I<s ¢

_ Yo ‘,ﬂﬁ e T

Roche Representative

- - . rf db: ’ L B T ; o Lo - "
Operational Qualification performed by A b}ﬂ'ﬂt WA ( )r)( ) fi (A0

Job Title: Ap jp\ (<ben _C.-JI'_?E awabel

Company: Roc b .

Address:

Toache [.‘i"z{fz} rochics \nd's Pui 1A
w .
AT dloor . Akel Meameo niy SGUALL

Dear NO. H& 2 50, Pralkacem Shael

T.Nasey ,Che AAAl ~ CoO O =
U T
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COBAS INTEGRA 400 plus Instrument

Operational Qualification Procedure

Instrument Information

COBAS INTEGRA 400 plus instrument

ISE Module used:

General Information

Who can perform the tests

Serial Number.

o523

[ ]Yes Q’\(ﬂ .

* If “NO” is selected the ISE Module is not used, Chapter 4
is not applicable for the OQ procedure. Proceed to
Chapter 5.

The Operational Qualification must be performed only by Roche trained service

personnel/distributors.

Used software

The COBAS INTEGRA 400 plus instrument software version 3.5.2 or higher, is required to
perform the Installation Qualification and Operational Qualification. These procedures are
described in separate documents and can be downloaded from GRIPS.

Version 1.7

6/21



COBAS INTEGRA 400 plus Instrument

Operational Qualification Procedure

Operational Qualification Procedure

1 Correct Initialization

Objective

Verify the correct initialization of the instrument.

Acceptance criteria

The hardware and software systems must initialize without error message. The instrument must
change to “Standby” in the following.

Procedure

e Switch on the instrument and observe the initialization of the hardware and software
systems.

» The instrument must reach the “Standby” status without error messages.

Version 1.7 7121



COBAS INTEGRA 400 plus Instrument

Operational Qualification Procedure

Results
Test# Module State Display Result: Verified by & Date
Pass / Fail
0Q 1.1 Instrument No hardware error A ¢ ol
Hardware messages during P i ﬁ
initialization A5%
0Q 1.2 Controller All watchdog LED’s on s
Rack the PCB's in the Ap)a W
controller rack light Paj;g' :
green
0Q 1.3 Instrument The SWis in Aﬂ\ PLAC
Software “Standby” status P@; ¢ o

without error message

Comments

Co MJQl({rt’«?\ ;

Conclusion

Do the results meet all the specified acceptance criteria defined in this chapter?

Yes: E( No ]

Signature: Date:

03[ 09/ 2614

Version 1.7 ] 8/21



COBAS INTEGRA 400 plus Instrument

Operational Qualification Procedure

2 Check Pipetting Accuracy (Check Test)

Objective
This check is intended to verify the precision of the pipetting system. The test results deliver
information if a pipetting problem might have contributed to an application problem.

Acceptance criteria

The CHECK Test results must be within the specified range defined in the iSDoc service
manual.

The Coefficient of Variation (2CV) and the Mean Value must be within the following
specifications:

Coefficient of Variation (% CV)

CHKBR / CHKCR (R1) < 0.5%
CHKBS / CHKCS < 1.5%
CHKBSR /CHKCSR (R2) < 1.5%
Mean Value

The mean values must be within the range printed on the cassette Check Test and the bottle
Check Solution Sample.

Material Required

e (Cassette: CHECK (cat. no. 20757136322)
e Sample: Check Solution Sample (cat. no. 20757144322)
These two materials are not spare parts and must be ordered as chemistry.

Version 1.7 ~

9/21
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Operational Qualification Procedure

Procedure

Important:
For the complete workflow description for “Check Pipetting Accuracy” refer to iSDoc:
Description > Fluid/ Pipetting > Check Pipetting Accuracy.

Procedure short description:
Prepare

e Load (Multi) test CHECKB and CHECKC (Configuration > Tests > Load).

e Prepare a Sample Rack which holds 2 cobas-cups on cup-adaptors.

e Fill the 2 cobas-cups with Check Solution Sample (approximately 5 drops of liquid).
e Place the Check Cassette on a cassette rack.

Ordering the Test

e Create an order for fluid system B:
Sample ID: e.g. CheckB
Create multiple test (n=16) for each test: CHKCR, CHKCS, CHKCSR.

e Create an order for fluid system C:
Sample ID: e.g. CheckC
Create multiple test (n=16) for each test: CHKCR, CHKCS, CHKCSR.

Important:

v Since this test is a multi-test, always perform all 3 tests in a single order from a single
cup.

Running the Tests
Iimportant:

v Always wait until all tests are performed before continuing with validating results!

Prepare validation of Results

e Click on the Results button to access the results window.

e Click on the Sample tab. The calculated results are listed.

e Click with the right mouse button on the test to be validated. A pop-up window
appears.

o Select "Statistics". The statistics for all calculated tests are shown.
2 results are relevant: The Mean and the Coefficient of Variation (%CV).
Each test can be selected in the drop-down-menu (reagent, sample, and start
Reagent).

Version 1.7 - 10/ 21



COBAS INTEGRA 400 plus Instrument

Operational Qualification Procedure

Validation

e (Compare the values of the mean against the values printed on the CHECK cassette
or on the bottle of the CHECK Solution Sample.

e Example:
CHKBR (Check B Reagent): Mean: 0.381
(on cassette: A Abs R1: 0.374 - 0.385 - 0) The result is within the range. Test O.K.

e Compare the value of Mean and %CV with the values described in “Acceptance
Criteria” at the beginning of this Chapter 2.

Reagents & Specification

Reagent Lot & Exp. Date : LowAabs Target A abs High A abs
Check Sample ClodGo%20 50| t« 004 [+ 33 |+4o

Check Cassette Rl = a4 ¢ 554 | 0'3%5 0:.39f 0'4eq
Check Cassette SR Beg 1 850 C:38l| 6:313 0-Ho5

Version 1.7 - /21
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Operational Qualification Procedure

Results

Test# Test Result: Resul: Result: Verified by &
CV % Mean pass /fail  Date

S i O:Ho . D218, 12%° Aryal

0Q22 CHKBS 6 3Y [ 3350 Yo Rles Azl

0Q23 CHKBSR 092 o 293 Pass Af?]'ﬂ

0Q 24 CHKCR 0. QY 6. 394y Pass Aela’

0Q25 CHKCS 0. 30 |-319 Pas A als

0Q26 CHKCSR 0 2% 0* 392 Y /ﬂmaat

Test# Test Result: Verified by &
pass / fail Date
0Q 2.7 “Pipetting Accuracy” passed according _ 2l 2y
to specifications PC‘I 55 : ) E: L‘

Comments

Co 'mj?]& el

Conclusion

Do the results meet all the specified acceptance criteria defined in this chapter?

Yes: m/ No ]

Signature: Date:

&310?/20!?

Version 1.7 12/21
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3 Aspartate Aminotransferase (ASTL)

Objective

The ASTL test is sensitive to temperature variations, and therefore an indicator of a stable
temperature system.

Acceptance criteria
Calibration and quality control without flags, and quality control within specified range.

The manufacturer recommends using “Accuracy” and the lot-specific 3 s (3 x SD) as the
“Permissible Dev.”

Procedure

« Configure the ASTL test (Load ASTL, test ID 0-494).

 Configure the system to run the calibration (Calibrator for automated systems, Cfas,
Cat. No. 10759350 190).

- Enter manually or scan the barcode for the correct lot-specific value for ASTL, which
can be found in the lot-specific value sheet for Cfas.

 Configure the system to run one normal control and one pathologic control
(e.g. PreciControl ClinChem Multi 1 and 2).

= Enter the correct lot-specific value for ASTL, which can be found in the lot-specific
value sheets of the particular quality control.

o By hand held barcode scanner:
= Read all barcodes from the lot specific value sheet of the QC material.

o Manually: ]
= Ensure that only the “Accuracy Mode” is selected; unselect all othe
options.,

= Enter the value in the “Assigned Value” field.
= Enter the 3 x 1 s (SD) in the “Permissible Dev.” field.

Place Cfas (Std1), water (Std2) and control materials on a prepared sample rack (QC/CAL)
and load the rack to the sample area.

Load ASTL c-pack reagent cassette (Cat. No. 20764949 322).
Run calibration.
Run quality controls.

Version 1.7 13/ 21
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Reagents & Specification
Reagent Lot & Exp. Date
Calibrator Lot & Exp. Date

Calbmise cias: S I AH10!

31t 6+ 2024
QC Material Lot & Exp. Date
210 RAD 26 K1 |
Measurement
Qc Result
210 RAD 2K H

Version 1.7

29 10| 9022
Lot - specific value Unit
Hel RN Ol
3x1s Lot-specific Unit
(lot-specific) “Assigned Value™
“Permissible Dev.”
1O ) O Ol
Unit Date and Time
vl L 1o g 2022
14/21
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Results
Test# Test Result: Verified by &
pass/ fail Date
0Q 3.1 ASTL calibration without flag T ok
fass Ay
0Q3.2 ASTL quali trols wit / s
Q3.2 ASTL quality controls without ks Aﬂjﬁ by

flag and within specified range

Comments

f'c‘malﬂﬁ{:f‘*\ . e =

Conclusion

Do the results meet all the specified acceptance criteria defined in this chapter?
Yes: % No ]

Signature: Date:

B Efi\z%) ] i-i\ o€ } 2022

Version 1.7 . 1514
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4 Run Sodium, Potassium and Chloride Calibration

ISE Module used:

Electrodes used:

Objective

[]Yes @/No .
* |f “NO” is selected the ISE Module is not used, and Chapter 4 is not
applicable for the 0Q procedure. Proceed to Chapter 5.

Sodium: [ ]Yes Eﬁlo ”
Potassium: [_] Yes [ShNo *

CINo *
* |f “NO” is selected the particular electrode is not used, and therefore

the electrode specific calibration is not applicable for the 0Q
procedure.

The sodium, potassium and chloride calibration is an indicator of a stable ISE system.

Acceptance criteria

Calibration results without flags.

Preparation

e Prepare ISE rack with Activator, Deproteinizer and Etcher.
o Start Service Action Condition ISE tubing twice.
e Start Service Action Electrode Service once.

Procedure

e Prepare the system to run the calibrations.
e Load ISE-D (ISE direct) from the TAS file.
e Load ISE-1 (ISE indirect) from the TAS file.

e Enter manually the lot number and expiry date for the ISE calibrators Sol-1 and Sol-2.
e Place the Sol-1 and Sol-2 bottles on the ISE rack.

e Run the sodium-direct, potassium-direct and chloride-direct calibration.

o Run the sodium-indirect, potassium-indirect and chloride-indirect calibration.

Version 1.7 -
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Results
Test#  Test : Result: Verified by & n/a
pass / fail Date if electrode
not used
Sodium-direct calibration
oA without flag
Potassium-direct calibration
pas without flag
Sodium-indirect calibration
Qo4 without flag
Potassium-indirect calibration
fa s without flag
Chloride-direct calibration
D45 without flag
Chloride-indirect calibration
e without flag
Comments
Conclusion

Do the results meet all the specified acceptance criteria defined in this chapter?

Yes:

Signature;

Version 1.7

[ No [

Date:

p3leq|ze g
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5 Notes

Signature: Date:

0'3/047/ 2019 ,

Version17 18/ 21
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6 Conclusion

Conclusion A:

All acceptance criteria have been met. The Operational Qualification of Q"{’;s []No
the respective equipment was performed successfully.

If No = continue with conclusion B
Conclusion B:

All deviations or non-conformities observed have been recorded on the

Deviation Log (see Appendix) and a corresponding Deviation Report

(separate document) has been filled out. The deviations or non- [lyes [INo
conformities were resolved satisfactorily. Consequently the Operational

Qualification of the respective equipment was performed successfully.

Comments:

Com lj.’))é te L’-{ .

Performed by Roche representative:

Arall Re machaodw<o

1 : =7 )
Signature: ’;Vi»f < Date:
et o‘%lofffgcrq

Version 1.7 ' 19/ 21
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Appendix

A Abbreviations

°C Degrees Celsius

VA Volt Ampere

v Volt

A Ampere

Hz Hertz

% Percentage

iSDoc Service Manual

n/a Not applicable

A abs Delta Absorbance

HT High Throughput

1Q Installation Qualification

0oQ Operational Qualification

PQ Performance Qualification

cv Coefficient of variation
Version 1.7 20/ 2
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B Deviation Log

Record all deviations noticed during the Operational Qualification in the list below:

R_eference

Number Description Page No.

1.

2

10.

Performed by Roche representative:

i\l Baro o<k,

Signature: Date:

03[0‘1120 {9

Reviewed and approved by customer:

Signature: < ; ‘; Date: 2 {D‘;l ,y.a L‘j

- 2 /2
Version 1.7



Cobas Integra 400 plus MDC, MANANTHAVADI
PQ Serial No. 420523

(PQ)
Performance
Qualification

Roche
Daoc no: 20071201/ACC/PQ



Cobas Integra 400 plus MDC, MANANTHAVADI
PQ Serial No. 420523

Performance assay run

PQ Instructions
PQ is performed as needed. Please complete each PQ section and attach

any documents that are requested to be completed.

1. Precision Study
Run two level of QC both normal and abnormal 5 times for tests and
calculate Mean, SD and CV%.

Date: &6108}&@2&!&

Signature: M

g

Comments:

o M‘Flﬂ ke

Roche
Doc no: 20071201/ACC/PQ



Cobas Integra 400 plus MDC, MANANTHAVADI
PQ Serial No. 420523
CHART 1: Precision Data
TEST | SAMPLE | RUN1 [ RUN2 [ RUN3 [ RUN4 | RUN5 | MEAN | SD | CV%
RUN
ALB I 526 | 528 | 518 | 515 | 515 | 5.5 [ 0.02-]-0.388
ASTL L 29.8 | 29.8 | 29.8 | 299 | 29.9 29.8 | 0.02 | 0.067
GLUC3 1 101.8 | 96.9 | 97.0 | 96.8 |98.4 | 97.0 1.00 | 1.030
TRIGL 1 261.9 | 2619 | 265.0 | 261.3 [261.7 | 2623 | 0.74 | 0.282
TP2 L . 7.7 7.7 17270 7.7 17 0.0 | 00
CA2 I 9.7 9.7 9.8 9.9 | 10.1 9.8 | 0.08 | 0.816
Roche

Doc no: 20071201/ACC/PQ




Cobas Integra 400 plus MDC, MANANTHAVADI

PQ Serial No. 420523 |
TEST | SAMPLE | RUN1 |RUN2 | RUN3|RUN 4 RUN 5 | MEAN SD CV%

RUN
PHOS 1 3.8 38 | 3.8 3.8 3.7 3.8 0.02 | 0.526
HDzLC 1 42.7 42.7 42.6 42 .4 41.4 423 0.26 | 0.613
CH402 1 205.8 197.2 | 2024 | 201.0 | 203.7 202.0 1.72 | 0.851
URIEA 1 26.1 26.1 26.5 26.4 26.9 26.4 0.16 | 0.606
U;Z 1 5.0 5.0 4.9 4.8 4.9 4.9 0.04 0.816
BILT3 1 1.3 1.2 1.2 1.2 1.1 1.2 0.02 1.666
BILD2 1 0.31 0.32 0.31 0.31 0.31 0.31 0.002 | 0.645
CREJ 1 0.75 0.75 0.74 0.74 0.72 0.74 0.006 | 0.810
A|_2TL 1 46.3 46.0 46.2 46.2 45.9 46.1 0.08 | 0.173
ALP2 1 1449 138.9 | 138.7 140.1 139.6 139.0 1.24 | 0.883
L

Roche
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Cobas Integra 400 plus MDC, MANANTHAVADI
PQ Serial No. 420523 |
Results: Instrument ID: M pe ‘ INTqRAl/®|  Sr.No#420523

Chart 2: Acceptance Criteria vs. Performance Test Results.

TESTS SAMPLE RUNS Acceptance Test Pass/Fail
RUN Criteria CV% Esfftms
ALB I 2 0.388 PASS
ASTL 1 : 3 0.067 PASS
GLUC3 1 : 2 1.030 PASS
TRIGL I : 3 0.282 PASS
TP2 1 5 2 0.00 PASS
CA2 1 5 2 0.816 PASS
PHOS2 1 ; 3 0.526 PASS
HDLC4 1 5 3 0.613 PASS
CHOL2 1 5 3 0.851 PASS
UREAL 1 5 3 0.606 PASS
UA2 5 2 0.816 PASS
BILT3 1 5 3 1.666 PASS
Roche

Doc no: 20071201/ACC/PQ




Cobas Integra 400 plus MDC, MANANTHADI
PQ Serial No. 420523
TESTS SAMPLE RUNS Acceptance Test Pass/Fail
RUN Criteria CV% Results
CV%
BILD2 1 3 0.645 PASS
5
CREJ2 1 3 0.810 PASS
5
ALTL 1 3 0.173 PASS
>
ALP2L 1 3 0.883 PASS
5

Roche
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Cobas Integra 400 plus SRL Diagnostics, Raipur
PQ Serial No. 422093

3.2. Approval Certification
According to the assay results that are comprised in this document the system can be approved

for routine operation.

System Released for Routine Operation N/A - Complete .

BUISNESS - Application Specialist
DATE: - 26/08/2022

SIGNATURE : s

NAME:
ANJALI RAMACHANDRAN

Customer:

Date:- _ &6 [O ¢ I&,DQ«IZ

.

Signature:- M

- . 1

Name:: _ Tiya. £ -hliag

Comments

LDH;]D&"IM* :

Roche
Dac no: 20071201/ACC/PQ
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To Whom It May Concern

For ISO 15189:2012 and ISO 15189:2014 accredited Laboratories — requirements regarding
"Calibration & Verification Procedures" [1]

All In vitro Diagnostics Products which are manufactured and distributed by Roche Diagnostics
GmbH and for which a Free-Sales-Certificate is issued, are CE-marked.

The In-Vitro-Diagnostics Directive of the European Union [2A.] which is currently switching to IVD
Regulation 2017/746/EU (final timeline: May 26, 2022) [2B.] requires for all CE marked products that
the manufacturer assures compliance of the products with the requirements of the mentioned
directive or regulation. This means that all processes in development and manufacturing of Roche
Diagnostics GmbH products are guided by a Quality Management System. Our Quality Management
System is in compliance with the requirements from ISO 13485:2016 [3] and 21 CFR Part 820 [4].

The mentioned regulations and standards require that the production systems and measuring devices
used are qualified and the manufacturing and test procedures are validated. This status has to be
assured by scheduled maintenance and by regular qualification resp. validation reviews and updates.

All physical quantities, calibrators and controls used in Roche Diagnostic systems are fully traceable
to certified standards or reference materials. The performance of all In-vitro diagnostics systems of
Roche Diagnostics GmbH at the customer site is assured if regular Quality Control measurements,
cleaning and maintenance procedures as described in the instructions for use or service
documentation are performed. By having controlled internal procedures and by running the tasks
required in the respective user documentation, all In-vitro diagnostics systems of Roche Diagnostics
GmbH will be performed as specified during their defined lifetime.

Additional calibration or verification procedures are NOT required by the user in order to assure the
specified performance of every system of Roche Diagnostics GmbH. Only if a user deviates from these
manufacturer's recommendations, the user have to establish site-specific calibration and verification
procedures as part of his accreditation process.

1/2
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Aufsichtsratsvorsitzender: Dr. Thomas Schinecker
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[1] ISO 15189:2012/ ISO 15189:2014 Medical laboratories — Requirements for quality and
competence

[2] A. Directive 98/79/EC of the European Parliament and of the Council of the 27 October 1998
on vitro diagnostics medical devices;

B.IVD Regulation 2017/746/EU of the European Parliament and of the Council of 5 April 2017
on in vitro diagnostic medical devices and repealing Directive 98/79/EC and Commission
Decision 2010/227/EU

[3] EN ISO 13485:2016 Medical devices — Quality management systems-Requirements for
regulatory purposes
[4] CEFR Part 820, Quality System regulations 21 Regulations on medical devices

Mannheim, 10. August 2021

Sincerely,

Roche Diagnostics GmbH

i.V./on behalf of the company ppa/on behalf of the company

DocuSigned by: DocuSigned by:
A e« G 1l Ziluasts

ECA5294ACAEQ4AF ... A7TFOBAOFE91A46A. ..

Andrea Weber Ralf Zielenski
Manager Global Regulatory Affairs Head Q&R Compliance, PRRC RDG
Centralised and Point of Care Solutions Centralised and Point of Care Solutions

Roche Diagnostics Gmbt

gandhofer StraBe 116
D-68305 Mannheim
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Roche Diagnostics India Pvt. Ltd.
Field Service Report

Case number: CAS-0016432102

Instrument Details

Instrument/Module: COBAS INTEGRA 400 plus
Serial Number: 420523

Internal Instrument Name:

Additional Details

: PM Visit

Purpose of Visit
PM COBAS INTEGRA 400 plus Major

Performed Activities

Order Number: WO-02112314 | Visit Date: 31/01/2023

Customer details

Customer Number: 0052612616
Customer Name: Mananthavady Diagnostic Centre
Street Address: Club Kunnu Road,
670645 - Manathavady
Ms Jiya

Carried put routine pm visit,cleaned the instrument,done instrument checks,done instrument calibration,run gqc and samples.

Instrument working fine

Time Report
Category Start
05913616001-Service labour time 31/01/2023 12:25 pm
Travel
Value Hours
Travel 4.42

Customer Parts Used

Part Number Description

05670713001-KIT MAINTENANCE
1400/400PLUS

31/01/2023 4:00 pm

KIT MAINTENANCE 1400/400PLUS

Hours Invoice Type
3.57 Warranty
Quantity

1



Roche Diagnostics India Pvt. Ltd.
Field Service Report @

Case number: CAS-0016432102 Order Number: WO-02112314 | Visit Date: 31/01/2023
Signature

Customer Signature Roche support

Ms Jiya Prajil CK

Customer Signature Roche Signature

The customer acknowledges the service intervention as performed in accordance with Roche recommendations:

- This Service report has been signed by the authorized representative of your organization.

- Discrepancies if any must be intimated within a period of seven (7) days of the receipt of the email, in the absence of which the report will be final and conclusive.
- This report shall be governed by the laws of India and the courts at Mumbai shall have the exclusive jurisdiction to deal with the disputes arising hereunder.

Customer Support Center No: Thank You
Toll Free No: 1800-123-7599 || Phone No: 044-43900345 ||

(Mon to Sat 8 AM to 8 PM)

e-mail: customersupportcenterindia@roche.com |||[||[1][1[1111]

Roche Dialog: https://dialog.roche.com

Service Report Version Number: 1 Page 2 out of 2



MANANTHAVADY DIAGNOSTIC CENTRE

HEALTH CLUB BUILDING, CLUB KUNNU ROAD,
MANANTHAVADY, WAYANAD, KERALA - 670645.
MOB: 9288658472

This is to inform that we had informed the company Roche
Diagnostics,manufacturer and reagent supplier of our Fully automated
Biochemistry analyzer COBAS INTEGRA 400 plus analyzer (Serial No: 420523)
installed at our Laboratory to get the calibration certificate for documentation
purpose of NABL EL program but the service engineer of Roche Diagnostics
supplied a certificate showing the proper functioning of analyzer in their own
format (attached along with the 1Q, OQ and PQ certificates). The performance of
the analyzer is very good (Internal and external QC reports are within range) and
the company provides proper maintenance as per scheduled chart.

Hence | request that by considering these facts kindly approve the document
attached here for getting the accreditation.

Thanking you,
Yours faithfully 0 ;
(u >
Jiya .P. Alias =57
ya.r. Jiya. P. Alias .
Medical Biochemist M.SC Biochemistry
REPORT DISCLAIMER
1. The results reported herein are aubject to interpredation by qualified medical profassionals oniy. 5. Test results should be interpreted in context of dinical and other findings if any. In case of any clanfication / doubl,
2. Customer identites are accaptad as provided by the customer or thelr represantatives tha referring doctor/ patient can coniacd the respeciive section head of the |aboralory.
3. Information about the Customer's condition al the ime of sample collection such as fasting, food conaumption B. result of the test ars Inﬂuonm;l by various doctors such as sensitivity, specificity of the procedures of the tasts,
dication, etc are pted as provided by the customer or represantative and shall not be investigated for Quality of the samples and drug interactions etc,
Its truthfulness. 7. i the test results ars found not to be correlating clinically, the clinician can contact the lab in-chargs for clarification
4, If any specimen | sample is recaived from any other iaboratory [ Hospital il 18 presumed that the sample belongs or retesting where practicable within 24 hours from the time of Issus of results

to the patient idantified or named. 8. Liability Is limitad 1o the extent of amount billed
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