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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.
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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] CFR 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

DocusSigned by:

ECAS5294AC4EBLAF ..
Andrea Weber
Manager Global Regulatory Affairs
Centralised and Point of Care Solutions
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gandghoter Strafie 116
D-68305 Mannhaim

ppa/on behalf of the company

DocuSigned by:

Kalf Aclenski

A7FOBAIFE91A46A.
Ralf Zielenski
Head Q&R Compliance, PRRC RDG
Centralised and Point of Care Solutions
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INSTALLATION QUALIFICATION
OPERATIONAL QUALIFICATION

&

PERFORMANCE QUALIFICATION




VALIDATION REPORT

Equipment Name: Roche ¢ 111
Equipment Make: Roche/Hitachi
Equipment Model No.: Roche ¢ 111
Equipment Serial No.: 16668

Supplier: Roche Diagnostics India Pvt. Ltd.




o APPROVAL OF THE IQ\0Q PROCEDURE:

Both Clinical Laboratory and Roche Diagnostics India Pvt. Ltd. are jointly

responsible for the installation of (Roche cl11) S. No.: 16668 in the Clinical
Laboratory.

Validation Team from (Vendor):

Name: 1. Mr. Nababrata Das

<

Signature: 1. I S

Date: 7/11/2023

Company: Roche Diagnostics India Pvt. Ltd.

Department: Biochemistry
Customer Authorizations:
Name Mr. Shrawan Gehlot

Signature:

Date: 7/11/2023

Site: Vyas Medical College & Hospital, Near Kuri Hod, Pali Road, Jhalamand,
Jodhpur, Rajasthan




Il. INSTRUCTIONS:

|. This document is to be completed at the time the system is shifted to its current

location (Clinical Laboratory) and sctup for operation.

2. An authorized (Company) representative will check the system and enter the

specific data related to installation, operational and performance qualification.

3. Employces of (customer) Clinical Laboratory will verify each result and sign the

results. The members of the validation will carry this out.

4. All deviation from the normal specification to include any problems with

installation will be noted under COMMENTS.

Il. SCOPE

This installation Qualification protocol is performed on the (Instrument Name).Roche ¢ 111
S. No. 16668 , located at Vyas Medical College & Hospital, Near Kuri Hod, Pali Road,
Jhalamand, Jodhpur, Rajasthan.

This protocol defines the documentation that is used to evaluate the

Instrument Installation in accordance with the manufacturer's specifications and

Intended use. Successful completion of this protocol verifies that this instrument has

been Installed, operated in accordance with the intended usage.

Installation checks are performed to verify that the instrument has been installed with
proper connections and utilitics.

Operational qualification will evaluate that the instrument have operational features
available for the successful operation of instrument in accordance with the manufacturer's
specifications.

Performance  qualification will verify the actual functioning or performance  of

instrument.




IV. Certificate of Purchase Order compliance

T certify to the best of my knowledge, the instrument — Roche cll1

S. No. 16668 installed on...... 31/01/2023..., has been placed under agreement

and is in compliance with the specifications of the agreement.

V. Equipment Description

Instrument Identification Verified by Date
1 | Equipment name: Roche ¢111 Mr Shahnawaz Alam 31/01/2023
2 | Model: Roche ¢111 Mr Shahnawaz Alam 31/01/2023
Roche Diagnostics India | 31/01/2023
3 1| Marelet s Private Limited
4 | Serial No:16668 Mr Shahnawaz Alam 31/01/2023
Size:66cm(w);135cm(1);75cm(h) Mr Shahnawaz Alam 31/01/2023
Power: AC 224 V+/-10%;60Hz Single Mr Shahnawaz Alam 31/01/2023
° Phase; Earthing 1V
VI. Utilities
S. No. Utility Verified by Date
Environmental conditions as required. Mr Shahnawaz Alam 31/01/2023
( Free from dust, electrical and magnetic
interference), Yes
Yes/No
Temperature: 25 degree Celsius
1 Humidity: 45-85%
Adequate space for installation: Yes / No Mr Shahnawaz Alam 31/01/2023
2 Yes




Electrical Outlets: ~— [ Mir Shahnawaz Alam | 31/01/2023 |
3 Actual voltage on site (224)  Yes Yes / No
4 Grounded Yes Yes/No | Mr Shahnawaz Alam 31/01/2023
5 Connected through UPS  Yes Yes / No “Mir Shahnawaz Alam | 31/01/2023
6 Stabilizer Yes Yes / No | Mr Shahnawaz Alam 31/01/2023
VIl. The instrument has been checked for the following:
S. No. Verification Verified by Date
Instrument is identified Mr Shahnawaz Alam | 31/01/2023
1 Yes Yes /No
Manufacturer's specification are included Mr Shahnawaz Alam | 31/01/2023
2 Yes Yes / No
Accessories /consumables are listed Mr Shahnawaz Alam | 31/01/2023
3 Yes Yes /No
Equipment manual from the manufacturer Mr Shahnawaz Alam | 31/01/2023
4 Yes Yes / No
Manufacturer certificate of compliance is attached Mr Shahnawaz Alam
5 Yes Yes / No 31/01/2023

VIIl. Accessories | Consumables

The following accessories were supplied with the instrument. Check 'verified by" in case they

are found to be in ordet. Separate list included.

SNo. Description Quantity | Verified by Date
Mr
Shahnawaz
01 As per the List As per | Alam 31/01/2023

The List




IX.List of Manuals and Certificates

Supplier provides the following with the instrument:

1 Operating Manual Available - Yes / No
2 | Purchase order Available - Yes / No
3 | Calibration certificate Available - Yes / No
4 | Software validation certificate Available - Yes / No
5 | Instrument/ kit approval certificate Available - Yes / No
6 | Safety Instructions Available - Yes / No
7 | Training Records Available - Yes / No

X. Maintenance:

The instrument listed within this document will be placed under the control of purchasing
institution with respect to proper maintenance procedures as detailed in the operator'’s
manual. The maintenance procedures will be filed separately.

A trained analyst using the manuals provided with the instrumentation can perform
simple maintenance. Upon expiration of the warranty period vendor will offer several
level of maintenance agreements and performance testing services to assist you In
maintaining GLP/GMP compliance.

Contacting your local representative and requesting the additional service agreement can

supply additional information.

XI.INSTALLATION PROCEDURE

A - Installation of Hardware and software

Follow the instructions mentioned in the Installation guide.




Xll. OPERATIONAL QUALIFICATION

a) Following features/ functions are available in the instrument as per manufacturer's specification

and verified e.q. sclf-test, washer assays, quality control, test assay, maintenance checks.

Verified Date

.I;f:‘t Test Name Test Purpose Date
1. Quality Control To check:::uﬁgcuracy of thl;.sNababrata 07/11/2023
2. Maintainance To maintain the system ln)n;,sNababrata 07/11/2023
3. Calibration feature Auto Calibration Bﬂ;.sNababrata 07/11/2023
4 | Testhssay Ag\?a‘ﬁgggmﬁtf;y Assays nnnar.'s Nababrata [07/11/2023

Certificate of Training:

This certifies that the Following Staff listed below have received basic user training for the system

described.
S. No. Training Program Initials Date
1 Instrument Setup All Tehnlcatlhitif;svallable at  107/11/2023
2 System Operation All Tehmcatlhiti:;vallable at  107/11/2023
3 Basic Troubleshooting All Tehmcatlhsetif;;vallable at | 07/11/2023

Training given by: Mr. Nababrata Das




Xll. PERFORMANCE QUALIFICATION

Performance qualification validates the test procedure performed on the new instrument,
Performance qualification not only validates instrument performance but also test procedure.

Following are the steps required to validate your instrument and method.

1- Run all levels of QC sample and verify the values with acceptable range given in the

insert of quality control samples.

QC Results - Pass/ Fail: PASS




Validation Team from (Vendor):

Name: 1. Mr. Nababrata Das

e
Signature: 1. S

Date: 7/11/2023

Company: Roche Diagnostics India Pvt. Ltd.

Department: Biochemistry
Customer Authorizations:

Name Mr. Shrawan Gehlot

Si%%/]

Date: 7/11/2023

Site: Vyas Medical College & Hospital, Near Kuri Hod, Pali Road, Jhalamand,
Jodhpur, Rajasthan




