DocusSign Envelope ID: CF271677-8BAA-4056-8E6A-10A5B6C5E2C8

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 comphance 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] 15O 15189:2012/ 1SO 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

[31 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 ppa/on behalf of the company

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
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Roche Diagnostics India Pvt. Ltd.
Field Service Report

Case number CAS-0019594500

Instrument Details

Order Number WO-26808390 | Ser. Report Created Date 31/05/2024

Customer details

0052072954

Tirupati Diagnostic Center
R.B.Ghosh Road

713101 - BURDWAN
Pallavi Maji

+919434019277

Invoice Type

Free of Charge

Invoice Type

Instrument/Module cobas e 411 Customer Number
Serial Number 1432-11 Customer Name
Internal Instrument Name Street Address
Zip
Additional Details Contact Name
Contact Phone
Service Activity Code PM Visit (Interim)
Purpose of Visit
Interim PM visit of Cobas e411
Performed Activities
Interim PM done as per procedure.
PM kit replaced.
Dusting done. Lubricated all the mechanical units.
Wash stations, pump filter cleaned.
Maintenance performed.
Run QC.
QC values are within range.
Working satisfactorily.
Time Report
Category ' Start“ 7 End Hours
05913616001-Service labour 31/05/2024 11:34 31/05/2024 13:33 1.98
time _—
Travel
Category Hours
Travel B S 4%
Spare Parts
Part Number DeScription - Quantity »
07938071001-KIT MAINTENANCE KIT MAINTENANCE E2010/ E411 6 1
MONTHS

E2010/ E411 6 MONTHS

Free of Charge



Signature

Customer Signature Roche support
Pallaw Maji Abhijit Guria - Reactive
Sign Here

,Q o

The iges the service inter #s performed in with Roche

- This Service raport hae baen signed by the suthorized repr afive of your organ 3

- Discrepancies if any must be infimated 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
»ms'!ooﬂshdbeWﬂecbvﬂ\ebusdhdaMNMIWMMM&QNVHMSMMMUQ#WMMGdsnme!aﬂinqhmder

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 [N Roche Dialog:

hitps //dialog roche. com

Service Report Version Number. 1




Roche Diagnostics India Pvt. Ltd.
Field Service Report

Case number CAS-0019594500

Instrument Details

Instrument/Module cobas e 411
Serial Number 1432-11

Internal Instrument Name

Additional Details

Service Activity Code PM Visit (Interim)

Purpose of Visit
Interim PM visit of Cobas e411

Performed Activities
Interim PM done as per procedure.

PM kit replaced.
Dusting done. Lubricated all the mechanical units.

Wash stations, pump filter cleaned.
Maintenance performed.

Run QC.
QC values are within range.
Working satisfactorily.

Order Number WO-26808390 | Ser. Report Created Date 31/05/2024

Customer details

Customer Number 0052072954
Customer Name Tirupati Diagnostic Center

Street Address R.B.Ghosh Road
Zip 713101 - BURDWAN

Contact Name Pallavi Maji

Contact Phone +919434019277

Time Report
Category Start End Hours Invoice Type
?:1? 3616001-Service labour /0615024 14:05 08/06/2024 14:21 0.27 Free of Charge
I
Customer Parts Used
Part Number Description Quantity
07938071001-KIT MAINTENANCE KIT MAINTENANCE E2010/ E411 6 1
MONTHS

E2010/E411 6 MONTHS




Slgnature )

Customor Blgnature Roche support

Pallavi Ma)l Abhljit Gurla - Reactive

Bign Here
o (’/
{ \

The cust knowlodgos the sarvice Intervention as performed In accordance wm- Roche recommendations
This Bervice report has been signad by the authorized rep tative of your organi

all, In the absence of which the report vdll be final and conclusive.

- Discrapancles if any must be Infimated within & parlod of seven (7) days of the recalpt of the em
sive Jurlsdiction to deal with the disputes arising hereunder.

- This report shall be governad by the laws of India and the courts at Mumbal shall have the exclu

Customer 8upport Contor No : Thank You
Toll Free No: 1800-123-7600 || Phone No: 044-43900345 || (Mon to Sat 8 AM to 8 PM)

a-mall; customersupportcenterindia@roche.com [([[|lIIIIINIIII Roche DiaLog:

https://dialog.roche.com

Service Report Version Number: 1




Roche Diagnostics India Pvt. Ltd.
Checklist Report
Case number: CAS-0019595357

Instrument Details

Instrument/Module: cobas ¢ 311
Serial Number:  16F3-03

Checkhist Details

CHECKLIST RESULT FOR cobas ¢ 311 PM Checklist

Section - Warning

Order Number: WO0-26809984 | Ser. Report Created Date: 31052024

Customer details

Customer Number:
Customer Name:
Street Address:
Zip:

0052072954

Tirupati Diagnostic Center
R.B.Ghosh Road

713101 - BURDWAN

QUESTION

NSWER

Waming Incomrect results or damage to the instrument due to non-compliance
i masmtemance miervals Always follow the recommended procedures and
erice miervals

Please confirm that you have read the warning note.

Section - Sample pipetting mechanism

QUESTION ANSWER
[ on mozzie. cloggmg. amount of discharged rmse water . Yes

I on nozzie rmse and drymg cylinder. amount of discharged rinse water Yes

et on P Yes
‘th—mnm:_mimofw Yes
F\vpa:mpmnmmcd!.-uiq.da:plhum:ndu IYes
— descen sensing Operation Yes
(rreasing on shaft [Yes
Jressure semsor for cloggang detection Yes
Acuon status dunng Operauon Yes
YQUESTION NSWER
[yt on nozze. clogging, amount of discharged ninse water [Yes
[ om nozze nmse and drying cylinder, amount of discharged nnse water [Yes
font am P1 es
iz."un& Soscrionston looseness of mpple [Yes
F. o descoss posmons on coll reagent, |1SE bote sades Yes
[ o 1 for 1P upper dead posnt es
;' Lt . Geaenl senmtg OpCTBiim [Yes
Y rrcaseng on shahh lcer bcarung w X. 7 uections es

heik of pressw e souscd fur (e aspu atios [Yes

A ction slatus Ouf g opet sl Ves
Section - Piercer mechanism

JUESTION T Trawik -

7l om peescer. doteriornation

Priercer opermion (c-pack loading oper )




Section - Reagent disk

UESTION IANSWER
IDirt on PI Yes
IDirt on cassette sensor Yes
Shutter opening/closing, solenoid operation |Yes
IBCR reading operation Yes
Section - Reaction disk

UESTION NSWER

[Dirt on incubator drain filter, clogging

Clean (once per month)

[Dirt on reaction cell, scratches, crack

Replace (every three months)

Dirt on transmission window of incubator bath

Clean (once per month)

|Water level and circulation of incubator bath

Yes

Measuring incubator bath water temperature

|Yes

(Cleaning of waste solution filter of incubator bath

Clean (once per month)

Dirt on PI for HP, cell counter and ADC Yes
Dirt on liquid level sensor |Yes
Section - Sample disk

UESTION IANSWER
IDirt on PI Yes
Dirt on CUP sensor Yes
IBCR reading operation, scratches |Yes
Section - Ultrasonic mixing mechanism

UESTION IANSWER
Dirt on ultrasonic mixing mechanism Clean at least once per year
IChecking ultrasonic output Yes
ICell stop positions |Yes
Section - Rinse mechanism

UESTION IANSWER
Dirt on vacuum bin Yes
[Nozzle descent position Yes
|Amount of rinse water and detergent discharged into cell Yes
Wear of the tubes and cracks in the rinse arm Yes
Dirt on nozzle tube, chapped eplace every two months
Dirt on nozzle, damaged es
IDirt on vacuum tank Yes
|Aspiration status of overflowed water |Yes
Dirt on PI Yes

[Leak from detergent check valve, filter clogged

Clean (once per month), Check

Section - Pipetter mechanism (S, R, SIP)

IQUESTION NSWER

IPipetter seal piece Replace every two months
Mixing of air, water leak (looseness of nipple) Yes

IDirt on PI Yes

[Bearing operation status Yes

Section - Cooling unit

IQUESTION NSWER

ICooling status Yes

(Circulating pump status Yes




Dirt on connecting tube, deterioration

IYes

ondensed water receptacle status Yes
ICooling air leaked status (duct, reagent disk cover, shutter) Yes
Section - Photometer
IQUESTION IANSWER
[Deterioration of photometer lamp |Yes
Dirt on sensor side window [Yes
Dirt on heat ray cut filter lens Replace every two months
Dirt on lens IYes
(Circulation of photometer lamp cooling water Yes
(Cell blank value Yes
Photometer check Yes
Section - Vacuum system
IQUESTION IANSWER
Vacuum pump (looseness of valve, etc.) Yes
Vacuum tube status . Yes
Vacuum switch operation status |Yes
Dirt on vacuum tank, deterioration Yes

Dirt on paper filter

Replace every two months

Section - Water supply/ drainage system

[Electrode lead status

(QUESTION JANSWER
Water supply pressure: 80-100kPa Yes
pplied water pressure: Max. 300kPa Yes
IDirt on drain tube, deterioration Yes
Water supply pump status Yes
Section - Electrical system
IQUESTION IANSWER
IConnection of PCB connectors Yes
[Fan operation status (dirt) Yes
[Thermal sensor status " |Yes
IAC/DC voltage check Yes
Section - Miscellaneous
UESTION JANSWER
ICoating each mechanism with grease Yes
ICleaning of cell rinse container, tube Yes
Section - ISE Unit - Sipper Nozzle Mechanism
UESTION NSWER
IDirt, clogging, deterioration of nozzle and flow path [No
Dirt on PI No
Mixing of air into flow path INo
[Descent position into cell No
IThermostatic bath temperature/incubator bath water circulation status (mixing No
lof air)
|Action status during operation * [No
[Deterioration of electrode Na or 9000 samples
Deterioration of clectrode K or 9000 samples
Deterioration of electrode Cl(Green) or 9000 samples
Deterioration of electrode Ref 6 month No
No




o v v S

Seteriomtion of aspiration tube

e . ~ e————eee ———
Detenamtion of sipper tube
Solenoid valve operation No
Stgnuture
Customer Signature Roche support
Pallovi Mayi Abhijit Gunia - Reactive
' -
Le~ .
The costomer pes the serviee ns performed in with Roche

This Kervice repon has heen signed by the suthorized representative of y our organi zation
Discrepancies if mm must be intimuted within & period of seven (7) davs of the receipt of the email, in the absence of which the report will be final and conclusive
- This repont shall be govemed by the laws of Indin and the courts st Mumbai shall have the exclusive jurisdiction to deal with the disputes arising hereunder

Customer Support Center No: Thank You
Service Report Version Number |



Roche Diagnostics India Pvt. Ltd.
Field Service Report

Case number CAS-0019595357 Order Number WO-26809984 | Ser. Report Created Date 31/05/2024
Instrument Details Customer details
Instrument/Module cobas ¢ 311 Customer Number 0052072954
Serial Number 16F3-03 Customer Name Tirupati Diagnostic Center
Internal Instrument Name Street Address R.B.Ghosh Road
Zip 713101 - BURDWAN
Additional Details Contact Name Pallavi Maji

Contact Phone +919434019277

Service Activity Code PM Visit

Purpose of Visit
PM visit of Cobas ¢311

Performed Activities

PM done as per procedure.

PM kits replaced.

Performed Incubator water exchange, cell blank measurement, photometer check and found ok.
Run QC.

QC values are within range.

Time Report
Category Start End Hours Invoice Type
3,5"? 3616001-Service labour 340612004 14:00 31/05/2024 18:30 450 Free of Charge
Travel
Category A Hours
Travel 05
Customer Parts Used
Part Number Description Quantity
05182522001-KIT MAINTENANCE 6 KIT MAINTENANCE 6 MONTHS COBAS q
MONTHS COBAS C311 C311

05182549001-KITMAINTENANCE 1\ 1A INTENANCE 1 YEAR COBAS C311 1
YEAR COBAS C311 |
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The customer sckmowledges the service intervention 2 performed in accordance with Roche ecommendations

- This Service report hac been signed by e auhorized representaive of your organization

Discrepancies ¥ any must be infimated within 2 period of sever (7) days of e receip! of he smal n he shesnce of which he port wil be fral and conchesive:
~Mwummnwu—;umunmym“wnem\f-ﬁvv”anMMM

Customer Support Center No . Thank You
Toll Free No 1800-123-7599 || Phone No 044-43800345 || (Mon to Sat 8 AM to 8 PA)

e-mail. customersupportcenterindia@roche com [N Roche Dialog

hitps //dialog roche com

Service Report Version Number 1
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