DocuSign Envelope ID: 95C30368-A5DB-4FC3-8AB7-EEFD592F244F

EU Declaration of Conformity

as per Annex IV of the Regulation EU 2017/746 on in-vitro diagnostic medical devices

Manufacturer: Roche Diagnostics GmbH

Address: Sandhofer Strasse 116
68305 Mannheim
Germany

Single Registration Number: DE-MF-000006260

Roche Diagnostics GmbH declares, under the sole responsibility, that the product/the product line

Product Name Cat. No. Basic UDI-DI
CleanCell M 04880293190 761333601330A4
CleanCell M 04880293214 761333602614AU

Intended Use:
System solution for cleaning the functional areas of the indicated cobas e immunoassay analyzers. CleanCell M
is used in conjunction with Elecsys assay reagents. CleanCell M can be used with all reagent lots.

Risk Class: XIAOB[]C[]D

Conformity Route: X Self-Declaration of Conformity (Class A)
[] Self-Declaration of Conformity after Notified Body involvement for

sterile manufacturing conditions acc. Art. 48 (10) (Class A sterile)
[] Technical Documentation Assessment Class B/C — Annex I1X
] Technical Documentation Assessment Class D — Annex IX
[] Technical Documentation Assessment Class B/C/D for Self-Testing
— Annex IX
[] Technical Documentation Assessment Class B/C/D for Near-Patient
Testing — Annex IX
[] Technical Documentation Assessment Class C/D for Companion
Diagnostics — Annex IX

Certificates: ] EU QM Certificate No.:
[C] EU Technical Documentation Assessment Certificate No.
(Class D, Near-Patient Testing, Self-Testing and Companion
Diagnostics):

Other: [_] Common Specifications: 4 _
Digitally signed by Lazari Cristina
Date: 2025.12.22 15:29:04 EET
. Reason: MoldSign Signature
Notified Body (NB) Name: N/A Location: Moldova
NB Address: MOLDOVA EUROPEANA
NB Ident. No.: N/A

to which this declaration relates fulfils the requirements of Regulation EU 2017/746 on in-vitro diagnostic
medical devices.
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Roche Diagnostics GmbH; Sandhofer Stral3e 116; D-68305 Mannheim; Telefon +49-621-759-0; Telefax +49-621-759-2890

Sitz der Gesellschaft: Mannheim - Registergericht: AG Mannheim HRB 3962 - Geschaftsfihrung: Dr. Claudia Fleischer; Clemens Schmid -
Aufsichtsratsvorsitzender: Dr. Thomas Schinecker



DocuSign Envelope ID: 95C30368-A5DB-4FC3-8AB7-EEFD592F244F

Mannheim, 22 June 2023

Roche Diagnostics GmbH

i.V./on behalf of the company ppa./on behalf of the company
DocuSigned by: DocuSigned by:
Unieking Sdamid. Sﬁfm de,ula
E3065E80F3E8408 FOHEDECI064B44E
Dr. Christina Schmid Dr. Stefan Scheib
Head of Pre-Market Quality Core Lab Global Head of Regulatory Affairs, Core Lab
Contact address: Roche Diagnostics GmbH

Abt./Dept. Global Regulatory Affairs
Sandhofer Strasse 116
D-68305 Mannheim
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DocuSign Envelope ID: 1DA14FD2-E1C6-413E-8C26-9F34A26B2ED1

EU Declaration of Conformity

as per Annex IV of the Regulation EU 2017/746 on in-vitro diagnostic medical devices

Manufacturer: Roche Diagnostics GmbH

Address: Sandhofer Strasse 116
68305 Mannheim
Germany

Single Registration Number: DE-MF-000006260

Roche Diagnostics GmbH declares, under the sole responsibility, that the product/the product line

Product Name Cat. No. Basic UDI-DI
Elecsys C-Peptide 03184897190 761333600931AV
Elecsys C-Peptide 03184897214 761333602044A7

Intended Use:

Immunoassay for the in vitro quantitative determination of C-peptide in human serum, plasma and urine. The
assay is intended for use as an aid in the diagnosis and treatment of patients with abnormal insulin secretion.
The electrochemiluminescence immunoassay “ECLIA” is intended for use on Elecsys and cobas e immunoassay

analyzers.
Product Name Cat. No. Basic UDI-DI
Elecsys C-Peptide 07027168190 761333600993BK
Elecsys C-Peptide 07027168214 761333602053A8

Intended Use:

Immunoassay for the in vitro quantitative determination of C-peptide in human serum, plasma and urine. The
assay is intended for use as an aid in the diagnosis and treatment of patients with abnormal insulin secretion.
The electrochemiluminescence immunoassay “ECLIA” is intended for use on cobas e immunoassay analyzers.

Product Name Cat. No. Basic UDI-DI
C-Peptide CalSet 03184919190 761333600932AX

Intended Use:
C-Peptide CalSet is used for calibrating the quantitative Elecsys C-Peptide assay on cobas e immunoassay
analyzers.

Risk Class: (OJAXIB[]C[]D
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Roche Diagnostics GmbH; Sandhofer StraRe 116; D-68305 Mannheim; Telefon +49-621-759-0; Telefax +49-621-759-2890

Sitz der Gesellschaft: Mannheim - Registergericht: AG Mannheim HRB 3962 - Geschaftsfihrung: Dr. Claudia Fleischer; Clemens Schmid -
Aufsichtsratsvorsitzender: Dr. Thomas Schinecker



DocuSign Envelope ID: 1DA14FD2-E1C6-413E-8C26-9F34A26B2ED1

Conformity Route: [] Self-Declaration of Conformity (Class A)

[] Self-Declaration of Conformity after Notified Body involvement for
sterile manufacturing conditions acc. Art. 48 (10) (Class A sterile)

X Technical Documentation Assessment Class B/C — Annex 1X

[] Technical Documentation Assessment Class D — Annex 1X

] Technical Documentation Assessment Class B/C/D for Self-Testing
— Annex IX

[] Technical Documentation Assessment Class B/C/D for Near-Patient
Testing — Annex 1X

[] Technical Documentation Assessment Class C/D for Companion
Diagnostics — Annex IX

Certificates: X EU QM Certificate No.: V12 010283 0639
] EU Technical Documentation Assessment Certificate No.
(Class D, Near-Patient Testing, Self-Testing and Companion
Diagnostics):

Other: ] Common Specifications:
Notified Body (NB) Name: TUV Siid Product Service GmbH
NB Address: RidlerstraRe 65

80339 Munich

Germany
NB Ident. No.: 0123

to which this declaration relates fulfils the requirements of Regulation EU 2017/746 on in-vitro diagnostic
medical devices.

Mannheim, 30 March 2023

Roche Diagnostics GmbH

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

DocuSigned by: DocuSigned by:

Unieking Seumid. Sﬁfou/\, S(JMAIJ
E3065E80F3E840E... FC5EDEC1054B44C...

Dr. Christina Schmid Dr. Stefan Scheib
Head of Pre-Market Quality Core Lab Global Head of Regulatory Affairs, Core Lab
Contact address: Roche Diagnostics GmbH

Abt./Dept. Global Regulatory Affairs
Sandhofer Strasse 116
D-68305 Mannheim
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EG-Konformititserklirung/EC Declaration of Conformity

gemiB Anhang III der Richtlinie 98/79/EG des Europiischen Parlaments und des Rates vom 27. Oktober 1998
as per Annex I of Directive 98/79/EC of the European Parliaments and Council of 27 October 1998

Hersteller/Manufacturer: Roche Diagnostics GmbH

Adresse/Address: Sandhofer Strasse 116
D-68305 Mannheim

Die Roche Diagnostics GmbH erklart, dass das Produkt/die Produktfamilie
Roche Diagnostics GmbH declares that the product/the product line

Produktname/Product name: Diluent Universal
Art.-Nr./Cat. No.: 07299001190
Beschreibung/Description: Diluent Universal dient als Verdiinnungsmedium fiir Proben in

Verbindung mit Elecsys Test-Reagenzien.
Diluent Universal is used as a sample diluent in conjunction with
Elecsys assay reagents.

auf das/die sich diese Erklirung bezieht, den Forderungen der EG-Richtlinie 98/79/EG des Rates vom

27. Oktober 1998 (bzw. seine Umsetzung in nationales Recht der Mitgliedsstaaten in welchen das Produkt
vermarktet werden soll) iiber In-vitro-Diagnostika entspricht.

to which this declaration relates fulfils the requirements of EC Directive 98/79/EC of the Council of 27 October
1998 (and its relevant transposition into the national laws of the Member States in which the device is intended
to be placed on the market) concerning in-vitro diagnostic devices.

Mannheim, 02 June 2016

Roche Diagnostics GmbH

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

V. /

/ﬂ:’ ’.A',‘r 7 .,f"" p ¢
(_, g g//'(-/(,w(, l_./"/ .\ (\/’/“"/1 ™ Oé_\ ) _

Ralf Zielenski 5 Dr. Peter Martin
Head of Quality i Senior Director Global Regulatory Affairs
Centralised and Point of Caré’Solutions Centralised and Point of Care Solutions

Kontaktadresse/Contact address: Roche Diagnostics GmbH
Abt./Dept. Global Regulatory Affairs
Sandhofer Strasse 116
D-68305 Mannheim

1

Roche Diagnostics GmbH; Sandhofer Strasse 116; D-68305 Mannheim; Telefon +49-621-759-0; Telefax +49-621-759-2890

Sitz der Gesellschaft: Mannheim - Registergericht: AG Mannheim HRB 3962 - Geschaftsfuhrung: Dr. Ursula Redeker, Sprecherin; Edgar Vieth -
Aufsichtsratsvorsitzender: Dr. Severin Schwan



DocuSign Envelope ID: F31FE9CA-B837-420C-A54E-65BF89602A85

EU Declaration of Conformity

as per Annex IV of the Regulation EU 2017/746 on in-vitro diagnostic medical devices

Manufacturer: Roche Diagnostics GmbH

Address: Sandhofer Strasse 116
68305 Mannheim
Germany

Single Registration Number: DE-MF-000006260

Roche Diagnostics GmbH declares, under the sole responsibility, that the product/the product line

Product Name Cat. No. Basic UDI-DI

Elecsys FT3 Il 09005803190 7613336011329W
Elecsys FT3 Il 09005811190 7613336011339Y
Elecsys FT3 Il 09005811214 761333602752B9
Elecsys FT3 Il 09745874190 761333602873BN

Intended Use:
Immunoassay for the in vitro quantitative determination of free triiodothyronine in human serum and plasma.
The electrochemiluminescence immunoassay “ECLIA” is intended for use on cobas e immunoassay analyzers.

Product Name Cat. No. Basic UDI-DI
FT3 Il CalSet 09077871190 761333601134A2

Intended Use:
FT3 111 CalSet is used for calibrating the quantitative Elecsys FT3 1l assay on cobas e immunoassay analyzers.

Risk Class: OA XB OC OD

Conformity Route: 1 Self-Declaration of Conformity (Class A)

O Self-Declaration of Conformity after Notified Body involvement for sterile
manufacturing conditions acc. Art. 48 (10) (Class A sterile)

Technical Documentation Assessment Class B/C — Annex 1X
O Technical Documentation Assessment Class D — Annex 1X
O Technical Documentation Assessment Class B/C/D for Self-Testing — Annex 1X

O Technical Documentation Assessment Class B/C/D for Near-Patient Testing — Annex
IX

O Technical Documentation Assessment Class C/D for Companion Diagnostics —
Annex IX
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Roche Diagnostics GmbH; Sandhofer StraRe 116; D-68305 Mannheim; Telefon +49-621-759-0; Telefax +49-621-759-2890

Sitz der Gesellschaft: Mannheim - Registergericht: AG Mannheim HRB 3962 - Geschaftsfiihrung: Dr. Claudia Fleischer; Clemens Schmid -
Aufsichtsratsvorsitzender: Dr. Thomas Schinecker



DocuSign Envelope ID: F31FE9CA-B837-420C-A54E-65BF89602A85

Certificates: EU QM Certificate No.: V12 010283 0639

0 EU Technical Documentation Assessment Certificate No. (Class D, Near-
Patient Testing, Self-Testing and Companion Diagnostics):

Other: 1 Common Specifications:
Notified Body (NB) Name: TOV Siid Product Service GmbH
NB Address: Ridlerstralle 65

80339 Munich

Germany
NB Ident. No.: 0123

to which this declaration relates fulfils the requirements of Regulation EU 2017/746 on in-vitro diagnostic medical
devices.

Mannheim, 7 August 2024

Roche Diagnostics GmbH

i.V./on behalf of the company ppa./on behalf of the company
DocuSigned by: DocuSigned by:
{ oS (an.!x.\ SMN/L S dbblll
5ES57330EEFE04C4... FC5EDEC1054B44C...
Dr. Klaus Riebel Dr. Stefan Scheib
Site Quality Head / Network Lead Penzberg Global Head of Regulatory Affairs, Core Lab
Contact address: Roche Diagnostics GmbH

Abt./Dept. Global Regulatory Affairs
Sandhofer Strasse 116
D-68305 Mannheim
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DocusSign Envelope ID: F57F8F0D-60E4-475A-947B-47E16E46C6D7

EU Declaration of Conformity

as per Annex IV of the Regulation EU 2017/746 on in-vitro diagnostic medical devices

Manufacturer: Roche Diagnostics GmbH

Address: Sandhofer Strasse 116
68305 Mannheim
Germany

Single Registration Number: DE-MF-000006260

Roche Diagnostics GmbH declares, under the sole responsibility, that the product/the product line

Product Name Cat. No. | Basic UDI-DI

Elecsys FT4 IV 09043276190 761333600839B8
Elecsys FT4 IV 09043284190 761333600909B4
Elecsys FT4 IV 09043284214 761333602939BT
Elecsys FT4 IV 09650547190 761333602872BL

Intended Use:
Immunoassay for the in vitro quantitative determination of free thyroxine in human serum and plasma.
The electrochemiluminescence immunoassay “ECLIA” is intended for use on cobas e immunoassay analyzers.

Product Name Cat. No. Basic UDI-DI
CalSet FT4 IV 09043292190 761333600910AM

Intended Use:
CalSet FT4 1V is used for calibrating the quantitative Elecsys FT4 IV assay on cobas e immunoassay analyzers.

Risk Class: OA XB OC OD

Conformity Route: ] Self-Declaration of Conformity (Class A)

O Self-Declaration of Conformity after Notified Body involvement for sterile
manufacturing conditions acc. Art. 48 (10) (Class A sterile)

Technical Documentation Assessment Class B/C — Annex 1X
O Technical Documentation Assessment Class D — Annex 1X
O Technical Documentation Assessment Class B/C/D for Self-Testing — Annex 1X

O Technical Documentation Assessment Class B/C/D for Near-Patient Testing — Annex
IX

1/2

Roche Diagnostics GmbH; Sandhofer StraRe 116; D-68305 Mannheim; Telefon +49-621-759-0; Telefax +49-621-759-2890

Sitz der Gesellschaft: Mannheim - Registergericht: AG Mannheim HRB 3962 - Geschaftsfiihrung: Dr. Claudia Fleischer; Clemens Schmid -
Aufsichtsratsvorsitzender: Dr. Thomas Schinecker



DocusSign Envelope ID: F57F8F0D-60E4-475A-947B-47E16E46C6D7

O Technical Documentation Assessment Class C/D for Companion Diagnostics —
Annex IX

Certificates: EU QM Certificate No.: V12 010283 0639

[0 EU Technical Documentation Assessment Certificate No. (Class D, Near-
Patient Testing, Self-Testing and Companion Diagnostics):

Other: 1 Common Specifications:
Notified Body (NB) Name: TUV Siid Product Service GmbH
NB Address: Ridlerstralie 65

80339 Munich

Germany
NB Ident. No.: 0123

to which this declaration relates fulfils the requirements of Regulation EU 2017/746 on in-vitro diagnostic medical
devices.

Mannheim, 12 August 2024

Roche Diagnostics GmbH

ppa./on behalf of the company ppa./on behalf of the company
DocuSigned by: DocuSigned by:
% Sﬁfm S dile
485913ABEB04408. . FC5EDEC1054B44C...
Dr. Peer Lorenz Dr. Stefan Scheib
Site Quality Head / Network Lead, Mannheim Global Head of Regulatory Affairs, Core Lab
Contact address: Roche Diagnostics GmbH

Abt./Dept. Global Regulatory Affairs
Sandhofer Strasse 116
D-68305 Mannheim
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DocuSign Envelope ID: 8BCF17E8-6C36-4FAE-A1DE-2FAAABABSD1A

EG-Konformitatserklarung/EC Declaration of Conformity

geméal Anhang IV der Richtlinie 98/79/EG des Europaischen Parlaments und des Rates vom

27. Oktober 1998 mit TUV SUD Product Service GmbH (Ridlerstrale 65, 80339 Miinchen, Germany) als Notified
Body (Nr. 0123)

as per Annex 1V of Directive 98/79/EC of the European Parliaments and Council of 27 October 1998 via TUV
SUD Product Service GmbH (Ridlerstrasse 65, 80339 Munich, Germany) as the Notified Body (No. 0123)

Hersteller/Manufacturer: Roche Diagnostics GmbH

Adresse/Address: Sandhofer Strasse 116
D-68305 Mannheim

Die Roche Diagnostics GmbH erklart, dass das Produkt/die Produktfamilie
Roche Diagnostics GmbH declares that the product/the product line

Produktname/Product name: Elecsys HBeAg
Art.-Nr./Cat. No.: 07027427190
Beschreibung/Description: Immunologischer In-vitro-Test zur qualitativen Bestimmung von

Hepatitis B e Antigen (HBeAg) in Humanserum und -plasma.

Der ElektroChemiLumineszenz ImmunoAssay “ECLIA" ist zur
Durchfiihrung an cobas e Immunoassay-Systemen vorgesehen.
Immunoassay for the in vitro qualitative determination of

hepatitis B e antigen (HBeAg) in human serum and plasma.

The electrochemiluminescence immunoassay ECLIA “is intended for
use on cobas e immunoassay analyzers.

auf das/die sich diese Erklarung bezieht, den Forderungen der Richtlinie 98/79/EG des Européischen Parlaments und
des Rates vom 27. Oktober 1998 (iber In-vitro-Diagnostica (bzw. seine Umsetzung in nationales Recht der
Mitgliedsstaaten in welchen das Produkt vermarktet werden soll) entspricht.

to which this declaration relates fulfils the requirements of Directive 98/79/EC of the European Parliament and Council
of 27 October 1998 on in-vitro diagnostic medical devices (and its relevant transposition into the national laws of the
Member States in which the device is intended to be placed on the market).

Mannheim, 21 September 2021

Roche Diagnostics GmbH

ppa./on behalf of the company ppa./on behalf of the company
DocuSigned by: DocuSigned by:
@lf Al Stefan Scheil
ATFOBAOFE91A46A... FC5EDEC1054B44C...
Ralf Zielenski Dr. Stefan Scheib
Head Q&R Compliance, PRRC RDG Director Global Regulatory Affairs
Centralised and Point of Care Solutions Centralised and Point of Care Solutions

Kontaktadresse/Contact address: Roche Diagnostics GmbH
Abt./Dept. Global Regulatory Affairs
Sandhofer Strasse 116
D-68305 Mannheim

11

Roche Diagnostics GmbH; Sandhofer Strasse 116; D-68305 Mannheim; Telefon +49-621-759-0; Telefax +49-621-759-2890

Sitz der Gesellschaft: Mannheim - Registergericht: AG Mannheim HRB 3962 - Geschéftsfiihrung: Claus Haberda; Andreas Schmitz -
Aufsichtsratsvorsitzender: Dr. Thomas Schinecker







DocusSign Envelope ID: 880DDAA7-2F57-414B-A92E-B48F178983D7

Amendment to VDD EC Declaration of Conformity

pursuant to Article 110 (3) of EU 2017/746 (IVDR) concerning in vitro diagnostic medical devices

Manufacturer: Roche Diagnostics GmbH

Address: Sandhofer Strasse 116
68305 Mannheim
Germany

This amendment is only valid in combination with the following EC Declaration of Conformity (IVDD):
Product Name: Elecsys HBsAg I

Cat. No.:
08814848190

Signed on: 15-Feb-2021

This Amendment confirms the validity of the aforementioned EC Declaration of Conformity (IVDD).
It considers clarification of scope statements, scope reductions and changes to the manufacturer
data initiated 26 May 2022 or later.

Description of change:
Addition of a new catalogue humber 08814848192 for a new package size (“multi pack/maxi pack”) of the
product Elecsys HBsAg II.

Intended Use:

Immunologischer In-vitro-Test zur qualitativen Bestimmung von Hepatitis-B Oberflichenantigen (HBsAg) in
Humanserum und -plasma.

Der ElektroChemiLumineszenz ImmunoAssay “ECLIA® ist zur Durchfiihrung an cobas e Immunoassay-Systemen
vorgesehen.

Immunoassay for the in vitro qualitative determination of hepatitis B surface antigen (HBsAQ) in human serum and
plasma.

The electrochemiluminescence immunoassay “ECLIA” is intended for use on cobas € immunoassay analyzers.

Mannheim, 18 August 2023

Roche Diagnostics GmbH

i.V./on behalf of the company ppa./on behalf of the company
DocuSigned by: DocuSigned by:
Cisting Sehmid. [Shfm Sdlib
E3965E80F3E840E... FC5EDEC1054B44C...
Dr. Christina Schmid Dr. Stefan Scheib
Head of Pre-Market Quality Core Lab Global Head of Regulatory Affairs, Core Lab
Contact address: Roche Diagnostics GmbH

Abt./Dept. Global Regulatory Affairs
Sandhofer Strasse 116
D-68305 Mannheim

Al

Roche Diagnostics GmbH; Sandhofer Strasse 116; D-68305 Mannheim; Telefon +49-621-759-0; Telefax +49-621-759-2890
Sitz der Gesellschaft: Mannheim - Registergericht: AG Mannheim HRB 3962 - Geschéftsfiihrung: Dr. Claudia Fleischer; Clemens Schmid -

Aufsichtsratsvorsitzender: Dr. Thomas Schinecker
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