DocuSign Envelope ID: CA6A95B2-7D7F-41AF-9526-7B04481E5FC5

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
Cell Wash Solution 11 / Acid Wash 04880307190 761333601331A6

Intended Use:
Cell Wash Solution 11 / Acid Wash is used as acid wash solution for reaction cells on Roche/Hitachi systems.

Product Name Cat. No. Basic UDI-DI
Sample Cleaner 2 05958024190 761333601392AS
Sample Cleaner 2 05968828190 761333601396B2

Intended Use:
Wash solution for sample probes on Roche/Hitachi cobas ¢ systems.

Product Name Cat. No. Basic UDI-DI
Acid Wash 08302723190 761333601545AT

Intended Use:
Acid Wash is used as acid wash solution for reaction cells on cobas ¢ analyzers.

Risk Class: XA OB 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)

O Technical Documentation Assessment Class B/C — Annex IX
] Technical Documentation Assessment Class D — Annex I1X

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

1/2

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

ghaftsfihrung: Dr. Claudia Fleischer; Clemens Schmid -

Aufsichtsratsvorsitzender: Dr. Thomas Schinecker
Digitally signed by Lazari Cristina
Date: 2025.02.11 11:45:34 EET eAlH
Reason: MoldSign Signature 7
Location: Moldova "



DocuSign Envelope ID: CA6A95B2-7D7F-41AF-9526-7B04481E5FC5

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

Certificates: O EU QM Certificate No.:

[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: N/A
NB Address: N/A
NB Ident. No.: N/A

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

Mannheim, 28 August 2024

Roche Diagnostics GmbH

ppa./on behalf of the company ppa./on behalf of the company
DocuSigned by: DocuSigned by:
@Lﬂ 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

2/2



DocusSign Envelope ID: 07CE4E05-6F6E-44C4-8DC8-227FD8C60B83

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
ALB2 03183688122 7613336002059R

Intended Use:
In vitro test for the quantitative determination of albumin in human serum and plasma on cobas ¢ and COBAS

INTEGRA systems.
Product Name Cat. No. Basic UDI-DI
ALB2 04657357190 761333600294AJ

Intended Use:
In vitro test for the quantitative determination of albumin in human serum and plasma on the cobas ¢ 111 system.

Product Name Cat. No. Basic UDI-DI
ALB2 05166861190 7613336003229W
ALB2 08056692190 761333600502A2

Intended Use:
In vitro test for the quantitative determination of albumin in human serum and plasma on cobas ¢ systems.

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

1/2

Roche Diagnostics GmbH; Sandhofer StralRe 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



DocusSign Envelope ID: 07CE4E05-6F6E-44C4-8DC8-227FD8C60B83

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

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: 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, 3 June 2024

Roche Diagnostics GmbH

i.V./on behalf of the company ppa./on behalf of the company
DocuSigned by: DocuSigned by:
Bumd Foltinar Stefan el
00ABEBBOE89341C... FC5EDEC1054B44C...
Dr. Bernd Réttinger Dr. Stefan Scheib
Head of Pre-Market Quality Point of Care Global Head of Regulatory Affairs, Core Lab
Contact address: Roche Diagnostics GmbH

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

2/2



12111705001@-CD

EG-Konformititserklirung/EC Declaration of Conformity

@

gemaf Anhang III der Richtlinie 98/79/EG des Européaischen Parlaments und des Rates vom

27. Oktober 1998

as per Annex III of Directive 98/79/EC of the European Parliaments and Council of 27 October 1998

Hersteller/ Manufacturer:

Adresse/Address:

@

1agnostics

Roche Diagnostics GmbH

Roche Centralized Diagnostics
Sandhofer Strafle 116
D-68305 Mannheim

Die Roche Diagnostics GmbH erklirt, dass das Produkt/die Produktfamilie (bei rezepturgleichen

Produkten)

Roche Diagnostics GmbH declares that the product/the product line (in case of products manufactured by

identical recipes)
Produktname/Product name:

Art.-Nr./Id. No.:

Beschreibung/Description:

ALTLP
04467388

In vitro Test zur quantitativen Bestimmung der Alaninaminotransferase
(ALT) mit Pyridoxalphosphataktivierung in Humanserum und -plasma
mit Roche/Hitachi cobas c Systemen.

In vitro test for the quantitative determination of alanine aminotransferase
(ALT) with pyridoxal phosphate activation in human serum and

plasma on Roche/Hitachi cobas c systems.

auf das/die sich diese Erkldrung 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-Diagnostica 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, % C )6 2(: “@/g

Roche Diagnostics GmbH
pa./on behalf of the company i. V./on behalf of the company
, . o
Dr. M. Thein A. Schenkel '
Head of Quality Management &  Head of Quality Assurance
Regulatory Affairs Centralized Diagnostics

Centralized Diagnostics

Kontaktadresse/Contact address:

Roche Diagnostics GmbH

Roche Centralized Diagnostics
Abt./Dept. Regulatory Affairs
Sandhofer Strafle 116
D-68305 Mannheim

Fax: +49 621/759 1448

altlp.doc-AJ]
Roche Centralized Diagnostics  Registergericht Mannheim Geschéftsfiihrung:
Sandhofer Strasse 116 HRB 3962 Dr. Jirgen Schwiezer, Vorsitzender
D-68305 Mannheim Aufsichtsrat: Dr. Manfred Baier,
Telefon +49-621-7590 Dr. Franz B. Humer, Vorsitzender Peter-Claus Schiller,
Telefax +49-621-7592890 Prof. Dr. Dr. Klaus Strein




Docusign Envelope ID: 5325DD25-20DC-4CCD-82B5-1EC849ED7CBA

EU Declaration of Conformity

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

Manufacturer:
Address:

Single Registration Number:

Roche Diagnostics GmbH

Sandhofer Strasse 116
68305 Mannheim
Germany

DE-MF-000006260

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

Product Name

Cat. No. Basic UDI-DI

AMYL2

03183742122 7613336002089X

Intended Use:

In vitro test for the quantitative determination of a-amylase in human serum, plasma and urine on cobas ¢ and COBAS

INTEGRA systems.
Product Name Cat. No. Basic UDI-DI
AMYL2 05167027190 761333600325A4
AMYL2 05167027214 761333600326 A6
AMYL2 08056811190 761333600507AC
AMYL2 08056811214 761333602604AR

Intended Use:

In vitro test for the quantitative determination of a-amylase in human serum, plasma and urine on cobas ¢ systems.

Product Name

Cat. No. Basic UDI-DI

AMYL2

05401496190 761333600085A7

Intended Use:

In vitro test for the quantitative determination of a-amylase in human serum, plasma and urine on the cobas ¢ 111

system.

Risk Class:

Conformity Route:

OA XB OC OD

[ 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

1/2

Roche Diagnostics GmbH; Sandhofer StraBe 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; Dr. Virginia Bastian
Aufsichtsratsvorsitzender: Dr. Thomas Schinecker



Docusign Envelope ID: 5325DD25-20DC-4CCD-82B5-1EC849ED7CBA

Certificates:

Other:

Notified Body (NB) Name:

NB Address:

NB Ident. No.:

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

O Technical Documentation Assessment Class D — 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

EU QM Certificate No.: V12 010283 0639

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

LI Common Specifications:

TUV Sud Product Service GmbH

Ridlerstralle 65
80339 Munich
Germany

0123

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

devices.

Mannheim, 6 December 2024

Roche Diagnostics GmbH

i.V./on behalf of the company

DocuSigned by:
‘ oS (Q)L!x.\
5E57330EEFE04CA4...

Dr. Klaus Riebel

ppa./on behalf of the company

DocuSigned by:

Stefan Selwib

FCS5EDEC1054B44C...

Dr. Stefan Scheib

Network Lead Site Head Penzberg & Cape Town Global Head of Regulatory Affairs, Core Lab

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

2/2



DocuSign Envelope ID: C7442A6B-FAFE-42F3-B7A5-BAA9A52D6CD4

EC 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: TBD (application filed; confirmation pending)
Authorized Representative: N/A
Address:
Single Registration Number: N/A

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

Product Name Cat. No. Basic UDI-DI

AST 05850819190 761333600364AE

ASTL 04657543190 761333600296 AN

ASTL 20764949322 7613336001629Y

ASTLP 04467493190 761333600266 AD

ASTPM 05531446190 761333600337AB

ASTP 08056838190 761333600509AG

Risk Class: OARBOCOD

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

B Technical Documentation Assessment Class B/C — Annex IX

O Technical Documentation Assessment Class D — Annex 1X

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

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

O Technical Documentation Assessment Class C/D for Companion
Diagnostics — Annex 1X

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

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

80339 Munich

Germany
NB Ident. No.: 0123

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



DocuSign Envelope ID: C7442A6B-FAFE-42F3-B7A5-BAA9A52D6CD4

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

Mannheim, 5 May 2021

Roche Diagnostics GmbH

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

@ég;a é(n/ {J;ath::; Hoch

0AFDA3CCO08B94CS... 18F3891ABF554FF ...

Ralf Zielenski Dr. Joachim Hoch

Head of Quality Director Global Regulatory Affairs
Centralised and Point of Care Solutions Centralised and Point of Care Solutions
Contact address: Roche Diagnostics GmbH

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

2/2







Docusign Envelope ID: 5325DD25-20DC-4CCD-82B5-1EC849ED7CBA

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

BILD2 05168384190 7613336003309V
BILD2 05168384214 7613336003319X
BILD2 08056951190 7613336005109Z
BILD2 08056951214 761333602675BG

Intended Use:
In vitro test for the quantitative determination of direct bilirubin in human serum and plasma on cobas ¢ systems.

Product Name Cat. No. Basic UDI-DI
BILD2 05589061190 761333600343A6

Intended Use:
In vitro test for the quantitative determination of direct bilirubin in human serum and plasma on cobas ¢ and COBAS

INTEGRA systems.
Product Name Cat. No. Basic UDI-DI
BILD2 05589134190 761333600344A8

Intended Use:
In vitro test for the quantitative determination of direct bilirubin in human serum and plasma on the cobas ¢ 111 system.

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

1/2

Roche Diagnostics GmbH; Sandhofer StraBe 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; Dr. Virginia Bastian
Aufsichtsratsvorsitzender: Dr. Thomas Schinecker



Docusign Envelope ID: 5325DD25-20DC-4CCD-82B5-1EC849ED7CBA

Certificates:

Other:

Notified Body (NB) Name:

NB Address:

NB Ident. No.:

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

O Technical Documentation Assessment Class D — 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

EU QM Certificate No.: V12 010283 0639

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

LI Common Specifications:

TUV Sud Product Service GmbH

Ridlerstralle 65
80339 Munich
Germany

0123

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

devices.

Mannheim, 6 December 2024

Roche Diagnostics GmbH

i.V./on behalf of the company

DocuSigned by:
‘ oS (Q)L!x.\
5E57330EEFE04CA4...

Dr. Klaus Riebel

ppa./on behalf of the company

(St St

FCS5EDEC1054B44C...

Dr. Stefan Scheib

Network Lead Site Head Penzberg & Cape Town Global Head of Regulatory Affairs, Core Lab

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

2/2



DocusSign Envelope ID: EBC71A41-B1DC-4486-90B1-D9F3A96A9739

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
BILT3 05795397190 761333600348AG

Intended Use:
In vitro test for the quantitative determination of total bilirubin in serum and plasma of adults and neonates
on cobas ¢ and COBAS INTEGRA systems.

Product Name Cat. No. Basic UDI-DI
BILT3 05795419190 761333600349AJ
BILT3 08056960190 761333600511A3

Intended Use:
In vitro test for the quantitative determination of total bilirubin in serum and plasma of adults and neonates on
cobas ¢ systems.

Product Name Cat. No. Basic UDI-DI
BILT3 05795648190 761333600350A3

Intended Use:
In vitro test for the quantitative determination of total bilirubin in serum and plasma of adults and neonates on
the cobas ¢ 111 system.

Risk Class: [(JAXIB[]C[ID

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 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 1X
[] Technical Documentation Assessment Class C/D for Companion
Diagnostics — Annex IX

1/2

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



DocusSign Envelope ID: EBC71A41-B1DC-4486-90B1-D9F3A96A9739

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: Ridlerstrale 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, 10 November 2023

Roche Diagnostics GmbH

i.V./on behalf of the company ppa./on behalf of the company
DocuSigned by: DocuSigned by:
Unieking Sdamid. Sﬁfm S du/ul
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

2/2



12111705001®

9

EG-Konformititserklarung/EC Declaration of Conformity =
gemifS Anhang 111 der Richtlinie 98/79/EG des Europiischen Parlaments und des Rates vom ;fi
27. Oktober 1998 Sawd
as per Annex III of Directive 98/79/EC of the European Parliaments and Council of 27 October 1998 -
an
Hersteller/Manufacturer: Roche Diagnostics GmbH ;;
Adresse/Address: Roche Centralized Diagnostics ;jf
Sandhofer Strafle 116 -
D-68305 Mannheim
Die Roche Diagnostics GmbH erklart, dass das Produkt/die Produktfamilie (bei rezepturgleichen
Produkten)
Roche Diagnostics GmbH declares that the product/the product line (in case of products manufactured by
identical recipes)
Produktname/Product name: UA2
Uric Acid ver.2
Art.-Nr./Id. No.: 03183807
Beschreibung/Description (1): Die Kassette COBAS INTEGRA Uric Acid ver. 2 (UA2) enthilt ein
In-vitro-Diagnostikum zur quantitativen Bestimmung der
Harnsiurekonzentration in Serum, Plasma und Urin mit COBAS
INTEGRA Systemen. Diese Testanleitung beschreibt die
Anwendungen fiir Serum, Plasma (Test UA2, 0-615) und Urin (Test
UAU2, 0-515).
The cassette COBAS INTEGRA Uric Acid ver.2 (UA2) contains an in
vitro diagnostic reagent system intended for use on COBAS INTEGRA
systems for the quantitative determination of the uric acid concentration
in serum, plasma, and urine. This method sheet describes the application
for serum, plasma (test UA2, 0-615), and urine (test UAU2, 0-515).
Beschreibung/Description (2): In vitro Test zur quantitativen Bestimmung von Harnsédure
in Humanserum, -plasma und -urin mit Roche/Hitachi cobas ¢
Systemen.
In vitro test for the quantitative determination of uric acid in human serum,
plasma and urine on Roche/Hitachi cobas c systems.
auf das/die sich diese Erklarung 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) tiber In-vitro-Diagnostica 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,(;z %06? ZOOQD
§ Roche Diagnostics GppbH
1 ppa./@behﬁzlfofthe ompany i. V./on,behalf of the company
Dr. M. Thein A. Schenkel
Head of Quality Management &  Head of Quality Operations
Regulatory Affairs Centralized Diagnostics
Centralized Diagnostics
Kontaktadresse/ Contact address: ~ Roche Centralized Diagnostics
Abt./Dept. Regulatory Affairs
Sandhofer Strafle 116
D-68305 Mannheim
Fax: +49 621/759 1448
ua2_neuw.doc-AJ
Roche Diagnostics GmbH Roche Centralized Diagnostics  Registergericht Mannheim Geschaftsfiihrung:
Sandhofer Strasse 116 HRB 3962 Dr. Jiirgen Schwiezer, Vorsitzender
D-68305 Mannheim Aufsichtsrat: Dr. Manfred Baier,
Telefon +49-621-7590 Dr. Franz B. Humer, Vorsitzender Jiirgen Redmann,
Telefax +49-621-7592890 Peter-Claus Schiller,

Prof. Dr. Dr. Klaus Strein



Docusign Envelope ID: 5325DD25-20DC-4CCD-82B5-1EC849ED7CBA

EU Declaration of Conformity

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

Manufacturer:
Address:

Single Registration Number:

Roche Diagnostics GmbH

Sandhofer Strasse 116
68305 Mannheim
Germany

DE-MF-000006260

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

Product Name Cat. No. Basic UDI-DI
ALP2 03333701190 7613336002329U
ALP2 03333752190 7613336002339W

Intended Use:

In vitro test for the quantitative determination of alkaline phosphatase in human serum and plasma on cobas ¢ and

COBAS INTEGRA systems.

Product Name Cat. No. Basic UDI-DI

ALP2 05166888190 7613336003239Y
ALP2 05166888214 761333600324A2
ALP2 08056757190 761333600505A8
ALP2 08056757214 761333602609B3

Intended Use:

In vitro test for the quantitative determination of alkaline phosphatase in human serum and plasma on cobas ¢ systems.

Product Name

Cat. No. Basic UDI-DI

ALP2S

04657373190 761333600295AL

Intended Use:

In vitro test for the quantitative determination of alkaline phosphatase in human serum and plasma on the cobas ¢ 111

system.

Risk Class:

Conformity Route:

OA XB OC OD

[ 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)

1/2

Roche Diagnostics GmbH; Sandhofer StraBe 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; Dr. Virginia Bastian
Aufsichtsratsvorsitzender: Dr. Thomas Schinecker



Docusign Envelope ID: 5325DD25-20DC-4CCD-82B5-1EC849ED7CBA

Certificates:

Other:

Notified Body (NB) Name:

NB Address:

NB Ident. No.:

Technical Documentation Assessment Class B/C — Annex I1X
[ Technical Documentation Assessment Class D — Annex IX
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

EU QM Certificate No.: V12 010283 0639

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

[J Common Specifications:

TUV Sud Product Service GmbH
Ridlerstralle 65

80339 Munich
Germany

0123

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

devices.

Mannheim, 6 December 2024

Roche Diagnostics GmbH

i.V./on behalf of the company

DocuSigned by:
‘ oS (Q)L!x.\
5E57330EEFE04CA4...

Dr. Klaus Riebel

ppa./on behalf of the company

DocuSigned by:

Stefan Selnib

FCS5EDEC1054B44C...

Dr. Stefan Scheib

Network Lead Site Head Penzberg & Cape Town 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: 6BC74399-233D-4CFB-BBF0-E3B57CD6A679

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

CA2 05168449190 7613336003329Z
CA2 05168449214 761333600333A3
CA2 08057427190 761333600512A5
CA2 08057427214 761333602610AL

Intended Use:
In vitro test for the quantitative determination of calcium in human serum, plasma and urine on cobas ¢ systems.

Product Name Cat. No. Basic UDI-DI
CA2 05061482190 7613336003139V

Intended Use:
In vitro test for the quantitative determination of calcium in human serum, plasma and urine on cobas ¢c and COBAS

INTEGRA systems.
Product Name Cat. No. Basic UDI-DI
CA2 05061504190 7613336003149X

Intended Use:
In vitro test for the quantitative determination of calcium in human serum, plasma, and urine on the cobas ¢ 111 system.

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

1/2

Roche Diagnostics GmbH; Sandhofer StraBe 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; Dr. Virginia Bastian
Aufsichtsratsvorsitzender: Dr. Thomas Schinecker



DocusSign Envelope ID: 6BC74399-233D-4CFB-BBF0-E3B57CD6A679

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

O Technical Documentation Assessment Class D — 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

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: LI Common Specifications:
Notified Body (NB) Name: TOV 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, 10 October 2024

Roche Diagnostics GmbH

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

DocuSigned by: DocuSigned by:
{ oas Qithd Stefan Sclueib

S5E57330EEFE04CA4... FC5EDEC1054B44C...
Dr. Klaus Riebel Dr. Stefan Scheib
Network Lead Site Head Penzberg & Cape Town 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: 712B7C75-0B02-4396-A964-EDBD59547B43

EU Declaration of Conformity

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

Manufacturer:
Address:

Single Registration Number:

Roche Diagnostics GmbH
Sandhofer Strasse 116
68305 Mannheim
Germany

DE-MF-000006260

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

Product Name Cat. No. Basic UDI-DI
C.f.a.s. Lipids 12172623122 761333600758B7
C.f.a.s. Lipids 12172623160 761333600761AU

Intended Use:

C.f.a.s. (Calibrator for automated systems) Lipids is for use in the calibration of quantitative Roche methods
on Roche clinical chemistry analyzers as specified in the value sheets.

Risk Class:

Conformity Route:

Certificates:

Other:

Notified Body (NB) Name:
NB Address:

NB Ident. No.:

[JAXIB[]C[ID

] 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 I1X

[] Technical Documentation Assessment Class D — Annex I1X

[] 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 1X

X] EU QM Certificate No.: V12 010283 0639

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

] Common Specifications:

TUV Siid Product Service GmbH
RidlerstraBe 65

80339 Munich

Germany

0123

1/2

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: 712B7C75-0B02-4396-A964-EDBD59547B43

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

Mannheim, 12 July 2023

Roche Diagnostics GmbH

i.V./on behalf of the company ppa./on behalf of the company
DocuSigned by: DocuSigned by:
Unieking Sdamid. Sﬁfm S du/al
E3965E80F3E840E... FC5EDEC1054B44cC...
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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DocusSign Envelope ID: 6BC74399-233D-4CFB-BBF0-E3B57CD6A679

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
CHOL2 05168538190 76133360000299
CHOL2 08057443190 761333600514A9
CHOL2 05168538214 761333600717AR
CHOL2 08057443214 761333602657BE

Intended Use:
In vitro test for the quantitative determination of cholesterol in human serum and plasma on cobas ¢ systems.

Product Name Cat. No. Basic UDI-DI
CHOL2 03039773190 7613336002049P

Intended Use:
In vitro test for the quantitative determination of cholesterol in human serum and plasma on cobas ¢ and COBAS

INTEGRA systems.
Product Name Cat. No. Basic UDI-DI
CHOL2 04718917190 7613336003039S

Intended Use:
In vitro test for the quantitative determination of cholesterol in human serum and plasma on the cobas ¢ 111 system.

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)

1/2

Roche Diagnostics GmbH; Sandhofer StraBe 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; Dr. Virginia Bastian
Aufsichtsratsvorsitzender: Dr. Thomas Schinecker



DocusSign Envelope ID: 6BC74399-233D-4CFB-BBF0-E3B57CD6A679

Technical Documentation Assessment Class B/C — Annex I1X
[ Technical Documentation Assessment Class D — Annex IX
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

Certificates: EU QM Certificate No.: V12 010283 0639

1 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, 10 October 2024

Roche Diagnostics GmbH

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

DocuSigned by: DocuSigned by:

5ES57330EEFE04C4... FC5EDEC1054B44C...
Dr. Klaus Riebel Dr. Stefan Scheib
Network Lead Site Head Penzberg & Cape Town 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-Konformitéitserkléirung/EC Declaration of Conformity

gemil Anhang III der Richtlinie 98/79/EG des Européischen Parlaments und des Rates vom 27. Oktober 1998
as per Annex Il 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: CK
Creatine Kinase

Art.-Nr./Cat. No.: 07190794190

Beschreibung/Description (1):

In-vitro-Test zur quantitativen Bestimmung von Creatinkinase (CK) in Humanserum und -plasma mit
Roche/Hitachi cobas ¢ Systemen.

In vitro test for the quantitative determination of creatine kinase (CK) in human serum and plasma on
Roche/Hitachi cobas c systems.

Beschreibung/Description (2): .

In-vitro-Test zur quantitativen Bestimmung von Creatinkinase (CK) in Humanserum und -plasma mit
COBAS INTEGRA Systemen.

In vitro test for the quantitative determination of creatine kinase (CK) in human serum and plasma on
COBAS INTEGRA systems.

auf das/die sich diese Erklarung 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, 19 April 2016
Roche Diagnostics GmbH

ppa./gn behalf df the company

[
A \M ¢ :
RAIf ZieXehski Dr. Peter Martin =~ >
Head of Quality Senior Director Global Regulatory Affairs

Centralised and Point of Care Solutions Centralised and Point of Care Solutions

ppa./on behalf

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: Dr. Ursula Redeker, Sprecherin; Edgar Vieth -
Aufsichtsratsvorsitzender: Dr. Severin Schwan



EG-Konformititserklarung/EC Declaration of Conformity

gemiB Anhang I1I der Richtlinie 98/79/EG des Europiischen Parlaments und des Rates vom 27. Oktober 1998
as per Annex IlI of Directive 98/79/EC of the European Parliament and Council of 27 October 1998

und/and

gemiB Anhang VI der Richtlinie 2011/65/EU des Europiischen Parlaments und des Rates vom 8. Juni 2011
as per Annex VI of Directive 2011/65/EU of the European Parliament and Council of 8 June 2011

Herstellet/Manufacturer: Hitachi High-Technologies Corporation
1-24-14 Nishi-Shimbashi, Minato-ku
Tokyo 105-8717

Japan

Authorized Representative: Roche Diagnostics GmbH
Sandhofer Strasse 116
68305 Mannheim
Germany

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

Produktname/Product name: Cl Electrode
Art.-Nr./Id. No.: 03246353001
Beschreibung/Description: Ionen-selektive Elektrode in Kombination mit ISE Modulen der

Roche/Hitachi Analysenautomaten zur quantitative Bestimmung
von Chlorid in Serum, Plasma oder Urin.

Ion-selective electrode to be used with ISE modules of
Roche/Hitachi analyzer for quantitative determination of
chloride in serum, plasma or urine.

auf das/die sich diese Erkldrung bezieht, den Forderungen der Richtlinie 98/79/EG des Europidischen Parlaments
und des Rates vom 27. Oktober 1998 iiber 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).

und/and
ADb Serien-Nr./Starting with
Serial No.: E3000

1/2

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

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



EG-Konformitiitserklirung/EC Declaration of Conformity

gemiB Anhang III der Richtlinie 98/79/EG des Europédischen Parlaments und des Rates vom 27. Oktober 1998
as per Annex 111 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 erklért, dass das Produkt/die Produktfamilie
Roche Diagnostics GmbH declares that the product/the product line

Produktname/Product name: HDLC4
HDL-Cholesterol Gen.4
Art.-Nr./Cat. No.: 07528566190
Beschreibung/Description: In-vitro-Test zur quantitativen Bestimmung der HDL-

Cholesterinkonzentration in Humanserum und -plasma mit
Roche/Hitachi cobas ¢ Systemen.

In vitro diagnostic test for the quantitative determination of the
HDL-cholesterol concentration in human serum and plasma on
Roche/Hitachi cobas c systems.

auf das/die sich diese Erkldrung bezieht, den Forderungen der Richtlinie 98/79/EG des Europiischen Parlaments
und des Rates vom 27. Oktober 1998 iiber 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, 19 January 2017

Roche Diagnostics GmbH
ppa./on behalf of the company ppa./on behalf of the company

‘ U’( . W %/\ A
Ralf Zielenski J Dr. Peter Martin
Head of Quality Senior 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

mn

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. Ursula Redeker, Sprecherin; Edgar Vieth -
Aufsichtsratsvorsitzender: Dr. Severin Schwan



Docusign Envelope ID: 5325DD25-20DC-4CCD-82B5-1EC849ED7CBA

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
IRON2 03183696122 7613336002069T
IRON2 10059605190 761333602919BM

Intended Use:

In vitro test for the quantitative determination of iron in human serum and plasma on cobas ¢ and COBAS INTEGRA systems.

Product Name Cat. No. Basic UDI-DI

IRON2 05169291190 7613336000309E
IRON2 05169291214 7613336000329J
IRON2 08057931190 761333600531A9

Intended Use:
In vitro test for the quantitative determination of iron in human serum and plasma on cobas c systems.

Product Name Cat. No. Basic UDI-DI
IRON2 05401658190 761333600088AD

Intended Use:
In vitro test for the quantitative determination of iron in human serum and plasma on the cobas ¢ 111 system.

Risk Class: OA XB OC OD

Conformity Route: (1 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 IX

[ Technical Documentation Assessment Class D — Annex IX
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Roche Diagnostics GmbH; Sandhofer StraBe 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; Dr. Virginia Bastian
Aufsichtsratsvorsitzender: Dr. Thomas Schinecker



Docusign Envelope ID: 5325DD25-20DC-4CCD-82B5-1EC849ED7CBA

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

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

Certificates: EU QM Certificate No.: V12 010283 0639

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

Other: [J 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, 6 December 2024

Roche Diagnostics GmbH

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

DocuSigned by: DocuSigned by:
[ oas Qithd Stefa Sclueib

5E57330EEFE04C4... FC5EDEC1054B44cC...
Dr. Klaus Riebel Dr. Stefan Scheib
Network Lead Site Head Penzberg & Cape Town 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 I1I der Richtlinie 98/79/EG des Europidischen Parlaments und des Rates vom 27. Oktober 1998
as per Annex I of Directive 98/79/EC of the European Parliament and Council of 27 October 1998

und/and

gemiB Anhang VI der Richtlinie 2011/65/EU des Europiischen Parlaments und des Rates vom 8. Juni 2011
as per Annex VI of Directive 2011/65/EU of the European Parliament and Council of 8 June 2011

Herstellet/Manufacturer: Hitachi High-Technologies Corporation
1-24-14 Nishi-Shimbashi, Minato-ku
Tokyo 105-8717
Japan

Authorized Representative: Roche Diagnostics GmbH
Sandhofer Strasse 116
68305 Mannheim
Germany

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

Produktname/Product name: K Electrode
Art.-Nr./Id. No.: 10825441001
Beschreibung/Description: Ionen-selektive Elektrode in Kombination mit ISE Modulen der

Roche/Hitachi Analysenautomaten zur quantitative Bestimmung
von Kalium in Serum, Plasma oder Urin.

Ion-selective electrode to be used with ISE modules of
Roche/Hitachi analyzer for quantitative determination of
potassium in serum, plasma or urine.

auf das/die sich diese Erklirung bezieht, den Forderungen der Richtlinie 98/79/EG des Europdischen Parlaments
und des Rates vom 27. Oktober 1998 iiber 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).

und/and
Ab Serien-Nr./Starting with
Serial No.: Y4300

1Al

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

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



auf das/die sich diese Erklirung bezieht, den Forderungen der Richtlinie 2011/65/EU inklusive Artikel 4 des
Europiischen Parlaments und des Rates vom 8. Juni 2011 betreffend Beschriankung der Verwendung bestimmter
gefihrlicher Stoffe gemiss Anhang II (Blei, Quecksilber, Cadmium, Sechswertiges Chrom, Polybromierte
Biphenyle and Polybromierte Diphenylether) in Elektro- und Elektronikgeriten (bzw. seine Umsetzung in
nationales Recht der Mitgliedsstaaten in welchen das Produkt vermarktet werden soll) entspricht.

to which this declaration relates fulfills the requirements of Directive 2011/65/EU including Article 4 of the
European Parliament and Council of 8 June 2011 on the restriction of the use of certain hazardous substances
according Annex Il (lead, mercury, hexavalent chromium, cadmium, polybrominated biphenyls and
polybrominated diphenyl ethers) in electrical and electronic equipment (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, 27 July 2016
Roche Diagnostics GmbH

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

\ /
| |

C (i (=

Ralf Zielenski z Dr. Peter‘lVEnin—/\”m/
Head of Quality i Senior Director Global Regulatory Affar

\

Centralised and Point of Care Si)lutions Centralised and Point of Care Solutions

Kontaktadresse/Contact address: Roche Diagnostics GmbH
Abt./Dept. Global Regulatory Affairs
Sandhofer Strasse 116
68305 Mannheim
Germany
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Roche Diagnostics GmbH; Sandhofer Strasse 116; 68305 Mannheim; Germany, Telefon +49-621-759-0; Telefax +49-621-759-2890

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



Docusign Envelope ID: 5325DD25-20DC-4CCD-82B5-1EC849ED7CBA

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
LDLC3 07005717190 761333600237A6

Intended Use:
In vitro test for the quantitative determination of LDL-cholesterol in human serum and plasma on cobas ¢ and COBAS

INTEGRA systems.
Product Name Cat. No. Basic UDI-DI
LDLC3 07005768190 761333600238A8
LDLC3 07005768214 7613336002409T
LDLC3 08057966190 761333600533AD
LDLC3 08057966214 761333602846BK

Intended Use:
In vitro test for the quantitative determination of LDL-cholesterol in human serum and plasma on cobas ¢ systems.

Product Name Cat. No. Basic UDI-DI
LDLC3 07005806190 7613336002419V

Intended Use:
In vitro test for the quantitative determination of LDL-cholesterol in human serum and plasma on the cobas ¢ 111 system.

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 I1X

1/2

Roche Diagnostics GmbH; Sandhofer StraBe 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; Dr. Virginia Bastian
Aufsichtsratsvorsitzender: Dr. Thomas Schinecker



Docusign Envelope ID: 5325DD25-20DC-4CCD-82B5-1EC849ED7CBA

Certificates:

Other:

Notified Body (NB) Name:

NB Address:

NB Ident. No.:

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

O Technical Documentation Assessment Class D — Annex 1X

[ 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

EU QM Certificate No.: V12 010283 0639

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

1 Common Specifications:

TUV Sid Product Service GmbH

Ridlerstralie 65
80339 Munich
Germany

0123

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

devices.

Mannheim, 6 December 2024

Roche Diagnostics GmbH

i.V./on behalf of the company

DocuSigned by:
‘ oS (Q)L!x.\
5E57330EEFE04CA4...

Dr. Klaus Riebel

ppa./on behalf of the company

DocuSigned by:

Stefan Selnib

FCS5EDEC1054B44C...

Dr. Stefan Scheib

Network Lead Site Head Penzberg & Cape Town 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: 5325DD25-20DC-4CCD-82B5-1EC849ED7CBA

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

MG2 06407358190 761333600188AJ
MG2 06407358214 761333600790B3
MG2 08058016190 7613336000099P
MG2 08058016214 761333602595BH

Intended Use:
In vitro test for the quantitative determination of magnesium in human serum, plasma and urine on cobas ¢ systems.

Product Name Cat. No. Basic UDI-DI
MG2 06481647190 761333600193AB

Intended Use:
In vitro test for the quantitative determination of magnesium in human serum, plasma and urine on cobas ¢ and COBAS

INTEGRA systems.
Product Name Cat. No. Basic UDI-DI
MG2 08900019190 761333600702AC

Intended Use:
In vitro test for the quantitative determination of magnesium in human serum, plasma and urine on the cobas ¢ 111 system.

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 I1X
O Technical Documentation Assessment Class D — Annex X

1/2

Roche Diagnostics GmbH; Sandhofer StraBe 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; Dr. Virginia Bastian
Aufsichtsratsvorsitzender: Dr. Thomas Schinecker



Docusign Envelope ID: 5325DD25-20DC-4CCD-82B5-1EC849ED7CBA

Certificates:

Other:

Notified Body (NB) Name:

NB Address:

NB Ident. No.:

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

LI 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

EU QM Certificate No.: V12 010283 0639

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

] Common Specifications:

TUV Sud Product Service GmbH

Ridlerstralle 65
80339 Munich
Germany

0123

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

devices.
Mannheim, 6 December 2024

Roche Diagnostics GmbH

i.V./on behalf of the company

DocuSigned by:
‘ oS (Q)L!x.\
5E57330EEFE04CA4...

Dr. Klaus Riebel

ppa./on behalf of the company

DocuSigned by:

Stefan Selwib

FCS5EDEC1054B44C...

Dr. Stefan Scheib

Network Lead Site Head Penzberg & Cape Town Global Head of Regulatory Affairs, Core Lab

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

2/2



EG-Konformititserklirung/EC Declaration of Conformity

gemiB Anhang I1I der Richtlinie 98/79/EG des Europiischen Parlaments und des Rates vom 27. Oktober 1998
as per Annex III of Directive 98/79/EC of the European Parliament and Council of 27 October 1998

und/and

gemiB Anhang VI der Richtlinie 2011/65/EU des Europdischen Parlaments und des Rates vom 8. Juni 2011
as per Annex VI of Directive 2011/65/EU of the European Parliament and Council of 8 June 2011

Herstellet/Manufacturer: Hitachi High-Technologies Corporation
1-24-14 Nishi-Shimbashi, Minato-ku
Tokyo 105-8717
Japan

Authorized Representative: Roche Diagnostics GmbH
Sandhofer Strasse 116
68305 Mannheim
Germany

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

Produktname/Product name: Na Electrode
Art.-Nr./ld. No.: 10825468001
Beschreibung/Description: Ionen-selektive Elektrode in Kombination mit ISE Modulen der

Roche/Hitachi Analysenautomaten zur quantitative Bestimmung
von Natrium in Serum, Plasma oder Urin.

Ion-selective electrode to be used with ISE modules of
Roche/Hitachi analyzer for quantitative determination of
sodium in serum, plasma or urine.

auf das/die sich diese Erklarung bezieht, den Forderungen der Richtlinie 98/79/EG des Europdischen Parlaments
und des Rates vom 27. Oktober 1998 iiber 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).

und/and
Ab Serien-Nr./Starting with
Serial No.: Q5700

1/2

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

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



auf das/die sich diese Erkldrung bezieht, den Forderungen der Richtlinie 2011/65/EU inklusive Artikel 4 des
Europiischen Parlaments und des Rates vom 8. Juni 2011 betreffend Beschrinkung der Verwendung bestimmter
gefihrlicher Stoffe gemiss Anhang II (Blei, Quecksilber, Cadmium, Sechswertiges Chrom, Polybromierte
Biphenyle and Polybromierte Diphenylether) in Elektro- und Elektronikgeriten (bzw. seine Umsetzung in
nationales Recht der Mitgliedsstaaten in welchen das Produkt vermarktet werden soll) entspricht.

to which this declaration relates fulfills the requirements of Directive 2011/65/EU including Article 4 of the
European Parliament and Council of 8 June 2011 on the restriction of the use of certain hazardous substances
according Annex II (lead, mercury, hexavalent chromium, cadmium, polybrominated biphenyls and
polybrominated diphenyl ethers) in electrical and electronic equipment (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, 27 July 2016
Roche Diagnostics GmbH

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

v/ , .
TAY; / -

(. (L4 _"‘i(x"'t”k, i —

Ralf Zielenski Dr. Peter Martin
Head of Quality " Senior 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
68305 Mannheim
Germany
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Roche Diagnostics GmbH; Sandhofer Strasse 116; 68305 Mannheim; Germany, Telefon +49-621-759-0; Telefax +49-621-759-2890

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



EG-Konformititserklirung/EC Declaration of Conformity

gemif Anhang III der Richtlinie 98/79/EG des Européischen Parlaments und des Rates vom 27. Oktober 1998
as per Annex Il of Directive 98/79/EC of the European Parliament and Council of 27 October 1998

und/and

gemill Anhang VI der Richtlinie 2011/65/EU des Europdischen Parlaments und des Rates vom 8. Juni 2011
as per Annex VI of Directive 2011/65/EU of the European Parliament and Council of 8 June 2011

Herstellet/Manufacturer: Hitachi High-Technologies Corporation
1-24-14 Nishi-Shimbashi, Minato-ku
Tokyo 105-8717
Japan

Authorized Representative: Roche Diagnostics GmbH
Sandhofer Strasse 116
68305 Mannheim
Germany

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

Produktname/Product name: REF Electrode
Art.-Nr./ld. No.: 03149501001
Beschreibung/Description: ISE Referenz Elektrode zur Verwendung mit ISE Modulen der

Roche/Hitachi Analysenautomaten.
ISE reference electrode to be used with ISE modules of
Roche/Hitachi analyzer.

auf das/die sich diese Erkldrung bezieht, den Forderungen der Richtlinie 98/79/EG des Europdischen Parlaments
und des Rates vom 27. Oktober 1998 iiber 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).

und/and
Ab Serien-Nr./Starting with
Serial No.: L9600

auf das/die sich diese Erkldrung bezieht, den Forderungen der Richtlinie 2011/65/EU inklusive Artikel 4 des
Europiischen Parlaments und des Rates vom 8. Juni 2011 betreffend Beschrinkung der Verwendung bestimmter
gefihrlicher Stoffe gemiss Anhang II (Blei, Quecksilber, Cadmium, Sechswertiges Chrom, Polybromierte
Biphenyle and Polybromierte Diphenylether) in Elektro- und Elektronikgeriten (bzw. seine Umsetzung in
nationales Recht der Mitgliedsstaaten in welchen das Produkt vermarktet werden soll) entspricht.

11

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

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



to which this declaration relates fulfills the requirements of Directive 2011/65/EU including Article 4 of the
European Parliament and Council of 8 June 2011 on the restriction of the use of certain hazardous substances
according Annex Il (lead, mercury, hexavalent chromium, cadmium, polybrominated biphenyls and
polybrominated diphenyl ethers) in electrical and electronic equipment (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, 27 July 2016

Roche Diagnostics GmbH

ppa./on behalf of the company ppa./on behalf of the company
i V. -
y 7 4 y D) p P
(. (Ol - ="
Ralf Zielenski 1 Dr. Peter Martin
Head of Quality | Senior Director Global Regulatory Affairs
Centralised and Point of Care Solu‘t'{ons Centralised and Point of Care Solutions
Kontaktadresse/Contact address: Roche Diagnostics GmbH
Abt./Dept. Global Regulatory Affairs
Sandhofer Strasse 116
68305 Mannheim
Germany
2/2

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

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



DocusSign Envelope ID: 6BC74399-233D-4CFB-BBF0-E3B57CD6A679

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

TRIGL 05171407190 761333600049A3
TRIGL 05171407214 761333600726AS
TRIGL 08058687190 7613336000199S
TRIGL 08058687214 761333602599BR

Intended Use:
In vitro test for the quantitative determination of triglycerides in human serum and plasma on cobas ¢ systems.

Product Name Cat. No. Basic UDI-DI
TRIGL 20767107322 761333600168AC

Intended Use:
In vitro test for the quantitative determination of triglycerides in human serum and plasma on cobas ¢ and COBAS

INTEGRA systems.
Product Name Cat. No. Basic UDI-DI
TRIGL 04657594190 761333600298AS

Intended Use:
In vitro test for the quantitative determination of triglycerides in human serum and plasma on the cobas ¢ 111 system.

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)
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Roche Diagnostics GmbH; Sandhofer StraBe 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; Dr. Virginia Bastian
Aufsichtsratsvorsitzender: Dr. Thomas Schinecker



DocuSign Envelope ID: A46F0C55-F86B-4510-8896-2DE4148C19D3

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
Calibrator for automated systems 10759350190 761333600704AG

Intended Use:
Calibrator for automated systems (C.f.a.s.) is for use in the calibration of quantitative Roche methods on Roche
clinical chemistry analyzers as specified in the value sheets.

Product Name Cat. No. Basic UDI-DI
Calibrator for automated systems 10759350360 761333600705AJ

Intended Use:
Calibrator for automated systems (C.f.a.s.) is intended for use in the calibration of quantitative Roche methods
on Roche clinical chemistry analyzers as specified in the value sheets.

Risk Class: (OJABXIC[]D

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 IX
[] 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:
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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: A46F0C55-F86B-4510-8896-2DE4148C19D3

Notified Body (NB) Name: TUV Siid Product Service GmbH
NB Address: Ridlerstrale 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, 1 August 2023

Roche Diagnostics GmbH

i.V./on behalf of the company ppa./on behalf of the company
DocusSigned by: DocuSigned by:
[ Slltfm Sclaib
E3965E80F3ES840E... 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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DocusSign Envelope ID: 6BC74399-233D-4CFB-BBF0-E3B57CD6A679

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

CREJ2 06407137190 761333600186AE
CREJ2 06407137214 761333600187AG
CREJ2 08057532190 761333600520A4
CREJ2 08057532214 761333602600AH

Intended Use:
In vitro test for the quantitative determination of creatinine in human serum, plasma and urine on cobas ¢ systems.

Product Name Cat. No. Basic UDI-DI
CREJ2 04810716190 7613336003059W

Intended Use:
In vitro test for the quantitative determination of creatinine in human serum, plasma and urine on cobas ¢ and COBAS

INTEGRA systems.
Product Name Cat. No. Basic UDI-DI
CREJ2 05401755190 761333600093A6

Intended Use:
In vitro test for the quantitative determination of creatinine in human serum, plasma and urine on the cobas ¢ 111

system.
Risk Class: LA 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)

X Technical Documentation Assessment Class B/C — Annex 1X
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Roche Diagnostics GmbH; Sandhofer StralRe 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. Claudia Fleischer; Dr. Virginia Bastian
Aufsichtsratsvorsitzender: Dr. Thomas Schinecker



DocusSign Envelope ID: 6BC74399-233D-4CFB-BBF0-E3B57CD6A679

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

O Technical Documentation Assessment Class D — 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

Certificates: EU QM Certificate No.: V12 010283 0639

1 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: 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, 10 October 2024

Roche Diagnostics GmbH

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

DocuSigned by: DocuSigned by:
{ oas Qithd Stefan Sclueib

5E57330EEFE04CA4... FC5EDEC1054B44C...
Dr. Klaus Riebel Dr. Stefan Scheib
Network Lead Site Head Penzberg & Cape Town 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: 107DFF14-00BF-4508-8C4B-7EF54FD5A731

EU Declaration of Conformity

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

Manufacturer:
Address:

Single Registration Number:

Roche Diagnostics GmbH

Sandhofer Strasse 116
68305 Mannheim
Germany

DE-MF-000006260

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

Product Name

Cat. No. Basic UDI-DI

ECO-D

05422485190 761333601366AR

Intended Use:

EcoTergent is an additive to the reaction bath to reduce surface tension on cobas ¢ 311 systems.

Product Name Cat. No. Basic UDI-DI

ECO-D 05907543190 761333601389B5
ECO-D 05907543214 761333601390AN
ECO-D 06544410190 761333601435AK
ECO-D 08063354190 761333601533AL
ECO-D 08063354214 761333602591B9

Intended Use:

EcoTergent is an additive to the reaction bath to reduce surface tension on cobas ¢ systems.

Risk Class:

Conformity Route:

XA OB OOC OD

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 I1X
O Technical Documentation Assessment Class D — Annex X
O Technical Documentation Assessment Class B/C/D for Self-Testing — Annex IX

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 StraBe 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; Dr. Virginia Bastian
Aufsichtsratsvorsitzender: Dr. Thomas Schinecker



Docusign Envelope ID: 107DFF14-00BF-4508-8C4B-7EF54FD5A731

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

Certificates: ] EU QM Certificate No.:

Other: 1 Common Specifications:
Notified Body (NB) Name: N/A
NB Address: N/A
NB Ident. No.: N/A

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

Mannheim, 6 November 2024

Roche Diagnostics GmbH

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

DocuSigned by: DocuSigned by:

5E57330EEFE04C4... FC5EDEC1054B44C...
Dr. Klaus Riebel Dr. Stefan Scheib
Network Lead Site Head Penzberg & Cape Town 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: 5325DD25-20DC-4CCD-82B5-1EC849ED7CBA

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
GGT-2 03002721122 7613336001029E

Intended Use:
In vitro test for the quantitative determination of y-glutamyltransferase (GGT) in human serum and plasma on cobas ¢ and

COBAS INTEGRA systems.

Product Name Cat. No. Basic UDI-DI
GGT-2 05168775190 7613336000229F
GGT-2 05168775214 7613336000259M
GGT-2 08057796190 761333600525AE
GGT-2 08057796214 761333602607AX

Intended Use:
In vitro test for the quantitative determination of y-glutamyltransferase (GGT) in human serum and plasma on cobas ¢ systems.

Product Name Cat. No. Basic UDI-DI
GGT-2 05401461190 761333600083 A3

Intended Use:
In vitro test for the quantitative determination of y-glutamyltransferase in human serum and plasma on the cobas ¢ 111 system.

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 IX
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Roche Diagnostics GmbH; Sandhofer StraBe 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; Dr. Virginia Bastian
Aufsichtsratsvorsitzender: Dr. Thomas Schinecker



Docusign Envelope ID: 5325DD25-20DC-4CCD-82B5-1EC849ED7CBA

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

O Technical Documentation Assessment Class D — Annex 1X

[ 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

Certificates: EU QM Certificate No.: V12 010283 0639

(] 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, 6 December 2024

Roche Diagnostics GmbH

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

DocuSigned by: DocuSigned by:
[ as Qb Stefan S i

SEST330BEFE04CA4. . FC5EDEC1054B44C ..
Dr. Klaus Riebel Dr. Stefan Scheib
Network Lead Site Head Penzberg & Cape Town 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: 5325DD25-20DC-4CCD-82B5-1EC849ED7CBA

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
GLUC3 04404483190 761333600263A7

Intended Use:
In vitro test for the quantitative determination of glucose in human serum, plasma, urine and CSF on cobas ¢ and
COBAS INTEGRA systems.

Product Name Cat. No. Basic UDI-DI
GLUC3 05168791190 7613336000279R
GLUC3 05168791214 761333600719AV
GLUC3 08057800190 761333600526AG
GLUC3 08057800214 761333602602AM

Intended Use:
In vitro test for the quantitative determination of glucose in human serum, plasma, urine and CSF on cobas ¢ systems.

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
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Certificates:

Other:

Notified Body (NB) Name:

NB Address:

NB Ident. No.:

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

EU QM Certificate No.: V12 010283 0639

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

1 Common Specifications:

TUV Sid Product Service GmbH

Ridlerstralle 65
80339 Munich
Germany

0123

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

devices.

Mannheim, 6 December 2024

Roche Diagnostics GmbH

i.V./on behalf of the company

DocuSigned by:
‘ oS (Q)L!x.\
5E57330EEFE04CA4...

Dr. Klaus Riebel

ppa./on behalf of the company

DocuSigned by:

Stefan Selwib

FCS5EDEC1054B44C...

Dr. Stefan Scheib

Network Lead Site Head Penzberg & Cape Town 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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