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
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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_.. . . s
. Digitally signed by Lazari Cristina
D-68305 Mannheim  Date: 2024.12.19 16:07:53 EET
Reason: MoldSign Signature
Location: Moldova
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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: F1E367C3-0AD0-44A3-9164-1356361F895E

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
Elecsys FT3 111 09005803190 7613336011329W
Elecsys FT3 111 09005811190 7613336011339Y
FT3 1l CalSet 09077871190 761333601134A2
Risk Class: OAxBOCOD
Conformity Route: O Self-Declaration of Conformity (Class A)

Technical Documentation Assessment Class B/C — Annex IX

O Technical Documentation Assessment Class D — Annex IX

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
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: Ridlerstrale 65

80339 Munich

Germany
NB Ident. No.: 0123

1/2

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: F1E367C3-0AD0-44A3-9164-1356361F895E

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

Mannheim, 16 March 2021
Roche Diagnostics GmbH
ppa./on behalf of the company ppa./on behalf of the company

DocuSigned by:

DocuSigned by:
’ FC5EDEC1054B44C...

0AFDA3CCO08B94CS...

Ralf Zielenski Dr. Stefan Scheib

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
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EG-Konformitéitserklirung/EC Declaration of Conformity

gemil Anhang III der Richtlinie 98/79/EG des Europidischen 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: Roche Diagnostics GmbH

Adresse/Address: Sandhofer Strasse 116
D-68305 Mannheim

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

Produktname/Product name: CalSet FT4 111
Art.-Nr./Cat. No.: 07976879190
Beschreibung/Description: CalSet FT4 III wird zur Kalibration des quantitativen Elecsys FT4 III

Tests auf Elecsys und cobas e Immunoassay-Systemen verwendet.

CalSet FT4 11l is used for calibrating the quantitative Elecsys FT4 II1
assay on the Elecsys and cobas e immunoassay analyzers.

auf das/die sich diese Erklarung 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, 7 February 2018

Roche Diagnostics GmbH

ppa./on behalf of the company

i)

; ppa./on behalf of the company
s . Ronde Renplold
ppa- Dr- Boot Rens :

~) 3
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Ralf Zielenski Dr. Stefan Scheib

P
7

Head of Quality 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
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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 - Geschaftsfiihrung: Dr. Ursula Redeker, Sprecherin; Edgar Vieth -
Aufsichtsratsvorsitzender: Dr. Severin Schwan



DocuSign Envelope ID: D580D4E3-FB7F-4BEB-AF8D-B17B650C05CF

EG-Konformitatserklarung/EC Declaration of Conformity

gemal Anhang Il der Richtlinie 98/79/EG des Européischen Parlaments und des Rates vom 27. Oktober 1998
as per Annex Il1 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: Elecsys FT4 11
Art.-Nr./Cat. No.: 07976887190
Beschreibung/Description: Immunologischer In-vitro-Test zur quantitativen Bestimmung von freiem

Thyroxin in Humanserum und -plasma.
Der ElektroChemiLumineszenz ImmunoAssay “ECLIA“ ist zur
Durchfiihrungan cobas e Immunoassay-Systemen vorgesehen.

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.

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, 29 January 2021

Roche Diagnostics GmbH

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

DocuSigned by:

90 L0 0 < St St

0AFDA3CCO08B94CS...

Ralf Zielenski Dr. Stefan Scheib
Head of Quality 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
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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: 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
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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







EG-Konformititserklirung/EC Declaration of Conformity

gemél Anhang I'V der Richtlinie 98/79/EG des Europiischen Parlaments und des Rates vom

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

as per Annex IV 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 erklirt, dass das Produkt/die Produktfamilie
Roche Diagnostics GmbH declares that the product/the product line

Produktname/Product name: Elecsys HBsAg II

Art.-Nr./Cat. No.: 08814856190

Beschreibung/Description: Immunologischer In-vitro-Test zur qualitativen Bestimmung von
Hepatitis B Oberflachen-Antigen (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 (HBsAg) in human serum and plasma.

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

auf das/die sich diese Erkldrung bezieht, den Forderungen der Richtlinie 98/79/EG des Européischen 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, 16 October 2019

Roche Diagnostics GmbH
ppa./on behalf of the ny ppa./on behalf of the company
17/ 0,
(/ .Q,Q AAN
Ralf Zlelensk1 Dr. Stefan Scheib
Head of Quality 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
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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; Andreas
Schmitz - Aufsichtsratsvorsitzender: Dr. Severin Schwan



EG-Konformitiitserklirung/EC Declaration of Conformity

Roche
gemiB Anhang 1V der Richtlinie 98/79/EG des Europiischen Parlaments und des Rates vom

27. Oktober 1998 mit TUV SUD Product Service GmbH (RidlerstraBe 65, 30339 Miinchen, Germany) als Notifted
Body (Nr. 0123)

as per Annex 1V of Directive 98/79/EC of the European Parliaments and Council of 27 October 1998 via 10OV
SUD Product Service GmbH (Ridlerstrasse 63, 80339 Munich, Germany) as the Notified Body (No. 0123}

Hersteller/Manufacturer: Roche Diagnostics GmbH

Adresse/dddress: Roche Professional Diagnostics
" Sandhofer Strafle 116
D-68305 Mannheim

Die Roche Diagnostics GmbH erklért, 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: PreciControl Anti-HBe
Art.-Nr./ld. No.; " 11876384
Beschreibung/Description: - PreciControl Anti-HBe dient zur Qualititskontrolle des Elecsys Anti-HBe

Immmunoassays an Elecsys und cobas e Immunoassay-Systemen.
PreciControl Anti-IBe is used for quality control of the Elecsys Anti-HBe
immunoassay on the Elecsys and cobas e immunoassay analyzers.

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

27. Oktober 1998 (bzw. seinc 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, 27.08.2012

Roche Diagnostics GmbH
ppa./on behalf of the company i. V.Jon behglf of the company

| ALY, Sekhade T oo

Dr. M. Thein Dr. B/ Rauschel
Head of Quality Head of Quality Control Penzberg
Roche Professional Diagnostics  Roche Diagnostics Global Operations

Kontaktadresse/Contact address: Roche Professional Diagnostics
: ' Abt./Dept. Global Regulatory Affairs
Sandhofer Strafle 116
D-68305 Mannheim
Fax: +49 621/759 1448

11876384 PreciControl Anti-HBe.doc - df
Roche Diagnostics GmbH Diagnostics Division

Roche Diagnostics GmbH; Werk Mannheim; Sandhofer Str. 116; D 63805 Mannheim; Telefon +49 621-759-0; Telefax +40 621 759
2890

Sitz der Gesellschaft: Mannheim - Registergericht: AG Mannheim HRB 3962 - Geschaftsfilhrung: Thomas Schmid, Sprecher;
Edgar Vieth - Aufsichtsratsvorsitzender: Dr. Severin Schwan )



EG-Konformitiitserklirung/EC Declaration of Conformity

gemdll Anhang IV der Richtlinie 98/79/EG des Europiischen Parlaments und des Rates vom

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

as per Annex IV of Directive 98/79/EC of the Furopean 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. Roche Professional Diagnostics

Sandhofer StraBe 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: PreciControl Anti-HBs
Art.-Nr./ld. No.: 11876317
Beschreibung/Description: PreciControl Anti-HBs dient zur Qualititskontrolle des Elecsys Anti-HBs

Immunoassays an Elecsys und cobas e Immunoassay-Systemen.
PreciControl Anti-HBs is used for quality control of the Elecsys Anti-HBs
immunoassay on the Elecsys and cobas e immunoassay analyzers.

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
1o be placed on the market) concerning in-vitro diagnostic devices.

Mannheim, 18.09.2012

Roche Diagnostics GmbH
ppa.fon behalf of the company i. V./on behalf of the company

V. 0 Aol . Lons o
Dr. M. Thein Dr. B. Rauschel

Head of Quality Head of Quality Control Penzberg
Roche Professional Diagnostics ~ Roche Diagnostics Global Operations

Kontaktadresse/Contact address: Roche Professional Diagnostics
Abt./Dept. Global Regulatory Affairs
Sandhofer Strafle 116
D-68305 Mannheim
Fax: +49 621/759 1448

11876317 PreciControl Anti-HBs - la

Roche Diagnostics GmbH Diagnostics Division
Roche Diagnostics GmbH; Werk Penzberg; Nonnenwald 2; D 82377 Penzberg; Telefon +49 8856 60 0; Telefax +49 8856 60 3896

Sitz der Gesellschaft: Mannheim - Registergericht: AG Mannheim HRB 3962 - Geschéftsfiihrung: Thomas Schmid, Sprecher; Edgar
Vieth - Aufsichtsratsvorsitzender: Dr. Severin Schwan
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DocuSign Envelope ID: 7C72267C-6972-4E67-85F1-9023D9C738D5

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: PreciControl Anti-HCV
Art.-Nr./Cat. No.: 03290379190
Beschreibung/Description: PreciControl Anti-HCV dient zur Qualitatskontrolle des Elecsys Anti-HCV I

Immunoassays auf cobas e Immunoassay-Analyzern.

PreciControl Anti-HCV is used for quality control of the Elecsys Anti-HCV 11
immunoassay on cobas e immunoassay analyzers.

auf das/die sich diese Erklarung bezieht, den Forderungen der Richtlinie 98/79/EG des Europaischen Parlaments und
des Rates vom 27. Oktober 1998 Uber 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, 1 April 2022
Roche Diagnostics GmbH

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

DocuSigned by: DocuSigned by:

Kalf Zidnski Stefan Scheil

[ ATFOBAOFE91A46A... . FCSEDEC1054B44C...

Ralf Zielenski Dr. Stefan Scheib

Head Q&R Compliance, PRRC RDG Network Lead Core Lab, 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
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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: 7C72267C-6972-4E67-85F1-9023D9C738D5

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: PreciControl Anti-HBc 11
Art.-Nr./Cat. No.: 04927931190
Beschreibung/Description: PreciControl Anti-HBc Il dient zur Qualitatskontrolle des Elecsys Anti-HBc 11

Immunoassays auf cobas e Immunoassay-Analyzern.

PreciControl Anti-HBc 11 is used for quality control of the Elecsys Anti-HBc |1
immunoassay on cobas e immunoassay analyzers.

auf das/die sich diese Erklarung bezieht, den Forderungen der Richtlinie 98/79/EG des Europdischen Parlaments und
des Rates vom 27. Oktober 1998 Uber 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, 1 April 2022
Roche Diagnostics GmbH

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

. DocuSigned by:
DocuSigned by:

Kalf Ailnski Stefam Sckeil

ATFOBASFEQ1A4GA. FCSEDEC1054B44C...

Ralf Zielenski Dr. Stefan Scheib
Head Q&R Compliance, PRRC RDG Network Lead Core Lab, 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
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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







EG-Konformititserkliirung/EC Declaration of Conformity

gemill Anhang IV der Richtlinie 98/79/EG des Europiiischen Parlaments und des Rates vom

27. Oktober 1998 mit TUV SUD Product Service GmbH (RidlerstraBe 65, 30339 Miinchen, Germany) als Notified
Body (Nr. 0123) '
as per Annex IV 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: Roche Professional Diagnostics

Sandhofer Strafle 116
D-68305 Mannheim

Die Roche Diagnostics GmbH erkliirt, 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: PreciControi HBeAg
Art.-Nr./ld. No.: 11876376
Beschreibung/Description: PreciControl HBeAg dient zur Qualitdiskontrolle des Elecsys HBeAg

Tmmunoassays an Elecsys und cobas e Immunoassay-Systemen.
PreciControl HBeAg is used for quality control of the Elecsys HBeAg
immunoassay on the Elecsys and cobas ¢ immunoassay analyzers..

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, 20.08.2012

Roche Diagnostics GmbH
ppa.fon behalf of the company i. V./on behalf of the company

Dr. M. Thein Dr. B. Rauschel
Head of Quality Head of Quality Control Penzberg
Roche Professional Diagnostics ~ Roche Diagnostics Global Operations

Kontaktadresse/Contact address:  Roche Professional Diagnostics
Abt./Dept. Global Regulatory Affairs
Sandhofer StraBe 116
D-68305 Mannheim
Fax: +49 621/759 1448

11876376 PreciControl HBeAg.doc - df
Roche Diagnostics GmbH Diagnostics Division

Roche Diagnostics GmbH; Werk Mannheim; Sandhofer Sfr. 116; D 63805 Mannheim; Telefon +49 621-750-0; Telefax +49 621 759
2890 .

Sitz der Geselischaft: Mannheim - Registergericht: AG Mannheim HRB 3962 - Geschiftsfilhrung: Thomas Schmid, Sprecher;
Edgar Vieth - Aufsichtsratsvorsitzender: Dr. Severin Schwan



DocuSign Envelope ID: B51DEE78-28BC-4A27-B06A-D25D066165C9

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 (RidlerstraRe 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 erklért, dass das Produkt/die Produktfamilie
Roche Diagnostics GmbH declares that the product/the product line

Produktname/Product name: PreciControl HBsAg Il
Art.-Nr./Cat. No.: 04687876190
Beschreibung/Description: PreciControl HBsAg Il dient zur Qualitatskontrolle der

Elecsys HBsAg Il und Elecsys HBsAg Il Auto Confirm
Immunoassays auf Elecsys und cobas e Immunoassay-Analyzern.

PreciControl HBsAg Il is used for quality control of the
Elecsys HBsAg Il and Elecsys HBsAg Il Auto Confirm
immunoassays on the Elecsys and 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, 26 August 2020

Roche Diagnostics GmbH

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

0AFDA3CC08B94CS8... FC5EDEC1054B44C...
Ralf Zielenski Dr. Stefan Scheib
Head of Quality 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







DocuSign Envelope ID: 071E9A53-9ABB-43AD-BC75-COBF34CBA2A7

EC 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:

Risk Class:

Conformity Route:

Certificates:

Other:

Notified Body (NB) Name:
NB Address:

NB Ident. No.:

PreciControl ThyroAB
05042666191
761333600667B3

JAXB[IC[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 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

X] EU QM Certificate No.: V12 010283 0639

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

] Common Specifications:

TUOV Siid Product Service GmbH
RidlerstraBe 65

80339 Munich

Germany

0123

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

medical devices.

1/2

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: 071E9A53-9ABB-43AD-BC75-COBF34CBA2A7

Mannheim, 9 November 2021

Roche Diagnostics GmbH

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

DocuSigned by: DocuSigned by:

Kalf Ailnski Stefan Scbeil

ATFOBA9FE91A46A. .. 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
Contact address: Roche Diagnostics GmbH

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

2/2







DocuSign Envelope ID: 4042BA88-BFB0-475C-8782-91743C29B095

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
PreciControl Universal 11731416190 7613336010439W
PreciControl Universal 11731416922 (QCS) 7613336010449Y

Intended Use:

PreciControl Universal is used for quality control of Elecsys immunoassays on cobas e immunoassay analyzers.

Risk Class:

Conformity Route:

Certificates:

Other:

Notified Body (NB) Name:

NB Address:

NB Ident. No.:

LJACIBXIC[D

[] 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

X] EU QM Certificate No.: V12 010283 0639

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

] Common Specifications:

TUOV Siid Product Service GmbH
RidlerstraBe 65

80339 Munich

Germany

0123

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 - Geschaftsfihrung: Dr. Claudia Fleischer; Clemens Schmid -
Aufsichtsratsvorsitzender: Dr. Thomas Schinecker



DocuSign Envelope ID: 4042BA88-BFB0-475C-8782-91743C29B095

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

Mannheim, 25 January 2023

Roche Diagnostics GmbH

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

. DocuSigned by:
DocuSigned by:

(loridina Sclumid Stefae Scluil

50311CC1CDASAS0.. FCSEDEC1054B44C...

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



DocuSign Envelope ID: EBCBD7BF-CF51-409F-8B75-FCE7CFE91D00

EG-Konformitatserklarung/EC Declaration of Conformity

geméal Anhang Il der Richtlinie 98/79/EG des Européischen Parlaments und des Rates vom 27. Oktober 1998
as per Annex Il1 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: PreClean 11 M
Art.-Nr./Cat. No.: 06908853190
Beschreibung/Description: Waschlosung zur Entfernung von potenziell die Detektion

beeinflussenden Substanzen.

PreClean Il M wird auf dem cobas e Immunoassay-Analyzer in
Verbindung mit den Elecsys Testreagenzien verwendet.
PreClean Il M kann mit jeder Reagenzcharge kombiniert werden.

Wash solution for the removal of substances which potentially interfere
with the detection of signals.

PreClean Il M is used on cobas e immunoassay analyzers in
conjunction with Elecsys assay reagents.

PreClean Il M can be used with all reagent lots.

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, 25 January 2021

Roche Diagnostics GmbH

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

DocuSigr?ed by: DocuSigned by:

J .
@5&@ én Stefan. Sclueil

0AFDA3CC08B94CS8... FC5EDEC1054B44C...
Ralf Zielenski Dr. Stefan Scheib
Head of Quality 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







DocuSign Envelope ID: 1EF4D976-6854-4CFA-B3DB-7953A0397940

EC 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

ProCell I M 06908799190 761333601448AU

ProCell I M 06908799214 761333602616AY
Risk Class: XIA[IB[]C[]D

Conformity Route:

Certificates:

Other:

Notified Body (NB) Name:
NB Address:

NB Ident. No.:

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 IX

[] 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 1X

] EU QM Certificate No.:

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

] Common Specifications:

N/A

N/A

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

medical devices.

1/2

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 - Geschaftsfiihrung: Claus Haberda; Clemens Schmid -

Aufsichtsratsvorsitzender: Dr. Thomas Schinecker



DocuSign Envelope ID: 1EF4D976-6854-4CFA-B3DB-7953A0397940

Mannheim, 25 August 2022

Roche Diagnostics GmbH

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

DocuSigned by: DocuSigned by:
[UMSHM Selumid Stefan Scheid

59311CC1CDA8480... FC5EDEC1054B44C...
Dr. Christina Schmid Dr. Stefan Scheib
Head of Pre-Market Quality Core Lab Network Lead Core Lab, Global Regulatory Affairs RDG
Contact address: Roche Diagnostics GmbH

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

2/2



EG-Konformititserkldrung/EC Declaration of Conformity

gemil Anhang II1 der Richtlinie 98/79/EG des Europiischen 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. Roche Professional Diagnostics

Sandhofer Strale 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: Prolactin IT CalSet
Art.-Nr./Id. No.: 03277356
Beschreibung/Description: Prolactin II CalSet wird zur Kalibration des quantitativen Elecsys Prolactin T Tests

auf Elecsys und cobas e Immunoassay-Systemen verwendet.
Prolactin Il CalSel is used for calibrating the quantitative Elecsys Prolactin Il
assay on the Elecsys and cobas e immunoassay analyzers.

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) 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, 19.07.2013
Roche Diagnostics GmbH
pa./on behalf of the company 1. V./on behalf of the company

0 X [ i
Dr. M. Thein o Dr. eischer
Head of Quality Head/ of Quality Control Penzberg

Roche Professional Diagnostics ~ Roche Diagnostics Global Operations

Kontaktadresse/Contact address: Roche Professional Diagnostics
Abt./Dept. Global Regulatory Affairs
Sandhofer StraBe 116
D-68305 Mannheim
Fax: +49 621/759 1448

03277356_Prolactin II CalSet - [a
Roche Diagnostics GmbH Diagnostics Division

Roche Diagnostics GmbH; Werk Penzberg: Nonnenwald 2: D 82377 Penzberg; Telefon +49 8856 60 0; Telefax +49 8856 60 3896

Sitz der Gesellschaft: Mannheim - Registergericht: AG Mannheim HRB 3962 - Geschaftsfiihrung: Thomas Schmid, Sprecher: Edgar
Vieth - Aufsichtsratsvorsitzender: Dr. Severin Schwan
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EG-Konformititserklirung/EC Declaration of Conformity

gemil Anhang III 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 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: Elecsys Prolactin IT
Art.-Nr./Cat. No.: 07027737190
Beschreibung/Description: Immunologischer In-vitro-Test zur quantitativen Bestimmung des

Prolaktins in Humanserum und -plasma.

Der ElektroChemiLumineszenz-ImmunoAssay "ECLIA" ist zur
Durchfiihrung an cobas e 801 Immunoassay-Systemen vorgesehen.
Immunoassay for the in vitro quantitative determination of prolactin
in human serum and plasma.

The electrochemiluminescence immunoassay “ECLIA” is intended
for use on the cobas e 801 immunoassay analyzer.

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, 08 August 2016

Roche Diagnostics GmbH

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

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



{Roche )

EG-Konformitétserklirung/EC Declaration of Conformity

gemiB Anhang IV der Richtlinie 98/79/EG des Européischen Parlaments und des Rates vom

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

as per Annex IV 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: total PSA CalSet I1
Art.-Nr./Cat. No.: 08838534190
Beschreibung/Description: total PSA CalSet II wird zur Kalibration des quantitativen Elecsys total

PSA Tests auf cobas e Immunoassay-Geriten verwendet.

total PSA CalSet I is used for calibrating the quantitative Elecsys total
PSA assay on the cobas e immunoassay analyzers.

auf das/die sich diese Erklarung 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, 12 June 2019

Roche Diagnostics GmbH

ppa./on behalf of the company ppa./on behalf of the company
1.V. Stefan Grigarczik

V? ?Z’Z,Q%_; =

Ralf Ziclenski Dr. Stefan Scheib
Head of Quality 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 - Geschiftsfiihrung: Dr. Ursula Redeker, Sprecherin; Andreas
Schmitz - Aufsichtsratsvorsitzender: Dr. Severin Schwan



DocuSign Envelope ID: E1823DC5-A723-4A83-9CC8-88ED866B2FF9

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 (RidlerstraRe 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 erklért, dass das Produkt/die Produktfamilie
Roche Diagnostics GmbH declares that the product/the product line

Produktname/Product name: Elecsys total PSA
Art.-Nr./Cat. No.: 08791732190
Beschreibung/Description: Bei diesem Test handelt es sich um einen quantitativen in-

vitrodiagnostischen Test auf das gesamte (freie + komplexierte)
Prostata-spezifische Antigen (tPSA) in Humanserum und -plasma. Er
ist fur die Messung des Gesamt-PSA in Verbindung mit einer digitalen
Rektaluntersuchung (digital rectal examination, DRE) als Hilfsmittel
zur Erkennung von Prostatakarzinomen bei Mannern ab 50 Jahren
vorgesehen. Zur Diagnose eines Prostatakarzinoms ist eine
Prostatabiopsie erforderlich. Der Test wird auRerdem fur serielle tPSA-
Messungen als Unterstutzung bei der Behandlung von Krebspatienten
eingesetzt.

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

This assay, a quantitative in vitro diagnostic test for total

(free + complexed) prostate-specific antigen (tPSA) in human serum
and plasma, is indicated for the measurement of total PSA in
conjunction with digital rectal examination (DRE) as an aid in the
detection of prostate cancer in men aged 50 years or older. Prostate
biopsy is required for diagnosis of prostate cancer. The test is further
indicated for serial measurement of tPSA to aid in the management of
cancer patients.

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).

1/2

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: E1823DC5-A723-4A83-9CC8-88ED866B2FF9

Mannheim, 10 February 2021

Roche Diagnostics GmbH

ppa./on behalf of the company ppa./on behalf of the company
DocuSlgned by: / DocuSigned by:
Slckm Schel
OAFDASCCOSBQ4C8 FC5EDEC1054B44C...
Ralf Zielenski Dr. Stefan Scheib
Head of Quality Director Global Regulatory Affairs
Centralised and Point of Care Solutions Centralised and Point of Care Solutions

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

2/2







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 III 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: TSH CalSet

Art.-Nr./Cat. No.: 08443459190

Beschreibung/Description: TSH CalSet wird zur Kalibration des quantitativen Elecsys TSH Tests

auf cobas e Immunoassay-Geriiten verwendet.

TSH CalSet is used for calibrating the quantitative Elecsys TSH assay
on the cobas e immunoassay analyzers.

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 ihe

national laws of the Member States in which the device is intended to be placed on the market).

Mannheim, 29 April 2019

Roche Diagnostics GmbH
ppa./on behalf of the company ppa./on behalf of the company
P Zml | O
- ’ .
Ralf Zielenski Dr. Stefan Scheib
Head of Quality 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
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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
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EG-Konformitatserklarung/EC Declaration of Conformity

geméal Anhang Il der Richtlinie 98/79/EG des Européischen Parlaments und des Rates vom 27. Oktober 1998
as per Annex Il1 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: Elecsys TSH
Art.-Nr./Cat. No.: 08443432190
Beschreibung/Description: Immunologischer In-vitro-Test zur quantitativen Bestimmung von

Thyreotropin in Humanserum und -plasma.
Der ElektroChemiLumineszenz ImmunoAssay “ECLIA“ ist zur
Durchfiihrung an cobas e Immunoassay-Systemen vorgesehen.

Immunoassay for the in vitro quantitative determination of thyrotropin 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 Europdischen 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, 2 February 2021

Roche Diagnostics GmbH

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

DocuSigned by:

G0 L0l i

OAFDA3CCO8B94CS... FC5EDEC1054B44C...
Ralf Zielenski Dr. Stefan Scheib
Head of Quality 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 - Geschaftsfiihrung: Claus Haberda; Andreas Schmitz -
Aufsichtsratsvorsitzender: Dr. Thomas Schinecker
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