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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 St
as per Annex III of Directive 98/79/EC of the European Parliaments and Council of 27 October 1998 -
by £
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
) y / Digitally signed by Lazari Cristina
Roche Diagnostics GrjibH Date: 2024.12.30 09:22:12 EET
Reason: MoldSign Signature
ppa./@behﬁllfof the fompany i. V.Jon,behalf of the company-ocation: Moldova
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



DocusSign Envelope ID: 5E825D8E-8098-41DD-9F95-8AFD486D812B

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
Al1C-3 05336163190 7613336000739Y

Intended Use:

In vitro test for the quantitative determination of mmol/mol hemoglobin Alc (IFCC) and % hemoglobin Alc
(DCCT/NGSP) in whole blood or hemolysate on cobas ¢ and COBAS INTEGRA systems. HbAlc
determinations are useful monitoring of long-term blood glucose control in individuals with diabetes mellitus.
Moreover, this test is to be used as an aid in diagnosis of diabetes and identifying patients who may be at risk for
developing diabetes

Product Name Cat. No. Basic UDI-DI
Al1C-3 05336180190 761333600075A4

Intended Use:

In vitro test for the quantitative determination of mmol/mol hemoglobin Alc (IFCC) and % hemoglobin Alc
(DCCT/NGSP) in whole blood and hemolysates prepared from whole blood on the cobas ¢ 111 system. HbAlc
determinations are useful for monitoring of long-term blood glucose control in individuals with diabetes
mellitus. Moreover, this test is to be used as an aid in diagnosis of diabetes and identifying patients who may be
at risk for developing diabetes.

Product Name Cat. No. Basic UDI-DI

ALCX3 07559674190 761333600479AY
ALCX3 08056668190 7613336005009W
ALICX3 08445699190 7613336001189V

Intended Use:

In vitro test for the quantitative determination of mmol/mol hemoglobin Alc (IFCC) and % hemoglobin Alc
(DCCT/NGSP) in whole blood or hemolysate on cobas ¢ systems. HbAlc determinations are useful for
monitoring of long-term blood glucose control in individuals with diabetes mellitus. Moreover, this test is to be
used as an aid in diagnosis of diabetes and identifying patients who may be at risk for developing diabetes.
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Roche Diagnostics GmbH; Sandhofer Stral3e 116; D-68305 Mannheim; Telefon +49-621-759-0; Telefax +49-621-759-2890

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



DocusSign Envelope ID: 5E825D8E-8098-41DD-9F95-8AFD486D812B

Product Name Cat. No. Basic UDI-DI
PreciControl HbAlc norm 05479207190 761333600099AJ
PreciControl HbAlc norm 05991323922 761333600172A3

Intended Use:
PreciControl HbAlc norm is for use in quality control by monitoring accuracy and precision for the quantitative
methods as specified in the value sheets.

Product Name Cat. No. Basic UDI-DI
PreciControl HbAlc path 05912504190 761333600375AK
PreciControl HbAlc path 05991331922 761333600173A5

Intended Use:
PreciControl HbAlc path is for use in quality control by monitoring accuracy and precision for the quantitative
methods as specified in the value sheets.

Product Name Cat. No. Basic UDI-DI
C.f.a.s. HbAlc 04528417190 761333600282AB

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

Risk Class: [(JA[BXC[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 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 IX

Certificates: 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):

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

80339 Munich

Germany
NB Ident. No.: 0123
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DocusSign Envelope ID: 5E825D8E-8098-41DD-9F95-8AFD486D812B

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

Mannheim, 19 February 2024

Roche Diagnostics GmbH

i.V./on behalf of the company ppa./on behalf of the company
DocuSigned by: DocuSigned by:
S Sﬁfm Sclueil
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: 5E825D8E-8098-41DD-9F95-8AFD486D812B

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
Al1C-3 05336163190 7613336000739Y

Intended Use:

In vitro test for the quantitative determination of mmol/mol hemoglobin Alc (IFCC) and % hemoglobin Alc
(DCCT/NGSP) in whole blood or hemolysate on cobas ¢ and COBAS INTEGRA systems. HbAlc
determinations are useful monitoring of long-term blood glucose control in individuals with diabetes mellitus.
Moreover, this test is to be used as an aid in diagnosis of diabetes and identifying patients who may be at risk for
developing diabetes

Product Name Cat. No. Basic UDI-DI
Al1C-3 05336180190 761333600075A4

Intended Use:

In vitro test for the quantitative determination of mmol/mol hemoglobin Alc (IFCC) and % hemoglobin Alc
(DCCT/NGSP) in whole blood and hemolysates prepared from whole blood on the cobas ¢ 111 system. HbAlc
determinations are useful for monitoring of long-term blood glucose control in individuals with diabetes
mellitus. Moreover, this test is to be used as an aid in diagnosis of diabetes and identifying patients who may be
at risk for developing diabetes.

Product Name Cat. No. Basic UDI-DI

ALCX3 07559674190 761333600479AY
ALCX3 08056668190 7613336005009W
ALICX3 08445699190 7613336001189V

Intended Use:

In vitro test for the quantitative determination of mmol/mol hemoglobin Alc (IFCC) and % hemoglobin Alc
(DCCT/NGSP) in whole blood or hemolysate on cobas ¢ systems. HbAlc determinations are useful for
monitoring of long-term blood glucose control in individuals with diabetes mellitus. Moreover, this test is to be
used as an aid in diagnosis of diabetes and identifying patients who may be at risk for developing diabetes.
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Roche Diagnostics GmbH; Sandhofer Stral3e 116; D-68305 Mannheim; Telefon +49-621-759-0; Telefax +49-621-759-2890

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



DocusSign Envelope ID: 5E825D8E-8098-41DD-9F95-8AFD486D812B

Product Name Cat. No. Basic UDI-DI
PreciControl HbAlc norm 05479207190 761333600099AJ
PreciControl HbAlc norm 05991323922 761333600172A3

Intended Use:
PreciControl HbAlc norm is for use in quality control by monitoring accuracy and precision for the quantitative
methods as specified in the value sheets.

Product Name Cat. No. Basic UDI-DI
PreciControl HbAlc path 05912504190 761333600375AK
PreciControl HbAlc path 05991331922 761333600173A5

Intended Use:
PreciControl HbAlc path is for use in quality control by monitoring accuracy and precision for the quantitative
methods as specified in the value sheets.

Product Name Cat. No. Basic UDI-DI
C.f.a.s. HbAlc 04528417190 761333600282AB

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

Risk Class: [(JA[BXC[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 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 IX

Certificates: 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):

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

80339 Munich

Germany
NB Ident. No.: 0123
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DocusSign Envelope ID: 5E825D8E-8098-41DD-9F95-8AFD486D812B

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

Mannheim, 19 February 2024

Roche Diagnostics GmbH

i.V./on behalf of the company ppa./on behalf of the company
DocuSigned by: DocuSigned by:
S Sﬁfm Sclueil
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: 48FB130B-0679-4A83-8DFF-F02411702830

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

Al1CD

07224648190

761333601476AZ

Intended Use:

The hemolyzing reagent is used as diluent for the Tina-quant Hemoglobin AlcDx Gen.3 assay on the cobas ¢ 513 system.

Product Name Cat. No. Basic UDI-DI
A1CD 08463107190 761333601565AZ
A1CD2 04528182190 761333600652AN

Intended Use:

The hemolyzing reagent is used as diluent for the Tina-quant Hemoglobin Alc Gen.3 assay on cobas ¢ systems.

Product Name

Cat. No.

Basic UDI-DI

Al1CD2

05007232190

761333601344AF

Intended Use:

The hemolyzing reagent is used as diluent for the Tina-quant Hemoglobin Alc assays on the cobas ¢ 111 system.

Product Name

Cat. No.

Basic UDI-DI

Hemolyzing Reagent

11488457122

761333601602AE

Intended Use:

The Hemolyzing Reagent is used for manual sample preparation for hemolysate application of the Tina-quant Hemoglobin

Alc assays on cobas ¢, COBAS INTEGRA and cobas ¢ 111 systems.

Product Name

Cat. No.

Basic UDI-DI

Hemolyzing Reagent Gen.2

04528328190

761333600653AQ

Intended Use:

The hemolyzing reagent is used as diluent for the Tina-quant Hemoglobin Alc assays on COBAS INTEGRA systems.
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Roche Diagnostics GmbH; Sandhofer StraRe 116; D-68305 Mannheim; Telefon +49-621-759-0; Telefax +49-621-759-2890

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



DocusSign Envelope ID: 48FB130B-0679-4A83-8DFF-F02411702830

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)

] Technical Documentation Assessment Class B/C — Annex I1X
[ Technical Documentation Assessment Class D — Annex X
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.:

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

Other: LI 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, 1 August 2024

Roche Diagnostics GmbH

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

DocuSigned by: DocuSigned by:

S5E57330EEFE04CA4... FC5EDEC1054B44C...
Dr. Klaus Riebel Dr. Stefan Scheib
Site Quality Head / Network Lead Penzberg Global Head of Regulatory Affairs, Core Lab
Contact address: Roche Diagnostics GmbH

Abt./Dept. Global Regulatory Affairs
Sandhofer Strasse 116
D-68305 Mannheim
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DocuSign Envelope ID: 818FD324-9A24-4EB4-8306-0709933B6CA6

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
ALBT?2 04469658190 761333600267AF

Intended Use:

In vitro test for the quantitative determination of aloumin in human serum, plasma, urine and CSF (albumin
CSF/serum ratio) on cobas ¢ and COBAS INTEGRA systems.

Intended use of the specific applications for Reiber diagnostic*

*not available in all countries

In vitro test for the quantitative determination of albumin in human cerebrospinal fluid and corresponding human
serum/plasma on cobas ¢ systems.

Product Name Cat. No. Basic UDI-DI
ALBT2 05167043190 761333600328AA

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

Product Name Cat. No. Basic UDI-DI
ALBT2 05401500190 761333600086A9

Intended Use:
In vitro test for the quantitative immunological determination of albumin in human urine on the cobas ¢ 111
system.
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Roche Diagnostics GmbH; Sandhofer Stral3e 116; D-68305 Mannheim; Telefon +49-621-759-0; Telefax +49-621-759-2890

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



DocuSign Envelope ID: 818FD324-9A24-4EB4-8306-0709933B6CA6

Product Name Cat. No. Basic UDI-DI
ALBT2 08056722190 761333600504A6

Intended Use:

In vitro test for the quantitative determination of albumin in human serum, plasma, urine and CSF (albumin
CSF/serum ratio) on cobas ¢ systems.

Inteded use of the specific applications for Reiber diagnostic*

*not available in all countries

In vitro test for the quantitative determination of aloumin in human cerebrospinal fluid and corresponding human
serum/plasma on cobas c systems.

Risk Class: (OJAXIB[]C[]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:
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.
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DocuSign Envelope ID: 818FD324-9A24-4EB4-8306-0709933B6CA6

Mannheim, 3 July 2023

Roche Diagnostics GmbH

i.V./on behalf of the company ppa./on behalf of the company
DocuSigned by: DocuSigned by:
Upnisking Semid [SMM S el
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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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)
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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

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
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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



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
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Roche Diagnostics GmbH; Sandhofer Stral3e 116; D-68305 Mannheim; Telefon +49-621-759-0; Telefax +49-621-759-2890

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

Aufsichtsratsvorsitzender: Dr. Thomas Schinecker



DocuSign Envelope ID: 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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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.fa.s. PUC

03121305122 761333600581AQ

Intended Use:

C.f.a.s. (Calibrator for automated systems) PUC (Proteins in Urine/CSF) 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.:

JAXB[IC[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 1X

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

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:

TUV Siid Product Service GmbH
RidlerstraBe 65

80339 Munich

Germany

0123
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Roche Diagnostics GmbH; Sandhofer Stral3e 116; D-68305 Mannheim; Telefon +49-621-759-0; Telefax +49-621-759-2890

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



DocuSign Envelope ID: 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:
Upnisking Semid Sﬁfm Sl
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
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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



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 Beschridnkung der Verwendung bestimmter
gefihrlicher Stoffe gemiss Anhang IT (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

{

IRV

C (O )(m />

Ralf Zielenski Dr. Peter Martin
Senior Director Global Regulatory Affair:

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



DocusSign Envelope ID: AFC21951-A0A7-4093-B184-76AA17249005

EU Declaration of Conformity

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

Manufacturer: Roche Diagnostics GmbH

Address: Sandhofer Strasse 116
68305 Mannheim
Germany

Single Registration Number: DE-MF-000006260

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

Product Name Cat. No. Basic UDI-DI
CleanCell 11662970122 761333601644AW

Intended Use:

System solution for cleaning the detection unit of the cobas e 411 immunoassay analyzer.
CleanCell is used in conjunction with Elecsys assay reagents.

CleanCell can be used with all reagent lots.

Risk Class: XIA[]B[]C[ID

Conformity Route: X Self-Declaration of Conformity (Class A)
] Self-Declaration of Conformity after Notified Body involvement for
sterile manufacturing conditions acc. Art. 48 (10) (Class A sterile)
[] Technical Documentation Assessment Class B/C — Annex I1X
[] Technical Documentation Assessment Class D — Annex 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 IX

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

Other: [] Common Specifications:
Notified Body (NB) Name: N/A

NB Address:

NB Ident. No.: 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 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: AFC21951-A0A7-4093-B184-76AA17249005

Mannheim, 16 June 2023

Roche Diagnostics GmbH

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

DocuSigned by:

[W Qepwmid. Stefan Sclueib

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
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EG-Konformititserklarung/EC Declaration of Conformity

gemil Anhang III der Richtlinie 98/79/EG des Europdischen 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:

Adresse/Address:

Roche Diagnostics GmbH

Roche Professional Diagnostics
Sandhofer Stralie 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:

Diluent Universal

03183971

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 reagenis.

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) {iber 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, 20.02.2013
Rothe Diagnostics GmbH
pp?.f'on behalf of the company

LV L

i. V./on gehalfofthe company

l’:%:

Dr. M. Thein
Head of Quality
Roche Professional Diagnostics

Kontaktadresse/Contact address:

Roche Diagnostics GmbH

Dr. C. Fleischer -
Head of{ uality Control Penzberg
Roche Diagnostics Global Operations

Roche Professional Diagnostics
Abt./Dept. Global Regulatory Affairs
Sandhofer StraBe 116

D-68305 Mannheim

Fax: +49 621/759 1448

Diagnostics Division

03183971_Diluent Universal - la

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 - Geschaftsfihrung: Thomas Schmid, Sprecher; Edgar
Vieth - Aufsichtsratsvorsitzender: Dr. Severin Schwan
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