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EG-Konformitatserklarung/EC Declaration of Conformity

gemal Anhang Il der Richtlinie 98/79/EG des Europ#ischen Parlaments und des Rates vom 27. Oktober 1998
as per Annex ] of Directive 98/7%EC of the European Parliaments and Council of 27 October 1998

Hersteller/ Manufacturer: Roche Diagnostics Gmbl
Adresse/Address: Roche Professional Diagnostics

Sandhofer Strafe 116
D-68305 Mannheim

Die Roche Diagnostics GmbH erklirt, dass das Produkt/die Produktfamilie (bei rezepturgleichen Produkten)
Roche Diagrostics GmbH declares that the product/the product line (in case of products manyfactured by

identical recipes)
| _ Produktname/Product name: C.fas, CK-MB
Art.-Nr./1d. No.: 11447394
Beschreibung/Description: C.fa.s. (Calibrator for automated systems) CK-MB wird zur Kalibration von

-Roche-Methoden fiir die quantitative Bestimmung von CK-MB an klinisch-
chemischen Analysenautomaten von Roche wie in den Werteblittern
angegeben verwendet.

Cfas (Calibrator for automated systems) CK-MB is for use in the calibration
of Roche methods for the quantitative determination of CK-MB on Roche
clinical chemisiry analyzers as specified in the value sheets.

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-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, 13.07.2011
Roche Diagnostics Gmbl
pa./on behalf of the dompany 1. V.Jon behalf of the company

0 J : j ( fm\/’yéﬂ/k—”

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 Stralie 116
D-68305 Mannheim
Fax: +49 621/759 1448

11447394 C.fas. CK-MB.doc-la
Roche Diagnostics GmbH Diagnostics Division

Roche Diagnostics GmbH; Werk Penzberg; Nonnenwaid 2; D 82377 Penzberg; Telefon +49 8856 60 0; Telefax +40 8856 60 3806

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

gemif Anhang 11 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/Marufacturer: Roche Diagnostics GmbH

Diagnostics

Adresse/Address: Roche Centralized Diagnostics
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: Cfas HbAlc
Art.-Nr./Id. No.: 04528417
Beschreibung/Description: C.fas. (Calibrator for automated systems) HbAlc wird zur

Kalibration von quantitativen Roche-Methoden an klinisch-
chemischen Analysenautomaten von Roche wie im beiliegenden
Werteblatt angegeben verwendet.

C.fa.s. (Calibrator for automated systems} HbAIc is for use in the
calibration of quantitative Roche methods on Roche clinical chemistry
analyzers as specified in the enclosed value sheet.

auf das/die sich diese Erklidrung 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-I}agnostica entspricht.

io 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, ,«7(7[-/ /( O . ZCDCK’-

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

a8 L (coo~

Dr. M. Thein A. Schenkel (
Head of Quality Management &  Head of Quality Assurance
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

clashbalc.doc-Af

Roche Diagnostics GmbH Roche Centralized Diagnostics  Registergericht Mannheim Geschéfisfihrung:
Sandhofer Strasse 116 HRR 39562 Dr. Jurgen Schwiezer, Vorsitzender
D-68305 Mannheim Aufsichtsrat: Dr. Manfred Baier, Staffan Ek,
Telefon +49-621-759 ¢ Dr. Franz B. Humer, Vorsitzender  Dr. Volker Pfahlert,
Telefax +49-621-7592090 ) Burkhard G. Piper,

Pater-Claus Schiller,
Prof. Dr. Dr. Klaus Strein




EG-Konformititserkliirung/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 Parlioments and Council of 27 October 1998
Las

Hersteller/ Manufacturer: Roche Diagnostics GmbH
Adresse/_A ddress: ’ Roche Professional Diagnosﬁcs

Sandhofer Strale 116
- D-68305 Mannheim

Die Roche Diagnostics GmbH erkliirt, dass das Produkt/die Produktfamilie {bei rezepturgleichen Produkien)
Roche Diagnostics GmbH declares that the product/the product line (in case of products manufactured by
identical recipes) : R

Produkiname/Product name: C.f.a.s. Lipids
Art-Nr./ld No.: : 12172623
Beschreibung/Description: C.fa.s. (Calibrator for automated systems) Lipids wird zur Kalibration von

quantitativen Roche-Methoden an klinisch-chemischen Analysenautomaten
Cfas. (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. '

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) iber In-vitro-Diagnostica entspricht.

to which this declaration relates fulfils the requirements of EC Directive 98/79/EC of the Council of 27 QOctober
1998 (and its relevant transposition info 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, 13.07.2011
Roche Diagnostics GmbH
pa./on behalf of the cofmpany i. V./on behalf of the company

49/%,,’4 o

Dr. M. Them Dr. B. Rauschel
Head of Quality . Head of Quality Control Penzberg
Roche Professional Dlagnostlcs Roche Diagnostics Global Operations

Kontaktadresse/Contact address: Roche Professional Diagnostics
Abt./Dept. Global Regulatory Affairs
Sandhofer Strale 116 o
D-68305 Mannheim
Fax: +49 6217759 1448

) 12172623_C.Fas. Lipids.doc-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 - Geschaftsfuhrung Thomas Schmid, Sprecher
. Edgar Vieth - Aufstchtsratsvomltzender Dr. Severin Schwan
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EG-Konformititserklirung/EC Declaration of Conformity

gemiB Anhang III der Richilinie 98/79/EG des Europiischen Parlaments und des Rates vom 27, Oktober 1998
as per Annex HI of Directive 98/79%/EC of the European Parliamenis and Council of 27 October 1998 '

Hersteller/Manufacturer: Roche Diagnostics GmbH
Adresse/Address: Roche Professionzl Diagnostics

Sandhofer Strafie 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: Calibrator for automated systems
Art.-Nr./fd. No.: 10759350

Beschreibung/Description:
Z Calibrator for automated systems (C.f.a.8) wird zur Kalibration

von quantitativen Roche-Methoden an klinisch-chemischen

Analysengeriten von Roche wie in den Wertebliittern

angegeben verwendet, _

Calibrator for automated systems (C.f.a.s.) is for use in the calibration

of quantitative Roche methods on Roche clinical chemisiry analyzers as

specified in the value sheets.

auf das/die sich diese Erklarung bezicht, 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) Giber 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
fo be placed on the market) concerning in-vitro diagnosnc devices.

Mannheim, 26.10.2011

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

N AJLL Lot

Dr. M. Them Dr’ B. Rauschel
Head of Quality . Head of Quality Control Penzberg
Roche Professional Diagnostics ~ Roche Professional Diagnostics

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

10759350_Calibrator for automated systems.doc - df
Roche Diagnostics GmbH Diagnostics Division

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




EG-Konformititserklirung/EC Declaration of Conformity

gemaB Anhang III der Richtlinie 98/79/EG des Européischen 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 erklirt, dass das Produkt/die Produktfamilie
Roche Diagnostics GmbH declares that the product/the product line

Produktname/Product name: CHOL2
Cholesterol Gen.2
Art.-Nr./Cat. No.: 08057443190
Beschreibung/Description: In-vitro-Test zur quantitativen Bestimmung von Cholesterin in

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

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

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

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

Mannheim, 21 November 2018

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

LA C

/ v
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

mn

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

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

Aufsichtsratsvorsitzender: Dr. Severin Schwan



EG-Konformititserklirung/EC Declaration of Conformity

gemifl Anhang III 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: 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: CKMB
Creatine Kinase-MB
Art.-Nr./Cat. No.: 08057486190
Beschreibung/Description: In-vitro-Test zur quantitativen Bestimmung der katalytischen Aktivitt

der MB-Untereinheit der Creatinkinase (CK-MB) in Humanserum und
-plasma mit Roche/Hitachi cobas ¢ Systemen.

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

auf das/die sich diese Erkldrung bezieht, den Forderungen der Richtlinie 98/79/EG des 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).

Mannheim, 22 October 2018

Roche Diagnostics GmbH
ppa./on behalf of the company ppa./on behalf of the company
=
VLA
v - N/ v d
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: 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

2/2

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

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



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

EU Declaration of Conformity

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

Manufacturer: Roche Diagnostics GmbH

Address: Sandhofer Strasse 116
68305 Mannheim
Germany

Single Registration Number: DE-MF-000006260

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

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

Intended Use:

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

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

Intended Use:

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

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

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

Risk Class: (OJAXIB[]C[]D

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: 1DA14FD2-E1C6-413E-8C26-9F34A26B2ED1

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

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

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

[] Technical Documentation Assessment Class D — Annex 1X

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

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

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

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

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

80339 Munich

Germany
NB Ident. No.: 0123

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

Mannheim, 30 March 2023

Roche Diagnostics GmbH

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

DocuSigned by: DocuSigned by:

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

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

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

2/2



EG-Konformititserklirung/EC Declaration of Conformity

gemidl Anhang III der Richtlinie 98/79/EG des Europischen 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: CRE]J2
Creatinine Jaffe Gen.2
Art.-Nr./Cat. No.: 08057532190
Beschreibung/Description: In-vitro-Test zur quantitativen Bestimmung von Creatinin in

Humanserum, -plasma und -urin mit Roche/Hitachi cobas ¢ Systemen.

In vitro test for the quantitative determination of creatinine in human
serum, plasma and urine on Roche/Hitachi cobas c systems.

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

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

Mannheim, 16 November 2018

Roche Diagnostics GmbH

ppa./on behalf of the company ppa./on behalf of the company
m———
Il LT N {
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

171

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-Konformitiitserkliarung/EC Declaration of Conformity

gemidlB Anhang III 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: 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: ECO-D
EcoTergent
Art.-Nr./Cat. No.: 08063354190
Beschreibung/Description: EcoTergent ist ein Zusatzmittel fiir das Reaktionsbad zur

Verminderung von Oberflachenspannung bei cobas ¢ Systemen.

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

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 November 2018

Roche Diagnostics GmbH

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

PP Dr- Beede Sonefeld
[ Cluan

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

mn

Roche Diagnostics GmbH; Sandhofer Strasse 116; D-68305 Mannheim; Telefon +49-621-759-0; Telefax +49-621-759-2890
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EG-Konformititserklarung/EC Declaration of Conformity

gemiB Anhang ITI 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: 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: GGT-2
v-Glutamyltransferase ver.2 - Standardized against IFCC / Szasz

Art.-Nr./Cat. No.: 08057796190

Beschreibung/Description: In-vitro-Test zur quantitativen Bestimmung der y-Glutamyltransferase
(GGT) in Humanserum und -plasma mit Roche/Hitachi cobas ¢
Systemen.

In vitro test for the quantitative determination of y-glutamyltransferase
(GGT) in human serum and plasma on Roche/Hitachi cobas c systems.

auf das/die sich diese Erkldrung bezieht, den Forderungen der Richtlinie 98/79/EG des 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).
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EG-Konformititserkléirung/EC Declaration of Conformity

gemiB 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: GLUC3
Glucose HK

Art.-Nr./Cat. No.: 08057800190

Beschreibung/Description: In-vitro-Test zur quantitativen Bestimmung von Glucose in
Humanserum, -plasma, -urin und -liquor mit Roche/Hitachi cobas ¢
Systemen.

In vitro test for the quantitative determination of glucose in human
serum, plasma, urine and CSF on Roche/Hitachi cobas ¢ systems.

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

to which this declaration relates fulfils the requirements of Directive 98/79/EC of the European Parliament and
Council of 27 October 1998 on in-vitro diagnostic medical devices (and its relevant transposition into the

national laws of the Member States in which the device is intended to be placed on the market).
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EG-Konformititserklirung/EC Declaration of Conformity

gemiB Anhang III der Richtlinie 98/79/EG des Européischen Parlaments und des Rates vom 27. Oktober 1998
as per Annex 11l of Directive 98/79/EC of the European Parliaments and Council of 27 October 1998

Hersteller/Manufacturer: Roche Diagnostics GmbH

Adresse/Address: Sandhofer Strasse 116
D-68305 Mannheim

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

Produktname/Product name: HDLC4
HDL-Cholesterol Gen.4
Art.-Nr./Cat. No.: 08057877190
Beschreibung/Description: In-vitro-Test zur quantitativen Bestimmung der

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

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

auf das/die sich diese Erkldarung 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, 22 October 2018

Roche Diagnostics GmbH

ppa./on behalf of the company ppa./on behalf of the company
1.6t % %

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



	11447394_C.f.a.s. CK-MB.pdf
	04528417_C.f.a.s HbA1c.pdf
	12172623_C.f.a.s. Lipids.pdf
	10759350_Calibrator for automated systems.pdf
	03246353001_Cl_Electrode.pdf

	EnvelopeID_9f0fa4db-6273-47d9-93bf-5dd6be3b8a02: DocuSign Envelope ID: 1DA14FD2-E1C6-413E-8C26-9F34A26B2ED1
	EnvelopeID_0f4093d1-7d08-425b-98b8-b08178414036: DocuSign Envelope ID: 1DA14FD2-E1C6-413E-8C26-9F34A26B2ED1
		2025-04-22T16:38:39+0300
	Moldova
	MoldSign Signature




