DocuSign Envelope ID: 404BB685-A65B-4ABA-9EGE-21315F507723

EC Declaration of Conformity Location: Moldova

Digitally signed by Lazari Cristina
Date: 2024.11.12 16:19:54 EET
Reason: MoldSign Signature

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

Manufacturer:
Address:

Single Registration Number:

Authorized Representative:
Address:

Single Registration Number:

Roche Diagnostics GmbH
Sandhofer Strasse 116
68305 Mannheim
Germany

TBD (application filed; confirmation pending)

N/A

N/A

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

Product Name Cat. No. Basic UDI-DI

LDHI2 03004732122 7613336001039G

LDHI2 05169330190 7613336000369S

LDHI2 05401674190 761333600089AF

LDHI2 08057958190 761333600532AB

LDHI2 05169330214 761333600722AJ
Risk Class: OAEBOCOD

Conformity Route:

Certificates:

Other:

Notified Body (NB) Name:
NB Address:

NB Ident. No.:

O Self-Declaration of Conformity (Class A)

Technical Documentation Assessment Class B/C — Annex IX

O Technical Documentation Assessment Class D — Annex 1X

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

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

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

EU QM Certificate No.: V12 010283 0639

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

O Common Specifications:

TUOV Siid Product Service GmbH
RidlerstraBe 65

80339 Munich

Germany

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: 404BB685-A65B-4ABA-9EGE-21315F507723

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

Mannheim, 7 May 2021

Roche Diagnostics GmbH

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

DocuSigned by: DocuSigned by:
Kalf Zidunski {Joachim Hoch

A45CC19E27A04F3... 18F3891ABF554FF ..

Ralf Zielenski Dr. Joachim Hoch

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

Abt./Dept. Global Regulatory Affairs
Sandhofer Strasse 116
D-68305 Mannheim
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DocuSign Envelope ID: 4232CF52-9890-4673-B636-CACB42F29741

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

NaCl Diluent 9%

04774230190

761333601318AE

Intended Use:

NaCl Diluent 9% is used as a sample diluent in conjunction with assay reagents on the cobas ¢ 111 system.

Product Name Cat. No. Basic UDI-DI

NACL 04489357190 761333601272AF
NACL 05172152190 761333601357AQ
NACL 05172152214 761333601358AS
NACL 08063494190 761333601536AS

Intended Use:

Diluent NaCl 9 % is used as a sample diluent in conjunction with assay reagents on cobas c systems.

Product Name

Cat. No.

Basic UDI-DI

NaCl Diluent 9%

20756350322

761333601659BB

Intended Use:

NaCl Diluent 9% is used as a sample diluent in conjunction with assay reagents on COBAS INTEGRA 400 plus

analyzers.

Risk Class:

Conformity Route:

XALCIBJCD

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 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

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: 4232CF52-9890-4673-B636-CACB42F29741

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.

Mannheim, 11 September 2023

Roche Diagnostics GmbH

i.V./on behalf of the company ppa./on behalf of the company
DocuSigned by: DocuSigned by:
Bumd, Kottinger Stefan S il
00ABEBBOES9341C... FCSEDEC1054B44C...
Dr. Bernd Réttinger Dr. Stefan Scheib
Head of Pre-Market Quality Point of Care Global Head of Regulatory Affairs, Core Lab
Contact address: Roche Diagnostics GmbH

Abt./Dept. Global Regulatory Affairs
Sandhofer Strasse 116
D-68305 Mannheim
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DocuSign Envelope ID: F2000749-3E2F-497D-AE06-22D85B7AAE45

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

Cell Wash Solution I/NaOH-D 04880285190 761333601329AK
Cell Wash Solution I/NaOH-D 04880285214 761333602619B6
Cell Wash Solution I/NaOH-D 07531869190 761333601496B7

Intended Use:

Cell Wash Solution 1 / NaOH-D is used as alkaline wash solution for reaction cells on Roche/Hitachi systems.

Product Name Cat. No. Basic UDI-DI
Basic Wash 08302545190 761333601544AR
Basic Wash 08453209190 761333602390AV

Intended Use:

Basic Wash is used as alkaline wash solution for reaction cells and for sample probes on the cobas ¢ analyzers.

Risk Class:

Conformity Route:

Certificates:

Other:

XALCIBJCD

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 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

] EU QM Certificate No.:

[T] EU Technical Documentation Assessment Certificate No.

(Class D, Near-Patient Testing, Self-Testing and Companion
Diagnostics):

] Common Specifications:

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: F2000749-3E2F-497D-AE06-22D85B7AAE45

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.

Mannheim, 16 February 2023

Roche Diagnostics GmbH

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

E)hristina Schmid S’wfm S il

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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DocuSign Envelope ID: F489315A-1E08-410C-AA1F-406AC9CABC23

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

NaOHD 04489241190 761333601271AD
NaOHD 05172128190 761333601353AG
NaOHD 05172128214 761333601354AJ
NaOHD 08063451190 761333601534AN

Intended Use:
Wash solution for reagent probes and reaction cells on cobas ¢ systems.

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 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

Certificates: ] EU QM Certificate No.:
] 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

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: F489315A-1E08-410C-AA1F-406AC9CABC23

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

Mannheim, 10 August 2023

Roche Diagnostics GmbH

i.V./on behalf of the company i.V./on behalf of the company
DocuSigned by: DocuSigned by:
Cniskina Qehomid [ pckin Lt
E3965E80F3E840E... 18F3891ABF554FF...
Dr. Christina Schmid Dr. Joachim Hoch
Head of Pre-Market Quality Core Lab Subchapter Lead Global Regulatory Affairs
Contact address: Roche Diagnostics GmbH

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

2/2



NED

EG-Konformititserklirung/EC Declaration of Conformity

gemiB Anhang HI 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: : 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 ClinChem Multi 1

Art.-Nr./ld. No.: 05947626, 05117003, 05117208

Beschreibung/Description: PreciControl ClinChem Multi 1 wird in der Qualititskontrolle
' : zur Richtigskeits- und Priizisionskontrolle von den in den
Werteblittern angegebenen quantitativen Methoden eingesetzt.
PreciControl ClinChem Multi 1 is for use in quality control by
monitoring accuracy and precision for the quantitative methods
as specified in the value sheets.

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) {iber In-vitro-Diagnostica entspricht.
to which this declaration relates fulfils the requirements of EC Directive 98/79/EC of the Council aof 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, August 2010

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

Dr. M. Thein cf{enkel
Head of Quality & Regulatory Head of Quality Control
Management Professional Diagnostics

Professional Diagnostics

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

11

Roche Diagnostics GmbH; Werk Penzberg; Nonnenwald 2; D 82377 Penzbarg; 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 -
Aufsichtsratsvarsitzender: Dr. Severin Schwan '



EG-Konformitiitserklirung/EC Declaration of Conformity

gemaf Anllang IIT der Richtlinie 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 Parfiaments and Council of 27 October 1998

Hersteller/ Manufacturer: Roche Diagnostics GmbH

Adresse/Address: : - Roche Professional Diagnostics
Sandhofer Strafle 116
D-68305 Mamheim

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 reczpes) .

Produktname/ Product name: PreciControl ClinChem Multi 2
Art.-Nr./Id No.: 05947774, 05117216, 05117291
Beschreibung/Description: PreciControl ClinChem Multf 2 wird in der Quahtatskontrolle

zur Richtigskeits- und Prizisionskontrolle von den in den
Werteblittern angegebenen quantitativen Methoden eingesetzt.
PreciControl ClinChem Multi i2 is for use in quality control by
monitoring accuracy and precision for the quantitative methods
as specified in the value sheets. :

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 mtended
to be placed on the market) concerning in-vitro diagnostic devices..

Mannheim, 13. August 2010

Roche Diagnostics GmbH
,ilppa Jon behalf of the company i. V./on behalf of the company

00y A, 7

Dr. M. Thein Al Schenkel
Head of Quality & Regulatory Head of Quality Control
Management Professional Diagnostics

Professional Diagnostics

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

11

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 Nlannhelm HRB 3962 - Geschaftsfuhmng Thomas Schmid, Sprecher; Edgar Vleth -
Aufsichtsratsvorsitzender: Dr. Severin Schwan




DocuSign Envelope |D: B6AD095A-4440-46B0-B015-B4EE9E818CA9

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
Sample Cleaner 1 04708725190 761333601305A5
CLEAN 04774248190 761333601319AG
Sample Cleaner 1 05352991190 761333601362AH
CLEAN 20764337322 761333601668BC
Risk Class: XA[IBJC[]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 1X

[] Technical Documentation Assessment Class D — Annex IX

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

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

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

] EU QM Certificate No.:

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

] Common Specifications:

N/A

N/A

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 |D: B6AD095A-4440-46B0-B015-B4EE9E818CA9

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

Mannheim, 26 August 2021
Roche Diagnostics GmbH
ppa./on behalf of the company i.V./on behalf of the company

DocuSigned by: DocuSigned by:
Kalf Zilnski {Joachlm Hoch

A7FOBAOFEQ1A46A 18F3891ABF554FF ...

Ralf Zielenski Dr. Joachim Hoch

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: F489315A-1E08-410C-AA1F-406AC9CABC23

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

SMS 04489225190 761333601270AB
SMS 05172136190 761333601355AL
SMS 05172136214 761333601356AN
SMS 08063478190 761333601535AQ

Intended Use:
Wash solution for reagent probes and reaction cells on cobas ¢ systems.
Risk Class: XIA(OB[]C[]D
Conformity Route: X Self-Declaration of Conformity (Class A)
[] Self-Declaration of Conformity after Notified Body involvement for
sterile manufacturing conditions acc. Art. 48 (10) (Class A sterile)
[] Technical Documentation Assessment Class B/C — Annex 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 1X
Certificates: ] EU QM Certificate No.:
] 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

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: F489315A-1E08-410C-AA1F-406AC9CABC23

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

Mannheim, 10 August 2023

Roche Diagnostics GmbH

i.V./on behalf of the company ppa./on behalf of the company
DocuSigned by: DocuSigned by:
Cniskina: Sdpia [ pckin Lt
E3965E80F3EB40E... 18F3891ABF554FF...
Dr. Christina Schmid Dr. Joachim Hoch
Head of Pre-Market Quality Core Lab Subchapter Lead Global Regulatory Affairs
Contact address: Roche Diagnostics GmbH

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

2/2



DocuSign Envelope |D: DFD2BFFE-F726-482C-8CB2-8F4C1684DEDG

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:

Authorized Representative:

Address:

Single Registration Number:

Roche Diagnostics GmbH
Sandhofer Strasse 116
68305 Mannheim
Germany

DE-MF-000006260

N/A

N/A

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

Product Name Cat. No. Basic UDI-DI
TP2 03183734190 7613336002079V
TP2 04657586190 761333600297AQ
TP2 05171385190 7613336000449R
TP2 05171385214 761333600724AN
TP2 08058652190 7613336000169L
Risk Class: OAEBOCOD

Conformity Route:

Certificates:

Other:

Notified Body (NB) Name:

NB Address:

NB Ident. No.:

O Self-Declaration of Conformity (Class A)

Technical Documentation Assessment Class B/C — Annex IX

O Technical Documentation Assessment Class D — Annex 1X

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

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

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

EU QM Certificate No.: V12 010283 0639

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

O Common Specifications:

TUOV Siid Product Service GmbH
RidlerstraBe 65

80339 Munich

Germany

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 |D: DFD2BFFE-F726-482C-8CB2-8F4C1684DEDG

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

Mannheim, 21 June 2021

Roche Diagnostics GmbH

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

DocuSigned by: DocuSigned by:
Kalf Aidunsi {Joachim Hoch

A45CC19E27AO4FS... 18F3891ABF554FF...

Ralf Zielenski Dr. Joachim Hoch

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

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

2/2







DocuSign Envelope |D: DFD2BFFE-F726-482C-8CB2-8F4C1684DEDG

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:

Authorized Representative:
Address:

Single Registration Number:

Roche Diagnostics GmbH
Sandhofer Strasse 116
68305 Mannheim
Germany

DE-MF-000006260

N/A

N/A

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

Product Name Cat. No. Basic UDI-DI

UREAL 04460715190 761333600264A9

UREAL 04657616190 7613336003009L

UREAL 05171873190 7613336000539S

UREAL 08058806190 7613336000249K

UREAL 05171873214 761333600958BH
Risk Class: OAEBOCOD

Conformity Route:

Certificates:

Other:

Notified Body (NB) Name:
NB Address:

NB Ident. No.:

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 1X

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

EU QM Certificate No.: V12 010283 0639

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

O Common Specifications:

TUV Siid Product Service GmbH
RidlerstraBe 65

80339 Munich

Germany

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 |D: DFD2BFFE-F726-482C-8CB2-8F4C1684DEDG

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

Mannheim, 21 June 2021

Roche Diagnostics GmbH

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

DocuSigned by: DocuSigned by:
Kalf Zidunski {Joachim Hoch

A45CC19E27A04F3... 18F3891ABF554FF...

Ralf Zielenski Dr. Joachim Hoch

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

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

2/2







DocuSign Envelope |D: B6AD095A-4440-46B0-B015-B4EE9E818CA9

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
Cell Wash Solution Il / Acid Wash | 04880307190 761333601331A6
Sample Cleaner 2 05958024190 761333601392AS
Sample Cleaner 2 05968828190 761333601396B2
Acid Wash 08302723190 761333601545AT
Risk Class: XA[IBJC[]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 I1X

[] Technical Documentation Assessment Class D — Annex I1X

[] Technical Documentation Assessment Class B/C/D for Self-Testing
— Annex I1X

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

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

] EU QM Certificate No.:

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

] Common Specifications:

N/A

N/A

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 |D: B6AD095A-4440-46B0-B015-B4EE9E818CA9

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

Mannheim, 26 August 2021
Roche Diagnostics GmbH
ppa./on behalf of the company i.V./on behalf of the company

DocuSigned by: DocuSigned by:
Kalf Zidunski {Joachim Hoch

ATFOBAQFEQ1A46A. . 18F3891ABF554FF...

Ralf Zielenski Dr. Joachim Hoch

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: 025F0581-067E-46B9-988A-CC3AAOEEE447

ZWEC Declaration of Conformity

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

Manufacturer:
Address:

Single Registration Number:

Authorized Representative:
Address:

Single Registration Number:

Roche Diagnostics GmbH
Sandhofer Strasse 116
68305 Mannheim
Germany

TBD (application filed; confirmation pending)

N/A

N/A

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

Product Name Cat. No. Basic UDI-DI
ALB2 03183688122 7613336002059R
ALB2 04657357190 761333600294AJ
ALB2 05166861190 7613336003229W
ALB2 08056692190 761333600502A2
Risk Class: OARBOCOD

Conformity Route:

Certificates:

Other:

Notified Body (NB) Name:
NB Address:

NB Ident. No.:

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 1X

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

EU QM Certificate No.: V12 010283 0639

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

O Common Specifications:

TOV Sud Product Service GmbH
RidlerstraBe 65

80339 Munich

Germany

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: 025F0581-067E-46B9-988A-CC3AAOEEE447

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

Mannheim, 20 April 2021

Roche Diagnostics GmbH

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

DocuSigned by:

DocuSigr?ed by:
L4 (Qé(n/ {Joachim Hoch
18F3891ABF554FF...

0AFDA3CCO08B94CS...

Ralf Zielenski Dr. Joachim Hoch

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

Abt./Dept. Global Regulatory Affairs
Sandhofer Strasse 116
D-68305 Mannheim
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DocuSign Envelope ID: 025F0581-067E-46B9-988A-CC3AAOEEE447

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

ALTL 20764957322 761333600163A2

ALT 05850797190 761333600363AC

ALTL 04718569190 7613336003029Q

ALTLP 04467388190 761333600265AB

ALTPM 05531462190 761333600338AD

ALTP 08056773190 761333600506AA
Risk Class: OARBOCOD
Conformity Route: O Self-Declaration of Conformity (Class A)

B Technical Documentation Assessment Class B/C — Annex IX

O Technical Documentation Assessment Class D — Annex 1X

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

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

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

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

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

80339 Munich

Germany
NB Ident. No.: 0123

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

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



DocuSign Envelope ID: 025F0581-067E-46B9-988A-CC3AAOEEE447

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

Mannheim, 20 April 2021

Roche Diagnostics GmbH

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

DocuSigned by:
DocuSigned by: .
&Q g@én/ {Joachlm Hoch
’ 18F3891ABF554FF...

J— 0AFDA3CCO08B94CS...

Ralf Zielenski Dr. Joachim Hoch

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

Abt./Dept. Global Regulatory Affairs
Sandhofer Strasse 116
D-68305 Mannheim
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DocuSign Envelope ID: EG94EF1F-2DAA-44B3-B3E7-778B1CA5A425

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

AMYL2 03183742122 7613336002089X

AMYL2 05167027190 761333600325A4

AMYL2 05167027214 761333600326A6

AMYL2 05401496190 761333600085A7

AMYL2 08056811190 761333600507AC

Risk Class: OAxXBOCOD

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

Technical Documentation Assessment Class B/C — Annex IX

O Technical Documentation Assessment Class D — Annex 1X

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

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

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

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

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

80339 Munich

Germany
NB Ident. No.: 0123

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

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



DocuSign Envelope ID: EG94EF1F-2DAA-44B3-B3E7-778B1CA5A425

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

Mannheim, 31 May 2021

Roche Diagnostics GmbH

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

DocuSigned by: DocuSigned by:
Kalf Zidunski {Joachlm Hoch

A45CC19E27A04F3... 18F3891ABF554FF ...

Ralf Zielenski Dr. Joachim Hoch

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

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

2/2







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

EC Declaration of Conformity

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

Manufacturer: Roche Diagnostics GmbH
Address: Sandhofer Strasse 116
68305 Mannheim
Germany
Single Registration Number: TBD (application filed; confirmation pending)
Authorized Representative: N/A
Address:
Single Registration Number: N/A

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

Product Name Cat. No. Basic UDI-DI

AST 05850819190 761333600364AE

ASTL 04657543190 761333600296 AN

ASTL 20764949322 7613336001629Y

ASTLP 04467493190 761333600266 AD

ASTPM 05531446190 761333600337AB

ASTP 08056838190 761333600509AG

Risk Class: OARBOCOD

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

B Technical Documentation Assessment Class B/C — Annex IX

O Technical Documentation Assessment Class D — Annex 1X

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

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

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

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

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

80339 Munich

Germany
NB Ident. No.: 0123

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

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



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

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

Mannheim, 5 May 2021

Roche Diagnostics GmbH

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

@ég;a é(n/ {J;ath::; Hoch

0AFDA3CCO08B94CS... 18F3891ABF554FF ...

Ralf Zielenski Dr. Joachim Hoch

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

Abt./Dept. Global Regulatory Affairs
Sandhofer Strasse 116
D-68305 Mannheim
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DocuSign Envelope ID: 025F0581-067E-46B9-988A-CC3AAOEEE447

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
BILD2 05168384190 7613336003309V
BILD2 05168384214 7613336003319X
BILD2 05589061190 761333600343A6
BILD2 05589134190 761333600344A8
BILD2 08056951190 7613336005109Z2
Risk Class: OAxBOCOD
Conformity Route: O Self-Declaration of Conformity (Class A)

B Technical Documentation Assessment Class B/C — Annex IX

O Technical Documentation Assessment Class D — Annex 1X

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

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

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

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

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

80339 Munich

Germany
NB Ident. No.: 0123

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

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



DocuSign Envelope ID: 025F0581-067E-46B9-988A-CC3AAOEEE447

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

Mannheim, 20 April 2021

Roche Diagnostics GmbH

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

@éﬁs;a éﬂ/ {J;ath::; Hoch

OAFDA3CCO8B94CS... 18F3891ABF554FF...
Ralf Zielenski Dr. Joachim Hoch
Head of Quality Director Global Regulatory Affairs
Centralised and Point of Care Solutions Centralised and Point of Care Solutions
Contact address: Roche Diagnostics GmbH

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

2/2







DocuSign Envelope ID: 12270C8A-F221-4BD1-BA53-5D24237D8379

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:

Authorized Representative:

Address:

Single Registration Number:

Roche Diagnostics GmbH
Sandhofer Strasse 116
68305 Mannheim
Germany

TBD (application filed; confirmation pending)

N/A

N/A

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

Product Name Cat. No. Basic UDI-DI

BILT3 05795397190 761333600348AG

BILT3 05795419190 761333600349AJ

BILT3 05795648190 761333600350A3

BILT3 08056960190 761333600511A3
Risk Class: OAEBOCOD

Conformity Route:

Certificates:

Other:

Notified Body (NB) Name:

NB Address:

NB Ident. No.:

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 1X

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

EU QM Certificate No.: V12 010283 0639

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

O Common Specifications:

TUV Siid Product Service GmbH
RidlerstraBe 65

80339 Munich

Germany

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: 12270C8A-F221-4BD1-BA53-5D24237D8379

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

Mannheim, 23 April 2021

Roche Diagnostics GmbH

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

@ég;a é(n/ {J;ath::; Hoch

0AFDA3CCO08B94CS... 18F3891ABF554FF ...

Ralf Zielenski Dr. Joachim Hoch

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

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

2/2







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

EU Declaration of Conformity

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

Manufacturer: Roche Diagnostics GmbH

Address: Sandhofer Strasse 116
68305 Mannheim
Germany

Single Registration Number: DE-MF-000006260

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

Product Name Cat. No. Basic UDI-DI
Calibrator for automated systems 10759350190 761333600704AG

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

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

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

Risk Class: (OJABXIC[]D

Conformity Route: [] Self-Declaration of Conformity (Class A)
[] Self-Declaration of Conformity after Notified Body involvement for
sterile manufacturing conditions acc. Art. 48 (10) (Class A sterile)
[X] Technical Documentation Assessment Class B/C — Annex 1X
[] Technical Documentation Assessment Class D — Annex 1X
[] Technical Documentation Assessment Class B/C/D for Self-Testing
— Annex IX
[] Technical Documentation Assessment Class B/C/D for Near-Patient
Testing — Annex IX
[] Technical Documentation Assessment Class C/D for Companion
Diagnostics — Annex IX

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

Other ] Common Specifications:

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: A46F0C55-F86B-4510-8896-2DE4148C19D3

Notified Body (NB) Name: TUV Siid Product Service GmbH
NB Address: Ridlerstrale 65

80339 Munich

Germany
NB Ident. No.: 0123

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

Mannheim, 1 August 2023

Roche Diagnostics GmbH

i.V./on behalf of the company ppa./on behalf of the company
DocusSigned by: DocuSigned by:
[ Slltfm Sclaib
E3965E80F3ES840E... FC5EDEC1054B44C...
Dr. Christina Schmid Dr. Stefan Scheib
Head of Pre-Market Quality Core Lab Global Head of Regulatory Affairs, Core Lab
Contact address: Roche Diagnostics GmbH

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

2/2



DocuSign Envelope ID: B20169CE-748E-4112-9375-FAE703B4E375

EC Declaration of Conformity

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

Manufacturer:
Address:

Single Registration Numb

er:

Authorized Representative:

Address:

Single Registration Numb

er:

Roche Diagnostics GmbH
Sandhofer Strasse 116
68305 Mannheim
Germany

TBD (application filed; confirmation pending

N/A

N/A

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 Proteins 11355279160 761333600715AM
C.f.a.s Proteins 11355279216 761333600716AP

Risk Class:

Conformity Route:

Certificates:

Other:

Notified Body (NB) Name:

NB Address:

NB Ident. No.:

OAOBmECOD

O Self-Declaration of Conformity (Class A)

Technical Documentation Assessment Class B/C — Annex IX

O Technical Documentation Assessment Class D — Annex 1X

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

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

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

EU QM Certificate No.: V12 010283 0639

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

O Common Specifications:

TUOV Siid Product Service GmbH
Ridlerstrale 65

80339 Munich

Germany

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 - Geschaftsfiihrung: Claus Haberda; Andreas Schmitz -
Aufsichtsratsvorsitzender: Dr. Thomas Schinecker



DocuSign Envelope ID: B20169CE-748E-4112-9375-FAE703B4E375

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

Mannheim, 17 May 2021

Roche Diagnostics GmbH

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

DocuSigned by:
DocuSigned by: .
Wﬁ (ki {Joachlm Hoch

18F3891ABF554FF ...
A45CC19E27A04F3...

Ralf Zielenski Dr. Joachim Hoch

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

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

2/2







DocuSign Envelope ID: 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

CKMB 05168562190 7613336000069H
CKMB 05168562214 761333602385B4
CKMB 07190808190 761333600435AC
CKMB 07442050190 761333600459AS
CKMB 08057486190 761333600516AD
C.fas. CK-MB 11447394216 761333600720AE

Risk Class: OAdOdBXCLID

Conformity Route:

Certificates:

Other:

Notified Body (NB) Name:
NB Address:

NB Ident. No.:

[] 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 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

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
Ridlerstralle 65

80339 Munich

Germany

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 - Geschaftsfiihrung: Claus Haberda; Clemens Schmid -

Aufsichtsratsvorsitzender: Dr. Thomas Schinecker



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

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

Mannheim, 25 August 2022
Roche Diagnostics GmbH

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

DocuSigned by: DocuSigned by:

(uisina Sclomid Stelpr Scbeik

59311CC1CDAS480... 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
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DocuSign Envelope ID: EBD33E32-848B-476F-ABF0-7B3980DD4ES52

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
CREJ2 04810716190 7613336003059W
CREJ2 05401755190 761333600093A6
CREJ2 06407137190 761333600186AE
CREJ2 06407137214 761333600187AG
CREJ2 08057532190 761333600520A4
Risk Class: OARBOCOD
Conformity Route: O Self-Declaration of Conformity (Class A)

B Technical Documentation Assessment Class B/C — Annex IX

O Technical Documentation Assessment Class D — Annex 1X

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

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

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

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

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

80339 Munich

Germany
NB Ident. No.: 0123

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

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



DocuSign Envelope ID: EBD33E32-848B-476F-ABF0-7B3980DD4ES52

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

Mannheim, 20 May 2021

Roche Diagnostics GmbH

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

@Z{L oy {Jc:a;hlrr: Hoch

A45CC19E27A04F3... 18F3891ABF554FF...

Ralf Zielenski Dr. Joachim Hoch

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

Abt./Dept. Global Regulatory Affairs
Sandhofer Strasse 116
D-68305 Mannheim
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DocuSign Envelope ID: A22F3590-BOCB-4ABC-85A6-C0D463C29531

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:

Authorized Representative:
Address:

Single Registration Number:

Roche Diagnostics GmbH
Sandhofer Strasse 116
68305 Mannheim
Germany

TBD (application filed; confirmation pending)

N/A

N/A

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

Product Name Cat. No. Basic UDI-DI
CRP4 07876033190 761333600633AJ
CRP4 07876424190 761333600634AL
CRP4 07876432190 761333600635AN
CRP4 08057591190 761333600639AW
Risk Class: OAEBOCOD

Conformity Route:

Certificates:

Other:

Notified Body (NB) Name:
NB Address:

NB Ident. No.:

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 1X

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

EU QM Certificate No.: V12 010283 0639

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

O Common Specifications:

TUV Siid Product Service GmbH
RidlerstraBe 65

80339 Munich

Germany

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: A22F3590-BOCB-4ABC-85A6-C0D463C29531

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

Mannheim, 25 May 2021

Roche Diagnostics GmbH

ppa./on behalf of the company i.V./on behalf of the company
DocuSigned by: DocuSigned by:
@ff Ak {Joachim Hoch
A45CC19E27A04F3... 18F3891ABF554FF...
Ralf Zielenski Dr. Joachim Hoch
Head of Quality Director Global Regulatory Affairs
Centralised and Point of Care Solutions Centralised and Point of Care Solutions
Contact address: Roche Diagnostics GmbH

Abt./Dept. Global Regulatory Affairs
Sandhofer Strasse 116
D-68305 Mannheim
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DocuSign Envelope ID: 4232CF52-9890-4673-B636-CACB42F29741

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
ECO-D 05422485190 761333601366AR

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

Product Name Cat. No. Basic UDI-DI

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

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

Risk Class: XIA(OB[]C[]D

Conformity Route: X Self-Declaration of Conformity (Class A)
[] Self-Declaration of Conformity after Notified Body involvement for
sterile manufacturing conditions acc. Art. 48 (10) (Class A sterile)
] Technical Documentation Assessment Class B/C — Annex 1X
[] Technical Documentation Assessment Class D — Annex IX
[] Technical Documentation Assessment Class B/C/D for Self-Testing
— Annex I1X
[] 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.:
[T] EU Technical Documentation Assessment Certificate No.
(Class D, Near-Patient Testing, Self-Testing and Companion
Diagnostics):

Other: ] Common Specifications:

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: 4232CF52-9890-4673-B636-CACB42F29741

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.

Mannheim, 11 September 2023

Roche Diagnostics GmbH

i.V./on behalf of the company ppa./on behalf of the company
DocuSigned by: DocuSigned by:
Bund Fodtinger Stefan. Scluwib
00ABEBBOE89341C... FC5EDEC1054B44cC...
Dr. Bernd Réttinger Dr. Stefan Scheib
Head of Pre-Market Quality Point of Care Global Head of Regulatory Affairs, Core Lab
Contact address: Roche Diagnostics GmbH

Abt./Dept. Global Regulatory Affairs
Sandhofer Strasse 116
D-68305 Mannheim
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DocuSign Envelope ID: A22F3590-BOCB-4ABC-85A6-C0D463C29531

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
FERR4 04885317190 7613336003109P
FERR4 05172390190 7613336000609P
FERR4 08057648190 761333600523AA
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

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



DocuSign Envelope ID: A22F3590-BOCB-4ABC-85A6-C0D463C29531

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

Mannheim, 25 May 2021

Roche Diagnostics GmbH

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

DocuSigned by:

Kalf Ailomski {Joachim Hoch

A45CC19E27A04FS... 18F3891ABF554FF...

Ralf Zielenski Dr. Joachim Hoch

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

Abt./Dept. Global Regulatory Affairs
Sandhofer Strasse 116
D-68305 Mannheim
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DocuSign Envelope |D: DFD2BFFE-F726-482C-8CB2-8F4C1684DEDG

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:

Authorized Representative:

Address:

Single Registration Number:

Roche Diagnostics GmbH
Sandhofer Strasse 116
68305 Mannheim
Germany

DE-MF-000006260

N/A

N/A

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

Product Name Cat. No. Basic UDI-DI
GLUC3 04404483190 761333600263A7
GLUC3 05168791190 7613336000279R
GLUC3 05168791214 761333600719AV
GLUC3 08057800190 761333600526 AG
Risk Class: OAEBOCOD

Conformity Route:

Certificates:

Other:

Notified Body (NB) Name:

NB Address:

NB Ident. No.:

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 1X

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

EU QM Certificate No.: V12 010283 0639

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

O Common Specifications:

TUV Siid Product Service GmbH
RidlerstraBe 65

80339 Munich

Germany

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 |D: DFD2BFFE-F726-482C-8CB2-8F4C1684DEDG

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

Mannheim, 21 June 2021

Roche Diagnostics GmbH

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

DocuSigned by:

DocuSigned by:
Kalf Zidenski {Joachim Hoch
A4SCCI9E27AO4FS. . 18F3891ABF554FF...

Ralf Zielenski Dr. Joachim Hoch

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

Abt./Dept. Global Regulatory Affairs
Sandhofer Strasse 116
D-68305 Mannheim
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DocuSign Envelope ID: EDF71DA2-6923-4D50-9840-36A0873569F3

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: DE-MF-000006260

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

Product Name Cat. No. Basic UDI-DI
ISE Internal Standard Gen.2 | 04522320190 761333600651AL
ISE Internal Standard Gen.2 | 04880455190 761333600663AT
ISE Reference Electrolyte 10820652216 761333600706AL
ISE Reference Electrolyte 11360981216 761333600718AT
ISE Reference Electrolyte 08392013190 761333600687B9
ISE Standard High 11183982216 761333600711AD
ISE Standard Low 11183974216 761333600709AS
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 I1X

[] Technical Documentation Assessment Class D — Annex IX

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

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

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

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: Ridlerstralle 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 - Geschaftsfiihrung: Claus Haberda; Andreas Schmitz -
Aufsichtsratsvorsitzender: Dr. Thomas Schinecker



DocuSign Envelope ID: EDF71DA2-6923-4D50-9840-36A0873569F3

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

Mannheim, 5 November 2021

Roche Diagnostics GmbH

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

DocuSigned by: DocuSigned by:
Kalf Ailomski {Joachim Hoch

A7TFOBAOFE91A46A... 18F3891ABF554FF ...
Ralf Zielenski Dr. Joachim Hoch
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
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DocuSign Envelope ID: 4A8FD4F4-3C31-48FC-B16F-986A4FA243BE

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

ISE Cleaning Solution / Elecsys SysClean | 11298500316 | 761333601595BA

Intended Use:

For the cleaning of ISE units on Roche/Hitachi analyzers.
For the cleaning of Elecsys and cobas e immunoassay analyzers.

Risk Class:

Conformity Route:

Certificates:

Other:

Notified Body (NB) Name:
NB Address:

NB Ident. No.:

XA[CIB[JC[ID

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 1X

[] Technical Documentation Assessment Class D — Annex IX

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

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

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

] EU QM Certificate No.:

[T] EU Technical Documentation Assessment Certificate No.

(Class D, Near-Patient Testing, Self-Testing and Companion
Diagnostics):

] Common Specifications:

N/A

N/A

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: 4A8FD4F4-3C31-48FC-B16F-986A4FA243BE

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

Mannheim, 11 July 2023

Roche Diagnostics GmbH

i.V./on behalf of the company ppa./on behalf of the company
DocuSigned by: DocuSigned by:
[ Mistina S Sﬁfm S dwile
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: 39C37F7A-F70F-44F8-88C2-69104B6C4A0D

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: DE-MF-000006260

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

Product Name Cat. No. Basic UDI-DI
ISE Diluent Gen.2 04522630190 761333601279AV
ISE Diluent Gen.2 04880480190 761333601333AA
Risk Class: XA[IBJC[]D
Conformity Route: X Self-Declaration of Conformity (Class A)

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

[] Technical Documentation Assessment Class B/C — Annex 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 IX

Certificates: ] EU QM Certificate No.:
[T] 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.

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: 39C37F7A-F70F-44F8-88C2-69104B6C4A0D

Mannheim, 12 October 2021

Roche Diagnostics GmbH

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

DocuSigned by: DocuSigned by:
Kalf Zlemsk {Joachim Hoch

ATFOBAOFEO1A46A... 18F3891ABF554FF .

Ralf Zielenski Dr. Joachim Hoch

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
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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

CKMB 05168562190 7613336000069H
CKMB 05168562214 761333602385B4
CKMB 08057486190 761333600516AD
CKMB 08057486214 761333602605AT

Intended Use:
In vitro test for the quantitative determination of the catalytic activity of creatine kinase MB subunit (CK-MB) in human
serum and plasma on cobas ¢ systems.

Product Name Cat. No. Basic UDI-DI
CKMB 07190808190 761333600435AC

Intended Use:
In vitro test for the quantitative determination of the catalytic activity of creatine kinase MB subunit (CK-MB) in human
serum and plasma on cobas ¢ and COBAS INTEGRA systems.

Product Name Cat. No. Basic UDI-DI
CKMB 07442050190 761333600459AS

Intended Use:
In vitro test for the quantitative determination of the catalytic activity of creatine kinase MB subunit (CK-MB) in human
serum and plasma on the cobas ¢ 111 system.

Product Name Cat. No. Basic UDI-DI
C.fa.s. CK-MB 11447394216 761333600720AE

Intended Use:
C.f.a.s. (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 chemistry analyzers as specified in the value sheets.

1/2

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

Sitz der Gesellschaft: Mannheim - Registergericht: AG Mannheim HRB 3962 - Geschaftsfuhrung: Dr. Claudia Fleischer; Dr. Virginia Bastian
Aufsichtsratsvorsitzender: Dr. Thomas Schinecker



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

Risk Class: OA OB XC OD

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

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

Technical Documentation Assessment Class B/C — Annex I1X
O Technical Documentation Assessment Class D — Annex 1X
[ 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

[ 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: L Common Specifications:
Notified Body (NB) Name: TOV Sud Product Service GmbH
NB Address: Ridlerstralle 65

80339 Munich

Germany
NB Ident. No.: 0123

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

Mannheim, 10 October 2024

Roche Diagnostics GmbH

i.V./on behalf of the company ppa./on behalf of the company
DocusSigned by: DocuSigned by:
{ PATES (an.!)c\ {SMM S db(/lll
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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DocusSign Envelope ID: 534983B6-8BEA-4C26-9595-B3D9F13A6B9E

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
Sample Cup 10394246001 761333601962BF

Intended Use:

The Sample Cup is an IVD accessory intended to be used with the following systems:
= COBAS INTEGRA® 400 plus analyzer
* MODULAR PRE-ANALYTICS EVO
= cobas ¢ 111 analyzer

= cobas ¢ 303 analytical unit

= cobas ¢ 311 analyzer

= cobas e 402 analytical unit

= cobas e 411 analyzer

= cobas ¢ 501 module

= cobas ¢ 502 module

= cobas ¢ 503 analytical unit

= cobas e 601 module

= cobas e 602 module

= cobas ¢ 701 module

= cobas ¢ 702 module

= cobas ¢ 703 analytical unit

= cobas e 801 module

= cobas e 801 analytical unit

= cobas 8000 ISE 900 module

= cobas 8000 ISE 1800 module

= cobas pro ISE analytical unit

= ISE neo 900 analytical unit

= ISE neo 1800 analytical unit

For professional use only.

Risk Class: XA OB OC OD

1/2

Roche Diagnostics GmbH; Sandhofer StralRe 116; D-68305 Mannheim; Telefon +49-621-759-0; Telefax +49-621-759-2890
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O Self-Declaration of Conformity after Notified Body involvement for sterile
manufacturing conditions acc. Art. 48 (10) (Class A sterile)

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

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

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

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

Certificates: O EU QM Certificate No.:

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

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

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

Mannheim, 3 July 2024

Roche Diagnostics GmbH

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

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

2/2



	05947626_05117003_05117208_PreciControl ClinChem Multi 1.pdf
	05947774_05117216_05117291_PreciControl ClinChem Multi 2.pdf

	EnvelopeID_49de5013-3832-4434-b3c6-c5e5f93d4789: DocuSign Envelope ID: 404BB685-A65B-4ABA-9E6E-21315F507723
	EnvelopeID_e10868cb-fe8a-4a06-8819-f85a6ee7b544: DocuSign Envelope ID: 404BB685-A65B-4ABA-9E6E-21315F507723
	EnvelopeID_b4dea5dd-2b4f-4d4e-b18b-9e7d10182720: DocuSign Envelope ID: 4232CF52-9890-4673-B636-CACB42F29741
	EnvelopeID_d1167644-b2d0-4238-af2f-c31fdfd0ce32: DocuSign Envelope ID: 4232CF52-9890-4673-B636-CACB42F29741
	EnvelopeID_616e7196-a319-4f21-bc2f-4748b2f9535e: DocuSign Envelope ID: F2000749-3E2F-497D-AE06-22D85B7AAE45
	EnvelopeID_1c7dbbf5-4e27-4ff5-9550-eff9a2eae920: DocuSign Envelope ID: F2000749-3E2F-497D-AE06-22D85B7AAE45
	EnvelopeID_7dc82abd-3f8d-404e-b332-14076d73be6f: DocuSign Envelope ID: F489315A-1E08-410C-AA1F-406AC9CABC23
	EnvelopeID_03761cb8-ae54-4d47-be57-f86c753bb9bf: DocuSign Envelope ID: F489315A-1E08-410C-AA1F-406AC9CABC23
	EnvelopeID_1a21fd03-6ae0-4b06-b4c6-1a546b91e270: DocuSign Envelope ID: B6AD095A-4440-46B0-B015-B4EE9E818CA9
	EnvelopeID_97e971d8-ecf5-4a6e-9d26-c5bb710f4e36: DocuSign Envelope ID: B6AD095A-4440-46B0-B015-B4EE9E818CA9
	EnvelopeID_1a5804f5-e010-46b1-b482-624d24458380: DocuSign Envelope ID: F489315A-1E08-410C-AA1F-406AC9CABC23
	EnvelopeID_76144d30-6910-4fe9-8aec-2b0e6b27c16f: DocuSign Envelope ID: F489315A-1E08-410C-AA1F-406AC9CABC23
	EnvelopeID_8d29bc03-cc1e-487d-9744-9c9f02b3f5e1: DocuSign Envelope ID: DFD2BFFE-F726-482C-8CB2-8F4C1684DED6
	EnvelopeID_1dc6f3fa-adb3-4f80-bf05-985629870ed5: DocuSign Envelope ID: DFD2BFFE-F726-482C-8CB2-8F4C1684DED6
	EnvelopeID_c9416e5d-a961-4a65-b586-3f98374ebcc3: DocuSign Envelope ID: DFD2BFFE-F726-482C-8CB2-8F4C1684DED6
	EnvelopeID_ad7e7f72-4b22-4f19-984d-d79fcef705e7: DocuSign Envelope ID: DFD2BFFE-F726-482C-8CB2-8F4C1684DED6
	EnvelopeID_34b6f0ba-6a98-4009-a5e2-9b9515a984b9: DocuSign Envelope ID: B6AD095A-4440-46B0-B015-B4EE9E818CA9
	EnvelopeID_a717d613-4c7d-4648-9ebd-2cbd6dcdfe1c: DocuSign Envelope ID: B6AD095A-4440-46B0-B015-B4EE9E818CA9
	EnvelopeID_f429e9cc-edb5-477f-8c1a-6f858067c210: DocuSign Envelope ID: 025F0581-067E-46B9-988A-CC3AA0EEE447
	EnvelopeID_a6594224-3d1a-4324-9dc0-a95dae05c5ae: DocuSign Envelope ID: 025F0581-067E-46B9-988A-CC3AA0EEE447
	EnvelopeID_72f24089-d23a-4a78-a3b0-f6c2bcd25e55: DocuSign Envelope ID: 025F0581-067E-46B9-988A-CC3AA0EEE447
	EnvelopeID_900d5a10-6097-4628-a821-f54904246927: DocuSign Envelope ID: 025F0581-067E-46B9-988A-CC3AA0EEE447
	EnvelopeID_2135280b-02f9-457b-9193-38c7aa8b626c: DocuSign Envelope ID: E694EF1F-2DAA-44B3-B3E7-778B1CA5A425
	EnvelopeID_3860879a-7001-485a-875e-a659604f77a1: DocuSign Envelope ID: E694EF1F-2DAA-44B3-B3E7-778B1CA5A425
	EnvelopeID_4c355d6e-6666-4751-9232-4c686500dc0a: DocuSign Envelope ID: C7442A6B-F4FE-42F3-B7A5-BAA9A52D6CD4
	EnvelopeID_573d439c-ac5b-4e2e-9746-433787efca39: DocuSign Envelope ID: C7442A6B-F4FE-42F3-B7A5-BAA9A52D6CD4
	EnvelopeID_fa8ed568-7e34-4eb6-ac56-3b71dc4fb485: DocuSign Envelope ID: 025F0581-067E-46B9-988A-CC3AA0EEE447
	EnvelopeID_a940f129-baf5-4679-885d-71ba35ee42be: DocuSign Envelope ID: 025F0581-067E-46B9-988A-CC3AA0EEE447
	EnvelopeID_27a878a0-46ea-4aee-92da-7240d9f12531: DocuSign Envelope ID: 12270C8A-F221-4BD1-BA53-5D24237D8379
	EnvelopeID_9c264586-3536-484d-81fd-f418c46a0c52: DocuSign Envelope ID: 12270C8A-F221-4BD1-BA53-5D24237D8379
	EnvelopeID_edbd3905-9bff-40e1-b426-e8e45e82a4ee: DocuSign Envelope ID: A46F0C55-F86B-4510-8896-2DE4148C19D3
	EnvelopeID_62977e40-5b87-4970-9a2c-492dff3f75e5: DocuSign Envelope ID: A46F0C55-F86B-4510-8896-2DE4148C19D3
	EnvelopeID_9fbd2789-c8ea-470a-b547-2e6a08e45755: DocuSign Envelope ID: B20169CE-748E-4112-9375-FAE703B4E375
	EnvelopeID_aed634c5-219f-4419-9476-4209afdfe07f: DocuSign Envelope ID: B20169CE-748E-4112-9375-FAE703B4E375
	EnvelopeID_9976233f-88f6-40bc-b67b-5b59898b97b7: DocuSign Envelope ID: 1EF4D976-6854-4CFA-B3DB-7953A0397940
	EnvelopeID_20d5f2e1-cb5c-4ef5-83ee-c6fb15a89677: DocuSign Envelope ID: 1EF4D976-6854-4CFA-B3DB-7953A0397940
	EnvelopeID_b2f01e08-29ce-4b0e-991c-6ee44124ff60: DocuSign Envelope ID: EBD33E32-848B-476F-ABF0-7B3980DD4E52
	EnvelopeID_224504ce-cb6a-46d2-8f50-cfb1863f88bb: DocuSign Envelope ID: EBD33E32-848B-476F-ABF0-7B3980DD4E52
	EnvelopeID_e2ad48ed-6708-467e-a6c8-558e7922373f: DocuSign Envelope ID: A22F3590-B0CB-4ABC-85A6-C0D463C29531
	EnvelopeID_0cd66ec8-ed73-4aa8-a533-565493dece7c: DocuSign Envelope ID: A22F3590-B0CB-4ABC-85A6-C0D463C29531
	EnvelopeID_271217a8-150e-4b97-b411-cf575b2e2417: DocuSign Envelope ID: 4232CF52-9890-4673-B636-CACB42F29741
	EnvelopeID_f8797ea9-b63e-40d7-8d70-63fe2721eba0: DocuSign Envelope ID: 4232CF52-9890-4673-B636-CACB42F29741
	EnvelopeID_67eed4c1-6221-4988-bed4-c2117165eaf6: DocuSign Envelope ID: A22F3590-B0CB-4ABC-85A6-C0D463C29531
	EnvelopeID_2aa5be9e-a0f5-4628-b516-d79673359d71: DocuSign Envelope ID: A22F3590-B0CB-4ABC-85A6-C0D463C29531
	EnvelopeID_d3a48f59-7625-425f-8140-31a9824e7432: DocuSign Envelope ID: DFD2BFFE-F726-482C-8CB2-8F4C1684DED6
	EnvelopeID_dc5ac897-1316-48f0-917a-9e79305200fe: DocuSign Envelope ID: DFD2BFFE-F726-482C-8CB2-8F4C1684DED6
	EnvelopeID_d8d0fdd0-c0b0-495d-a00d-a8521d58e1dc: DocuSign Envelope ID: EDF71DA2-6923-4D50-9840-36A0873569F3
	EnvelopeID_2e5e5756-2606-4d15-8e03-f85e9022519c: DocuSign Envelope ID: EDF71DA2-6923-4D50-9840-36A0873569F3
	EnvelopeID_ef00b1c2-cbef-4dab-99d8-76588177f1df: DocuSign Envelope ID: 4A8FD4F4-3C31-48FC-B16F-986A4FA243BE
	EnvelopeID_628a88e9-da45-4981-a9ae-4b4046d5d8d5: DocuSign Envelope ID: 4A8FD4F4-3C31-48FC-B16F-986A4FA243BE
	EnvelopeID_8fd12a00-38a7-41ee-bea0-9be61c976420: DocuSign Envelope ID: 39C37F7A-F70F-44F8-88C2-69104B6C4A0D
	EnvelopeID_4eb61fe8-53df-4743-9873-c1acd5770b25: DocuSign Envelope ID: 39C37F7A-F70F-44F8-88C2-69104B6C4A0D
	EnvelopeID_4f22e1a7-ba03-422e-947a-df75a460e478: DocuSign Envelope ID: 6BC74399-233D-4CFB-BBF0-E3B57CD6A679
	EnvelopeID_5846de87-2c42-4dcd-b796-c9cfcbcfabfa: DocuSign Envelope ID: 6BC74399-233D-4CFB-BBF0-E3B57CD6A679
	EnvelopeID_2f244219-3d7a-4a6e-be08-9df3b8beea88: DocuSign Envelope ID: 534983B6-8BEA-4C26-9595-B3D9F13A6B9E
	EnvelopeID_03ecfdc3-7834-4fcc-b7e8-67f947bd4d68: DocuSign Envelope ID: 534983B6-8BEA-4C26-9595-B3D9F13A6B9E
		2024-11-12T16:19:54+0200
	Moldova
	MoldSign Signature




