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Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

Certificate

No. Q5 004475 0001 Rev. 02

Holder of Certificate: R-Biopharm AG

/p An der Neuen Bergstralle 17
‘rbiopharm’| ( * ) 64297 Darmstadt
GERMANY

Certification Mark:

A\ ENISO 13485

tuvsud.com/ps-cert

Scope of Certificate: Design and Development, Production and Distribution
of In-vitro Diagnostic Instruments with related Software,
In-vitro Diagnostic Reagents for Inmunochemistry
(Immunology), Infectious Immunology, Microbiology,
Genetic Testing including Specimen Receptacles,
Sterile Specimen Receptacles. The Provision of Raw
Materials for In-vitro Diagnostic Reagents.

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the Testing, Certification,
Validation and Verification Regulations TUV SUD Group have to be complied with. For details
and certificate validity see: www.tuvsud.com/ps-cert?g=cert:Q5 004475 0001 Rev. 02

Report No.: 713346538
Valid from: 2025-01-16
Valid until: 2028-01-15

C@l(-\/

Date, 2025-01-13 Christoph Dicks
Head of Certification/Notified Body

Digitally signed by Bolea Petru
Date: 2026.02.19 12:15:17 EET
Reason: MoldSign Signature
Location: Moldova

MOLDOVA EUROPEANA

wy g ®
Page 1 of 2 Tav
TUV SUD Product Service GmbH + Certification Body * Ridlerstrale 65 » 80339 Munich « Germany



=
<L
(&)
Ll
[
o=
L
(&)
L 2
(=]
(=
<L
(&)
Ll
=
o=
LLl
(&)
2
=
<g
4
s
S
=
=
o
Ll
(&)
2
M
3o
IIT
3o
1T
R2
Al
¢
Ll
=
<<
(&)
L.
==
o=
Ll
(&)
4
=
<
4
Ll
=
o=
LLl
N

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

Certificate

No. Q5 004475 0001 Rev. 02

Applied Standard(s): SO 13485:2016
(EN 1SO 13485:2016/AC:2018, EN ISO 13485:2016/A11:2021)

Medical devices - Quality management systems -
Requirements for regulatory purposes

Facility(ies): R-Biopharm AG
An der Neuen BergstralRe 17, 64297 Darmstadt, GERMANY

Design and Development, Production and Distribution of In-vitro
Diagnostic Instruments with related Software, In-vitro Diagnostic
Reagents for Immunochemistry (Immunology), Infectious
Immunology, Microbiology, Genetic Testing including Specimen
Receptacles, Sterile Specimen Receptacles. The Provision of Raw
Materials for In-vitro Diagnostic Reagents.

R-Biopharm AG
Reilstralle 1, 64319 Pfungstadt, GERMANY

Production of In-vitro Diagnostic Reagents for Immunochemistry
(Immunology), Infectious Immunology.
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