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Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 106258 0001 Rev. 01

Product Service

Holder of Certificate: F.L. Medical s.r.l. Unipersonale
Via Enrico Mattei 20
Torreglia (PD)
35038
ITALY

Certification Mark:

EN SO 13485

tuvsud.com/ps-cert

Scope of Certificate: Design and development, production and distribution of in vitro
diagnostic sterile and non-sterile blood collection tubes and
devices for sample analysis and urine collection containers and
faeces collection devices. Sales of medical device containers for
clinical use.

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 and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity

see: www.tuvsud.com/ps-cert?g=cert:Q5 106258 0001 Rev. 01

Report No.: ITA2095955
Valid from: 2023-10-14
Valid until: 2026-10-13

C@IL\/

Date, 2023-09-18 Chl’iStOph Dicks
Head of Certification/Notified Body

Digitally signed by Granaci Boris
Date: 2023.12.15 11:29:58 EET
Reason: MoldSign Signature
Location: Moldova
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TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany


http://www.tuvsud.com/ps-cert?q=cert:Q5%20106258%200001%20Rev.%2001

=
<
()
™
-
SS|
L]
(&)
\ 4
(=
(=]
<
(&)
™
o
==
Ll
(&)
4
—
<
x
=
©
>
o
o
LI
()
¢
I
!

IELE
aaE s

ZERTIFIKAT o CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 106258 0001 Rev. 01

e,

Product Service

Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

Facility(ies): F.L. Medical s.r.l. Unipersonale
Via Enrico Mattei 20, Torreglia (PD), 35038, ITALY

Design and development, production and distribution of in vitro
diagnostic sterile and non-sterile blood collection tubes and
devices for sample analysis and urine collection containers and
faeces collection devices. Sales of medical device containers for
clinical use.

F.L. MEDICAL S.r.l. Unipersonale
Via Monte Solone 31, 35038 Torreglia (PD) PD, ITALY

Warehousing of in vitro diagnostic sterile and non-sterile blood
collection tubes and devices for sample analysis and urine
collection containers and faeces collection devices. Warehousing
of medical device containers for clinical use.
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