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DECLARATION OF CONFORMITY

F.L. MEDICAL s.r.l. Unipersonale
Having headquarters in
Via Enrico Mattei, 20

35038 TORREGLIA (PADOVA)
ITALY

manufacturer of disposable plastic wares for analysis laboratory, declares on its responsibility 
that the IVD below indicated meet the essential requirements of annex 3 according to art. 9 of 

directive 98/79/EEC:

Containers for biological liquids
Sterile containers for biological liquids

Petri dishes, spreaders and inoculation loops
Sample cups and cuvettes for autoanalyzer

Tips for pipettes
Pasteur pipettes

Sterile Pasteur pipettes
ESR systems

Test tubes for biological liquids collection
Sterile test tubes for biological liquids collection

Test tubes for blood collection
Vacuum test tubes for blood collection sterile

The technical documentation is located in our facilities under the responsibility of the quality 
assurance manager.

Torreglia, 02.04.2014  F.L. Medical s.r.l.
 Riccardo Fiore
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Holder of Certificate: F.L. Medical s.r.l. Unipersonale
Via Enrico Mattei 20
Torreglia (PD)
35038
ITALY

Certification Mark:

 
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 TÜV SÜD 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 TÜV SÜD Group have to be complied with. For details and certificate validity 
see: www.tuvsud.com/ps-cert?q=cert:Q5 106258 0001 Rev. 01

Report No.: ITA2095955 

Valid from: 2023-10-14
Valid until: 2026-10-13

Date, 2023-09-18 Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:Q5%20106258%200001%20Rev.%2001
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Applied Standard(s): EN ISO 13485:2016 
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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