Mettich

ES prohlaseni o shodé
EU Declaration of conformity

vyrobce

| of the manufacturer

Andreas Hettich GmbH * Fohrenstrasse 12 « D-78532 Tuttlingen * Germany
SRN: DE-MF-000010680

Timto na vlastni odpovédnost prohladujeme bez
zapojeni oznameného subjektu, Ze oznacené
zafizeni:

Druh zafizeni Stolni odstredivka

Nazev ROTINA 380
ROTINA 380 R

Basic UDI-DI 040506740100149T

GMDN 36465

Klasifikace In-vitro-Diagnostikum, Klasse A
(Anhang VI, Regel 5)

Podle Verordnung (EU) 2017/746

Anhang IX

véetneé jeho pfislusenstvi, které je uvedeno v
souvisejici technické dokumentaci a jehoz shoda
byla posuzovana spole¢né se zafizenim, splfiuje
prislugna ustanoveni nafizeni (EU) 2017/746 o
diagnostickych zdravotnickych prostfedcich in vitro.

Pouziti v souladu s uré¢enim

Centrifuga ROTINA 380 / ROTINA 380 R je
diagnostickym prostfedkem in vitro podle nafizeni o
diagnostickych prostfedcich in vitro (EU) 2017/746.

Zatizeni slouzi k odstifedovani a obohaceni vzorku
materidlu lidského plivodu pro nasledné zpracovani
k diagnostickym Gcéellm. UzZivatel m{ze nastavit
kazdy z méni-telnych fyzikalnich parametrd v
mezich danych zafizenim.

Centrifugu smi pouzivat pouze kvalifikovany
personal v uzavienych labora-tofich. Centrifuga je
uréena pouze pro vy$e uvedené ucely pouZiti.
Pouziti v souladu s uréenim zahrnuje také splnéni
véech pokynl v uzivatelské priruéce a dodrzeni
inspekénich a Gdrzbovych praci. Jakékoli jiné
pouziti nebo pouziti pfesahujici tento ramec je
povazovano za nevhodné.

We hereby declare under our responsibility without
involvement of a notified body that the designated
device:

Type of device benchtop centrifuges

Name ROTINA 380
ROTINA 380 R
Basic UDI-DI  040506740100149T
GMDN 36465
Classification  in vitro diagnostic, class A

(Annex Vi, Rule 5)

Regulation (EU) 2017/746
Annex IX

according to

and its accessories, which are listed in the related
technical documentation and whose conformity has
been assessed together with the device, complies
with the relevant provisions of the Regulation (EU)
2017/746 on in vitro diagnostic devices.

Intended use

The centrifuge ROTINA 380 / ROTINA 380 R is an
in vitro diagnostic medical device according to the
In vitro Diagnostic Medical Devices Regulation (EU)
2017/746.

The device is used for centrifuging and enriching
sample material of human origin for subsequent
further processing for diagnostic purposes. The
user can set each of the variable physical
parameters within the limits set by the device.

The centrifuge may only be used by qualified
personnel in closed laboratories. The centrifuge is
only intended for the use referred to above.
Intended use also includes observing all
instructions in the Operating Manual and
compliance with the required inspection and
maintenance work.
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Za 3kody vzniklé v dlsledku takového pouziti
spole¢nost Andreas Hettich GmbH nenese
odpovédnost.

Zafizeni odpovida prislusnym ustanovenim téchto
evropskych smérnic a nafizeni.

- 2006/42/ES ,smérnice o strojnich zafizenich®
- 2014/30/EU ,smérnice o elektromagnetické
kompatibilit&*
- 2014/35/EU ,smérnice o zafizenich nizkého
napéti*
- 2011/65/ES ,smérnice o elektrickych a
elektronickych zafizenich*
(bez zapojeni oznameného subjektu)
- (ES) 1907/2006 ,nafizeni REACH*
(bez zapojeni oznameného subjektu)

Aplikované normy:
Viz seznam aplikovanych norem, ktery je soucasti
technické dokumentace.

Tuttlingen, 25.11.2024
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Klaus-Ginter Eberle
jednatel, Chief Executive Officer
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Any other use or use beyond this is considered
improper. Andreas Hettich GmbH shall not be liable
for any damage arising from this.

The device also complies to the applicable
provisions of the following European directives,
ordinances and standards

- 2006/42/EC “Directive on machinery”
- 2014/30/EU “EMC Directive”
- 2014/35/EU ,Low Voltage Directive”
- 2011/65/EC “RoHS Directive”
(without involvement of a notified body)
- (EC) 1907/2006 ,Regulation on REACH"
(without involvement of a notified body)

Standards applied:
See the list of applied standards that forms part of
the technical documentation.

Toto prohlaSeni o shodé je platné od 25.11.2024 do 24.10.2025

This declaration of conformity is valid from 25.11.2024 until 24.10.2025
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