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EU Declaration of conformity

HIER . | of the manufacturer

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

ERENENHSERENT, ZERETFH, BT | We hereby declare under our responsibility
R without involvement of a notified body that the
designated device:

W&KRY EFABELSEH . P .
Type of device microliter centrifuges
2K MIKRO 220 Name MIKRO 220
MIKRO 220 R MIKRO 220 R
Basic UDI-DI  040506740100119M Basic UDI-DI  040506740100119M
GMDN 17452 GMDN 17452
S wsLH, A R Classification  in vitro diagnostic, class A
(FE vin, % 5 %32 (Annex VIil, Rule 5)
g ¥ (EU) 2017/746 accordingto  Regulation (EU) 2017/746
BFE IX Annex IX

AFEFBEA R RIAN . 5¥%& —fEi34F | and its accessories, which are listed in the related

T AHATE I, K EhIMEWTE FF M (EV) technical documentation and V\{hose confgrmity
has been assessed together with the device,

2017/746 MAHREK. o .
complies with the relevant provisions of the
Regulation (EU) 2017/746 on in vitro diagnostic
devices.

AHRemfER

Intended use

B LAEHL MIKRO 220 / MIKRO 220 R £ F#FF& | The centrifuge MIKRO 220 / MIKRO 220 R is an
EIMSHTER ST 2R WAl (EV) 2017/746 EKRHIESMZ | in vitro diagnostic medical device according to the

W R YT 23 . In vitro Diagnostic Medical Devices Regulation
(EU) 2017/746.

WERATELL BRGNS ME, CME#HIT | The device is used for centrifuging and enriching
FT—HinT, MTiEEeWER. FHPAAUEHRKE | sample material of human origin for subsequent

5 (1R PR 9 LR B W A s S 4 further processing for diagnostic purposes. The
user can set each of the variable physical

parameters within the limits set by the device.

RAerEEYARESARTRE P FERELSE The centrifuge may only be used by qualified
= . T personnel in closed laboratories. The centrifuge is
Hlo BOABNCRFRAT LEME. HRRUR only intended for the use referred to above.

6 FEH PRI TR RS BUTRET | |ntended use also includes observing all

Ve R fRFFTIE. instructions in the Operating Manual and
compliance with the required inspection and
maintenance work.
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FEAM A EE R AR AN e A .
Andreas Hettich GmbH A ] #4< #& 48 i Jb 7= 4 147
Ko

REMFSERN TIIRMNES IERNEX

- 2006/42/EC “Hl 85454

- 2014/30/EU “miFHAEETE S

- 2014/35/EU “{XBEHE4”

- 2011/65/EC“RoHS 54
(TINENAE5)

- (EC) 1907/2006“REACH #:31”
(TINENES5)

N FHRYATHE -
SNNRATREINR, EEEAEHARSS

Tuttlingen, 25.11.2024
/....(_.f’

(Klaus Gilntér Eberle
HEMITE, Chief Executive Officer

Mettichi-

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
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This declaration of conformity is valid from 25.11.2024 until 24.10.2025
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