T ettich

EC peknapaumsa 3a CbOTBETCTBUE
EU Declaration of conformity

Ha npounsBogunTesA

of the manufacturer

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

C HacToAWoTO Aeknapupame Ha cobcTeeHa
OTFOBOPHOCT, Ye NOCOMEHUAT ypea:

Bua Ha ycTpolicTeoTo  Manka ueHTpodyra
HanmerosaHue EBA 200

Basosa UDI-DI 040506740100249W
GMDN 47154

Knacudukauns MeguuuHcKo usgenue, knac lla
(npunoxenue VI, rnasa lll,
npaBuno 3)

CovrnacHo PernamenT (EC) 2017/745
npurioxeHue IX
Yyvacreauy mdc medical device certification

HoTudUUMpaH opraH GmbH; CE 0483
KriegerstraRe 6; 70191
Stuttgart; Germany

BKITHOUUTENHO HEFOBUTE NPUHAANEKHOCTH,
CbIMAaCcHO CNMCbKa ¢ NPUHAONEXHOCTU Ha
CbOTBETHaTA TEXHNYECKA AOKYMEHTaUUs, YNETO
CbOTBETCTBME € OLIEHEHO 3aefHo ¢ ypeaa,
OTroBaps Ha npunoxumuTe pasnopeabu Ha
PernamenT (EC) 2017/745 0THOCHO MeAMUNHCKUTE
nsgenus.

MpepgHasHavyeHue

LleHTpochyrata EBA 200 (MD) npeacTtaBnsea
MenuWUUHCKO nagenue cbrnacHo PernameHTa 3a
MeaunumHekuTe usgenua (EC) 2017/745.
YCTpOCTBOTO CNy»xu 3a pasfensHe Ha usana Kpbs
WIN KPbBHU CbCTABKM OT HYOBELLKK NPOU3X04 Ha
CbCTaBHUTE UM YacTu.

MoTpebuTensiT MoXe Aa HacTpoliBa CbOTBETHO
noagnexawmre Ha NpomMsaHa uanyeckn napameTpu
B paMKUTe Ha npeABapUTENHO 3agajeHuTe 3a
ypeaa rpaHmum.

LleHTpodbyrata moxe Aa 6bae U3nonssaHa camo o1
cneLuanmnanpaH NepcoHan B 3akputu
naboparopuu.

We hereby declare under our responsibility
that the designated device:

Type of device Small centrifuges
Name EBA 200

Basic UDI-DI 040506740100249W
GMDN 47154

Medical Device, class lla
(Annex VIll, Chapter lll, Rule 3)

Regulation (EU) 2017/745
Annex IX

Classification

according to

mdc medical device certification
GmbH; CE 0483

KriegerstraBBe 6; 70191
Stuttgart; Germany

Involved
Notified Body

and its accessories, which are listed in the rela-
ted technical documentation and whose confor-
mity has been assessed together with the device,
complies with the relevant provisions of the
Regulation (EU) 2017/745 on medical devices.

Intended use

The EBA 200 (MD) centrifuge is a medical device
according to the Regulation on Medical Devices
(EU) 2017/745.

The device is used to separate whole blood or
blood components of human origin into its
component parts.

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.
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YpeawsT OTroBapA CbLO Ha NPUNOKUMUTE
pasrniopeabu Ha cnegHUTe eBPOnencKy ANpPeKTBH
W pernameHTu

- 2006/42/EQ ,[MpekTnBa 0THOCHO MaLLWHUTE" [

- 2014/30/EC ,Qupektuea 3a EMC*

- 2014/35/EC ,OQupekTnBa 3a HUCKOTO HanpexeHne"

- 2011/65/EQ ,JupekTunBa 3a orpaHuyaBaHe Ha
onacHuTe BellecTea - RoHS* (6e3 yyacTve Ha
HoTuduMpax oprax)

- (EO) 1907/2006 ,PernameHt REACH" (Ge3
yYacTue Ha HoTudpmuMpaH opraH)

Mpunaraxwn ctaHgapTu:
BuxTe cnuckka Ha npunaraHuTe cTaH4apTy, KOWTo
€ 4acT OT TeXHM4YecKaTa AOKyMEHTaLus.

ingen, 25.09:2025
mgaz\\

“Ralf Lefida \
Ynﬁaanasa_m'pmpenop, Chief Executive Officer

M ettichi-

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.

0483

Hactoswara fleknapaumsa 3a cLOTBETCTBUE € BanuaHa ot 25.09.2025 r
0o 25.08.2027 1.

This declaration of conformity is valid from 25.09.2025 until 25.08.2027
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