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Certificate no. 116/MDR ‘%

On the basis of the assessment carried out according to the Annex IX chapters | and lll of the Regulation
(EU) 2017/745, we hereby certify that the full quality management system established, documented and
implemented:

by the Manufacturer: &$17(/ Q(' &P/ [ 1$/< 65/
00071 POMEZIA (RM) - VIA LAURENTINA 169 (ITA) - Italy

SRN: IT-MF-000007606
for the following devices:
&RIG FKHPLFD(0 ZDVKHU WHUWL]HU IRU HQGRVFRSHVY
&RIG FKHPLFDI ZDVKHU GIVIQIHFIRU IRU HQGRVFRSHV
= DVKHU GLVLQIHFIIRU SDW WKURXJK IRU I0H[LE(H HQGRVFRSHV

complies and ensures the compliance of such devices with the applicable requirements of the
aforementioned EU Regulation and it is subject to surveillance as required by the same Annex, section 3.

Further details are indicated in the Technical Attachment which is integral and substantial part of this
certificate.

7KLV (8 &HUILILFDIH LV IWXHG E\ ,04 6 S $ DV 1RILILHG %RG\ QR IRUWKH 5HIXIDILRQ (8
UHIDIHG IR PHGLFDI GHYLFHV

Examinations and tests performed (references to applied common specifications and/or standard included) are documented in
the relevant IMQ’s conformity assessment Report, traceable through the IMQ’s Project (indicated in the section “Revision history”
below) and available on request.

First issue date: 2023-07-31

Expiry Date: 2028-07-30
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his EU CertifiGate-s-subjected to the provisions laid down by IMQ in the "Regulation for the conformity .p - lano I

assessment offmedical devices according to Regulation (EU) 2017/745 for which IMQ acts as Notified | Via Qu.in.tiliano 43 |
Body no. 005—=— www.imq.it
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Technical Attachment of EU Certificate no. 116/MDR

&DIHJRUD GL GLVSRVLILYR
Device category:

"HWILQD]IRQH G-XVR
Intended purpose:

&IDWH GL UWVFKIR
Risk class:

6lIR L GH0 )DEEUFDQIH
Manufacturer’s site(s):

SUHILPHQIL DG DL FHUILILF DL
QHFHVVDUL SHU 0LP PLWLRQH VX0
PHUFDIR GHL GLVSRVLILYL LQ
TXHWLRQH

Reference to other certificates
required for the placing on the
market of the covered devices:

&RQGL]IRQL R (LPUID]IRQL Gl
YDIGUIj

Conditions for or limitations to
the validity:

$0IUH LQIRVPD]LRQL UWHYDQIL
Other relevant data:

" Dill GHL GLVSRVLILYL

Device data:

6FKHGD WHFQLFD Q
Technical sheet no. 2

/DYD GLVLQIHWDIWLFH FKLPLFD D IUHGGR SHU HQGRVFRSL
Cold chemical washer disinfector for endoscopes

"LVSRVULYR PHGLFR GHVILQDIR D0 (DYDJJIR GIVIQIH]IRQH FKLPLFD D IUHGGR GL HQGRVFRSL
ULILGL H IHVVLELL

Medical device intended for washing and cold chemical disinfection of rigid and
flexible endoscopes

»E
llb

320(=% 50 9,$/$85(17,1% % IDN

1RQ DSSIFDELH

Not applicable

1HWXQD

None

1HWXQD
None
, GDIL GHL GLVSRVLILYL VRQR HIHQFDIL QH0 GRFXPHQIR (IHQFR GHL GLVSRVLLYL RJIJHINR GH0

&HUILILFDIR 8( Q O"5 HY GHl DNHJDIR DI SUHVHQIH FHUILILFDIR  7DIH
GRFXPHQIR FRWILIXLVFH SDUIH LQIHIUDQIH H VRWDQ]LDIH GH0 SUHVHQWH FHUILILFDIR

Data of the devices are listed in the documentogg rev.
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Technical Attachment of EU Certificate no. 116/MDR

6IIRILFR GHIOH UHYLVIRQL

Revision history

O°5

1 “DID SlLIHLPHQIR 3UDILFD ,04 " HVFU]LRQH

No. Date Reference to IMQ Project Description

1 2023-07-31 DM22-0082169-01 3LPD HPLWLRQH
First Issue
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