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EU declaration of conformity

l, the undersigned, Marlene Horgnies, the Person Responsible for the Regulatory Compliance of Medical De-
vices (PRRC), hereby declare that the medical device described below
r complies with the applicable General Safety and performance requirements set out in Annex I of RegLrlation

(EU) 2017 t7 45,
o has technical documentation "DTCE-RD0215-029-EN" drafted in compliance with Annexes ll and lll of the

Regulation.

This EU declaration of conformity is issued under the sole responsibility of Sodel SAS, 1g0 rue Ren6 Barth6lemy
- 141A0 Lisieux, registered with EUDAMED under SRN: FR-MF-000000362 as manufacturer.

Lisieux, 2A23-06-26 Marldne Horgnies

PRRC

soclel - 190 rue Ren6 Barth6lemy. '14100 Lisieux. France -T61. ;+ 33 (0)2 3l 31 '10 50 - Fax ; + 33 (0)2 31 3.1 80 60 -w-,!vw_-exeol.lI

Product type Cleaning solution for invasive and non-invasive medical devices.

Device name M u lti-enzymatic detergent.

Trade name exeol clean 4E

Item coffi Unit packaging EXSOO9l

EXSO06O

EXSOOTS

Container of 5L

Dosing bottle of 1L x 20mL

IWD container of 5L

Ba;icuDt-ot 326824F3350-01XS

Intended use Concentrated enzymatic solution to be diluted ,

o for cleaning by immersion of invasive and non-invasive reusable
medical devices before sterilisation or final disinfectron

r for cleaning of surgical instruments and accessories in an IWD
or tunnel washer before sterilisation.

Risk class I Rute (annex Vlil) Class I

Quality management system cer-
tified by the GMED in comptiance
with NF EN ISO 13485: 2016

Ceftificate No. 35009 rev.3 - Expiry date: 1g November 2024
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EU declaration of conformity

l, the undersigned, Marlene Horgnies, the Person Responsible for the Regulatory Complrance of Medical De-
vices (PRRC), hereby declare that the medical device described below:
o complies with the applicable General Safety and performance requirements set out in Annex I of Regulation

(EU) 2017t745,

r has technicaldocumentation "DTCE-RD0167_030_EN" drafted in compliance with Annexes ll and lll of the
Regulation.

This EU declaration of conformity is tssued under the sole responsibility of Sodel SAS, 1 g0 rue Rene Barthelemy
' 14100 Lisieux, registered with EUDAMED under SRN: FR-MF-000000367 as manufacturer.

Lisieux, 2023-06-26 Marldne Horonies

Product type

Device name

Trade name

Item code(s)

Au"i. UDI-Dl

lntended use

Risk class I Rule (annex Vill)

Quality management system cer-
tified by the GMED in compliance
with NF EN ISO 13485: 2016

Cleaning solution for invasive and non-invasive medical devices.

Non-foarning alkaline detergent.

exeol clean matic

Concentrated solution for cleaning of surgical instruments arrd ac-
cessories in an IWD or tunnel washer before sterilisation.

IWD container of 5L

Container of 101

326824F3159-01YA

Unit packaging

Classl lRutet

Ceftificate No. 35009 rev.3 - Expiry date: 1g November 2024

Marldne Horgnies

Sodel - I 90 rue Ren6 Barthetemy. 1 4 1 00 Lisjeux. France - T6l
s. .:t au.op,lat de j52:tli1)€ . Ilcti I rshaq i;2/ ilr0 l(JS O0O/0

: + 33 (0)2 31 31 l0 50 - Fax . + 33 (0)2 31 31 gO 60 -}1]ilw.ex_-e-q_t-tl
M lnkn. : l lil2 6lf / 1l'o lljb A1,? ?OJ1 I O(r'1ri dti).ikrtr : l43firii]

PRRC

EXSO068

EXSO069
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EU declaration of conformity

l, the undersigned, Marlene Horgnies, the Person Responsible for the Regulatory Compliance of Me6ical De-
vices (PRRC), hereby declare that the medical device described below:
r complies with the applicable General Safety and performance requirements set out in Annex I of RegLrlation

(EU) 2017t745,
o has technical documentation 'DTCE-RD0'168_032_EN ' drafted in compliance with Annexes ll and lll of the

Regulation.

This EU declaration of conformity is tssued under the sole responsibility of Sodel SAS, '1g0 rue Ren6 Barthelemy
- 14100 Lisieux, registered with EUDAMED under SRN: FR-MF-000000367 as manufacturer.

Lisieux, 2023-06-26

Product type Rinsing solution for invasive and non-invasive medical devices

Device name Drying activator rinsing liquid.

Trade name

Item code(s) | Unit packaging

Basic UDI-Dl

lntended use Concentrated solutjon for the final rinsing of surgical instruments
and accessories in an IWD or tunnel washer before sterilisation.

Risk class Rule (annex Vlll)

Quality management system cer-
tified by the GMED in compliance
with NF EN ISO 13485: 2016

exeol rinse matic

EXSOOTl

326824F3292-01YJ

IWD container of 5L

Container of 101

Certificate No. 35009 rev.3 - Expiry date: 1g November 2024

Marldne Horgnies

Sodel - 190 rue Rene Barthdlemy. j41 00 Lisieux. France _ T6l
:i. .S au.op[al do a,liz :]50€ - ,t(jli Lsulx ti2l 1il) 105 o(()/0

: + 33 (0)2 31 31 10 50 - Fax : + 33 (0)2 31 31 80 60 - W'w.,{__exe-o,l,lr
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Class I Rule 1
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