Mod. 4606/0

EC CERTIFICATE

Certificate No 1137/MDD

Full Quality Assurance System Approval Cetlificate

On the basis of our examination carried out according to Annex ll, excluding section 4, of the Directive
93/42/EEC and its revised version, we hereby certify that:

NEWMED SRL
42020 QUATTRO CASTELLA (RE) - VIA LENIN 79/A (ITA) - Italy

manages in the factory of:
42020 QUATTRO CASTELLA (RE) - VIA LENIN 79/A (ITA) - Italy

a quality assurance system ensuring the conformity of the following products:

Steam sterilizing units

Type ref. As to annexed document "LISTA MODELLI" Rev.18 dated 2019.03.28; valid only if provided with
IMQ stamp.

with the relevant essential requirements of the aforementioned directive (from design to final inspection
and testing) and it is subject to surveillance as specified in section 5 of Annex Il. For class lll devices, this
certificate is valid only with the relevant EC Design-Examination Certificate of Annex I1.4.

Reference to IMQ files Nos:

10AI00049; 10AJ00037; 10AJ00119; 10EJO0017; 10EKO0002; 10AK00063; 10EKO0031;
COMEDCONNHDM100003323-01; COMEDCONMHDM100010027-01; COMEDCONMHDM110023337-01;
COMEDCONMHDM120063832-01; 10ENOQO030; DM13A0158788-01; 10A000172; DM15A0456027-01;
DMI15A0579752-01; DM16A0648436-01; DM17-0020795-01; DM18-0030252-01; DM19-0034535-01.

This Approval Cerlificate is issued by IMQ $.p.A. as Notified Body for the Directive $3/42/EEC and its
revised version. Notified Body notified to European Commission under number: 0051.

Digitally signed by Morozov Maria
Date: 2022.07.18 16:58:11 EEST
Reason: MoldSign Signature
Location: Moldova

=,

Date: 2008-06-03 N—
Updated: 2019-05-23 TOSIIT
Substitution Date: 2018-11-08 IMQ

Expiry Date: 2023-05-15

IMQ S.p.A. | 1-20138 Milano
| Via Quintiliano 43 |
www.img.it

This Approval Certificate is subjected to the provisions laid down in the “IMQ regulation for the
certification of Medical Devices - CE Marking - Directive 93/42/EEC".
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fMewmed S,

Nome Commerciale / Brand Name:

flewmed

Tipologia di prodotto / Product Type:

AUTOCLAVI A VAPORE D’ACQUA / WATER STEAM STERILIZERS

Modelli / Models:

KRONOS B6, KRONOS S6, KRONOS S6 cr, KRONOS N6 cr
KRONOS B18, KRONOS S18, KRONOS N18

KRONOS B23, KRONOS S23, KRONOS N23

TICHE, TICHE SI

NUBYRA, NUBYRA 18

ENERGY 18 VACUUM, ENERGY 18

ENERGY 23 VACUUM, ENERGY 23

@ 2019-05-23
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