BUREAU VERITAS

Certification

ENDOMED SRLS

Via Appia Lato Napoli, 220 - 04023 Formia (LT) — ITALY
Certified site:
Via Ugo la Malfa snc — 04020 Spigno Saturnia (LT) — ITALY

Bureau Veritas ltalia S.p.A. certifies that the Full Quality Assurance System
of the above organization has been audited and found to be in accordance
with the requirements of

DIRECTIVE 93/42/EEC

(in accordance with Annex Il - excluding paragraph 4)

In relation to the following products

Subcategory: Active surgical devices

Generic group: Electrosurgery, hysteroscopy, nephroscopy,
arthroscopy, cystoscopy, resectoscopy and
urethrotomy instruments

Model: See Annex

Class: See Annex

(may refer to the Annex of the certificate that lists all the products / models of devices subject to certification)
Reference BV practice: Z1G. N. 60526016

Original cycle start date: 19 March 2018
Expiry date of previous cycle: na
Certification / Recertification Audit date: 04 January 2018
Certification / Recertification cycle start date: 19 March 2018

Subject to the continued satisfactory operation of the organization’s
Management System, this certificate expires on: 18 March 2023

Certificate No. - Version: 1T280019 - 3 Revision date: 20 July 2020
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This certificate is issued by Bureau Veritas Italia S.p.A. Viale Monza, 347-
20126 Milan, as a notified body for the Directive 93/42/EEC, with
identification number 1370

Further clarifications regarding the scope of this certificate and the applicability of the
management system requirements may be obtained by consuiting the organisation.
To check this certificate validity please refer to the website www.bureauveritas.it




BUREAU VERITAS

Certification

Allegato al Certificato di Conformita
n° IT280019-3

Subcategory Active surgical devices
Generic group Model Class
Arthroscopy instrument,
Cystourethroscopy instrument,
Hysteroscopy instrument,
Nephroscopy instrument, lla
Resectoscopy instrument, Urethrotomy
instrument (ref. FT 008 EM Rev. 0 date
05/01/2018)

Electrosurgery instrument (ref. FT 008

Electrosurgery,
hysteroscopy,
nephroscopy, arthroscopy,
cystoscopy, resectoscopy
and urethrotomy
instruments

EM Rev. 0 date 05/01/2018) Lo
Reference BV practice: ZIG. N. 60526016
Original cycle start date: 19 March 2018
Expiry date of previous cycle: na
Certification / Recertification Audit date: 04 January 2018
Certification / Recertification cycle start date: 19 March 2018

Subject to the continued satisfactory operation of the organization’s
Management System, this certificate expires on: 18 March 2023

Certificate No. - Version: 1T280019 - 3 Revision date: 20 July 2020
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This certificate is issued by Bureau Veritas ltalia S.p.A. Viale Monza, 347-
20126 Milan, as a notified body for the Directive 93/42/EEC, with
identification number 1370

Further clarifications regarding the scope of this certificate and the applicability of the
management system requirements may be obtained by consulting the organisation.
To check this certificate validity please refer to the website www.bureauveritas.it




