Certification

Bureau Veritas Italia S.p.A. certifies that
System of the above organization has

ID & CO S.r.l.

Via Lombardia, 10/d — 20098 San Giuliano Milanese (MI) - ITALY

Certified site:
Via Lombardia, 10/d — 20098 San Giuliano Milanese (MI) - ITALY

the Production Quality Assurance
been audited and found to be in

accordance with the requirements of

DIRECTIVE 93/42/E

In relation to the follo

EC as amended

(according to Annex 1)

wing products

Product subcategory :

Non active instruments

Generic group:

Accessories for operating room /
Skin markers

Model:

PDO1, PDO1R, PD02, PDO2R

Class:

Is

Reference BV practice: ZIG. N. 60649378

Original cycle start date:
Expiry date of previous cycle:
Certification / Recertification Audit date:

Certification / Recertification cycle start date:

Management System, this certificate expires

Certificate No. - Version: IT273473 - 1

(may refer to the Annex of the certificate that lists all the products / models of devices subject to certification)

10/04/2002
09/04/2020
09/03/2020
09/04/2020

Subject to the continued satisfactory operation of the organization’s

on: 26/05/2024

Revision date: 09/04/2020

7

identification number 1370

To check this certificate validity please refer to the websi

EA FIL Pl.Zc/:ertiﬁcation SL Manager

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

Further clarifications regarding the scope of this certificate and the applicability of the
management system requirements may be obtained by consulting the organisation.

te www.bureauveritas.it




Certification

ID & CO S.r.l.

Via Lombardia, 10/d — 20098 San Giuliano Milanese (MI) - ITALY

Certified site:
Via Lombardia, 10/d — 20098 San Giuliano Milanese (MI) - ITALY

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

DIRECTIVE 93/42/EEC as amended

(according to Annex 1)

In relation to the following products

Product subcategory : Non active instruments
Generic group: See annex

Model: See annex

Class: Is

(may refer to the Annex of the certificate that lists all the products / models of devices subject to certification)

Reference BV practice: ZIG. N. 60649378

Original cycle start date: 10/04/2002
Expiry date of previous cycle: 09/04/2020
Certification / Recertification Audit date: 09/03/2020
Certification / Recertification cycle start date: 09/04/2020

Subject to the continued satisfactory operation of the organization’s
Management System, this certificate expires on: 26/05/2024

Certificate No. - Version: IT273472 - 1 Revision date: 09/04/2020

ﬂll EA FI}}P/P — Certification SL Manager
/

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 consulting the organisation.
To check this certificate validity please refer to the website www.bureauveritas.it




BUREAU VERITAS

Certification

Annex to the CE Certificate
n°IT273472

Product

. Non active instruments
subcategory :

Generic group: | Accessories for operating room / Instruments sterile covers

CPxxly, CPxx/x, CPxxx, CPxxx/x, CPxx/xxx, 61xx, 61xx y, 61 xx yy, 62xx, 2/6xxx, CPS xxx/x, CP
yly, CPMTxx, CPMTxxx, CP 75 IN T, CPS xxx, PMG 2xxx, PMG 4xxx, PMG 4xxx-xx, PMG 4xxx-
xxX, PMGL 4xxx, PMGL 4xxx-xx, PMGL 4xxx-xxx, PMGXL 4xxx-xxx, PMGXL 4xxx-xx, PMG 5xxx,
PMG 5xxx-xx, PMG 5xxx-xxx, PMGL 5xxx-xx, PMGL 5xxx-xxx, PMGXL 5xxx-xxx

Generic group: | Accessories for operating room / Instruments magnetic drapes

Model:

Model: 80710, 80720

Generic group: | Sterile abrasive tips cleaners

Model: TC 1001

Class: Is

Reference BV practice: ZIG. N. 60649378

Original cycle start date: 10/04/2002
Expiry date of previous cycle: 09/04/2020
Certification / Recertification Audit date: 09/03/2020
Certification / Recertification cycle start date: 09/04/2020

Subject to the continued satisfactory operation of the organization’s Management
System, this certificate expires on: 26/05/2024

Certificate No. - Version: IT273472 - 1 Revision date: 09/04/2020

Ané%ﬂ_uyé ;‘Zétification SL Manager

£

/
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 consulting the organisation.
To check this certificate validity please refer to the website www.bureauveritas.it



BUREAU VERITAS

Certification

ID & CO S.r.l.

Via Lombardia, 10/d — 20098 San Giuliano Milanese (MI) — ITALY

Certified site:
Via Lombardia, 10/d — 20098 San Giuliano Milanese (MI) — 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 as amended

(in accordance with Annex I - excluding paragraph 4)

In relation to the following products

Product subcategory : Active surgical devices
Generic group: See Annex

Model: See Annex

Class: b

(may refer to the Annex of the certificate that lists all the products / models of devices subject to certification)

Reference BV practice: ZIG. N. 60649378

Original cycle start date: 10/04/2002
Expiry date of previous cycle: 09/04/2020
Certification / Recertification Audit date: 09/03/2020
Certification / Recertification cycle start date: 09/04/2020

Subject to the continued satisfactory operation of the organization’s
Management System, this certificate expires on: 26/05/2024

Certificate No. - Version: IT273477 - 1 Revision date: 09/04/2020

o

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 consulting the organisation.
To check this certificate validity please refer to the website www.bureauveritas.it



BUREAU VERITAS

Certification

Annex to the CE Certificate
n°IT273477-1

Product Active surgical devices

subcategory :

Generic group: | Hand pieces for electrosurgical units
Model: HCP-01, HCP-05, HCP-03, HCP-04.
Class: lb

Generic group: | Active electrodes (sterile and single use)
HCP-CO0, HCP-C3, HCP-C4, HCP-C6, HCP-C7, HCP-C5, HCP-C8, HCP-

Model: C9, HCP-C1, HCP-COT, HCP-C6T, HCP-C7T, HCP-C5T, HCPFO, HCP-
F3, HCP-F6, HCP-F1, HCP-F4, HCP-F8, HCP-F5.
Class: llb

Reference BV practice: ZIG. N. 60649378

Original cycle start date: 10/04/2002
Expiry date of previous cycle: 09/04/2020
Certification / Recertification Audit date: 09/03/2020
Certification / Recertification cycle start date: 09/04/2020

Subject to the continued satisfactory operation of the organization’s Management
System, this certificate expires on: 26/05/2024

Certificate No. - Version: 1T273477 - 1 Revision date: 09/04/2020

o

This certificate is issu?d 'l')y Bureau Veritas lItalia S.p.A. Viale Monza, 347-
20126 Milan, as a nofified 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




