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ZERTIFIKAT ¢ CERTIFICATE ¢

Product Service

CERTIFICATO CE

Garanzia di qualita della produzione
Direttiva 93/42/CEE concernente i dispositivi medici (DDM), allegato V
{Dispositivi in classe lla, llb o IlI)

N° G2 18 02 33043 022

Fabbricante: MICERIUM S.p.A.
Via G. Marconi 83
16036 Avegno (GE)
ITALIA
Stabilimento(i): MICERIUM S.p.A.

Via G. Marconi 83, 16036 Avegno (GE), ITALIA

Categoria(e) Prodotti ortodontici e dentali:

di prodotto: - Prodotti per ricostruzioni estetiche;
- Cementi e compositi ortodontici;
- Bande, brackets, tubi, fili, legature ed
elastici ortodontici;
- Resine per ortodonzia e protesi;
- Strumenti rotanti;
- Attacchi e leghe dentali

Con il presente certificato, 'organismo notificato di TUV SUD Product Service GmbH certifica che il
fabbricante sopra menzionato ha implementato un sistema di qualita per la fabbricazione ed il con-
trollo finale dei dispositivi / categorie di dispositivi in questione secondo quanto stabilito nella diretti-
va DDM, allegato V. Questo sistema di qualita risponde ai requisiti della presente direttiva ed &
soggetto a sorveglianze regolari. Per l'immissione sul mercato di dispositivi delle classi llb e lll, &
richiesto un certificato addizionale, di cui all'allegato I1l. Osservare le note riportate sul retro.

N° del rapporto: ITA1080004
Valido da: 2018-06-19
Valido fino al: 2023-06-18

Data, 2018-05-08 ) MM

Stefan Preil®

TUV SUD PRODUCT SERVICE GMBH & Organismo Notificato con numero identificativo 0123.
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Zertifiziervertrag

Grundlage fiir die Zertifikatserteilung ist die
Prif- und Zertifizierordnung von TUV SUD
Product Service.

Mit Erhalt des Zertifikates erkennt der
Zertifikatsinhaber die jeweils gultige Fassung
der Pruf- und Zertifizierordnung an
(www.tuev-sued.de/ps_regulations) und wird
somit Partner im Zertifiziersystem von
TUV SUD Product Service.

Prinzipielle Voraussetzung fir die Giiltig-
keit des Zertifikates:

- Giiltigkeit der zitierten normativen Prif-
grundlage(n) ist gegeben

und zusétzlich bei Zertifikaten mit Berechti-
gung zur Verwendung eines Prifzeichens
bzw. bei Zertifikaten fir QM-Systeme:

~ Voraussetzungen flr vorschriftsméRige
Fertigung werden eingehalten.

— Die Fertigungs- bzw. Betriebsstatten wer-
den regelmaRig Gberwacht.

Certification contract

Certification is based on the TUV SUD
Product Service Testing and Certification
- Regulations.

On receipt of the certificate the certificate
holder agrees to the current version of the
Testing and Certification Regulations
(www.tuev-sued.de/ps_regulations) and thus
becomes partner in the TUV SUD Product
Service Certification System.

Requirements for the validity of the certi-
ficate in principle:

— Validity of the quoted test standard(s)

In addition for certificates with the right to use
a certification mark and for QM certificates:

— Conditions for an adequate manufacturing
are maintained

- Regular surveiliance of the facility is per-
formed

Akkreditierungen / Benennungen
Accreditations / notifications

(Status 14.10.2013) /
(as of 2013-10-14)

Deutschland / Germany

Produktsicherheitsgesetz (ProdSG) /
Product Safety Act (ProdSG)

Europa / Europe

U

Niederspannungsrichtlinie 2006/95/EG
Spielzeugrichtlinie 2009/48/EG

Richtlinie fir aktive medizinische Implantate 90/385/EWG
Richtlinie fir Medizinprodukie 93/42/EWG

Richtlinie fur in-vitro-Diagnostika 98/7%/EG

Richtlinie fiir Gasverbrauchseinrichtungen 2009/M42/EG
Richtlinie filr persénliche Schutzausriistungen 82/686/EWG
EMV-Richtlinie 2004/108/EG

Richtlinie fiir Sportboote 34/25/EG + 2003/44/EG
Richtlinie fiir Maschinen 2006/42/EG

Richtlinie fiir Ex-Schutz Gerédte 94/9/EG

Low Voltage Directive 2008/95/EC

Toys Directive 2009/48/EC

Directive for Active Implantable Medical Devices 90/385/EEC
Directive for Medical Devices 93/42/EEC

Directive on In Vitro Diagnostic Medical Devices 98/79/EC
Directive for Gas Appliances 2009/142/EC

Directive for Personal Protective Equipment 89/686/EEC
EMC Directive 2004/108/EC

Directive for Recreational Craft 94/25/EC + 2003/44/EC
Directive for Machinery 2006/42/EC

Directive for Ex Safe Equipment 94/9/EC

ENEC Agreement for luminaires, household and IT equipment

SA

Nationally Recognized Testing Laboratory (NRTL) to 29 CFR
1910.7 by OSHA

@ Accredited for FDA 510(k) Third Party Review
@ Conformity Assessment Body to the MRA for Medical

Devices; FDA QSReg Inspections, FDA 510(k) Third Party
Review

Asien-Pazifik Region / Asia Pacific

Recognized Certification Body to Electrical Products {Safety)
Regulation; Hong Kong

Konformititshewertungsstelle / Conformity Assessment Body
to the MRA for Medical Devices; Australien / Australia

Konformitdtshewertungsstelle | Conformity Assessment Body
to the MRA for Medical Devices; Neuseeland / New Zealand

Weltweit / Worldwide

NGB im CB-Scheme des IECEE /
NCB in the CB Scheme of IECEE

ExCB im I[ECEx-Scheme des IECEE /
ExCB in the IECEx Scheme of IECEE

Zertifizierstellen durch DAkkS akkreditiert
DE-ZE-11321-01, DE-ZM-11321-09 und DE-ZM-11321-01.
Certification Bodies accredited by DAkkS
DE-ZE-11321-01, DE-ZM-11321-09 and DE-ZM-11321-01.

Zertifizierstelle fiir Produkte / Certification Body for Products * e-mail ps-zert@tuev-sued.de
Zertifizierstelle fiir Medizinprodukte |/ Certification Body for Medical Devices * e-mail medical_devices@tuev-sued.de
Kundenservice / Clients Services « Phone +49/89/50 08-42 61 « Fax +49/89/50 08-42 30 » e-mail ps-zeri@tuev-sued.de



