bsi.

EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

No. CE 01220

Issued To: Kerr Italia S.r.l.
Via Passanti, 332
Scafati (SA)
84018
Italy

In respect of:

The manufacture of dental adhesives, pit and fissure sealants, cavity lining materials, non-
medicated pulp capping materials, dental cements, materials for temporary crowns and
bridges, temporary filling materials, composite dental materials for direct insertion, fixed and
removable prostheses, and endodontic sealers.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex V. The quality assurance system meets the requirements of the directive. For the placing on the
market of class IIb and class III products an Annex III certificate is required

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

S

Gary Fenton, Global Assurance Director

First Issued: 29/02/1996 Date: 26/02/2014 Expiry Date: 28/02/2019

..making excellence a habit’
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 845 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.



Vertimas iS angly kalbos

EB Sertifikatas — Gamybos kokybés uztikrinimas

Direktyva 93/42/EEC Medicinos gaminiai, V priedas

Nr. CE 01220
ISduota: Kerr Italia S.r.l.
Via Passanti, 332
Scafati (SA)
84018
ltalija

Atzvilgiu:

Odontologiniy adhezyvy, skyliy ir vageliy silanty, ertmiy pamusaliniy medziagy, ne gydomuyjy pulpos
Sandarinimo medziagu, odontologiniy cementy, medziagy skirty laikiny karanéliy ir tilty gamybai,
laikiny uzpildy, kompoziciniy odontologiniy medziagy tiesioginéms restauracijos, fiksuotiems ir
nuimamiems protezams ir endodontiniy uzpildy gamybos.

remiantis misy kokybeés uztikrinimo sistemos tyrimu remiantis Tarybos direktyvos 93/42 / EEB, V priedo
reikalavimais. Kokybés uztikrinimo sistema atitinka Sios direktyvos reikalavimus. | rinkg pateikiant llb ir 11l
klasés produktus reikalingas priedo Ill sertifikatas.

AuksSciau minétos direktyvos notifikuotosios jstaigos BSI notifikuotosios jstaigos numeris 0086) vardu:

/parasas/

Gary Fenton, Globalaus uztikrinimo direktorius

Pirmas iSdavimas: 1996.02.29 Data: 2014.02.26 Galioja iki: 2019.02.28

Puslapis 1§ 1

veiklg vykdanciai notifikuotajai jstaigai. Sis patvirtinimas neapima visus produkty sukurty ir/ar pagaminty treciyjy Saliy jmonés
paminétos Siame sertifikate vardu, nebent konkreciai susitarta su BSI.
Sis sertifikatas buvo iSduotas elektroniniu badu ir yra saistomas sutarties sglygomis.

Informacija ir Kontaktai: BS, Kitemark Court, Davy Avenue, Knowlhill, Milton Keinsas MK5 8PP. Tel: + 44 845 080 9000

BSI Assurance UK Limited, registruota Anglijoje numeriu 7805321, adresu 389 Chiswick High Road, Londonas W4 4AL, DidZiojoje
Britanijoje.

BSI Group of Companies narys.





