DNV

MANAGEMENT SYSTEM
CERTIFICATE

Certificate no. Final assessment report no. Effective date Expiry date
7046GB445231214 7046AU14F 2023-12-14 2025-12-08

This is to certify that
Harvard Dental International GmbH
Margaretenstrafte 2-4, 15366 Hoppegarten, Germany

Has introduced, applies, and maintains a management system at the sites listed on the following
pages.

This management system has been audited and found to conform to the quality management
systems standard

EN ISO 13485:2016

This certificate is valid for the scope of activities and products/services indicated on the following
pages.

Place and date
Hamburg, 2023-12-14
Pilatuspool 2, 20355 Hapfburg, Germany

(( DAKKS

Deutsche
Akkreditierungsstelle
The certificate is only valid when provided entirely with all D-ZM-19630-04-00
of its pages. To verify the validity of this certificate, Lorenz Runge
contact Medcert-Info@dnv.com Director Certifie
Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid. 820115 EN Rev 12022.10.17

ACCREDITED UNIT: MEDCERT Zertifizierungs- und Prifungsgesellschaft fiir die Medizin GmbH (currently registered as DNV MEDCERT GmbH)
Pilatuspool 2, 20355 Hamburg, Germany, Tel +49 40 2263325-0, www.med-cert.com,www.dnv.com
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DNV

Certificate no.: 7046GB445231214
Place and date: Hamburg, 2023-12-14

Sites covered by this certificate
Harvard Dental International GmbH, MargaretenstralBe 2-4, 15366 Hoppegarten, Germany

Harvard Dental International GmbH, Robert-Bosch-Stralle 2, 25335 Elmshorn, Germany

Activities and products/services covered by this certificate

Design and development, manufacturing, final inspection and distribution of
. Dental materials

Impression trays
Impression materials
Luting materials (cements, polymers)

- Bite registration materials

- Bleaching agents for internal and external dental bleaching, professional dental use only
Dentin- and enamel adhesives
Endodontic filling materials
Pit and fissure sealants

- Filling cements

- Conditioning agents
Plastic materials for direct insertion (polymers)
Prophylaxis materials
Temporary filling materials
Temporary crown and bridge materials
Pulp capping materials
Retraction materials
Protective films
Core build-up materials
Cavity lining materials
Relining materials
Waxes
Materials for fixed prosthesis (polymers)
Materials for removable dentures (polymers)
Materials for surface preparation (etch, prime)
Accessories for the use of dental materials

. Otoplastlc materials
. Podoplastic materials

Lack of fulfiment of conditions as set out in the Certification Agreement may render this Certificate invalid. 820115 EN Rev 12022.10.17

ACCREDITED UNIT: MEDCERT Zertifizierungs- und Priifungsgesellschaft fir die Medizin GmbH (currently registered as DNV MEDCERT GmbH)
Pilatuspool 2, 20355 Hamburg, Germany, Tel +49 40 2263325-0, www.med-cert.com,www.dnv.com
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SISTEMOS VALDYMO
SERTIFIKATAS

Sertifikato nr. Galutinés vertinimo Jsigaliojimo data Galiojimo data
7046GB 445231214 ataskaitos nr. 7046AU14F 2023-12-14 2025-12-08

Tai patvirtinimas, kad

Harvard Dental International GmbH

MargaretenstraBe 2-4, 15366 Hoppegarten, Vokietija

Si valdymo sistema buvo patikrinta ir nustatyta, kad ji atitinka kokybés valdymo sistemy
standartg

EN ISO 13485:2016

Sis sertifikatas galioja sekangiame puslapyje nurodytai veiklai ir produktams/paslaugoms.

Vieta ir data For thééfesimggiffilcfee
Hamburg, 2023-12-1 4 DNV HEOEER'DSibWbH
Pilatmspooll 2,20355 Hatyfburg, Germany

Deutsche
Akkreditierungsstelle
The certificate is only valid when provided entirely wilh al| D-ZM-19630-04 00 "
of its pages. To verify the validity of this certificate, Lane]'® RU”Q® "
contact Medcert-Info@ dnv.com Director CerfifcAjtom B®)
Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid. 820115 EN Rev 12022.10.17

ACCREDITED UNIT: MEDCERT Zertifizierungs- und Priufungsgesellschafl fir die Medizin GmbH (currenlly registered as DNV MEDCERT GmbH)
Pilaluspool 2, 20355 Hamburg, Germany, Te| +49 40 22633254, www.med-cert.com ,mv.dnv.com
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Sertifikato nr.. 7046GB445231214
Vieta ir data: Hamburg, 2023 12-14

Vietos, kurioms taikomas Sis sertifikatas
Harvard Dental International GmbH, Margaretenstralle 2-4, 15366 Hoppegarten, Germany

Harvard Dental International GmbH, Robert-Bosch-Stralle 2, 25335 Elmshorn, Germany

Veikla ir produktai/paslaugos, kurioms taikomas Sis sertifikatas

Projektavimas ir karimas, gamyba, galutinis patikrinimas ir platinimas

. Odontologinés medZiagos
Atspaudiniai Saukstai
Atspaudinés medZiagos
Tvirtinimo medZziagos (cementai, polimerai)
SagkandZio registracijos medZiagos
Balinimo priemonés vidiniam ir iSoriniam danty balinimui, tik profesionaliam naudojimui
Dentino ir emalio adhezyvai
Endodontinés uZpildymo medZzZiagos
Skyluciy ir plySeliy sandarikliai/silantai
UZpildymo cementai
Kondicionavimo agentai
Plastikinés medziagos tiesioginiam naudojimui/jterpimui (polimerai)
Profilaktinés medZiagos
Laikinos uZpildymo medZiagos
Laikinos karanéliy ir tilteliy medziagos
Pulpos uzdengimo medziagos
Retrakcinés medziagos
Apsauginés filmutés/plévelés
Pagrindinés statybinés medZiagos
Ertmiy pamusalinés medziagos
PamusSalo medziagos
Vaskai
MedZziagos fiksuotiems protezams (polimerai)
MedZiagos iSimamiems protezams (polimerai)
MedZiagos pavirSiaus paruoSimui (ésdinimas, gruntavimas)
Odontologiniy medZiagy naudojimo priedai

. Otoplastinés medzZiagos
. Podoplastinés medZziagos

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid. Parasu

asirase
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Paskirtis: PfrtcfiiSo2*?925806
Vieta: Energetiky g. 8, Kaunas
Kontaktiné informacija: VieSyjy
pirkimy specialisté
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