DECLARATION OF CONFORMITY

VYHLASENIE O ZHODE
Document no.: Dokument ¢&.: DD/GEN/2023/04
Manufacturer: Vyrobca: DIPLOMAT DENTAL s. r. 0., Vrbovskd cesta 17,921 01, Piestany, Slovakia
Identify No.: IC DPH: SK2020168887
SRN: SK-MF-000002562

Medical device: Zdravotnicka pomdcka:

DENTAL UNIT - DIPLOMAT
STOMATOLOGICKA SUPRAVA - DIPLOMAT

Model: Model: MODEL ONE 100

Intended purpose: Dental unit is specified to support and position the patient and to administer necessary supply for
instruments and for performing the dental treatment of the patient by the dentist.

Urceny ucel: Stomatologicka sdprava slizi na podporu a polohovanie pacienta a na dodanie potrebnych privodov pre
nastroje a pre stomatologické osetrenie pacienta zubarom.

Classification: Class lla, rule 9 according to annex IX of the MDD 93/42/EEC

Klasifikdcia: Trieda lla, pravidlo 9 podla prilohy IX, MDD/93/42/ECC

Basic UDI: Zakladny uDI: 8588007067DENTALUNITK505C

Medical device has fulfilled essential requirements of Annex |, Directive 93/42/EEC - rev. 2007/47/EEC. The
manufacturer has followed Annex II, of Directive 93/42/ EEC - rev 2007/47/EEC for the declaration of conformity. The
compliance of full assurance system is confirmed by certificate no. 10000395105-PA-NA-SVK Rev. 1.0, issued at
11.11.2020, by notify body DNV Product Assurance AS, notified body no. 2460.
The compliance of the management system according to EN ISO 13485:2016 is confirmed by certificate no. M-0517/21
issued at 02.12.2021 by certification body 3EC International a.s, registration number 305/Q-054.
The type compliance is confirmed by certificates issued by accredited body TSU Pie$tany, accreditation no. S-047:

- no.0011/104/2021 issued at 23.2.2021;
Any modification to the medical device, not authorized by manufacturer, will make this declaration invalid. When the
intended purpose is followed, medical device is safe under normal conditions. The declaration is issued under the sole
responsibility of the manufacturer.
Zdravotnicka pomécka splfia zékladné poZiadavky Prilohy |, Direktivy 93/42/EEC - revizie 2007/47/EEC. Pri vyhldseni zhody vyrobca
postupoval podla Prilohy Il Direktivy 93/42/EEC - revizie 2007/47/EEC. Zhoda systému Uplného zabezpedenia kvality je potvrdend
certifikdtom ¢. 710000395705-PA-NA-SVK Rev. 1.0, vydaného dria 11.11.2020, notifikovanou osobou DNV Product Assurance AS, ¢. 2460.
Zhoda systému manazérstva podla EN ISO 13485:2016 je potvrdend certifikdtom ¢. M-0517/21 vydaného dria 02.12.20217 certifikaénym
organom 3EC International a.s., registracné ¢islo 305/Q-054.
Zhoda typu je potvrdend certifikdtmi vydanymi akreditovanou osobou TSU Piestany ¢. akreditdcie S-047:

- €. 0011/104/2021 vydany dna 23.2.2021;
Pri vyrobcom neautorizovanych zmendch na zdravotnickej pomécke strdca toto prehldsenie svoju platnost. Pri dodrZani uréeného uéelu je
zdravotnicka pomdcka za obvyklych podmienok bezpecnd. Vyhldsenie je vydané na vyhradni zodpovednost vyrobcu.

The following standards have been used in conformity assessment:
Pri posudzovani zhody boli pouZité nasledujice normy:

EN 60601-1: 2006/A1: 2013 EN ISO 7494-2:2015
EN 60601-1-6:2010/A1:2015 EN 80601-2-60: 2015
EN 62366-1:2015/AC:2015 EN 60601-1-2: 2015

ENISO 7494-1:2018
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