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MOLDOVA EUROPEANA

DECLARATION OF CONFORMITY

VYHLASENIE O ZHODE
Document no.: Dokument ¢.: DD/GEN/2023/01
Manufacturer: Vyrobca: DIPLOMAT DENTAL s. r. 0., Vrbovska cesta 17, 921 01, Piestany, Slovakia
Identify No.: IC DPH: SK2020168887
SRN: SK-MF-000002562
Medical device: Zdravotnicka pomdcka:
DENTAL STOOL
STOMATOLOGICKA STOLICKA

Model: Model: D 10L
Intended purpose: Dental stool allows the dentist and assistant to treat the patient in a sitting position.
Urceny ucel: Stomatologicka stolicka umoZriuje lekdrovi a asistentovi vykonat' oSetrenie pacienta v sedacej

polohe.
Classification: class |, rule 1T according to annex VIl of the MDR 2017/745
Klasifikdcia: trieda I, pravidlo 1 podla prilohy VIIl, MDR 2017/745

Basic UDI: Zdkladny uDI: 8588007067DENTALSTOOLS9

The requirements specified by regulation MDR 2017/745 have fulfilled in relation to the device that is covered.
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 internal type testing, protocol no. P362-2020 issued at 09.04.2020.

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.

Poziadavky stanovené v nariadeni MDR 2017/745 su splnené v suvislosti s poméckou, na ktort sa vztahuje.

Zhoda systému manaZérstva podla EN ISO 13485:2016 je potvrdend certifikdtom ¢. M-0517/21 vydaného dria 02.12.2021
certifikacnym orgdnom 3EC International a.s., registracné ¢islo 305/Q-054.

Zhoda typu je potvrdend internou typovou skuskou, protokol ¢. P362-2020, vydany dria 09.04.2020.

Pri vyrobcom neautorizovanych zmendch na zdravotnickej pomdcke strdca toto prehldsenie svoju platnost. Pri dodrZani
urceného ucelu je zdravotnicka pomdcka za obvyklych podmienok bezpeénd. Vyhldsenie je vydané na vyhradnu zodpovednost
vyrobcu.

The following standards have been used in conformity assessment:
Pri posudzovani zhody boli pouZité nasledujtce normy:
EN 60601-1:2006 + A11:2011 + A1:2013 + A12:2014, art. 4.2,9.8.3
EN ISO 7493: 2006
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Stools.

The DI10L dental stools and “saddle” stools are designed to provide body comfort for
dentists and assistants. The new modified stool construction helps maintain a correct,
ergonomic posture also while working with a microscope. Upholstery is available in a
wide range of colors giving our clients the opportunity to create a unique interior in
their dental office.

All D10L stools may be supplied with a fitted round foot-rest.

Characteristics

Setting dental

Accessories on casters, with backrest, with armrests
Color blue

Maximum load 135 kg(297.6 Ib)

Height 470 mm(18.5 in)

Weight 13 kg (28.7 Ib)
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