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Deklaruoja savo atsakomybe, kad medicinos priemoné
Declares on our own responsibility, that Medical Device

Medicinos priemones o\, 51 Mo VEZIMELTS
pavadinimas

Medical device name TRANSIT WHEELCHAIR

Modelis / Model gTEELMAN TRAVEL

Bazinis / Basic UDI-DI 47790316304-008L8

Art.nr / REF

04-008B-2/38
04-008B-2/41
04-008B-2/43
04-008B-2/46
04-008B-2/48
04-008B-2/51

04-008B-3/38
04-008B-3/41
04-008B-3/43
04-008B-3/46
04-008B-3/48
04-008B-3/51

Atitinka Europos Parlamento ir Tarybos reglamenta (ES) 2017/745 dél medicinos priemoniy, kuriuo i$
dalies kei¢iama Direktyva 2001/83/EB, Reglamentas (EB) Nr. 178/2002 ir Reglamentas (EB) Nr.
1223/2009, ir kuriuo panaikinamos Tarybos direktyvos 90/385/EEB ir 93/42/EEB ir priskiriamas I
klasei pagal sio reglamento VIII priede nurodyta 1 klasifikavimo taisykle.

Complies to Regulation (EU) 2017/745 of the European Parliament and of the Council on medical devices and

amending Directive 2001/83/EC, Regulation (EC) No 178/2002, Regulation (EC) No 1223/2009 and repealing Council
Directives 90/385/EEC and 93/42/EEC and is classified as Class I medical device in accordance with criteria set out
in Annex VIII, Rule 1 of Regulation (EU) 2017/745.

Atitikciai jvertinti pasitelkti darnieji standartai / Applied harmonized standards:

EN 21856:2022 Nejgaliyjy techninés pagalbos priemonés. Bendrieji reikalavimai ir bandymy metodai

Technical aids for disabled persons - General requirements and test methods
EN 12183:2022 Rankomis varomi nejgaliyjy vezimeéliai. Reikalavimai ir bandymy metodai.
Manual wheelchairs - Requirements and test methods
ISO 9001:2015 Kokybés vadybos sistema
Quality Management System

MARTYNAS VAINUTIS
Direktorius / Managing Director
Pareigos ir parasas / Name and signature
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