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CE ATBILSTIBAS DEKLARACIA
CE DECLARATION OF CONFORMITY
RaZotaja nosaukums UAB , Kasko Group”
Name of manufacturer SRN: LT-MF-000007721

RaZotaja adrese
Address of manufacturer A. Vivulskio g. 12D, 03221, Vilnius, Lietuva (Lithuania)

Ar pilnu atbildibu apliecina, ka mediciniska ierice

Declares on our own responsibility, that Medical Device

Mediciniskas ierices nosaukums Mediciniskais aizslietnis
Medical device name Medical screen
Modelis / Model HAIDI
Pamata UDI-DI / Basic UDI-DI 47790316301-852XHN

01-8520 (3 parts/dalas)
REF / REF 01-8521 (4 parts/dalas)

Atbilst Eiropas Parlamenta un Padomes Regulai (ES) 2017/745 par mediciniskam iericém un ar ko grozita Direktiva 2001/83/EK, Regula (EK)
Nr. 178/2002, Regula (EK) Nr. 1223/2009 un atceltas Padomes Direktivas 90/385/EEK un 93/42/EEK, un ir klasificéta ka I klases mediciniska
ierice saskana ar VIII pielikuma noteiktajiem kritérijiem, Regulas (ES) 2017/745 1. noteikums.

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 | medical device in accordance with criteria set out in Annex VI, Rule 1 of Regulation (EU) 2017/745.

Piemérotie saskanotie standarti / Applied harmonized standards:
EN ISO 21856:2022 Paligierices - Visparigas prasibas un testéSanas metodes

Assistive products - General requirements and test methods

ISO 13485:2016 Mediciniskas ierices - Kvalitates vadibas sistéma - Prasibas regulativiem noltkiem
Medical devices - Quality Management System — Requirements for regulatory purposes

MARTYNAS VAINUTIS
Vilnius, 2026-08-04 Izpilddirektors / Managing Director

Vards, uzvards un paraksts / Name and signature

UAB Kasko Group | Kid-Man® A. Vivulskio g. 12D, 03221, Vilnius, Lithuania | P/F +370 5 216 7425
Code 302298947 | VAT LT100004771311 | Swedbank | SWIFT HABALT22 | IBAN LT577300010120850263

2= Kvalifikuotas elektroninis paragas 292 Kvalifikuotas elektroninis parasas
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