- Identifikaéni &islo / ID No.: CE03/01/2026

Prohlaseni o shodé ES
EU Declaration of Conformity

Ndzev vyrobce / Name of the manufacturer: ATTRACT Kft.

Adresa vyrobce / Address of the manufacturer: H-7622 Pécs, Sikldsi Ut 1/1., (Hungary - EU)

Cislo SRN / Actor SRN No.: HU-MF-000004252

Pfedmét prohldseni / Subject of declaration: Nosiboo Eco

Typ / Type: Manudini nosovd odsdvacka / Manual nasal aspirator
EMDN kéd / EMDN code: Q0399

Oznaceni modelu / Article No.: ECO-01-03

Basic UDI-DI: 599988597 6ECOXZ

UDI-Dls: 05999885976874; 05999885976652

Odkaz na pravni predpis / Legal reference

Vyrobce timto s vyhradni odpovédnosti prohlasuje, Ze vyse uvedené produkty spliuji pozadavky nafizeni (EU) 2017/745
(MDR) a vyhovuji obecnym pozadavkim na bezpecnost a U&innost (pfiloha 1), a jejich obaly jsou v souladu s nafizenim
Evropského parlamentu a Rady (EU) 2025/40 o obalech a obalovych odpadech. Postup posuzovani shody podle €l. 52
odst. 7 nafizeni (EU) 2017/745 (MDR) byl proveden a technickd dokumentace je k dispozici. Shoda je rovnéz dolozena
zkouskami provedenymi podle nize uvedenych norem uvedenych v technické dokumentaci:

e SO 10993-5:2009 Cytotoxicita
e I1SO 10993-10:2014 Senzibilizace kize, drdzdéni kize

The manufacturer herewith declares under its sole responsibility, that the above listed products comply with the terms of
Regulation (EU) 2017/745 (MDR) and conform to the general safety and performance requirements (Annex 1), and their
packaging is in conformity with Regulation (EU) 2025/40 of the European Parliament and of the Council on Packaging and
Packaging Waste. The conformity assessment procedure according to Regulation (EU) 2017/745 (MDR) Article 52 (7) has
been performed and the Technical Documentation is kept available, as well as to the following applicable norms
mentioned in the technical files:

e SO 10993-5:2009 Cytotoxicity

e ISO 10993-10:2014 Skin sensitization, skin irritation

Certifikat MIR / QMS Certificate

Spole&nost ATTIRACT Kft. implementovala, certifikovala a udriuje systém Fizeni kvality podle normy EN ISO 13485:2016.

ATTRACT Kft. introduced, certified and maintains its quality management system according to the EN ISO 13485:2016
standard.

Ndzev notifikované organizace / Name of the Notified

Body: CE Certiso Orvos- és Kérhdztechnikai Ellenérzé és Tanusitd Kft.
Adresa notifikované organizace / Address of the Notified

Body: H-2092 Budakeszi, Erdé u. 101. (Hungary)

NB ID / NB identifier: 2409

Cislo ISO certifikatu / 1SO certificate No.: 145229-24-10-21

Platnost / Validity: 20.10.2027.

Klasifikace / Classification

Zdravotnicky prostfedek zafazeny do tiidy I., podle pravidia bodu 5. kapitoly 5.1. pflohy 8 nafizeni (EU) 2017/745 (MDR).
Medical device Class I., according to the Regulation (EU) 2017/745 (MDR) Annex 8., Chapter 3., Paragraph 5.1., Rule 5.

Toto ,,prohldseni o shodé" je platné po dobu, po kterou zafizeni splfuje pozadavky nafizeni (EU) 2017/745.
This *Declaration of Conformity” is valid as long as the device complies with Regulation (EU) 2017/745.
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Zsolt Matrabérci M&té Pc’ﬂay
CEO Quality Manager / PRRC
Pécs, 2026.08.12.





