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YOUR GLOBAL GLOVE EXPERT

To Whom It May Concern
Vienna, 12 December 2022

Statement on instructions for use

We, Semperit Technische Produkte Gesellschaft m.b.H., authorized European
representative for Semperit Investments Asia Pte. Ltd. hereby declare that instruction for
use are not required for Class | or lla medical device(s), if the medical device(s) can be used
safely without any such instructions (in accordance with EU regulation 2017/745, Annex I,
Chapter Ill, 23.1.d and with Section 13.1, Annex |, Directive 93/42/EEC).

In line with general market practice, that is to label the instructions for use directly on the
packaging, we see this requirement fulfilled in any case if the device is used by trained
healthcare personnel.

According to the intended purpose of this medical device, only professional healthcare workers
are using this device for medical interventions. Healthcare personnel learn the correct handling
and usage procedures during their education / training, enabling them to use the device safely
without instructions for use.

This declaration applies to examination gloves and surgical gloves sold under
the brands SEMPERCARE® and SEMPERMED®.

D o G

Larissa Rieger nie Holub-Friedreich
Head of Product Management Product Manager

Semperit Technische Produkte Gesellschaft m.b.H.

2632 Wimpassing, Austria * Triester Bundesstralle 26 « Tel.: +43 2630 310-0
www.sempermed.com

FN 36912h « Handelsgericht Wien « UID ATU 14234201 « DVR 0422291



CZ preklad

s@mparmed®

YOUR GLOBAL GLOVE EXPERT

Do rukou osoby, které se to tyka
Viden, 12. prosince 2022

Prohlaseni o navodu k pouziti

My, Semperit Technische Produkte Gesellschaft m.b.H., autorizovany evropsky zastupce
pro Semperit Investments Asia Pte. Ltd. timto prohlaSujeme, Ze navody k pouziti nejsou
vyzadovany pro zdravotnické prostfedky TFidy | nebo lla, pokud Ize zdravotnické prostfedky
bezpetné pouzivat bez takového navodu (v souladu s nafizenim EU 2017/745, pfiloha I,
kapitola Ill, 23.1.d a s oddilem 13.1 pfilohy | smérnice 93/42/EHS).

V souladu s obecnou praxi na trhu, tedy oznacovanim navodu k pouziti pfimo na obalu,
povazujeme tento pozadavek v kazdém pfipadé za spinény, pokud je prostiedek pouzivan
vySkolenym zdravotnickym personalem.

Vzhledem k zamySlenému ucelu pouZiti tohoto zdravotnického prostfedku jej k Iékafskym
zakrokim pouzivaji pouze profesionalni zdravotniéti pracovnici. Zdravotnicky personal se
béhem vzdélavani/Skoleni nauci spravnému zachazeni a pouzivani, coz mu umozni
bezpetné pouzivat vyrobek bez navodu k pouziti.

Toto prohlaseni plati pro vySetfovaci rukavice a operaéni rukavice prodavané pod
znackami SEMPERCARE® a SEMPERMED®.
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