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CERTIFICATE

Management system as per
PN-EN ISO 13485:2016-04

Medical devices - Quality management systems - Requirements for regulatory purposes

In accordance with TUV NORD Polska Sp. z 0.0. procedures, it is hereby certified that

OXYWISE, s.r.o.
Hurbanova 21, 921 01 Piestany, Slovakia

applies a management system in line with the above standard for the following scope

Design and development, sales, production and installation, service and maintenance
of medical oxygen generating systems and filling/reduction ramps.

Regardless of the fact that TUV NORD Polska Sp. z 0.0. is a notified body No. 2274 in the area of medical devices, this Certificate is not
a Certificate of Conformity within the meaning of Directive 93/42/EEC and is not a basis for CE marking.

Certificate Registration No. AC090 MD/2047/5165/2021 Valid from  08-04-2021
Audit Report No. PL5165/2021_03 Valid until  07-04-2024

(G o)
Manager of Certification Body Katowice, 06-04-2021

TUV NORD Polska Sp. z 0.0.

This certification was conducted in accordance with the TUV NORD Polska Sp. z 0.0. auditing and certification procedures and is subject to regular surveillance audits.

TUV NORD Polska Sp. z 0.0. ul. Mickiewicza 29 40-085 Katowice www.tuv-nord.pl
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CERTIFIKAT

Pre systém manaZzérstva podfa
PN-EN ISO 13485:2016-04

Zdravotnicke pomécky - Systémy riadenia kvality - Poziadavky na ucely legislativy

Podra postupov TUV NORD Polska Sp. z 0.0. sa tymto potvrdzuje, Ze

OXYWISE, s.r.o.
Hurbanova 21, 921 01 Piestany, Slovakia

pouziva systém manazérstva v sulade s horeuvedenou normou pre oblast platnosti

Navrh a vyvoj, predaj, vyroba a instalacia, servis a udrzba systémov
na vyrobu medicinalneho kyslika a plniacich/redukénych ramp.

Bez ohladu na to, Ze TUV NORD Polska Sp. z 0.0. je notifikovanym organom & 2.274 v oblasti zdravotnickych pomécok, tento certifikét nie je osved&enim o zhode v
zmysle smernice 93/42 / EHS a nie je zakladom pre oznacenie CE.

Registraéné cislo certifikatu: AC090 MD/2047/5165/2021 Platny od 08-04-2021
Sprava z auditu €.: PL5165/2021_03 Platny do 07-04-2024

(Gl ey
Veduci certifikaéného drganu Katowice, 06-04-2021

TUV NORD Polska Sp. z 0.0.

Tato certifikacia bola vykonana podra postupov TUV NORD Polska Sp. z 0.0. pre auditovanie a certifikaciu a podlieha pravidelnym kontrolnym auditom.

TUV NORD Polska Sp. z 0.0. ul. Mickiewicza 29 40-085 Katowice www.tuv-nord.pl
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