UNITED
I . lDlSINFECTANT
MANUFACTURERS

DECLARATION OF CONFORMITY

REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL OF 5 APRIL 2017 ON MEDICAL

DEVICES

We, United Disinfectant Manufacturers AG, Dr. Grass-Strasse 12, 9490 Vaduz, Principality of Liechtenstein, declare under our
sole responsibility that the products conform to the requirements of Regulation (EU) 2017/745 (Medical Device Regulation) and
meet the relevant General Safety and Performance Requirements of Annex I.

Disinfectant wipes for the residue-free disinfection of medical devices.

Trade name:

Intended purpose:

Classification:

Conformity assessment procedure:
Applied standards:

DENTIRO® Wipes

DENTIRO® Wipes are ready-to-use disinfectant wipes for the residue-
free disinfection of small surfaces of non-invasive medical devices
such as operating tables, gurneys, IV poles, and dental treatment units.

Class lla according to Regulation (EU) 2017/745 on medical devices
(Rule 16)

Annex IX

EN ISO 13485:2016 + A11:2021, EN ISO 14971:2019 + A11:2021, EN
62366-1:2015 + A1:2020, EN 14885:2022, EN ISO 10993-1:2025, EN
ISO 21530:2004, EN ISO 20417:2021, EN ISO 15223-1:2021/Amd
1:2025

Basic UDI-DI REF Sizes

9551024140055WS5 CH-041079 Refill pough with 120 disinfectant wipes (14.5 x 20
cm), classic scent

955102414005SWS5 CH-041084 Refill pouch with 120 disinfectant wipes (14.5 x 20
cm), lemon scent

955102414005SWS5 CH-041092 Jumbo, Refill pouch .Wlth 100 disinfectant wipes
(14.5 x 40 cm), classic scent

955102414005SWS5 CH-041097 Jumbo, Refill pouch with 100 disinfectant wipes
(14.5 x 40 cm), lemon scent

9551024140055WS5 CH-042080 Smar‘t Saver, Refill pouch with 250 disinfectant
wipes (14.5 x 20 cm), lemon scent

9551024140055WS5 CH-042084 Ultra Soft, Refill pouch with 120 disinfectant wipes
(19.3 x 21 cm), lemon scent

955102414005SWS5 CH-042081 Smart Saver, Refill pouch with 120 disinfectant

wipes (14.5 x 20 cm), lemon scent
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UNITED
I . DISINFECTANT
MANUFACTURERS

DECLARATIA DE CONFORMITATE

REGULAMENTUL (UE) 2017/745 AL PARLAMENTULUI EUROPEAN $I AL CONSILIULUI DIN 5 APRILIE 2017 PRIVIND
DISPOZITIVELE MEDICALE

Noi, United Disinfectant Manufacturers AG, Dr. Grass-Strasse 12, 9490 Vaduz, Principatul Liechtenstein, declaram pe propria
noastra raspundere exclusiva ca produsele sunt conforme cu cerintele Regulamentului (UE) 2017/745 (Regulamentul privind
dispozitivele medicale) si indeplinesc Cerintele Generale relevante de Siguranta si Performanta din Anexa |.

Servetele dezinfectante pentru dezinfectarea fara reziduuri a dispozitivelor medicale.

Denumirea comerciala: DENTIRO® Wipes

Scop propus: DENTIRO® Wipes sunt servetele dezinfectante gata de utilizare pentru
dezinfectarea fara reziduuri a suprafetelor mici ale dispozitivelor
medicale neinvazive, cum ar fi mese de operatie, targi, stative pentru
perfuzii si unitati de tratament stomatologic.

Clasificare: Clasa lla conform Regulamentului (UE) 2017/745 privind dispozitivele
medicale (Regula 16)

Procedura de evaluare a conformitatii: Anexa IX

Normele aplicate: EN ISO 13485:2016 + A11:2021, EN ISO 14971:2019 + A11:2021, EN

62366-1:2015 + A1:2020, EN 14885:2022, EN ISO 10993-1:2025, EN
ISO 21530:2004, EN ISO 20417:2021, EN ISO 15223-1:2021/Amd

1:2025
UDI-DI de baza REF Marimi
955102414005SWS5 CH-041079 Punga de rezerva cu 120 de $erv§t,ele dezinfec-
tante (14,5 x 20 cm), parfum clasic
955102414005SWS5 CH-041084 Punga de rezerva cu 120 de $erv:etel§ dezinfec-
tante (14,5 x 20 cm), parfum de lamaie
955102414005SWS5 CH-041092 tJumbo, Pungé de rezerva cu 100 de §ervetele dez-
infectante (14,5 x 40 cm), parfum clasic
955102414005SWS5 CH-041097 ?Jumbo, Punga de rezerva cu 100 de $Vervneftele dez-
infectante (14,5 x 40 cm), parfum de lamaie
Smart Saver, Punga de rezerva cu 250 de servetele
955102414005SWS5 CH-042080 dezinfectante (14,5 x 20 cm), parfum de lamaie
Ultra Soft, Punga de rezerva cu 120 de servetele
955102414005SWS5 CH-042084 dezinfectante (19,3 x 21 cm), parfum de lamaie
Smart Saver, Punga de rezerva cu 120 de servetele
955102414005SWS5 CH-042081 dezinfectante (14,5 x 20 cm), parfum de lamaie
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