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EU DECLARATION OF CONFORMITY

The Manufacturer: Authorized Representative:
Dipped Products PLC ICOGUANTI S.p.A

400, Deans Road Corso Carbonara 10A/1
Colombo 10 16125, Genoa, Italy

declares under the sole responsibility of DPL that the PPE (Category Iil)
NOVA 38 / NOVA SUPER 38 (621U/C-38)
[Flocklined natural rubber gloves with single film thickness 0.38 mm]

Offered to Vulkan Medical, a.s. under the product name “FAVORIT”

Is in conformity with the provisions regulation (EU) 2016/425 and with the standards EN I1SO 21420:2020,
EN 388:2016+A1:2018, EN 1SO 374-1:2016+A1:2018, EN ISO 374-5:2016 and EN 421:2010 (Radioactive
contamination only) and is identical to the PPE which is subject to the EU Type examination (Module B),
under certificate number 2777/10304-05/E00-00 issued by,

SATRA Technology Europe Ltd

Brace Town Business Park

Clonee, D15YN2P

Republic of Ireland (Notified body number 2777)

is manufactured under a Quality control system (Module D) which has been satisfactorily assessed by,

SGS Fimko Oy

Takomotie 8, FI-00380

Helsinki, Finland (Notified body number 0598)
Signed and on behalf of Dipped Products PLC

Dr. Upul Ratnayake

General Manager — Technical and R & D
Place — Colombo

Date — 26/03/2025



PROHLASENi O SHODE EU

Vyrobce: Autorizovany zastupce:
Dipped Products PLC ICOGUANTIS.p.A

400, Deans Road Corso Carbonara 10A/1
Colombo 10 16125, Genoa, ltaly

Vyrobce Dipped Products PLC timto prohlasuje na svou vyhradni odpovédnost, ze OOP (osobni ochranny
prostiedek kategorie Iil)

NOVA 38 / NOVA SUPER 38 (621U-C-38)
[PFirodni rukavice s vnitfim flokovanim a tloustkou jednovrstvé félie 0,38mm ]

nabizeny spole¢nosti Vulkan Medical, a.s. pod ndzvem ,,FAVORIT*,

je ve shodé s poZadavky nafizeni (EU) 2016/425 a s normami EN 1SO 21420:2020, EN 388:2016+A1:2018,
EN ISO 374-1:2016+A1:2018, EN ISO 374-5:2016 a EN 421:2010 (pouze radioaktivni kontaminace)

a je totozny s OOP, ktery je pfedmétem zkousky typu EU (Modul B) podle certifikdtu Cislo 2777/10304-
05/E00-00, vydaného organizaci:

SATRA Technology Europe Ltd
Brace Town Business Park
Clonee, D15YN2P

Irsko (Oznameny subjekt ¢. 2777)

Vyroba probiha v rdmci systému Fizeni kvality (Modul D), ktery byl ispésné posouzen organizaci:

SGS Fimko Oy
Takomotie 8, FI-00380
Helsinky, Finsko {Ozndmeny subjekt ¢. 0598)

Podepsano jménem Dipped Products PLC

Podpis:

Dr. Upul Ratnayake

Generélni manaZer — Technicky a vyzkumny & vyvojovy odbor
Misto: Colombo

Datum: 26/03/2025



