S&S GLOVE CORPORATION

a8 SAFE GLOVE - SAFE LIFE

EC DECLARATION OF CONFORMITY

Manufacturers Name and Address: Lot 4, D6 Street, Dat Do | Industrial Park ,
Phuoc Long Tho Commune, Dat Do District,

Ba Ria - Vung Tau Province,, Vietnam

SRN (Single Registration Number): ~ VN-MF+000031848

Authorized Representative Name and

Address (if applicable): CMC Medical Devices & Drugs S.L.

C/Horacio Lengo, 18.
CP29006 - Malaga - Spain
Phone: +34.951214054

CMC SRN: ES-AR-000000293

Email: info@cmcmedicaldevices.com

We, S&S Glove Corporation. hereby declare under our sole responsibility that the product(s) listed below complies
with the provisions of the European Medical Device Regulation-MDR

2017/745.
The devices are Class | following Rule | of Annex VIII of the European Medical Device Regulation-MDR 2017/745.
Conformity assessment procedure: following for Class I: Annex Il and 1l of Regulation-MDR 2017/745.

We hereby also declare under our sole that the product below complies with the provisions of (EU)
2016/425 - CAT IlI.

Product Identification

Product Name Model No. EMDN Code Basic UDI-DI # Intended Purpose

Powder Free Nitrile | SSG-N T01020204 89385409170NCLFT0424229F | Nitrile Examination

Examination Glove Glove is intended to
be worn by
healthcare
practitioner to
protect patient and




user from cross
contamination

The present declaration is in conformity with European Medical Device Regulation-MDR 2017/745

This declaration is supported by the Quality System Approval to ISO 13485: 2016 and ISO 9001: 2015 issued by

SGS United Kingdom Ltd.

Place and Date (dd/mm/yyyy) of Issue :
Ba Ria - Vung Tau, Vietnam (19/12/2023)

Company Representative Signature:

F

Poppy Farrah Rossa
(QMD Manager)
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