MEXPO INTERNATIONAL INC.
2828 Faber Streef
Union City, CA 94587-1204

Declaration of Conformity
Rubber Dental Dam

PRODUCT DESCRIPTION
1. Product Name: Rubber Dental Dam
2. Product Classification: Class | under Medical Device Regulations (EU) 2017/745 Annex VIII

Rule 1
ADDRESS:
Mexpo International Inc. EC Representative:
2828 Faber Street Blossom Europe, S. L
Union City, CA 94587-1204 Paseo de Recoletos, 37-41
US & Canada Toll Free : 28004 Madrid, Spain

+1 (800) 838-8299

Tel: +1 (510) 489-6800

Fax :+1(510) 489-3111
E-mail : blossomaglo@aol.com
E-mail: tim@mexpo-glove.com

We, Mexpo International, Inc. as the legal manufacturer declare under our sole responsibility that the
medical devices listed below conform to the requirement of the medical dewce squlations (EU)
2017/745. sl G

Rubber Dental Dam — BLOSSOM Color Green Mint
Size  UDI

5x5 10723860013320

6x6 10723860013344

Rubber Dental Dam — BLOSSOM Color Blue
Size UDI

5x5 10723860014556

6x6 10723860013665

Rubber Dental Dam — BLOSSOM Color Light Blue
Size UDI

5x5 10723860016550

Bx6 10723860016666

Rubber Dental Dam - BLOSSOM Color Black
Size  UDI 17

5x5 10723860015553_

B6x6 1 072386001 5669

Basic UDI-DI: 72386011155PE

It is a non- invasive Class | device in accordance with Annex VIII of the Medical Device Regulation
EU/2017174{; under Rule 1 as Rules 2, 3, and 4 do not apply, and meets all the provisions of the Medical
Device:Regulation 2017/745 which applies to them.

This declaration is supported by the Quality System approval ISO 13485 issued by TUV SUD America.
Conformity assessment procedure: In accordance with Medical Device Regulation 2017/745 Annex IX

The following person is responsible for the signature of this document:
Name and Address: Mexpo International, 2828 Faber Street, Union City, California 94587-1204, USA

Authorized Signature: ﬁﬁ/\ Date: T\J—d., [2p g

Name of responsible Person: HEEN "T\-fh«\\ Position: ‘)&g'\, ol_-e,\_q
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