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EU DECLARATION OF CONFORMITY

Technical
Documentation Name

senofilcon A with Light Filtering Additive contact lenses

Version Number

2.0

Product
Identification

Trade Name of Device

The following product listing includes
Diagnostic, Revenue, and Kit
Configurations:

Device Name Basic UDI-DI

ACUVUE® OASYS MAX 1-Day

Contact Lenses ACUVUE

OASYS MAX 073390520001 1BK

®
ACUVUE® OASYS MAX 1-Day L.DAY

MULTIFOCAL Contact Lenses

Legal Manufacturer

Johnson & Johnson Vision Care, Inc.
7500 Centurion Parkway
Jacksonville, Florida 32256

United States

EU Authorised
Representative

AMO Ireland

Block B,

Liffey Valley Office Campus,
Quarryvale,

Co. Dublin D22 X0Y3,
Ireland

Notified Body

BSI Group The Netherlands B.V.

Say Building, John M. Keynesplein 9, 1066 EP
Amsterdam

Netherlands

Phone : +31 (0)20 346 07 80
Notified Body number : 2797

Intended Purpose

The ACUVUE® OASYS MAX 1-Day Contact Lenses are intended for Daily Wear for
the optical correction of myopia (short-sightedness) and hyperopia (long-sightedness)
in persons with healthy eyes that may have 1.00D or less of astigmatism.

The ACUVUE® OASYS MAX 1-Day MULTIFOCAL Contact Lenses are intended for
Daily Wear for the optical correction of myopia (short-sightedness) and hyperopia
(long-sightedness) in presbyopic persons with healthy eyes that may have 0.75D or less
of astigmatism.

The contact lenses contain a UV blocker to help provide protection against transmission
of harmful UV radiation to the cornea and into the eye.

Classification

I1a

Product Codes

Universal Product Codes (UPC) for the contact lenses are provided within the ERP
(Enterprise Resource Planning) SAP system.
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GMDN Codes

47841, Soft corrective contact lens, daily-disposable

EMDN (CND) Code

Q021004010101, Contact lenses-Hydrogel, Daily Single-Use

Manufacturer’s

Single Registration Not Yet Available

Number (SRN)

Design, This document is valid for all medical devices described originating from the following

Manufacturing and sites:

Distribution Sites

United States

Limerick
V94 N732
Ireland

Johnson & Johnson Vision Care, Inc.
7500 Centurion Parkway
Jacksonville, Florida 32256

Johnson & Johnson Vision Care Ireland UC
The National Technology Park

This Declaration of Conformity is issued under the sole responsibility of the manufacturer.

We, Johnson & Johnson Vision Care, Inc., hereby declare the above listed medical devices comply with Medical

Device Regulation (MDR) 2017/745.

This declaration is made on the basis of MDR Certificate Number 732087, issued by above stated Notified Body,
in accordance with the conformity assessment laid down in Annex IX of MDR 2017/745.

SIGNATURES

Place of Issue

Refer to Manufacturer’s Address above
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Victoria Brennand

Associate Director, Regulatory Affairs
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Director, Quality Systems, Quality Compliance

Johnson & Johnson Vision Care, Inc.
Jacksonville, Florida 32256, USA
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