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CERTIFICATION OF COPY

On this 3™ day of April 2019, I certify that the attached is a true, exact and unaltered
photocopy provided to me of:

*  Declaration of Conformity - etafilcon A = Version 27.0 - 3 pages

presented to me by Rosalind ). Williams, Project Leader, Regulatory Affairs, and to the best
of my knowledge, that the photocopied documents are neither a vital record nor a public record,
certified copies of which are available from an official source other than a Notary Public.

United States of America ]
State of Flonda ]
County of Puval

{Notury Public)

Johmson & Johnson Vision Care, Inc, » TEL: Q040433500
T500 CENTURION PARKEWAY & JACEKSONVILLE, FL 32256 US.A,
COMFIDENTIAL
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VISION CARE, INC.

EU Technical File Version 24.0
DECLARATION OF CONFORMITY

Manufacturer Johnson & Johnson Vision Core, Inc.
TAK) Centurion Porkwoy
Jacksonville, Florida 32256

United States
Product Name etafilcon A Contact Lenses
Description Spherical (etafilcon A) comtact lenses for the comection of refmetive

ametropia (myopin, hyperopia or presbyopin) in phokic or aphokic persons
with non-tliseased eyes who may have 1.00D of astigmatism or less,

The lenses may be prescribed for either daily wear or extended wear,
Spherical cosmetic ting (ewfileon A) contact lenses also ahierfenhance the
pppenrnnce of the éve, The lenses may be prescribed for gither daily wear
on extended weir.

Multifocal contact benses for the cormection of distance wnd near vision in
presbyopic phakic or aphakic persons with non-diseased eyes who may
have 0,750 of astigmatism or kess, The lenses may be prescrbed for either
daily wear or extended wear.

Taoric contact lenses for the comection of visusl scuity in phakic or sphakic
persons with non-diseased eyes who are hyperopic or myopic and may
have 0,500 to 250D of astigmatism. The lenses may be prescribed for
cither daily wear or extended wear.

The etafilcon A contact lenses contain a UV (ultraviolet) bMocker to help
provide protection against iransmission of harmful UV radiation to the
cornen ond into the éye,

Product Identification See page 3 of this Declaration

Classification [a
Classification Rationale Rule 5
Declaration This declaration of conformity is issued onder the sole responsibility of the

manufacturer, per Decision No T68/2008/EC. We, being the
manufacturerfdistributor within the European Economic Area, declare that
the products covered by this declarntion, documented in Technical

File - etafilcon A Yersion 240, doted 26 March 20109, conform with the
exsentinl requirements and provisions of Evropean Cooncil

Directive Y34 LEEC,

We, the manufacturer/distributor, have been subject 1o the conformity
procedures loid down in Annex 1T onder the supervision of the British
Standards Institution, o Notifed Body puthoneed by the Netherlands
Competent Authority, carrying the Notified Body Number 2797 mnd 0o
application has been lodged with any other Natified Body.

This declaration is supporied by the Johnson & Johnson Vision Carg, Inc.,
Cruality Management Systems approved by EC Centificate for Quality
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etafilcon A

EU Technical File Version 24.0 - Declaration of Conformity
Johnson & Johnson Vision Care, Ine. (JJVCI)

Assurance Certificate Number CE 00387,

Manufacturing Sites

This document is valid for all devices described originating from the
following siles:

Johnson & lohnson Vision Care, Inc.

TS0 Centurion Parkway

Tacksonville, Florida 32256

Lintted Siaites

Johnson & lohnson Vision Care {Ireland)

The Mational Technology Park,
Limerick, lreland

Repackaging and
Distribution Sites

Johnson & lohnson Yision Care
Evuropean Yision Centre

8 Hanwaorth Road

Sunbary

TWI6G 51N

Lnited Kingdom

Authorized Representative

AMO Ireland

Block B,

Liffey ¥alley Office Campus,
Quarryvale, Co.

Dublin D22 X0Y3

Ireland
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etafilcon A
EU Technical File Version 24.0 - Declaration of Conformity
Johnson & Johnson Vision Care, Inc. (JIVCI)

Product Names and The fllowing product listing includes Diagnostic, Revenase, and Kii
Models: Configurations
Legacy Products:
o |-DAY ACUVUE® Brand Contact Lenses
= ACUVUEY Brand Conisct Lenses
o ACUVUE® 2 Brand Contact Lenses
o SUREVUE"™ Brand Contnct Lenses
Product Family:
o ACUVUE® MOIST
Ml is:

o 1-DAY ACUVUE® MOIST Brand Contact Lenses with
LACREDON"

o 1-DAY ACUVUE®™ MOIST Brand Contact Lenses with
LACREON® for ASTIGMATISM
& 1-DAY ACUVUE® MOIST Brand MULTIFOC AL Contact
Lenses with LACREON®
Product Farmily;
*  ACUVUE® DEFINE®
Muosdels:
o [-DAY ACUVUE® DEFINE® Brand Contact Lenses
s 1-DAY ACUVUE® DEFINE® Brand Contact Lenses with
LACREON®
»  ACUVUE® I DEFINE® Brand Contact Lenses

GMDM Codes: 47842 Soft comrective contact lenses, daily-wear
47841 Soft corrective contact lenses, daily-disposable
47843 Soft corrective contact lenses, extended-wear

Catgnans Dl JuMareh 20

Catherine Dillon

Director, Regulatory Affairs
Johnzon & Johnzon Vision Care, Inc.
Jacksomville, Florida 32256, USA

T‘fﬁ'\—‘e MM Al Marcl, SoI19

Thomas Wilkinson

Director, Quality Systems.

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