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Kéesolev@ ent on jéustatud
27.10.2006 j le kohta on avaldatud
teade Eesti st rdiorganisatsiooni
ametlikus vélja

Standard on kattes

v Eesti
standardiorganisatsioen;

This Estonian standard EVS-EN I1SO
18369-1:2006 consists of the English text
of the European standard EN 1SO 18369-
1:2006.

This document is endorsed on 27.10.2006
with the notification being published in the
official publication of the Estonian national
standardisation organisation.

The standard is available from Estonian
standardisation organisation.
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Kasitlusala:

Ve
This part of ISO 18369 idenﬁ& and
defines the terms applicable to
physical, chemical and optical
of contact lenses, their manufactur
uses. It provides a vocabulary of
and, when appropriate, the internatio%
symbol and abbreviation associated wi
a specific term. This part of ISO 18369 Z
also defines the terms relating to contact
lens care products. It also incorporates
the classifications of contact lens
materials and gives recommendation for
the labelling of the specifications of
contact lenses.
Asendab osaliselt: EN ISO 8321-1:2002 ja

erties
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Scope:

This part of ISO 18369 identifies and
defines the terms applicable to the
physical, chemical and optical properties
of contact lenses, their manufacture and
uses. It provides a vocabulary of terms
and, when appropriate, the international
pysymbol and abbreviation associated with
re specific term. This part of ISO 18369
ﬁdefines the terms relating to contact
I are products. It also incorporates
th ifications of contact lens
materials and gives recommendation for

the Ia@ of the specifications of

EN ISO 8321-2:2000

ICS 01.040.11, 11.040.70

Vétmesdnad: classification, contact lenses, lenses, methodology, opitw'

equipment, optical equipment, optics

conta .
Asendab iselt: EN 1SO 8321-1:2002 ja
EN I1SO 83 1-&)00
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)ereword

T cument (EN ISO 18369-1:2006) has been prepared by Technical Committee ISO/TC 172
" and photonics" in collaboration with Technical Committee CEN/TC 170 "Ophthalmic
pties", the secretariat of which is held by DIN.

This ELQH Standard shall be given the status of a national standard, either by publication of
an identi xt or by endorsement, at the latest by February 2007, and conflicting national
standards e withdrawn at the latest by February 2007.

This documen
and partly super

sedes EN ISO 8320-1:2003, EN ISO 8320-2:2001 and EN 1SO 11539:1999
EN ISO 8321-1:2002 and EN ISO 8321-2:2000.

According to the C NELEC Internal Regulations, the national standards organizations of

the following countrie ound to implement this European Standard: Austria, Belgium,
Cyprus, Czech Repubilic, ark, Estonia, Finland, France, Germany, Greece, Hungary,
Iceland, Ireland, Italy, Latvi@, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland,
Portugal, Romania, SIovakia@enia, Spain, Sweden, Switzerland and United Kingdom.

&ldorsement notice

The text of ISO 18369-1:2006 has ba@ roved by CEN as EN ISO 18369-1:2006 without any
modifications.

NOTE: A-Deviations are given in Annex Z rmatlve)
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ANNEX ZA (informative)
A-deviations

deviation: National deviation due to regulations, the alteration of which is for the time being
outside the competence of the CEN/CENELEC member.

ZEuropean Standard does not fall under any Directive of the EC. In the relevant
C WNELEC countries these A-deviations are valid instead of the provisions of the European

Standard until they have been removed.
The leg ive situation in Germany requires the unit "dioptre" be designated by the symbol "dpt"
instead o

This is to av
symbols and
Conference on

conflict with the rules of ISO 1000 being the basic International Standard on
and with the respective basic resolution of the CGPM (International
and Mesures).

Identification of the r t|on

Gesetz Uber die Einheite ?Wlesswesen vom 02.07.1969 in der Fassung der Bekanntmachung
vom 22.04.1985; and /

Ausfuhrungsverordnung zum setz Uber Einheiten im Messwesen (Einheitenverordnung -
EinhV) vom 13.12.1985, § 1 und We 1, Nr. 9.
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Foreword

ISO (the Integnational Organization for Standardization) is a worldwide federation of national standards bodies
(ISO me r*bodies). The work of preparing International Standards is normally carried out through 1SO
technical ¢ ittees. Each member body interested in a subject for which a technical committee has been
established e right to be represented on that committee. International organizations, governmental and
non-governmﬁ in liaison with 1SO, also take part in the work. ISO collaborates closely with the
International Eléetrotechnical Commission (IEC) on all matters of electrotechnical standardization.

International Stand@re drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.

The main task of tec committees is to prepare International Standards. Draft International Standards
adopted by the techni mittees are circulated to the member bodies for voting. Publication as an
International Standard req@approval by at least 75 % of the member bodies casting a vote.

Attention is drawn to the possj that some of the elements of this document may be the subject of patent
rights. ISO shall not be held res ible for identifying any or all such patent rights.
ISO 18369-1 was prepared by Tec | Committee ISO/TC 172, Optics and photonics, Subcommittee SC 7,

Ophthalmic optics and instruments. /
*

This first edition cancels and replaces IW 20-1:2003, 1SO 8320-2:2001 and ISO 11539:1999, which have
been technically revised. Furthermore, to r with 1ISO 18369-2, it cancels and replaces 1SO 8321-1:2002
and ISO 8321-2:2000, which have been technically revised.

endations for labelling specifications

ISO 18369 consists of the following parts, undefthe general title Ophthalmic optics — Contact lenses:
— Part 1: Vocabulary, classification system an@n

— Part 2: Tolerances ®:

4

—  Part 3: Measurement methods /®

— Part 4: Physicochemical properties of contact lens materia
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Introduction

The 18O 18369 series applies to contact lenses, which are devices worn over the front surface of the eye in
C ct with the preocular tear film. This part of ISO 18369 covers rigid (hard) corneal and scleral contact
lensg€yas well as soft contact lenses. Rigid lenses maintain their own shape unsupported and are made of
trans optical-grade plastics, such as polymethylmethacrylate (PMMA), cellulose acetate butyrate (CAB),
polyaﬁlsiloxane copolymers, rigid polysiloxanes (silicone resins), butylstyrenes, fluoropolymers, and
fluorosi nes, etc. Soft contact lenses are easily deformable and require support for proper shape. A very
large subs oft contact lenses consists of transparent hydrogels containing water in concentrations
greater tha %. Soft contact lenses can also be made of non-hydrogel materials, e.g. flexible polysiloxanes
(silicone elast S).

The 1SO 18369
important for pro
tolerances for single

jes is applicable to determining allowable tolerances of parameters and properties
nctioning of contact lenses as optical devices. The ISO 18369 series includes
sion contact lenses, bifocal lenses, lenses that alter the flux density and/or spectral
composition of trans V|S|ble light (tinted or pigmented contact lenses, such as those with enhancing,
handling, and/or opaqu ), and lenses that significantly attenuate ultraviolet radiation (UVR absorbing
lenses). The 1ISO 18369 overs contact lenses designed with spherical, toric, and aspheric surfaces,
and recommended methods f Zspecmcatlon of contact lenses.

The vocabulary portion (2.1) o yart of 1ISO 18369 contains the terms and definitions primarily used in the
contact lens field. A list of terms speC|aI symbols is given in Table 1.

lens field. It is intended to be a conven reference source from which the contents have been compiled from
the text of this and other ISO standards ap ble to the manufacture, evaluation, measurement, labelling and
marketing of contact lenses and contact Ae products. An alphabetical index was added for rapid finding
of terms.

The list of terms and definitions does@include all ISO terms, definitions, and symbols used in the contact

each word logically fitted. The preferred form of erm is listed on the first line after its reference number.
Other admitted forms have been placed on subse lines after the preferred form. All admitted terms are
given in bold-faced type. A few obsolete and su %de terms are listed for historical reference and

Words are grouped under several topics by reér%ce number according to the general category into which

convenience and as an aid to comprehension but are ted as deprecated and are no longer to be used.
Obsolete and superseded terms are not in bold-faced type so that they may be clearly identified as terms
used historically.

Figure 1 gives a schema of the classification and prowdes exa s. It does not take into account all possible
characteristics (hence resulting qualifiers) used in contact lens d@natlon Combinations of more than one
qualifier are often used in contact lens designation.

© I1SO 2006 — All rights reserved \"



ISO 18369-1:2006(E)

permeable

hydrogel
non-hydrogel

composite
extended wear

non-composite

®>

Figure 1 — Classification of contact lenses according to vari@ aracteristics
leads to various qualifiers used in their designat /
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Part'?¥:

Vocab@fy, classification system and recommendations for
labellin ecifications

<
1 Scope z

This part of ISO 18369 @K'Eies and defines the terms applicable to the physical, chemical and optical

Oéhalmic optics — Contact lenses —

properties of contact lens eir manufacture and uses. It provides a vocabulary of terms and, when
appropriate, the international ol and abbreviation associated with a specific term. This part of ISO 18369
also defines the terms relating to ?ﬂact lens care products. It also incorporates the classifications of contact
lens materials and gives recomm Wions for the labelling of the specifications of contact lenses.

2 Terms, definitions and syr@ls

2.1 Terms and definitions ,O/K
.
2.1.1.1 /®

contact lens
any ophthalmic lens designed to be worn on the front s@ of the eye

2.1.1 Basic terms

NOTE This term includes contact lenses of plano power. 0
21.1.2

corneal contact lens %
€

contact lens having a total diameter less than the visible iris dia r and designed to be worn in its entirety

on the cornea ®

21.1.3

scleral contact lens ?

contact lens designed to be worn in front of the cornea and on the adjac { ion of the surrounding bulbar
conjunctiva &‘

NOTE See 2.1.5 for specific terms concerning scleral contact lenses.

g
21.1.4 Q

lenticular contact lens
contact lens having a front optic zone made smaller than the total diameter

NOTE This construction is conventionally used to reduce the centre thickness of a positive powe@ lens or reduce
the edge thickness of a negative power contact lens.

2.1.1.5 0
contact shell

contact lens not designed to correct vision

© 1SO 2006 — All rights reserved 1



