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Foreword

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

International |Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part(3:

Draft International Standards adopted by the technical committees are circulated to the member, bodies|for voting.
Publication as an International Standard requires approval by at least 75 % of the member badies casting|a vote.

International| Standard 1SO 11539 was prepared by Technical Committee ISO/IC 172, Optics ahd optical
instruments, [Subcommittee SC 7, Ophthalmic optics and instruments.
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Ophthalmic optics — Contact lenses — Classification of
contact lenses and contact lens materials
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4.1 General

The specific classification of a contact lens or contact lens material is given as a six-part code as follows:

(prefix) (stem) (series suffix) (group suffix) (Dk range) (modification code)

For hydrogel contact lens materials, the classification denotes whether the material is ionic and the range in which
the water content of the material lies. For non-hydrogel contact lens materials, the classification indicates the
presence/absence of silicon/fluorine and the oxygen permeability grouping.

For both types of material, the presence or absence of surface modifications is noted (see 4.7).


https://standardsiso.com/api/?name=c80459f6136f41a83dbc538bf3bb2c4f

ISO 11539:1999(E)

4.2 Prefix

©1SO

The prefix is a term assigned to a material to designate a specific chemical formulation. Use of this prefix, which is
administered by the United States Adopted Names (USAN) Councill), is optional for all countries other than the
United States of America.

4.3 Stem

Two types of stem are used. The filcon stem is affixed to the prefix and is applied for materials which contain
=10 % water by mass (hydrogel materials). The focon stem is affixed to the prefix and is applied for materials
which contain <10 % water by mass (non-hydrogel materials).
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Suffix

uffix is also administered by the USAN Council, and is used in cases in which_the\origir
an existing contact lens polymeric material is changed to make a new contact lens‘polymer
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Suffix

drogel (filcon) materials, the group suffix, represented by<@ Roman numeral, indicates th
t in accordance with ISO 10339 and the ionic content:

W water content, non-ionic:  Materials which containdess than 50 % water and which cont
xpressed as mole fraction) of monomers that are ionic at pH 7,2.

edium and high water content, non-ionic: Materials which contain 50 % water or more,
N 1 % or less (expressed as mole fraction) monomers which are ionic at pH 7,2.

W water content, ionic:  Materials which contain less than 50 % water and which contain g
Xpressed as mole fraction) monomers which are ionic at pH 7,2.

edium and high water content; ionic: Materials which contain 50 % water or more,
h greater than 1 % (expressed as mole fraction) monomers which are ionic at pH 7,2.

v water content is defined as less than 50 % water; medium water content as from 50 % to 65 % wat€g
content as greater than 65 % water. Hence, group suffixes Il and IV include all materials having wal
ater.
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Materials which contain both silicon and fluorine

Materials which contain fluorine but not silicon

final material. For clarity and simplicity, these additives have been omitted from the stated composition.

Polymer formulations may also contain initiators, catalysts, fillers and wetting agents which may be present in the

1) United States Adopted Names Council, c/o American Medical Association, P.O. Box 10970, Chicago, IL, USA, 60610.
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