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Foreword

The text of the International Standard 1SO 8321-2:2000 has been prepared by Technical
Committee I1SO/TC 172 ,Optics and optical instruments® in collaboration with Technical
Committee CEN/TC 170 ,,Ophthalmic optics®, the secretariat of which is held by DIN.

This European Standard shall be given the status of a national standard, either by publication
of an identical text or by endorsement, at the latest by September 2000, and conflicting
national standards shall be withdrawn at the latest by September 2000.

According to the CEN/CENELEC Internal Regulations, the national standards organizations
of the following countries are bound to implement this European Standard: Austria, Belgium,
Czech Republic, Denmark, Finland, France, Germany, Greece, Iceland, Ireland, Italy,
Luxembourg, Netherlands, Norway, Portugal, Spain, Sweden, Switzerland and the United
Kingdom.

EN ISO 8321 consists of the following parts, under the general title Ophthalmic optics -
Specifications for material, optical and dimensional properties of contact lenses:

- Part 1. Rigid corneal and scleral contact lenses
- Part 2: Single-vision hydrogel contact lenses

Annex A of this part of EN 1ISO 8321 is for information only.

Endorsement notice

The text of the International Standard ISO 8321-2:2000 was approved by CEN as a
European Standard without any modification. '

NOTE: Normative references to'international Standards are listed in Annex ZA (normative).
A-deviations are given in Annex ZB (informative).
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ANNEX ZA (normative)

Normative references to international publications with their corresponding European
publications

This European Standard incorporates by dated or undated references, provisions from other
publications. These normative references are cited at the appropriate places in the text and
the publications are listed hereafter. For dated references, subsequent amendments to or
revisions of any of these publications apply to this European Standard only when

- incorporated in it by amendment or revision. For undated references the latest edition of the

publication referred to applies.

Publication Year Title . EN Year

ISO/DIS 8320-1 1997  Optics and optical instruments — Vocabulary on prEN ISO 8320-1 1997
contact lenses and contact lens care products - Part
1: Contact lenses

ISO 8599 1994  Optics and optical instruments - Contact lenses - EN ISO 8599 1996
Determination of the spectral and luminous
transmittances

ISO 9337-1 1999  Contact lenses - Determination of back vertex prEN ISO 9337-1 1999
power - Part 1: Method using focimeter with manual
focusing

{SO 9338 1996 | Optics anhd optical instruments - Contact lenses - EN/ISO 9338 1998
Determination of the diameters

1ISO 9339-2 1998  Optics and optical instruments:- Contact lenses - EN 1SO 9339-2 1998
Determination of thickness - Part 2: Hydrogel
contact lenses

ISO 9913-1 1996  Optics and optical instruments = Contact lenses - EN 1SO 9913-1 1998

Part"1: Determination-of ‘oxygen permeability and
transmissibility with the FATT méthod

ISO 9914 1995  Optics and optical instruments - Contact lenses - EN ISO 9914 1996
Determination of refractive index of contact lens
materials

1ISO 10338 1996  Optics and optical instruments ~ Contact lenses - EN ISO 10338 1997
Determination of curvature

ISO 10339 1997  Ophthalmic optics - Contact lenses - Determination EN ISO 10339 1999
of water content of hydrogel lenses

ISO 10344 1996  Optics and optical instruments - Contact lenses - EN [SO 10344 1998

Saline solution for contact lens testing
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ANNEX ZB (informative)
A-deviations

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

This European Standard does not fall under any Directive of the EC. In the relevant CEN/CENELEC
countries these A-deviations are valid instead of the provisions of the European Standard until they
have been removed. ‘

The legislative situation in Germany requires the unit "dioptre” be designated by the symbol "dpt"
instead of "D".

This is to avoid conflict with the rules of ISO 1000 being the basic International Standard on symbols
and units and with the respective basic resolution of the CGPM (International Conference on Weights

and Mesures).

Identification of the regulation:

Gesetz liber die Einheiten im MeBwesen vom 02.07.1969 in der Fassung der Bekanntmachung vom
22.04.1985; and

Ausfihrungsverordnung zum Gesetz Uber Einheiten im MeBwesen (Einheitenverordnung - EinhV)
vom 13.12.1985, § 1 und Anlage.1, Nr. 9
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