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SS-EN I1SO 11979-9:2006/A1:2014 (E)

Foreword

This document (EN ISO 11979-9:2006/A1:2014) has been prepared by Technical Committee ISO/TC 172
“Optics and photonics” in collaboration with Technical Committee CEN/TC 170 “Ophthalmic optics” the
secretariat of which is held by DIN.

This Amendment to the European Standard EN ISO 11979-9:2006 shall be given the status of a national
standard, either by publication of an identical text or by endorsement, at the latest by February 2015, and
conflicting national standards shall be withdrawn at the latest by February 2015.

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent
rights. CEN [and/or CENELEC] shall not be held responsible for identifying any or all such patent rights.

According to the CEN-CENELEC Internal Regulations, the national standards organizations of the following
countries are bound to implement this European Standard: Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech
Republic, Denmark, Estonia, Finland, Former Yugoslav Republic of Macedonia, France, Germany, Greece,
Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal,
Romania, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey and the United Kingdom.

Endorsement notice

The text of ISO 11979-9:2006/Amd, 1:2014 has been approved by CEN as EN ISO 11979-9:2006/A1:2014
without any modification.
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Ophthalmic implants — Intraocular lenses —

Part 9:
Multifocal intraocular lenses

AMENDMENT 1

Page 1, Clause 1

In the first sentence delete “rotationally symmetric”.

Page 1, Clause 2

Delete the following references:

[SO 14155-1, Clinical investigation of medical devices for human subjects — Part 1: General requirements

[SO 14155-2, Clinical investigation of medical devices for human subjects — Part 2: Clinical investigation
plans

Add the following reference:

[SO 14155, Clinical investigation of medical devices for human subjects — Good clinical practice
Page 1, Clause 3

Replace “ISO 14155-1 and ISO 14155-2” with “ISO 14155

Page 2, Clause 4

Delete 4.1 and 4.2, and replace with:

“The requirements of ISO 11979-3 apply.”

Page 2, Clause 5

Delete 5.1, 5.2, 5.3 and 5.4, and replace with:

“The requirements of ISO 11979-2 apply.”

Page 3, Clause 6

In 6.1 first line, replace “ISO 14155-1” with “ISO 14155”.

In 6.1 second line, replace “ISO 14155-1, ISO 14155-2” with “ISO 14155".

Page 4, Clause 7

Delete the entire contents of the clause and replace with:

“The requirements of ISO 11979-4 together with ISO 11979-4:2008/Amd.1:2012 apply.”
Page 6, Annex A

Delete the entire contents of this Annex and instead refer to ISO 11979-2.
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Anteckningar/Notes
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