e

EC DECLARATION OF CONFORMITY

According to Annex Il (exemption of section 4)

of Council Directive 93/42/EEC concerning Medical Devices

30508-12
SIDAPHARM P.C.

Reference No.
Manufacturer

Facility Address
Product

Classification
Guidelines Applicable

21, Stageiriti & 24, Em. Fili str., GR-543 52, Thessaloniki, Greece
Ophthalmic Microsurgical Cannulas (ANNEX 1)

lla, according to Annex IX of Council Directive 93/42/EEC
MEDDEV 2.4/1 Rev. 9 - June 2010 Rule 6

We hereby declare that the aforementioned product complies with all the essential
requirements of Council Directive 93/42/EEC, concerning Medical Device, as amended by

2007/47/EC.

The compliance of this applicable quality assurance system has been certified by the
"National Evaluation Center of Quality and Technology in Health S.A.", which is a Notified

Body with identification number 0653.

The present is issued, according to EC Certificate No.: 305081023, which is valid until June
39, 2023 and replaces any previous declaration has been issued for this product.

For and on behalf of:

SIDAPHARMP.C. 1D APHARM P.C.
21, Staggjriti & 24 Em Fili str.
Thes salopki §
T. +30 231
VAT iGN
Diana Mochintrasgistration Number:
General Manager

IH “O 04000

Date: 10/01/2019
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ANNEX |

Ref. No DESCRIPTION
77006 Cystotome Cannula Formed 25G
77007 Cystotome Cannula Formed 27G
77008 Cystotome Cannula Formed 30G
77081 Anterior Chamber Cannula Viscoelastic 23G
77104 Anterior Chamber Cannula Viscoelastic 25G
77082 Anterior Chamber Cannula Viscoelastic 27G
77044 Anterior Chamber Cannula Rycroft, 23G
77001 Anterior Chamber Cannula Rycroft, 25G

77003-1 Anterior Chamber Cannula Rycroft, 4mm, 27G
77056 Anterior Chamber Cannula Rycroft, 8mm, 27G
77003 Anterior Chamber Cannula Rycroft, 10mm, 27G
77046 Anterior Chamber Cannula Rycroft, 4mm, 30G
77004 Anterior Chamber Cannula Rycroft, 6mm, 30G
77015 Anterior Chamber Cannula Maintainer, 19G
77016 Anterior Chamber Cannula Maintainer, 20G
77062 Hydrodissection Cannula Angled, 23G
77010 Hydrodissection Cannula Angled, 25G
77012 Hydrodissection Cannula Angled, 27G
77013 Hydrodissection Cannula Angled, 30G
77014 Hydrodissection Cannula Curved, Horizontal Tip 27G
77063 Hydrodissection Cannula Curved, Vertical Tip 27G
77067 Hydrodissection Cannula J-shaped 25G
77068 Hydrodissection Cannula J-shaped 27G
77073 Capsule Polisher Cannula, 21G
77074 Capsule Polisher, Cannula 23G
77070 Capsule Polisher Cannula Silicon Tip 23G, 7mm tip
77072 Capsule Polisher Cannula Silicon Tip 23G, 9mm tip
77027 Anesthesia Cannula, Retrobulbar, 25G
77028 Anesthesia Cannula, Retrobulbar, 27G
77032 Anesthesia Cannula Subtenon 19G
77030 Anesthesia Cannula Peribulbar, 22mm, 25G
77038 Anesthesia Cannula Peribulbar, 32mm, 25G
77022 | & A Simcoe Cannula 20G
77025 I & A Simcoe Cannula 23G
77021 Lacrimal Cannula, 26G
77083 Lacrimal Intubation Set, Straight Tip 17.5mm, 23G
77084 Lacrimal Intubation Set, Olive Tip 11mm
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