EC Certificate Full Quality Assurance System: Certificate GB14/91309

The managament system of

Beaver-Visitec International Ltd.

Waterloo Industrial Estate, Bidford-on-Avon, Warwickshire, BS0 4JH, UK

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)

For the following products
Sterile ophthalmic needles, cannulae and cystotomes

Sterile ophthalmic surgical instruments:
Sterile ophthalmic forceps, clamps and scissors,
ophthalmic disposable instrument kits

< Lacrimal Intubation Sets,
Dacryocystorhinostomy (DCR) Sets, and Ptosis Sets

Intraocular Lens Hook and Iris Retractor
Opthalmic Spatulas
Opthalmic Knives

Sterile ophthalmic viscosurgical devices for protection lubrication and
support of cells or tissues during ophthalmic intraocular surgery

Sterile procedure kits for use in ophthalmic surgery
Sterile Liquid Ocular Bandage for use In ophthalmic surgery

Where the above scope includes class Il medical device(s), a valid EC Design Examination Certificate
according to Annex Il {Saction 4) is @ mandatory requirement for each device in addition to this
certificats to place that device on the market.
This certificate is valid from 22 January 2016 until 28 April 2019
and remains valid subject to satisfactory surveillance audits.
Re certification audit due before 19 February 2017

Issue 2. Certified since 28 April 2014 =

Certification is based on reports numbered GB/PC 232569

Authorised by

SGS United Kingdom Ltd, Notified Body 0120

2028 Worle Parkway, Weston-super-Mare, B822 BWA UK
t+44 (011934 522917 f+44 (01934 522137 www.sgs.com

$SGS CE 020215
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This document is issued by the Company subjact o lis General Canditions of
Carlification Services sccassible al wive.sgs.comiterns,_and_condilions.him.
Attsrtion is drav o the fimitations of Hiability, indemnification and furiscivtional
{esues astablished theraln. The suthentiolty of this docurnent may b varffied at
hﬁpﬁww.sgsmm.‘srﬁ{lurgfmmpany.x’cmﬁad»{?3@ent~«i§i{ecioﬁesﬁ&e:ﬁﬁaddaksn§»
Dirsctorizs.aspx, Any unauthorized alteration, forgary ot faisification of the
f R of this is unlawtul and may b
prosecuted to the fullest exient of the fav.




Certicate US10/81385
The management system of

Beaver-Visitec International, Inc.

. 411 Waverley Oaks Road,
Waltham MA 02452 8405, United States

1SO 13485:2"003"
EN 1SO 13485:2012

For the following activities
Design, development and manufacture of surgical blades and knives,
eye cannulae, cystotomes, dissectors, ophthalmic procedure needles,
eye probes, eye retractors, rotators, dilators, eye spatula, eye specula,
lacrimal trephines, filters, tubing, eye shields, ophthalmic, ENT, and
surgical sponges, absorbent swabs, ocular markers, surgical glides,
electrosurgical coagulation systems including cables, bipolar forceps
and erasers, electro-cautery device ophthalmic powered hand-pieces
and burrs, sterile surgical blades, sterile Intuhatlon sets ophthalmic
and surgical, absorbab
sterile |- rlngs.

This certrﬁcate s valid from 24 March 2017 until 31 March 2019 =

emains valid subject to satisfactory surveillance audits.
Re certification audit due before 31 March 2019
Issue 11. Certified since 23 August 2010

Authorised by

SGS Lnited Kingdom Lid
Rossmore Business Park Ellesmere Port Cheshire CHE5 3EN UK
£ +44 (0)151 350-6666 f+44 (0)161 350-6600 www.sgs.com

SGS13485~2 114
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:A Samphng of Cann l»v

from our Catalog

Anesthesia
Retrobulbar (Sharp Point) — )
10 Bl 'Eél 50 x 38 mm (256G x 1% in) 581275
40 x 32 mm (27G x 1)ain) 585109
Retrobulbar/Peribulbar [Atkinson] = i
10 por biox (== |50x32mm@5Gx1%in 585108
60 x 32 mm (23G x 1%ain) 585001
Retrobulbar [Atkinson] 50 x 38 mm (256 x 1% in) 581637
Bperios. 60 x 38 mm (23G x 1% in) 581638
Sub-Tenon’s Anesthesia Cannula .
10 per box. 110 x 25 mm (19G x 1in) 585176
' S
. Description | ltem #
Anterior Chamber Cannula [Rycroft] 30 x22mm (30G x % in) 581273
Angled 45 degrees, 4 mm from end. y
B Ser e 40 % 22 mm Q27G x % in) 581280
50 x 22 mm (25G x % in) 581639

60 x 22 mm (253G x % in)

80 x22mm (21G x & in) 981281
Anterior Chamber Cannula [Rycroft] 30 x 22 mm (30G x % in) 581285
Angled 45 degrees, 6 mm from end. .
e %"M 40 x 22 mm (276G x4 in) 581284

50 x 22 mm (25G x %4 in) 81642
Viscoflow® Cannula .30 x 22 mm (30G X 78 in) 585046
Angled 45 degrees, 9 mm from end. :
10 per box. AN P | 40x22mm (27G x & in) 585026 -

= 50 % 22 mm (25G x % in) 585045
60 %22 mm (23G x % in) 585009

Flexible Tip Cannula
Angled 45 degrees, 7 mm from end,
10 mm sleeve. 10 per box.

De crlptlcn

40x22mm (27G x % in)

585005

50 x 22 mm (25G x % ln)

585017

585025

Olive Tip Polisher
.33 mm end port, 30 degrees,
10 mm from end. 10 per box.

O\
%)

60 x 25 mm (236\34.] iy

Capsule Polisher [Kratz]
.30 mm top port, 35 degrees,
9 mm from end. 10 per box.

m

For a complete list of our cannulas, please refer to our full product catalog.
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bvi Beaver Visitec

Instructie de utilizare

Rev 01 2010-11

- Atentie! Utilizate instrumente ascutite contaminate si pot purta de

agenti patogeni ai bolilor. Dupa utilizare, aruncati-le imediat intr-
rezistent la intepaturi recipient in conformitate cu standardele

acceptate.

-Nu utilizati dacd ambalajul este deteriorat sau deschisa

qNC)

ﬂ Beaver-Visitec International Ltd.
Waterloo Industrial Estate

Bidford on Avon Warwickshire,
B504JHUK

Beaver-Visitec International, Inc.
Waltham, MA 02452 USA.

US tel:866.906.8080 sau 781.906.8080
www.Beaver-Visitec.com

Reprezentant Autorizat
Lenses Grup SRL
str.Fierarilor 2,
Chisinau MD 2001
Republica Moldova




