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Surgical Loupes | Introduction

Surgical Loupes

Magnification allows you to do a better job. If you can’t see it, you can’t work on it. The benefits of Keeler loupes are immediately
clear: improved working posture, reduced eye strain and now, with the new Keeler Loupe Light, your working view is even clearer.

Laser aligned optics for magnification of superb optical quality, Patient comfort

a lightweight aluminium assembly and a precise pupil alignment Patients will feel more comfortable and at W e

system make Keeler loupes the perfect choice for dental, ease with increased personal space as

surgical and veterinary professionals. you will work from a greater distance.

Let Keeler loupes take the strain Multiple magnification levels SR

Keeler loupes are comfortable to wear and work with, helping to Keeler loupes offer performance matched

reduce eyestrain. By bringing your patients closer, you can improve to your requirements. Multiple magnification

your posture and avoid stooping. levels enable you to see more, spot Hi-Res Loupes

problems earlier and offer even higher

Recommended working distances levels of precision treatment.
Your Height Sitting Standing . .
Prismatic Loupes
< 5" 7" (150cm - 170cm) 34cm 34cm
57" -5"10" (170cm — 178cm) 34cm 42cm
510" - 6" 0" (178cm - 183cm) 42cm 46cm
>6'0" (183cm) 46cm 50cm
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Surgical Loupes | Mini and Standard

Mini Loupes

Standard Loupes

New Mini and Standard Loupes

New Mini Loupes
Delivering 2.5x
magnification.

Mini Loupes are
designed to be ultra
light and comfortable
with minimal
compromise in field of
view. Absolute comfort
is our achievement;
excellent peripheral
vision is the added benefit of our slim design.

Standard Loupes
Delivering 2.0x, 2.5x and 3.0x magnification.

The true benefit of this system is ease of use. Movement

whilst maintaining focal clarity is possible due to superior depth

of field. The lightweight aluminium bar with individual pupillary
adjustment provides the mounted loupes with stability and optimal
focal alignment, eliminating headache and eyestrain.

Part numbers

Mini Loupes

2.5x Magpnification

2112-P-1064

Mini Loupe 2.5x @ 34cm working distance

2112-P-1065

Mini Loupe 2.5x @ 42cm working distance

2112-P-1066

Mini Loupe 2.5x @ 46cm working distance

2112-P-1067

Mini Loupe 2.5x @ 50cm working distance

Standard Loupes

2.0x Magnification

2112-P-1002

Standard Loupe 2.0x @ 34cm working distance

2112-P-1003

Standard Loupe 2.0x @ 46cm working distance

2.5x Magnification

2112-P-1010

Standard Loupe 2.5x @ 34cm working distance

2112-P-1011

Standard Loupe 2.5x @ 42cm working distance

2112-P-1012

Standard Loupe 2.5x @ 46cm working distance

2112-P-1013

Standard Loupe 2.5x @ 50cm working distance

3.0x Magnification

2112-P-1022

Standard Loupe 3.0x @ 34cm working distance

2112-P-1023

Standard Loupe 3.0x @ 42cm working distance

2112-P-1024

Standard Loupe 3.0x @ 46cm working distance

2112-P-1025

Standard Loupe 3.0x @ 50cm working distance




Hi-Res Loupes and Keeler Sport Frames

Hi-Res Loupes
Delivering 3.0x magnification.

Keeler have designed a new high resolution loupe which exceeds
the standards previously attained. The 5 element loupe gives a true
3x magnification with a 15% increased field of view and a visually
flat field from edge to edge.

e

Protective Caps

Keeler Sport Frames

All Keeler loupes are available on the Keeler Sport Frame.

Stylish, comfortable and attractive, the new Keeler frame is
available in a choice of bright colours as shown. The frames will fit
over many styles of glasses, or with the free insert, can be easily
adapted to all prescriptions.

Sport Frames are available in the following finishes

EEE =

Blue Red Black Sky Blue Pink

Part numbers

Hi-Res Loupes

3.0x Magnification

2112-P-1050  Hi-Res 3.0x @ 34cm working distance

2112-P-1051  Hi-Res 3.0x @ 42cm working distance

2112-P-1052  Hi-Res 3.0x @ 46cm working distance

2112-P-1053  Hi-Res 3.0x @ 50cm working distance

Accessories

2112-P-8049 Protective Caps

2112-P-8057 +1D Near distance Caps

Surgical Loupes | Hi-Res and Keeler Sport Frame

Hi-Res Loupes

Keeler Sport Frames
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Surgical Loupes | Prismatic

Prismatic Loupes

Prismatic Loupes

Delivering 3.5%, 4.5x and 5.5x magnification.

Higher magnification for advanced surgical procedures.

Prismatic quality guarantees a true image. Edge to edge clarity and
precise colour rendition are ideal for intricate applications.

The Prismatic Loupe’s precision lenses are treated with an
anti-reflective coating to produce a superior image.

i

Part numbers

Prismatic Loupes

3.5x Magnification

2113-P-2004 Prismatic Loupe 3.5x @ 34cm working distance

2113-P-2005 Prismatic Loupe 3.5x @ 42cm working distance

2113-P-2006  Prismatic Loupe 3.5x @ 46cm working distance

4.5x Magnification

2113-P-2008 Prismatic Loupe 4.5x @ 34cm working distance

2113-P-2009 Prismatic Loupe 4.5x @ 42cm working distance

2113-P-2010 Prismatic Loupe 4.5x @ 46cm working distance

5.5x Magnification

2113-P-2012  Prismatic Loupe 5.5x @ 34cm working distance

2113-P-2013  Prismatic Loupe 5.5x @ 42cm working distance

2113-P-2014  Prismatic Loupe 5.5x @ 46cm working distance

78



New Keeler Loupe Light

The New Keeler Loupe Light is one of the smallest and
lightest available today. The LED illumination gives 34000
Lux of homogenous white light, ideal for both surgical and
dental use, while coaxial illumination ensures shadow

free viewing.

An optional yellow filter avoids the premature hardening
of composites whilst power is provided by a Lithium-ion
battery which will give up to 4 hours continuous use
before a recharge is required.

Designed for comfort

Choose between the Keeler

Sport frame or a headband
mounted system to
mount your loupes.
Adaptable to all
prescriptions.

Loupes with New Keeler Loupe Light in twin charger
tray with optional yellow filter

Part numbers Keeler fit

2004-P-1007 Loupe Light Standard, 2 batteries and twin charger tray

2004-P-1008 Loupe Light Standard, 1 battery and twin charger tray

2004-P-1012 Loupe Light Portable, 1 battery and single charger tray

Surgical Loupes | Keeler Loupe Light
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Keeler

Ophthalmic Instruments

EC Declaration of Conformity to:
Medical Device Directive 93/42/EEC

Legal Manufacturer: Keeler Ltd

Clewer Hill Road, Windsor, Berkshire SL4 4AA
United Kingdom

Manufacturing Site(s): Keeler Ltd

Clewer Hill Road, Windsor, Berkshire SL4 4AA
United Kingdom

EU Authorised Visiometrics, S.L.,
Representative Vinyals, 131
08821 Terrassa, Spain
Device Loupes or Surgical binoculars and Frames, reusable
Description/Family: (See below Product Schedule)
EC Product Class |, Annex IX, Rule 1
Classification:
GMDN: 32692 — Surgical Binoculars, reusable

A pair of lenses intended to be mounted onto a surgeon's spectacles to function as small
telescope and provide a magnified image of the visual field during patient examination or
surgical intervention. Also known as a surgical loupe, it may be mounted onto the spectacle
frames and positioned in front of the spectacle lenses or attached directly onto each of the
spectacle lenses. It may also be connected to an external light source or a head-worn light
for visual field illumination. This is a reusable device.

32036 — Headband, reusable

A device designed to be worn on the head of a healthcare provider for the mounting of
another device, most commonly a head-worn light or a binocular indirect ophthalmoscope
(Bl0O), so that the mounted device will remain directed in the user's line of vision despite head
movement. It is typically adjustable for a custom fit. This is a reusable device.

We herewith declare, as the sole manufacturer, that the product(s) listed above and detailed in the
attached Product Schedule meet the provisions of the Council Directive 93/42/EEC of 14 June 1993
as amended, concerning medical devices.

93/42/EEC Medical Device Directive

EU 2015/863 Restriction of Hazardous Substances (RoHS 3)
2013/172/EU Unique Device Identification (UDI)
2012/19/EU The Waste Electrical and Electronic Equipment
(WEEE) Directive

MEDDEV 2.7/1 Rev. 4

BS EN ISO 13485:2016

BS EN ISO 14971:2012

BS EN 15223-1:2016

BS EN ISO 15004-1:2009

BS EN ISO 9022-2:2015

BS EN ISO 9022-3:2015

BS EN ISO 1639:2009

e BSENISO 10993-1: 2009

Notified Body: SGS Belgium NV

SGS House, Noorderlaan — 87, Antwerp, 2030

Keeler Ltd Clewer Hill Road Windsor Berkshire SL4 4AA Tel: +44 (0) 1753 857177 Email: info@keeler.co.uk
Fax: +44 1753 827145 (Customer Services) Fax: +44 (0) 1753 830247 (Manufacturing) Website: www.keeler.co.uk

Registered in England No.408759 Registered office: Clewer Hill Road Windsor Berkshire SL4 4AA VAT No. GB 349 0761 40

Applied Directives:

Applied Standards:

QMO5 Reference 1 - DofC Template Issue 6
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Keeler

Ophthalmic Instruments

Belgium
+32 3545 44 00
https://www.sgs.be/en/

CE Certificate Number: Class | Self-Certified

Date of Issuance of N/A
Original CE Certificate:

DofC Reference to Tech File: DofC 05 Rev: 13
Signed: AN Arminder Purewal
) Head of Regulatory Affairs & Quality
Date: 01 Feb 2021 Assurance, Keeler Ltd

Keeler Ltd Clewer Hill Road Windsor Berkshire SL4 4AA Tel: +44 (0) 1753 857177 Email: info@keeler.co.uk
Fax: +44 1753 827145 (Customer Services) Fax: +44 (0) 1753 830247 (Manufacturing) Website: www.keeler.co.uk

Registered in England No.408759 Registered office: Clewer Hill Road Windsor Berkshire SL4 4AA VAT No. GB 349 0761 40
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Keeler

Ophthalmic Instruments

Product Schedule:

Loupes or Surgical Binoculars and Frames, reusable

GMDN 32692

Surgical Binoculars, reusable — SuperVu and Luxtec Galilean Loupe

Part Number

Description

Product
Classification

2112-P-1000 SUPERVU 2.0 x 34CM GALILEAN LOUPE I
2112-P-1001 SUPERVU 2.0 x 46CM GALILEAN LOUPE I
2112-P-1002 SUPERVU 2.0 x 34CM GALILEAN LOUPE I
2112-P-1003 SUPERVU 2.0 x 46CM GALILEAN LOUPE I
2112-P-1006 SUPERVU 2.5 x 34CM GALILEAN LOUPE I
2112-P-1007 SUPERVU 2.5 x 42CM GALILEAN LOUPE I
2112-P-1008 SUPERVU 2.5 x 46CM GALILEAN LOUPE I
2112-P-1009 SUPERVU 2.5 x 50CM GALILEAN LOUPE I
2112-P-1010 SUPERVU 2.5 x 34CM GALILEAN LOUPE I
2112-P-1011 SUPERVU 2.5 x 42CM GALILEAN LOUPE I
2112-P-1012 SUPERVU 2.5 x 46CM GALILEAN LOUPE I
2112-P-1013 SUPERVU 2.5 x 50CM GALILEAN LOUPE I
2112-P-1014 LUXTEC 2.5 x 34CM GALILEAN LOUPE (2112-P-1006) I
2112-P-1015 LUXTEC 2.5 x 42CM GALILEAN LOUPE I
2112-P-1016 LUXTEC 2.5 x 46CM GALILEAN LOUPE I
2112-P-1017 LUXTEC 2.5 x 50CM GALILEAN LOUPE I
2112-P-1018 SUPERVU 3.0 x 34CM GALILEAN LOUPE I
2112-P-1019 SUPERVU 3.0 x 42CM GALILEAN LOUPE I
2112-P-1020 SUPERVU 3.0 x 46CM GALILEAN LOUPE I
2112-P-1021 SUPERVU 3.0 x 50CM GALILEAN LOUPE I
2112-P-1022 SUPERVU 3.0 x 34CM GALILEAN LOUPE I
2112-P-1023 SUPERVU 3.0 x 42CM GALILEAN LOUPE I
2112-P-1024 SUPERVU 3.0 x 46CM GALILEAN LOUPE I
2112-P-1025 SUPERVU 3.0 x 50CM GALILEAN LOUPE I
2112-P-1046 LUXTEC 3.0 x 46CM GALILEAN LOUPE (2112-P-1020) I
2112-P-1047 LUXTEC 3.0 x 34CM GALILEAN LOUPE IN CARTON I
2112-P-1048 LUXTEC 3.0 x 42CM GALILEAN LOUPE (2112-P-1019) I
2112-P-1049 LUXTEC 3.0 x 50CM GALILEAN LOUPE (2112-P-1021) I
GMDN 32692

Surgical Binoculars, reusable — SuperVu Galilean Hi-Res Loupe

Part Number

Description

Product
Classification

2112-P-1050 SUPERVU 3.0 x 34CM HI-RES GALILEAN LOUPE I
2112-P-1051 SUPERVU 3.0 x 42CM HI-RES GALILEAN LOUPE I
2112-P-1052 SUPERVU 3.0 x 46CM HI-RES GALILEAN LOUPE I
2112-P-1053 SUPERVU 3.0 x 50CM HI-RES GALILEAN LOUPE I
2112-P-1056 SUPERVU 3.0 x 34CM HI-RES GALILEAN LOUPE I

Keeler Ltd Clewer Hill Road Windsor Berkshire SL4 4AA Tel: +44 (0) 1753 857177 Email: info@keeler.co.uk
Fax: +44 1753 827145 (Customer Services) Fax: +44 (0) 1753 830247 (Manufacturing) Website: www.keeler.co.uk

Registered in England No.408759 Registered office: Clewer Hill Road Windsor Berkshire SL4 4AA VAT No. GB 349 0761 40
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Keeler

Ophthalmic Instruments

LUXTEC 3.0 x 46CM HI-RES GALILEAN LOUPE IN

2112-P-1058 CASE

2112-P-1060 SUPERVU 3.0 x 34CM HI-RES GALILEAN LOUPE I
2112-P-1061 SUPERVU 3.0 x 42CM HI-RES GALILEAN LOUPE I
2112-P-1062 SUPERVU 3.0 x 46CM HI-RES GALILEAN LOUPE I
2112-P-1063 SUPERVU 3.0 x 50CM HI-RES GALILEAN LOUPE I
GMDN 32692

Surgical Binoculars, reusable — Galilean Mini-Loupe

Part Number

Description

Product
Classification

2112-P-1064 2.5 X 34CM GALILEAN MINI-LOUPE I
2112-P-1065 2.5 x42CM GALILEAN MINI-LOUPE I
2112-P-1066 2.5 x46CM GALILEAN MINI-LOUPE I
2112-P-1067 2.5 x 50CM GALILEAN MINI-LOUPE I
2112-P-2247 2.5 x 34CM GALILEAN MINI-LOUPE I
2112-P-2248 2.5 x42CM GALILEAN MINI-LOUPE I
2112-P-2249 2.5 x46CM GALILEAN MINI-LOUPE I
2112-P-2250 2.5 x 50CM GALILEAN MINI-LOUPE I
2112-P-2251 2.0 x 34CM GALILEAN MINI-LOUPE I
2112-P-2252 2.0 x46CM GALILEAN MINI-LOUPE I
GMDN 32692

Surgical Binoculars, reusable — XL Advantage Loupe

Part Number

Description

Product
Classification

2113-P-2000 2.5 x 34CM XL ADVANTAGE LOUPE I
2113-P-2001 2.5 x42CM XL ADVANTAGE LOUPE I
2113-P-2002 2.5 x46CM XL ADVANTAGE LOUPE I
2113-P-2003 2.5 x50CM XL ADVANTAGE LOUPE I
2113-P-2004 3.5 x 34CM XL ADVANTAGE LOUPE I
2113-P-2005 3.5 x42CM XL ADVANTAGE LOUPE I
2113-P-2006 3.5 x46CM XL ADVANTAGE LOUPE I
2113-P-2007 3.5 x50CM XL ADVANTAGE LOUPE I
2113-P-2008 4.5 x 34CM XL ADVANTAGE LOUPE I
2113-P-2009 4.5 x 42CM XL ADVANTAGE LOUPE I
2113-P-2010 4.5 x 46CM XL ADVANTAGE LOUPE I
2113-P-2011 4.5 x 50CM XL ADVANTAGE LOUPE I
2113-P-2012 5.5 x 34CM XL ADVANTAGE LOUPE I
2113-P-2013 5.5 x42CM XL ADVANTAGE LOUPE I
2113-P-2014 5.5 x 46CM XL ADVANTAGE LOUPE I
2113-P-2015 5.5 x 50CM XL ADVANTAGE LOUPE I
2113-P-6010 4.5 x 46CM XL ADVANTAGE LOUPE ON BAR I
2113-P-6011 4.5 x 50CM XL ADVANTAGE LOUPE ON BAR I
2113-P-6012 5.5 x 34CM XL ADVANTAGE LOUPE ON BAR I
2113-P-6016 2.5 x 34CM XL ADVANTAGE LOUPE I

Keeler Ltd Clewer Hill Road Windsor Berkshire SL4 4AA Tel: +44 (0) 1753 857177 Email: info@keeler.co.uk
Fax: +44 1753 827145 (Customer Services) Fax: +44 (0) 1753 830247 (Manufacturing) Website: www.keeler.co.uk

Registered in England No.408759 Registered office: Clewer Hill Road Windsor Berkshire SL4 4AA VAT No. GB 349 0761 40
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2113-P-6017 2.5 x42CM XL ADVANTAGE LOUPE I
2113-P-6018 2.5 x46CM XL ADVANTAGE LOUPE I
2113-P-6020 3.5 x 34CM XL ADVANTAGE LOUPE I
2113-P-6021 3.5 x42CM XL ADVANTAGE LOUPE I
2113-P-6022 3.5 x46CM XL ADVANTAGE LOUPE I
2113-P-6023 3.5 x 50CM XL ADVANTAGE LOUPE I
2113-P-6024 4.5 x 34CM XL ADVANTAGE LOUPE I
2113-P-6025 4.5 x 42CM XL ADVANTAGE LOUPE I
2113-P-6026 4.5 x 46CM XL ADVANTAGE LOUPE I
2113-P-6027 4.5 x 50CM XL ADVANTAGE LOUPE I
2113-P-6028 5.5 x 34CM XL ADVANTAGE LOUPE I
2113-P-6029 5.5 x42CM XL ADVANTAGE LOUPE I
2113-P-6030 5.5 x 46CM XL ADVANTAGE LOUPE I
2113-P-6031 5.5 x 50CM XL ADVANTAGE LOUPE I
2113-P-6067 3.5X'42CM CO-AXIAL LOUPE ON BAR I
2113-P-6068 3.5X 46CM CO-AXIAL LOUPE ON BAR I
2113-P-6069 3.5X 50CM CO-AXIAL LOUPE ON BAR I
GMDN 32692

Surgical Binoculars, reusable — Panoramic Loupes

Part Number

Description

Product
Classification

2113-P-1009 4.5 x 42CM PAN LOUPE IN CASE - 902414 I
2113-P-1011 4.5 x 50CM PAN LOUPE IN CASE I
2113-P-1012 5.5 x 34CM PAN LOUPE IN CASE I
2113-P-1014 5.5 x46CM PAN LOUPE IN CASE I
GMDN 32692

Surgical Binoculars, reusable — Luxtec Prismatic Loupes

Part Number

Description

Product
Classification

2113-P-2036 LUXTEC 3.5 x 42CM PRISMATIC LOUPE (2113-P-6006) | |
2113-P-2037 LUXTEC 3.0 x 46CM PAN LOUPE IN CARTON I
2113-P-2038 LUXTEC 4.5 x 42CM PRISMATIC LOUPE (2113-P-6009) ||
2113-P-2039 LUXTEC 3.5 x 34CM PRISMATIC LOUPE (2113-P-6004) I
2113-P-2042 LUXTEC 4.5 x 46CM PRISMATIC LOUPE (2113-P-6010) I
2113-P-2045 LUXTEC 5.5 x 42CM PAN LOUPE IN CARTON I
2113-P-2046 LUXTEC 5.5.x 46CM PRISMATIC LOUPE (2113-P-6014) ||
GMDN 32036

Headband

Part Number

Description

Product
Classification

2199-P-7259

HEADBAND & HINGE FOR LOUPES

Keeler Ltd Clewer Hill Road Windsor Berkshire SL4 4AA Tel: +44 (0) 1753 857177 Email: info@keeler.co.uk
Fax: +44 1753 827145 (Customer Services) Fax: +44 (0) 1753 830247 (Manufacturing) Website: www.keeler.co.uk

Registered in England No.408759 Registered office: Clewer Hill Road Windsor Berkshire SL4 4AA VAT No. GB 349 0761 40
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GMDN 32036

Frames

Part Number

Description

Product
Classification

2199-P-1500 MATT BLACK REGULAR FRAME IN CARTON I
2199-P-1519 BLUEZ REGULAR FRAME IN CARTON I
2199-P-1527 RED REGULAR FRAME IN CARTON I
2199-P-1535 LIGHT BLUE REGULAR FRAME IN CARTON I
2199-P-1543 MATT BLACK LT FRAME IN CARTON I
2199-P-1551 BLUEZ LT FRAME IN CARTON I
2199-P-1578 RED LT FRAME IN CARTON I
2199-P-1586 LIGHT BLUE LT FRAME IN CARTON I
2199-P-1594 LUXTEC MATT BLACK REGULAR FRAME IN CASE I
2199-P-1607 LUXTEC BLUEZ REGULAR FRAME I
2199-P-1615 LUXTEC RED REGULAR FRAME IN CASE I
2199-P-1623 LUXTEC LIGHT BLUE REGULAR FRAME IN CASE I
2199-P-1631 LUXTEC MATT BLACK LT FRAME IN CASE I
2199-P-1658 LUXTEC BLUEZ LT FRAME IN CASE I
2199-P-1674 LUXTEC LIGHT BLUE LT FRAME IN CASE I
2199-P-1682 SPECTRA + MATT BLACK REGULAR FRAME I
2199-P-1690 SPECTRA + BLUEZ REGULAR FRAME I
2199-P-1703 SPECTRA + RED REGULAR FRAME I
2199-P-1711 SPECTRA + LIGHT BLUE REGULAR FRAME I
2199-P-1738 SPECTRA + MATT BLACK LT FRAME I
2199-P-1746 SPECTRA + BLUEZ LT FRAME I
2199-P-1754 SPECTRA + RED LT FRAME I
2199-P-1762 SPECTRA + LIGHT BLUE LT FRAME I
2199-P-1869 SPORTSFRAME REGULAR BLUE I
2199-P-1877 SPORTSFRAME REGULAR RED I
2199-P-1885 SPORTSFRAME REGULAR BLACK - 902408 I
2199-P-1893 SPORTSFRAME REGULAR BLUEZ I
2199-P-1949 SPECTRA + BLACK REGULAR FRAME I
2199-P-1965 SPECTRA + ASIAN RED REGULAR FRAME I
2199-P-1982 BLACK SMALL REGULAR FRAME IN CASE I
2199-P-1983 BLUEZ SMALL REGULAR FRAME IN CASE I
2199-P-1984 RED SMALL REGULAR FRAME IN CASE I
2199-P-1985 BLUE SMALL REGULAR FRAME IN CASE I
2199-P-1990 PINK SMALL FRAME IN CASE I
2199-P-1992 PINK REGULAR FRAME IN CARTON I
2199-P-1993 KEELER PINK LT FRAME & CASE I
2199-P-1994 SPECTRA + PINK REGULAR FRAME I
2199-P-2000 KEELER REGULAR FRAME (UNPAINTED) & CASE I
2199-P-5886 KEELER REGULAR FRAME - BLUE Z I
2199-P-5894 KEELER REGULAR FRAME - RED I
2199-P-5907 KEELER REGULAR FRAME - LIGHT BLUE I
2199-P-6326 SPECTRA IRIS FRAME INSERT ASSY I
2199-P-6330 SPECTRA IRIS BLACK REGULAR FRAME I

Keeler Ltd Clewer Hill Road Windsor Berkshire SL4 4AA Tel: +44 (0) 1753 857177 Email: info@keeler.co.uk
Fax: +44 1753 827145 (Customer Services) Fax: +44 (0) 1753 830247 (Manufacturing) Website: www.keeler.co.uk
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2199-P-6333 SPECTRA IRIS BLUE REGULAR FRAME I
2199-P-6336 SPECTRA IRIS RED REGULAR FRAME I
2199-P-6339 SPECTRA IRIS SKY BLUE REGULAR FRAME I

Accessories — Loupes

Part Number

Description

2112-P-8049 STANDARD LOUPES PROTECTIVE CAPS
2112-P-8057 STANDARD LOUPES +1D NEAR DISTANCE CAPS
2112-P-8065 HI-RES LOUPES PROTECTIVE CAPS
2112-P-8073 HI-RES LOUPES +1D NEAR DISTANCE CAPS
2112-P-8102 LOUPE SALES SET

2113-P-7000 PROTECTIVE CAP ASSEMBLY - PLANO LENS
2113-P-7001 PROTECTIVE CAP ASSEMBLY +1D LENS
2199-P-7136 LENS CLOTH

2199-P-7216 LOUPE FLIP LEVER (PACK OF 7)

2199-P-7654 HEADBAND LOUPES - 902429

Accessories — Frames

Part Number

Description

2199-P-7574 5 PROTECTIVE SHIELDS - REGULAR
2199-P-7531 WESTERN NOSE BRIDGE ASSY
2199-P-7558 ASIAN NOSE BRIDGE ASSY
2199-P-7582 NECK CORD ASSEMBLY — NO LOGO
2199-P-7603 PACK OF 5 COMFORT PADS
2199-P-7638 WESTERN NOSE BRIDGE ASSY MKII
2199-P-7646 ASIAN NOSE BRIDGE ASSY MKIl

Keeler Ltd Clewer Hill Road Windsor Berkshire SL4 4AA Tel: +44 (0) 1753 857177 Email: info@keeler.co.uk
Fax: +44 1753 827145 (Customer Services) Fax: +44 (0) 1753 830247 (Manufacturing) Website: www.keeler.co.uk

Registered in England No.408759 Registered office: Clewer Hill Road Windsor Berkshire SL4 4AA VAT No. GB 349 0761 40
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Lloyd's
Reqister

Certificate of Approval

This is to certify that the Management System of:

Keeler Ltd

Clewer Hill Road, Windsor, SL4 4AA, United Kingdom

has been approved by Lloyd's Register to the following standards:
ISO 13485:2016

0T DA

David Derrick - Area Operations Manager UK & Ireland

Issued by: Lloyd's Register Quality Assurance Limited

Current issue date: 1 November 2019 Original approval(s):

Expiry date: 31 October 2022 ISO 13485 — 10 September 1995
Certificate identity number: 10219036

Approval number(s): ISO 13485 — 0003723

The scope of this approval is applicable to:
Hardware and software design, development, manufacture, distribution and service of optometric and
ophthalmic medical devices and general medical equipment. Design, Development and manufacture of
halogen bulbs. Sales and distribution of own brand labelled medical devices.

A
Y.

MANAGEMENT
SYSTEMS

001

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as
'Lloyd's Register'. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that
person has signed a contract with the relevant Lloyd's Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.

Issued by: Lloyd's Register Quality Assurance Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom
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The management systemof

Keeler Ltd

Clewer Hill Road, Windsor, Berkshire, SL4 4AA; UK

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)
Far the fallowina nrodiicts
For the following products

Keeler Cryomatic MKII Console & Pencils for use in ophthalmic surgery
Laser Indirect Ophthalmoscope (LIO)
for use in ophthalmic surgical procedures

Tonometers to aid diagnosis and measurement of intraocular pressures:
Pulsair Intellipuff — Non-Contact Tonometer

TonoCare ~ Non-Contact Tonometer

Pulsair Desk Top Tonometer

Keeler Digital Applanation Tonometer (D-KAT)

Keeler Digital Applanation Tonometer (D-KAT), Z Type

Where the above scope includes class Il medical device(s), a valid EC Design Examination
Certificate according to Annex Il (Section 4) is a mandatory requirement for each device
in addition to this certificate to place that device on the market.

This certificate is valid from 28 February 2020 until 30 September 2022
and remains valid subject to satisfactory surveillance audits.

Issue 1. Certified since 10 September 1995

and first certified by SGS Belgium NV since 28 February 2020

Certification is based on reports numbered GB/IPC 240569
Authorised by

SGS Belgium NV, Notified Body 1639

SGS House Noorderlaan 87 2030 Antwerp Belgium
t +32 (0)3:545-4848 £ +32.(0)3 545-48-49 www. Sgs.com

LPMDS007 - Certificate CE1639 Annex |14, ENrev 02
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This document is a Web version of SGS certificate for electronic use
exclusively. It shall only be available by clicking on SGS Certification Mark
which has been posted on Your website. It shall not be printed in anyway.

This document is copyright protected. No content or appearance may be
reproduced without the express written permission of SGS. Any misuse,
alteration, forgery or falsification is unlawful.
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