le surgical

The LaparoScopic
melgife]le,

Incorporating our Ultimate Laparoscopic
and Laparoscopic Essentials Ranges




Fog-Free

Skystis, apsaugantis optikas nuorasojimo

Purple Surgical Fog-Free prevents the formation of
condensation on the distal lens of the laparoscope.

Features and benefits include:

#+ Ensures clear visualisation of the operative field.

I; VITA alconol content ensures mnstant evaporahon I

%+ 6ml volume lasts for the entire procedure, non-latex

#+ Non-abrasive lint free applicator sponge allows for the
cleaning of charred protein from the distal lens without

Uztikrina aiSky operacinio lauko vizualizavima.
Alkoholio kiekis skystyje uztikrina greitg garavimg nuo pavirsiaus.

Kempiné neturinti pukeliy leidzia pa$alinti neSvarumus nuo distalinio leSio,

nerizikuojant pazeisti objektyvo, X-ray matoma

risk of scope damage or foreign particle deposition, X-ray visible

PRODUCT |CODE PRODUCT DESCRIPTION PACK QTY

Fog-Free PS3500 |6ml Solution with Applicator Sponge |25 / Box

Su pipete

6 mi f[alpos
Qe surgice! buteliukas
Fog Free

*mist Solution
6

Su lipnia kempinéle ant kurios
gali bati lasinamas.

5mm Blunt Dissector

The Purple Surgical 5mm Blunt Dissector
allows for the safe, atraumatic manipulation and

dissection of tissue during abdominal investigation.

Features and benefits include:

#+ Super soft tip prevents inadvertent tissue damage

% Non-linting tip avoids foreign particle deposition

#+ Non-conductive shaft prevents inadvertent direct coupling

+ Absorbent tip material allows effective, rapid ‘bleeder
check’ facility

PRODUCT CODE PRODUCT DESCRIPTION PACK QTY
Blunt Dissector PS3885 5mm Blunt Dissector — Triple Pack 10/ Box
Blunt Dissector PS3886 5mm Blunt Dissector — Single Pack 25/ Box
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EC Certificate Full Quality Assurance System: Certificate GB19/964712

The management system of

Purple Surgical Holdings Limited
also known as

Purple Surgical International Limited,
Purple Surgical UK Limited and
Purple Surgical Manufacturing Limited

2 Chestnut House, Farm Close, Shenley, Hertfordshire, WD7 9AD, UK

has been assessed and cerfified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)

For the following products

The scope of registration appears on page 2 of this certificate.
This certificate is valid from 16 December 2019 until 15 May 2023
and remains valid subject to satisfactory surveillance audits.

Issue 1. Certified since 31 December 2002
and first certified by SGS Belgium NV since 16 December 2019

Certification is based on reports numbered GB/PC 207936

This is a multi-site certification.
Additional site details are listed on subsequent pages

Authorised by

A
e i

\J

SGS Belgium NV, Notified Body 1639

SGS House Noorderlaan 87 2030 Antwerp Belgium
t +32 (0)3 545-48-48 f +32 (0)3 545-48-49 www.sgs.com

LPMD5007 - Certificate CE1639 Annex [l-4_EN rev, 02

Page 10f 2

This document is issued by the Company subject to its General Conditions of
Certification Services, unless otherwise agreed, accessible at
www.sgs.com/terms_and_conditions.htm. Attention is-drawn fo the limitations of
liability, indemnification and jurisdictional issues established therein. The
authenticity of this document may be verified at htips:/fwww sgs.com/en/certified-
clients-and-products/certified-client-directory. Any unauthorized alteration, forgery
or falsification of the content or appearance of this document is unlawful and
offenders may be prosecuted to the fullest extent of the law.
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Certificate GB19/964712 continued

Purple Surgical Holdings Limited
also known as

Purple Surgical International Limited,
Purple Surgical UK Limited and

Purple Surgical Manufacturing Limited

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)

Issue 1

Detailed scope

Sterile pleura sets, Sterile skin staplers

Sterile curettes, Non sterile oxygen tubes

Sterile and non sterile laparoscopic suction irrigation sets

Sterile and non sterile endoscopic and tissue retrieval pouches

Sterile and non sterile surgical secondary trocar

Sterile and non sterile laparoscopic aspiration needles, Sterile vessel loop
Sterile & non sterile insufflation filters, insufflation filter tubing sets

Sterile fog free solution and pad, Sterile and non sterile surgical primary trocars
Sterile and non sterile blunt dissectors, Non-sterile irrigation pumps

Sterile and non sterile Veress needles

Sterile and non sterile electrosurgical pencils and electrodes

Sterile and non sterile electrosurgical laparoscopic scissors, graspers & forceps
Sterile and nonsterile laparoscopic electrosurgical electrodes

Sterile surgical staples and staplers.

Class | Sterile: Sterility aspects only - Restricted to the aspects of manufacture
concerned with securing and maintaining sterile conditions:

Sterile light handle covers, Sterile eye shields

Sterile ultrasound probe covers, Sterile electrosurgical monopolar Cables
Sterile IUD thread retrievers, Sterile suction tubes & collection sets

Sterile uterine manipulator injectors, Sterile laparoscopic camera sleeve
Sterile skin markers, Sterile endometrial samplers

Sterile tip cleaners, Sterile skin staple removers

Sterile tube organiser holders, Sterile Smoke evacuation filters and tubing sets
Sterile Laparoscopic Kits in accordance with the requirements

of Directive 93/42/EEC Article 12.

Where the above scope includes class Ill 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.

Additional facilities

Culmhead Business Centre, Culmhead, Taunton, Somerset, TA3 7DY, UK

This document is issued by the Company subject o its General Conditions of Page 20f2
Certification Services, unless otherwise agreed, accessible at
www.sgs.com/terms_and_conditions.htm. Attention is drawn to the limitations of
liability, indemnification and jurisdictional issues established therein. The
authenticity of this document may be verified at https:/www sgs.com/en/certified-
clients-and-products/ceriified-client-directory. Any unauthorized alteration, forgery
or falsification of the content or appearance of this document is uniawful and
offenders may be prosecuted to the fullest extent of the law.





