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EC Certificate Production Quality Assurance System: Certificate GB19/964120 W e U

The management system of

Talley Group Ltd

Manufacturing Site: Premier Way (Unit 1), Abbey Park Industrial Estate,
Romsey, Hampshire, SO51 9DQ, UK

has been assessed and certified as mesting the requirements of

Directive 93/42/EEC

on medical devices, Annex V
Restricted to the aspects of manufacture concerned with securing and
maintaining sterile conditions

Fer the following products
Negative pressure wound therapy dressing packs:
Sterile Portal drain assemblies

For placing on the market of Class lib covered by this certificate, an EC Type Examination Certificate
according to Annex Il is required,

This certificate is valid from 30 October 2019 until 05 November 2022
and remains valid subject to satisfactory surveillance audits.

Issue 1. Certified since 11 May 1998,

and first certified by SGS Belgium on 30 October 2019

Certification is based on reports numbered GB/PC (08878

Authorised by

’/""“wh‘“‘-‘.‘\l
: ‘1-(’.’_: 1
St

Pieter Weterings
Certificalion Manager

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

LPMDS008 - Certificate CE1638 AnnaxV_EN rev. 01

Page 1 of 1

This documant is issued by the Company subject to its Genaral Conditions of
Cerlification Services, unless ofherwise agreed, accessibla al

wivw.£gs com/lsrms_and, conditions. him. Attenfion s drawn lo the fimiations of
liabiliy, indemnification and Junsdictional issuas esiablished tharei, The
aulhenticity of thls document may b verified at hitps:/hwww.sgs.comienicarified-
clignts-and-products/oarifisd-clant-directory. Any unauthorized alleration. forgery
of falaification of the content or appearance of this document is unlawful and
offenders may be prosecutad to the fullest extent of the law.




EC Certificate Full Quality Assurance System: Certificate GB19/964121

The management system of

Talley Group Ltd

Manufacturing Site: Premier Way (Unit 1), Abbey Park Industrial Estate,
Romsey, Hampshire, SO51 9DQ, UK

has been assessed and cerlified as mesting 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 30 October 2019 until 05 November 2022
and remains valid subject to satisfactory surveillance audits.

Issue 1. Certified since 11 May 1998

and first certified by SGS Belgium on 30 October 2019

Certification is based on reports numbered GB/PC 08878

Authorised by

,4"‘"“““’“"‘--\
et
A b
Pieler Weterings
Certification Manager

SGS Belgium NV, Notified Body 1639

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

LPMDS007 - Certificate CE1628 Annex II-4_EN rev. 02

Page 10f2

This dociment Is issuad by the Company subject to its General Condilions of
Cerlification Servicas, unless otherwise agreed, accessible at

wivw 565 comiterms_and_conditons him, Atmnhun s dﬂm'n io Ihﬁ fimitations of
hbﬂitf ification and junsdich ! 4 herein, The
authanticly of this dumsnt may be verified al mjmwwm
clients-and-producisicertified-ckenl-directory. Any unauthorized alieration, forgary
or falsification of tha conlent or appearance of this document is unkawul and
offenders may be prosecuied 1o the fullest sxtent of the law.




Certificate GB19/964121 continued

Talley Group Ltd
Directive 93/42/EEC

on medical devices, Annex |l {excluding Section 4).

Issue 1

Detailed scope

Pneumatic compression therapy equipment for the treatment
of Deep Vein Thrombosis, Lymphedema, venous insufficiency
and chronic non-healing wounds and ulcers:

Type 19 Compression SYNCHRO

Pneumatic compression therapy pump [DVT].

VENTURI™ negative pressure wound therapy system.
Compact VENTURI™ negative pressure wound therapy system.
VENTURI™ MiNO negative pressure wound therapy system.

Sterile Negative Wound Therapy Dressing Packs:

Sterile Foam Pads

Type 19 Active support surfaces [Dynamic mattress and cushion systems
for pressure ulcer prevention and therapy]

TG600/07 Active support surfaces [Dynamic mattress and cushion systems
for pressure ulcer prevention and therapy].

This document s Issued by the Company subject o is General Condions of Page 2 of 2
Certification Services, unlass otherwise agreed, accesshole al
www. 555 comitarms_and_conditions him. Aftention s drawn o the imitations of
Hiability, indamnification ana jurissictonal lssues hed thersin. The
authenticity of this document may be verifiad at hitps:iwww.sgs.com/en/certified-
cliénts-and-productsfcertified-client-directory. Any unauthorizad alteration, forgery
ar falsification of the conten! or appearance of this document is unlawful and
offnders may be prossculed to the fullest sxtent of lhe law.
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