EC Certificate Production Quality Assurance System: Certificate GB19/964233

The management system of

Intersurgical Ltd.

Crane House, Molly Millars Lane, Wokingham, Berkshire, RG41 2RZ, UK

has been assessed and carified as meeting 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

For the following products

The scope of registration appears on page 2 of this certificate

For placing on the marke! of Cfass lIb covered by this certificate, an EC Type Examination Cartificate
according to Annex Hl is required

This certificate is valid from 31 October 2019 until 26 November 2022
and remains valid subject to satisfactory surveillance audits.

Issue 1. Certified since 11 January 1995

and first approved by SGS Belgium on 31 October 2019.

This is a multi-site certification.
Additional site details are listed on subsequent pages.
Certification is based on reperts numbered GB/PC 04303
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Pister Weterings
Certification Manager

SGS Belgium NV, Notified Body 1639

SGS House Noorderlaan B7 2030 Antwerp Belgium
t+32 (0)3 545-48-48 £ +32 (0)3 545-48-49 www.sgs.com

LPMOS008 - Certificats CE 2638 AnnexV_EM rev. 01

Page 1 0f 2

\
y

&
(|
N £

MWMMNl&Wﬂhw«M
of this decurment Is uriawiul and offenders may be prosacuiad to the fuflest
extant of tha law.



Certificate GB19/964233, continued

Intersurgical Ltd.

Directive 93/42/EEC

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

Issue 1

Detailed scope

Sterile and non-sterile medical devices for respiratory care,
in the areas of airway management, anaesthesia, critical care,
and oxygen and aerosol therapy:

*Sterile bougies and stylets
Additional faci'ties

UAB Intersurgical, Amioniy 60, LT-18170 Pabradé, Lithuania

Circuit House, Pitronnerie Road, Industrial Estate, St Peter Port,
Guernsey, GY1 2RL, UK

This document is issusd by the Company subject ko i General Conditions of
Certification Services sccessible st www.sgt.comitsrms_and_condifons.him.

Adterstion ks drawn lo the Himéietions of Esbifty, indemnificaion and jurisgicionat
issues eaiabished iherein. Tha authenticity of this document may be veriied at

itpivwww 832 comienvcaritied-chents-and-producis/certifed-chent-cirsctory,
Any unsuthorized shersfion, forgery or talsiication of tha conlent o eppaaranca
of thiS document is uniawkil and offencers may be prosecutad b he Rilest
wxiond of the bew.




