EC Certificate Full Quality Assurance System: Certificate GB19/964728

The management system of

P3 Medical Limited

1 Newbridge Close, Bristol, BS4 4AX, 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
The scope of registration appears on page 2 of this certificate.

This certificate is valid from 16 December 2019 until 24 July 2023
and remains valid subject to satisfactory surveillance audits.
Issue 1. Certified since 10 May 1996

and first certified by SGS Belgium NV since 16 December 2019

Certification is based on reports numbered GB/PC 06145

This is a multi-site certification.
Additional site details are listed on subsequent pages
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SGS Belgium NV, Notified Body 1639

SGS House Noorderlaan 87 2030 Antwerp Belgium
+32 (0)3 545-48-48 f +32 (0)3 545-48-49 www.sgs.com
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This decument is lssued by the Gompany subject lo its General Gonditions of
Certification Services, unless otherwise agreed, accessible at
www.sgs.comfterms_and_conditions.him. Attention is drawn to the limitations of
liabiity, indemnification and jurisdictional issues established therein, The
nmhanﬂnly of this dmmni maybevenﬁed at https:/fwww.sgs.com/enicerified-
ffiag directory, Any unauthorized alleration, forgery

o falsification of the oomaniurappearanoeoﬂlﬁs document is unlawful and
offenders may be prosecuted to the fullest extent of the faw.




Certificate GB19/964728 continued |

P3 Medical Limited

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)

Issue 1

Detailed scope

Sterile insufflation tubing and irrigation tubing sets

Sterile and non-sterile vented tracheal introducers and tracheal

tube guides (Bougies) for connection to active medical device

Sterile and non-sterile adaptors and connector sets for breathing circuits
Non-sterile anaesthesia tubing

Non-sterile rebreathing bags

Sterile single use ThoraQuik® Chest Decompression kit

intended to treat patients presenting with spontaneous,

secondary or tension pneumothorax, or with pleural effusions.

Where the above scope includes class Ill medical device(s), a valid EC Design Examination Gertificate

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

415 Oakshott Place, Preston, PR5 8AT, UK

This d is issued by the Company subjsct 1o its General Condifions of Page 2 0f 2
Certification Services, unless otherwise agreed, accessible at
www.s0s.comiterms_and_conditions.him, Attention is drawn to the limitations of
liability, indemnification and jurisdictional issues established therein, The
authenticity of this document may be verified at hitps:/iwww.sgs.com/en/ceriified-
clients-and-productsfceriified-client-directory. Any unaulhorized 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.



