EC Certificate Full Quality Assurance System: US16/81826456.02

Boston EndoSurgical Technologies

1146 Bamum Avenue,
Bridgeport, CT, 06610, United States

has been assessed and certiled 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 04 October 2017 until 23 August 2021
and remains valid subject to satisfactory surveillance audits.

Re certification audit due before 30 June 2017
Issue 2. Certified since 23 August 2016

Certiication is based on reports umbered WW/MW 605496
Multiple certificates have been issued for this scope
The main certificate is numbered US16/81826456.00

This is a multi-site certification.
Addtional site details are listed on the subsequent page.

Authorised by

SGS United Kingdom Ltd, Notified Body 0120

2028 Worle Packway, Weslon-super-Mare, BS22 6WA UK
(+44 (0)1934 522017 f+44 (0)1834 522137 www.sgs.com

$GS CE 02 0315 M2
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This documant i fesued by the Company cubject toits Genersl Condiions of
Corificalion Sarvices scosesibla st wwwe.sga. comflerme_and_condStions .
Alianiion ks drawn to the limitations of Sabilly, indemnification and junscicional
fesues actabiichad thersin. The autheniicity of this document may be verified &t
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Any unauthorized mm:munm«mw
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EC Certificate Full Quality Assurance System: US16/81826456.02, continued

Boston EndoSurgical Technologies

Directive 93/42/EEC

on medical devices, Annex |l (excluding section 4)

Issue 2

Detatied scope
Sterile scalpel, sterile monopolar electrocautery pencil, sterile bipolar forceps.

Sterile Pedicle Access Devices.

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

Additonal faciities

1105 Barnum Ave, Bridgeport, CT 06610, United States
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