EC Certificate Full Quality Assurance System: Certificate US19/819943483

The management system of

Boston EndoSurgical
Technologies, a division of Lacey
Manufacturing Company LLC

1146 Barmum Avenue,
Bridgeport, CT 06610, United Stales

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)

For the follawing products
The scope of registration appears on page 2 of this certificate.

This certificate is valid from 13 February 2020 until 23 August 2022
and remains valid subject to satisfactory surveillance audils.

Issue 2. Certified since 23 August 2016

and first certified by SGS Belgium NV since 16 December 2019.

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

Certification is based on reports numbered WW/MW 605496
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SGS Belgium NV, Notified Body 1639

SGS House Noorderlaan 87 2030 Antwerp Belgium
t +32 (0)3 545-48-48 1 +12 {0)3 545-48-49 www.505.c0m

LPMDS007 - Certiicats CE1639 Annext 14 EN rev, 12

Pagelof2

This document s iemand by e Dwnpuwﬂrllohﬁuul Conditions of
Certifeation Sanvicas, ctharwisa agreed, accessitia ol
—ammmmmamh tepwn to tha limitafons of
Kability, indemrebicalion and fuisdictional itzuss aclabiished therdin. The
mﬁhd!ﬂs&nﬂmmh virifed ol hitpMvww. 532 comfenicartibed-
ad-chand-directory. Any unauthorized altarstion] forgery

tr fattification of the condent of appearance of &S document fs uniawul and
chiendecs may be proseced (o the kitest axient of the kaw.




Certificate US19/819943483 continued

Boston EndoSurgical
Technologies, a division of Lacey
Manufacturing Company LLC

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)

Issue 2

Detalied scope

Sterile Scalpel, Sterile Electrocautery Pencil, Sterile Bipolar Forceps,
Sterile Pedicle Access Needle PAK, Sterile Pedicle Access Needle XPAK,
Sterile Access Needle PAK NIM, Sterile Access Needle XPAK NIM,
Sterile Access Needle NAV, Sterile Pedicle Access Needle NIM NAV,
Sterile Pedicle Access Needle Probes

Where the above scope includes class Il medical device(s), a valid EC Deslign Examination Cartificate 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

1105 Barnum Ave, Bridgeport, CT 06610, United States




