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CERTIFICATE

This is to certify that the company

Boston Medical Products, Inc.

70 Chestnut Street
Shrewsbury, MA 01545
United States of America

has implemented and maintains a Quality Management System.

Scope:

Development, production and distribution of medical devices: implants (including medical device
variants and custom made medical devices), single-use medical devices, instruments and
accessories in the fields of ear, nose and throat surgery: otology dressings, stents, splints and
catheters [ tracheostomy tubes / respiratory stents / oesophageal stents and tubes / fenestrators
|/ cannulae and speaking valves [ laryngeal stents, tubes, keels / thyroplasty implants and related
instruments

Through an audit, documented in a report, performed by DQS Medizinprodukte GmbH, it was
verified that the management system fulfills the requirements of the following standard:

DIN EN ISO 13485 : 2016 + AC : 2017-07
EN ISO 13485 : 2016 + AC : 2018
ISO 13485 : 2016

Certificate registration no. 488278 MP2016

Certificate unique ID 1000116997
Effective date 2023-09-25 (( DAKKS
Deutsche
Expiry date 2026-09-24 Akkreditierungsstelle
D-ZM-16021-01-00
Frankfurt am Main 2023-09-18

DQS Medizinprodukte GmbH

7 it s S Kaetye

Sigrid Uhlemann Szymon Kurdyn
Managing Director Product Manager

August-Schanz-StraRe 21, 60433 Frankfurt am Main,
Tel. +49 (0) 69 95427-300, info-med@dgs.de

The validity of this certificate can only be verified by the QR-code.
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