Lloyd’s
Reqister

Certificate of Approval

This is to certify that the Management System of:

Stratosphere Quality LLC

12024 Exit 5 Parkway, Fishers, IN, 46037, United States

has been approved by LRQA to the following standards:
ISO 13485:2016

L

Chris Koci - Business Director - Certification
Issued By: Lloyd's Register Quality Assurance, Inc.
for and on behalf of: Lloyd's Register Quality Assurance Limited

This certificate is valid only in association with the certificate schedule bearing the same number on which the
locations applicable to this approval are listed.
Current Issue Date: 23 July 2018 Original Approvals:

Expiry Date: 22 July 2021 ISO 13485 — 23 July 2009
Certificate Issue Number: 10108446

Approval Certificate Number: 1ISO 13485 — 0012528
The scope of this approval is applicable to:

Management and Support of Quality Control and Development Service Processes including: Sorting, Inspection,
Rework, Containment and Repair for the Medical Device and In-Vitro Diagnostics, Device Industries.
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Lloyd’s Register Group Limited, its affiliates and subsidiaries, including Lloyd’s Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as
‘Lloyd’s Register'. Lloyd’s Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person
has signed a contract with the relevant Lloyd’s Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.

Issued By: Lloyd's Register Quality Assurance, Inc., 1330 Enclave Parkway, Suite 200, Houston, Texas 77077, United States for and on behalf of: Lloyd's Register Quality Assurance Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37
7ES, United Kingdom
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Certificate Schedule

Certificate Issue Number: 10108446

Location Activities

12024 Exit 5 Parkway, Fishers, IN, 46037, United ISO 13485:2016

States Management and Support of Quality Control and
Development Service Processes including:
Sorting, Inspection, Rework, Containment and
Repair for the Medical Device and In Vitro
Diagnostic Device Industries.

11793 Technology Lane, Fishers, IN, 46038, United SO 13485:2016

States Quiality Control and Development Service
Processes including: Sorting, Inspection, Rework,
Containment and Repair for the Medical Device
and In Vitro Diagnostic Device Industries.

o

v

UKAS

MANAGEMENT
SYSTEMS

001

Lloyd’s Register Group Limited, its affiliates and subsidiaries, including Lloyd’s Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as
‘Lloyd’s Register'. Lloyd’s Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person
has signed a contract with the relevant Lloyd’s Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.

Issued By: Lloyd's Register Quality Assurance, Inc., 1330 Enclave Parkway, Suite 200, Houston, Texas 77077, United States for and on behalf of: Lloyd's Register Quality Assurance Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37
7ES, United Kingdom
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