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CERTIFICATE
Number: 3819042  

The management system of the organization(s) and locations mentioned on the addendum belonging to:

Aroa Biosurgery Limited
2 Kingsford Smith PlaceAirport Oaks
2022  Auckland
New Zealand

Manufacturer Facility Identifier F000606

Conforms with the following standard and regulatory requirements:

ISO 13485:2016
Australia: Therapeutic Goods (Medical Devices) Regulations, 2002 and Schedule 3 Part 1 

(excluding Part 1.6) - Full Quality Assurance Procedure
Brazil: RDC ANVISA n. 665/2022, 551/2021 and 67/2009
Canada: Medical Devices Regulations - Part 1- SOR 98/282
United States: 21 CFR 803, 21 CFR 806 and 21 CFR 807 - Subparts A to D

Scope:
The design and manufacture of sterile ovine collagen based wound dressings and soft tissue 
reinforcement products.

Certificate expiry date: 2027-01-06
Certificate effective date: 2024-02-02
Certified since: 2018-01-06

This certificate is valid for the organization(s) and/or locations mentioned on the addendum.
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ADDENDUM
To certificate: 3819042  

The management system of the organization(s) and/or location(s) of:

Aroa Biosurgery Limited
2 Kingsford Smith PlaceAirport Oaks
2022  Auckland
New Zealand
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Certified organization(s) and/or locations:
Different scope

Aroa Biosurgery Ltd.
32 Amelia Earhart Ave
Airport Oaks
2022  Auckland
New Zealand 
Facility Identifier F000606

Manufacture and Warehouse
Manufacturer DUNS # 59-454-0572

Aroa Biosurgery Ltd.
9155 Brown Deer Rd, Unit 2
92121  San Diego, CA
United States Of America 
Facility Identifier F004908

Warehousing and Distribution
DUNS # 081203920

Addendum expiry date: 2027-01-06
Addendum effective date: 2024-02-02




