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2 ZimVie

Restoring Daily Life.-
CERTIFICATION STATEMENT

On behalf of ZimVie Dental, | hereby certify that the attached copy|of the [SO 13485
- Certificate is a true and accurate copy of the ISO 13485:2016 & EN ISO 13485:2016
certificate of BIOMET 3i, LLC, issued on April 12, 2023 with reference number MDSAP
687004.

ZimVie Dental, 4555 Riverside Drive, Palm Beach Gardens, Florida 33410, USA, is an
authorized distributor of Biomet 3i LLC at 4555 Riverside Drive, Palm Beach Gardens,
Florida 33410, USA, Products.

O 09-AU-23

JMan Bonds Date
Regulatory Affairs Manager
BIOMET 3i

District of Columbia SS

Subscribed and sworn to before me.

This 10 day of Avqust— | 2023
Day Month Year

by Robyn Evans

Seal iy — -
[ —
Robyn Emn;//\%mym;'c of District of Columbia
' My commission expires May 14", 2027

4555 Rivarside Drive

Palm Beach Gardens, FL 33410 USA
Cffice: +1561 1766708
www.biomet3.com




Sl
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

Bv Royal Charter

This i5 to certify that: Biomet 3i, LLC

4555 Riverside Drive
Palm Beach Gardens
Florida

33410

USA

Facility ID Number: FO00091

Holds Certificate No: MDSAP 687004

The company listed on this certificate has been audited to and found to confarm thh 150 13485 2016 mcludmg the 4 i
following country specific requirements:

Australia: Therapeutic Goods (Medical Devices) Regulations, 2002, Schedu!e 3 Part 1 (exclud:ng Part 1. 6) FuIE
Quality Assurance Procedure B

Brazil: RDC ANVISA n. 16/2013, RDC ANVISA n. 23/2012, RDC ANVISA n. 6?/2009

Canada: Medical Devices R uIatlons Part1-SOR98/282 -~ L
Japan: MHLW Ministerial Ordjnance 169, Article 4 to Article 68, PMD Act

USA: 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 - Subpa_rts Ato D

Please see scope page.

for and on behalf of BSI:

Graeme Tunbridge, Senior Vice President: Medical Devices - ‘
Original Registration Date: 2019-05-09  Effective Date; 2023-04-12 Explry Date: 2024-05-12

Page: 1 of 3

MDSAP

MEDICAL DEVICE EINGLE ALY PROGRAM|

BT Group Amerca T, s oh MDSAR recogrised g organizaton .making excellence a habit”

Tais certificate remaing the property of BEI and shall be returned immediately upan request.
An electronig certificate can be authentichted onling. Prnted copes can be validated at wiwww.bsigroup.camyChantDirectory
To be read in comunction with the scope|above or the attached appendix,

Amenicas Headquarters: BSI Group Amedca [nc,, 12958 Worldgate Drive, Swie 800, Herndon, VA 20170-6007 USA
A Membar of tha BST Group of Companiep,




Certificate No: MDSAP 687004

Registered Scope:

1l applications, stetile
terial implants, sterile
includes but not

Design, manufacture and distribution of sterile and non-sterile instruments for dent:
dental implants, sterile and non-sterile reconstructive devices, sterile resorbable ma
augmentation bone graft materials and sterile calcium- based bone void fillers. This
limited to the product families of dental implants, abutments, copings and crowns.

Original Registration Date: 2019-05-09  Effective Date: 2023-04-12 Expiry Date; 2024-05-12
Page: 2 of 3

This certificate ramains the property of 851 and shall be retumad immediately upon request.
An electronic cerbficate can be authenticated online. Printed copies can be vahdated at www. baigroup, com;Cligrt Directory
To be read w conjuriction with the scope abowe ar the attached appendix.

Amencas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 808, Herndon, VA 20170-6007 USA
A Mernber of the BSI Group of Companies,




Certificate No: MDSAP 687004

Location

Registered Activities

Biomet 3i, LLC

4555 Riverside Drive

Palm Beach Gardens

Fiorida

33410

USA

Facility ID Number: FOO0091

Design, manufacture and distribution of sterile and non-
sterile instruments for dental applications, sterile dental
implants, sterile and non-sterile reconstructive devices, sterile
resorbable material implants, sterile augmentation bone graft
materials and sterile calcium- based bone void fillers. This
includes but not {imited to the product families of dental
implants, abutments, copings and crowns.

BIOMET 3i Dental Ibérica, S.L.U.
C/ Islas Baleares, 50

Pol. Ind. Fuente del Jarro
Paterna

Valencia

46988

Spain

Facllity ID Number; F001813

Manufacture of sterile and non-sterile instruments for dental
applications, sterile dental implants, sterile and non-sterile
reconstructive devices.

BIOMET 3i Dental Ibérica, S.L.U.
Calle Ciudad de Onda, 18
Poligono Fuente del Jarro
Paterna-Valencia

46988

Spain

‘Facility ID Number: FOG1813

Qriginal Registration Date: 2019-05-09

Effective Date: 2023-04-12

Importing, warehousing and distribution of sterile and non-
sterile instruments for dental applications, sterite dental
implants, sterile, non-sterile recoristructive. dévices, sterile.

resorbable material implants, sterile augmentation bone graft. .

materfals and sterile calcium-based bene vold fillers; intragral
scanner and CAD/CAM materials,

Expiry Date: 2024-05-12

Page: 3 of 3

This certifecate remains the property of BST prd shall be returned immaediately upon request,
An electronic certiiicate can be authenticatels opline. Printed copies can be validated at wyaw.bsigroup.com/ClantDirectory

Ta be r2ad in conjunction wih the scope abpvz or tha attachad appandix,

Amengas Headquariers: BST Group America|lac,, 12950 Werldgete Drive, Swte 800, Herndoa, VA 20170-6007 USA

A Member of the BSI Group of Companias,




bsi.

By Royal Charter

Certificate of Registration

QUALITY MANAGEMEN

This is to certify that:

Facility ID Number: FO05446

Haolds Certificate No:

T SYSTEM - ISO 13485:2016

Zimmer Dental, Inc.
1900 Aston Ave
Carlsbad

California

92008

USA

MDSAP 725462

Statement of Conformity: The ¢

mpany listed on this certificate has been audtted to and found to conform with the

following criteria: ISO 13485:2016 and Australia - Therapeutic Goods (Medical Devices) Regulations, 2002 Schedule
3 Part 1 (exduding Part 1.6) - Fulll Quality Assurance Procedure; Brasil - RDC ANVISA n. 16/2013, RDC ANVISA n.

23/2012, RDC ANVISA n. 67/20
Ministerial Ordinance 169, Article
Subparts Ato D

Design and Develop
Components, Instru

For and on behaif of BSE:

Original Registration Date: 2019

DSAI

MRONCAL DEVICE TINGLE ALIOIT

BSt Group America Inc. is an M)

This certificate remains the property of BESI
An eiectrenic certificate <an be authenticaty
To be read in conjunction with the scope aj

Americas Headquarters: BSI Group Americs
A Member of the 8ST Group of Companies.

3; Canada - Medical Devices Regulatlons Part 1 - SOR 98/282; Japan - MHLW
2 4 to Article 68, PMD Act; USA - 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 -

ment, Manufacture and Distribution of Dental Implants, Prosthet;c
ments and Materials.

Graeme Tunbridge, Senior Vice President Méedical Devices

-11-06  Effective Date: 2022-04-04 Expiry Date: 2024-05-12

Page:10of 1

..making excellence a habit”

DSAP authorized auditing organization

and shall be returned immediately upon request.
d pnline. Printed copies can be validated at www.bsigroup.com/ClientDirectory
ove or the attached appendix.

Inc., 12950 Worldgate Drive, Suite §00, Herndan, VA 20170-6007 USA




