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QUALITY MANAGEMENT SYSTEM - ISO 13485:2016
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By Royal Charter

This is to certify that: LifeNet Health
1864 Concert Drive
Virginia Beach

Virginia
23453
USA
Facility ID Number: F003112
Holds Certificate No: MDSAP 702586

Statement of Conformity: The company listed on this certificate has been audited to and found to conform with the
following criteria: ISO 13485:2016 and Canada - Medical Devices Regulations - Part 1 - SOR 98/282; USA - 21 CFR
820, 21 CFR 803, 21 CFR 806, 21 CFR 807 - Subparts A to D, 21 CFR 821

Design, development, manufacture and distribution of human cellular and tissue based
products and medical devices for surgical applications including dermis, musculoskeletal and
cardiovascular tissue.
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Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2020-01-21 Effective Date: 2021-12-21 Expiry Date: 2022-09-28
Page: 1 of 3
MDSAP
MEDICAL DEVICE SINGLE AUDIT PROGRAM . ™
BSI Group America Inc. is an MDSAP authorized auditing organization m a kl n g excel le n Ce a ha b It

This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MDSAP+702586&ReIssueDate=21%2f12%2f2021&Template=inc

Certificate No: MDSAP 702586

Location

Registered Activities

LifeNet Health

845 Airtech Parkway

Suite 198

Plainfield

Indiana

46168

USA

Facility ID Number: FO05989

Manufacture and distribution of human cellular and tissue
based products and medical devices for surgical applications
including skin and musculoskeletal tissue.

LifeNet Health

1864 Concert Drive

Virginia Beach

Virginia

23453

USA

Facility ID Number: F003112

Design, development, manufacture and distribution of human
cellular and tissue based products and medical devices for
surgical applications including skin, musculoskeletal and
cardiovascular tissue.

LifeNet Health

5733 Bayside Road

Suite 104

Virginia Beach

Virginia

23455

USA

Facility ID Number: F003112

Processing and distribution of cardiovascular and human
bone tissue based products for surgical applications.

LifeNet Health

5809 Ward Court

Virginia Beach

Virginia

23455

USA

Facility ID Number: F003112

Processing of dermis and human tissue based products for
surgical applications.

LifeNet Health

1444 London Bridge Road
Suite 100

Virginia Beach

Virginia

23453

USA

Facility ID Number: F003112

Original Registration Date: 2020-01-21

Storage of human cellular and tissue based products and
medical devices for surgical applications including dermis,
musculoskeletal and cardiovascular tissue; Storage of
supplies and reagents used in the manufacture of human
cellular and tissue based products and medical devices.

Effective Date: 2021-12-21 Expiry Date: 2022-09-28
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This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory

To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA

A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MDSAP+702586&ReIssueDate=21%2f12%2f2021&Template=inc

Certificate No: MDSAP 702586

Location

Registered Activities

LifeNet Health

501 SW 39th Street

Renton

Washington

98057

USA

Facility ID Number: F003114

Manufacture of human cellular and tissue based products
(HCT/P) including cardiac, vascular and musculoskeletal.
Distribution of human cellular and tissue based products
(HCT/P) and medical devices for surgical applications
including musculoskeletal, cardiac, skin and vascular tissue.
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To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA

A Member of the BSI Group of Companies.
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