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CardinalHealth

3651 Birchwood Drive
Waukegan, IL 60085 USA

To Whom It May Concern:

This is to certify that the attached document is a true copy of 1SO 13485:2016
Certificate FM 702022, issued to Cardinal Health.

b@%,w% [-3-2023

Vesselina Spassova Date
Senior $pecialist
Regulatory Affairs

State of lllinois
County of Lake

Signed before me on ]!5'/2025 (date)

by l/ Z%/ [VMf\(QII/ﬂ/ (namels of person/s).

(Seal)

Janena Alys Thompson
Notary Public State of llinois
My Commission Expires 09/11/2024



bsi.

By Royal Charter

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

This is to certify that:

Holds Certificate Number:

Cardinal Health
3651 Birchwood Drive

and operates a Quality Management System which complies with the requirements of 1SO 13485:2016 for the

following scope:

Design and development, manufacture and distribution of medical devices; including infection
control apparel, face masks, gowns, drapes, sterile surgical gloves, isolation bags, sterile and
non-sterile procedure trays and packs for clinical and surgical use, sterile and non-sterile

examination gloves, and ice bags.

Manufacture and distribution of medical devices including; irrigation and suction instruments
and accessories, wound drainage systems, sterilization wraps, wound treatment systems and
accessories, electrodes and accessories, and hot and cold therapy products.

For and on behalf of BSI:

Original Registration Date: 2009-07-06
Latest Revision Date: 2022-12-22
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64284 | A Member of

Graeme Tunbridge, Senior Vice President Medical Devices

Effective Date: 2023-01-04
Expiry Date: 2026-01-03
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..making excellence a habit”




Certificate No: FM 702022

Location

Registered Activities

Cardinal Health 200, LLC
T/A Cardinal Health
3651 Birchwood Drive
Waukegan

Illinois

60085

USA

Legal Manufacturer of medical devices; including infection
control apparel, face masks, gowns, drapes, sterile surgical
gloves, sterile and nonsterile examination gloves, ice bags,
irrigation and suction instruments and accessories, isolation
bags, wound drainage systems, sterile and non-sterile
procedure trays and packs for surgical use, hot and cold
packs, sterilization wraps and wound treatment systems and
related accessories.

Distribution of medical devices; including infection control
apparel, face masks, gowns, drapes, sterile surgical gloves,
sterile and nonsterile examination gloves, ice bags, irrigation
and suction instruments and accessories, isolation bags,
wound drainage systems, sterile and non-sterile procedure
trays and packs for surgical use, hot and cold packs,
sterilization wraps and wound treatment systems and related
accessories.

Sterility Assurance, Regulatory Affairs support and Complaint
Management and Vigilance for Cardinal Health branded
products. Support Groups for Convenience Kits Manufacturing
Sites including complaints, component qualification and
system validation.

Cardinal Health 200 LLC
1 Butterfield Trail

El Paso

Texas

79906

USA

Design and development of gowning and draping products,
isolation bags and face masks. Design, development and
manufacture of N95 facemasks.

Cirpro de Delicias S. de R.L. de C.V.
Calle Parque Industrial Las Virgenes S/N
Colonia Parque Industrial Las Virgenes
Delicias

Chihuahua

33018

Mexico

Original Registration Date: 2009-07-06
Latest Revision Date: 2022-12-22

] electr ly and re
in be authenticated online

Manufacture of face masks, gowning and draping products.
Manufacture and distribution of wound treatment systems
and related accessories.

Effective Date: 2023-01-04
Expiry Date: 2026-01-03
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Certificate No: FM 702022

Location

Registered Activities

Quiroproductos de Cuauhtémoc
S.deR.L.de C.\V.

Ave. Rio Sta. Clara Lotes 12y 13 S/N
Parque Industrial Cuauhtémoc
Cuauhtémoc

Chihuahua

31543

Mexico

Manufacture of face masks, gowning and draping products,
ice bags, irrigation and suction instruments and accessories.

Cardinal Health 200 LLC
808 Highway 24 West
Moberly

Missouri

65270

USA

Manufacture of hot and cold therapy products and gel
therapy packs.

Cardinal Health PR 218, Inc
State Road 402 North Km. 0.9
Anasco

00610

Puerto Rico

Manufacture of wound drainage systems, specimen socks and
tubes.

Cardinal Health 200 LLC
200 McKnight Street
Jacksonville

Texas

75766

USA

Manufacture and distribution of suction canisters and
accessories.

Cardinal Health 222 (Thailand) Ltd
7/111 Moo 4, Highway #331
Mabyangporn, Pluakdaeng
Rayong

21140

Thailand

Manufacture of surgeons gloves.

Convertors de Mexico S. de R.L. de C.V.
Caile Arcadia #1580

Colonia Salvarcar

Juarez

Chihuahua

32599

Mexico

Original Registration Date: 2009-07-06
Latest Revision Date: 2022-12-22

online

Manufacture of sterile and non-sterile convenience kits for
clinical and surgical use and of negative pressure wound
therapy dressing kits and accessories.

Effective Date: 2023-01-04
Expiry Date: 2026-01-03
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Certificate No:

FM 702022

Location

Registered Activities

Cardinal Health Singapore 225 Pte. Ltd.
10 Kallang Avenue,

#10-10/18 Aperia

339510

Singapore

Design and development, manufacture of medical devices
including infection control apparel, ice bags, and sterile and
non-sterile examination gloves.

Design and development of sterile surgical gloves.
Manufacture of face masks, surgical gowns, drapes, irrigation

and suction instruments and accessories, isolation bags,
wound drainage systems, and sterilization wraps.

Cardinal Health 200 LLC
1320 Don Haskins

El Paso

Texas

79936

USA

Manufacture of sterile and non-sterile convenience kits for
clinical and surgical use.

Cardinal Health D.R. 203 II LTD

Zona Franca de Las Americas

KM 22, 1-2 Sur Aut. Las Americas H3-H4
Santo Domingo

Dominican Republic

Manufacture of gowning and draping products.

Cardinal Health Malta 212 Ltd.
AS51 Industrial Estate

Marsa

MRS3000

Malta

Manufacture of suction canisters and accessories.

Quiroproductos de Cuauhtémoc

S.de R.L. de C.V.

Ave. Rio Chuviscar y Carretera Anahuac No. 8950
Colonia Parque Industrial Cuauhtémoc
Cuauhtémoc

Chihuahua

31543

Mexico

Manufacture of face masks, gowning and draping products,
ice bags, irrigation and suction instruments and accessories.

Cardinal Health (Thailand) 222 Limited
7/159 Moo 4 Highway

#331 Mabyangporn

Pluakdang, Rayong

21140

Thailand

Original Registration Date: 2009-07-06
Latest Revision Date: 2022-12-22
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Mixing and dipping of surgeons gloves.

Effective Date: 2023-01-04
Expiry Date: 2026-01-03
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Certificate No:

Location

FM 702022

Registered Activities

Cardinal Health
Wabasha

1313 Grant Blvd
Wabasha
Minnesota
55981

USA

Manufacture and distribution of electrodes and accessories
and hot and cold therapy products.

Convertors de Mexico, S.A DE C.V.
Blvd. Independencia No. 2460

Lote Bravo
Ciudad Juarez
Chihuahua
C.P. 32695
Mexico

Original Registration Date: 2009-07-06
Latest Revision Date: 2022-12-22

ted online

Manufacture of non-sterile convenience kits for clinical and
surgical use.

Effective Date: 2023-01-04
Expiry Date: 2026-01-03
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