bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

By Royal Charter

This is to certify that: 3M Company
3M Health Care
dba 3M Consumer Health Care
3M Center
2510 Conway Avenue
St. Paul
Minnesota
55144
USA

Holds Certificate No: FM 68740

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the
following scope:

The design, development, manufacture, and distribution of abators, aerators, autoreaders,
barrier creams, blood/fluid warming products, braces and supports, casting tapes, cleansing
wipes, clippers, barrier film dressings, closures, defib pads, diagnostic materials, disinfecting
port protectors, double-stick disc, drapes, dressings, electrodes, electrosurgical pads, eye
patches, films, fresnel lens, hot and cold packs, incubators, irrigation fluid warming products,
masks, patient warming/cooling blankets, patient warming/cooling gowns, patient
warming/cooling units, respirators, securement devices, skin staplers, software, staple
removers, sterilization indicator systems, sterilization packaging materials, pressure infuser
units, ethylene oxide gas, gas sterilizers, stethoscopes, tapes, temperature monitoring
products, and wraps.
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Stewart Brain, Head of Compliance & Risk - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2002-07-30 Effective Date: 2019-09-02
Latest Revision Date: 2019-08-19 Expiry Date: 2022-09-01

SCC Accredited Page: 1of4
cB-MS
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el ..making excellence a habit”

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=FM+68740&ReIssueDate=19%2f08%2f2019&Template=inc

Certificate No: FM 68740

Location

Registered Activities

3M Company
3M Health Care

dba 3M Consumer Health Care

3M Center
2510 Conway Avenue
Bldg. 275-5W-06

The design, development, manufacture, and distribution of
abators, aerators, autoreaders, barrier creams, blood/fluid
warming products, braces and supports, casting tapes,
cleansing wipes, clippers, barrier film dressings, closures,
defib pads, diagnostic materials, disinfecting port protectors,
double-stick disc, drapes, dressings, electrodes,
electrosurgical pads, eye patches, films, fresnel lens, hot and

St_- Paul cold packs, incubators, irrigation fluid warming products,

Minnesota masks, patient warming/cooling blankets, patient

55144 warming/cooling gowns, patient warming/cooling units,

USA respirators, securement devices, skin staplers, software,
staple removers, sterilization indicator systems, sterilization
packaging materials, pressure infuser units, ethylene oxide
gas, gas sterilizers, stethoscopes, tapes, temperature
monitoring products, and wraps.

3M Company The manufacture of tapes, dressings, wraps, films, drapes,

601 22nd Ave. South closures, sterilization indicator systems, hot and cold packs

Brookings and defib pads.

South Dakota

57006

USA

3M Canada Co. The manufacture of electrodes, double-stick discs, non-sterile

400 Rt. 100 dressings and eye patches.

Morden

Manitoba

R6M 179

Canada

3M Edumex S.A. de C.V.
6620 Oriente

Calle Ramon Rivera Lara
Cd. Juarez

Chihuahua

32605

Mexico

The manufacture of sterile drapes, respirators (masks), skin
staplers, staple removers, patient warming gowns, health
supports and elastic bandages.

3M Company

500 Rt. 202 North
Flemington

New Jersey
08822

USA

Original Registration Date: 2002-07-30
Latest Revision Date: 2019-08-19

The manufacture of sterilization indicator systems.

Effective Date: 2019-09-02
Expiry Date: 2022-09-01
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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.
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Certificate No: FM 68740

Location

Registered Activities

3M Company

600 East Meigs St.
Valley

Nebraska

68064

USA

The manufacture of masks, respirators, electrodes, and
electrosurgical pads.

3M Health Care

3M Health Care Service Center
3350 Granada Avenue North
Building 502, Suite 200
Oakdale

Minnesota

55128

USA

Installation (for sterilizers only), support and repair of devices
manufactured by 3M Health Care businesses (e.g. sterilization
equipment, sterilization indicator systems, auscultation
devices, patient warming units, blood/fluid warming products,
and dental equipment).

3M Company

610 North County Rd. 19
Aberdeen

South Dakota

57401

USA

The manufacture of masks and tapes.

3M Company
5400 Paris Road
Columbia
Missouri

65202

USA

The manufacture of barrier film dressings, stethoscopes,
fresnel lenses and disinfecting port protectors.

3M Company

905 Adams St. SE
Hutchinson
Minnesota

55350

USA

The manufacture of sterile dressings.

3M Company

10351 West 70th Street
Eden Prairie

Minnesota

55344

USA

Original Registration Date: 2002-07-30
Latest Revision Date: 2019-08-19

The manufacture of blood/fluid warming products, irrigation
fluid warming products, patient warming/cooling blankets,
patient warming/cooling gowns, patient warming/cooling
units, pressure infuser units, sterile patient warming/cooling
blankets, temperature monitoring products.

Effective Date: 2019-09-02
Expiry Date: 2022-09-01
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Certificate No: FM 68740

Location Registered Activities

3M Edumex, S.A. de C.V. The incoming inspection, storage and distribution of raw
Av. Enrique Pinocelli #8881, Parque Industrial Aerojuarez material for medical devices.

Cd. Juarez

Chihuahua

32605

Mexico

Original Registration Date: 2002-07-30 Effective Date: 2019-09-02

Latest Revision Date: 2019-08-19 Expiry Date: 2022-09-01
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