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Smith & Nephew, Inc.

1450 Brooks Road
Memphis, TN 38116
Tennessee, USA

T: + 1-901-396-2121
T: + 1-800-821-5700 (USA toll free)
www.smith-nephew.com

To Whom It May Concern:

We, Smith & Nephew, Inc., in relation to medical devices we own, would like to
explain about the discrepancies in address of the following manufacturing sites.

Manufacturer Manufacturing Manufacturing site Explanation on the
site in ISO 13485 in CFG discrepancies
certificate
Smith & 1450 Brooks Road, | 1450 Brooks RD. RD. is the abbreviation for
Nephew, Inc. Memphis, Memphis, TN Road and TN is the state
Tennessee USA 38116 abbreviation for Tennessee.
38116 USA
Despite the minor
differences, the address
identifies the same
manufacturing facility.
Smith & Alemannenstrafe Alemannenstrasse Alemannenstrape is the name
Nephew 14, 14, in German and in English we
Orthopaedics, Tuttlingen, D- Tuttlingen, Baden- use Alemannenstrasse.
GmbH 78532, Germany Wurttemberg, Baden-Wurttemberg is a
Germany 78535 state and Tuttlingen is a
town in Baden-Wurttemberg.
Hence, the CFG provided
more information about the
state.
Despite the minor
differences, the address
identifies the same
manufacturing facility.
Smith & Building #1, No. No. 98 Kechuang The ISO 13485 certificate has
Nephew 98 Kechuang Dong | Dong Liu street, provided more information
Orthopedics Liu Street, Beijing | Beijing Economic- about the building number.
(Beijing) Co., Economic- Technological
Ltd Technological Development Area, Despite the minor difference,
Development Area, | Beijing the address identifies the
Beijing 101111, Beijing, China 101111 | same manufacturing facility.
China
Smith & PMT 797, PMT 797, Persiaran The CFG has the additional
Nephew Persiaran Cassia Cassia Selatan 8 English word Penang which
Operations Sdn | Selatan 8, Taman is the state. Its Malay word is
Bhd Taman Perindustrian Batu Pulau Pinang which is in both
Perindustrian Batu | Kawan, Bandar CFG and ISO 13485
Kawan, Bandar Cassia, Penang, certificate.
Cassia, Pulau Pulau Pinang Despite the minor difference,
Pinang 14110, Malaysia 14110 the address identifies the
Malaysia same manufacturing facility.
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Orthopedics Ltd | Warwickshire,
CV31 3HL, United

Kingdom

Harrison way,
Leamington spa,
Warwickshire,
United Kingdom
CV31 3HL

Manufacturer Manufacturing Manufacturing site Explanation on the
site in ISO 13485 in CFG discrepancies
certificate
Smith & Harrison Way, Aurora House, Spa Aurora House is the name of
Nephew Leamington Spa, Park the building. Spa Park is the

general name of the business
park the building sits in,
which is supplemental
information.

Despite the minor difference,
the address identifies the
same manufacturing facility.

We trust that this memorandum clarifies that the minor variations in the physical
address locations are negligible and essentially designates the same manufacturer

location.
Thank you for your kind attention.

Yours Sincerely,
Signed by:

(oruna Pures

U Signer Name: Lorena Perez

Signing Reason: | approve this document
Signing Time: 24-Oct-2024 | 20:10:18 BST

DDDEB1E46D164C5FB7EED275048A5A68

Lorena Perez
Principal Regulatory Affairs Specialist
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Smith & Nephew, Inc.
1450 Brooks Road
Memphis, TN 38116
Tennessee, USA

T: + 1-901-396-2121

T: + 1-800-821-5700 (USA toll free)

www.smith-nephew.com

To Whom It May Concern:

We, Smith & Nephew, Inc., in relation to medical devices we own, would like to
explain about the discrepancies in the name and address of the manufacturing sites.

Manufacturing site in

Manufacturing site in

Explanation on the discrepancies

76 South Meridian Ave
Oklahoma City,
Oklahoma

73107-6512, USA

76 S. Meridian Ave.
Oklahoma City, OK
USA 73107

ISO 13485 certificate CFG
Smith & Nephew, Inc., | Smith & Nephew Inc., On the company name, Endoscopy and
Endoscopy Division Endoscopy Endoscopy Division are clarifiers and

Smith & Nephew, Inc. is the legal entity.
So, the word ‘division’ is not on the CFG
but with or without the word ‘division’,
it still refers to the same company.

S. is the abbreviation for South, OK is
the state abbreviation for Oklahoma and
6512 is an extension of the zip code.

Despite the minor differences, the
address identifies the same
manufacturing facility.

Smith & Nephew
Manufacturing AG

Schachenallee 29, 5001
Aarau
Switzerland

Smith & Nephew
Manufacturing AG

Dammweg 39, 5001
Aarau
Switzerland

Smith & Nephew
Orthopaedics AG

Schachenallee 29
Dammweg 39

Aarau, Aargau
Switzerland CH-5001

Smith & Nephew Manufacturing AG is
listed on the ISO 13485 with production
as the scope of the activities. On the
CFG, the same site is named as Smith &
Nephew Orthopaedics AG, and that is
because this is the establishment name,
while its business trade name is Smith &
Nephew Manufacturing AG, which is the
same as that on the ISO 13485
certificate.

Please refer to the appendix for the USA
FDA Establishment Registration & Device
Listing that shows that Smith & Nephew
Orthopaedics AG and Smith & Nephew
Manufacturing AG are actually the same.

As for the addresses, Schachenallee 29
and Dammweg 39 are two different
locations, but they are combined and
listed under the same heading of Smith &
Nephew Orthopaedics AG in the CFG.
This is how USA FDA presents
information and companies are not able
to split it into two addresses on the CFG.

As for the word ‘Aargau’ in the CFG,
Switzerland is divided into several
territories and Aargau is one of the
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ISO 13485 certificate CFG

Manufacturing site in Manufacturing site in

Explanation on the discrepancies

territories (Canton). Aarau is a district/
town in Aargau. Hence, the CFG provided
more information about the territory
name.

As for the word ‘CH-5001’, CH is the
country code for Switzerland.

Despite the minor differences, all
addresses identify the same
manufacturing facilities.

We trust that this memorandum clarifies that the minor variations in the
manufacturing site names, and physical address locations are negligible and
essentially designates the same manufacturer location.

For applications submit to Vietnam Ministry of Health, the full information as below

will be submitted in our applications:

1. Smith & Nephew, Inc., Endoscopy Division

76 South Meridian Ave
Oklahoma City, Oklahoma
73107-6512, USA

2. Smith & Nephew Manufacturing AG (Or “Smith & Nephew Orthopedics AG”)

Schachenallee 29, 5001 Aarau, Switzerland

3. Smith & Nephew Manufacturing AG (Or “Smith & Nephew Orthopedics AG”)

Dammweg 39, 5001 Aarau, Switzerland

Thank you for your kind attention.

Yours Sincerely,

Signed by:
(—{,ovum P

U Signer Name: Lorena Perez

Signing Reason: | approve this document
Signing Time: 24-Oct-2024 | 20:13:22 BST

DDDEB1E46D164C5FB7EED275048A5A68

Lorena Perez
Principal Regulatory Affairs Specialist
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10/21/24, 5:23 PM Establishment Registration & Device Listing

FDA

FDA Home® Medical Devices” Databases’

Establishment Registration & Device Listing
New Search Back To Search Results

Establishment:

SMITH & NEPHEW ORTHOPAEDICS AG
Business Trade Name:

SMITH & NEPHEW MANUFACTURING AG

SCHACHENALLEE 29
DAMMWEG 39

AARAU Aargau, CH CH-5001
Registration Number: 9613369
FEI Number*: 3002807893
Status: Active

Date Of Registration Status: 2025

Owner/Operator:

Smith & Nephew, Inc.?
7135 Goodlett Farms Parkway
Cordova, TN US 38016

Owner/Operator Number: 10202797

Official Correspondent:
Beth Zis

150 Minuteman Road
Andover, MA 01810
Phone: 1-978-7491260

US Agent:

Jason Sells

Smith & Nephew Inc.

7135 Goodlett Farms Pkwy

Cordova, TN US 38016

Phone: 901 3995520 Ext

Email: Jason.Sells@Smith-Nephew.Com

" Firm Establishment Identifier (FEI) should be used for identification of entities within the imports message set

Links on this page:

. http://www.addthis.com/bookmark.php?u508=true&v=1528&username=fdamain

. http://www.addthis.com/bookmark.php

. https://www.fda.gov/

. https://www.fda.gov/Medical-Devices

. https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/medical-device-databases

. /scripts/cdrh/cfdocs/cfRL/rl.cfm?
start_search=1&establishmentName=®Num==&StateName=&CountryName==&RegistrationNumber=&0wnerOperatorNumber=1020279&0wnerOperator

7. /scripts/cdrh/cfdocs/cfRL/rl.cfm?

start_search=1&establishmentName=®Num=&StateName=&CountryName==&RegistrationNumber=&0wnerOperatorNumber=1020279&0wnerOperator

A A W N

Page Last Updated: 10/21/2024
Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players.
Language Assistance Available: Espafiol | 28232 | Ti€ng Viét | =0 | Tagalog | Pycckuin | 2=+ | Kreyol Ayisyen | Frangais | Polski | Portugués | Italiano | Deutsc
| BAGE | «~t | English
Accessibility Contact FDA Careers FDA Basics FOIA No FEAR Act Nondiscrimination Website Policies / Privacy
FOA

U.S. Food and Drug Administration
10903 New Hampshire Avenue

Silver Spring, MD 20993

Ph. 1-888-INFO-FDA (1-888-463-6332)
Contact FDA

Toace. ~ BN DR & (oo

For Government For Press

Combination Products Advisory Committees Science & Research Regulatory Information Safety Emergency Preparedness International Programs News &

Events Training and Continuing Education Inspections/Compliance State & Local Officials Consumers Industry Health Professionals FDA Archive Vulnerability
Disclosure Policy

@ .S, Department of Health & Human Services

Links on this page:
1. http://www.addthis.com/bookmark.php?u508=truev=1528&username=fdamain
2. http://www.addthis.com/bookmark.php
3. https://www.fda.gov/

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?rid=148225 1/2


https://www.fda.gov/
https://www.fda.gov/
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm
javascript: history.go(-1)
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?start_search=1&establishmentName=&regNum=&StateName=&CountryName=&RegistrationNumber=&OwnerOperatorNumber=1020279&OwnerOperatorName=&ProductCode=&DeviceName=&ProprietaryName=&establishmentType=&PAGENUM=10&SortColumn=
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?start_search=1&establishmentName=&regNum=&StateName=&CountryName=&RegistrationNumber=&OwnerOperatorNumber=1020279&OwnerOperatorName=&ProductCode=&DeviceName=&ProprietaryName=&establishmentType=&PAGENUM=10&SortColumn=
https://www.fda.gov/about-fda/website-policies/viewing-files
https://www.fda.gov/about-fda/about-website/language-assistance-services#spanish
https://www.fda.gov/about-fda/about-website/language-assistance-services#chinese
https://www.fda.gov/about-fda/about-website/language-assistance-services#vietnamese
https://www.fda.gov/about-fda/about-website/language-assistance-services#korean
https://www.fda.gov/about-fda/about-website/language-assistance-services#tagalog
https://www.fda.gov/about-fda/about-website/language-assistance-services#russian
https://www.fda.gov/about-fda/about-website/language-assistance-services#arabic
https://www.fda.gov/about-fda/about-website/language-assistance-services#creole
https://www.fda.gov/about-fda/about-website/language-assistance-services#french
https://www.fda.gov/about-fda/about-website/language-assistance-services#polish
https://www.fda.gov/about-fda/about-website/language-assistance-services#portuguese
https://www.fda.gov/about-fda/about-website/language-assistance-services#italian
https://www.fda.gov/about-fda/about-website/language-assistance-services#german
https://www.fda.gov/about-fda/about-website/language-assistance-services#japanese
https://www.fda.gov/about-fda/about-website/language-assistance-services#farsi
https://www.fda.gov/about-fda/about-website/language-assistance-services#english
https://www.fda.gov/about-fda/about-website/accessibility
https://www.fda.gov/about-fda/contact-fda
https://www.fda.gov/about-fda/jobs-and-training-fda
https://www.fda.gov/about-fda/transparency/fda-basics
https://www.fda.gov/regulatory-information/freedom-information
https://www.fda.gov/about-fda/jobs-and-training-fda/no-fear-act
https://www.fda.gov/about-fda/about-website/fda-nondiscrimination-notice
https://www.fda.gov/about-fda/about-website/website-policies
http://www.fda.gov/
http://www.fda.gov/
https://www.fda.gov/about-fda/contact-fda
http://www.usa.gov/
http://www.usa.gov/
https://www.fda.gov/about-fda/contact-fda/get-email-updates
https://www.fda.gov/about-fda/contact-fda/get-email-updates
https://www.fda.gov/about-fda/contact-fda/subscribe-podcasts-and-news-feeds
https://www.fda.gov/about-fda/contact-fda/subscribe-podcasts-and-news-feeds
https://www.fda.gov/news-events/interactive-media#micro
https://www.fda.gov/news-events/interactive-media#micro
https://www.fda.gov/news-events/interactive-media#Facebook
https://www.fda.gov/news-events/interactive-media#Facebook
http://www.youtube.com/user/USFoodandDrugAdmin
http://www.youtube.com/user/USFoodandDrugAdmin
https://www.fda.gov/news-events/interactive-media#flickr
https://www.fda.gov/news-events/interactive-media#flickr
https://www.fda.gov/federal-state-local-tribal-and-territorial-officials
https://www.fda.gov/news-events
https://www.fda.gov/combination-products
https://www.fda.gov/advisory-committees
https://www.fda.gov/Science-Research
https://www.fda.gov/Regulatory-Information
https://www.fda.gov/Safety
https://www.fda.gov/emergency-preparedness-and-response
https://www.fda.gov/international-programs
https://www.fda.gov/news-events
https://www.fda.gov/news-events
https://www.fda.gov/training-and-continuing-education
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations
https://www.fda.gov/federal-state-local-tribal-and-territorial-officials
https://www.fda.gov/consumers
https://www.fda.gov/industry
https://www.fda.gov/health-professionals
https://www.fda.gov/about-fda/about-website/fdagov-archive
https://www.hhs.gov/vulnerability-disclosure-policy/index.html
https://www.hhs.gov/vulnerability-disclosure-policy/index.html
http://www.hhs.gov/
http://www.hhs.gov/
https://www.fda.gov/
https://www.fda.gov/Medical-Devices
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/medical-device-databases
Thanh huong Phan
Highlight


10/21/24, 5:23 PM Establishment Registration & Device Listing
4. https://www.fda.gov/Medical-Devices
5. https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/medical-device-databases

6. /scripts/cdrh/cfdocs/cfRL/rl.cfm?
start_search=1&establishmentName=®Num==&StateName=&CountryName==&RegistrationNumber=&0wnerOperatorNumber=1020279&0wnerOperator

7. /scripts/cdrh/cfdocs/cfRL/rl.cfm?
start_search=1&establishmentName=®Num==&StateName=&CountryName==&RegistrationNumber=&0wnerOperatorNumber=1020279&0wnerOperator

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?rid=148225 2/2





