
Smith & Nephew, Inc. 

1450 Brooks Road T: + 1-901-396-2121

Memphis, TN 38116 T: + 1-800-821-5700 (USA toll free) 

Tennessee, USA www.smith-nephew.com 

To Whom It May Concern: 

We, Smith & Nephew, Inc., in relation to medical devices we 0wn, would like to 
explain about the discrepancies in address of the following manufacturing sites. 

Manufacturer Manufacturing 

site in ISO 13485 

certificate 

Manufacturing site 

in CFG 

Explanation on the 

discrepancies 

Smith & 

Nephew, Inc. 

1450 Brooks Road, 

Memphis, 

Tennessee 

38116 USA 

1450 Brooks RD. 

Memphis, TN 

USA 38116 

RD. is the abbreviation for 

Road and TN is the state 

abbreviation for Tennessee. 

Despite the minor 

differences, the address 

identifies the same 

manufacturing facility. 

Smith & 

Nephew 

Orthopaedics, 

GmbH 

Alemannenstraβe 

14, 

Tuttlingen, D-

78532, Germany 

Alemannenstrasse 

14, 

Tuttlingen, Baden-

Wurttemberg, 

Germany 78535 

Alemannenstraβe is the name 

in German and in English we 

use Alemannenstrasse. 

Baden-Wurttemberg is a 

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 & 

Nephew 

Orthopedics 

(Beijing) Co., 

Ltd 

Building #1, No. 

98 Kechuang Dong 

Liu Street, Beijing 

Economic-

Technological 

Development Area, 

Beijing 101111, 

China 

No. 98 Kechuang 

Dong Liu street, 

Beijing Economic-

Technological 

Development Area, 

Beijing  

Beijing, China 101111 

The ISO 13485 certificate has 

provided more information 

about the building number.  

Despite the minor difference, 

the address identifies the 

same manufacturing facility.

Smith & 

Nephew 

Operations Sdn 

Bhd 

PMT 797, 

Persiaran Cassia 

Selatan 8, 

Taman 

Perindustrian Batu 

Kawan, Bandar 

Cassia, Pulau 

Pinang 14110, 

Malaysia 

PMT 797, Persiaran 

Cassia Selatan 8 

Taman 

Perindustrian Batu 

Kawan, Bandar 

Cassia, Penang, 

Pulau Pinang 

Malaysia 14110 

The CFG has the additional 

English word Penang which 

is the state. Its Malay word is 

Pulau Pinang which is in both 

CFG and ISO 13485 

certificate.   

Despite the minor difference, 

the address identifies the 

same manufacturing facility. 
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Manufacturer Manufacturing 

site in ISO 13485 

certificate 

Manufacturing site 

in CFG 

Explanation on the 

discrepancies 

Smith & 

Nephew 

Orthopedics Ltd 

Harrison Way, 

Leamington Spa, 

Warwickshire, 

CV31 3HL, United 

Kingdom 

Aurora House, Spa 

Park 

Harrison way, 

Leamington spa, 

Warwickshire, 

United Kingdom 

CV31 3HL 

Aurora House is the name of 

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,  
 
 
 

 
 
 

 
Lorena Perez 
Principal Regulatory Affairs Specialist 
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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 

ISO 13485 certificate 

Manufacturing site in 

CFG 

Explanation on the discrepancies 

Smith & Nephew, Inc., 

Endoscopy Division  

 

76 South Meridian Ave 

Oklahoma City, 

Oklahoma 

73107-6512, USA 

  

Smith & Nephew Inc., 

Endoscopy 

 

76 S. Meridian Ave. 

Oklahoma City, OK  

USA 73107 

On the company name, Endoscopy and 

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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Manufacturing site in 

ISO 13485 certificate 

Manufacturing site in 

CFG 

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,  
 

 
 
 
 
 

Lorena Perez 
Principal Regulatory Affairs Specialist 
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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.6
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
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