




Notice of Conformity Examination Results of Medical Devices 
 

 Name of the 
Product 

Generic name Arterial blood sampling kit 

Commercial Name VAMP System 

 Product Family Category 2-A-02-B Non-active devices for injection, infusion 
transfusion and dialysis 

 Additional inspection item N/A 

 Authorization application date 04/18/2003 (Approval date) 

 Examination application date 05/28/2015 

 Name of Applicant (MAH) Edwards Lifesciences Limited 

 Address of Applicant (MAH) 6-10-1, Nishi-Shinjuku, Shinjuku-ku, Tokyo  

 Certification number and date of 
Applicant (MAH) 13B1X00231 (10/01/2012) 

 Inspected manufacturers and other 
facilities As attached 

 Examination report number 5122778205533 

 Result of examination Pass 

 Remark System receipt number : 5122778205533 
Periodic post-approval inspection 

 
We notify the results of the conformity examination of Medical Device as above. 
 
12/16/2015     

Chief Executive of Pharmaceuticals and 
Medical Devices Agency 

                                  
 
Dear  Minister of Health, Labor and Welfare

English Translation 



Attachment 
System receipt number : 5122778205533 
 
Name Address Registration 

number and date 
Manufacturing 
process 

Edwards Lifesciences 
Limited 

6-10-1, Nishi-Shinjuku, 
Shinjuku-ku, Tokyo 

13B1X00231 
(10/01/2012) 

MAH 

Edwards Lifesciences 
LLC 

One Edwards Way, Irvine, 
CA 92614, U.S.A.  

BG30400324 
(11/25/2014) 

Design 

Edwards Lifesciences 
AG 

Parque Industrial Itabo  
Km.18.5 CARR Sanchez  
Haina, San Cristobal, 
Dominican Republic 

BG32300002 
(11/25/2014) 

Main Assembly 

Synergy Health AST 
LLC San Diego 

9020 Activity Road, Suite D 
San Diego, CA 92126, USA 

BG30401932 
(11/25/2014) 

Sterilization 
(Radiation) 

Synergy Health AST, 
SRL 

Calle 4, Avenida O, Coyol 
Free Zone, Alajuela, Costa 
Rica 

BG31100021 
(11/25/2014) 

Sterilization 
(Radiation) 

Baxter Healthcare of 
Puerto Rico, Aibonito 

Road 721, KM 0.3 Aibonito, 
Puerto Rico 

BG32400034 
(11/25/2014) 

Sterilization 
(Radiation) 

Edwards Lifesciences 
Ltd Namamugi 
Distribution Center 

NTT Logisco Kanagawa 
distribution center, 2-26-2, 
Namamugi, Tsurumi-ku, 
Yokohama-shi, 
Kanagawa-ken 

14BZ200037 
(09/01/2015) 

Domestic 
distribution 
center 

 

English Translation 


