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EN ISO 13485:2016 
  

 Registration No.  SX 2093717-1 

 Certificate Holder  J. MORITA MFG. CORP. 
 680 Higashihama Minami-cho, 
Fushimi-ku, Kyoto 
612-8533, Japan 

 

The Certification Body of TÜV Rheinland LGA Products GmbH certifies that the organization has established and applies 
a quality management system for medical devices.  
Proof has been furnished that the requirements specified in the abovementioned standard are fulfilled. The quality 
management system is subject to yearly surveillance. 
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This certificate can be validated on https://www.certipedia.com  

 Atsushi Kato 
TÜV Rheinland LGA Products GmbH 

Tillystraße 2 · 90431 Nürnberg · Germany 
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 Scope  Design, Development, Manufacture and Service of Dental 
Chairs and Units, Diagnostic Dental X-ray Systems, Dental 
Handpieces and Motors, Dental Laboratory Equipment, 
Surgical and Therapeutic Laser Equipment, Dental Root Canal 
Measuring and Treatment Units, Film Viewers, Dental Intraoral 
Cameras, Dental Mirrors, Dental Powered Scalers, Dental 
Curing Lights, Electrical Scalpels, Computed Tomography 
Systems, ENT Treatment Units and Chairs (Ear, Nose and 
Throat), Diagnostic and Treatment Apparatus for ENT, 
Computed Radiography Systems, Operating / Examination / 
Treatment Tables, Maintenance Apparatus for Dental 
Handpieces 
 
 
In accordance with EN ISO 13485:2016 Medical devices 
- Quality management systems - 
Requirements for regulatory purposes (ISO 13485:2016) 
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The scope of certification also covers the following sites: 

 
 

No. Facility Scope 

/01 c/o J. MORITA MFG. CORP. 
680 Higashihama Minami-
cho,                                                     
Fushimi-ku, Kyoto                                                               
612-8533, Japan 

Design, Development, Manufacture and Service of Dental Chairs and Units, 
Diagnostic Dental X-ray Systems, Dental Handpieces and Motors, Dental 
Laboratory Equipment, Surgical and Therapeutic Laser Equipment, Dental 
Root Canal Measuring and Treatment Units, Dental Intraoral Cameras, 
Dental Mirrors, Dental Powered Scalers, Dental Curing Lights, Electrical 
Scalpels, Computed Tomography Systems, ENT Treatment Units and Chairs 
(Ear, Nose and Throat), Diagnostic and Treatment Apparatus for ENT, 
Computed Radiography Systems, Operating / Examination / Treatment 
Tables, Maintenance Apparatus for Dental Handpieces 

 

/02 c/o J. MORITA MFG. CORP. 
KUMIYAMA FACTORY 
190 Shintamaki, Ichida,                                                         
Kumiyama-cho, Kuze-gun, 
Kyoto                                                   

613-0022, Japan 

 

Manufacture and Service of Dental Chairs and Units, Film Viewers, ENT 
Treatment Units and Chairs (Ear, Nose, Throat), Operating / Examination / 
Treatment Tables 

/03 c/o J. MORITA MFG. CORP. 
TOTTORI FACTORY 
608 Tani,                                                                       
Kurayoshi, Tottori                                                              
682-0954, Japan 

Manufacture of Diagnostic Dental X-ray Systems, Dental Handpieces and 
Motors 
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The scope of certification also covers the following sites: 

   

/04 c/o JM Engineering Co. LTD. 
Quality Control Section, 
Distribution 
Section, Kyoto Repair 
Section 1, Kyoto 
Repair Section 2, Repair 
Affairs Section 
2-13 Hayashitakaguro, 
Kumiyama-cho,                                              
Kuze-gun, Kyoto                                                                 
613-0033, Japan 

Repair service of Dental unit and chair, Dental X-ray unit, Dental cutting 
equipment, Dental laboratory equipment, Dental laser equipment, Dental 
diagnostic equipment, Dental treatment equipment 
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