
California Endoscopy is an 
ISO 13485 company certified 

in medical device repair
No, we are not 
audited by the 

FDA, they only 
register scope 

manufacturing, not 
scope repair

We are certified by 
an independent 3rd 

party company
(Hospital = JCAHO)

3rd party company is 
audited and certified by 

ANAB

Standards used are 
written by 156 

countries, the US being 
one of them

Standards and 
regulations are 

almost identical to 
FDA 21 CFR820, 

which is the quality 
system regulations 
used by the FDA to 
certify the process

We are required to 
comply with FDA 510K 

regulations which 
certifies the deviceWe are audited by the 3rd 

party company every six 
months


