ertifica

mdc medical device certification GmbH
certifies that

-

Romidan Ltd.
5 Simcha Holzberg St.
Kiryat-Ono, 5502213
Israel
with the locations listed in the attachment
for the scope
manufacture, distribution and servicing of active dental medical devices
for the area of endodontics and periodontics:

-electronic apex locators
-dental implant detectors

manufacture and distribution of dental instruments

has introduced and applies a

Quality Management System

The mdc audit has proven that this quality management system
meets all requirements of the following standard

EN ISO 13485

Medical devices — Quality management systems —
Requirements for regulatory purposes

EN ISO 13485:2012 + AC:2012 - ISO 13485:2003 + Cor. 1:2009

Valid from 2015-11-13
Valid until 2018-11-12
Registration no. D1048000010

Report no. P15-01321-54173

Stuttgart 2015-11-13
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Attachment of the certificate

No. D1048000010 date 2015-11-13 Page 1 of 1
Location Scope
Romidan Ltd., manufacture, distribution and servicing of active

13 Gush Etzion Street, Givat Shmuel, 5403013

Romidan Ltd.,
5 Simcha Holzberg St., Kiryat-Ono, 5502213

dental medical devices for the area of endodontics
and periodontics:

-electronic apex locators

-dental implant detectors

manufacture and distribution of dental instruments

medical device certification

M

Head of Certification Body



