EC Certificate

mdc medical device certification GmbH
Notified Body 0483
herewith certifies that

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

for the scope
Dental Burs

has introduced and applies a

Quality System
for the manufacture of the products concerned and carries out a

final inspection as specified in Annex V, Section 3.

The mdc audit has proven that this quality system
meets all requirements according to

Annex V — Section 3
of the Council Directive 93/42/EEC

of 14 June 1993 concerning medical devices.

The surveillance will be held as specified in Annex V, Section 4.

Valid from
Valid until
Registration no.
Report no.
Stuttgart

medical device certification

MacC

2015-11-13
2020-11-12
D1048000011
P15-01321-54166
2015-11-13

{C

Head of Certification Body

Benannt durchilosignsbed by

w ** Zantrainisfis dar Linder 3
w® %‘ e
* . 'l' Medizrproduien i

ZLG-B5-246.10.08



