phibo*

Declaration of Conformity
Dental Instruments - Class Ha

Manufacturer:

Phibo Dental Solutions, 5.L.
C/Gato Pérez, 3-9, Poligono Industrial Mas d’En Cisa
08181 - Sentmenat, Barcelona, Espafia/Spain

SRN (Single Registration Number}

ES-MF-000024464

European representative:

Not &pplicable. Phibo Dental Solutions, S.L. has its
registered place of business in Spain, @ member state of the
European Unien, therefore there is no need to designate
an authorized representative that acts on its behalf.

Product name:

This Declaration of Conformity is valid for following medical
devices:
Dental instruments Class lia

Intended use:

Dental instruments are intended to support surgical and
prosthedontic procedures in implantology and restorative
dentistry. They are designed to assist with various tasks,
including bone preparation, tissue management and the
assembly of components.

BASIC UDI-DI

0843656095FRESASE
084355673FRESACT
0843656095TOPESW
084355673TOPEH3
0843656055BISTURIRR
0843656095PROLONGYA
084355673MROSCARVQ
0843656095MROSCARVT
D843656095ATORMECR2
084355673ATCRMECCX
(843556095CONFORMAGE
0843656095ADAPTMECVS

Classification:

Surgical Invasive dental instruments are classified as Class
[fa devices, by Rule 5 and 6, (Annex IX MDR 2017/745).

Rule 5:
0843656085ADAPTMECYS
084355673ATORMECQOX
0843656055ATORMECR2
0843656095TOPEAW
084355673TOPEH3
08436560%35PROLONGYA
0843656095CONFORMAEGE

Rule &;
0843656095FRESAGE
(084355673FRESACT
08436560958ISTURIRR
084355673MROSCARVG
0843656095MROSCARVT

Conformity assessment route:

Annex IX {Ch I, lIl) “"Conformity Assessment based on a
Quality Management System and on assessment of
Technical Documentation”.

FORM4.1-00007 V.00

DOC-00003 V.00
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