phibo*

Nosotros:

Declaraciéon de Conformidad
Declaration of Conformity

Rev. 17

We:

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

declaramos bajo nuestra responsabilidad, que el
praducto:

INSTRUMENTOS QUIRURGICOS PARA USO
IMPLANTOLOGICO DENTAL

cuyas referencias estan incluidas a continuacion, el
fabricante es exclusivamente responsable de esta
Declaracion de Conformidad

Clasificacién:
CLASE lla

segiin regla 6 del Anexo IX de la Directiva 93/42/CEE
para los productos denominados cémo Fresas, y sus
componentes
y seglin regla 5 del Anexo IX de la Directiva
93/42/CEE para el resto de productos que aparecen
en ésta Declaracion de Conformidad

Cumple las disposiciones aplicables de la Directiva
93/42/CEE (DPS), Anexo Il excepto el apartado 4,
relativa a los productos sanitarios segun certificado n?
G1 18 02 76131 008 expedide por el Organismo
Notificado:

declare on our responsibility that the product:

SURGICAL INSTRUMENTS FOR DENTAL
IMPLANTOLOGICAL USE

with the references included below, the manufacturer
is exclusively responsible for this Declaration of
Conformity

Classification:
CLASS Ha

According to rule 6 of Annex IX to Directive
83/42/EEC for products referred to as Drill, and their
components
and in accordance with regulation 5 of Annex X to
Directive 93/42/EEC for the remuainder of the
products listed in this Declaration of conformity

Complies with the applicable provisions of Directive
93/42/FEC on Medical Devices (MDD}, Annex |
excluding section 4, according to certificate n? G1 18
02 76131 008, issued by the Notified Body:

TUV SUD Product Service GmbH {NB 0123)
Ridlerstr. 65 - 80339 Miinchen, Germany

Estéd garantizado por el Sistema de Gestidn de Calidad
basade en los requisitos de las Norma Internacionale
EN ISO 13485:2016 para productos sanitarios.

Y es conforme con los requisitos esenciales segtn la
Directiva 93/42/CEE.

Sentmenat (Barcelona), 25 /Q2 /2025

PL-04.2.01 Plantiila Declaracion de Conformidad Rev. 2

it is guaranteed by the Quality Management System
based on the requirements of International Standard
EN ISO 13485:2016 for medical devices.

And it complies with essential requirements according
42/CEE.

to Directive

‘Slgnacio Mestre Juncosa

Chief Executive Officer
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Declaration of Conformity

La presente Declaracién de Conformidad tiene validez  This Declaration of Conformity is valid for all batches
para todos los lotes de los productos descritos a of the products described below released from March
continuacién liberados a partir del 3 de marzo de 3%, 2010

2010
y es vélida hasta el 26 de Junio de 2023. and it is valid untif June 26", 2023.
R.EEESESS&‘;’ DESCRIPCION / DESCRIPTION
Prolongador de Fresas /
1730000 Drill Extender
173.0001 Prolongador de Fresas Corto /

Short Drill Extender

Adaptador Mecanico Corto /

L7SKaiID Contra-Angle Adapter, Short
Adaptador Mecanico Largo /
1550600 Contra-Angle Adapter, Long
173.1001 Atornillador Mecanico 1.00mm Corto TSA® /
) Contra-Angle Hex Driver 1.00mm, Short TSA®
173.1002 Atornillador Mecanico 1.00mm Medio TSA® /

Contra-Angle Hex Driver 1.00mm, Medium TSA®

173.1251 Atornillador Mecanico 1.25mm Corto /
: Conira-Angle Hex Driver 1.25mm, Short

Atornillador Mecanico 1.25mm Medio /

173.1252 Contra-Angle Hex Driver 1.25mm, Medium
175.0001 Fresa Lanceolada TSA® TSH®/

: Precision Drill TSA® TSH®
175.1018 Fresa de Marcar #1.8mm /

Round Marking Bur, @ 1.8mm

Fresa de Marcar @2.3mm /
insiees Round Marking Bur, o 2.3mm

Fresa Piloto Corta @2.3mm TSA® TSH® /

176.1123 Pilot Drill, Short @ 2.3mm TSA® TSH®

Fresa Piloto Larga 2.3mm TSA® TSH® /

176.1323 Pilot Drill, Long @ 2.3mm TSA® TSH®

178.0037 Fresa Quirdrgica de Instrumentacion Cortical TSA® S3 /
) TSA® S3 Countersink Drill

Fresa Quirurgica de Instrumentacion Cortical TSA® S4 /

178.0047 TSA® S4 Countersink Drill

178.0060 Fresa Quirtrgica de Instrumentacién Cortical TSA® S5/
) TSA® S5 Countersink Drill

Fresa Quirirgica Corta 2.8mm TSA® TSH® /

SIS Surgical Drill, Short @ 2.8mm TSA® TSH®
178.1130 Fresa Quirtrgica Corta ¢3.0mm TSA® TSH® /
’ Surgical Drill, Short g 3.0mm TSA® TSH®
178.1136 Fresa Quirargica Corta 3.6mm TSA® TSH® /
) Surgical Drill, Short @ 3.6mm TSA® TSH®
Fresa Quirdrgica @4.1mm TSH® /
liz8nZa1 Surgical Drill g4.1mm TSH®
178.1243 Fresa Quinirgica @4.3mm TSA®/

Surgicall Drill @ 4.3mm TSA®
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Declaration of Conformity

REFERENCIA /

REFERENCE DESCRIPCION / DESCRIPTION
Fresa Quirdrgica @4.9mm TSA® /
b Surgicall Drill ¢ 4.9mm TSA®
178.1328 Fresa QuirUrg_ica Larga @2.8mm TSA® TSH® /
) Surgical Drill, Long g 2.8mm TSA® TSH®
178.1330 Fresa Quirtrgica Larga 83.0mm TSA® TSH® /
' Surgical Drill, Long @ 3.0mm TSA® TSH®
178.1336 Fresa Quirdrgica Larga 83.6mm TSA® TSH® /
' Surgicai Drill, Long @ 3.6mm TSA® TSH®
181.0133 Macho de Roscar Corto TSH® S2 /
) TSH® 82 Contra-Angle Bone Tap, Short
181.0333 Macho de Roscar Largo TSH® S2 /
' TSH® S2 Contra-Angle Bone Tap, Long
181.0136 Macho de Roscar Corto TSA® TSH® 83/
' TSA® TSH® S3 Contra-Angle Bone Tap, Short
181.0336 Macho de Roscar Largo TSA® TSH® S3/
' TSA® TSH® S3 Contra-Angle Bone Tap, Long
181.0142 Macho de Roscar Corto TSA® TSH® S4 /
) TSA® TSH® S4 Contra-Angle Bone Tap, Short
181.0342 Macho de Roscar Largo TSA® TSH® S4 /
) TSA® TSH® S4 Contra-Angle Bone Tap, Long
181.0248 Macho de Roscar TSH® S5/
TSH® 55 Contra-Angle Bone Tap
181.0255 Macho de Roscar TSAR S5/

TSA® S5 Contra-Angle Bone Tap

Kit Inicial de Activacién Roscas /
901000/ Initial Kit Thread Repair

Macho de Repasar Roscas Mecanico TSA® S3/

190:0016 Contra-Angle Tap for TSA® 33
190.0018 Macho de Repasar Roscas Mecanico TSAR 54 S5 TSH® S2 /
) Contra-Angle Tap for TSA® 54 55 & TSH® §2
190.0020 Macho de Repasar Roscas Mecanico TSH® S3 54 S5/
' Contra-Angle Tap for TSH® $3 84 S5
Fresa de Bola TSA® 83/
1200120 Round Marking Bur for TSA® S3
190.0140 Fresa de Bola TSA® S4 S5 TSH® S2 /
) Round Marking Bur for TSA® S4 S5 & TSH® S2
190.0160 Fresa de Bola TSH® S3 S4 S5/
) Round Marking Bur for TSH® §3 §4 S5
Fresa Lanceolada GUIDE /
10210602 Precision Drill GUIDE
1020323 Fresa Piloto 2,3mm GUIDE /

Pilot Drill g2,3mm GUIDE

Fresa Quirdrgica @2,8mm GUIDE /
e Surgical Drill 82,8mm GUIDE

Fresa Quirdrgica @3,0mm GUIDE /

1928853 Surgical Drill 23,0mm GUIDE
Fresa Quirdrgica 3,6mm GUIDE /
1029359 Surgical Drill 83,6mm GUIDE
Fresa Quirdrgica @4, 1mm GUIDE /
102.0341 Surgical Drill o4, 1mm GUIDE
1020343 Fresa Quirdrgica @4,3mm GUIDE /

Surgical Drill 4, 3mm GUIDE
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Declaracién de Conformidad
Declaration of Conformity

Rev. 17

REFERENCIA /

REFERENCE DESCRIPCION / DESCRIPTION
e e e
e

o ot
e
AR 23100 i e L
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AR 23130 i
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AR 26160 e e (AL e
e e L ey
i
AUR 35130 Fresa Quirdrgica 3.5mm L13.0mm Aurea /

Surgical Drill 3.5mm L13.0mm Aurea
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Declaraciéon de Conformidad
Declaration of Conformity

Rev. 17

R;gfgsg:é‘é / DESCRIPCION / DESCRIPTION

AUR 35145 T Surgloal Dl 2 5mm L14 Smrm Adtea.
AUR 35160 T Gurgioa) Dl 23.5mm L15,0mm Aurea.
AUR 39085 T Surgical Dail g5.5mm L8 5mm Aurea
AUR 39100 T Surgioal Dol 55 Semm L10.mm Aurea.
AUR 39115 " Surgical Dl 5.omm L11.6mm Aurea
AUR 39130 T Surcloal D 9.6 L13.0mm Aurea.
AUR 39145 T Surgioal Dyl 25.5mm L14 5mm Aurea
AUR 39160 " Surgical Dyl 25.6mm L16.0mm Aurea.
AUR 43085 T Surgica Dil 4 3mm L8 Smm Aurea
AUR 43100 ol Lol 4 S A Aoree
AUR 43115 St Dol s ST L1, SmitAuren
AUR 43130 T Sergical Dyl 34 3mm L13.0mm Aurea
AUR 43145 T Surgical Deil g4 3mm L 14 Smm Aurea
AUR 43160 T Sucioal Dl 54.Smm L 16.mm Adraa
AUR 48085 T Surgical Diil g4 B Ls mm Adrea.
AUR 48100 T urcion) Dih o4 Sram L10.0mm Adrea.
AUR 48115 T Surgiosl Dih 4 8mm L11.6mm Aurea
AUR 48130 T Surgiosl Diil g4.6mm L13.0mm Aurea
AUR 48145 T Sugical Dol g4 Gm L 14. £ Aurga.
AUR 48160 T Surcion Dl 24 mm L16.0mm Aurea
AUR 55085 P urciosl D o6 s L8, omm Aurea
AUR 55100 F Surgloal Dol 36 m 10.0nm Aurta.
AUR 55115 T bl 55 bt L 1.6 Area
AUR 55130 T Surcioa) Dl o8 Smm L13.Gmim Aurea
AUR 60085 T Surgios) Dl 28,0mm L. 5mm Aurea
WRIEE00 Fresa Quirdrgica 26.0mm L10.0mm Aurea /

Surgical Drill @6.0mm L10.0mm Aurea
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phubo®

Declaracion de Conformidad
Declaration of Conformity

Rev. 17

R:EE;EQ&‘; DESCRIPCION / DESCRIPTION
AUR 60115 T Surgical Dl £6.0mm L11.5mm Aures
AUR 60130 T Sargical Dyl 26,0mm LT3, omm Auteg.
AUR NP 35 Co“rft?g?Aondg?eRggs : rT:; Zn;rgr:rl:ii ;’ea
AUR RP 43 Cantbahngis Bong Tat, 24 3mim Aurea
AUR RP 48 Contr Angle Bons Tats 4 Bromn Autea
AUR WP 55 Contra-Angle Bon Tap 25 5rmm Aurea
AUR WP 60 ContracAngle Bong Tas £6.0mm aurea

1520001 Circulr Scalpel 3,70
152.0002 Circular Scalpel g4 70
152.0003 Ciroulr Swaipel 25,00
006 CG nga:TﬁqlsgﬁsH%%;rl
007 CG 'CB Simplant Holder
008 CG Pé’é‘aé"?n‘i'ﬁiﬁsniﬁfr’
009 CG ¢ e e
b10c6 "0 5 inplant Holder
011 ce B0 & nnplant Hoider
EVO 23000 T recioion il
EVO 20000 L
EVO 31000 Sorgical Dol 33 mm Aures Evo..
EVO 33000 T Surgica Dol 35 S Aures Ever
EVO 38000 T urgienl Dol 83 . Aures Eun
EVO 40000 T Surgical Drill 54, 0mm Aures Eu
EVO 50000 | Sirgical Dail 95.0mm Aurea B
EVO 52000 T Surgioal Dol 5 3omm ures Evo.
TOP NP 085 " Bl stop Aurea Bvo NP &
T6P NP 100 Tope Fresa Aurea Evo NP 10.0mm /

Drill stop Aurea Eve NP 10.0mm
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phibo”

Declaracion de Conformidad
Declaration of Conformity

Rev. 17

REFERENCIA /

REFERENCE DESCRIPCION / DESCRIPTION
EEIA 1HD To§:||F;tiiapﬁ:;rezaei\frjlqpp1111.5?3: I
TOP RP 085 T o Auges Evn P &
TOP RP 100 TOS:qurt%spapﬁﬁre?Ei?g; 110%?:::1“ :
TOPRP 119 Togﬁqurt%spaﬁjrre?Ei\go;g 1111.55mmn:n /
TOP RP 130 T rogt Auroa Exe R 15.0mn
TOR R B il stop Auea Evo RP 14 5mm
TOP WP 085 Tl stop. Auron Evo WP . 5mm
ror v Tope e AL i v
TOPWP 115 TO§§|1Fsrt%séapﬁjL:reZaEEv\;ov\\ll\;P1111.éiml f
TOP WP 130 T°§§||Fsr§?£‘ire?§’o°v‘3épf3%%"mm f
FV0 0105 N oe T Auen B WP
164.1070 it It 7.0 TSAS
P
G
ST ot ot A1 arom TEA®
1641150 bt it 13,000 TEAB
e
rozo A
s o Ry
TS 36000 Fresa Quirlirgica 23.6mm TSA® TSH®

Surgical Drill 23.6mm TSA® TSH®
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Declaracion de Conformidad
Declaration of Conformity

Rev. 17

ergfg‘,fg,fg‘;’ DESCRIPCION / DESCRIPTION
TS 41000 Fresa Quirurgica g4.1mm TSA® TSHE®
Surgical Drill g4.1Tmm TSA® TSH®
Ty
15 00 S 0 34 o TAB T
iy
EiEsi ety
Top 32910 it abb iy
e T o
ToP o4 0u T e T o
1o 4 099 oy o 7o S5 8
i
ity
TOP S4145 Dl top TOATSH 4 14 6o
iy
LI et
ELT R e e oo
T o Tatbs oo
Eristeitug
et o e
FV0 34000 " Suraleal Dl g A A B
o Dol A £
EVO 44000 Fresa Quirtrgica @4.4mm Aurea Evo

Surgical Drill g¢4.4mm Aurea Evo
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Declaracion de Conformidad Rev. 17
Declaration of Conformity

REFERENCIA /

REFERENCE DESCRIPCION / DESCRIPTION
Fresa Quirdrgica 84.6mm Aurea Evo

EHORISINT Surgical Drill g4.8mm Aurea Evo
Fresa Quirdrgica 85.2mm Aurea Evo

e Surgical Drill 25.2mm Aurea Evo
TOP RP48 085 Tope Fresa Aurea Evo RP43 8. 5mm

Drill stop Aurea Evo RP48 8.5mm

TOP RP48 100

Tope Fresa Aurea Evo RP48 10.0mm
Drill stop Aurea Evo RP48 10.0mm

TOP RP48 115

Tope Fresa Aurea Evo RP48 11.5mm
Drill stop Aurea Evo RP48 11.5mm

TOP RP48 130

Tope Fresa Aurea Evo RP48 13.0mm
Drill stop Aurea Evo RP48 13.0mm

TOP RP48 145

Tope Fresa Aurea Evo RP48 14.5mm
Drill stop Aurea Evo RP48 14.5mm

Macho de Roscar Aurea Evo RP48

ENE0ii048 Bone Tap Aurea Evo RP48
Fresa Quirtirgica @5.4mm Aurea Evo
EVGIS000 Surgical Drill @5.4mm Aurea Evo
1731106 Punta Atornillador Hexalobular Angular Axis® Media Mecanica

Contra-Angle Axis® Hexalobular Angled Tool, Medium
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Declaracién de Conformidad Rev. 17
Declaration of Conformity

CONTROL DE VERSIONES / VERSIONS CONTROL

REVISION
VERSION

FECHA
DATE

MODIFICACIONES / MODIFICATIONS

2016/03/09

Se sustituye la norma UNE-EN 10088-1:2006 por la UNE-EN 10088-1:2015 /
Replacement of standard UNE-EN 10088-1:2006 by UNE-EN 10088-1:2015.

Se sustituye la norma UNE-EN 10088-3:2008 por la UNE-EN 10088-3:2015/
Replacement of standard UNE-EN 10088-3:2008 by UNE-EN 10088-3:2015.

Se sustituye ta norma EN 1041:2008 por la UNE-EN 1041:2009+A1 /
Replacement of standard EN 1041:2008 by UNE-EN 1041:2009+A1.

Inclusion de referencias / Inclusion of references: EVO 23000, EVO 20000, EVO
31000, EVO 33000, EVO 38000, EVO 40000, EVO 50000, EVO 52000, TOP NP
085, TOP NP 100, TOP NP 115, TOP NP 130, TOP NP 145, TOP RP 085, TOP
RP 100, TOP RP 115, TOP RP 130, TOP RP 145, TOP WP 085, TOP WP 100,
TOP WP 115, TOP WP 130.

2016/06/17

Inciusion de referencias / Inclusion of references: EVO 01035, EVO 01043, EVO
01055.

2016/12/14

Se utiliza la plantilla vigente / The current template is used.

10

2018/05/04

Eliminacion de referencias de productos TSA Advance y BNT / TSA Advance
and BNT product references are delated: 101.0241, 101.0133, 101.0333,
101.0248, 101.0001, 101.0123, 101.0323, 101.0128, 101.0328, 101.0130,
101.0330, 101.01386, 101.0336, 101.0243, 101.0249, 101.1336, 101.1136,
101.0142, 101.0342, 101.0255.

11

2018/06/20

Actualizacién del ndmero y fecha de validez del Certificado CE. / Updating of
the number and date of validity of the EC Certificate

Se indica relacion entre tipo de producio y Regla de clasificacién segin
Directiva 93/42/CEE Anexo || sobre productos sanitarios / The relationship
between product type and classification rule is indicated in accordance with of
Directive 93/42/CEE, Annex |1 about medical devices.

Se afiaden referencias de Tope de Altura de osteotomo antes clasificadas como
Instrumental | y que pasan a ser Instrumental lla / References of height limit for
osteotome previously classified as instrumental | are classified as instrumental
lla are added: 164.1070, 164.1085, 164.1100, 164.1115, 164.1130, 164.1145,
164.1160.

12

2018/01/28

Se elimina la referencia ATORX / The reference ATORX is deleted

Inclusion de referencias / Inclusion of references TS 23000, TS 28000, TS
30000, TS 36000, TS 41000, TS 43000, TS 49000, TOP 823 Q60, TOP 823
070, TOP 523 085, TOP S23 100, TOP $23 115, TOP $23 130, TOP 523 145,
TOP S4 060, TOP S4 070, TOP S4 085, TOP S4 100, TOP 54 115, TOP 5S4
130, TOP S4 145, TOP S5 060, TOP S5 070, TOP S5 085, TOP S5 100, TOP
S5115y TOP S5 130
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Declaracién de Conformidad
Declaration of Conformity

Rev. 17

REVISION FECHA
VERSION DATE MODIFICACIONES / MODIFICATIONS
Se eliminan las referencias 150.0003, 150.0004, 150.0005, 151.0002,

13 2019/02/20 | 151.0003, 151.0004 y 151.0005 / The next references are deleted : 150.0003,
150.0004, 150.0005, 151.0002, 151.0003, 151.0004 y 151.0005
fnclusién de referencias / Inclusion of references :

” 9019/08/15 EVO 34000, EVO 41000, EVO 44000, EVO 46000, EVO 52000, EVO 52052, TOP
RP48 085, TOP RP48 100, TOP RP48 115, TOP RP48 130, TOP RP48 145, EVO
0104s.

Se corrige error en la referencia comercial EVO 52000 (aparecia duplicada) y

15 2020/09/28 | se afnade la referencia EVO 54000 / An error is corrected in the commercial
reference EVO 52000 (dupplicated entry) and reference EVO 54000 is added.

16 2020/12/14 inclusion de referencia / Inclusion of reference : 173.1106
Se especifica que la Declaracién de Conformidad cumple la Directiva 93/42/CEE,

17 2024 /03/25 Anexo |l exepto el apartado 4 / It is specified that the Declaration of Conformity

is according Directive 93/42/EEC on Medical Devices (MDD}, Annex II excluding

section 4.

=

Fin del document / End of document
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