phibo®

Nosotros:

Declaracion de Conformidad
Declaration of Conformity

Rev. 3

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
producto:

ADITAMENTOS PROSTETICOS DENTALES
PERMANENTES

cuyas referencias estan inciuidas a continuacion, el
fabricante es exclusivamente responsable de esta
Declaracién de Conformidad

Clasificacién:
CLASE lib

segin Regla 8 del Anexo (X de la Directiva 93/42/CEE

Cumple las disposiciones aplicables de la Directiva
93/42/CEE Anexo Il excepto el apariado 4, sobre
productos sanitarios, segun certificado n? G1 18 02
76131 008, expedido por el Organismo Notificado:

declare on our responsibility that the product:

PERMANENT DENTAL PROSTHETIC ABUTMENTS

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

Classification:
CLASS itb

according to Rule 8 of Annex IX of Directive
93/42/CEE

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

TOV SUD Product Service GmbH (NB 0123)
Ridlerstr. 65 - 80339 Miinchen, Germany

Esté garantizado por el Sistema de Gestion de Calidad
basado en los requisitos de la Norma Internacionale
EN ISO 13485:2016 para productos sanitarios.

Y es conforme a los requisitos esenciales segin la
Directiva 93/42/CEE.

Sentmenat (Barcelona), 15/02/ 024

PL-04.2.01 Plantilla Declaracién de Conformidad Rev. 2

It is guaranteed by the Quality Management System
based on the requirements of International Standard
EN IS0 13485:2016 for medical devices.

And it complies with essential requirements according
to Directive 93/42/CEE.

5r. Ignacio Mestre Juncosa
Chief Executive Officer
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phlbo(p Declaracién de Conformidad Rev. 3

Declaration of Conformity

La presente Declaracién de Conformidad tiene validez This Declaration of Conformity is valid for alf batches of
para todos los lotes de los productos descritos a the products described below refeased from March 37,
continuacidn liberados a partir del 3 de marzo de 2010 2010

y es vdlida hasta el 26 de Junio de 2023. and it is valid until June 26", 2023.

Todos los productos descritos tienen asociado el c6digo GMDN 44879 para prétesis permanentes.
All products described are associated with GMDN code 44879 to permanent dental prosthetic abutments.

REFERENCIA /
REFERENCE DESCRIPCION / DESCRIPTION
010.3015 Pilar Cicatrizacion TSA® 83 1.5mm/

TSA® S3 1.5mm Healing Abutment
010.3030 Pilar Cicatrizacion TSA@ S3 3.0mm /
) TSA® S3 3.0mm Healing Abutment
010.2050 Pilar Cicatrizacion TSA® S35.0mm/

) TSA® S3 5.0mm Healing Abutment
010.3070 Pilar Cicatrizacion TSA@ S37.0mm/
) TSA® S3 7.0mm Healing Abutment
Pilar Cicatrizacion TSA® S4 1.5mm /

010.4015 TSA® S4 1.5mm Healing Abutment
Pilar Cicatrizacion TSA® S4 3.0mm /

010.4030 TSA® S4 3.0mm Healing Abutment
Pilar Cicatrizacion TSA® S4 5.0mm /

QLoR00 TSA® S4 5.0mm Healing Abutment
010.4070 Pilar Cicatrizacion TSA® S4 7.0mm /
' TSA® S4 7.0mm Healing Abutment
010.5015 Pilar Cicatrizacion TSA® S5 1.5mm /
' TSA® S5 1.5mm Healing Abutment
010.5030 Pilar Cicatrizacién TSA® S5 3.0mm /

TSA® S5 3.0mm Healing Abutment

010.5050 Pilar Cicatrizacion TSA® 35 5.0mm /

i TSA® 85 5.0mm Healing Abutment
Pilar ProUnic Plus TSA® S3/

013.3000 TSA® S3 ProUnic Plus Abutment
Pilar ProUnic Plus TSA® 5S4/

Bil551000 TSA® S4 ProUnic Plus Abutment

013.5000 Pilar ProUnic Plus TSA® S5/

TSA® S5 ProUnic Plus Abutment
014.3010 Pilar ProUnic Plus Traqsmucoso TS/:\® S31.0mm/
TSA® S3 1.0mm Transgingival ProUnic Plus Abutment
Pilar ProUnic Plus Transmucoso TSA® S3 2.0mm /

QEE=0et TSA® S3 2.0mm Transgingival ProUnic Plus Abutment
014.3030 Pilar ProUnic Plus Traqsmucoso TSA® 53 3.0mm/
) TSA® S3 3.0mm Transgingival ProUnic Plus Abutment
014.4010 Pilar ProUnic Plus Transmucoso TSA® S4 1.0mm /
TSA® S4 1.0mm Transgingival ProUnic Plus Abutment
014.4020 Pilar ProUnic Plus Traqsmucoso TSA@ S4 2.0mm/
' TSA® S4 2.0mm Transgingival ProUnic Plus Abutment
014.4030 Pilar ProUnic Plus Traqsmucoso TSA® S4 3.0mm /
TSA® S4 3.0mm Transgingival ProUnic Plus Abutment
014.5010 Pilar ProUnic Plus Transmucoso TSA® S5 1.0mm /

TSA® 85 1.0mm Transgingival ProUnic Plus Abutment
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phibo*

Declaracion de Conformidad
Declaration of Conformity

Rev. 3

REFERENCIA / z
REFERENCE DESCRIPCION / DESCRIPTION
Pilar Cicatrizacion TSH® S2 3.0mm /
hilF2020 TSH® S2 3.0mm Healing Abutment
Pilar Cicatrizaciéon TSH® S2 5.0mm /
072050 TSH® S2 5.0mm Healing Abutment
Pilar Cicatrizacién TSH® S2 7.0mm /
ifl02000 TSH® S2 7.0mm Healing Abutment
H10.3430 Pilar Cicatrizacién TSH® S3 S4 3.0mm /
’ TSH® S3 S§4 3.0mm Healing Abutment
H10.3450 Pilar Cicatrizacion TSH® S3 S4 5.0mm /
. TSH® S3 54 5.0mm Healing Abutment
H10.3470 Pilar Cicatrizacion TSH® 83 84 7.0mm /
' TSH® S3 84 7.0mm Healing Abutment
H10.5030 Pilar Cicatrizacién TSH® S5 3.0mm /
. TSH® S5 3.0mm Healing Abutment
H10. 5050 Pilar Cicatrizacién TSH® S5 5.0mm /
) TSH® 35 5.0mm Healing Abutment
Pilar Cicatrizacién Aurea Narrow Platform 2mm /
ARINEL2 Aurea Narrow Platform 2mm Healing Abutment
AUR NF 01.3 Pilar Cicafrizacién Aurea Narrow Platfierm 3.5mm /
' Aurea Narrow Platform 3.5mm Healing Abutment
AUR NP 01.4 Pilar Cicatrizacion Aurea Narrow Platform 4.5mm /
: Aurea Narrow Platform 4.5mm Healing Abutment
AUR NP 01.5 Pilar Cicatrizacion Aurea Narrow Platform 5.5mm /
i Aurea Narrow Platform 5.5mm Healing Abutment
Pilar Cicatrizacién Aurea Regular Platform 2mm /
ARRRI= Aurea Regular Platform 2mm Healing Abutment
Pilar Cicatrizacion Aurea Regular Platform 3.5mm /
SIS RES Aurea Regular Platform 3.5mm Healing Abutment
Pilar Cicatrizaciéon Aurea Regular Platform 4.5mm /
AURIRROA Aurea Regular Platform 4.5mm Healing Abutment
Pilar Cicatrizacion Aurea Regular Platform 5.5mm /
SURIRFImS Aurea Regular Platform 5.5mm Healing Abutment
Pilar Cicatrizacion Aurea Wide Platform 2mm /
AU M2 Aurea Wide Platform 2mm Healing Abutment
Pilar Cicatrizacién Aurea Wide Platform 3.5mm /
AURMPIOH.S Aurea Wide Platform 3.5mm Healing Abutment
Pilar Cicatrizacion Aurea Wide Platform 4.5mm /
BRI Aurea Wide Platform 4.5mm Healing Abutment
Pilar Cicatrizacién Aurea Wide Platform 5.5mm /
AUR WP 01.5 Aurea Wide Platform 5.5mm Healing Abutment
Pilar Aurea Narrow Platform /
e, Aurea Narrow Platform Abuiment
Pilar Aurea Narrow Platform 1mm /
AURINRHHE2 Aurea Narrow Platform 1mm Abutmeni
Pilar Aurea Regular Platform /
AURIRRIHS Aurea Regular Piatform Abutment
Pitar Aurea Regular Platform 1mm /
GURRRHe Aurea Regular Platform 1mm Abutment
Pilar Aurea Wide Platform /
AR Aurea Wide Platform Abutment
Pilar Aurea Wide Platform 1mm /
RO Resitr2 Aurea Wide Platform 1mm Abutment
AUR NP 11.3 Pilar Aurea Narrow Platform 2mm /
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phubo®

Declaracion de Conformidad Rev. 3
Declaration of Conformity

REFERENCIA / "y .
REFERENCE BESCRIPCION / DESCRIPTION
Aurea Narrow Platform 2mm Abutment
Pilar Aurea Regular Platform 2mm /
mOR PGS Aurea Regular Platform 2mm Abuiment
Pilar Aurea Wide Platform 2mm /
AUR WP 11.3 Aurea Wide Platform 2mm Abutment
Pilar Aurea Angulado 17° Narrow Platform altura 1.5mm /
ARNEZ2 Aurea Narrow Platform 17° x 1.5mm Angled Abutment
AUR NP 22.1 Pilar Aurea Angulado 17° Narrow Platform altura 2.5mm /
' Aurea Narrow Platform 17° x 2.5mm Angled Abutment
Pilar Aurea Angulado 17° Regular Platform altura 1.5mm /
EBRIREIEE.D Aurea Regular Platform 17° x 1.5mm Angled Abutment
AUR RP 22 1 Pilar Aurea Angulado 17° Regular Platform altura 2.5mm /
' Aurea Regular Platform 17° x 2.5mm Angled Abutment
AUR RP 222 Pilar Aurea Angulado 25° Regular Platform altura 1.5mm /
) Aurea Regular Platform 25° x 1.5mm Angled Abutment
AURRP 22.3 Pilar Aurea Angulado 25° Regular Platform altura 2.5mm /
) Aurea Regular Platform 25° x 2.5mm Angled Abutment
AUR NP 23.0 Pilar Aurea Angulado 15° Fresable Narrow Platform altura 1.5 mm /
) Aurea Narrow Platform 15° x 1.5mm Angled Abutment Post
AUR NP 23.1 Pilar Aurea Angulado 15° Fresable Narrow Platform altura 2.5 mm /
y Aurea Narrow Platform 15° x 2.5mm Angled Abutment Post
AUR RP 23.0 Pilar Aurea Angulado 15° Fresable Regular Platform altura 1.5 mm /
i Aurea Regular Platform 15° x 1.5mm Angled Abutment Post
AUR RP 23 1 Pilar Aurea Angulado 15° Fresable Regular Platform altura 2.5mm /
i Aurea Regular Platform 15° x 2.6mm Angled Abutment Post
AUR RP 23.2 Pilar Aurea Angulado 25° Fresable Regular Platform altura 1.5 mm /
) Aurea Regular Platform 25° x 1.5mm Angled Abutment Post
AUR RP 23.3 Pilar Aurea Angulado 25° Fresable Regular Platform altura 2.5 mm /
' Aurea Regular Platform 25° x 2.5mm Angled Abutment Post
Pilar Aurea Narrow Platform 3mm /
SRR e Aurea Narrow Platform 3mm Abuiment
Pilar Aurea Narrow Platform 4mm /
AURNP 11.5 Aurea Narrow Platform 4mm Abutment
Pilar Aurea Regular Platform 3mm /
AURRP 11.4 Aurea Regular Platform 3mm Abutment
Pilar Aurea Regular Platform 4mm /
AURRP 11.5 Aurea Regular Platform 4mm Abutment
Pilar Aurea Wide Platform 3mm /
IR EIRENE SR Aurea Wide Platform 3mm Abutment
Pilar Aurea Wide Platform 4mm /
i Aurea Wide Platform 4mm Abutment
Pilar Aurea Angulado 17° Narrow Platform altura 3.5mm /
GUR.NR}22E2 Aurea Narrow Platform 17° x 3.5mm Angled Abutment
AUR NP 22.3 Pilar Aurea Angulado 17° Narrow Platform altura 4.5mm /
) Aurea Narrow Platform 17° x 4.5mm Angled Abutment
AUR RP 22.4 Pilar Aurea Angulado 17° Regular Platform altura 3.5mm /
) Aurea Regular Platform 17° x 3.5mm Angled Abutment
AURRP 225 Pilar Aurea Angulado 17° Regular Platform altura 4.5mm /
' Aurea Regular Platform 17° x 4.5mm Angled Abutment
AUR RP 226 Pilar Aurez Angulado 25° Regular Platform altura 3.5mm /
' Aurea Regular Platform 25° x 3.5mm Angled Abutment
AUR RP 227 Pilar Aurea Angulado 25° Regular Platform altura 4.5mm /

PL-04.2.01 Plantilla Declaracién de Conformidad Rev. 2 Pagina 4 de 13



phibo’

Declaracion de Conformidad Rev. 3
Declaration of Conformity

R:gfgggfé‘; f DESCRIPCION / DESCRIPTION
Aurea Regular Platform 25° x 4.5mm Angled Abutment
AUR NP 04.1 Pilar Aurea Advance Narrow Platform Estandar /
Aurea Advance Narrow Platform Standard Abutment
RN | e st e
AR | o s o
AUR RP 04.1 Aurea Advance Reguia Piatform Standerd Abutment
AUR RP 04.2 Piar Aurea Advance Reguiar Platiorm atura 1 mm
MR | e ahwa
AUR WP 04.1 Fgllfaitﬂr%J ?:a/f;\?anncc?evv\’r\:’?dee Ti?at’?c: :r:'1 EEsst?én:da;rl
AUR WP 04.2 FlgliI61=1rrj3,«"\l111r ?:aﬁ[.jdv\'faan::evv\(ﬁ:lee PFl?atifot; :?naa:ti’:::?a 11 r:1nr:1I
MRS | e e P s
AUR NP 20.1 Aurea Nartow Platform Standard Abuiment Post
—— Pilar Aurea Fresable Regular Platform Estandar /
Aurea Regular Platform Standard Abutment Post
AUR WP 20.1 Aures Wide Platform Standard Abutment Post
AUR NP 20.2 T Ares Nerrow Pltiorm imm Abutment Past
AUR NP 203 e iroa Norrow Pitiorm zmm Autment Post
AUR RP 202 e Alre Regilas Pisfonn T Atument Post
AUR RP 203 N Aure Regter Piaifom Zmn Abuiment Post
AUR WP 20.2 e Wice Plaiform mm Abutment Post
AUR WP 20.3  Aursa Wido Platfarm 2 Abutmert Fost
AUR NP 04.4 ALres s RedTo latfoent Sy fouimwrt
AUR NP 04.5 e Ayt N Blafou A Abten
AUR RP 04.4 e ettt B Pefform Smm et
AUR RP 04.5 Al idhatich Fatl T Patform dmmAtatmerl,
AUR WP 04.4 " Rires Advanca Wide Platorn 3mm Abutmant
AUR WP 04.5 " nires Acvance Wi Pitform 4mm Abument
AUR NP 31.1 Aurea Straight Abiment Narow Piatform mm
AUR NP 312 Autea Stralght Abatment Narrew Platform 2mm
AUR NP 31.3 Pilar Recto Aurea Narrow Plaiform de 3mm /
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phibo®

Declaracion de Conformidad Rev. 3
Declaration of Conformity

e ci DESCRIPCION / DESCRIPTION
Aurea Straight Abutment Narrow Platform 3mm
Pilar Recto Aurea Narrow Platform de 4mm /
AP Sl Aurea Straight Abutment Narrow Platform 4mm
Pilar Recto Aurea Regular Platform de 1mm /
AT i Aurea Straight Abutment Regular Platform 1mm
Pilar Recto Aurea Regular Platform de 2mm /
AURRP 31.2 Aurea Straight Abutment Regular Platform 2mm
Pilar Recto Aurea Regular Platform de 3mm /
AURIRE I8 Aurea Straight Abutment Regular Platform 3mm
Pilar Recto Aurea Regular Platform de 4mm /
i Aurea Straight Abutment Regular Platform 4mm
021.3015 Pilar Fresable Angulado 15° TSA® S3/
' TSA® S3 15° Angled Abutment
Pilar Fresable Angulado 25° TSA® S3 /
021.3025 TSA® S3 25° Angled Abutment
021.3115 Pilar Angulado con Hombro TSA® S3 15°/
) TSA® S3 15° Angled Abutment
021.3125 Pilar Angulado con Hombro TSA® S3 25°/
) TSA® 53 25° Angled Abutment
021.4015 Pilar Fresable Angulado 15° TSA® S4 /
' TSA® S4 15° Angled Abutment
021.4025 Pilar Fresable Angulado 25° TSA® S4 /
' TSA® 84 25° Angled Abuiment
021.4115 Pilar Angulado con Hombro TSA® S4 15°/
' TSA® 54 15° Angled Abutment
021.4125 Pilar Angulado con Hombro TSA® S4 25°/
' TSA® S4 25° Angled Abutment
Pilar de Bola TSA® S3 1.0mm /
022300 TSA® S3 1.0mm Ball Abutment
Pilar de Bola TSA® S3 3.0mm /
0r 2S00 TSA® S3 3.0mm Ball Abutment
Pilar de Bola TSA® 53 5.0mm /
eSS0 TSA® S3 5.0mm Ball Abutment
Pilar de Bola TSA® 54 1.0mm /
ey TSA® S4 1.0mm Ball Abutment
Pilar de Bola TSA® 54 3.0mm /
e TSA® S4 3.0mm Ball Abutment
Pilar de Bola TSA® S4 5.0mm /
22500 TSA® S4 5.0mm Ball Abutment
022.3115 Pilar angulado con hombro 1.0mm TSA® $3 15° /
) TSA® S3 15° 1.0mm Angled Abutment
022 3125 Pilar angulado con hombro 1.0mm TSA® S3 25° /
) TSA® S3 25° 1.0mm Angled Abutment
022.4115 Pilar angulado ¢on hombro 1.0mm TSA® S4 15° /
) TSA® S4 15° 1.0mm Angled Abutment
0224125 Pilar angulado con hombro 1.0mm TSA® S4 25°/
’ TSA® 5S4 25° 1.0mm Angled Abutment
Pilar Fresable TSA® S3/
03813000 TSA® S3 Abutment Post
038.3005 Pilar Fresable Hombro 0.5mm TSA® S3/
) TSA® 53 0.5mm Abutment Post
038.3015 Pilar Fresable Hombro 1.5mm TSA® S3/
' TSA® 83 1.5mm Abutment Post
038.3030 Pilar Fresable Hombro 3.0mm TSA® S3/

PL-04.2.01 Plantilta Declaracion de Conformidad Rev. 2
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phibo®

Declaracion de Conformidad
Declaration of Conformity

Rev.3

REFERENCIA / :
REFERENCE DESCRIPCION /| DESCRIPTION
TSA® S3 3.0mm Abutment Post
Pilar Fresable TSA® S4 /
03241000 TSA® S4 Abutment Post
Pilar Fresable Hombro 0.5mm TSA® S4 /
08854005 TSA® S4 0.5mm Abutment Post
038.4015 Pilar Fresable Hombro 1.5mm TSA® 54/
) TSA® S4 1.5mm Abutment Post
Pilar Fresable Hombro 3.0mm TSA® S84/
038.4030 TSA® S4 3.0mm Abutment Post
Pilar Fresable TSA® S5/
036:5000 TSA® S5 Abutment Post
Pilar Fresable Hombro 0.5mm TSA® S5/
038.5005 TSA® S5 0.5mm Abutment Post
Pilar Fresable Hombro 1.5mm TSA® S5/
033:5045 TSA® S5 1.5mm Abutment Post
Pilar ProUnic Estético TSA® S3 /
GSB:2000 TSA® S3 ProUnic Esthetic Abutment
Pilar ProUnic Estético TSA® S4 /
08963000 TSA® S4 ProUnic Esthetic Abutment
042.3000 Pilar ProUnic_Estético .Rotatorio TSA® S3/
’ TSA® S3 ProUnic Esthetic Non-Hexed Abutment
042 4000 Pilar ProUnic'Estético _Rotatorio TSA® S4 /
) TSA® S4 ProUnic Esthetic Non-Hexed Abutment
052.3001 Pilar ProUnic P_\dvance TSA® S3/
) TSA® 83 ProUnic Advance Abutment
052 4001 Pilar ProUnic Advance TSA® S84/
) TSA® S4 ProUnic Advance Abuiment
052.5001 Pilar ProUnic /-}dvance TSA® S5/
' TSA® S5 ProlUnic Advance Abutment
052.3110 Pilar ProUnic Advance 'Traf\nsmucosc? TSA® 83 1.0mm /
) TSA® 83 1.0mm Transgingival ProUnic Advance Abutment
052.3120 Pilar ProUnic Advance _Trgansmucoso_ TSA® 83 2.0mm /
TSA® 53 2.0mm Transgingival ProUnic Advance Abutment
052 3130 Pilar ProlUnic Advance.Trgnsmucosc? TSA® S3 3.0mm /
) TSA® S3 3.0mm Transgingival ProUnic Advance Abutment
0524110 Pilar ProUnic Advance_Trgnsmucosc? TSA® 84 1.0mm /
TSA® 54 1.0mm Transgingival ProUnic Advance Abutment
052 4120 Pilar ProUnic Advance‘Tr.ansmucosg TSA® 84 2.0mm /
) TSA® S4 2.0mm Transgingival ProUnic Advance Abutment
052.4130 Pilar ProUnic Advance_Trgnsmucosg TSA® S4 3.0mm /
TSA® 54 3.0mm Transgingival ProUnic Advance Abutment
052 5110 Pilar ProUnic Advancel Trgmsmucosc_a TSA® S5 1.0mm /
) TSA® S5 1.0mm Transgingival ProUnic Advance Abutment
H17.2010 Pilar ConHex TSH® 82 x 1,0mm /
Conhex Abutment TSH® 82 x 1,0mm
Pilar ConHex TSH® S2 x 2,0mm /
Hi2020 Conhex Abutment TSH® S2 x 2,0mm
Pilar ConHex TSH® S2 x 3,0mm /
H17.2030 Conhex Abutment TSH® S2 x 3,0mm
H17.3410 Pilar ConHex TSH® S3 S4 x 1,0mm /
) Conhex Abutment TSH® S3 S4 x 1,0mm
H17 3420 Pilar ConHex TSH® S3 S4 x 2,0mm /
Conhex Abutment TSH® S3 S4 x 2,0mm
H17.3430 Pilar ConHex TSH® S3 S4 x 3,0mm /
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phlbotp Declaracion de Conformidad Rev. 3

Declaration of Conformity

REFERENCIA / . E
REFERENCE DESCRIPCION / DESCRIPTION
Conhex Abutment TSH® S3 84 x 3,0mm
H17.3440 Pilar ConHex TSH® S3 S4 x 4,0mm /
] TSH® S3 S4 x 4,0mm Conhex Abutment
H17.5010 Pilar ConHex TSH® S5 x 1,0mm /
' Conhex Abutment TSH® S5 x 1,0mm
Pilar ConHex TSH® S5 x 2,0mm /
H17.5020 Conhex Abutment TSH® S5 x 2,0mm
Pilar ConHex TSH® S5 x 3,0mm /
S 0S0 Conhex Abutment TSH® S5 x 3,0mm
Pilar Fresable Hombro 2.0mm TSH® S2 /
i2G:2920 TSH® S2 2.0mm Abutment Post
Pilar Fresable Hombro 4.0mm TSH® S2 /
WEQ:2080 TSH® S2 4.0mm Abutment Post
H20. 3420 Pilar Fresable Hombro 2.0mm TSH® S3 S4 /
' TSH® S3 S4 2.0mm Abutment Post
H20.3440 Pilar Fresable Hombro 4.0mm TSH® S3 S4 /
) TSH® 83 §4 4.0mm Abutment Post
Pilar Fresable Hombro 2.0mm TSH® S5/
H20.5020 TSH® S5 2.0mm Abutment Post
Pilar Fresable Hombro 4.0mm TSH® S5/
HEOAS AT TSH® 55 4.0mm Abutment Post
H21.3415 Pilar Fresable Angulado 15° con tornillo TSH® §3 54/
' TSH® S3 $4 15° Angled Abutment with Screw
H21.3425 Pilar Fresable Angulado 25° con tornillo TSH® 53 84/
' TSH® S§3 54 25° Angled Abutment with Screw
Pilar de bola TSH® $3 $4 2.0mm /
22 5402 TSH® §3 S4 2.0mm Ball Abutment
Pilar de bola TSH® S3 S4 4.0mm /
e SO TSH® S3 S4 4.0mm Ball Abutment
H22.3415 Pilar angulado con hombro 1.0mm TSH® 83_184 15°/
' TSH® 83 S4 15° 1.0mm Angled Abutment with Screw
H22 3425 Pilar angulado con hombro 1.0mm TSH® SS‘_IS4 25°/
) TSH® S3 S4 25° 1.0mm Angled Abutment with Screw
H23.3415 Pilar angulado con hombro TSH® $3/84 15° /
: TSH® S3 S4 15° Angled Abutment with Screw
H23.3425 Pilar angulado con hombro TSH® $3/84 25° /1
: TSH® S3 S4 25° Angled Abutment with Screw
H30.3417 Pilar Conhex Angulado TSH® 17° S3/S4 x 1,0mm /
i TSH® 17° S3/S4 x 1,0mm Angled Conhex Abutment
H30.3430 Pilar Conhex Angulado TSH® 30° S3/S4 x 1,0mm/
TSH® 30° S3/54 x 1,0mm Angled Conhex Abutment
H31.2017 Pilar Conhex Angulado TSH® 17° S2 x 2,0mm /
j TSH® 17° S2 x 2,0mm Angled Conhex Abutment
H31.3417 Pilar Conhex Angulado TSH® 17° S3/S4 x 2,0mm /
) TSH® 17° S3/54 x 2,0mm Angled Conhex Abutment
H31.3430 Pilar Conhex Angulado TSH® 30° S3/S4 x 2,0mm /
' TSH® 30° S3/54 x 2,0mm Angled Conhex Abutment
H32 2017 Pilar Conhex Angulado TSH® 17° S2 x 3,0mm /
' TSH® 17° S2 x 3,0mm Angled Conhex Abutment
H32 3417 Pilar Conhex Angulado TSH® 17° $3/54 x 3,0mm /
) TSH® 17° S3/84 x 3,0mm Angled Conhex Abutment
H32 3430 Pilar Conhex Angulado TSH® 30° $3/54 x 3,0mm /
' TSH® 30° S3/S4 x 3,0mm Angled Conhex Abutment
H33.3417 Pilar Conhex Angulado TSH® 17° 83/54 x 4,0mm /
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Declaracién de Conformidad Rev. 3
Declaration of Conformity
R R DESCRIPCION / BESGRIPTION =
REFERENCE
TSH® 17° S3/S4 x 4,0mm Angled Conhex Abutment
H33.3430 Pitar Conhex Angulado TSH® 30° S3/S4 x 4,0mm /
; TSH® 30° S3/S4 x 4,0mm Angled Conhex Abutment
AUR RP 30.1 Pilar Aurea Angulado 30° Regular Platform de 1.5mm /
’ Aurea Regular Platform 30° x 1.5mm Angled Abutment
AUR RP 30.2 Pilar Aurea Angulado 30° Regular Platform de 2.5mm /
' Aurea Regular Platform 30° x 2.5mm Angled Abutment
AUR RP 30.3 Pilar Aurea Angulado 30° Regular Platform de 3.5mm /
' Aurea Regular Platform 30° x 3.5mm Angled Abutment
AUR RP 30.4 Pilar Aurea Angulado 30° Regular Platform de 4.56mm /
' Aurea Regular Platform 30° x 4.5mm Angled Abutment
EVO NP 01.3 Pilar Cicatrizacién Aurea Evo Narrow Platform 3mm /
} Aurea Evo Narrow Platform 3mm Healing Abutment
EVO NP 01.4 Pilar Cicatrizacién Aurea Evo Narrow Platform 4mm /
. Aurea Evo Narrow Platferm 4mm Healing Abutment
EVO NP 01.5 Pilar Cicatrizacién Aurea Evo Narrow Platform 5mm /
: Aurea Evo Narrow Platform 5mm Healing Abutment
EVO NP 016 Pilar Cicatrizacién Aurea Evo Narrow Platform 6mm /
: Aurea Evo Narrow Platform 6mm Healing Abuiment
EVO RP 01.3 Pilar Cicatrizacion Aurea Evo Regular Platform 3mm /
) Aurea Evo Regular Platform 3mm Healing Abutment
EVO RP 01.4 Pilar Cicatrizacion Aurea Evo Regular Platform 4mm /
: Aurea Evo Regular Plafform 4mm Healing Abutment
EVO RP 01.5 Pilar Cicatrizacion Aurea Evo Regular Platform 5mm /
. Aurea Evo Regular Platform 5mm Healing Abutment
EVO RP 01.6 Pilar Cicatrizacion Aurea Evo Regular Platform 6mm /
. Aurea Evo Regular Platform 6mm Healing Abutment
Pilar Cicatrizacion Aurea Evo Wide Platform 3mm /
EVONRLS Aurea Evo Wide Platform 3mm Healing Abutment
Pilar Cicatrizacién Aurea Evo Wide Platform 4mm /
EVOWEOL Aurea Evo Wide Platform 4mm Healing Abutment
Pilar Cicatrizacion Aurea Evo Wide Platform 5mm /
EYOESLS Aurea Evo Wide Platform Smm Healing Abutment
Pilar Cicatrizacion Aurea Evo Wide Platform 6mm /
EVONA, 98 Aurea Evo Wide Platform 8mm Healing Abutment
Pilar Aurea Evo Narrow Platform 1mm /
EMB IR Aurea Evo Narrow Platform 1mm Abutment
Pilar Aurea Eve Narrow Platform 2mm /
EVONRIZ Aurea Evo Narrow Platform 2mm Abutment
Pilar Aurea Evo Narrow Platform 3mm /
EYQRIFES Aurea Evo Narrow Platform 3mm Abutment
Pilar Aurea Evo Narrow Platform 4mm /
EVOIES Aurea Evo Narrow Platform 4mm Abutment
Pilar Aurea Evo Regular Platform 1mm /
EVORE A Aurea Evo Regular Platform 1mm Abutment
Pilar Aurea Evo Regular Platform 2mm /
o Aurea Evo Regular Platform 2mm Abutment
Pilar Aurea Evo Regular Platform 3mm /
EMSIT i Aurea Evo Regular Platform 3mm Abutment
Pilar Aurea Evo Regular Platferm 4mm /
=EE Aurea Evo Regular Platform 4mm Abutment
Pilar Aurea Evo Wide Platform 1mm /
S M Aurea Evo Wide Platform 1mm Abutment
EVO WP 11.2 Pilar Aurea Evo Wide Platform 2mm /
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Aurea Evo Wide Platform 2mm Abutment
Pilar Aurea Evo Wide Platform 3mm /
EVOWP 11.3 Aurea Evo Wide Platform 3mm Abutment
Pilar Aurea Evo Wide Platform 4mm /
EVONAE TS Aurea Evo Wide Platform 4mm Abutment
Pilar Aurea Evo Fresable Narrow Platform 1mm /
EVO NP 20.1 Aurea Evo Narrow Platform 1mm Abutment Post
Pilar Aurea Evo Fresable Narrow Platform altura 2mm /
EVO NP 20.2 Aurea Evo Narrow Platform 2mm Abutment Post
Pilar Aurea Evo Fresable Regular Platform 1mm /
EVOIRF 20 Aurea Evo Regular Platform 1mm Abutment Post
Pilar Aurea Evo Fresable Regular Platform altura 2 mm /
EVCIRE Aurea Evo Regular Platform 2mm Abutment Post
Pilar Aurea Evo Fresable Narrow Platform altura 3mm /
EVEHIFE: Aurea Evo Narrow Platform 3mm Abutment Post
EVO RP 20.3 Pilar Aurea Evo Fresable Regular Platform altura 3mm /
- Aurea Evo Regular Platform 3mm Abutment Post
Pilar Aurea Evo Fresable Wide Platform altura 3mm /
EVO WP 20.3 Aurea Evo Wide Platform 3mm Abutment Post
Pilar Aurea Evo Fresable Wide Platform {mm /
VS KIFIE0R Aurea Evo Wide Platform 1mm Abutment Post
Pilar Aurea Evo Fresable Wide Platform altura 2mm /
EV® Vi 2o Aurea Evo Wide Platform 2mm Abutment Post
EVO NP 22.0 Pilar Aurea Eve Angulade 17° Narrow Platform altura 1.5mm /
: Aurea Evo Narrow Platform 17° x 1.5mm Angled Abutment
EVO RP 22 0 Pilar Aurea Evo Angulado 17° Regular Platform altura 1.5mm /
i Aurea Evo Regular Platform 17° x 1.5mm Angled Abutmeant
EVO NP 22 1 Pilar Aurea Evo Angulado 17° Narrow Platform altura 2.5mm /
) Aurea Evo Narrow Platform 17° x 2.5mm Angled Abutment
EVO RP 221 Pilar Aurea Evo Angulado 17° Regular Platform altura 2.5mm /
y Aurea Evo Regular Platform 17° x 2.5mm Angled Abutment
EVO NP 23.0 Pilar Aurea Evo Angulada 17° Fresable Narrow Platform altura 1.5
i mm/Aurea Evo Narrow Platform 17° x 1.5mm Angled Abutment Post
EVO RP 23.0 Pilar Aurea Evo Angulado 17° Fresable Regular Platform altura 1.5
: mm/Aurea Evo Regular Platform 17° x 1.5mm Angled Abutment Post
EVO NP 23.1 Pilar Aurea Evo Angulado 17° Fresable Narrow Platform altura 2.5
) mm/Aurea Evo Narrow Platform 17° x 2.5mm Angled Abutment Post
Pilar Aurea Evo Angulado 17° Fresable Regular Platform altura
EVO RP 23.1 2.5mm /Aurea Evo Regular Platform 17° x 2.5mm Angled Abutment
Post
EVO RP 62.0 Pilar Aurea Evo Angulado 30° Regular Platform altura 1.5mm / Aurea
) Evo Regular Platform 30° x 1.5mm Angled Abutment
EVO RP 62.1 Filar Aurea Evo Angulado 30° Regular Platform altura 2.5mm /
' Aurea Evo Regular Platform 30° x 2.5mm Angled Abutment
EVO RP 63.0 Pilar Aurea Evo Angulado 30° Fresable Regular Platform altura 1.5
' mm /Aurea Evo Regular Platform 30° x 1.5mm Angled Abutment Post
EVO RP 63.1 Pilar Aurea Evo Angulado 30° Fresable Regular Platform altura 2.5
' mm /Aurea Evo Regular Platform 30° x 2.5mm Angled Abutment Post
1916 C Pilar CLICK & FIX para TSH S2 x 1,0mm /
CLICK & FIX Abutment for TSH 82 x 1,0mm
1917 C Pilar CLICK & FIX para TSH 82 x 2,0mm /
CLICK & FIX Abutment for TSH 82 x 2,0mm
1918 C Pilar CLICK & FIX para TSH $2 x 3,0mm /
CLICK & FIX Abutment for TSH S2 x 3,0mm
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1919 C Pilar CLICK & FIX para TSH 82 x 4,0mm /
CLICK & FIX Abutment for TSH S2 x 4,0mm
1920 C Pilar CLICK & FIX para TSH S2 x 5,0mm /
CLICK & FIX Abutment for TSH §2 x 5,0mm
1942 C Pilar CLICK & FIX para TSH S3-54 x 1,0mm /
CLICK & FIX Abutment for TSH $3-84 x 1,0mm
1943 C Pilar CLICK & FIX para TSH S3-54 x 2,0mm /
CLICK & FIX Abutment for TSH $3-54 x 2,0mm
1944 C Pilar CLICK & FIX para TSH $3-84 x 3,0mm /
CLICK & FIX Abutment for TSH $3-54 x 3,0mm
1945 C Pilar CLICK & FIX para TSH S3-S4 x 4,0mm /
CLICK & FIX Abutment for TSH $3-54 x 4,0mm
1946 C Pilar CLICK & FIX para TSH $3-84 x 5,0mm /
CLICK & FIX Abutment for TSH S3-54 x 5,0mm
1922 C Pilar CLICK & FIX para TSH S5 x 2,0mm /
CLICK & FIX Abutment for TSH S5 x 2,0mm
1923 C Pilar CLICK & FIX para TSH S5 x 3,0mm /
CLICK & FIX Abutment for TSH S5 x 3,0mm
8519 C Kit de retenciones CLICK & FIX (1 ud.} /
CLICK & FIX Retention kit (1 unit)
1755 C Pilar CLICK & FIX para TSA® 83 x 1,0mm /
CLICK & FIX Abutment for TSA® S3 x 1,0mm
1756 C Pilar CLICK & FIX para TSA® S3 x 2,0mm/
CLICK & F1X Abutment for TSA® S3 x 2,0mm
1757 C Pilar CLICK & FIX para TSA® S3 x 3,0mm/
CLICK & FIX Abutment for TSA® S3 x 3,0mm
1758 © Pilar CLICK & FIX para TSA® S3 x4,0mm /
CLICK & FIX Abutment for TSA® S3 x 4,0mm
1759 C Pilar CLICK & FIX para TSA® S3 x 5,0mm /
CLICK & FIX Abutment for TSA® S3 x 5,0mm
1761 C Pilar CLICK & FIX para TSA® S4 x 1,4mm /
CLICK & FIX Abutment for TSA® S4 x 1,4mm
1762 C Pilar CLICK & FIX para TSA® S4 x 2,0mm /
CLICK & FIX Abutment for TSA® S4 x 2,0mm
1763 C Pilar CLICK & FIX para TSA® S4 x 3,0mm /
CLICK & FIX Abutment forTSA® 54 x 3,0mm
1764 C Pilar CLICK & FIX para TSA® S4 x 4,0mm /
CLICK & FIX Abutment for TSA® $4 x 4,0mm
1765 C Pilar CLICK & FIX para TSA® 84 x 5,0mm /
CLICK & FIX Abutment for TSA® 54 x 5, 0mm
1767 C Pilar CLICK & FIX para TSA® S5 x 2,0mm /
CLICK & FIX Abutment for TSA® 85 x 2,0mm
2001 C Pilar CLICK & FIX para barras M2 /
CLICK & FIX Abutment for overdenture bars M2
2017 C Pilar CLICK & FIX para AUREA EVO NP x 2,0mm /
CLICK & FIX Abutment for AUREA EVO NP x 2,0mm
2018 C Pilar CLICK & FiX para AUREA EVO NP x 3,0mm /
CLICK & FIX Abutment for AUREA EVO NP x 3,0mm
2019 C Pilar CLICK & FIX para AUREA EVO NP x 4,0mm /
CLICK & FIX Abutment for AUREA EVO NP x 4,0mm
2020 C Pilar CLICK & FIX para AUREA EVO NP x 5,0mm /
CLICK & FIX Abutment for AUREA EVO NP x 5,0mm
2023 C Pilar CLICK & FIX para AUREA EVO RP x 2,0mm /
CLICK & FIX Abutment for AUREA EVO RP x 2,0mm
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2024 C Pilar CLICK & FIX para AUREA EVO RP x 3,0mm /
CLICK & FIX Abutment for AUREA EVO RP x 3,0mm
2025 C Pilar CLICK & FIX para AUREA EVO RP x 4,0mm /
CLICK & FIX Abutment for AUREA EVO RP x 4,0mm
2026 C Pilar CLICK & FIX para AUREA EVO RP x 5,0mm /
CLICK & FIX Abutment for AUREA EVO RP x 5,0mm
CAZTI Cazoleta de Titanio Click & Fix (10 uds.)
CLICK & FIX Titanium Hole (10 units)
RETAZ Retencion Azl Click & Fix (10 uds.)
CLICK & FIX Blue Retention (10 units)
RETRJ Retencién Roja Click & Fix (10 uds.)
CLICK & FIX Red Retention (10 units)
RETRS Retencidén Rosa Click & Fix (10 uds.)
CLICK & FIX Pink Retention (10 units)
RETTR Retencion Translicida Click & Fix (10 uds.)
CLICK & FIX Transparent Retention (10 units)
RETNG Retencién Negra Click & Fix (10 uds.)
CLICK & FIX Black Retention (10 units)
SEPSI Separador Click & Fix (10 uds.)
CLICK & FIX Separator {10 units)
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CONTROL DE VERSIONES / VERSIONS CONTROL

REVISION/ | FECHA/
VERSION DATE MODIFICACIONES / MODIFICATIONS
Primera edicién del documento / First document edition
1 06/09/2018 Documento proviniente de Declaracién de Conformidad Prétesis Itb Phibo
rev.22. / Document originated from Decfaracion de Conformidad Profesis
itb Phibo rev.22
2 2019/11/28 Inclusion de referencias / Inclusion of references : GAZTI, RETAZ, RETRJ,
RETRS, RETTR, RETNG, SEPSI.
Se especifica que la Declaracion de Conformidad cumple ia Directiva
3 IA1QLS IS 93/42/CEE, Anexo Il exepto el apartado 4 / It is specified that the
20 02/ 45 Declaration of Conformity is according Directive 93/42/EEC on Medical
Devices (MDD), Annex |l excluding section 4
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