TRI

dental implants
EC Declaration of Conformity

on the guidelines of Council Directive 93/42/EEC

We, the company

TRI Dental Implants Int. AG
Lindenstrasse 14
CH-6340 Baar
Switzerland

declare, in full responsibility, that the by us marketed medical products

Product name Rule
TRI® Dental Implant System Implants and Class 2b Rule 8
Abutments

are conforming and is compliant to the Council Directive 93/42/EEC.

Notified Body:
ITC 1023
Institut pro testovani a certifikaci
akciova spolecnost
trida Tomase Bati 299
764 21 Zlin - Louky
Czech Republic

Certification number: No. 12 1064 QS/NB/a (issued 315t January 2014)

As part of the conformity the norms of the CE registration are fulfilled:

Title of norm

05 List of Standards-Eng--03

Sandro Venanzoni ¥ A /V P\

Baar 2016-11-09 USanHFE) Venanz\oni -CTO
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Art. No Description Class
08393 Locator Core Tool 1
08505 Locator Impression Coping IIb
08519 Male Processing Package IIb
08524 Replacement Male - clear ITb
08527 Replacement Male - pink IT1b
08529 Replacement Male - blue IIb
08530 Locator Female Analog 1Ib
08547 Extended Range Replacement Male - green IIb
08548 Extended Range Replacement Male - red ITb
08626 Locator Abutment 6mm ITb
08661 Locator Abutment Omm IIb
08662 Locator Abutment 1mm ITb
08663 Locator Abutment 2mm ITb
08664 Locator Abutment 3mm I1b
08665 Locator Abutment 4mm IIb
08926 Locator Torque Wrench - Short - L 15mm 1
08927 Locator Torque Wrench - Long - L 21mm I
CAHL Cap Attachment Housing and Liner IIb
CALB Cap Attachment Liner - Lab ITb
CALG Cap Attachment Liner - Rigid retention ITb
CALT Cap Attachment Liner - Standard I1b
DE Drill Extender I
Direct Transfer Component for TV40 incl. DTRS- ITb
DTC-SRA SRA
DTRS-SRA Direct Transfer Retaining Screw I1b
DTRS-TNO5 |[Direct Transfer Retaining Screw for TNO5 - blue IIb
DTRS-TO05 |[TO Replacement Screw for TO05-51 IT1b
DTRS-TV05 Direct Transfer Retaining Screw IT1b
Healing Cap for Screw-Retained Abutment - ITb
HC-SRAS Straight
HD2.1-L TRI-Narrow Implant Driver - Long @ 2,1mm I
HD2.1-S TRI-Narrow Implant Driver - Short @ 2,1mm I
HD2.5-L TRI-Vent Implant Driver - Long - @ 2,5mm I
HD2.5-S TRI-Vent Implant Driver - Short - @ 2,5mm 1§
HDH2.1 TRI-Narrow Latch-Lock Implant Driver - @ 2,1mm |I
HDH2.5 TRI-Vent Latch-Lock Implant Driver - @ 2,5mm I
IA-SRA Tapered Abutment Replica ITb
ID Implant Driver I
[, Indirect Transfer Cap ITb
ITFC Insertion Tool for Caps - Ball Abutment I
LD-1.6 Lindemann Drill for Handpiece I
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Locator IIb
height 1 Locator Abutment height 1

Locator ITb
height 2 Locator Abutment height 2

OD3.1-L TRI-Octa Driver for Ratchet - Long - 3.1mm I
0D3.1-S TRI-Octa Driver for Ratchet - Short - 3.1mm I
ODH3.1 TRI-Octa Driver for Handpiece - 3.1mm I
PCC Plastic Castable Coping incl. RS-PCC I1b
PK Prosthetic Kit - Complete I
PK-Tray Prosthetic Kit - Tray Only I
PP-L Parallel Pins - long I
PP-S Parallel Pins - short I
RB-2.3SK Roundbur for Handpiece I
RS-PCC Replacement Retaining Screw for PCC IIb
RS-PCC-Lab |Replacement Retaining Screw - lab ITb
RS-TN10 Replacement Retaining Screw - blue I1b
RS-TN10-Lab |Replacement Retaining Screw - lab - green ITb
RS-TN20 Replacement Retaining Screw for TN20 for TN20 ITb
RS-TN20-Lab |Replacement Retaining Screw - lab - red ITb
RS-TO TO Replacement Retaining Screw ITb
RS-TO-Lab TO Replacement Retaining Screw - Lab Use - Red IT1b
RS-TTA Replacement Retaining Screw for TTA ITb
RS-TTAL Replacement Retaining Screw for TTA - long I1b
RS-TV10 Replacement Retaining Screw IIb
RS-TV10-Lab |Replacement Retaining Screw - lab IIb
RS-TV20 Replacement Retaining Screw IIb
RS-TV20-Lab |Replacement Retaining Screw - lab ITb
RTFC Removal Tool for Caps - Ball Abutment I
SET4548 Kit for chairside work on Titanium Abutments I
TAP3.3 TRI-Narrow Tap Drill - @ 3.3mm I
TAP3.7 TRI-Vent TAP Drill - @ 3,75mm I
TAP4.1 TRI-Vent TAP Drill - @ 4,1mm I
TAP4.7 TRI-Vent Tap Drill - @ 4.7mm I
TDP Implant Depth Measuring Instrument I
TDS10 Drill Stops - 10mm I
TDS11 Drill Stops - 11.5mm I
TDS13 Drill Stops - 13mm I
TDS6 Drill Stops - 6mm I
TDS8 Drill Stops - 8mm I
THD Hex Driver - Short - @ 1.25mm - L 14.5mm I
THDD Latch-Lock Hex Driver - @ 1,25mm I
THDL Hex Driver - Long - @ 1.25mm - L 21mm I
THDXL Hex Driver - Extra Long - @ 1.25mm - L 30mm I
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Ti Cap Attachment Housing ITb

Direct Transfer Component incl. DTRS-TNOS @ ITb
TNO5-35 3.5mm - blue
TNO6-35-ITC |Indirect Transfer Abutment - blue ITb

Straight Abutment - Friction incl. RS-TN10 - @ ITb
TN10-35-F 3,5mm

Contour Abutment - Straight - Friction incl. RS- ITb
TN10-41-F TN10 - @ 4mm - 1mm

Contour Abutment - Straight - Friction incl. RS- ITb
TN10-43-F TN10 - @ 4mm - 3mm
TN10-PTA Temporary Abutment, Straight ITb

Counter Abutment - Angled - Friction incl. RS-TN10 |IIb
TN20-43-F -@4.0mm -2mm - 17°

Angled Abutment - Standard - Friction incl. RS- ITb
TN20-45-F TN20 - @ 4.5mm - 20°

Contour Abutment - Angled - Friction incl. RS-TN10 [IIb
TN20-41-F -@4.0mm-1mm - 17°

Contour Abutment - Angled - Friction incl. RS-TN10 |IIb
TN20-43-F -@4.0mm-3mm - 17°
TN30-45 Gold Castable Abutment incl. RS-TN10 - @ 4.5mm |IIb
TN33B11 TRI Narrow Implant - B - SBA - @ 3.3mm - 11mm |IIb
TN33B13 TRI Narrow Implant - B - SBA - @ 3.3mm - 13mm |IIb
TN33B16 TRI Narrow Implant - B - SBA - @ 3.3mm - 16mm |IIb
TN33M11 TRI Narrow Implant - M - SBA - @ 3.3mm - 11mm |IIb
TN33M13 TRI Narrow Implant - M - SBA - @ 3.3mm - 13mm |IIb
TN33M16 TRI Narrow Implant - M - SBA - @ 3.3mm - 16mm |IIb

Screw Retained Abutment - Straigth - @ 4,5mm - |IIb
TN40-01 1mm

Screw Retained Abutment - Straigth - @ 4,5mm - |IIb
TN40-02 2mm

Screw Retained Abutment - Straigth - @ 4,5mm - |IIb
TN40-04 4mm
TN60-02 Ball Abutment incl. CAHL - @ 4.5mm - 2mm ITb
TN60-04 Ball Abutment incl. CAHL - @ 4.5mm - 4mm I1b
TNAH Abutment Holder for TRI-Narrow I
TND-3.3L TRI-Narrow Final Drill - @ 2.4 - @ 2.8mm ITb
TNHC35-30 |[Healing Collar - @ 3,5mm - 3mm - blue I1b
TNHC35-45 |Healing Collar - @ 3,5mm - 4.5mm - blue I1b
TNHC35-60 |[Healing Collar - @ 3,5mm - 6mm - blue IIb
TNHC35-60-A | Healing Collar - Aesthetic - @ 3,5mm - 6mm - blue |IIb
TNHC45-30 |Healing Collar - @ 4,5mm - 3mm - blue ITb
TNHC45-50 |Healing Collar - @ 4,5mm - 5mm - blue ITb
TNIA-1 Implant Analog - blue ITb
TNIA-5 Implant Analog - blue ITb
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TNSCS Surgical Cover Screw - @ 3.2mm IIb
TNSK TRI® Narrow Surgical Kit ITb

TO Direct Transfer Component incl. DTRS-TO05 - @ |IIb
TO05-51 5.1mm

TO Straight Abutment - Friction incl. RS-TO - @ ITb
TO10-35-F 3.5mm

TO Transfer and Straight Abutment incl. RS-TO and |IIb
TO10-35-ITC |[ITC - @ 3.5mm

TO Straight Abutment - Friction incl. RS-TO - @ ITb
TO10-51-F 5.1mm

TO Transfer and Straight Abutment incl. RS-TO and |IIb
TO10-51-ITC |[ITC - @ 5.1mm
TO10-PTA TO Temporary Abutment - @ 5,1mm incl. RS-TO IIb

TO Angled Abutment - Standard - Friction incl. RS- |IIb
TO20-51-F TO - @ 5.1mm - 20°

TO Gold Castable Abutment - Friction incl. RSTO - |IIb
TO30-51-F @ 5.1mm

TO Implant - @ 3.75mm - 4.8mmP - Length 8mm - |IIb
TO37M08 incl. TOSCS

TO Implant - @ 3.75mm - 4.8mmP - Length 10mm |IIb
TO37M10 - incl. TOSCS

TO Implant - @ 3.75mm - 4.8mmP - Length ITb
TO37M11 11.5mm - incl. TOSCS

TO Implant - @ 3.75mm - 4.8mmP - Length 13mm |IIb
TO37M13 - incl. TOSCS

TO Implant - @ 3.75mm - 4.8mmP - Length 16mm |IIb
TO37M16 - incl. TOSCS

TO Screw Retained Abutment - Straigth - @ 4.5mm |IIb
TO40-16 - 1.6mm

TO Screw Retained Abutment - Straigth - @ 4.5mm |IIb
TO40-30 - 3mm

TO Implant - @ 4.1mm - 4.8mmP - Length 6.5mm |IIb
TO41M06 - incl. TOSCS

TO Implant - @ 4.1mm - 4.8mmP - Length 8mm - |IIb
TO41M08 incl. TOSCS

TO Implant - @ 4.1mm - 4.8mmP - Length 10mm - |IIb
TO41M10 incl. TOSCS

TO Implant - @ 4.1mm - 4.8mmP - Length 11.5mm |IIb
TO41M11 - incl. TOSCS

TO Implant - @ 4.1mm - 4.8mmP - Length 13mm - [IIb
TO41M13 incl. TOSCS

TO Implant - @ 4.1mm - 4.8mmP - Length 16mm - |IIb
TO41M16 incl. TOSCS

TO Implant - @ 4.7mm - 4.8mmP - Length 6.5mm |IIb
TO47M06 - incl. TOSCS
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TO Implant - @ 4.7mm - 4.8mmP - Length 8mm - |IIb
TO47M08 incl. TOSCS

TO Implant - @ 4.7mm - 4.8mmP - Length 10mm - |IIb
TO47M10 incl. TOSCS

TO Implant - @ 4.7mm - 4.8mmP - Length 11.5mm |IIb
TO47M11 - incl. TOSCS

TO Implant - @ 4.7mm - 4.8mmP - Length 13mm - |IIb
TO47M13 incl. TOSCS

TO Implant - @ 4.7mm - 4.8mmP - Length 16mm - |IIb
TO47M16 incl. TOSCS
TO60-16 Ball Abutment incl. CAHL - @ 4.5mm - 1.6mm IIb
TO60-30 Ball Abutment incl. CAHL - @ 4.5mm - 3mm IIb
TO70-07-F TO Titanium Bonding Base - 0.7mm Cuff ITb
TO70-Scan TO Scan Abutment I1b
TOHC51-15 [TO Healing Collar - @ 5.1mm - Height 1.5mm IIb
TOHC51-30 |TO Healing Collar - @ 5.1mm - Height 3mm IIb
TOIA TO Implant Analog ITb
TORT TRI-Octa Abutment Removal Tool I
TOSCS TO Surgical Cover Screw ITb
TPD-2.3L Pilot Drill - @ 2.3 - long I
TPD-2.3S Pilot Drill - @ 2.3 - short I
TPDS Guided Surgery Sleeve for TPD I
TRI SINUS I
KIT TRI® Sinus Lift Kit - Complete
TRT Removal Tool for Abutment 1
TRX-41 Rocket Drill 4.1mm I
TRXS-41 Guided Surgery Sleeve for TRX-4.1mm I
TSK TRI® Surgical Kit - Complete I
TSK-Basic TRI® Surgical Kit - Basic I
TSK-Tray TRI® Surgical Kit - Tray only I
TTA Titanium Temporary Abutment incl. RS-TTA I1b
TV05-35 Direct Transfer Component incl. DTRS - @ 3.5mm |IIb
TV05-50 Direct Transfer Component incl. DTRS - @ 5mm IIb
TV10-35 Straight Abutment incl. RS-TV10 - @ 3.5mm IIb
TV10-EHA-50 | Esthetic Healing Abutment 5.0mm I1b
TV10-EHA-70 |Esthetic Healing Abutment 7.0mm ITb

Straight Abutment - Friction incl. RS-TV10 - @ IIb
TV10-35-F 3.5mm

Transfer and Straight Abutment incl. ITC - @ ITb
TV10-35-ITC [3.5mm

Contour Abutment - Straight - Friction incl. RS- IIb
TV10-41-F TV10 - @ 4.5mm - 1mm

Contour Abutment - Straight - Friction incl. RS- ITb
TV10-43-F TV10 - @ 4.5mm - 3mm
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TV10-50 Straight Abutment incl. RS-TV10 - @ 5mm ITb

Straight Abutment - Friction incl. RS-TV10 - @ ITb
TV10-50-F 5mm

Transfer and Straight Abutment incl. ITC - @ ITb
TV10-50-ITC |5.0mm
TV10-PTA Temporary Abutment Straight I1b

Contour Abutment - Angled - Friction incl. RS-TV20 |1Ib
TV20-41-F -@4.5Mmm - 1mm - 17°

Contour Abutment - Angled - Friction incl. RS-TV20 |IIb
TV20-43-F -@4.5mm - 3mm - 17°

Angled Abutment - Standard - Friction incl. RS- ITb
TV20-50-F TV20 - @ 5mm - 20°
TV35-50 NEM Castable Abutment incl. RS-TV20 - @ 5mm IIb
TV30-50 Gold Castable Abutment incl. RS-TV10 - @ 5mm I1b
TV37B08 TRI Vent Implant - B - SBA - 3,5 - @ 3.7mm - 8mm |IIb

TRI Vent Implant - B-SBA - 3,5-0@ 3.7mm - I1b
TV37B10 10mm

TRI Vent Implant - B - SBA-3,5-@ 3.7mm - IIb
TV37B11 11mm

TRI Vent Implant - B - SBA-3,5-@ 3.7mm - IIb
TV37B13 13mm

TRI Vent Implant - B-SBA-3,5-0@ 3.7mm - ITb
TV37B16 16mm

TRI Vent Implant - M - SBA - 3,5 - @ 3.7mm - ITb
TV37M08 8mm

TRI Vent Implant - M - SBA - 3,5 - @ 3.7mm - I1b
TV37M10 10mm

TRI Vent Implant - M - SBA - 3,5 - @ 3.7mm - IIb
TV37M11 11mm

TRI Vent Implant -M - SBA - 3,5- @ 3.7mm - I1b
TV37M13 13mm

TRI Vent Implant - M - SBA - 3,5-@ 3.7mm - IIb
TV37M16 16mm

Screw Retained Abutment - Straigth - @ 4.5mm - |IIb
TV40-01 1mm

Screw Retained Abutment - Straigth - @ 4.5mm - |IIb
TV40-02 2mm

Screw Retained Abutment - Straigth - @ 4.5mm - |IIb
TV40-04 4mm

Screw Retained Abutment - Straigth - @ 4.5mm - |IIb
TV40-06 6mm
TV41B06 TRI Vent Implant - B - SBA - 3,5-0 4.1mm - 6mm |IIb
TV41B08 TRI Vent Implant - B - SBA-3,5-@ 4.1mm - 8mm |IIb

TRI Vent Implant - B - SBA-3,5-@ 4.1mm - ITb
TV41B10 10mm
EC declaration of conformity TRI Dental Implant System - Version 9 Page 7 of 9




TRI Vent Implant - B -SBA-3,5-@ 4.1mm - IIb
TV41B11 11mm

TRI Vent Implant - B-SBA-3,5-0 4.1mm - IIb
TV41B13 13mm

TRI Vent Implant - B -SBA - 3,5-@ 4.1mm - ITb
TV41B16 16mm

TRI Vent Implant - M - SBA - 3,5 - @ 3.7mm - ITb
TV41M06 6mm

TRI Vent Implant - M - SBA - 3,5 - @ 4.1mm - IIb
TV41MO08 8mm

TRI Vent Implant - M -SBA-3,5-@ 4.1mm - I1b
TV41M10 10mm

TRI Vent Implant - M -SBA - 3,5- @ 4.1mm - I1b
TV41M11 11mm

TRI Vent Implant - M - SBA - 3,5- 3@ 4.1mm - ITb
TV41M13 13mm

TRI Vent Implant - M -SBA - 3,5-@2 4.1mm - IIb
TV41M16 16mm
TV47B06 TRI Vent Implant - B - SBA - 3,5 - @ 4.7mm - 6mm |IIb
TV47B08 TRI Vent Implant - B - SBA - 3,5 - @ 4.7mm - 8mm |IIb

TRI Vent Implant - B - SBA - 3,5 - @ 4.7mm - ITb
TV47B10 10mm

TRI Vent Implant - B - SBA-3,5-@ 4.7mm - ITb
TV47B11 11mm

TRI Vent Implant - B -SBA -3,5- 0@ 4.7mm - ITb
TV47B13 13mm

TRI Vent Implant - B - SBA-3,5-@ 4.7mm - IIb
TV47B16 16mm

TRI Vent Implant - M -SBA - 3,5 - @ 4.7mm - IIb
TV47M06 6mm

TRI Vent Implant - M -SBA - 3,5- @ 4.7mm - IIb
TV47M08 8mm

TRI Vent Implant - M - SBA - 3,5-@ 4.7mm - IIb
TV47M10 10mm

TRI Vent Implant - M - SBA -3,5-0 4.7mm - ITb
TV47M11 11mm

TRI Vent Implant - M - SBA-3,5-@ 4.7mm - IIb
TV47M13 13mm

TRI Vent Implant - M -SBA - 3,5-@ 4.7mm - ITb
TV47M16 16mm

Screw Retained Abutment - Angulated 30° - @ ITb
TV50-30 4.5mm - 4.7mm

Screw Retained Abutment - Angulated 17° - @ ITb
TV50-17 4.5mm - 4.7mm
TV50-34-F IIb
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TV60-02 Ball Abutment incl. CAHL - @ 4.5mm - 2mm ITb
TV60-04 Ball Abutment incl. CAHL - @ 4.5mm - 4mm ITb
TV70-07-F Titanium Bonding Base, 4,5mmD, 0,7mm Cuff ITb
TV70-20-F Titanium Bonding Base, 4,5mmD, 2,0mm Cuff I1b
TV70-SCAN [Scan Abutment 3G ITb
TVAH Abutment Holder for TRI-Vent I
TVvDBD-3.7L |TV 3,75 Dense Bone Drill - Long - @ 2,8 - @ 3,6mm |1
TVDBD-4.1L |TV 4,1 Dense Bone Drill - Long - @ 3,4 - @ 3,9mm |I
TVDBD-4.7L |TV 4,7 Dense Bone Drill - Long- @ 3,8 - @ 4,5mm |I
TVHC35-30 |Healing Collar - @ 3.5mm - 3mm IIb
TVHC35-45 |Healing Collar - @ 3.5mm - 4.5mm ITb
TVHC35-60 |Healing Collar - @ 3.5mm - 6mm ITb
TVHC35-60-A [Healing Collar - Aesthetic - @ 3.5mm - 6mm IIb
TVHC50-30 |Healing Collar - @ 5mm - 3mm ITb
TVHC50-45 [Healing Collar - @ 5mm - 4.5mm ITb
TVHC50-60 |[Healing Collar - @ 5mm - 6mm IIb
TVHC50-60-A [Healing Collar - Aesthetic - @ 5mm - 6mm IIb
TVIA-1 Implant Analog IIb
TVIA-5 Implant Analog IIb
TVSBD-3.7L |TV 3,75 Soft Bone Drill - Long- @ 2,8 -@ 3,0mm |[I
TVSBD-3.7S |TV 3,75 Soft Bone Drill - Short - @ 2,8 - @ 3,0mm |I
TVSBD-4.1L [TV 4,1 Soft Bone Drill - Long - @ 3,4 - @ 3,6mm I
TVSBD-4.1S |TV 4,1 Soft Bone Drill - Short - @ 3,4 - @ 3,6mm I
TVSBD-4.7L |TV 4,7 Soft Bone Drill - Long - @ 3,8 - @ 4,0mm I
TVSBD-4.7S [TV 4,7 Soft Bone Drill - Short - @ 3,8 - @ 4,0mm I
TVSCS Surgical Cover Screw - @ 3.5mm I1b
TVSCS-SL Surgical Cover Screw for Sinus Lift - @ 5.2mm IT1b
TW Torque Wrench - 10-45Ncm I
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