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Declaration of conformity

Product family: Polishers / Arkansas stones

DiaGloss / TopGloss / Exa Special / Exa Composit / Flexi-Snap / CeraGloss / StarGloss
/ StarTec / Cerapol plus / Exa Cerapol / Cerapol Super / Alphaflex / Alphaflex supergriin
/ Goldstar / Amalgam Reducer / Nylon Brush / OrthoFlex / Exa Intrapol / Exa Dental /
Prophylaxis Pasteless / Prophylaxis Cups / Prophylaxis Cups with nubs / Prophylaxis
Brushlets / Screw-In Brushlets / Snap-On Brushlets / TopBrush / Abrasives / Arkansas

/ CompGloss
Technical-
Documentation:  TD_1/ Product Group_01
According
to Regulation: (EU) 2017/745
Class / Rule: lla/5 — Spiegelstrich 2
Basis-UDI-DI: ++ E31216412DU
SRN: LI-MF-000011937
EMDN Code.: Q01010403
UMDNS-Nr.: 16-412 Polishers (Rubber / Arkansas stone)

Purpose-Determination:

For use in dental practice for users with appropriate qualifications (dental studies). Polishers are universally
applicable dental instruments depending on the composition of their functional part (polishing body) and
intended use. They are suitable for a wide variety of preparations and the processing of a wide variety of
dental and dental technology materials.

We, Edenta Etablissement as manufacturer, hereby declare under our sole responsibility that the medical
devices described above and the associated technical documentation comply with Regulation (EU)
2017/745 and all relevant national legislation.

The conformity assessment procedure applied corresponds to: Annex IX, taking into account the
applicable harmonized standards and the (GS) Common Specifications), and verified with
certificate ID-no. 1000183128.

Notified Body: DQS Medizinprodukte GmbH, August-Schanz-Str. 21, 60433 Frankfurt am Main.
Identification-No.: € € 0297

Validity of the declaration of conformity: For all batches produced from the date of issue until March 27,
2030 (expiry date of the issued certificates).

The products are not sold sterile.

Edenta Etablissement,
Industriestrasse 13
L1-9486 Schaanwald

Schaanwald, 06.41.2625

s
/

oy
U - ( ALY LA A —

Meinrad Schreiber
Produkt Management
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AS01.025FG-100 0055FG-100 0738RA-100 19032RA-100 SGTK
AS01.025FG-12 0055FG-12 0738RA-12 19032RA-6 ST2530RA-6
AS02.025FG-100 0130RA-100 0739RA-100 19033RA-100 ST2540RA-6
AS02.025FG-12 0130RA-12 0739RA-12 19033RA-6 ST2630RA-6
AS03.025FG-100 0131RA-100 0830RA-100 19034RA-100 ST2640RA-6
AS03.025FG-12 0131RA-12 0830RA-12 19034RA-6 ST2730RA-6
AS04.025FG-100 0132RA-100 0831RA-100 19035RA-100 ST2740RA-6
AS04.025FG-12 0132RA-12 0831RA-12 19035RA-6 ST2830RA-6
AS05.030FG-100 0133RA-100 0832RA-100 19038RA-100 ST2840RA-6
AS05.030FG-12 0133RA-12 0832RA-12 19038RA-6 STTK
AS06.030FG-100 0134RA-100 0834RA-100 19039RA-100 TGTK
AS06.030FG-12 0134RA-12 0834RA-12 19039RA-6 0790S0O
AS07SO 0135RA-100 0835RA-100 1932RA-100 0990S0O
AS11.025RA-100 0135RA-12 0835RA-12 1932RA-6 0991S0O
AS11.025RA-12 0136RA-100 0836RA-100 1933RA-100 19040S0O
AS12.025RA-100 0136RA-12 0836RA-12 1933RA-6 19050S0O
AS12.025RA-12 0138RA-100 0932RA-100 1934RA-100 1940S0O
AS13.025RA-100 0138RA-12 0932RA-12 1934RA-6 1945S0
AS13.025RA-12 0139RA-100 0933RA-100 1935RA-100 30040SO
AS14.025RA-100 0139RA-12 0933RA-12 1935RA-6 30045S0O
AS14.025RA-12 0153FG-100 0935RA-100 1938RA-100 30050SO
AS15.030RA-100 0153FG-12 0935RA-12 1938RA-6 30055S0
AS15.030RA-12 0155FG-100 0939RA-100 1939RA-100 1240RA-100
AS16.030RA-100 0155FG-12 0939RA-12 1939RA-6 1241RA-100
AS16.030RA-12 0352RA-100 1232RA-100 20032RA-100 1242RA-100
AS17SO 0352RA-12 1232RA-12 20032RA-6 1243SC-100
AS18SO 0355RA-100 1233RA-100 20033RA-100 1244SC-100
1260UM-50 0355RA-12 1233RA-12 20033RA-6 1245SC-100
1261UM-50 0362RA-100 1235RA-100 20035RA-100 1246RA-100
1270UM-50 0362RA-12 1235RA-12 20035RA-6 1247RA-100
1271UM-50 0365RA-100 1238RA-100 20038RA-100 1248RA-100
1280UM-50 0365RA-12 1238RA-12 20038RA-6 1249RA-100
1281UM-50 0372RA-100 1239RA-100 20039RA-6 1250RA-100
1290UM-50 0372RA-12 1239RA-12 30032RA-6 1251UM-100
1291UM-50 0390SO 18032RA-100 30033RA-6 1252UM-100
1295S0 0432RA-100 18032RA-12 30035RA-6 1253UM-100
FSTK 0432RA-12 18132RA-100 30036RA-6 1254RA-100
GF601.030FG-100 0433RA-100 18132RA-12 30039RA-6 1255RA-100
GF601.030FG-12 0433RA-12 18232RA-100 30053FG-100 1256RA-100
GF601.030RA-100 0435RA-100 18232RA-12 30053FG-6 1257RA-100
GF601.030RA-12 0435RA-12 BRY0133RA-100 30055FG-100 1259RA-100
GF602.040RA-100 0530RA-100 BRY0133RA-12 30055FG-6 1470RA-100
GF602.040RA-12 0530RA-12 BRY0135RA-100 3032RA-6 1471RA-100
GF661.025FG-100 0531RA-100 BRY0135RA-12 3033RA-6 1472RA-100
GF661.025FG-12 0531RA-12 BRY0153FG-100 3035RA-6 1473RA-100
GF661.025RA-100 0532RA-100 BRY0153FG-12 3036RA-6 1475RA-100
GF661.025RA-12 0532RA-12 PRTK 3039RA-6 1476RA-100
GM663.050RA-100 0533RA-100 0332RA-100 3053FG-100 1477RA-100
GM663.050RA-12 0533RA-12 0332RA-6 3055FG-100 1478RA-100
0030RA-100 0534RA-100 0333RA-100 332RA-6 1480SC-100
0030RA-12 0534RA-12 0333RA-6 333RA-6 1481SC-100
0031RA-100 0535RA-100 0334RA-100 335RA-6 1482SC-100
0031RA-12 0535RA-12 0334RA-6 336RA-6 1483SC-100
0032RA-100 0536RA-100 0335RA-100 353FG-100 1485SC-100
0032RA-12 0536RA-12 0335RA-6 355FG-100 1486SC-100
0033RA-100 0730RA-100 0336RA-100 CGTK 1490UM-100
0033RA-12 0730RA-12 0336RA-6 CPTK 1491UM-100
0034RA-100 0731RA-100 0339RA-100 R25010SO 1500RA-5
0034RA-12 0731RA-12 0339RA-6 R2520RA-6 1501RA-5
0035RA-100 0732RA-100 1032RA-6 R2530RA-6 1502RA-5
0035RA-12 0732RA-12 1033RA-6 R2540RA-6 SET 1300
0036RA-100 0733RA-100 1035RA-6 R2620RA-6 0089S0O
0036RA-12 0733RA-12 1039RA-6 R2630RA-6
0038RA-100 0734RA-100 1132RA-6 R2640RA-6
0038RA-12 0734RA-12 1133RA-6 R2720RA-6
0039RA-100 0735RA-100 1135RA-6 R2730RA-6
0039RA-12 0735RA-12 1139RA-6 R2740RA-6
0053FG-100 0736RA-100 1332RA-6 R2830RA-6
0053FG-12 0736RA-12 1333RA-6 R2840RA-6
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