M ESPE 2510 Conway Avenue
Dental Products St Paul, MN 35144 USA

IM ESPE

EC DECLARATION OF CONFORMITY

Annex VI of Council Directive 93/42/EEC concemning Medical Devices,

rer:

IM ESPE Dental Products 150 Certificale No: Q4N 120545735023
2510 Conway Avenue Valid until:  2014-03-09

St Peul, Minnesota 551 44- 1008

UsA GMDNCODE 2 35807 - Dises, dental

ahragive
35170 — Mandre], dental

UMDNE CODE ;| 1-2E2 — Discs, dental

Manufaciuring Facility:
AM ESPE Dvntal Products
211 MceGaw Avenge
Irvine, California 92614
LS4

Froduect Family:  Abrasive Product &  Sof-Lex Spiral Finishing Wheels

¢  Sof-Lex Spiral Polishing Wheels
CE Mark Dae:  Jan 2013
EC Product Class: |

Bule!. & Per Annex [X of the Medical Device Directive

%

Declaration of Conformity

iM ESPE Dental Products has sole responsibility and declares that devices on the attached Device Schedule
conform to the relevant provisions of the EC Council Directive 9342EEC dated 14 June 1993 and iz in
accordance with 150 13485:2003, Medical devices — Quality management systems — Requirements for
regulatory purposes, as implemented by the European Union's Medical Devices Regulations,

M ESPE Dental Products has appointed 3M Deutschiand GmbH as our EU Authorized Representative,
AM Devtechland GmbH
Carl-Schurz-Strasse |
41453 Meuss, Germany

Dvirecior - 3M ESPE
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EC DECLARATION OF CONFORMITY

Product Family: Abrasive

Device Description: See below

EC Product Class (Per Annex IX Rules):  Class: | Rule:S of Annex IX of the Medical Device Directive
Produet: * Sof-Lex Spiral Finishing Wheels

+  Sof-Lex Spiral Polishing Wheels

)
| em Deseription CataloguelOrder
umber

e

Western Europe

Kits {

Sof-Lex System Kit - Spiral Wheels, Disce and Strips

= 10 Spiral Finishing Whesls .
10 Epiral Polighing Wheals

* 20 -12inch (12,7mm) Sof-Lex Extra Thin (XT} Contouring
and Polishing Discs = Coarse

*«  30-12Inch (12,7mm) Sof-Lex Extra Thin (XT} Conloering |
and Paolishing Discs — Medium [

= 30-12inch {12,7mm} Sof-Lex Extra Thin {XT) Contowing |
ard Polishing Discs — Fine

» 30 =1/2 inch {12 7mm} Sof-Lex Extra Thin {XT) Contouring
and Palishing Disca — Super Fine

s A0 —28 inch (3,5mm) Sof-Lex Exdra Thin (XTh Contouring
and Polishing Ciscs - Coarse AOEZSK

*  30-—23/8 inch (95mm) Sof-Lex Extra Thin (XT} Contzuring
and Polishing Deacs = Medum

= 20— 38 inch (9.5mm) Sof-Lex Extra Thin (AT} Contouring
and Poleshing Discs = Fine

= 30-3/8 inch (9.5mm]} Sof-Lex Exira Thin (XT] Contouring
and Palishing Discs — Super Flng I

* 157 inches x 532 inch {178mm x 4mm) Sof-Lex Finishing I

and Paolishing Strips — Coarsededium

1 Mandrel

1 Spiral Wheel IFLJ

1 Diacs, Strips IFU

1 Margred [FL

Sof-Lex Intreductory Kit - Spiral Wheels

= 10 Spiral Finishing Wheelz

# 10 Spiral Polishing Whaels

+ 1 Mandrel Ll

s 1 Spral Wheel IFL

« 1 Mandrel FU |
Sof-Lex Introductory Kit - Spiral Wheals ’

« 10 Spaal Finishing Wheels

+ 10 Spiral Folishing Wheels

» 1 Mandrel EXD-20

+ 1 Spiral Whee! IFU |

* 1 Mandral IFU

Sof-Lex Sample Kit - Spiral Wheals
» 3 Bpial Fimishing Wheels
s 3 Spiral Folishing Ywhesls
+ 1 Mandrel PR
= 1 Spiral Wheal [FU
s 1 kandred IFU




e Description

{ Catalogue/Order

MNumber

Refills

Sof-Lex Spiral Finishing Wheels
s 30 Spiral Finishing Wheals
= 1 Spiral Wheel IFU

S0B80

| Sof-Lex Spiral Polishing Wheals
» 30 Soiral Polishing Wheeis
« 1 Spiral Whee! IFL)

=1

Eastern Eumpe

Kits

Sof-Lex System Kit - Spiral Wheels, Discs and Strips
10 Spiral Finishing 'Wheels

10 Spiral Polishing Wheals

* 30 -1/2 inch {12,7mm) Sof-Lex Extra Thin {(XT)
Contouring and Polishing Discs - Coarse

30 = 172 inch (12, 7mm) Sof-Lex Extra Thin (XT)
Contouring and Polishing Discs — Medium

30 — 172 inch (12, Tmm} Saf-Lex Extra Thin (XT)
Contouring and Polishing Discs — Fine

30 = 112 Inch (12, 7mm) Sof-Lex Extra Thin (XT)
Contouring and PaBshing Discs - Super Fine
30— 378 inch {9,5mm) Sof-Lex Extra Thin (XT)
Contouring and Polishing Discs — Coarse

30 — 3/B inch {9,5mm}) Sof-Lex Extra Thin (XT)
Contouring and Polishing Discs - Medlum

30 - 3/8 inch (9,5mm) Sof-Lex Extra Thin (XT)
Contouring and Polishing Discs — Fine

30 — 28 inch (3,5mm) Sof-Lex Exfra Thin (X1
Contouring and Polishing Discs — Super Fine
15 = 7 Inches x 5732 inch (178mm x 4mm) Sof-Lex
Finishing and Palishing Strips - Coarse/Madium
1 Mandrs|

1 Spiral Whesal IFU

1 Digcs, Strips IFU

1 Mandral IFU

" .

L] L ] L] ] L] L] w

& 8 & w

a082sK

Sof-Lex Introductory Kit - Spiral Wheels
| = & Spiral Finshing Wheels

s 6 Spiral Polishing Wheals

s 1 Mandrsd

= 1 Spiral Whael IFU

= 1 Mandral IFL

aga2i

Sof-Lex Introductory Kit - Spiral Wheels
* B Spiral Finishing Wheals
= G Spiral Palishing Wheels
¢ 1 Mandral
e 1 Spiral Wheel IFL
» 1 Mandrel IFU

EXD-826




Cr

Item Description

Catalogue/Order
Mumbear

Sof-Lex Sample Kit - Spiral Wheels (with Mandrel}
3 Spiral Fimshing Wheels

4 Spiral Polishing Wheels

1 Mandrel

1 Spiral Wheel IFU

1 Mandral IFU

&0828

Sof-Lex Sample Kit - Spiral Wheels (without Mandrel)
= 3 Spiral Finishing Wheels
= 3 Spiral Polishing Wheels
e 1 Spiral Wheel IFL)

50825

Refills

Sof-Lex Spiral Finishing Wheels
= 12 Spiral Finishing Whesis
# 1 Spiral Whael IFU

5080

. Sof-Lex Spiral Polishing Wheels
= 12 Spiral Polishing Wheals
1 Spiral Wheel [FLJ

&0481
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3M ESPE
EB ATITIKTIES DEKLARACIJA

Pagal Tarybos direktyvos 93/42/EEB dél medicinos prietaisu VII prieda.

Gamintojas:

3M ESPE Dental Products EB sertifikato Nr: G1 11 11 45735 020

3M Conway Avenue Galioja iki: 2014-03-09

St. Paul, Minnesota 55144-1000

JAV GMDN kodas 35807 — odontologiniai slifavimo diskai
Gamybos patalpos: 35170 — odontologinés Serdys

3 M ESPE Dental products UMDNS kodas 11-282 — odontologinis diskas

2111 McGaw Avenue
Irvine, Kalifornija 92614

Gaminiy grupé:  Slifavimo medziagos Gaminys:
s Sof-Lex“ spiralés formos blizginimo ratukai
#  Sof-Lex“ spiralés formos poliravimo ratukai

CE Zenklo suteikimo data: 2013 m. sausio mén.
EB gaminiy klasé: 1
Taisyklé: 5 Pagal Direktyvos dél medicinos prietaisy IX prieda

Atitikties deklaracija

3M ESPE Dental Products patvirtina, kad pridedame gaminiy apraSyme nurodyti gaminiai atitinka
1993 m. birzelio 14 d. EB Tarybos medicinos prietaisy direktyvos 93/42/EEB ir i§ dalies ja
keiciancios direktyvos 2007/47/EB, standarto ISO 13485:2003, Medicinos priemonés. Kokybés
vadybos sistemos. Reglamentuojantys reikalavimai., nuostatas.

3M Deutschland GmbH yra 3M ESPE Dental Products igaliotas atstovas Europos Sajungoje.
3M Deutschland GmbH
Carl-Schurz-Strasse 1, 41453 Neuss, Vokietija

/paraSas/ 3M ESPE Teisés skyriaus vadovas St. Paul, Minesota ~ 2013 m. vasario 28 d.

parasas pareigos vieta data



EB ATITIKTIES DEKLARACIJA

Gaminiy grupé: Slifavimo medziagos
Gaminio apraSymas: zr. toliau
EB gaminiy klasé (pagal IX priedg) Klasé¢: [ Taisykle: 5 pagal Direktyvos dél medicinos
prietaisy IX prieda
Gaminys: ,»Sof-Lex“ spiralés formos blizginimo ratukai
,»S0f-Lex* spiralés formos poliravimo ratukai
Aprasymas Katalogo/uZsakymo
numeris
Vakary Europa
Rinkiniai

,,S0f-Lex* sistemos rinkinys — spiralés formos ratukai, diskai ir juostelés

10 vnt. spiralés formos blizginimo ratuky

10 vnt. spiralés formos poliravimo ratuky

30 vnt. 12,7 mm (% coliy) ,,Sof-Lex“ labai ploni (XT) konttiravimo ir poliravimo
diskai - grubiis

30 vnt. 12,7 mm (% coliy) ,,Sof-Lex* labai ploni (XT) kontiiravimo ir poliravimo
diskai - vidutiniai

30 vnt. 12,7 mm (% coliy) ,,Sof-Lex* labai ploni (XT) konttiravimo ir poliravimo
diskai — smulkils 50828K
30 vat. 12,7 mm (%% coliy) Sof-Lex* labai ploni (XT) konttiravimo ir poliravimo
diskai — labai smulkiis

30 vnt. 9,5 mm (3/8 coliy) ,,Sof-Lex‘ labai ploni (XT) konttiravimo ir poliravimo
diskai - grubtis

30 vnt. 9,5 mm (3/8 coliy) ,,Sof-Lex* labai ploni (XT) kontiiravimo ir poliravimo
diskai - vidutiniai

30 vnt. 9,5 mm (3/8 coliy) ,,Sof-Lex* labai ploni (XT) kontiiravimo ir poliravimo
diskai — smulkiis

30 vnt. 9,5 mm (3/8 coliy) Sof-Lex* labai ploni (XT) kontiiravimo ir poliravimo
diskai — labai smulkiis

1 Serdis

1 spiralés formos ratukas IFU

1 diskas, juostele IFU

1 Serdis [FU

»S0f-Lex“ jvadinis rinkinys — spiralés formos ratukai

10 vnt. spiralés formos blizginimo ratuky
10 vnt. spiralés formos poliravimo ratuky 50821
1 Serdis

1 spiralés formos ratukas IFU
1 Serdis IFU

I T

»Sof-Lex“ jvadinis rinkinys — spiralés formos ratukai

10 vnt. spiralés formos blizginimo ratuky
10 vnt. spiralés formos poliravimo ratuky EXD-826
1 Serdis

1 spiralés formos ratukas IFU
1 Serdis IFU

»Sof-Lex“ pavyzdinis rinkinys — spiralés formos ratukai

3 vnt. spiralés formos blizginimo ratuky
3 vnt. spiralés formos poliravimo ratuky 50828
1 Serdis

1 spiralés formos ratukas I[FU




= | Serdis [FU

Aprasymas Katalogo/uZsakymo
numeris
Papildymai
»Sof-Lex“ spiralés formos blizginimo ratukai
# 30 vnt. spiralés formos blizginimo ratuky 5080
# | spiralés formos ratukas IFU
»Sof-Lex“ spiralés formos poliravimo ratukai
# 30 vnt. spiralés formos poliravimo ratuky 5081
# | spiralés formos ratukas [FU
Ryty Europa
,,50f-Lex* sistemos rinkinys — spiralés formos ratukai, diskai ir juostelés
# 10 vnt. spiralés formos blizginimo ratuky
# 10 vnt. spiralés formos poliravimo ratuky
# 30 vnt. 12,7 mm (72 coliy) ,,Sof-Lex* labai ploni (XT) konttiravimo ir poliravimo
diskai - grubtis
# 30 vnt. 12,7 mm (72 coliy) ,,Sof-Lex* labai ploni (XT) konttiravimo ir poliravimo
diskai - vidutiniai
# 30 vnt. 12,7 mm (% coliy) ,,Sof-Lex‘ labai ploni (XT) konttiravimo ir poliravimo
diskai — smulkiis S082SK
# 30 vnt. 12,7 mm (% coliy) Sof-Lex“ labai ploni (XT) kontiiravimo ir poliravimo
diskai — labai smulkiis
# 30 vnt. 9,5 mm (3/8 coliy) ,,Sof-Lex“ labai ploni (XT) kontliravimo ir poliravimo
diskai - grubiis
# 30 vnt. 9,5 mm (3/8 coliy) ,,Sof-Lex‘ labai ploni (XT) konttiravimo ir poliravimo
diskai - vidutiniai
# 30 vnt. 9,5 mm (3/8 coliy) ,,Sof-Lex* labai ploni (XT) kontliravimo ir poliravimo
diskai — smulkds
# 30 vnt. 9,5 mm (3/8 coliy) ,,Sof-Lex* labai ploni (XT) kontiiravimo ir poliravimo
diskai — labai smulkiis
# 15 vnt. (178 mm x 4 mm) ,,Sof-Lex* blizginimo ir poliravimo juostelés —
grubios/vidutinés
# | Serdis
# | spiralés formos ratukas [FU
# | diskas, juostele [FU
# | Serdis IFU
»S0f-Lex“ jvadinis rinkinys — spiralés formos ratukai
# 6 vnt. spiralés formos blizginimo ratuky
# 6 vnt. spiralés formos poliravimo ratuky 50821
# | Serdis
# | spiralés formos ratukas [FU
# | Serdis [FU
»S0f-Lex“ jvadinis rinkinys — spiralés formos ratukai
# 6 vnt. spiralés formos blizginimo ratuky
6 vnt. spiralés formos poliravimo ratuky EXD-826

1 Serdis
1 spiralés formos ratukas IFU
1 Serdis IFU




Apraéymas Katalogo/uzsakymo
numeris
»Sof-Lex“ pavyzdinis rinkinys — spiralés formos ratukai (su Serdimi)
# 3 vnt. spiralés formos blizginimo ratuky
# 3 vnt. spiralés formos poliravimo ratuky 50828
# | Serdis
# | spiralés formos ratukas [FU
# 1 Serdis [FU
»Sof-Lex“ pavyzdinis rinkinys — spiralés formos ratukai (su Serdimi)
# 3 vnt. spiralés formos blizginimo ratuky
# 3 vnt. spiralés formos poliravimo ratuky 50828
# | spiralés formos ratukas [FU
Papildymai
»S0f-Lex“ spiralés formos blizginimo ratukai
# 12 vnt. spiralés formos blizginimo ratuky 5080
# | spiralés formos ratukas IFU
»Sof-Lex“ spiralés formos poliravimo ratukai
# 12 vnt. spiralés formos poliravimo ratuky 5081

# | spiralés formos ratukas IFU
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