KONFORMITATSERKLARUNG / DECLARATION OF CONFORMITY

Wir / We
Hersteller: TORVM
Manufacturer: Novatorov str., 7A
119421 Moskau Russia
Tel. 007/495/936 74 04
Fax 007/495/936 12 55
E-mail:torvm77@gmail.com
www.torvm.ru
Bevollmachtigter: Gregor Kostunov
European Representative: Untere Seegasse 54
DE-69124 Heidelberg
Germany

Tel/fax. 0049/6221718120
E-Mail:tor.vm.de@googlemail.com

erklaren in alleiniger Verantwortung, dass
declare on our own responsibility that

das Medizinprodukt Name: Matrizenkeil,dental, UMDNS-Nr. 16-370
the medical device name : Fixing wedges

Typ/ type :siehe Anhang 1
Serien Nr. :siehe Anhang 2 serial nr.

alien Anforderungen der Richtlinie 93/42/EWG entspricht.
meets all the provisions of the Directive 93/42/EEC which apply to him.

Angewandte harmonisierte Normen: 1SO 10993-3 : 2003

Applied harmonized standards: DIN EN 14971 : 2001
DINEN 1041:1998-04 DINEN 980:
2,003-08

Angewandte nationale Normen : DIN YV 13974 : 2003-10 Applied national
standards :

Ben aim te Stelle (falls zutreffend): fur Klasse | nicht vorgeschrieben
Notified body (if applicable) : for Class | not relevant
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KONFORMITATSERKLARUNG / DECLARATION OF CONFORMITY
Konformitatsbewertungsverfahren :EG-Richtlinie 93/42/EWG ,AnhangV Il ( Klasse |
Conformitiy assessment procedure : Anhang IX, Regel 5)

Council Directive : 93/42/ EEC, ArrmexVII (Class|, AnnexI X, Rule5)

Datum der Erstanbringung der CE Kennzeichnung : 10. August 2005

Date of the first CE mark : 10. August 2005
Datum des erstmaligen Inverkehrbringen : 25.0ctober 2010
Date of thefirst lot: 25.0ctober 2010
Hersteller
Hersteller
Moscow, 25.10.2010 Dr.Mikhalev O.I. CEO  Manufacturer
Ort, Datum Name und Funktion

EG Bevollmachtigter
Heidelberg, 25.10.2010 Gregor Kostunov _ EC Representative
place, date ? name and function
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Beschreibung der Produktfamilie und deren Zweckbestimmung /

Anwendung // Product Description and Application

Die Produktfamilie von Matrizenkeil, dental, besteht aus:

Product Family, Dental Matrices (Matrix Bands) and Fixing Accessories includes:

Konstruktion E : Keile zum Fixieren / Construction E : Fixing Wedges
17. Holz-Keile / Wooden Wedges
18. Plastik-Keile / Plastik Wedges

19. Transparente Plastik-Keile / Transparent Plastic Wedges

Zweckbestimmung/Anwendung der Produkte:

Application of Product:

1. Zur Fixierung der Matrize am Zahn wahrend des Fiillungsverfahrens / Matrix
fixation upon tooth restoration

2. Wird zwischen den Zahnen plaziert, um die Matrize zu fixieren. Siehe auch
Abbildungen und Beschreibung der Matrizen und Fixierhilfsmittel (Katalog Seite 6-
10). Gebrauchsinformation in der entsprechenden Abteilung / To be inserted
between teeth for matrix fixation. See figures and description of fixing wedges

(Catalogue, Addendum 2, pages 6-10). Instruction see in the corresponding site.
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Anhang 1 zur EG-Konformitatserklarung: \ Matrizenkeil,dental /

Addendum 1 to Declaration of Conformity Dental Matrices

Die Produktfamilie von Matrizenkeil, dental, besteht aus:

Product Family, Dental Matrices (Matrix Bands) and Fixing Accessories:

Komponenten / Product Serien-Nr.
(siehe
Anhang 2) /
Serial
Number (see
Addendum 2)

17. Holz-Keile / Wooden Wedges Nr.17

18. Plastik-Keile / Plastic Wedges Nr.18

19. Transparente Plastik-Keile / Transparent Plastic Wedges Nr.19
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Nr. 17
Wooden Wedges

Ne 1.181

Ne 1.182

Ne 1.183

Ne 1.184

Ne 1.185

Ne 1.187

Ne 1.080

Ne 1.083

Ne 1.085

Ne 1.281

Anhang 2 / Addendum 2

Wooden Wedges
superthin, short (orange)
100 pcs.

Wooden Wedges
thin, short (white)
100 pcs.

Wooden Wedges
thin, short (green)
100 pes.

Wooden Wedges
thin, long (yellow)
100 pes.

Wooden Wedges
medium, short (blue)
100 pes.

Wooden Wedges
medium, long (pink)
100 pes.

Wooden Wedges
thick, long (violet)
100 pcs.

Wooden Wedges.

2 Types

100 pcs.

white (thin, short) 50 pes.
blue (medium, long) 50 pcs.
Wooden Wedges.

4 Types

200 pcs.

white (thin, short) 50 pcs.
yellow (thin, long) 50 pes.
blue (medium, short) 50 pes.
pink (medium, long) 50 pes.
Wooden Wedges.

6 Types

400 pcs.

orange (superthin, short) 100 pcs.
white (thin, short) 100 pcs.
yellow (thin, long) 50 pes.
blue (medium, short) 50 pes.
pink (medium, long) 50 pcs.
violet (thick, long) 50 pes.
Triangle Wooden Wedges

100 pcs.

Anatomically shaped

Made of maple wood

Clinical events

Date of issue October 25, 2010
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Nr. 18

Wedges «Elastic»

B Ne1.801  Wedges «Elastic». Hard
10 pes.

W Ne1.802  Wedges «Elastic». Soft
10 pes.

No 1.808 Wedges «Elastic».

2 Types
40 pes.:
hard wedges 20 pcs.
soft wedges 20 pcs.

For installation of wedges «elastic» forceps Ne 1.099-2 with special stoppers
(see p.8) are preferable.

Nr. 18

Add-on Silicone wedges

Ne 1.861 Add-on Silicone Wedges
| 40 pes.

|Cg

==iE:\

Holes for the tines of clamps and springclips

Nr. 19

Transparent Plastic Wedges

Ne 1.811 Transparent Wedges.
Thin
40 pcs.
Ne 1.810 Transparent Wedges.
2 types
40 pes.
thin wedges 25 pcs.
medium wedges 15 pes.
R | Ne 1.820 Transparent Wedges.
2 types
80 pcs.
thin wedges 50 pes.

medium wedges 30 pes.

Ne 1.841
Thin
40 pcs.

E

2 types
80 pcs.
thin wedges 50 pcs.
medium wedges 30 pcs.

Non-transparent Plastic Wedges.

Non-transparent Plastic Wedges.

Installation

1. Insert tines of forceps (see

p.12) or of standard rubber
dam clamp forceps into
the wedge holes

2, Stretch the wedge by forcing
apart the forceps and install

it in interproximal space

- Anatomically shaped
- Transparent soft plastic
- Two thicknesses

- Anatomically shaped
- Soft plastic
- Two thicknesses

Date of issue October 25, 2010
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Vertimas is angly kalbos

ATITIKTIES DEKLARACLJA

" Mes, gamintojas TOR VM

Novatorov g. 7A

119421 Maskva, Rusija

Tel. 007/495/936 74 04

Faks. 007/495/936 12 55

El. pastas torvm77(@gmail.com

WWW.lorvim.ru

Gregor Kostunov

Untere Seegasse 54

DE-69124 Heidelberg

Vokietija

Tel./faks. 0049/6221718120

El. pastas tor.vm.de@googlemail.com

atstovas Europoje

atsakingai patvirtiname, kad
medicinos gaminiai: Fiksavimo pleistai, UMDNS-Nr. 16-370

Tipas: Zr. | prieda
Serijos Nr.: Zr. 2 prieda

atitinka galiojancias direktyvos 93/42/EEB nuostatas.

ISO 10993-3: 2003
DIN EN 14971: 2001
DIN EN 1041: 1998-04
DIN EN 980: 2003-08

Taikomi darnieji standartai:

Nacionaliniai standartai:

Notifikuota jstaiga (jei yra):

DIN V 13974: 2003-10

I klasés gaminiams netaikoma



ATITIKTIES DEKLARACIJA

‘Atitikties vertinimo procediira: pagal Tarybos direktyvos 93/42/EEB VII prieda (I klase, IX priedas,
5 taisykle)

Pirmo CE Zenklo suteikimo data 2005 m. rugpjucio 10 d.

Pirmos partijos i$leidimo data 2010 m. spalio 25 d.

Maskva, 2010-10-25  /paraSas/ Dr. Q.I. Mikhalev, Generalinis direktorius Gamintojas
Vieta, data Vardas, pavardé ir pareigos

Heidelberg, 2010-10-25 /parasas/ Gregor Kostunov atstovas Europoje

Vieta, data Vardas, pavardé ir pareigos




yminiy apraSymas ir paskirtis

aminiy grupé, odontologinés matricos (matricy juostelés) ir fiksavimo priedai:

E konstrukeija: fiksavimo pleiStai
17. Mediniai pleiStai
18, Plastikiniai pleistai
19. Skaidriis plastikiniai pleistai

Gaminiy paskirtis:
1. Matricos fiksavimas restauruojant g
2. Statoma tarp danty, kad biity fiksuojama matrica. Zr. fiksavimo pleidty matmenis,

aprasymus ir instrukcijas (Katalogas, 2 priedas, 6-10 psl



Atitikties deklaracijos 1 priedas
Odontologinés matricos

Gaminiy grupé, odontologinés matricos (matricy juosteleés) ir fiksavimo priedai:

Gaminys Serijos Nr. (Zr. 2
prieda)
17. Mediniai pleistai Nr. 17
18. Plastikiniai pleistai Nr. 18
19. Skaidrus plastikiniai pleistai Nr. 19




leistai

. 1.181

Mediniai pleiStai
Labai ploni, trumpi
(ornaZziniai), 100 vnt.

. 1.182

Mediniai pleiStai
Ploni, trumpi (balti)
100 vnt.

———_r T

. 1.183

Mediniai pleiStai
Ploni, trumpi (zali)
100 vnt.

.1.184

Mediniai pleiStai
Ploni, ilgi (geltoni)
100 vnt.

. 1.185

Mediniai pleiStai
vidutiniai, trumpi (melyni)
100 vnt.

. 1.186

Mediniai pleiStai
Vidutiniai, ilgi (rausvi)
100 vnt.

. 1.187

Mediniai pleiStai
Stori, ilgi (alyviniai)
100 vnt.

. 1.080

Mediniai pleiStai

2 tipy

100 vnt.

Balti (ploni, trumpi) 50 vnt.
Meélyni (vid., ilgi) 50 vnt.

Nr.

1.083

Mediniai pleiStai

4 tipy

200 vnt.

Balti (ploni, trumpi) 50 vnt.
Geltoni (ploni, ilgi) 50 vnt,
Meélyni (vid., trumpi) 50 vnt.

Rausvi (vid., ilgi) 50 vnt.

Nr.,

1.085

Mediniai pleiStai

6 tipy

400 vnt.

Oranziniai (labai ploni,
trumpi) 100 vnt.
Balti (ploni, trumpi) 100 vnt,
Geltoni (ploni, ilgi) 50 vnt.
Melyni (vid., trumpi) 50 vnt.
Rausvi (vid., ilgi) 50 vnt.
Alyviniai (stori, ilgi) 50 vnt.

Anatomiskos formos

Nr.

1.281

Trikampiai mediniai
pleistai
100 vnt.




|
J

. 18 Elastiniai pleiStai

Nr. 1.801 | Elastiniai pleistai. Kieti
y 10 vnt.
y Nr. 1.802 | Elastiniai pleiStai. Mink3ti
7 10 vnt.
Nr. 1.808 | Elastiniai pleistai. 2 tipy

40 vnt.
Kieti pleistai 20 vnt. = +
Minksti pleiStai 20 vnt.

Statant elastinius pleistus rekomenduojama naudoti reples Nr. 1.099-2

su specialiais fiksatoriais (Zr. 8 psl.)

Nr. 18 Papildomi silikoniniai pleiStai

Nr. 1.861

Papildomi silikoniniai pleiStai
40 vnt.

Angos skirtos spaustuky pirstams.

'Nr. 19 Skaidras plastikiniai plei$tai

Nr. 1.811

Skaidrus plastikiniai pleiStai.
Ploni
40 vnt.

- Nr. 1.810

Skaidriis pleistai

2 tipy

40 vnt.

Ploni pleistai 25 vnt.
Vidutiniai pleistai 15 vnt.

Nr. 1.820

Skaidras pleiStai

2 tipy

80 vnt.

Ploni pleistai 50 vnt.
Vidutiniai pleistai 30 vnt.

Nr. 18 neskaidriis plastikiniai plei

Stai

Nr. 1.841

Neskaidriais plastikiniai pleiStai
Ploni
40 vnt.

Nr. 1.840

Neskaidris plastikiniai pleiStai

2 tipy
80 vnt.

Ploni pleistai 50 vnt.

Vidutiniai pleistai 30 vnt.

Istatymas

[statykite repliy (Zr.
12 psl.) arba
standartinio guminio
spaustuko pirstus {
pleisto angas.

Iétepi'té pleidta
iSskeésdami reples ir

Paruosta

restauravimui

Anatomigkos formos
Skaidrus minkstas
plastikas

Dviejy storiy

AnatomiSkos formos
Minkstas plastikas
Dviejy storiy




Verte vertimy biuras "RIVYDA"
Zalgirio g. 90, 09303 Vilnius
Tel.: +370 5273 0587
Mobilus: +370 699 64484

Vertéja susipaZinusi su LR BK 2335 straipsniu.

Vertéja
Sonata Juskeviciene

2011-07-15




