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EG-Konformititserklarung fiir Medizinprodukte
EC-Declaration of Conformity of medical devices

Nach Anhang I1.3 der EG-Richtlinie tiber Medizinprodukte 93/42/EWG
According to annex 1.3 of the directive for medical devices 93/42/EEC

Hersteller/Manufacturer:
Adresse/Address:

Wir erklaren hiermit, dass das Produkt
Herewith we declare that the product

Produktname

Name of product

SwissFlex Discs

UMDNS / GMDNS codes: 16-201/35702

Coltene/Whaledent AG
Feldwiesenstrasse 20
CH-9450 Altstatten

klassifiziert nach Anhang IX

der Richtlinie 93/42/EWG
classified according to annex IX
directive 93/42/EEC

Klasse/class lla

CE 0123
CE 0123

Benannte Stelle
Notified Body

den einschlédgigen Bestimmungen der nachstehenden Richtlinie
complies with the relevant regulations of the following directive

Richtlinie 93/42/EWG vom 14. Juni 1993 iiber Medizinprodukte
Directive 93/42/EEC of June 14, 1993 for medical decives

und deren Umsetzung in nationale Gesetze entspricht.
and with the national laws adopted by Member States.

Ausgabedatum/Date of issue

Altstatten, 2010-01-14

Q Wby
Silke Wallaschek

Name und Unterschrift des Befugten
Name and signature of authorized person

2004-12-21/K&

Druckdatum/Printing date: 03.02.2010

REG 0041-03



colteness
whaledent

EG-Konformititserklarung fiir Medizinprodukte
EC-Declaration of Conformity of medical devices

Nach Anhang | und VIl der EG-Richtlinie iber Medizinprodukte 93/42/EWG
According to annex [ and VI of the directive for medical devices 93/42/EEC

Hersteller/Manufacturer: Colténe/Whaledent AG
Adresse/Address: Feldwiesenstrasse 20
CH-9450 Altstatten

Wir erklaren hiermit, dass das Produkt
Herewith we declare that the product

Produktname klassifiziert nach Anhang IX
der Richtlinie 93/42/EWG
Name of product classified according to annex IX
directive 93/42/EEC
SwissFlex Strips Klasse/class |

UMDNS / GMDNS codes: 16-201/35702

den einschldgigen Bestimmungen der nachstehenden Richtlinie
complies with the relevant regulations of the following directive

Richtlinie 93/42/EWG vom 14. Juni 1993 iiber Medizinprodukte
Directive 93/42/EEC of June 14, 1993 for medical decives

und deren Umsetzung in nationale Gesetze entspricht.
and with the national laws adopted by Member States.

Ausgabedatum/Date of issue

Altstatten, 2010-01-14

3. L2
Silke Wallaschek

Name und Unterschrift des Befugten
Name and signature of authorized person

2004-12-21/Ka Druckdatum/Printing date: 03.02.2010 REG 0041-03
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GC Europe N.V. ¥ y 4
European Head Office F ¥ 4 ¥ 4

FIEST I'S QUHALFTY
C TION OF CONF TY
CCOl to Vi D9 C

TF0200 060424

GC EUROPE N.V.
Research Park
Interleuveniaan 13

B-3001 Leuven
Belgium

We ensure and declare under our sole responsibility that the products .

GC FUJIPLUS
GC FUJI PLUS CAPSULES

to which this declaration relates are in conformity with the fallowing standards or other
normative documents :

Company Standard AF-33-Q-301-3008 (1)
EN 1641 : 1996 - Dentistry - Medical Devices for Dentistry - Materials
{where applicable)

and meet the provisions of Council Directive 93/42/EEC concerning Medical Devices
which apply to them, and is manufactured in accordance with the technical
documentation.

This products is Class lla according to annex IX of the Council Directive

(oen, 16 1T -3

B P N v i T e,
Date P M wriez
Compliance and Quality Systems Manager
On behalf of GC EUROPE N.V.
Interleuvenlaan 13 BE 452,407 307

8-3100 Leuven Belgium tel: +32 16 38.80.60 fax: +32 16.40.02.14
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Vertimins i angliy kalbor

GC Europe N.V. F F ¥
European Head Office F Er’l."c "]" £

Fawa

TITIKT KLARA
P 42/ ieda VII

TFO200 060424
GC EUROPE N.V.
Research Park
Interleuvenlaan 13

B-3001 Leuven
Belgija

Prisiimdami visa atsakomybe mes uZtikriname ir paskelbiame, kad produktai:
GC FUJI PLUS
GC FUJI PLUS KAPSULES
su kuriomis yra susijusi & deklaracija. atitinka Siuos standartus ar Kitus normatyvinius dokumentus:
Imonés Standarty AF-33-0Q-301-3006 (1)

EN 1641 : 1996 - Odontologija. Medicinos priemonés dantims gydyti. Medziagos
(kur ¥is standartas yra tikomas)

ir taip pat atitinka Tarybos Direktyvos 93/42/EEC nuostatas susijusias su Medicininiais [renginiais
ir yra gaminamas pagal techning dokumentacija.

Sio produkto kiasé yra Tla — pagal Tarybos Direktyvos prieda IX.

Leuven, 2006 m., balandzio 26 d. (paraiay
Data P. Manouvriez
Atitikimo ir Kokybés sistemuy direktorius
GC EUROPE N.V. Kompanijos vardu

Interleuvenlaan 13 BE 432 407 307
B-3100 Leuven Belgija Tel.: +32 16 39 80 60 Faksas: +32 164002 14




Verie UAB "RIFYDOS* VERTING BILRAS
Zalgivio g 90, 09303 Vilnius
Tel ficksas: (370 5) 273 013 87

Verigjas susipatings su LR BR 233 straipsnin
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Kouformititserklirung
Declaration of Conformity

Wir'We

Heraeus Kulzer GmbH & Co. KG
41538 Dormagen

erkliren in eigener Verantworning, daf das Produkt
confirm in own responsibility, that the product

ALLIGAT

@

den grundlegenden Anforderungen der ,Richtlinie 93/42/EWG des Rates vom

14, Juni 1993 ttber Medizinprodukie* entspricht.
comply with the essential requirements of the directive 93/42/EEC of June 14,

1993 concerning medical devices®.

ProduktuProduct:
Alligat 24 x 453 g No: 66001763

Dormagen 26. August 1989 .
Ort und Dawem (- ~rhafisfihrer HKKG
uumra\ rmmager

Place and e
Dr. Roland Richter




Atitikties patvirtinimas

{

/ Hmusﬂuizgr GmbH & Co. KG
f; 41538 Dormagen.
/ : "!47 " . w ! | I e m 1.

ALLIGAT

)‘
m,ﬁnka pagrindinius, ,,1993 m. bn:!nlm 14 d. Tarybos direktyvos 93/42/EEB reikalavimus dél
medicininiy prietaisy”.

Alligat24x543 g Nr. 66001763

_[Parasasl
Dr. Roland Richter

/Antspaudas. Heraeus Kulzer GmbH & Co. KG, Griner Weg 11, 63450 Hanaw/




DECLARATION OF CONFORMANCE

Manufacturer: Tokuyama Dental Corporation
Address: 38-9, Taitou 1-Chome, Taitou-Ku, Tokyo, JAPAN

European representative: Tokuyama Dental Italy S.xl.
Address: Via dell'Artigianato, 7, 36030 Montecchio Precalcio, Vicenza, Italy

Product name:  TOKUYAMA TONOTITE F
Reference No.:  RC04

Classification (MDD, AnnexIX): Class ITa

First Shipment Date: 9 February, 2006
First lot Number: see attached sheet 1

We herewith declare that the above mentioned products meet the provisions of the following EC
Council Directives and Standards. All supporting documentations are retained under the
premises of the manufacturer and the notified body.

DIRECTIVES and REGULATION
General applicable directive and regulation:
Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC as amended by 2007/47/EC
Regulation concerning the Registration, Evaluation, Authorization, and Restriction of Chemicals
(REACH), 1907/2006/EC

Standards: see attached sheet 2

Notified Body: Notified Body Number 0120
SGS United Kingdom Ltd

Address: 202B Worle Parkway, Weston-super-Mare, BS22 6WA, UK
Certificate: JP12/040317 (Annex IT MDD)

Place: 389, Taitou 1-Chome, Taitou-Ku, Tokyo, Japan
Date: 10 July, 2012

Signature ik /‘RU&W”/

Makoto Sakamoto
Executive Managing Director




Attached sheet 1

First Lot Number for kit:
First Lot Number in | First shipment date
EU market
TOKUYAMA
IONOTITE F Kit K331Z5T 9 February 2006
TOKUYAMA
TONOTITE F Mini Kit SRENLH0 22 May 2006
First Lot Number for refill:
First Lot Number in | First shipment date
EU market
TOKUYAMA Powder X00537 22 March 2007
IONOTITE F Liquid X16637 22 March 2007




Standards applied to this product are listed below.

r Standard Published year
EN IS0 10993-1 2009
EN ISO 10993-3 2009
EN ISO 10993-5 2009
EN ISO 10993-10 2010
EN ISO 10993-11 2009

@ IS0 10993-12 2009
EN ISO 10993-18 2009
EN ISO 13485 2003
ENISO 14971 2009
EN 980 2008
EN 1041 2008
EN 1641 2009
EN ISO 7405 2008
IS0 15223-1 2007
JIST 6611 2009

Attached sheet 2



Vertimas i$ angly kalbos

ATITIKTIES DEKLARACIJA

Gamintojas: _Tokuyama Dental Corporation®

Adresas: 38-9, Taitou 1-Chome, Taitou-ku, Tokijas, Japonija

Atstovas Europoje: _Tokuyama Dental Italy 8.0l

Adresas: Via dell* Artigianato 7, 36030 Montecchio Precalcio, Vicenza, Italija
Prekinis pavadinimas: TOKUYAMA IONOTITE F

Dokumento Nr.: RC04

Klasifikacija (pagal Medicinos
prietaisy direktyvos (MDD) IX prieda): Klase Ila

Pirmojo partijos data: 2006 m. vasario 9 d.
Pirmos partijos numeris: zr. | prieda

8ia deklaracija patvirtiname, kad nurodyti gaminiai atitinka 7emiau jvardinty EB Tarybos direktyvose ir
standartuose nustatytus reikalavimus. Visi atitiktj patvirtinantys dokumentai saugomi gamintojo ir
notifikuotosios jstaigos patalpose.

DIREKTYVOS IR TEISES AKTAI

Galiojantios direktyvos ir teisés aktai:

Medicinos prietaisy direktyva: TARYBOS DIREKTYVA 93/42/EEB ir jg i dalies keiianti direktyva
2007/47/EB

Reglamentas Nr. 1907/2006 dél cheminiy medziagy registracijos, jvertinimo, autorizacijos ir apribojimy
(REACH)

Standartai: zr. 2 prieda

Notifikuotoji jstaiga: Notifikuotosios jstaigos numeris 0120
,,SGS United Kingdom Ltd*

Adresas: 202B Worle Parkway, Weston super: Mare, BS22 6WA, JK
Sertifikatas: JP12/040317 (MDD, 11 priedas)
Vieta: 38-9, Taitou 1-Chome, Taitou-ku, Tokijas, Japonija
Data: 2012 m. liepos 10 d.
Parasas Iparasas/
Makoto Sakamoto

Generalinis direktorius






APPROVAL TUVRheinIarQ?d
EC Directive 93/42/EEC Annex IlI, Article 3
Full Quality Assurance System
Medical Devices

Registration No.: HD 60026050 0001
Report No.: 13009222 001
Manufacturer: DentKist, Inc.

#265 Dangjeong-Dong, Gunpo-Si
435-831 Gyeonggi-Do

| - South Korea

Scope: Design and Development, Manufacture of Dental Materials

Products: see attachment

Date of Expiry: 15.05.2014

The Notified Body hereby authorizes the quality management system established and applied by the
company mentioned above. The requirements of Annex Il, Article 3 of the directive have been met.
This approval is subject to periodic surveillance, defined by Annex II, Article 5 of the aforementioned
=C Directive, and can be used by the company with the marufactuter's declaration of conformity.

Cologne, 30.07.2009

TUV Rheinland Product Safety GmbH - Am Grauen Stein - D-51105 Kaln
Accredited by Zentralstelle der Lénder fiir Sicherheitstechnik (ZLS) and
Zentralstelle der Linder fiir Gesundheitsschutz bei Arzneimitteln und Medizinprodukten (ZLG).

Notified under No. 0197 to the EC Commission.

( E The CE marking may be used if all relevant and effective EC Directives are complied with. (€




F ®
TUVRheinland

TUV Rheinland Bk A% TR 8
Product Safety GmbH

Am Grauen Stein, D-51105 Kadln

Attachment to
Registration No.:
Report No.:

Manufacturer:

Scope:

Cologne, 30.07.2009

HD 60026050 0001
13009222 001

DentKist, Inc.

#265 Dangjeong-Dong, Gunpo-Si
435-831 Gyeonggi-Do

South Korea

Products:

- Light curing dental bonding agents/adhesives

- Light curing dental pit and fissure sealants

- Light curing dental composite resins

- Light curing dental temporary filling materials
- Light curing dental desensitizing agents

- Dental etching agents

0 @
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APPROVAL TUVRheinland
EC Directive 93/42/EEC Annex IlI, Article 3
Full Quality Assurance System
Medical Devices

Registration No.: HD 60037929 0001
Report No.: 21158216 003

Manufacturer: Heraeus Kulzer GmbH
Griiner Weg 11

- 63450 Hanau

Deutschland

Scope: Design/Development and Manufacture of dental products
(see attachment for products and additional sites included)

Replaces Approval, Registration No.: HD 60014153 0001

Date of Expiry: 03.02.2016

The Notified Body hereby authorizes the quality management system established and applied by the
company mentioned above. The requirements of Annex Il, Article 3 of the directive have been met.
This approval is subject to periodic surveillance, defined by Annex Il, Article 5 of the gntioned
EC Directive, and can be used by the company with the manufacturer's declara g

Notified Bdg

Date 02.03.2011

Dipl.-Ing. D. Meier

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Nirnberg
Accredited by Zentralstelle der Linder fiir Sicherheitstechnik (ZLS) and
Zentralstelle der Lénder fiir Gesundheitsschutz bei Arzneimitteln und Medizinprodukten (ZLG).

Notified under No. 0197 to the EC Commission.

c€ The CE marking may be used if all relevant and effective EC Directives are complied with. (€

N A e S P e



Attachment to

Registration No.:

Report No.:

Manufacturer:

Scope:

Date 02.03.2011

2 ®
TUVRheinland

TOV Rheinland 08 Bty Bl @
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

HD 60037929 0001
21158216 003

Heraeus Kulzer GmbH
Griiner Weg 11
63450 Hanau
Deutschland

Products:

- Dental material, pit/fissure sealing, polymer based
- Dental material, filling/ restorative, polymer-based
- Burnisher, dental

- Dental implant, bone reconstruction

- Cement, dental, polycarboxylate

- Cement, dental, zinc phosphate

- Cement, dental, polymer based

- Bur, dental, diamond

- Dental etching liquid/-gel

- Dental material, denture base, polymer based

- Crown/bridge material

- Adhesives, dentine

- Needles, dental

s
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Attachment to

Registration No.:

Report No.:

Manufacturer:

Scope:

Date 02.03.2011

9 ®
TUVRheinland

TUV Rheinland Doc. 2/4, Rev. 0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

HD 60037929 0001
21158216 003

Heraeus Kulzer GmbH
Griiner Weg 11
63450 Hanau
Deutschland

Products:

Crown/bridge, temporary

Dental ceramic

Dental alloy and -solders, noble

- Dental alloy and -solders, non-noble
Attachments

Electro plating baths for dental applications
- Precious metal pastes for dental applications

1




LT

Attachment to
Registration No.:
Report No.:

Manufacturer;

Scope:

Date 02.03.2011

R

e ®
TUVRheinland

TUV Rheinland A 0
LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

HD 60037929 0001
21158216 003

Heraeus Kulzer GmbH
Griiner Weg 11
63450 Hanau
Deutschland

Sites included:

Heraeus Kulzer GmbH
Quarzstrasse 8, 63450 Hanau, Germany

- Design/Development and Manufacture of dental products,
CAD/CAM and Selective Laser Melting Process of precious
and non-precious metal dental matexrials

Heraeus Kulzer GmbH
Philipp-Reis-Str. 8/13, 61273 Wehrheim, Germany

- Design/Development and Manufacture of dental materials

Heraeus Kulzer Austria GmbH
Nordbahnstrafe 36, 1020 Wien, Austria

- Manufacture of precious metal dental materials and
distribution of dental materials




Attachment to
Registration No.:
Report No.:

Manufacturer:

Scope:

Date 02.03.2011

. ®
TUVRheinland

Doc. 4/4, Rev. 0

TUV Rheinland
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

HD 60037929 0001
21158216 003

Heraeus Kulzer GmbH
Griiner Weg 11
63450 Hanau
Deutschland

Sites included:

Heraeus Kulzer GmbH
Alte Heerstrafe, 41538 Dormagen, Germany

- Design/Development and Manufacture of dental materials
and distribution center

LT N v 1
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APPROVAL TUVRheinland
EC Directive 93/42/EEC Annex I, Article 3
Full Quality Assurance System
Medical Devices

Registration No.: HD 60037929 0001

Report No.: 21158216 003

Manufacturer: Heraeus Kulzer GmbH
Griiner Weg 11
63450 Hanau
Deutschland

Scope: Design/Development and Manufacture of dental products
(see attachment for products and additional sites included)

Replaces Approval, Registration No.: HD 60014153 0001

Date of Expiry: 03.02.2016

The Notified Body hereby authorizes the quality management system established and applied by the
company mentioned above. The requirements of Annex Il, Article 3 of the directive have been met.
This approval is subject to periodic surveillance, defined by Annex I, Article 5 of the ;

EC Directive, and can be used by the company with the manufacturer's declara

Date 02.03.2011

Dipl.-Ing. D. Meier

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Nirnberg
Accredited by Zentralstelle der Lénder fiir Sicherheitstechnik (ZLS) and
Zentralstelle der Lander fiir Gesundheitsschutz bei Arzneimitteln und Medizinprodukten (ZLG).

Notified under No. 0197 to the EC Commission.

(€ The CE marking may be used if all relevant and effective EC Directives are complied with. €

TGV, THEVR3 UV aea gt Dedemans EINon 570 St on v o v




X ®
TUVRheinland

TUV Rheinland Doc. 1/4, Rev. 0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to
Registration No.: HD 60037929 0001
Report No.: 21158216 003

Manufacturer: Heraeus Kulzer GmbH
Griiner Weg 11
63450 Hanau
Deutschland

Scope: Products ;

- Dental material, pit/fissure sealing, polymer based
Dental material, filling/ restorative, polymer-based
Burnisher, dental

Dental implant, bone reconstruction

Cement, dental, polycarboxylate

Cement, dental, zinc phosphate

Cement, dental, polymer based

Bur, dental, diamond

- Dental etching liquid/-gel

Dental material, denture base, polymer based

- Crown/bridge material

- Adhesives, dentine

- Needles, dental

Date 0 2011

g
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Attachment to

Registration No.:

Report No.:

Manufacturer:

Scope:

Date 02.03.2011

TUV Rheinland
LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

HD 60037929 0001
21158216 003

Heraeus Kulzer GmbH
Griiner Weg 11
63450 Hanau
Deutschland

Products:

Crown/bridge, temporary

Dental ceramic

Dental alloy and -solders, noble
Dental alloy and -solders, non-noble
Attachments

Doc.

o ®
TUVRheinland

2/4, Rev. 0

Electro plating baths for dental applications
Precious metal pastes for dental applications

TG UG4S TUY 23 Ty Bared bk vk, WFOMvat 453 008 COTOR Fro 60 G REpes




Attachment to
Registration No.:
Report No.:

Manufacturer:

Scope:

Date 02.03.2011

TUVRheinland

TOUV Rheinland Doc. 3/4, Rev. 0
LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

HD 60037929 0001
21158216 003

Heraeus Kulzer GmbH
Griiner Weg 11
63450 Hanau
Deutschland

Sites included:

Heraeus Kulzer GmbH
Quarzstrasse 8, 63450 Hanau, Germany

- Design/Development and Manufacture of dental products,
CAD/CAM and Selective Laser Melting Process of precious
and non-precious metal dental materials

Heraeus Kulzer GmbH
Philipp-Reis-Str. 8/13, 61273 Wehrheim, Germany

- Design/Development and Manufacture of dental materials

Heraeus Kulzer Austria GmbH
Nordbahnstrafe 36, 1020 Wien, Austria

- Manufacture of precious metal dental materials and
distribution of dental materials

LU Y
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Attachment to

Report No.:

Manufacturer:

Scope:

Registration No.:

TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

HD 60037929 0001
21158216 003

Heraeus Kulzer GmbH
Griiner Weg 11
63450 Hanau
Deutschland

Sites included:

Heraeus Kulzer GmbH

5 ®
TUVRheinland

Doc. 4/4, Rev. 0

Alte HeerstraRe, 41538 Dormagen, Germany

- Design/Development and Manufacture of dental materials

and distribution center

TR N Dt S




IDE\ITKIST

(W)ENLE

# 265 Dangjeong-dong, Gunpo-si, Gyeonggi—do, 435-831, Korea TEL : + 82 31 458 3230 / FAX : + 82 31 458 2556 /

DECLARATION OF CONFORMITY
TO MEDICAL DEVICES DIRECTIVE 93/42/EEC Annex I1. Article 3

We here with declare in our own responsibility that following products have been classified as below-mentioned

Medical Devices classes, to which this declaration relates in conformity with the standards of EN 1ISO 9001:2008
certificate no. : SY 60028174 0001 and EN SO 13485:2003 + AC: 2007 certificate no. : 8X 60026052 0001, and CE 0197
certificate no. : HD 60026050 0001;

© Manufacturer’s name : Dentkist, Inc.

© Country of origin of the manufacturer : # 265 Dangjeong-dong, Gunp;)-si, Gyeonggi-do, 435-831, Korea.

TEL : #82 31 458 3230 FAX : +82 31 458 2556
© Conformity route : Self Declaration

1. Model of product : CharmFil Plus

Name of product : Composite Restorative Material Kits, Dental, Light-Cured
Classification : Class lla
2. Model of product: CharmFil Flow
Name of product : Composite Restorative Material Kits, Dental, Light-Cured)
Classification : Class lla
3. Model of product: CharmBond
Name of product : Adhesives
Classification : Class lla,
4, Model of product: CharmSeal
Name of product : Restorative Materials, Dental, Unfilled
Classification : Class lia,
5. Model of product: CharmEtch
Name of product : Dental Etching Liquids
Classification : Class lla,
6. Model of product: CharmSensy
Name of product : Desensitizers
Classification : Class lla,
7. Model of product: Quicks
Name of product : Composite Restorative Material Kits, Dental, Light-Cured
Classification : Class lla,
8. Model of product: Quicks Flow
Name of product : Composite Restorative Material Kits, Dental, Light-Cured
Classification : Class lla,
9. Model of product: CharmCore
Name of product : Composite Restorative Materials, Dental, Self-Cured
Classification : Class lla,

10. Model of product: CharmFlex Heavy, Regular, Light, Putty
Name of product : Dental Impression Materials
Classification : Class |

11. Model of product: CharmDam
Name of product : Composite Restorative Material Kits, Dental, Light-Cured
Classification : Class |,

17" JAN, 2011
DentKist, Inc.
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DENTKIST logotipas

# 265 Dangjeong-dong, Gunpo-si, Gyeonggi-do, 435-831, Koréja TEL: + 82 31 458 3230/ FAX : + 82 31 458 2556/

ATITIKTIES DEKLARACIJA

PAGAL MEDICINOS PRIETAISU DIREKTYVA 93/42/EEC 11 PRIEDO 3 SKIRSNIS

Mes savo paciy atsakomybe patvirtinime, kad §ie produktai yra klasifikuojami pagal Zemiau nurodytas Medicininiy
prietaisy klases, kurioms 3i deklaracija ir yra taikoma, pagal atitikima standartams EN ISO 9001:2008 sertifikato nr.
SY6 002817 0001 ir EN ISO 13485:2003 + AC: 2007 sertifikato nr. SX 60026052 0001 ir CE 0197 sertifikato nr. HD
60026050 0001;

Gamintojo pavadinimas: DentKkist, Inc.

Gamintojo kilmés 3alis: # 265 Dangjeong-dong, Gunpo-si, Gyeonggi-do, 435-831, Koréja

TEL: + 82 31 458 3230/ FAX : + 82 31 458 2556

Atitikties rusis: SavarankiSka deklaracija

1.

Produkto modelis: Charmfil Plus

Produkto pavadinimas: Kompozicinés atkuriamos medziagos, danty, gydymos Sviesa
Klasifikacija: I1a klasé

Produkto modelis: Charmfil Flow

Produkto pavadinimas: Kompozicinés atkuriamos medZiagos, danty, gydymos 3viesa
Klasifikacija: Ila klase

Produkto modelis: Charmbond

Produkto pavadinimas: Lipni medziaga

Klasifikacija: I1a klase

Produkto modelis: CharmSeal

Produkto pavadinimas: Stiprinanti medziaga

Klasifikacia: 1la klasé

Produkto modelis: CharmEtch

Produkto pavadinimas: Danty ésdinimo sky3¢iai

Klasifikacija: Ila klase¢

Produkto modelis: CharmSensy

Produkto pavadinimas: Nejautra

Produkto klasé: Ila klasé

Produkto modelis: Quicks

Produkto pavadinimas: Kompozicinés atkuriamos medziagos, danty, gydymos 3viesa
Produkto klasé: Ila klasé

Produkto modelis: Quicks Flow

Produkto pavadinimas: Kompozicinés atkuriamos medziagos, danty, gydymos $viesa
Produkto klase: Ila klase

Produkto modelis: CharmCore

Produkto pavadinimas: Kompozicinés atkuriamos medziagos, danty, savarankiSkai gydomos
Produkto klasé: 1la klasé

. Produkto modelis: CharmFlex Heavy, Regular, Light, Putty

Produkto pavadinimas: Danty jspaudy medziagos
Produkto klasé: Ila klasé

. Produkto modelis: CharmDam

Produkto pavadinimas: Kompozicinés atkuriamos medziagos, danty, gydymos Sviesa
Produkto klasé: 11a klasé

Dentkist antspaudas 2011 Sausio 17d.

/paraas/

DentKist, Inc.



Colténe/Whaledent GmbH + Co. KG

P.O. Box 1150, 89122 Langenau/Germany, Raiffeisenstraie 30, 89129 Langenauw/Germany

Telefon ++49-7345-805-0
www.caltene.com

Seite 1 von 2

# COLTENE®

page 1of 2

EG-KONFORMITATSBESCHEINIGUNG
entsprechend Anhang VII der Richtlinie 93/42/EWG des Rates vom 14. Juni 1993 tber
Medizinprodukte

EC ATTESTATION OF CONFORMITY
according to annex VIl of the Council Directive 93/42/EEC of June 14", 1993 concerning
medical devices

Wir:
Colténe/Whaledent GmbH + Co. KG
Raiffeisenstr. 30
D-89129 Langenau
Germany

We:

Colténe/Whaledent GmbH + Co. KG
Raiffeisenstr. 30

D-89129 Langenau

Germany

.lerkléren in alleiniger Verantwortung, daf die

Endodontikinstrumente
Endodontikinstrument-Organisierer

Kofferdam Klammern
Kofferdam Klammerzange
Kofferdam Lochzange
Kofferdam Rahmen
Kompressionshtchen

declare under our sole responsibility that the

Produkte: products:
Bezeichnung: Name:
Abdecktlicher Covers
Artikulationspapier Articulating paper
Artikulationsseide Articulating silk

Endodontic instruments
Endodontic organizer

Handschuhe Gloves

Kaltespray Cold spray
Klemmpinzetten Clamping tweezers
Kofferdam Dental dam

Dental dam clamps
Dental dam clamp forceps
Dental dam punch

Dental dam frames
Compression caps

Kopfschutztaschen Headrest covers
Marker Markers

- Mulltupfer Gauze swabs
Mundschutz Face masks
Occlusionsfolie und Zubehér Occlusion foils and accessories
Patientenumhénge Patient bibs
Polierstreifen Polishing strips
Retraktionsféden und Zubehsr Retraction cords and accessories
Schaumstoffpellets Foam plastic pellets
Schlauchuberzige Sleeves for tubes
Schleifstreifen Abrasive strips
Shimstock-Folie Shimstock-foil
Stahimatrizenband Steel matrix bands
Stahlseparierstreifen Steel separating strips
Wattekigelchen Cotton pellets
Watterollen Cotton rolls
Wurzelkanal-Tips Root canal tips

EG-Konformitétsbescheinigung, Anhang Vi
EC-Attestation of conformity, annex VI

erstellt am/issued: 22.11.13/MIL
ersetzt Version vom/replaces version of. 18.07.13/BW

Kommar aft: Coltene/ GmbH + Co. KG, Sitz: Langenau, Reg -Gericht: Ulm/Donau HRA 2122
Persdnlich haftende Gesellschafterin: ROEKO Verwaltungs GmbH, Sitz Langenau, Reg.-Gericht: Ulm/Donau HRB 377
Geschaftsfihrer: Alfred Bail, Werner Mannschede! .

gt \p kl&runger

itatserkiarungen\kg (kopie siehe marketing)\anhang vii 21.11.2013.doc




Colténe/Whaledent GmbH + Co. KG Y/ 2 Co LT E N E ®

P.O. Box 1150, 88122 Langenau/Germany, RaiffeisenstraBe 30, 89129 Langenau/Germany
Telefon ++48-7345-805-0

www.coltene.com Seite 2 von 2 page 2 of 2

den einschlagigen Bestimmungen des Anhangs VII | meets the provisions of annex VII of the Council
der Richtlinie 93/42/EWG des Rates vom 14. Juni | Directive 93/42/EEC of June 14", 1993 concerning
1993 uber Medizinprodukte entspricht. medical devices which apply to it.

Diese EG-Konformitdtsbescheinigung ist gultig bis | This EC-Attestation of conformity is valid until
30.07.2018. 30.07.2018.

® ogoras, 2T T InSed

Barbara Wellbrock
Director QM/QC/RA
-
EG-Konformitatsbescheinigung, Anhang VIl erstellt am/issued: 22.11.18/MIL
EC-Attestation of conformity, annex VIl ersetzt Version vom/replaces version of. 18.07.13/BW

Kommanditgesellschaft: Colténe/Whaledent GmbH + Co. KG, Sitz: Langenau, Reg.-Gericht: Um/Donau HRA 2122

Py haftende in: ROEKO Verwaltungs GmbH, Sitz Langenau, Reg.-Gericht; Uim/Donau HRB 377

Geschéftsilihrer: Alfred Bail, Werner Mannschedel

vigL nanagement\prit konforrr ungen\konform arungen\kg (kopie siehe marketing)\anhang vii 21.11.2013.doc




Colténe/Whaledent GmbH + Co. KG
P.0. Box 1150, 89122 Langenau/Germany, Raiffeisenstrale 30, 89129 Langenau/Germany
Telefon ++49-7345-805-0
www.coltene.com

“ COLTENE®

Seite 1 von 1 page 1of 1

EG-KONFORMITATSERKLARUNG
entsprechend Anhang Il der Richtlinie 93/42/EWG des Rates vom 14. Juni 1993 tber
Medizinprodukte

EC ATTESTATION OF CONFORMITY

according to annex Il of the Council Directive 93/42/EEC of June 14" 1993 concerning
medical devices

Wir: We:
Colténe/Whaledent GmbH + Co. KG
Raiffeisenstr. 30

D-89129 Langenau

Coltéene/Whaledent GmbH + Co. KG
Raiffeisenstr. 30
D-89129 Langenau

declare under our sole responsibility that the
products:

erklaren in alleiniger Verantwortung, daf® die Produkte:

PN

_ezeichnung: Name:

Wourzelkanalflllungsmaterialien
Wurzelkanalbirsten

Papierspitzen

Absaugkaniilen

Sterile Mulltupfer

Chirurgisches Nahtmaterial (nicht resorbierbar)
Arzneimittelhaltige Retraktionsfaden
Arzneimittelhaltige Gelatineschwdmmchen
Verbandmittel mit Jodoform

Tamponadebinde

Wourzelkanalfeilen

Dentale rotierende Handstlicke mit Bohrantrieb

Root canal filling materials

Root canal brushes

Paper points

Aspirator tips

Sterile gauze swabs

Surgical sutures (non-resorbable)
Medicated retraction cords
Medicated gelatin sponges
Bandage with lodoform
Tamponade bandage

Root canal files

Dental rotary handpieces with engine

den einschlégigen Bestimmungen des Anhangs Il der
Richtlinie 93/42/EWG des Rates vom 14. Juni 1993
Uiber Medizinprodukte entspricht.

meets the provisions of annex Il of the Council
Directive 93/42/EEC of June 14", 1993 concerning
medical devices which apply to it.

Benannte Stelle: medical device certification GmbH
Kriegerstralle 6
70191 Stuttgart
Germany

Nummer der Benannten Stelle: 0483

Notified Body: medical device certification GmbH
Kriegerstrale 6
70191 Stuttgart
Germany

Number of the Notified Body: 0483

This EC-Attestation of conformity is valid until
30.07.2018.

EANII S

Barbara Wellbrock
Director QM/QC/RA

Diese EG-Konformitatsbescheinigung ist gliltig bis
30.07.2018.

EG-Konformitatsbescheinigung, Anhang Il
EC-Attestation of conformity, annex Il

erstellt am/issued: 18.07.13/BW
ersetzt Version vom/replaces version of. 01.08.08/BW

GmbH + Co. KG, Sitz: Langenau, Reg.-Gericht: Ulm/Donau HRA 2122
Fersmheh haftende Gesells«:haﬂenn ROEKO Verwaltungs GmbH, Sitz Langenau, Reg.-Gericht: Uim/Donau HRB 377
Geschaﬂsﬁuhrer Alfred Bail, Werner Mannschedel

Wpr tifikate, itd drung

g (kopie siehe marketing)lanhang ii.doc
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Estecem

Dvigubo kietéjimo dervinis cementas

Skirtas vainikély, tilty,jkloty, uzkloty is stiklo, porceliano, keramikos, aliuminio,
metalo ,cementavimui

Porceliano pataisoms

Visoms keramikos pataisoms

Venyry cementavimui

Stiklo ir metalo kaisCiams cementuoti
Techniné informacija:

Stiprumas su emaliu 33,1Mpa
Stiprumas su dentinu 29,2 Gpa
Lankstumo stiprumas 158Mpa
Sluoksnio sluoksnis 8mikrometrai
Sugeriamumas vandeniui 12,0mikro g/mm?2
Estecem 9,4g Svirkstai tipo automix.
Spalvos:

e Skaidri

e Universali

e Ruda

e Balta opakiné

Naudojamas su adhesine sistema Estelink A ir B

RySio stiprumui naudojamas praimeris A ir B



5254301411 IATGLRFMA(F W4 B
170X207mm  4C/AC

ESTECEM Clinical Procedure Gﬁidé 6 Tokuyama Dental

The PASTE, ESTELINK or TOKUYAMA UNIVERSAL PRIMER
should be brought to room temperature before using.

After removing from the

refrigerator, allow the product to
Refrigerator sit for 20 minutes or until it

reaches room temperature.

If the syringe is not brought up to room temperature, you will find it difficult to squeeze out the paste.
If the bottle is not brought up to room temperature, you will find it difficult to dispense one drop of liquid.
5254301411

Restoration
= Metals/Alloys (precious and non-precious)
Glass/Oxide ceramics (Porcelain, Zirconia and Alumina)
Resin materials including inorganic filler (composite materials)
ly
Mix App

. Apply .
Mix ) leave for 10sec ) Aldry

*In case of Metal core, Resin core,
Tooth ( TOKUYAMA UNIVERSAL PRIMER is applied. )
1f the adherent surface incl.xus oeramics, porcelin, camposite, and/or metal. apply
TOKUYAMA UNIVERSAL PRIMER and dry prior tothe applicalion of ESTELINK

TOKUYAMA
UNIVERSAL PRIMER

How to dispense of ESTELINK

Use the rubber dispensing well
provided when dispensing and mixing
of ESTELINK. If ESTELINK is not
dispensed into the rubber dispensing it
may be difficult to remove the cured
ESTELINK from dispensing well.

The cured ESTELINK can be removed
by inverting the rubber.

After mixing, the color of ESTELINK changes gradually based on the reaction of the catalyst of
ESTELINK, this is normal and does not indicate a problem with ESTELINK.

_,\§> >

Turn the cap 1/4 of a turn counterclockwise to align the Holding the base of the cap, remove the Before each use, squeeze out a small
projections on the cap with the grooves in the syringe cap by twisting and pressing downward quantity of PASTE A and B, making sure
= equal amounts are being dispensed

o i ] i \ through the two outlets of the syringe

grooves

projection
Attach a mixing tip to the syringe aligning Turn the mixing tip 1/4 of a turn
the projections on the mixing tip with the clockwise to lock itin place

grooves in the syringe as closely as possible




5254301411 IR HLREFMAAE B B
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Tooth Preparation

Remove contamination from the
tooth surface such as plague,
temporary cement residue, oil
from materials to test crown fit, oil
mist from a hand-piece, saliva,
bload and exudate fluids by
brushing with flour pumice,
ultrasonic scaling or cleaning the
surface of the tooth with alcohal.
Thoroughly rinse and dry the
surface.

Restoration Preparation

Follow the procedure shown below, depending on

the material to be restored.

1) Ceramics other than Porcelain, and Compasite materials
Roughen the imerior of the restoration by sandblasting (0.1 to
Q2MPa), air abwasion or grinding with a diamond hur using a

slow speed to prepare the surface for adhesion
2) Porcelain

00 NOT roughen the surlace: Pregare the interior of the
restaratian, providing a clean and fresh surface for adhesion

3) Metal restorations

Roughen the area by sandblasting (0.3 to 0.6MPa), gir
albrasion ar grinding with a diamand bur using a slow speed

1o prepare the surface for adhesion.

Thoroughly rinse the surface

Dry the surface

Restoration Pretreatment with the
TOKUYAMA UNIVERSAL PRIMER
Dispense one drop each of
TOKUYAMA UNIVERSAL PRIMER
A and B into the dispensing well
and mix,

_atilild

Apply the mixed primer on the
surface to be bonded and wait 10
seconds.

Apply mild air to th

14
Dispense one drop of ESTELINK
BOND A and BOND B into the
dispensing well and mix .
*Complete the application within 1
minute after dispensing.

Apply the mixed ESTELINK on the
surface to be bonded and wait 10
seconds.

Apply mild air continuously to the
surface until the runny ESTELINK
stays in the same position without
any movement, then strong air to
the surface.

Cementation and Final Bonding

Attach a mixing tip to the syringe
according to “ How to attach the
mixing tip "

Apply the mixed PASTE to the
surface of the restoration and
place the restoration on the tooth
with firm pressure.

Removal of excess PASTE
# When using the light-cure method:
Light-cure the excess PASTE with a
dental curing light for 2 to 4 seconds and
remove the gel state of the excess
PASTE

® When using the self-cure method:
Remave the gel state of the excess
PASTE n 110 3.5 minutes after

saating,

® In case of translucent restoration

materials such as ceramics:
Irradiate the light 0 the agplied PASTE on
the seated restoration for 20 secands or
mare.

 In case of non translucent
restoration materials such as metal:
Light-cure along margins for 20 seconds or
more. then allow the PASTE ta sel for 8
minules
“IFlight cufing is not enough, there is a
nossibility of poar adhesiveness.




