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DENTSPLY
CAULK

ATITIKTIES DEKLARACIJA

DENTSPLY Caulk
38 West Klarke Avenue
Milford, Delaware 19963 USA

patvirtina, kad medicininiai jrenginiai nurodyti Zemiau

dailinimo & Slifavimo sistema
Enhance® apdailinimo taurelés

Enhance® apdailinimo antealiai

Enhance® apdailinimo diskai

ce® Hifavi elés

Enhance® Slifavimo padéklai

Atitinka Tarybos direktyvos 93/42EEC pagrindinius reikalavimus ir nuostatas.

Sis produktas yra klasifikuojamas kaip IIa klasés medicininis jrenginys pagal IX priedg, 111

skyriaus 2.1 punkea ir § taisykle.

JAV. 1999/10/19 {paraiay’

(Vieta ir ifdavimo data) Richard F. Bleau
Kokybés direktorius
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DECLARATION OF CONFORMITY

DENTSPLY Caulk
18 Weat Clarks Aveaue
MiHord, Delaware 19963 USA

declures that the medical devica(s) described hureafer

_ Nupro Prophyviaxis Pasie

is in conformity with the essential requirements and provisions of Councl Dirsctive
93/42/EEC

(Place and data of lasus) Richard F. Bleau
Director of Quallty

GESAMT SEITEN 11



/ Dentsply
Caulk
Atitikties patvirtinimas
DENTSPLY Caulk
38 West Clare Avenue
Milford, Delaware 19963 JAV
patvirtina, kad Zemiau pateikti medicininiai prietaisai
_Nupro Prophylaxis Paste

atitinka pagrindinius Tarybos direktyvos 93/42/EEB reikalavimus ir nuostatas,

JAV,1997-05-12 '
(Tsdavimo vieta ir data) Richard . Bleau
Kokybés direktorius




Verte UAB "RIVYDOS" VERTIMU BIURAS
Zalgivio g 90, Vlinius




For better dentistry®

ENSPLY L.D. Caulk Division

C 38 West Clarke Avenue
AULK Milford, DE 19963.1805
(302) 422-4511

Palodent”® Plus Sectional Matrix System

EC Declaration of Conformity

Manufactured for: DENTSPLY Caulk
Name Address: 38 West Clarke Avenue
Milford DE 19963
USA
Authorized EC Representative DENTSPLY DeTrey GmbH
Name and Address: D-78467

Konstanz Germany

- Unique Product Identification:
659700 Palodent” Plus Introductory Kit
659710 Palodent® Plus 3.5mm Matrix Bands Refill
659720 Palodent® Plus 4.5mm Matrix Bands Refill
659730 Palodent” Plus 5.5mm Matrix Bands Refill
659740 Palodent® Plus 5.5mm Matrix Bands Refill (100ct)
659750 Palodent® Plus 6.5mm Matrix Bands Refill
659780 Palodent® Plus Small Wedges Refill
659790 Palodent® Plus Medium Wedges Refill
659800 Palodent® Plus Large Wedges Refill
659830 Palodent® Plus Small Wedge Guard Refill
659840 Palodent® Plus Medium Wedge Guard Refill
| 659850 Palodent” Plus Large Wedge Guard Refill
| 659760 Palodent” Plus Universal Rings Refill
659770 Palodent® Plus Narrow Rings Refill
659810 Palodent® Plus Forceps
659820 Palodent” Plus Pin Tweezers
625.00.001 Palodent* Plus Starter Kit
‘ Description: The Palodent® Plus Sectional Matrix System employs a Nickel-Titanium
1 retaining ring, interproximal wedge, wedgeguard and sectional matrices for
| -~ placement of restorations in the posterior region. Sectional matrices are
| suitable for use with all posterior restorative materials. The retaining rings are
' available in narrow, for most premolar and small molars or universal, for
larger molars. Rings may be used either singly or in tandem, for simultaneous
‘ restoration of multiple surfaces. The advantages of the sectional matrices and
rings include natural contours for better control of contact areas and
embrasures, ease of placement, better visualization of the operative field, and
more comfort for the practitioner and patient. Eliminating the leverage of a
conventional matrix retainer allows the practitioner to use less tension,
avoiding excessive compression of tooth and easier formation of anatomical
proximal contact areas. When placed prior to preparation, the innovative
L Wedgeguard combination wedge and shield protects approximating surfaces
| from inadvertent damage during preparation. Using the pin tweezers, the
‘ﬁ shield easily slides away, leaving the wedge securely in place.
|
| TF062-DOC-1
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For better dentistry®

&m l L.D. Caulk Divisien

38 West Clarke Avenue
Cauk Milford, DE 19963-1805
(302) 422-4511

GMDN Code(s): Palodent® Plus Matrices — P38786
Palodent® Plus Wedges — P45007
Palodent” Plus Wedgeguard — P45007
Palodent® Plus Rings — P45008
Palodent® Plus Forceps — P35851
Palodent® Plus Tweezers — P31814

Product Classification This product is classified as a Class I Medical Device under
Per Annex IX: Annex IX Section III, rule 5, transient, invasive device.

EC Declaration of Conformity:

The above listed medical device(s) conform to the requirements of Council Directive 93/42/EEC as amended by Council
| Directive 2007/47/EC and meet the relevant Essential Requirements of Annex 1. All devices are designed, manufactured,
J tested, and released for sale in accordance with the technical documentation.
|
|

This declaration is made on the basis of the Certificate of Conformity US97/10442 issued by SGS United Kingdom Ltd.
Systems & Services Certification with Notified Body identification number 0120 in accordance with Annex VII of the
Directive.

(1( DENTSPLY Caulk Division maintains a quality management system that complies with the United States Food and Drug
Administration 21 CFR Part 820 & 211, ISO 13485:2003, CMDR, JPAL (MO 169) and the European Union Council
Directive 93/42/EEC

* Authorized Signature:

Rebeca Santiago e

[ Name: b I Date of Issuance: ]f/” {J |
‘ QA/RA Manager

— e

TF062-DOC-1
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&Nw L.D. Coulk Division

38 Waat Clarke Aveoua
Caulk Wiford, DE 199431805
[@302) 4254511

DECLARAerON OF CONFORMITY

DENTSPLY Caualk
38 West Clarke Avenue
Milford, Delaware 19963 USA

declares that the medieal deviee(s) deseribed hercafter
*  Palodent® Marix Svstem
is in conformity with the essential requirements and provisions of Council Directive

93/42/EEC This product is classified as a Class I Mediecal Device under Annex IX
Section 1T 2.1 Rule §, transient, invasive device.

Milford DE.USA Angus| 1998
Place of [ssus Durte Infroduced to the Market

A" Daze ofmk’;/a a

Director
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f)ENTSPLY L.D. Caulk Division

38 West Clarke Avenuc
Milford, DE 19963-1805
(302)422-4511

ATITIKTIES DEKLARACIJA

DENTSPLY Caulk
38 West Clarke Avenue
Milford, Delaware 19963 USA

patvirtina, kad medicininis jrenginys nurodytas Zemiau

Palodent” Matrix System

L
Atitinka Tarybos direktyvos 93/42/EEC pagrindinius reikalavimus ir nuostatas. 8is produktas
yra klasifikuojamas kaip | klasés medicininis pereinamasis, invazinis jrenginys pagal IX
prieda, 111 skyriaus 2.1 punkityg ir 5 taisykle.

ﬂ MlifotﬂlDE USA Rugpiitis, 1998

lidavimo vieta Pristatymo rinkoje data
[Pargsas’ 91308
Bryne McDowell llzidimo data
Kokyhés Direktorius

Verié UAB "RIVYDOS" VERTIMY BIURAS
Zaigmg 90. 09303 | jjnieg
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@ DECLARATION OF CONFORMITY S
DENTSFLY Caulit
38 West Clarke Avenue

Milford, Delaware 19963 USA

declares that the o edical device(s) deseribed herentter

B ¥ 4
3 o : :
GRS, 1L 0 e R B e e T o i

is 1n conformity wi 'k the essential requireurents and provisinns of Council Dirnﬁvr
93/42/EEC.

This product is ¢la: sified a8 a Class I Medical Device under Annex 1X Sectlon III 2 I,
Rule §, trlnmnt, invasive, devioe, '

(Place and date of i sue) Richard l? Blenu :
Director of Quality
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Unlhhas gaminio
ldmﬂmclais numeris:

PATVIRTINTA KOPITA i
/,DENTSPLY CAULK" logotipas/ 8 wmﬁ,m S
: 38 West Clarke Avenue
Milford, DE 199631805
(302} 4224511 »
SDRM .
Daaﬂm pl!mlidu
ul’oaterlnr Bnlkj‘ill mwabla W
i ; QBAITI'H(.'HES DEK!ARACHA
Gamintojas: - DENTSPLY Caulk*
Adresas: 38 West Clarke Awnu?»
Milford DE 19963
AN 5
thsmme* ,.DENTSPI.Y mwﬁmbw‘
”fAdms
Kanmnz. Vaktetua

60603000 SDR™  Posterior Bulk Fill Flowable Base* .vudmﬁai{:f
rinkinys

: ~rsusnaanz DR™ ‘,mﬁmhr Bulk a{u mwmw WM‘

Apragymas;

A ;_lurlntis savo  sudétyje

SDR™  Posterior Bulk Fill Fiuwablg Base™ yra vienk

- keitiant trikstama okliuzini/priekinj emalj.

Klasifikacija (pagal
Direktyvos dél medicinos

ﬁﬁmﬂmmwﬁdﬂ

" la klasé, pagal TX priedo 111 skirsnio 8-y tisykle, implantunjamas,
lgalaikis. e s

atspalvio ir u:hiansi ma metakrilato umwmhufga]fum danty kunmm‘
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Vlrﬂnmﬁ angly kalbos
/T}C Europe N.V. ﬁmfnis biankas/

rope NV,
5 centring buvemd:

TF62 2007 m, kovo 21 d.

_ GMDN 16704

GCEURB?E V.

Resea :

‘inmlmmfuen 3

B-3001 Leuven
- Belgija

Ausakingai patvirtiname ir u#tikriname, kad gaminys:

EQUIA

9 atitinka reikalavimus nustatytus Siuose standartuose ir l;éisés aktuose:

GC G-Coat Plus GMDN kodas 34777
{mcmés spe'(':iﬁkacijaAB‘-l 3-Q-301-437

G FMIXGP Extra GMDN lﬁudas 16704
[monés spemfikaeimﬁ&ﬂ% 1&(}—301-»432

Kokyhés sistemy vadovas
Ge EURGPBN V. varda

3705 277 05 37‘mebﬁm ummmw
i Sanata Juskeviciens.

2043 m, vasario mén. 4 d

fS@ 9’91?4;2%3 ‘Odontologija. Vandchmim wmﬂiiﬁb 1 dalis, Mlltelimni ir Skysﬁcji rigstiniai-baziniai

cementai
Taip pat gaminys atitinka Tarybos dmktym 93/42/EEB gamimtﬂ mkomaz nuostatas ir yra gaminamas.
pagal techninius dokumentus, : ,
O Leuven, 2009-08-25 fparasas/
Data J. Van Bragt







GG Europe MLV, s : z

Europaan Head Office '
FIRET 18 RYALLTY
EC DECLARATION OF CONFORMITY
According to Annex VIl of MDD 93/42/EEC
TF62 21 March 2007
GMDN 16704

GC EUROPE N.V.

Research Park

Interleuvenlaan 33

B-3001 Leuven

Balgium
We ensure and declars under our sole responsibility that the product |

EQUIA

to which this declaration relates is in conformity with the following standards or other normative
documeants ; :

GC G-Coat Plus GMDN Code # 34777
Company specification AB-15-Q-301-437

GC FUJI IX GP Extra GMON Code # 16704
Company specifications AB-15-Q-301-432
150 9917-1:2003 Dentistry - Water-hased cements - Part 1. Powder/liquid acid-base cements

and meets the provisions of Council Directive B3/42/EEC conceming Medical Devices which
apply to it, and is manufactured in accordance with the technical documentation.

This product is Class lla according (o rule 5 of annex IX of the Council Directive.

Leuven, . 280800 ot
Date J, Van Bragt
Quality Systems Manager
On behalf of GC EUROPE N.V.

Interlewvenlaan 33 : ' BE 452,407,307
B-3001 Leuvan Balglum ek +32 16 74,1000 4 fax: <32 16.40,28.84



EC DECLARATION OF CONFORMITY
According to Annex V and VI of MDD 93/42/EEC

TF 101 15 November 2012
GMDN 38764

GC EUROPE N.V.
Research Park
Interleuvenlaan 33
B-3001 Leuven
Belgium

We ensure and declare under our sole responsibility that the product :
everX Posterior

to which this declaration relates is in conformity with the following standards or
other normative documents :

APPLICABLE STANDARDS

- IS0 4049: 2009 Dentistry -- Polymer-based restorative materials
- 18O 13485:2003 Medical devices -- Quality management systems --
Requirements for regulatory purposes

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

everX Posterior is Class [la according to rule 5 of annex IX of the Council
Directive.

Notified Body: British Standards Institution (n° 0086).

Leuven, ........... 17/03/2014.......... :
Date M. Aydin
Head Quality Assurance and
Regulatory Affairs

On behalf of GC EUROPE N.V.

GC Europe Head Office

’ ’ ' Interleuveniaan 33
’ ' ' B-3001 Leuven




Vertimas i§ angly kalbos

/GC Europe N.V. firminis blankas/

EB ATITIKTIES DEKLARACIJA
Pagal 93/42/EEB direktyvos dél medicinos prietaisy V ir VII prieda

TF 101, 2012 m. lapkri&io 12 d.
GMDN 38764

GC EUROPE N.V.
Research Park
Interleuvenlaan 33
B-3001 Leuven
Belgija

Sia deklaracija atsakingai patvirtiname, kad gaminys:
everX Posterior
atitinka Siuose standartuose ir kituose norminiuose dokumentuose nustatytus reikalavimus:
GALIOJANTYS STANDARTAI
- ISO 4049: 2009 Odontologija. Polimerinés restauravimo medziagos
- ISO 13485:2003 Medicinos priemonés. Kokybés vadybos sistemos. Reglamentuojantys

reikalavimai

Tarybos direktyvoje 93/42/EEB dél medicinos prietaisy nustatytus reikalavimus ir yra pagaminti pagal
technines specifikacijas.

Pagal Tarybos direktyvos IX priedo 5 taisykle everX Posterior yra Ila klasés.
Notifikuotoji jstaiga: ,,British Standards Institution (Nr. 0086)
/paradas/

Leuven, 2014-03-17
GC EUROPE N.V. vardu
M. Aydin
Kokybeés sistemos ir teisés skyriaus vadovas

15 angly kalbos Bverse pagal VP Nr. 119134 vertimy biurui , Rivyda "
Zalgirio g. 90, 09303 Vinius,

(Tel.: +370°5 273 05 87; mabilus: +370 699 G448}

dirbanti Sonata Juskeviciene

Atsakinga uz vertimo teisingng.
Sonata Juikevidiene

2004 m. rugsejo men. 11 d




- GC Europe N.V. ¥ 4
European Head Office

FIRST 1§ OUALITY

Accordin wAn ex Vil of MDD 93/4.

TF0B00 060424

GC EUROPE N.V.
Research Park

mmtm 13
B-3001 Leuven
Belgium :

b

We ensure and declare under our sole responsibility that the product :

GC FUJI IX GP
GC FUJI IX GP FAST

to which this declaration relates is in conformity with the following standards or other
normative documents :

EN 29917 : 1994 - Dental Water Based Cements
EN 1641 : 1996 - Medical Devices for Dentistry - Materials

and meets 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

Leuven, . . Zﬁmw .......
Date
Com@hance and Quahiy Systems Manager
On behalf of GC EUROPE N.V.
Interleuveniaan 13 BE 452.407.307

B-3100 Leuven Belgium tel: +32 16 39.80.60 fax: +32 16.40.02.14










EC DECLARATION OF CONFORMITY
According to Annex V and Annex VIl of MDD 93/42/EEC

TF 74 22 March 2010
GMDN 38764

GC EUROPE N.V.
Research Park
Interleuvenlaan 33
B-3001 Leuven
Belgium

We ensure and declare under our sole responsibility that the product :

GC G-AENIAL

to which this declaration relates, is in conformity with the following standards or
other normative documents :

1SO 4049:2000 —~ DENTISTRY — POLYMER BASED FILLING, RESTORATIVE
and LUTING MATERIALS

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

This product is Class lla according to rule 5 of annex IX of the Council
Directive.

18 HMAT 2011

Date G. Blumental
Quality Assurance Manager
On behalf of GC EUROPE N.V.

GC Europe Head Office

Interleuvenlaan 33
’ " ’C" ’ B-3001 Leuven
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Vertimas i§ angly kalbos

EB ATITIKTIES DEKLARACIJA
Pagal direktyvos 93/42/EEB dél medicinos prietaisy V ir VII priedus

TF 74 2010 m. kovo 22 d.
GMDN 38764

GC EUROPE N.V.
Research Park
Interleuvenlaan 33
B-3001 Leuven
Belgija

Atsakingai patvirtiname ir uztikriname, kad gaminys:
GC G-AENIAL
atitinka reikalavimus nustatytus $iuose standartuose ir teisés aktuose:

ISO 4049: 2000 ODONTOLOGIJA. POLIMERINES PLOMBAVIMO, RESTAURAVIMO IR
GLAISTYMO MEDZIAGOS

Taip pat gaminys atitinka Tarybos direktyvos 93/42/EEB dél medicinos prietaisy gaminiui taikomas
nuostatas ir yra gaminamas pagal techninius dokumentus.

Gaminio klasé pagal Tarybos direktyvos IX priedo 5 taisykle yra Ila.

Leuven, 2011 m. kovo 18 d. /para8as/
Data G.Blumental
Kokybes uztikrinimo vadovas
GC EUROPE N.V. vardu

B angly kalbos isverté pagal IVP Nr. 178569 vertimy biurwi .. Rivyda*,
Zalgirio g 90, 09303 Vilnjus, :
(Tel.: +370 5 273 05 87; maobilus: +370 699 6 4484)

dirbantis Valdas Sedeika

Aisakingas ut vertimo teisingumq
Valdas Sedeika

2014 m, vasario men. 24 d




coordl

TF78 4 Oct2010
GMDN 35878

GC EUROPE N.V.
Research Park
Interleuvenlaan 33
B-3001 Leuven
Belgium

We ensure and declare under our sole responsibllity that the procuct ;
GC G-aenial Universal Flo

to which this declaration refates is in conformity with the following standards or
other normative documents :

ISO 4049: 2000 Dentistry - Polymer-based filling, rostorative and luting

materials

and meets tha provisions of Council Direclive 93/42/EEC concerming Medical
Devices which apply fo if, and is manufactured in accordance with the technical
documentation. : ' :

G-aenial Universal Flo is Class lla according to rule 5 of annex X of he
Cauncil Directive. j « ;

18 MG 200
Latbian R
Date G, Blumental
Quality Assurance Manager
On behalf of GC EUROPE NV,
GG Furops Head Dffice
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