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Vertimas i§ angly kalbos

/3M ESPE
Dental Products firminis blankas/
3M ESPE
ATITIKTIES DEKLARACLJIA
bos dircktyvos 93/42/EEB dél medicinos prietaisy 11 priedo 3 dalj
‘ , EB sertifikato Nr: G1 11 11 45735 020
3M Center Bldg 260 Galioja iki: 2016-12-03
St. Paul, Minnesota 55144-1000 :
JAV - GMDN KODAS 35875
UMDNS KODAS 17-619
. talpos:
3 M ESPE Dental products
2111 McGaw Avenue
=i = lyvine, Kalifornija 92614
i JAV ; :
Gatmm!.;gmpa rcsmuf&cmé& medilagos Gaminys: ,,ﬁxl;ekm Z550 Nano Hybnd
y dervos pagrm&u : Universal Restorative”
CE #enklo suteikimo data: 2010 m. mgsejo 23 d.

EB gaminiy klaseé: Ka , e ~ pagal Direktyvos dél medtcmos pﬂetﬂsmx prieda
Dalis:
Atitikties ,Wcsj; '

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 Europos. Sgjungos

Kokybés vadybos sistemos. Reglamentuojantys reikalav:maL, nuostatas. Atitiktis patvirtinta T
. sﬁﬁmuc: Service GmbH, CE 0123. o

3M Deutschland GmbH yra 3M ESPE Dental Products igaliotas atstovas Europos Sa,]ungoje
3M Deutschland GmbH

Carl-Schurz-Strasse 1,

41453 Neuss, Vahema

fm&asi 3M ESPE Teis&s skynaus vadovas St. Paul, Minesota 2012 m. balandZio 2 d.

{statymuose dél medicinos prietaisy jgyvendinto standarto 1SO 13485:2003, Medicinos pncmmés !




' EB ATITIKTIES DEKLARACLIA

Gaminiy grupé: restauracinés medziagos dervos pagrindu
Gaminio apraSymas: nesterilios danty restauracinés medZiagos :

EB gaminiy klasé (pagalIXpﬁedq} Klasé: [la Dalis: 8
medziaga

Gaminys: Filtek™ Z550“ nanohibridiné universali restauracine

Pavadinimas

Rinkiniai

Katalogas/uZsakymo numeris |

Filtek™ 7Z550* nanohibridiné universali restauraciné
medziaga

. 4 x;#g(po 1 vnt.: A2, A3, A3.5, OA2 atspalviai)
e 1x6g,Adper™ Single Bond 2 Adhesive*

¢ 1x3 ml &virk¥tas ,,Scothbond™ Etchant*

e 25 ésdinimo medZiagos dalytuvo antgaliai

« 25 pluosto antgaliai

s | Sepetélio rankena

o 1 maiSymo indelis

» Techninis vadovas

« Naudojimo instrukeijos

7050TK

LFiltek™ Z550° nano}u’izﬂﬂiné universali restauracine
medziaga
[vadinis rinkinys
e 8x4g(pol vnt: Al, A2 A3, A35, B3, C2, D3,
A2 atspalviai)
1x6g AdperT"Smglc BendZA;ﬁzcsaw
1 x 3 ml 3virkitas ,,Scothbond™ Etchant* -
25 ésdinimo medZiagos dalytuvo. antgahm
- 2& pim&to amgaimi :
1 xnm&yme indelis
e Techninis vadovas
Naudojunu instrukeijos

. e . at .

70501K

pildymai

Fﬂtek ZSS@“ nanohxbndmé universali restauracing ‘

. 1x4sﬁlatspaim_: rkitas
. Nau&ajimomslmkems

7050A1

' ,,Fﬂtekm“nanombﬁ&m&ummmh mstaum::mé'
medziaga
¢ 1x4 g A2 atspalvio Svirkstas
. » . Nabdoiiets instkeiios

7050A2

[ Filtek 2550 nanohibridine universah restauracing
mcdimga
1x 4 g A3 atspalvio §virkstas
_ {' Naudojimo instrukcijos

~ 7050A3

L Filtek Z550% nanohibridiné universali restauraciné
medZiaga
s 1x4gA3.5 atspalvio Wﬂkﬁas
. Naudojimo m '

7050A3.5




[ Filiek zsso?‘ HanoibrdinG universal resauracing

, 4g Ad atspaivmhdrkﬁtas
« Naudojimo instrukcijos

7050A4

Filtek Z550* nanohibridin¢ universali restauraciné

s 1x4gBl atspalvio $virkstas
» Naudojimo instrukcijos

705081

" Filiek Z550° nanohibridiné universali restauraciné

705082

~Filiek Z350° ne
: med:ﬁaga
+ 1lx4 gBB afspaivm !vxrkﬁtas

7050B3

. nFiltek 7550“ nanohibridiné umversali restaamci’ﬂé T
§ = medizaga
4 e, 1x4gCZatspaiwa§wg1ﬁas

705002

T 705003

sl S

70500A3

T050A2S
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3M ESPE

EG-Konformitédtserklarung
EC Declaration of Conformity

entsprechend Anhang |l der Richtlinie 93/42/EWG des Rats iiber Medizinprodukte
according to appendlx I of Council Directive 93/42/EEC concerning medical devices
s

Wir'We: 3M ESPE AG, vormals [ in former times ESPE Dental AG
ESPE Platz, 82229 Seefeld

erklaren in allsiniger Verantwortung, dass das Produkt
NI decfare in sole responsibility that the product

) Name/Name: KETAC-CEM RADIOPAQUE
- Mit den Komponenten / with the components:

Puiver / Powder
Flassigksit / liquid

‘Materialtyp/ Type of Material: Glasionomer Zement / Giass lonomer cement

Klasse/Class: Ha

die grundlegenden Anforderungen der o. g. Richtlinie Uber Medizinprodukte arfallt.
fulfils the essential requirements of the above named guideline conceming medical devices.

Das Produkt kann ohne Einschrankungen in Verkehr gebracht werden.
The product may be placed on the market without restrictions.

Die Konformitétserkidrung fir oben genanntas Produkt ist glltig seit 21.02.1695
The EC-Declaration of Conformity for the product mentioned above /s valld since 02/21/1995

- Seefeld, 22. Mérz 2001
Seefeld, March 22, 2001

Lo,

i. V. Dr. Karin Krause
Qualititsmanagement
Quality Management



Vertimas i§ angly kalbos

3M ESPE

EC Atitikties deklaracija

Pagal medicininiy jrenginiy Tarybos direktyvos 93/42/EEC II prieda

Mes: 3M ESPE AG, ankstiau vadinomés ESPE Dental AG
ESPE Platz, 82229 Sefeld

prisiimdami pilng atsakomybe patvirtiname kad gaminys

Pavadinimas: KETAC-CEM RADIOPAQUE
- Su komponentais/ dalimis:

Milteliais

Skyséiu
Medfiagos tipas: Stiklo jenomerinis cementay
Klaseé: Ia

atitinka svarbiausias auki¢iau nurodytas rekomendacijas susijusias su medicininiais jrenginais.
Produktas gali biiti platinamas be apribojimy

EC-Atitikties deklaracija aukstiau paminétam produktui galioja nuo 02/21/1995

Seefeld, Kovas 22, 2001

/parasas/

L. V. Dr. Karin Krause

Kokybes vadyba

_Verteg VAR "RIVYDOS" VERTIMU BIURAS
Zalgirio g. 90, Vitnius
Tel faksas; 273-05-87

For document
N\ confirmation /:







3M ESPE

Konformitatserklarung
Declaration of Conformity

entsprechend Anhang VIl der Richtlinie 93/42/EWG des Rats iiber Medizinprodukte
according to appendix VIl of Council Directive 93/42/EEC relating to medical devices

Wir/We: 3M Deutschland GmbH, Carl-Schurz-Strasse 1, 41453 Neuss, Germany

erklaren in alleiniger Verantwortung, dass das Produkt
declare in sole responsibility that the product

Name/Name: Pluraject 2

Materialtyp/Type of Material: Spritzengestell
Dental cartridge syringe / aspiration syringe

Klasse/Class: 1

die grundlegenden Anforderungen geméan Anhang | der o. g. Richtlinie iber Medizinprodukte
erfllt.

fulfills the essential requirements according to annex | of the above named Council Directive
concerning medical devices.

Das Produkt kann ohne Einschrénkungen in Verkehr gebracht werden.
The product may be brought into circulation without restrictions.

Die Konformitatserklarung fir oben genanntes Produkt ist glltig seit 31.10.2007.
The Declaration of Conformity for the product mentioned above is valid since 10/31/2007.

Dokument ist gultig ab dem 01. Januar 2012,
This document will get effective on January 1, 2012.

~——

i. V. Dr. Sabine Krischer Seefeld, - - WOV 2071
Manager Regulatory Affairs
Qualitatsmanagement/Quality Management




3M ESPE
Konformitatserklarung

Declaration of Conformity

entsprechend Anhang Il der Richtlinie 93/42/EWG des Rats iiber Medizinprodukte
according to appendix Il of Council Directive 93/42/FEC relating to medical devices

WiriWe: 3M Deutschland GmbH, Carl-Schurz-Strasse 1, 41453 Neuss, Germany

erklaren in alleiniger Verantwortung, dass das Produkt
declare in sole responsibility that the product

Name/Name: RelyX Fiber Post

In den GroRen / size:
~ 0123

Mit dem Zubehor / with the accessory:
- Bohrer/ drills
In den Grof3en / size:
0, 1, 2, 3, universal

Materialtyp/Type of Material: Glasfaserverstirkter Wurzelstift
glass fiber post

Klasse/Class: lla

die grundlegenden Anforderungen gem. Anhang | der o. g. Richtlinie tiber Medizinprodukte
erfullt.

fulfills the essential requirements according to annex | of the above named Council Directive
concerning medical devices.

Am Konformitatsbewertungsverfahren gem. RL 93/42/EWG war als Benannte Stelle der
TUV SUD Product Service GmbH (CE 0123), Ridlerstrasse 65, 80339 Miinchen beteiligt.

In the conformity assessment procedure the Notified Body TUV SUD Product Service GmbH
(CE 0123), Ridlerstrasse 65, 80339 Miinchen participated in accordance with the above
named Council Directive.

Das Produkt kann ohne Einschrankungen in Verkehr gebracht werden.
The product may be brought into circulation without restrictions.

Die Konformitéatserklarung fiir oben genanntes Produkt ist guiltig seit 03.03.2010.
The Declaration of Conformity for the product mentioned above is valid since March 03,
2010.

P D

i. V. Dr. Sabine Krischer Seefeld, 12.07.2013
Manager Regulatory Affairs
Qualitdtsmanagement/Quality Management



Vertimas is angly kalbos

/3M ESPE firminis blankas/

EB ATITIKTIES DEKLARACIJA
Pagal Tarybos direktyvos 93/42/EEB dél medicinos prietaisy II prieda
Mes, 3M Deutschland GmbH, Carl-Schurz-Strasse 1, 41453 Neuss, Vokietija
atsakingai patvirtiname, kad gaminys
Pavadinimas: RelyX Fiber post

Dydis:
-0,1,2,3

Su priedais:
- Graztai
dydis:
0, 1, 2, 3 universalis

Medziagos tipas Stiklo pluoStu sutvirtintas kaiStis
Klaseé: Ila

atitinka esminius auk3¢iau minétos Tarybos direktyvos dél medicinos prietaisu I priede nustatytus
reikalavimus.

Atitikties vertinima pagal minétos Tarybos direktyvos reikalavimus atliko notifikuota jstaiga TUV
SUD Product Service GmbH (CE 0123), Ridlerstrasse 65, 80339 Miunchenas.

Gaminys gali biti tiekiamas i rinka be jokiy apribojimy.
§i atitikties deklaracija galioja nuo 2010 m. kovo 03 d.

/paraSas/ Seefeld, 2013-07-12
Dr. Sabine Krischer

Teisés skyriaus vadove

Kokybés valdymas

l’\‘ angly kalbos isverté pagal 1VP Nr. 178569 vertimy biwei ., Rivyda ",
Zalgirio g 90, 09303 Vilnius, '
(Tel. +3705 273 05 87; mobilus. +370 699 64484

dirbantis Valdas Sedeika

Atsakingas ui vertimo telsinguma;
Valdas Sedeika

2004 m, vusario men. 24 &



Konformitétserklirung
- Declaration of Conformity

entsprechend Anhang Il der Richtlinie 93/42/EWG des Rats (ber Medizinprodukte
according to annex Il of Council Directive 93/42/EEC relating to medical devices

3M ESPE

Wir/We: 3M Deutschland GmbH, Carl-Schurz-Strasse 1, 41453 Neuss, Germany

erkldren in alleiniger Verantwortung, dass das Produkt
declare in sole responsibility that the product

Namilﬂame: Single Bond Universal

Materialtyp/Type of Material: Universales Adhisiv
: universal adhesive

Klasse/Class: Ila

n / with the components:

- Tmpmasahe mit Adhdsiv bzw. L-Pop Blister mit Adhésiv /
vial with adhesive or L-Pop with adhesive

Mit dem Zubehor/ with the accessories
- Einmalapplikatoren / single use applicator brushes

die grundlegenden Anforderungen gemaf Anhang | der o. g. Richtlinie tiber Medizinprodukte
erfullt.

fulfills the essential requirements according to annex ! of the above named Council Directive
concerning medical devices.

Am Konformitétsbewertungsverfahren gem, RL 93/42/EWG war als Benannte Stelle der
TOV SUD Product Service GmbH (CE 0123), Ridlerstrasse 65, 80339 Minchen beteiligt.
In the conformity assessment procedure the Notified Body TUV SUD Product Service GmbH
(CE 0123), Ridlerstrasse 65, 80339 Minchen participated in accordance with the above

Das Produkt kann ohne Einschrénkungen in Verkehr gebracht werden.
The product may be brougm into circulation without restrictions.

Die Kenformitétserklarung fiir m genanntes Produkt ist guiltig seit 16.02.2012,
The Declaration of Conformity for the product mentioned above is valid since 02/16/2012.

i V. Dr. Sabine Krischer ; ‘ Seefeld, 16.02.2012
Manager Regulatory Affairs
- Qualitdtsmanagement/Quality Management



Single Bond Universal

universalus suriSiklis
Ila

Su-sﬁdMoﬁomis dalimis: _
- Buteliukas su suri8ikliu arba ,,.L-Pop* su suriskliu

Mﬁl 2

Zalgivio g 90, 09303 Vilnius
Tel.: +370 5273 05 87
Mobilus: +370 699 64484

 Vertgja susipasinsi su LR 8K 235
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“Rule: 5 of Annex 1X of the Medical leul)ﬂeﬁw




Discs - Fine

] M v
85 - 3/8 inch (9.5mm) Sol-Lex Extra Thin (X 1) Contouring and Polishing

; Sﬁ 313 inch (9 Smm) Soi-Lex Exira Thm {XT) Contouring and Poiisnmg

Sof-Lex Poﬂmmg Strips - Fine/Superfine

" ‘Poh;hm S Wii& :
1- SofLex Polishing Sirps - « Coarse/Medium, Narrow

1 Lex rips - Coarse/Medium

%

g
.
1

5

S e Bk R e




1983 RA “Sofiex RA Mandrels (3)
- [sg3np SofeLex HP Mandrels 3)
983FG___ G Scf-Lex FG mmkm_ :
Sof-Lex™ Contouring ard Polishing Dises
8691C 50~ mimhm,vma Sof-Lex Contouring and Polishing Discs - Coarse
G91F 50~ 1] (12 7mm) Sof | ‘Contouring and Discs - Medium
$691M 50— 172 inch ( Y Sof-Lex C ing and Polishing Discs - Fine
1SF 50 172 inch (12,7mm) Sof-Lex Co ine and Polishing Discs — Super Fine
$690C 50-3/8 Emh(‘},ﬁmm) Sof-Lex Ccmmmgmd Polishing Discs - Coarse
8690M 50 - 3/8 inch C9,5mm Sofv Lex Conmﬁ:ﬁggm& P‘e’ns!ix% Discs - Medium
(8690F 50— 3/8 inch (9,5mm stouring and Polishing Discs - Fine
86905 50 - 3/8 inch (9,5mm sar- Cor 1d Polishing Dises — Super Fine
: Mm‘” Extra Thin (:mﬁonring and Polishing Dises
86920 59 T inch {12,7mm) Sof-Lex Extra Thin (X1) Contouring and Polishing
- Coarse
5 ; 50 1 mﬂ%ﬂmﬂ?%&%fﬁm {XT) Contouring and Polishing
269M Discs - Me,
S692F SD— imhﬁmmm) SF-Lex Extra ’-Fhin Thin (X1) Contouring and Polishing
: - Fine.
§692SF 0~ 172 inch (12,7mm) Sof-Lex Exira Thin (X1) Contouring and Polishing
‘ Bms—a? erFine
8693 54;” 78 fnch (9,3mm) Sof-Lex Extea Thin éiﬁkt?oiismng
ot 50~ fsmeh(e.sm} Tex Extra’ ﬁCmmgmpomms
s Discs - Me:
: 50 - 3/8 inch (9, Smm) Sof-Lex Exira Thin (X1) Contouring and Pohzhm
o Diics - Fine -
] i'ﬂiﬁiﬂ? Ty 50—3/8 inch o, Smm} Sof-Lex Extra Thin (XT) Contouring and Polisking
' : : ﬁﬁ&h’f’“ Mandrels
2 _ Sof-Lex™ Finishing and Polishing Strips
P T50= 7 inches x 5732 fnch (178mm x 4mm) Sof- “Lex Finishing and Polishing
; “oarse/Me:
1954N 400 ‘i' &nehas x 54"64 inch (l?ﬁmm % 2mm) Sof-Lex Finishing and Polishing
195 120 ?\mx 2 inch (178mm x dmm) Sol-Lex Finishing and Polishing

ips - Fine/Super Fine




* Sof-Liex™ Contouring and Pulishing Discs Kits

30
30~

o & 8 5 & d‘;dig‘a PRI e
.,
oy

'ﬁﬂ‘_“’i”’té?.*.

Sof-Lex Contouring and Polishing Dise Kit
30- 1/2 inch (12,7mm) Discs - Coarse

— 172 inch (12,7mm} Discs - Medium
1/2 inch (IZ.?mm} Dises - Fine
172 inch {12,7mm) Dises — Super Fine

30 - 3/8 inch (9,5mm) Discs - Coarse
30 - 3/8 inch (9,5mm) Discs - Medium
3038 inch (9,5mim) Dises - Fine
30-3/8 inch (9,5mm) Discs - Super Fine

XT )'Comou:in;‘ﬁmd Pulﬁshias Dise Kit




* Vertimas i angl kalbos
/3M ESPE Dental Products firminis blankas/

ESPE
ATITIKTIES DEKLARACIJA

=,

7 - Pagal Tarybos direktyvos 93/42/EEB dél medicinos prietaisy VII prieda.

£
&
4
F
&

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

3M Center , Bldg 275-2W-08 Galioja iki: 2016-12-03

St. Paul, Minnesota 55144-1000 : '

JAV GMDN kodas 35807 — odontologiniai $lifavimo diskai
Gamybos patalpos: 35702 - odontologinés $lifavimo juostelés
3 M ESPE Dental products 35170 — odontologinés Serdys

2111 McGaw Avenue

Irvine, Kalifornija 92614 UMDNS kodas 16-201 - poliravimo sistema

JAV 11282 — odontologinis malimo ratukas

Gaminiy grupé:  Slifavimo medzZiagos Gaminys:

,Sof-Lex™ kontiiravimo ir poliravimo diskai
,.Sof-Lex* slifavimo ir poliravimo diskai

,.Sof-Lex* 8lifavimo ir poliravimo juostelés

,Sof-Lex* labai ploni kontiiravimo ir poliravimo diskai
Sof-Lex* 8lifavimo ir poliravimo sistemy rinkinys
,.Sof-Lex* Serdys

e & & & & @

' CE #enklo suteikimo data: 1994 m. rugpjiitio men.
EB gaminiy klasé: 1 . :

Dalis: Direktyvos dél medicinos prietaisy IX prieda
 Afitikties deklaracija

3M ESPE Dental Products patvirtina, kad pridedame gaminiy aprasyme nurodyti gaminiai atitinka 1993
m. birzelio 14 d. EB Tarybos medicinos prietaisy direktyvos 03/42/EEB ir i§ dalies ja keidiancios
direktyvos 2007/47/EB, standarto 1SO 13485:2003, Medicinos priemonés. Kokybeés vadybos sistemos.
Reglamentuojantys reikalavimai., nuostatas.

3M Deutschland GmbH
Carl-Schurz-Strasse 1, 41453 Nensg;VOkie;ija

3M Deutschland GmbH yra 3M ESPE Dental Products jgaliotas atstovas Europos Sajungoje.

jparaSas’  3M ESPE Teisés skyriaus vadovas S, Paul, Minesota 2012 m, sausio 20 d,
parasas : pareigos vieta data :



EB ATITIKTIES DEKLARACIJA

Jaminiy grupé: Slifavimo medZiagos

aminio apraSymas: 7r. toliau

| EB gaminiy klasé (pagal IX priedq) Klase: 1 Dalis: 5 pagal Direktyvos del medicinos prietaisy [X
= = ‘4% pﬁﬁdﬁ

o .Sof-Lex* kontiiravimo ir poliravimo diskai

.Sof-Lex" §lifavimo ir poliravimo diskai

_Sof-Lex* §lifavimo ir poliravimo juostelés

,Sof-Lex* labai ploni kontiravimo ir poliravimo diskai

..Sof-Lex* slifavimo ir poliravimo sistemy rinkinys

,.Sof-Lex* Serdys

Vakary Europa
Apradymas

,Sof-Lex* kontiiravimo ir poliravimo diskai
~Sof-Lex* kontravimo ir poliravimo disky rinkiniai

s 30 vot. 12,7 mm (% coliy) diskai — grubils

« 30 ynt. 12,7 mm (%% coliy) diskai — vidutiniai

e 30 vnt. 12,7 mm (% coliy) diskai — smulkis

o 30 vnt. 12,7 mm (% coliy) diskai — labai smulkis

e 30 vnt. 9.5 mm (3/8 coliu) diskai — grubls
[ ]
L]
L ]

30 vnt. 9,5 mm (3/8 coliy) diskai — vidutiniai

30 vat. 9,5 mm (3/8 coliy) diskai — smulkus

30 vat. 9,5 mm (3/8 coliy) diskai — labai smulkis
o 1 —RA Serdis :
1981 C 85 vnt. 9,5 mm (3/8 coliy) ,,Sof-Lex* Kkontiiravimo ir poliravimo diskai - grubts
1981 M 85 vnt, 9.5 mm (3/8 coliy) .Sof-Lex" kontlravimo ir poliravimo diskai - vidutiniai
1981 F 85 vnt. 9.5 mm (3/8 coliu) ,,Sof-Lex" ig)ntﬁravima ir poliravimo diskai — smulkiis
1981 SF | 85 vat. 9,5 mm (3/8 coliy) ,,Sof-Lex™ kontiiravimo it poliravimo diskai — labai smulkiis
1082 C | 85 vat, 12,7 mm (% coliy) .Sof-Lex* kontiiravimo ir poliravimo diskai — grubiis
1982M 85 vat, 12,7 mm (% coliy) ,,Sof-Lex" kontlravimo ir poliravimo diskai — vidutiniai
1982F | 85 vnt. 12,7 mm (% coliy) ,,Sof-Lex™ kontaravimo ir poliravimo diskai — smulkils
1082 SF | 85 vat. 12,7 mm (% coliy) ,.Sof-Lex" kontiiravimo ir poliravimo diskai- labai smulkts
1981 GE | ..Sof-Lex" mokomasis rinkinys (versija Vokietijai)
j »Sof-Lex* §lifavimo ir poliravimo diskai
1958 C__ | 100 vnt. 5/8 coliy diskai kvadratine gsele - grubiis
1058 M | 100vnt. 5/8 coliy diskai kvadratine asele - vidutiniai
1958 F 100 vnt. 5/8 coliy diskai kvadratine asele - smulkis
1958 SF | 100 vnt. 5/8 coliy diskai kvadratine asele — labai smulkdls
' Sof-Lex* Ylifavimo ir poliravimo juostelés

1956 120 vat. 178 mm x 4 mm (7 coliai x 5/32 coliy) ..Sof-Lex" glifavimo ir poliravimo juostelés
— smulkios/labai smulkios :
1954 7150 vat, 178 mm x 4 mm (7 coliai x 5/32 coliy) ,.Sof-Lex* glifavimo it poliravimo juosteles
- grubios/vidutinés : :
1954 N 100 vnt. 178 mm x 2 mm (7 coliai x 5/64 coliy) Sof-Lex* glifavimo ir poliravimo juostelés
| - grubios/vidutings, siauros -

~Sof-Lex* labai ploni (XT) kentarayimo ir poliravimo diskai
_Sof-Lex" labai ploni (XT) kontiiravimo ir poliravimo disku rinkiniai
30 vat. 12,7 mm (% coliy) XT diskai — grubiis
« 30 vynt. 12,7 mm (% coliy) XT diskai — vidutiniai
o 30 vnt. 12,7 mm (% coliy) XT diskai — smulkiis
e 30 vnt. 12,7 mm (% coliy) XT diskai — labai smulkiis




A by

30 vat. 9,5 mm (3/8 coliy) XT diskai ~ grubiis
130 vnt. 9,5 mm (3/8 coliy) XT diskai ~ vidutiniai
30 vat. 9.5 mm (3/8 coliy) XT diskai — smulkils
30 vnt. 9,5 mm (3/8 coliy) XT diskai — labai smulkis
o 1 -RA Jerdis

85 vnt. 9,5 mm (3/8 colin) ,,Sof-Lex* labai ploni (XT) kontiiravimo ir poliravimo diskai —
rubils

%vm 9,5 mm (3/8 coliy) ,,Sof-Lex" labai ploni (XT) kontiravimo ir poliravimo diskai —
| vidutiniai

85 vnt. 9,5 mm (3/8 coliu) .,Sof-Lex™ labai ploni (XT) kentiravimo ir poliravimo diskai —

smulkiis

85 vnt. 9,5 mm (3/8 coliy) ,Sof-Lex" labai ploni (XT) kontiiravimo ir poliravimo diskai —
labai smulkis

85 vnt. 12,7 mm (% coliy) ,.Sof-Lex* labai ploni (XT) konturavimo ir poliravimo diskai —
grublis

85 vnt, 12,7 mm (% coliy) ,,Sof-Lex* labai ploni (XT) konttravimo ir poliravimo diskai —

: vndutmzal

85 vat. If! 7 mm (% coliy) ,.Sof-Lex* labai ploni (XT) kentliravimo ir poliravimo diskai —
smulkiis

85 vat. 12,7 mm (% coliy) ,.Sof-Lex* labai piom (XT) konttiravimo ir poliravimo diskai —
labai smulkiis

,Sof-Lex” Slifavimo ir poliravimo disky rinkinys

2385 P

.Sof-Lex* §lifavimo ir poliravimo disky rinkiniai
¢ 30 vnt. 12,7 mm (% coliy) diskai - grubts
o 30 vat 12,7 mm (% coliy) diskai - vidutiniai
e 30 vat. 12,7 mm (% coliy) diskai — smulkiis
e 30 vnt. 12,7 mm (% coliy) diskai — labai smulkiis
e 30 vnt. 9,5 mm (3/8 coliy) diskai - grubis
e 30 wvnt 9,5 mm (3/8 coliy) diskai — vidutiniai
e 30 vnt. 9,5 mm (3/8 coliy) diskai — smulkis
o 30 vnt. 9,5 mm (3/8 coliu) diskai — labai smulkiis
e 30 vnt, 12,7 mm (% coliy) XT diskai - grubts
e 30 vnt. 12,7 mm (% coliy) XT diskai — vidutiniai
e 30 vnt. 12,7 mm (% coliy) XT diskai — smulkus
e 30 vnt. 12,7 mm (¥ coliy) XT diskai — labai smulkiis
» 30 vnt, 9,5 mm (3/8 coliy) XT diskai — grubiis
e 30 vnt, 9,5 mm (3/8 coliy) XT diskai — vidutiniai
e 30 vnt. 9,5 mm (3/8 coliy) XT diskai — smulkiis
s 30 vnt. 9.5 mm (3/8 coliy) XT diskai — labai smulkils
e 15 vnt. 178 mm x 4 mm (7 coliy x 5/32 coliy) juostelés — grubios/vidutinés
e 15 vnt. 178 mm x 2 mm (7 coliy x 5/64 coliy) siauros juostelés — — grubios/vidutinés
15 vat. 178 mm x 4 mm (7 coliy x 5/32 coliy) juostelés — smulkios/labai smulkios
1 = RA Zerdis

2385 MP

.
*

,,Sof-Lex* 8lifavimo ir poliravimo sistemos pavyzdinis rinkinys
e | .Sof-Lex* poliravimo juostelés - smulkios/labai smulkios
o 1, Sof-Lex* poliravimo juostelés — grubios/vidutings, siauros
o 1, Sof-Lex" poliravimo Jmsteiw‘gubeMVidutxues

2385 GE

2385 ST

Sof-Lex® , ,Mustertute® (versija Vokietijai)
wSof-Lex* rinkinys ,,Heidelberg™ (versija Vokietijai)

wS0f-Lex* Serdys

1983 RA

LSof-Lex* RA Serdys (3)

1983 HP

Sof-Lex™ RA Serdys (3)

1983 FG

.Sof-Lex* RA Serdys (3)

Ryty Europa




Pavadinimas

wSof-Lex® kontiiravimo ir poliravimo diskai

50 vnt, 12.7 mm (1/2 coliy) ,Sof-Lex* kontliravimo ir poliravimo diskai - grubiis

50 vnt, 12,7 mm (1/2 coliy) ,.Sof-Lex" Kontaravimo ir poliravimo diskai - vidutiniai

50 vat, 12.7 mm (172 coliu) ,Sof-Lex kontiravimo ir poliravimo diskai - smulkis

50 vnt, 12,7 mm (1/2 coliy) ,,Sof-Lex*" kontaravimo ir poliravimo diskai — labai smulkiis

50 vnt. 9,5 mm (3/8 coliy) ,.Sof-Lex™ kontaravimo ir poliravimo diskai — grubtis

50 vnt. 9,5 mm (3/8 coliu) ,,Sof-Lex" kont@ravimo ir poliravimo diskai — vidutiniai

50 vat, 9.5 mm (3/8 coliy) ,Sof-Lex* Kontiravimo ir poliravimo diskai — smulkis

50 vnt. 9,5 mm (3/8 coliy) , Sof-Lex"” kontiravimo ir poliravimo diskai — labai smulkiis

»Sof-Lex* labai ploni (XT) kontiiravimo ir poliravimo diskai

50 vnt. 12,7 mm (1/2 coliy) ,,Sof-Lex" labai ploni (XT) kontaravimo ir poliravimo diskai -
grubils

50 vnt, 12,7 mm (1/2 coliy) ,.Sof-Lex* labai ploni (XT) kontiiravimo ir poliravimo diskai -
vidutiniai

50 vt, 12,7 mm (1/2 coliy) ,Sof-Lex* labai ploni (XT) konttravimo ir poliravimo diskai -
smulkis

18692SF

50 vat, 12,7 mm (1/2 coliy) ,,Sof-Lex" labai ploni (XT) kontliravimo ir poliravimo diskai —
| labai smulkis

[ [8693C

50 vnt. 9,5 mm (3/8 coliy) ,;Sof-Lex* labai ploni (XT) kontravimo ir poliravimo diskai —
grubiis

8693F

50 vat. 9,5 mm (3/8 coliy) ,.Sof-Lex* labai ploni (XT) kontaravimo ir poliravimo diskai —
vidutiniai

8693M

50 vat. 9,5 mm (3/8 coliy) .,Sof-Lex* labai ploni (XT) kontliravimo ir poliravimo diskai -
smulkils

8693SF

50 ynt. 9,5 mm (3/8 coliy)’,.Sof-Lex" labai ploni (XT) kontiiravimo ir poliravimo diskai -
labai smulkiis

wSof-Lex“ Serdys

8695CA

2-CA Serdys

wSof-Lex* Slifavimo ir poliravimo juostelés

1954

150 vnt. 178 mm x 4 mm (7 coliy X 5/32 coliy) Sof-Lex* §lifavimo ir poliravimo Jjuostelés
— grubios/vidutines

1954N

100 vnt, 178 mm x 2 mm (7 coliy x 5/64 coliy) ,,Sof-Lex* slifavimo ir poliravimo juostelés
— grubios/vidutings, siauros

1956

120 vnt, 178 mm x 4 mm (7 coliy x 5/32 coliy) ,Sof-Lex® glifavimo ir poliravimo juostelés
— smulkios/labai smulkios

»Sof-Lex* kontiiravimo ir poliravimo disky rinkinys

1980

_Sof-Lex" kontiravimo ir poliravimo disky rinkinys
e 30 vat. 12,7 mm (% coliy) diskai — grubiis
30 vot. 12,7 mm (% coliy) diskai - vidutiniai
30 vnt. 12,7 mm (% coliy) diskai — smulkis
30 vat. 12,7 mm (% coliy) diskai — labai smulkis
30 vnt. 9,5 mm (3/8 coliu) diskai — grubiis
30 vat. 9,5 mm (3/8 coliy) diskai - vidutiniai
30 vat. 9,5 mm (3/8 coliy) diskai — smulkis
30 vat. 9,5 mm (3/8 coliy) diskai — labai smulkiis
1 Serdis

e ®© ®© & & ® @ °

_Sof-Lex" labai ploni (XT) kontiiravimo ir poliravimo disky rinkinys
30 vnt, 12,7 mm (% coliy) XT diskai — grubiis

30 vnt. 12,7 mm (% coliy) XT diskai — vidutiniai

30 vat. 12,7 mm (% coliy) XT diskai — smulkis _J

30 vnt. 12,7 mm (% coliy) XT diskai — labai smulks

® o & @




am (3/8 coliy) XT diskai — grubis

(3/8 coliy) XT diskai — vidutiniai
(3/8 coliy) XT diskai — smulkas
(3/8 coliy) XT diskai — labai smulkiis

poliravimo sistemy rinkinys

n (1/2 coliy) diskai - grubiis

m (1/2 coliy) diskai — vidutiniai

m (1/2 coliy) diskai — smulkiis

mm (1/2 coliy) diskai — labai smulkis

mm (3/8 coliy) diskai - grublis

mm (3/8 coliy) diskai - vidutiniai

5 mm (3/8 coliy) diskai — smulkiis

mm (3/8 coliy) diskai — labai smulkis

.7 mm (1/2 coliy) XT diskai — grubiis

12,7 mm (1/2 coliy) XT diskai - vidutiniai

30 vnt. 12,7 mm (1/2 coliy) XT diskai — smulkiis

30 vat. 12,7 mm (1/2 coliy) XT diskai - labai smulkis

30 vnt. 9.5 mm (3/8 coliy) XT diskai - grublis

30 vnt. 9,5 mm (3/8 coliy) XT diskai - vidutiniai

30 vnt. 9.5 mm (3/8 coliy) XT diskai ~ smulkas

0 ‘mm (3/8 coliy) XT diskai ~ labai smulkiis :

78 mm x 4 mm (7 coliy x 5/32 coliy) juostelés — grubios/vidutines

mm x 2 mm (7 coliy x 5/64 coliy) siauros juostelés — grubios/vidutinés
mm x 4 mm (7 coliy x 5/32 coliy) juostelés — smulkios/labai smulkios

Verte vertimy binras "Rivyda”
Zalgirio g. 90, 09303 Vilnius
Tel.; +3705 273 05 87
Mobilus: +370 699 64484

Vertéja susipazinusi si LR BK 235 straipsniu.

2012-08-27
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Vertimas i$§ angly kalbos

EB SERTIFIKATAS

Kokybés uztikrinimo sistema
Pagal direktyvos 93/42/EEB dél medicinos prietaisy II prieda, iSskyrus 4 skirsnj

Nr. 5-780-200-1601
Nacionalinis sveikatos prieZiaros ir medicinos
kokybés ir organizacinés plétros institutas
Prietaisy bandymo ir klinikinés inZinerijos direktoratas (EMKI)
pazymi, kad gamintojas:
Prezedsigbiorstwo Produkeyjno-Handlowe
CERKAMED Wojciech Pawlowski
Ul. Okulickiego 18/145
37-450 Stalowa Wola
Lenkija
gaminantis:

Odontologinius medicinos prietaisus

yra jdieges kokybeés sistema, uztikrinancia gaminiy atitiktj Direktyvos 93/42/EEB d4l medicinos prietaisy II
priedo nuostatoms.

Auditoriy ataskaitos registracijos numeris: 42-093-2010

Sis sertifikatas galioja iki 2021-01-02, jei kasmet atliekamy audity rezultatai patenkinami.
I3dave EMKI, kaip Notifikuotoji jstaiga, identifikacinis numeris 1011.

Sertifikatas galioja tik su priedu.

Budapestas, 2016-01-03

/parasas/ /spaudas/ /parasas/ /spaudas/
Generalinio direktoriaus pavaduotojas  Sertifikavimo jstaigos atstovas EMKI 1420

Sertifikato galiojima tvirtina EMKI

Nacionalinis sveikatos prieziiiros ir medicinos
kokybés ir organizacinés plétros institutas

Prietaisy bandymo ir klinikinés inZinerijos direktoratas (EMKI)




EB SERTIFIKATO PRIEDAS

I psl.is 1
Papildoma informacija prie Sertifikato Nr. 5-780-200-1601

Sertifikatas galioja Siems produktams / versijoms:

KLASE
ALUSTAT Ila
ALUSTAT GEL Ila
ALUSTAT FOAM Ila
BEST CORD NANO ITa
CALCIPAST 1la
CALCIPAST+1 1la
CALCIPAST FORTE 1E
CANAL CLEAN Ila
CAVIPACK 1Ta
CHLORAXID 5,25 % ITa
CHLORAXID 525 % EXTRA ITa
CHLORAXID 5,25 % GEL Ila
CHLORAXID 5,25 % GEL EXTRA 1la
ENDO-TOP Ila
EUGENOL ITa
GLUCO CHEX 2 % Ila
™ GLUCO CHEX GEL2 % Ila
HYDROCAL Il a
MTA+ Ila
PLOMBEX ITa
PROTECT LIGHT SEAL Ila
RAINBOW FLOW ITa
(balta, dentino, geltona, oranZin¢, rausva, raudona,
purpuring, Zalia, mélyna)
SYNTEX Ila
TOTAL BLEND (BALTA, DENTINO, MELYNA) Ila
ZINC OXIDE ITa
ZINC OXIDE FAST lla
I8sami informacija apie gaminius saugoma EMKI, Nr. 42-093-2010.
Leidimas: 1 Data: 2016-01-03 Pirmasis leidimas: 2016-01-03
/paraSas/ /spaudas/ /parasas/ /spaudas/
#» Generalinio direktoriaus pavaduotojas _Sertifikavimo jstaigos atstovas EMKI

Nacionalinis sveikatos priezitiros ir medicinos
kokybés ir organizacinés pletros institutas
Prietaisy bandymo ir klinikinés inZinerijos direktoratas (EMKI)

I8 angly kalbos isverté pagal IVP Nr. 119134 vertimy biurui ,, Rivpda ™,
Zalgirio g 90, 09303 Vilnius,
(Tel. mobilus: +370 699 644584)
dirbanti Sonata Juskevidiene

disakinga ui vertimo teisingumaq:
Sonata Juskeviciene

2016 m. vasario mén. 25 d




EC CERTIFICATE

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex I1 excluding (4)

No. 5-780-200-1601

National Institute of Pharmacy and Nutrition
Directorate of Device Testing and Clinical Engineering (EMKI)

certifies that the manufacturer:
Przedsigbiorstwo Produkeyjno-Handlowe
CERKAMED Wojciech Pawlowski
ul. Kwiatkowskiego 1
37-450 Stalowa Wola
Poland
for the products / product category:

Medical devices for dentistry

applies a quality system which meets the requirements of Directive 93/42/EEC concerning medical
devices, Annex II.

Registry number of the related audit report:  42-093-2010

This certificate is valid until 2021-01-02 supposed that the results of the regular yearly surveillance
audits are satisfactory.

Issued by EMKI as a Notified Body with identification number 1011,

This certificate is valid only with the attachment.

Budapest, 2016-01-03

Head of EMKI EMKI 1420

The authenticity and validity of the certificate are verifiable at EMKI.

Orszagos Gyogyszerészeti és Elelmezés-cgészségiigyi Intézet
National Institute of Pharmacy and Nutrition

Eszkézmindsito és Korhdztechnikai 1gazgatosag

Directorate of Device Testing and Clinical Engineering

E‘Iﬂ

H-1051 Budapest, Zrinyi u. 3. Fax: 436 | 886 94 60, Telefon: +36 | 225 27 39
H-1097 Budapest, Albert Floridn i 3/A. B-mail: cert@emkihu, Web: www.cmkihu




ATTACHMENT TO EC CERTIFICATE

Page 1 of |

Additional information for Certificate No. 5-780-200-1601

The certificate is valid for the following products / variants:

CLASS
ALUSTAT Ila
ALUSTAT GEL lla
ALUSTAT FOAM Ila
BEST CORD NANO 1la
CALCIPAST Ila
CALCIPAST+I lla
CALCIPAST FORTE Ila
CANAL CLEAN Ila
CAVIPACK Ila
CHLORAXID 5.25% lla
CHLORAXID 5.25% EXTRA Ila
CHLORAXID 5.25% GEL lla
CHLORAXID 5.25% GEL EXTRA Ila
ENDO-TOP Ila
EUGENOL Ila
GLUCO CHEX 2% Ila
GLUCO CHEX GEL 2% Ila
HYDROCAL Ila
MTA + Ila
PLOMBEX [la
PROTECT LIGHT SEAL Ila
RAINBOW 4FLOW . lla
(white, dentina, yellow, orange, pink, red, purple, green, blue)
SYNTEX Ila
TOTAL BLEND (WHITE, DENTINA, BLUE) lla
ZINC OXIDE Ila
ZINC OXIDE FAST Ila
The detailed description of the product is kept by EMKI under No. 42-093-2010.
Issue: 1 Date: 2016-01-03 First issued: 2016-01-03

vepuly General Director Head of EMKI EMKI

Orszagos Gyogyszerészeti ¢s Elelmezés-cgészségiigyi Intézet
National Institute of Pharmacy and Nutrition
Eszkozminosito és Korhaztechnikai Igazgatosag

Directorate of Device Testing and Clinical Engineering

H-1051 Budapest, Zrinyi u. 3. Fax: 436 1 886 94 60, Telefon: +36 1 225 27 39
H-1097 Budapest, Albert Florian Gt 3/A, E-mail: cert@embki.hu, Web: www.emki.hu













For better dentistry

DenspLy

Konformititserklarung / Declaration of Conformity

Wir/We

DENTSPLY DETREY GmbH
De-Trey-Stralle 1

78467 Konstanz
Germany

erklaren in alleiniger Verantwortung, dass die Produktgruppe/
declare under our sole responsibility that the product line

AH Plus
Topseal

auf die sich diese Erklarung bezieht, unter Anwendung von Anhang | und I1.3 der Richtlinie 93/42
EWG und deren Anderung durch die Richtlinie 2007/47/EG - einschliesslich der Umsetzung in
nationale Gesetze - entwickelt, produziert und kontrolliert wurde. Die Produktgruppe erflilit die
grundlegenden Anforderungen geméaf Anhang | der Richtlinie 93/42/EWG. Das
Konformitatsbewertungsverfahren wurde unter Berticksichtigung der anwendbaren
harmonisierten Normen durchgefiihrt. Diese Konformitatserkldrung gilt fir alle produzierten
Chargen ab Ausstellungsdatum. /

to which this declaration relates was developed, produced and controlled in application to
Council Directive 93/42/EEC of 14 June 1993 concerning medical device / Annex | and 11.3 as
amended by Council Directive 2007/47/EC - including its transposition in national laws. The
product line fulfils the essential requirements according to Directive 93/42/EEC Appendix . The
assessment of Conformity was accomplished with regard to all applicable harmonized standards.
This decfaration of conformity is valid for all batches manufactured after the date of issue.

Benannte Stelle:/Notified Body: ~ TUV SUD PRODUCT SERVICE GMBH, Ridlerstrale 65,
80338 Miinchen,Germany CE 0123

EC Zertifikat./EC Certificate: G109 1021108 018*
Konstanz, den 10.09.2012 Version: 6
(Ort und Datum der Ausstellung)/(Place and date of issue)

DENTSPLY DETREY GmbH

_ppa. Wilfried Beyerle/ Director Quality Assurance

(Name, Funktion und Unterschrift des Befugten)/ (name, position and signature of authorized person)

FVQS-00212010-01-14 :
10.09.201 Quality Managamant\Kenformi AH Plus Topseal Class Il.docx Seite/Page 1 von/of 1

*Gultig zum Zeitpunkt der g der g / Valid at the dale of issuance of the Declaration of Conformity




Em L.D. Caulk Division

C 38 West Clarke Avenue
AULK Milford, DE 19943.1805
(302) 422-4511

DYCAL® Radiopaque Calcium Hvdroxide Compeosition

EC Declaration of Conformity

EC Declaration of Conformity:

The above listed medical device(s) conform to the requirements of Council Directive 93/42/EEC and meet the
relevant Essential Requirements of Anuex L. All devices are designed, manufactured, 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.

DENTSPLY Caulk Division maintains a quality management system that complies with the United States Food and
Drug Administration 21 CFR Part 8§20 & 211, ISO 13485:2003, CMDR, JPAL (MO 169) and the European Union
Council Directive 93/42/EEC

Authorized Signature:

Name: W Date of Issuance: [/ 7 @07

Humberto Lozoya
Manager of Quality and Regulatory Assurance

TF002-DOC-1 Page 2 of 2



DYCAL® Calcium Hydroxide Composition (302) 4224511

Manufacturer’s Name
Address:

Authorized EC Representative

Name and Address:

Unique Product Identification:

Description:

GMDN Code:

Product Classification
Per Annex IX:

TF002-DOC-1

L.D. Caulk Division
38 West Clarke Avenue
Milford, DE 19963-1805

EC Declaration of Conformity

DENTSPLY Caulk

38 West Clarke Avenue
Milford DE 19963
UsA

DENTSPLY DeTrey GmbH
D-78467
Konstanz Germany

623451Y-6 Dycal® Dentin Standard Six Pack
623401Y-6 Dycal” Ivory Standard Six Pack
623450  Dycal® Dentin Complete Kit
623400  Dycal® Ivory Complete Kit
623701  Dycal” Ivory Six Pack

623702  Dycal® Dentin Six Pack
623801-6 Dycal” Ivory Standard Six Pack
623802-6  Dycal” Dentin Standard Six Pack

Dycal" is a rigid, self-setting, radio-opaque calcium hydroxide composition. It
will not inhibit the polymerization of acrylic and composite restorations.

Dycal® is available in tubes and in CFC free pressure packs.

P16182

This product is classified as a Class ITa Medical Device under
Annex IX Section III, rule 8, implantable device, long term.

Page 1 of 2



Vertimas is angly kalbos

/DENTSPLY Cauik firminis blankas/

DYCAL® rentgeno kontrastinis kalcio hidroksido kompozitiné medZiaga

EB Atitikties deklaracija

EB Atitikties deklaracija:

AuksCiau nurodytas medicinos gaminys atitinka Tarybos direktyvoje 92/42/EEB nustatytus ir esminius I
priedo reikalavimus. Visi gaminiai yra projektuojami, gaminami, bandomi ir tiekiami 1 rinka pagal
technines specifikacijas.

Si deklaracija parengta pagal Atitikties sertifikata US97/10442, iduota notifikuotos jstaigos ,,SGS United
Kingdom Ltd. Systems & Services Certification* Nr. 0120 pagal Direktyvos VII prieda.

DENTSPLY Caulk skyrius yra idieges ir vadovaujasi kokybés vadybos sistema, atitinkangia Jungtiniy
Amerikos Valstijy Maisto ir vaisty administracijos CFR 21 antradtinés dalies 820 ir 211 skirsniy, ISO
13485:2003, CmDR, JPAL (MO 169) ir Europos Sajungos Tarybos direktyvos 93/42/EEB reikalavimus.

Igaliotas atstovas:

/paraSas/
Vardas ir pavardé: Humberto Lozoya Data: 2009-09-11
Kokybeés ir teisés skyriaus vadovas

13 angly kalbas iSverté pagal IVP Nr. 178569 vertimy biuri ., Rivyda "
Zalgirio £ 90, 09303 Vitnius,

fTel.: +370.5 273 05 87; mobilus: +370 699 64484)

dirbantis Valdays Sedeika

Atsakingas ug vertimo reisingumeg.
Valdas Sedeika

2044 m. vasariv men, 24 d



Vertimas is angly kalbos

/DENTSPLY Caulk firminis blankas/

DYCAL® kalcio hidroksido kompozitiné medZiaga

EB Atitikties deklaracija

Gamintojas DENTSPLY Caulk
Adresas 38 West Clarke Avenue
Milford DE 19963
JAV
lgaliotas atstovas ES DENTSPLY DeTrey GmbH
Pavadinimas ir adresas: D-78467

Konstanz, Vokietija

Unikalus gaminio numeris 623451Y-6 Dycal® Dentin Standard Six Pack
623401Y-6 Dycal® Ivory Standard Six Pack
623450  Dycal® Dentin Complete Kit
623400  Dycal® Ivory Complete Kit
623701  Dycal® Ivory Six Pack
623702  Dycal® Dentin Six Pack
623801-6 Dycal® Ivory Standard Six Pack
623802-6 Dycal® Dentin Standard Six Pack

ApraSymas: Dycal® yra kieta, savaime kietéjanti, rentgeno kontrastiné kalcio
hidroksido kompoziciné medziaga. Ji neslopina akriliniy ir
kompozitiniy restauracijy polimerizacijos. Dycal® tiekiamas
tiibelése ir pakuotése be CFS.

GMDN kodas: P16182

Gaminio klasifikacija

pagal IX prieda:
Pagal IX priedo III dalies 8 taisykle gaminys klasifikuojamas
kaip Ila klasés medicinos prietaisas — implantuojamas, ilgalaikis.

l;i angly kalbos itverté pagal IVP Nr. | 78569 vert iy bivewi . Rivyda'
Zalgirio g 90, 09303 Vilnius,

(Tel.: 43705 273 U5 87; mobilus: +370 699 64484

dirbantis Valdas Sedeika

Awsakingas uz vertimo teis ingumq:
Valdas Sedeika

2014 m, vusario men, 24 d



.

Cautk

DECLARATION OF CONFORMITY

DENTSPLY Caulk
38 West Clarke Avenne
Milford, Delaware 19963 USA

declares that the medical deviee(s) described hereafter

Enhance® Composite Finishing & Pelishing System

Enhance® Finishing Cups

_Eahance® Finishing Points

Enhance® Finishing Discs

Enhance® Polishing Cups

Enhance® Polishing Pads

is in conformity with the essential requirements and provisions of Council Directive
93/42/EEC.

This product is classified as o Class Iu Medical Device under Annex IX, Section 111 2.1,
Rule 5.

L3
v
USA. 1011999 Lok ed Pl
(Place and date of issue) Richard F. Bleau
Director of Quality




