Professional Care Products NN

CRT® bacteria (| 507 W) P(/N\Z (1m0 C/Cbé'/

For determining the mutans streptococci and lactobacilli count in Advantages:
saliva and plaque. — Two-in-one: Determining the mutans streptococci and lactobacilli
count :

I

High selectivity of the culture media
Hygienically sealed agar surfaces

— Excellent scientific backup

Quick and easy to conduct

Basis for individual and targeted therapy

" Delivery forms e e

Intro Pack 553545
Dip CRT bacteria 3x
Test Strips CRT buffer 3x
var. accessories
Refill CRT bacteria, \)ar. accessories 6x 553543
Refill CRT Paraffin 6x 553546
* Cultura Incubator 9 poZ.
For incubation of yeast and bacterial cultures Technical Data:
in the dental practice. - Operating voltage: 220-240 V/50-60 Hz
100-120 V/50-60 Hz
- Rated capacity: 30 W/0,2 A

— Temperature range for incubation: +30 °C bis +45 °C + 1 °C

' Delivery forms

Cultura Incubator 220-240V 533539
100-120V 538325

CRT® buffer

For determining the buffer capacity of saliva. Advantages:

Individually packed test strips

Reliable results

- Quick and easy to conduct

Results available after only five minutes

" Delivery forms

Refill CRT buffer, var. accessories 6x 553544

% Not available in all the countries *




Nauaojimo INSIrukclja PRUFHYTIEX FUIVET - 1.UU/.UU'14, 1.UU/.UUTS, 1.UU7.UUT0, 1.UU7.UUT/ PRUPHYpears® -
1.010.1826, 1.010.1828, 1.010.1829, 1.010.1830, 1.010.1831, 1.010.1797, 1.010.1798, 1.010.2133 PROPHY Superpearls®
-1.010.1832

3 Gaminio aprasymas | 3.1 Naudojimas pagal paskirt]

3 Gaminio apraSymas

)

@ REM laikiklis, skitas PROPHYflex ® REM laikiklis, skirtas
milteliams -PROPHYpearls®"
+LPROPHY Superpearls®"

= ,PROPHYflex* milteliai apelsiny skonio, pakuotéje 80 maiseliy

* (Medz. Nr. 1.007.0014)
= ,PROPHYflex" milteliai uogy skonio, pakuotéje 80 maiseliy

e (Medz. Nr. 1.007.0015)
= ,PROPHYflex" milteliai vysSniy skonio, pakuotéje 80 maiseliy

» (Medz. Nr. 1.007.0016)
= ,PROPHYflex" milteliai méty skonio, pakuotéje 80 maiseliy

* (Medz. Nr. 1.007.0017)
= ,PROPHYpearls®“ neutralaus skonio, pakuotéje 80 maiseliy

e (Medz. Nr. 1.010.1826)
= ,PROPHYpearls®" méty skonio, pakuotéje 80 maiseliy

* (Medz. Nr. 1.010.1828)
= ,PROPHYpearls®" persiky skonio, pakuotéje 80 maiseliy

» (Medz. Nr. 1.010.1829)
= ,PROPHYpearls®"“ apelsiny skonio, pakuotéje 80 maiseliy

* (Medz. Nr. 1.010.1830)
= ,PROPHYpearls®" juodyjy serbenty skonio, pakuotéje 80 maiseliy

* (Medz. Nr. 1.010.1831)
= ,PROPHYpearls®“ neutralaus skonio, 1 buteliukas 250 g

* (Medz. Nr. 1.010.1797)
= ,PROPHYpearls®" neutralaus skonio, 4 buteliukai po 250 g

e (Medz. Nr. 1.010.1798)
= PROPHYpearls® Mailing new"

* (Medz. Nr. 1.010.2133)
= ,PROPHY Superpearls®“, pakuotéje 80 maiseliy

« (Medz. Nr. 1.010.1832)

opoe.

Pagrindinés sudétinés dalys
,PROPHYflex" milteliai = natrio karbonatas, CAS Nr.: 144-55-8
~PROPHYpearls®" ir ,PROPHY Superpearls®"” = kalcio karbonatas, CAS Nr.:

471-34-1

3.1 Naudojimas pagal paskirtj
Aprasyti milteliai skirti

8/14




INauQojimo INSTruKclja FRUFHYTIEX FUIVEr - 1.UU7.UU'14, 1.UU7.0U19, 1.0U7.0U0, 1.0U/.UU'1 PRUFHYpearis® -
1.010.1826, 1.010.1828, 1.010.1829, 1.010.1830, 1.010.1831, 1.010.1797, 1.010.1798, 1.010.2133 PROPHY Superpearls®
-1.010.1832

3 Gaminio aprasymas | 3.2 Pakuotes Zenklinimas

= naudoti prietaisuose ,KaVo PROPHYflex 2“ ir ,KaVo PROPHYflex 3“ bei tik profi-
laktiniam danty gydymui odontologijos srityje. Bet koks naudojimas ne pagal pa-
skirtj yra draudziamas. Dél to gali kilti pavojus. ,PROPHYflex" milteliai, ,PROPHY-
pearls®" ir ,FROPHY Superpearls®™ kartu su ,KaVo PROPHYflex 2“ arba ,KaVo
PROPHYflex 3" skirti tokiems tikslams: danty pavir§iams valyti, spalvos pokyciams
ir danty apnasoms Salinti, Zandikaulio orfopedijai, skylutéms plombuoti, protezavi-
mui, Servuojanciai ir estetinei odontologijai. Dar Zr. naudojimo nurodymus.

= Milteliai yra medicinos produktas pagal atitinkamas Salies jstatymais jtvirtintas
nuostatas.

Pagal Sias nuostatas ,PROPHYflex 2" ir ,PROPHYflex 3" kartu su milteliais bei skirti
naudoti tik aprasytiems tikslams, laikantis
= galiojanciy darbo saugos nurodymy,

= galiojanciy prevencijos nuo nelaimingy atsitikimy priemoniy
= ir Sios naudojimo instrukcijos.
Pagal sias nuostatas naudotojas yra jpareigotas
= naudoti tik nepriekaistingas darbo priemones,
= atsizvelgti | tinkama naudojimo paskirt],
= saugoti save, pacientg ir tre€iuosius asmenis nuo pavojy.

3.2 Pakuotés Zenklinimas

REF |Atskaitos arba medziagos numeris
Gamintojas

GOST Zenklinimas

Laikykités naudojimo instrukcijos

Elektroniné naudojimo instrukcija

Skirti tik vienkartiniam naudojimui

S

3.3 Transportavimo ir sandéliavimo sglygos
Temperatlra: nuo -20 °C (-4 °F) iki 60 °C (140 °F)

Santykinis oro drégnumas: 5-95 %

" |Oro slégis: nuo 700 hPa (10 psi) iki 1060 hPa (15 psi)

Saugokite nuo dregmes.

WD, B

9/14 v




Tooth Whitening / Tooth Jewellery RN

VivaStyle® 10% - /’0/7Cﬂ}’~Z [ 0 O/di(
VivaStyle® 16% M poz.

A gel containing either 10% or 16% carbamide peroxide for at-home  Indications:
treatment. It is applied with a customized tray. ~ Whitening of discoloured vital or non-vital teeth
- Internal and external

Advantages:

- Specially adjusted viscosity

- Calibrated, re-sealable syringe
— Soft and gentle tray material

(Bl » s ™
Patient Kit VivaStyle 16 % 4 Syringes, 3 ml each 646032

2 Tray Sheets, 1 Tray Case, var. accessories

Touch Up Kit VivaStyle 16 % 2 Syringes, 3 ml each 646033

Patient Kit VivaStyle 10 % 4 Syringes, 3 ml each 645980
2 Tray Sheets, 1 Tray Case, var. accessories

Touch Up Kit VivaStyle 10 % 2 Syringes, 3 ml each 646031
Tray Sheet Refill 12x 558805
Skyce®
Crystal glass ornaments that are bonded to the labial surfaces of Skyce is available in 2 sizes:
natural upper anterior teeth without previous preparation. Approx. 1.9 mm and 2.4 mm
Shade:

Crystal

' Delivery forms

Intro Pack | 7 / 559320
Heliobond, Total Etch, Skyce Refill crystal sm;)l,f’" /;f”
+ Refill crystal large, var. accessories // i

/ A
Refill cristal small / i 5x 559321
Refill cristal large T 5x 559322

99
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Artikel/ Artikel Artikelbezeichnung
Bestell-
Nr.
281529 s meridol® med CHX 0,2 %*
meridol med Antiseptikum zur kurzzeitige
| ey Keimzahlreduktion in der M1
: :-mgm%;“ﬂ?ﬂm hohle.
it Ohne Alkohol
Frei verkauflich
300 ml
Artikel/ Artikel Artikelbezeichnuﬁg
Bestell-
Nr.
¥ 246464 elmex?® gelée**
Tl e 5 .
b ¢ aitiyl] Zus'atzhch. 1x wé'chentlich
elnligx gelée zur Intensivfluoridierung
S des Zahnschmelzes.
Apothekenpflichtig
Tube 25 g
246443 elmex® fluid**
Hochkonzentrierte Amin-
fluoridlésung zur Karies-
prophylaxe, Remineralisa-
tion der Initialkaries und
Behandlung Uberempfindli-
cher Zahnhélse.
Verschreibungspflichtig
Flasche 50 ml
)
246447 elmex® gelée**
Zusatzlich 1x wochentlich
zur Intensivfluoridierung
des Zahnschmelzes.
Verschreibungspflichtig
Tube 38 g
246448 elmex® gelée**
Prophylaxe:
S Zur Kar.iesprophylaxe
i i Pelie Therapie:
i eLmeX%&W Zur Unterstlitzung der Be-
! ey 2 :
P handlung der Initialkaries.
: Zur Behandlung iberemp-
findlicher Zahnhélse.
Verschreibungspflichtig |
Tube 215 g J
* Alle Handler sind in der Preisgestaltung vollkommen frei. Es handelt sich bei oben stehet Lo

** Pflichttext siehe Seite 22. d




(mmmmm Professional Care Products

Plaque Test

Fluorescent disclosing liquid to reveal bacterial biofilm and the sur-
faces of natural and restored teeth or implants. o

Yaque Test
. ndicator Llgutd
R kimg

VivaSens®

Desensitizing varnish for hypersensitive teeth.

i

90

26

Advantages:

Fluorescent under any polymerization light
Easy handling
No inconvenient staining of tongue and mucous membranes

_ Delivery forms ;

1x11g 533299

0717/702_ Refill

Indications:

Hypersensitive cervicals

Hypersensitivities due to bleaching

Desensitization after professional tooth cleaning, scaling and root
planing

Dentin protection under restorative materials

Advantages:

Long-term relief

Quick to work

Quick to use

Gentle to gums

Free Stand Single Dose - free-standing with grip surface

Delivery forms

Single Dose

Assortment 22x0.1g 561958
Intro Pack 6x0.1g 561959
Bottle

Assortment 1x4qg 574359

===




Professional Care Products

&

Cervitec® Gel A poz.

Oral care gel with 0.2% chlorhexidine and 900 ppm fluoride. Fields of application:
— For the prevention of inflammations by maintaining the health of
the gingiva and the oral mucous membrane
— As a support during the therapy of patients with inflammation,
such as gingivitis, periodontitis, periimplantitis or denture stomatitis
— With increased bacteria counts

Advantages: :

— Less plaque, less gingival inflammation and less halitosis due to less
bacteria

- Fluoride protects natural teeth.

— Pleasant taste

— Easy application
e Brush teeth in the evening with Cervitec Gel
e Apply the gel in proximal areas using an interdental brush
 Apply the gel directly on the gingiva, mucous membrane or the

inner part of the denture

Cervitec Geal
3.5 health care gel / Mundps..

| Delivery forms

Cervitec Gel 1x20g 616440
616439

-special care of
. problem areas
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HEEE Professional Care Products

Helioseal®
Helioseal® F L pez,
Helioseal® Clear o?.;//goz_

Light-curing, resin-based fissure sealants for the preventive sealing of ~ Helioseal

pits and fissures, using the enamel etching technique. White-shaded sealant that permits easy control during application
and at recalls.
Helioseal F ;
White-shaded sealant with additional fluoride release

Helioseal Clear
Transparent sealant for excellent esthetic results and easy monitoring
of fissures in case of doubt

Advantages:

— Precise application, the basis for top quality sealing results
- Well-proven in many years of clinical use

- Effective protection against caries

Helioseal®

v

by

™ Gty

D i (i

Delivery forms

Helioseal

Assortment 1x8g 533298
Helioseal, Email Preparator blue, var. accessories

Refill 1x8¢g 533297

Helioseal F

Assortment 5x1.25¢g 558518
Helioseal F, Email Preparator blue, var. accessories

Refill Syringe 1x1.25¢g 558519
Refill Cavifils 50x0.1g 543793

Helioseal Clear
Assortment 5 x 1.25g 558520

Helioseal Clear, Email Preparator blue, var. accessories
Refill 1x1.25¢g 558521
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Artikel/ Artikel Artikelbezeichnung
Bestell-
Nr.
282157 elmex® SENSITIVE plus sanftes

Weil3 Zahnpasta
75 ml

272672 elmex® SENSITIVE PROFESSIONALT
Zahnpasta mit PRO-ARGIN®

Sofortige* und anhaltende
Schmerzlinderung

* Fiir sofortige Schmerzlinderung bis zu 2x téglich
mit der Fingerspitze auf den empfindlichen Zah
auftragen und fiir 1 Minute sanft einmassieren.
75 ml

SENSITIVE PROFESSIONAL” qf

oA oot

T

272674 ¥ elmex® SENSITIVE PROFESSIONALT
plus sanftes Wei3 Zahnpasta

=
Sofortige* und anhaltende & D /QOZ

Schmerzlinderung +
natiirlich weiBBe Z&hne
* Filr sofortige Schmerzlinderung bis zu 2x téglich-
| mit der Fingerspitze auf den empfindlichen Zahr
‘ auftragen und fir 1 Minute sanft einmassieren.
75ml

R

281877 elmex® EROSIONSSCHUTZ
Zahnpasta mit ChitoActive
Technologie™

"""" e B [ | - Starkt den Zahnschmelz und
schiitzt wirksam vor
Zahnschmelz-Abbau

75 ml

282525 ; | meridol® Zahnpasta
mit Aminfluorid/Zinnfluorid

Bekémpft die Ursache von
Zahnfleischentziindungen

75 ml

meridol & €

PLO3032A meridol® HALITOSIS Zahnpasta
- Gezielter Schutz fiir einen

M[Q & gesunden Atem
bommsemmessiguusssy | - Neutralisiert geruchsaktive
q Substanzen und bekdmpft somit
die Ursachen von Mundgeruch
75 ml

“ hische”Mund- und

aronal® SCHUTZ & ATEMFRISCHE
Mundspiilung

Schiitzt das Zahnfleisch und
gibt frischen Atem

Ohne Alkohol
400 ml

281773

280009 elmex® JUNIOR Zahnspiilung R ’ i
- Zusatzlicher Kariesschutz fiir : A
gesunde und starke Zéhne S
- Milder Minzgeschmack, speziell A/
fiir Kinder und Jugendliche i 1/
Ohne Alkohol
400 ml

L

i

I!I@r

]
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* Alle Handler sind in der Preisaestaltuna vollkommen frei. Es handelt sich bei oben stehenden Vel




Professional Care Products HEEEEN

Proxyte® Ab pOR.

The Proxyt prophy pastes with defined abrasive values (RDA) ensure Containing fluoride
professional, needs-oriented cleaning and polishing of teeth, restora- Proxyt RDA 83, coarse
tions and implant-supported reconstructions, due to their advanced Proxyt RDA 36, medium
formula. The pastes contain xylitol, which inhibits the growth of the Proxyt RDA 7, fine
bacteria that cause caries.

Fluoride-free

Proxyt RDA 36, medium

Advantages:

Customized, gentle cleaning and polishing

Scratch-free cleaning of sensitive surfaces using the fine Proxyt
without pumice

- Smooth consistency, splatter-free formula

Fresh peppermint taste

| Delivery forms =~
Refill RDA 7, fine 1x55ml 579866
Refill RDA 36, medium 1x55ml 579867
Refill RDA 83, coarse 1x55ml 579868
Refill RDA 36, medium fluoride-free 1x55ml 633064

97
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ZERTIFIKAT ¢ CERTIFICATE ¢

Product Service

EC Certificate
Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex il excluding (4)
{Devices in Class lla, lib or Iil)
No. G114 12 43306 130
Manufacturer: lvoclar Vivadent AG
Bendererstrasse 2
9484 Schaan
LIECHTENSTEIN
Product Dental materials: Filling materials (including sealants,
Category(ies): liners, base materials, temporary materials), cements,

adhesives, desensitizers etching materials, root canal
posts, polishing instruments, resin and porcelain teeth,
denture base materials, materials for inlays, onlays,
crowns and bridges, non-precious dental alioys,
antibacterial protective varnish for dental use,

dental abutments, dental curing lights,

dental instruments

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex II.
This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class lll devices an additional Annex Il (4) certificate
is mandatory. See also notes overleaf.

Report No.: 713046820
Valid from: 2015-01-27
Valid until: 2019-11-30

H-&

Date, 2015-01-27

Hans-Helner Junker
%1
TUV SUD Product Service GmbH is Notified Body with identification no. 0123 AL /
Page 10f 2 /’ .
TUV SUD Product Service GmbH - Zertifizierstella - RidlerstraBe 65 . 80339 Mﬁncha?uf-"i"'éennany v
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Product Service
EC Certificate

Full Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex [l excluding (4)
(Devices in Class lla, llb or lli)

No. G1141243306 130

Facility(ies): Ivoclar Vivadent Manufacturing GmbH
Bremschistrasse 16, 6706 Biirs, AUSTRIA

Ivoclar Vivadent AG
Bendererstrasse 2, 9494 Schaan, LIECHTENSTEIN

Ivaclar Vivadent Manufacturing GmbH
Via-Gustav-Flora 32, 39025 Naturno (BZ), ITALY

Ivaclar Vivadent, Inc.

Main Avenue corner Ampere Street (SEPZ), Light Industry &
Sclence Park (LISP), 4025 Bo. Diezmo, Cabuyao, Laguna,
PHILIPPINES

Ivoclar Vivadent GmbH
Dr. Adolf-Schneider-Strasse 2, 73471 Ellwangen, GERMANY

Page 2 of 2
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TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraRe 65 - 80339 Miinchen - Gw&'ﬁy vV
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Versta is angly kalbos

(logitipas): /TUV SUD Product Service/

EB SERTIFIKATAS

VisiSko kokybés uztikrinimo sistema

(Direktyvos 93/42/EEB dél medicinos prietaisy IT priedo 3 skirsnis)
"Nr. G109 10 43306 068

Gamintojas: mlvoclar Vivadent AG*
Bendererstralie 2,

9494 Schaan,

LICHTENSTEINAS
Produkto stomatologinés medziagos: UZpildai
kategorija(-0s): (iskaitant sandarinimo medZiagas, jklotus, pagrindines medziagas,

laikinasias medZziagas), risliosios, klijuojancios, jautrumg maZinanéios med¥iagos,
ésdinamosios, balinamosios medzZiagos, $akny kanaly statramséiai, blizginimo
instrumentai, plastiko ir porceliano dantys, danty protezavimo pagrindinés medZiagos,
plombavimui, aptaisymui, kariinéléms ir tilteliams skirtos medziagos, nebrangiis danty
lydiniai, danty graZztai, antibaktering apsauga ir blizgesj teikianéios danty prieZiiiros

priemonés, danty atramos.

~TUV SUD Product Service GmbH* sertifikavimo jstaiga pareiskia, kad auk$¢iau paminétas gamintojas jgyvendino
atitinkamy produkty / produkty kategoriju projektavimo, gamybos ir galutinio patikrinimo pagal Direktyvos 93/42/EEB dél
medicinos prietaisy IT priedo 3 skirsnj kokybés uztikrinimo sistema. Si kokybés uztikrinimo sistema atitinka $ios Direktyvos

sertifikatas, Taip pat zr. kitoje dokumento puséje esancias pastabas.

Ataskaitos Nr. 71355694
Galioja iki: 2014-11-30
(Zenklas - antspaudas):
I/parasas/ /TUV SUD Product Service 409257/

Data: 2009-12-01
Hans-Heiner Junker

,TUV SUD Product Service GmbH* yra notifikuotoji istaiga pagal Tarybos Direktyva 93/42/EEB dél medicinos prietaisy,
identifikacinis Nr. 0123.

1 puslapis i§ 2

A1/07.09




ERTIFIKATAS

ko kokybés uztikrinimo sistema

r. G109 10 43306 068

[monés

Oficialus patvirtinimas

Tai autentiskas originalas.
Schaan, 2009 m. gruodzio 2 d.
/ParaSas/ /Antspaudas/

rektyvos 93/42/EEB dél medicinos prietaisy II priedo 3 skirsnis)

Ivoclar Vivadent GmbH
Bremschlstr. 16, 6706 Burs, Austrija

Ivoclar Vivadent AG
Bendererstrabe 2, 9494 Schaan, Lichtensteinas

Ivoclar-Vivadent srl & C. sas
Via-Gustav-Flora, 32, 39025 Naturno (BZ), Italija

Ivoclar Vivadent, Inc.

Main Avenue corner Ampere street, SEPZ, Light Industry &
Science Park (LISP), 4025 Bo. Diezmo, Cabuyao, Laguna ,
Filipinai

Ivoclar Vivadent GmbH
Dr. Adolf-Schneider-Strabe 2, 73471 Ellwangen, Vokietija




» - " ]
® "
L

ivoclar
vivadent:

passion vision innovation

Declaration of conformity Ce
Manufacturer Ivoclar Vivadent AG
Address Bendererstrasse 2
FL — 8494 Schaan
Liechtenstein
Product Proxyt
Type of material Paste for cleaning and polishing
Product category not applicable
Classification Medical Device Class |

We herewith declare that the above mentioned products meet the provisions of the following
EC Council Directives and its implementation in national law. All supporting documentation is
retained on the premises of the manufacturer and the notified body.

Directives Medical Device Directive 93/42/EEC, Annex Ii. 3
Standards IS0 1641 ~ Medical devices for dentistry — Materials
Notified Body not applicable

Address

Place, Valid from Schaan, 24 May 2011

Replaces version of. 26 March 2003

Name Dr. Volker Rheinberger Dipl. ing. Patrik Oehri
Position CTO Director R&D Services

Date 24 May 2011 24 May 2011




IVOCLAR
VIVADENT

CE 0123

Atitikties deklaracija

Gamintojas: Ivoclar Vivadent AG
Bendererstrasse 2
FL-9494 Schaan

Liechtenstein

Produktas: Proxyt
Medziagos: Valymo ir poliravimo pasta
Klasifikacija: Medicinos prietaisas I klaseés

Deklaruojame, kad aukséiau paminéti produktai atitinka CE direktyvy ir vietiniy teisés akty
keliamus reikalavimus. Visa susijusi dokumentacija yra saugoma gamintojo ir notifikuotosios
jstaigos patalpose.

Direktyvos: 93/42/EEC direktyvos II priedo 3 str.

Standartai: ISO 1641 —odontologijos medicininiai prietaisai - medziagos

Notifikuotosios jstaigos

adresas: nenurodyta
Vieta, galioja nuo: Schaan, 2011 geguzés 24
Pakeigia: 2003 kovo 26
Parasas:
Vardas, pareigos: Dr. Volker Rheinberger Dipl.ing. Patrik Oehri
CTO Tyrimy sk. direktorius
Data: 2011 geguzes 24 2011 geguzes 24

OoPia tir,



GABA GmbH

Spezialist fiir orale Pravention

An die

Nord Apotheke
Herr Volker Zwiesel
Welzheimer Str. 15

73614 Schorndorf

- larrach, 24, Maz 2010 / tap
complaints@gaba.com

lhre Anfrage
Sehr geehrter Herr Zwiesel,

beziglich derUberpiifung unserer Produkte und Dienstleistungen bzw. unserer Dokumentation kn-
nen wir lhnen mitteilen, dass unsere Firma nach I1SO 2001 2008 und EN 13485:2003 zertifiziert
wurde. Damit unterliegt die GABA GmbH der freiwilligen Auditierung durch eine externe, unab-
hingige Stelle sowie dadber hinaus nafirlich der gesetzlich vorgeschriebenenUberwachung fir Kos-
metik-, Pharma- und Medizinproduktehersteller durch Aufsichtsbeltrden bzw. benannte Stellen.

Gerne erhalten Sie hiermit das SQS-Zertifikat ISO 9001:2008 / EN 13485:2003.

Haben Sie weitere Fragen oder Winschen, wenden Sie sich bitte jederzeit gerne an uns!

Mit freundlichen Gilten

Q) U "

i.A. Tamara Péndler
Assistenz Qualittssicherung

GABA Gmb#r Telefon +49 (76 21) § 07-0 Eingetr. Registergeri
Berner Weg 7 Telefax +49 (76 21) 9 07-4 99 Internet: www.gaba-dent.de Freiburg HRB 410020
D-79539 Lorrach St.-Nr.: 1108702098 . Sparkasse Lérrach; 1031 053 (BLZ 683 500 48) Geschaftsfihrer:

Postfach 2520 USt-IdNr.: DE 142399049 (IBAN): DE67 6835 0048 0001 0310 53 Peter Brans-Poulsen

D-79515 Lérrach ILN 4007965 000003 SWIFT-BIC.: SOLADES1LOE Christian Strasoldo-Graffemberg



(logotipas): /G. GABA GmbH. Spezialist fiir orale Prévention/

Kam:

,,Nord Apotheke*
ponui Volker Zwiesel
Welzheimer Str. 15
73614 Schorndorf

Liorachas, 2010 m. kovo 24 d./ tap
complaints@gaba.com

Jusy paklausimas

Gerb. p. V. Zwiesel,

Versta i§ vokieciy kalbos

del musy gaminiy ir paslaugy ar miisy dokumenty galime Jums pranesti, kad miisy jmoné sertifikuota pagal standartus ISO
9001 2008 ir EN 13485:2003. Todél ,,GABA GmbH* taikomos savanoriskos audito procediiros, kurias atlieka
nepriklausoma iforés audito istaiga, o be to, aiSku, ir jstatymo numatyta kosmetikos, farmacijos ir medicinos produkty
gamintojy kontrolé, atliekama prieZitiros institucijy arba paskirty istaigy.

Mielai pateikiame Jums SQS sertifikata pagal ISO 9001:2008 / EN 13485:2003.

Visuomet mielai atsakysime | bet kokius Jusy klausimus bei priimsime pageidavimus.

Pagarbiai,

/parasas/

Tamara Pfindler

Kokybés uZtikrinimo pataréja
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EG-Konformitatserklarung

EC-Declaration of conformity
CE-Déclaration de conformité

Dichiarazione di conformita con le norme CE
Prohlaseni o shadé s normami ES
Declaracion de Conformidad de la CE

KaVo. Dental Excellence.

Kaltenbach 8 Voigt GmbH
Bismarckring 39
D-88400 Biberach

PROPHYpearls

93/42] EEC Medical Devices / Annex I
ISO 11014-1 Safety data sheet for
chemical products

Wir erkléren, dase die von uns hergesteliten Produkte auf die sich diese Erklérung bezieht, mit den
grundlegenden Anforderungen gemaR den Bestimmungen der obigen Richtlinie (ibereinstimmen. Zur
Beurteilung des Erzeugnisses wurden die benannten Normen oder normative Dokumente angewandt.

We declare that the products manufactured by us to which this statement refers, conform to the essential
requirements according to the above-mentioned directive. The specified standards or normative documents
were applied to evaluate the product,

Nous déclarons que les produits que nous fabriquons, auxguels se référe cette déclaration, sont conformes
aux exigences essentielles selon les dispositions de la directive susmentionnée. L.es normes ou autres
documents nhormatifs désignés sont utilisés pour le jugement de ce produit.

Dichiarlamo che i prodotti da noi fabbricati, a cui si riferisce la presente dichiarazione, sono conformi ai
requisiti fondamentali al sensi delle disposizioni della direttiva summenzionata. Per la valutazione del prodotto
sono stati applicati le norme o i documenti normativi citati.

Prohlasujeme, Ze se ndmi vyrabéné vyrobky, na které se vztahuje toto prohlasent, shoduji se zakladnimi
pozadavky podle pfedpisi vySe uvedené smérnice. K posouzen( vyrobku byly pouZity uvedené normy nebo
normativy.

Por la presente declaramos que los productos que nosotros fabricamos, y a los que hace referencia esta
declaracion, cumplen los requisitos basicos de conformidad con las disposiciones de la directiva arriba
mencionada. L.as normas o documentos normatives mencionados se aplican en la evaluacion de dichos
productos.
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