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IQONET
Tarptautinis Sertifikavimo Tinklas

SERTIFIKATAS

IQNET ir jo partneris
CISQ/CERTIQUALITY s.r.l.

Mes patvirtiname kad jmoné :
LASCOD S.P.A.

IT-50019 Sesto Fiorentino (FI) — via L.Longo, 18

[diegta ir naudojama kokybés vadybos sitema

UNI EN ISO 13485:2003

Srityse kodas EA 12:

Odontologijos prietaisy ir medZiagy pagaminty alginato ir polimero pagrindu skirty
danty atspaudams, projektavimas ir gamyba, taip pat ir treciyjy Saliy vardu, ir prekyba

Padalinyje adresu
IT-50019 Sesto Fiorentino (FI) — via L.Longo, 18

I§davimo data: 2013-06-27

Pirmo i§davimo data: 2010-06-29
Galiojimo data: 2016-06-26

IQNET prezidentas CISQ prezidentas

Michael Drechsler Claudio Provetti
/’1 ’ ,_'\.
NS Vitalijus Striuzas

s Direktorius



DICHIARAZIONE DI CONFORMITA’ CE — GENERICA
CE GENERIC DECLARATION OF CONFORMITY
MODULO / FORM Rev. 00 - 28.02.2012

ASA DENTAL Spa dichiara sotto la propria responsabilita
che
ASA DENTAL Spa declare under its responsibility
that
i dispositivi medici da essa fabbricati, soddisfano le disposizioni applicabili del DL 24
tebbraio 1997, n. 46. Attuazione della Direttiva 93/42/CEE, concernente i dispositivi
medici come emendato dal decreto legislativo 25 gennaio 2010, n. 37, Attuazione della
direttiva 2007/47/CE.
the medical devices manufactured by ASA DENTAL meet the provisions of DL 24 February
1997, No 46. Implementation of Directive 93/42/EEC concerning medical devices as amended
by Legislative Decree 25 January 2010, No 37, Implementation of Directive 2007/47/EC.

Bozzano 10/07/2012 £
Il Direttore Generale ‘(’) Pl‘ 2. 74

Alessandro Malfatti

/

Vitalijus Striuzas
Direktorius
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CE BENDRA ATITIKTIES DEKLARACIJA
Forma Rev.00-28.02.2012

ASA dental s.p.a., savo atsakomybe deklaruoja kad :
Medicinos prietaisai gaminami ASA DENTAL atitinka ES medicinos prietaisy

direktyvos 93/42/CEE (1997m. Vasario 24 d.) reikalavimus su pakeitimais padarytais
2010 m. sausio mén. 25d., vykdant direktyvos 2007/47/EC nuostatas.

Bozzano 10/07/2012

Generalinis direktorius
Alessandro Malfatti

Vitalijus Striuzas
Direktorius



e

THE WORLD OF DENTAL WAXES ‘ &% Solutions,

German Manutacturers.

Morsa Wachswarenfabrik GmbH - NordstraBe 3 - 86381 Krumbach

M RSA GmbH
NordstraBe 3
D-86381 Krumbach (Germany)

Tel..  +49(08282)80044-0
Fax: +49(08282)80044-33

E-Mail: info@morsa.de
www.morsa-dental.de

DECLARATION OF CONFORMITY

(in accordance with Medical device directive 93 / 42 EEC)

EG-KONFORMITATSERKLARUNG
DECLARATION DE CONFORMITE

Wir / We / Nous / Noi

MORSA Wachswarenfabrik Sallinger GmbH
Nordstrale 3, 86381 Krumbach (Schwaben), Germany

erklaren in alleiniger Verantwortung, dass

declare on our own responsability that the following Class | Products
declarons sous notre propre responsabilite que

dichiariamo sotto propia responsabilita che

die Medizinproduktegruppe Name / name / nom / nome:

»Modellierwachs in Platten”

Vitalijus Striuzas

den Anforderungen des Anhang | der Richtlinie 93 / 42 / EWG entspricht. Direktorius

complies with the Medical Devices Directive 93 / 42 / EEC Appendix |
remplit le exigence de la 93 / 42 / CEE qui le concernait appendice |
e conforme le esigenze delle Direttiva 93 / 42 / CEE che lo riguardano appendience |.

m

N\ A
Place, date MORSA Wachswarenfabrik alhng' r GmbH :

Krumbach, den 6.6.2012

Quality management

Die zusténdige Uberwachungs-Behérde ist die Regierung von Schwaben (Code DE/CA 67).

Nordstrasie 3

D-86381 Krumbach Registergericht Memmingen

Telefon: {06282)80044-0 Handelsregister-Nr, Abt, B 4138 Commierzbank, Donauwdrth Volkshank Krumbech

Telefax: (1£282)80044-33 Sitz der Gesellschaft: Krumbach (BLZ 70080000) Konto-Nr. 825216600 (BLY 72091800) Konto-Nr. 62 210003
E-Mait: ivf-@morsa.de Gesellschafter - Geschiftsfihrer; SWIFT-BIG: DRES DE FF 700 Salzburger Sparkasse

Intemet: vv.w.morsa.de Dr. Barbara Sallinger IBAN: DE32 7008 G000 0825 2166 00 (BL 20404) Kanto-Nr. 3188-4




MORSA Gmbh

CE Atitikties deklaracija
(pagal Medicinos Prietaisy Direktyva 93/42/EEB
Mes

Morsa Wachswarenfabrik Sallinger GmbH
Nordstrasse 3, 8638 Krumbach,(Svabijos regijonas) Vokietija

Su pilna atsakomybe deklaruojame, kad

Medicinos prietaisy grupe:

»Baziniai modeliavimo vaskai plokStelése*

Atitinka EB Medicinos prietaisy Direktyvos 93/42/EEB 1 priedo reikalavimus.
Krumbach, 2012.06.06

(vieta ir data)

Morsa Wachswarenfabrik Sallinger GmbH Kokybés skyrius

Kompetetinga kontroliuojanti institucija yra Svabijos vyriausybé (kodas DE/CA 67)

M,M"/v 112 — /r Lﬂz; -

Vitalijus Striuzas
Direktorius




Certificate GB98/12223

The management system of

Stoddard Manufacturing Co. Ltd

Blackhorse Road, Letchworth Garden City,
Hertfordshire, SG6 1HB, UK

has been assessed and cerfified as meeting the requirements of

ISO 13485:2003
EN ISO 13485:2012

For the following activities

Manufacture and distribution of brushes, polishers and rotary instruments
for dentistry, surgery and chiropody. Manufacturer and distributor of
brushes, polishers, rotary and handheld instruments, sterile blades and
scalpels for dentistry, surgery and chiropody.

This certificate is valid from 16 February 2013 until 16 February 2016 and
remains valid subject to satisfactory surveillance audits.

Re certification audit due before 16 February 2016

Issue 11. Certified since 16 February 1998

Ko Pi) LY -—/,‘L«Q Authorised by

Vitalijus Striuz
. Za
D/rektoﬁus y ﬁ—?

T T
STl SGS United Kingdom Ltd Systems & Sewvices Certification
Rossmore Business Park Ellesmere Port Cheshire CHES 3EN UK
t+44 (0)151 3506666 {+44 (0)151 3506600 WWW.50S.COm

SGS 13485-2 0612
Page 1 of 1
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SGS Sertifikatas GB98/12223
Siuo sertifikatu patvirtiname, kad

Stoddard Manufacturing Co. Ltd
Denturax Works Icknield Way,
Letchworth, Herts, SG6 4AH, UK

Buvo patikrinta ir nustatyta kad kokybés vadybos sistema atitinka

[SO 13485:2003
EN ISO 13485:2012

reikalavimus produktams:

odontologiniai ir chirurginiai Sepetéliai, polyrai, graztai, laikikliai, sukamiesiems ir
rankiniams instrumentai skirti naudoti burnos ertméje. Sterildis skalpeliai ir aSmenys.

Sis sertifikatas galioja nuo 2013 m. vasario mén. 16 d. iki 2016 vasario mén. 16 d.,
atliekant pakartotinius auditus.

Atnaujinimo auditas turi baiti atliktas iki 2016 m. vasario mén. 16 d.

Sertifikuota nuo 1998 m. vasario mén. 16 d.

Notifikuotos istaigos Nr. 0120

Atsakingas asmuo

SGS United Kingdom Ltd. Systems&Services Certifikation
202B Worle Parkway, Weston-super-Mare, BS22 6WA UK
t. +44(0)1934 522917 f. +44(0)1934 522137 www.sgs.com

SGS 13485-2 0612 J%_/Q 4 M

Lapas 1 i3 1 LT Vitalijus Striuzas
: . Direktoriys




Intertek

Certificate Number
511 CE

initial Certification Date
03 December 2001

GCertificate Issue Date
15 February 2012

Certificate Expiry Date
02 December 2016

The certification is subject lo
the organization mainiaining
their system in compliance
with the reguiations staled
i1 this certificats, allowing
reguisr assessmenis ard
following the coniracted
requirements of the Notified
Body.

This Certificate is for the
exclusive use of AMTAC's

eliont and Is provided pursuant

{o the agresmerit between
AMTAC and its Client.
AMTAC's responsibility and

liability are limited lo the terms .

and conditions of the
agreement. AMTAC assumes
no liability to any parly, other
than to the Client in
accordance with the
agreement, for any loss,

Certificate: Only the Client is

authorized lo permit copying or -

disiribution of this Certificale.
Any use of the AMTAC name

or one of its marks for the sale -

or advertisement of the lested
malerial, product or service
must first be approved in
writing by AMTAC.

AMTAC Carlification Services
Limitad is owned by AMTAC

Certification Services Holdings

Limited, which is.a wholly
owrnied subsidiary of intertek
UK Holdings Limited.

AMTAC Certification Services
Limited is a Notified Body

io Diractive
9Y42/EEC for medical
devices, with identification
number 0473.

AMTAC Certification Services

Limited

Davy Avenue

Knowihill

Mitlon Keynes

MKS 8NL, UK
&Telephone

+44 (0)1908 857 750
Email: acsi@interiek.com

EC Certificate

PRODUCTION QUALITY ASSURANCE
Directive 93/42/EEC for Medical Devices, Annex V

We hereby declare that an examination of the under mentioned
production quality assurance system has been carried out following
the requirements of the UK national legislation to which the
undersigned is subjected, transposing Annex V of the Direciive
893/42/EEC on medical devices. We ceriify that the production quality
system conforms with the relevant provisions of the aforementioned
legisiation, and the resuit entitles the organization to use the CE 0473
marking on those products listed beiow.

Organization:

MR DENTAL SUPPLIES LIMITED

4 Manor Way, Old Woking, Surrey, GU22 9JX

~ Atificial acrylic teeth

Denture base materials

Ko /9()\4 44@

Vitalijus Striu
Direktorius

Authorized Signatory:

AMTAC Certification Services Limited, Milton Keynes, UK
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|QNet and its partner
CISQ/CERTIQUALITY S.r.l.

LASCOD S.P.A. (LABORATORI
SCIENTIFICI ODONTOIATRIA)

IT - 50018 SESTO FIORENTING (Fl} - VIA L. LONGQ, 18
Bus Fapiemented and maintaing o
Quality Managemant System
which Tuiis she requrerments of tha folicwing stardarg
ISO 13485:2003
for ihe foliowing aciviies Code EAZ
Design, production, also on behal of third parties, and distribution
of medical devices for dentistry and materials based on alginate and polymeric for laking impressions and realization of
medical devices.

in the Tollowing eperalive unts
IT - 50019 SESTO FIORENTING (Fi) - VIA L. LONGO, 18

lssued on; 2013-06-27
Certified since: 2016-06-29
Expire om: 2016-06~-26

Registration number:  IT-56908

Yo SHLS ke Vitalijus Striuz

Direktorius

Ing. Clenwdio Proventi

President of IONET President of CISQ
IOt Partners®: )
ABENOR Spain AFNOR Certfication France AIB-Vingore International Sefgin ANCE-SIGE Mevico APCER Portagad COUC Usprus
CESQ faly CQC Ching COM Ching CQ8 Coech Repablic Cro Cent Croatis DQS Holding Gmbb Geronany DS Desmaet
FOAV Brazil FONDONORMA Beneznoly JOONTEC Colomnbia IMNU Mavico INNORPE Tunivia
Juspects Certification Fovfond IRAM Argerting JQA Jopar KFQ Kover MIRTEC Greece MBZT Humguey Nemko AS Morway
NSAL hrvdaned PCBC Polad Quality Austria Anstras RR Russie SH Jeroed? S1Q Sloveria. SIRIM QAS Iternational Medeaysic
SOS Switserfand SRAC Rowania TEST 51 Petersburg Rrssig TSE Birkey YUQS Surhia
KIhet is vepresented in the USA by AFNOR Cenification, CISQ, DQS Helding GeabH and NSAT e
* The list of HONet partners is valid at the time of issue of this centificate. Updated informiation is availeble under wwwignet-ceriification. com

Michael Direchyel



IQNET

Tarptautinis Sertifikavimo Tinklas

SERTIFIKATAS

IQNET ir jo partneris
CISQ/CERTIQUALITY s.r.l.

Mes patvirtiname kad jmoné :

LASCOD S.P.A.

IT-50019 Sesto Fiorentino (FI) — via L.Longo, 18

Idiegta ir naudojama kokybés vadybos sitema

UNI EN ISO 13485:2003

Srityse kodas EA 12:

Odontologijos prietaisy ir medZiagy pagaminty alginato ir polimero pagrindu skirty
danty atspaudams, projektavimas ir gamyba, taip pat ir tre€iyjy Saliy vardu, ir prekyba

Padalinyje adresu

IT-50019 Sesto Fiorentino (FI) — via L.Longo, 18

I8davimo data: 2013-06-27
Pirmo iS§davimo data: 2010-06-29
Galiojimo data: 2016-06-26

IQNET prezidentas

Michael Drechsler

CISQ prezidentas

Claudio Provetti

Vodimen. Ao,

’ Vitalijus Striuzas

Direktorius
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DICHIARAZIONE DI CONFORMITA’ CE - GENERICA
CE GENERIC DECLARATION OF CONFORMITY
MODULO / FORM Rev. 00 - 28.02.2012

ASA DENTAL Spa dichiara sotto la propria responsabilita
che
ASA DENTAL Spa declare under its responsibility
that
i dispositivi medici da essa fabbricati, soddisfano le disposizioni applicabili del DL 24
febbraio 1997, n. 46. Attuazione della Direttiva 93/42/CEE, concernente i dispositivi
medici come emendato dal decreto legislativo 25 gennaio 2010, n. 37, Attuazione della
direttiva 2007/47/CE.
the medical devices manufactured by ASA DENTAL meet the provisions of DL 24 February
1997, No 46. Implementation of Directive 93/42/EEC concerning medical devices as amended
by Legislative Decree 25 January 2010, No 37, Implementation of Directive 2007/47/EC.

Bozzano 10/07/2012

[l Direttore Generale % Pl‘/ka\ 74 Lruz

Alessandro Malfatti

Vitalijus Striuzas
Direktorius

COMPANY WITH QUALITY NANAGEHENT
SYSTEN CERTIFIED 8Y DNV
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CE BENDRA ATITIKTIES DEKLLARACIJA
Forma Rev.00-28.02.2012

ASA dental s.p.a., savo atsakomybe deklaruoja kad :
Medicinos prietaisai gaminami ASA DENTAL atitinka ES medicinos prietaisy

direktyvos 93/42/CEE (1997m. Vasario 24 d.) reikalavimus su pakeitimais padarytais
2010 m. sausio mén. 25d., vykdant direktyvos 2007/47/EC nuostatas.

Bozzano 10/07/2012

Generalinis direktorius
Alessandro Malfatti

Vitalijus Striuzas
Direktorius



ental ¢

% Dental Solutions,
German Manufacturers,

THE WORLD OF DENTAL WAXES

Morsa Wachswarenfabrik GmbH - NordstraBe 3 - 86381 Krumbach

ME&RSA amon

NordstraBe 3
D-86381 Krumbach (Germany)

Tel.  +49(08282)80044-0
Fax: +49(08282)80044-33

E-Mail: info@morsa.de
www.morsa-dental.de

DECLARATION OF CONFORMITY

(in accordance with Medical device directive 93 / 42 EEC)

EG-KONFORMITATSERKLARUNG
DECLARATION DE CONFORMITE

Wir / We / Nous / Noi

MORSA Wachswarenfabrik Sallinger GmbH
NordstraBe 3, 86381 Krumbach (Schwaben), Germany

erkldren in alleiniger Verantwortung, dass

declare on our own responsability that the following Class | Products
declarons sous notre propre responsabilite que

dichiariamo sotto propia responsabilita che

die Medizinproduktegruppe Name / name / nom / nome:

»Modellierwachs in Platten”
Vitalijus Striuza
den Anforderungen des Anhang | der Richtlinie 93 / 42 / EWG entspricht. Djirektorius S
complies with the Medical Devices Directive 93 / 42 / EEC Appendix |
remplit le exigence de la 93 / 42 / CEE qui le concernait appendice |
e conforme le esigenze delle Direttiva 93 / 42 / CEE che lo riguardano appendience I.

£l

Place, date MORSA Wachswarenfabrik’ alli}\g" r GmbH} v

Krumbach, den 6.6.2012

Quality management

Die zustdndige Uberwachungs-Behérde ist die Regierung von Schwaben {Code DE/CA 67).

Nordstraie 3

D-86381 Krumbach Registergericht Memmingen

Telefon: (08282)80044-0 Handelsregistar-Nr, Abt, B 4138 Commerzbank, Donauwérth Volkshank Krumhech

Telefax: 1142 82)80044-33 Sitz der Geselischaft: Krumbach (BLZ 70080000) Konto-Nr. 825216600 (BLZ 72091800 Konto-Nr. 62 210003
E-Mail: inf Gesallschafier - Geschaftsfihrer; SWIFT-BIC: DRES DE FF 700 Salzburger Sparkasse

intemet: vov.w.morsa.de Dr. Barbara Sallinger IBAN: DE32 7008 0000 0825 2166 00 (BLZ 20404) Korto-Nr. 31 86-4

1~




MORSA Gmbh

CE Atitikties deklaracija

(pagal Medicinos Prietaisy Direktyva 93/42/EEB
Mes

Morsa Wachswarenfabrik Sallinger GmbH
Nordstrasse 3, 86381 Krumbach,(Svabijos regijonas) Vokietija

Su pilna atsakomybe deklaruojame, kad

Medicinos prietaisy grupé:

»Baziniai modeliavimo vaskai plokstelése*

Atitinka EB Medicinos prietaisy Direktyvos 93/42/EEB | priedo reikalavimus.
Krumbach, 2012.06.06

(vieta ir data)

Morsa Wachswarenfabrik Sallinger GmbH Kokybes skyrius

Kompetetinga kontroliuojanti institucija yra Svabijos vyriausybé (kodas DE/CA 67)

I/?’T"/E 11~ 7/, L AT

Vitalijus Striuzas
Direktorius




Certificate GB98/12223

The management system of

Stoddard Manufacturing Co. Ltd

Blackhorse Road, Letchworth Garden City,
Hertfordshire, SG6 1HB, UK

has been assessed and cerfified as meeting the requirements of

ISO 13485:2003
EN ISO 13485:2012

For the following activities

Manufacture and distribution of brushes, polishers and rotary instruments
for dentistry, surgery and chiropody. Manufacturer and distributor of
brushes, polishers, rotary and handheld instruments, sterile blades and
scalpels for dentistry, surgery and chiropody.

This certificate is valid from 16 February 2013 until 16 February 2016 and
remains valid subject to satisfactory surveillance audits.

Re certification audit due before 16 February 2016

Issue 11. Certified since 16 February 1998

Ko Pi) « "/"L"\Q Authorised by

Vitalijus Striuz
) Zas é é 2
D/rektoﬁus

e Y SGS United Kingdom Ltd Systems & Services Certification
N Rossmore Business Park Eflesmere Port Cheshire CHES 3EN UK
444 (0)151 3505666 £ +44 {0)151 350-6600 WWW.SgS.Com

SGS 13485-2 0612

Page 10f 1
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SGS Sertifikatas GB98/12223
Siuo sertifikatu patvirtiname, kad

Stoddard Manufacturing Co. Ltd
Denturax Works Icknield Way,
Letchworth, Herts, SG6 4AH, UK

Buvo patikrinta ir nustatyta kad kokybés vadybos sistema atitinka

ISO 13485:2003
EN ISO 13485:2012

reikalavimus produktams:

odontologiniai ir chirurginiai Sepetéliai, polyrai, graztai, laikikliai, sukamiesiems ir
rankiniams instrumentai skirti naudoti burnos ertmeéje. Steriliis skalpeliai ir aSmenys.

Sis sertifikatas galioja nuo 2013 m. vasario mén. 16 d. iki 2016 vasario mén. 16 d,
atliekant pakartotinius auditus.

Atnaujinimo auditas turi biti atliktas iki 2016 m. vasario mén. 16 d.

Sertifikuota nuo 1998 m. vasario mén. 16 d.

Notifikuotos jstaigos Nr. 0120

Atsakingas asmuo

SGS United Kingdom Ltd. Systems&Services Certifikation
202B Worle Parkway, Weston-super-Mare, BS22 6WA UK
t. +44(0)1934 522917 £. +44(0)1934 522137 www.sgs.com

SGS 13485-2 0612 (/%7@ 74 /M_v”& |

Lapas 1 i§ | T Vitalijus Striyzag
. - irektoriys




Intertek

Certificate Number
511 CE

Initial Certification Date
03 December 2001

Certificate Issue Date
15 February 2012

Certificate Expiry Date
02 December 2016

The certification is subject o
the organization maintairing
their systam in compliance
with the reguiations stated
i this certificata, alfowing
rogLiar 8sSessmenis and
following the contracted
requirements of the Notified
Body.

This Certificate is for the
exclusive use of AMTAC's
cliont and fs provided pursuant
to the agresimernt botween
AMTAC and its Client.
AMTAC's responsibility and

liability are fimited fo the lerms

and conditions of the
agreement. AMTAC assumes
no liability to any party, other
than {o the Client in
accordance with the
agreement, for any loss,
expense or damage
occasioned by the use of this
Certificate. Only the Client is

authorized to permit copying or

distribution of this Certificale.
Any use of the AMTAC name
or one of its marks for the sals
or advertisement of the tesied
malerial, product or service
must first be approved in
writing by AMTAC.

AMTAC Cerlification Services
Limited is owned by AMTAC

Certification Services Holdings

Limited, which is a wholly
ownud subsidiary of Intertek
UK Holdings Limited.

AMTAC Certification Services
Limited is a Nolified Body
according fo Directive
93/42/EEC for medical
devices, with identification
number 0473.

L]

AMTAC Certification Sarvices

+44 (0)1908 857 750
Email: acsl@interiek.com

EC Certificate

PRODUCTION QUALITY ASSURANCE
Directive 93/42/EEC for Medical Devices, Annex V

We hereby declare that an examination of the under mentioned
production quality assurance system has been carried out following
the requirements of the UK national legislation to which the
undersigned is subjected, transposing Annex V of the Direciive
83/42/EEC on medical devices. We certify that the production quality
system conforms with the relevant provisions of the aforementicned
legislation, and the resuit entities the organization to use the CE 0475
marking on those products listed beiow.

Organization:

MR DENTAL SUPPLIES LIMITED

4 Manor Way, Old Woking, Surrey, GU22 9JX

Artificial acrylic teeth
Denture base materials

,L\/,o p)w 4 L»z

Vitalijus Striu
Direktorius

Authorized Signatory:

&

AMTAC Certification Services Limited, Milton Keynes, UK

NEEME B Res L

SR i b Fo dh . s e oaf Bijagiae g
SR NN G S5 M puospendy O Aabonn Ao i
{

20070124



10

Intertek

Sertifikato numeris

511 ACE EB Sertifikatas

Pirmo sertifikavimo data Gamybos kokybés uztikrinimas
2001 gruodZio 3d. EEB medicinos prietaisy direktyva 93/42, V priedas/OBL/
Sertifikato i§davimo data

2012 vasario 15d.
Sertifikatas galioja

2016 gruodzio 2d.

Mes patvirtiname, gamybos kokybes uziiis
Karalystés teisés akty ir pagal EiR d
prekinio Zenklo reikalavimus. Mes pat <, K ;
teisés aktus ir suteikiama organizacijai Zemiau 1svardmtus produktus zvmetl CE 0473

PRSI ISV RIS

2ead 735

Organizacija:

MR DENTAL =

4 Manor Way, Old Woking, Surrey. GU22 97X

rmlr i i

Dirbtiniai akriliniai dantys Vicivna. 20
Medziagos protezy bazéms

Ipareigotas pasirasyti

AMTAC Cerufikacation Services Limited, Milton Keynes, UK

Scmﬁkucgam] organizacija, palaiko $iame semﬁkate nurodytus rc:ka.lavxmus ir tun tcxsc reguiiariai tikrinti it vertinii Kaip Noufikuuiam; istaig

AUBTIUL IOZIaMa ROP{UD
sutferintas rastiskai.
AMTAC Certification Services Limited yra Notifikuotoji {staiga sutinkamai su EEB 93/42 Direktyva medicinos prietaisams, entifikacios nr. 0473

AMTAC Cerification Services Limited, Davy Avenue, Knowihill Milton Keynes, MKS 8NL, UK. +44 /0/ 1908 857 750, e-mail acsi@interiek.com
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TUVRheinland

Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Heraeus Kulzer GmbH
Griiner Weg 11
63450 Hanau

Deutschland

has established and applies a quality management system for medical devices
for the following scope:

Design and Development, Manufacture and Distribution
of dental products
(see attachment for sites included)

Proof has been furnished that the requirements specified in

EN ISO 13485:2003 + AC:2009

are fulfilled. The quality management system is subject to yearly surveillance.

Certificate Registration No.: SX 60037937 0001
An audit was performed. Report No.: 21158216 003
This Certificate is valid until: 03.02.20186

KX ¥ Wy Akkreditiert durch .
% s Zentalstelle der Linder *{O 5 Q -/ |
¥ gﬁ!ﬁé g  fur Gesundheitsschutz r) v )
w®

E hel Arzneimilteln
R und Medizinprodukien
Y

Wy R C ZLG-ZQ-995.00.01-46

Certification /oﬁygg;\

Vitalijus Striuzas
Date 02.03.2011 Direktorius
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TUV Rheinland
Sertifikatas

Sertifikavimo staiga
TUV Rheinland LGA Products GmbH

Patvirtina kad jmoné Heraeus Kulzer GmbH

Gruner Weg 11

63450 Hanau

Vokietija

ldiegé ir naudoja kokybés vadybos sistema medicinos produktams srityse:
Odontologijos prietaisy projektavimas, gamyba ir prekyba
Kuri pilnai atitinka EN ISO 13485:2003+AC:2009
Kokybés vadybos sistema tikrinama kiekvienais metais.
Sertifikato registracijos Nr. SX 60037937 0001

Audito atlikimo Nr. 21158216 003

Sertifikatas galioja iki 03.02.2013

Data 02.03.2011

Atsakingas asmuo dip. InZ. D. Meier

TUV Rheinland LGA products GmbH — Tillystrasse 2 — 90431 Nurnberg

Vitalijus Striuzas
Direktorius

42
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ZERTIFIKAT TUV

Nr.: TOV-A-MT-1/13/E015 AUSTRIA

Qualitdtsmanagementsystem - quality management system

Unternehmen:; Dendia GmbH
Company: Reichsstrasse 126
A-6800 Feldkirch

Geltungsbereich: Design und Entwicklung, Produktion und Vertrieb von
Scope: Dentalprodukten

Design and development, manufacture and distribution of
dental products

Norm: EN ISO 13485:2012+AC:2012
Standard; Qualititsmanagementsystem Medizinprodukte
Quality management system medical devices

Bemerkungen: -
Remarks:

Hiermit bescheinigt die TUV Austria Services GmbH, dass das Qualititsmanagementsystem im Zuge eines
Audits Gberpriift wurde und im angefiihrten Geltungsbereich den Anforderungen der oben angefiihrten
Normengrundiage entspricht.

TUV Austria Services GmbH certifies that the quality management system in the above mentioned scope
has been examined and meets the relevant requirements-of the above menZ)ned Standard.

J{9F?/f:‘f:_\f’é" as

~

Vitalijus Striuzas
Direktorius

MTZert2013- SO
0223LUS

Bericht Nr:
Report No.:

19.08.2003

Erstaussteilung
First issue

02.08.2013 Dipl.-Ing. Dr. Robert Messner 01.08.2016

Datum der Aussteliung Zertifizierungsbeaufiragter Ende der Giltigkeit
Date of jssue Certification representative End of validity

Auszugsweise Vervielfaltigung nur mit Genehmigung des TUV Austria gestattet
The reproduction andfor duplication of this document in abstracts is subjectto the approval by TUV Austria

QFM-MT-QM30_Zertifikal_13485 Rev. 02
& TV AUSTRIA SERVICES GMBH | benannte Stelle - notified body | ID-Nr.0408
]

Akkreditierte Priif-, Inspektions- und Zertifizierungsstelle - Accredited Testing, Inspection and Certification body
1015 Wien | Krugerstrafle 16 | Tel:+43 (0)1 610 91-6502 | Fax:#4340)1-610 91-6505 | E-Mail:mt-zert@tuv.at | www.tuv.at/medizin
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SERTIFIKATAS
Nr.: TUV —A-MT-1/13/E015

TUV

Austria
Kokybes vadybos sistema

[moné: Dendia Werk GmbH, A-6800 Feldkirch, Munkafeld 2

Sritis: odontologijos produkty kirimas ir vystymas, gamyba ir prekyba
Standartas: EN ISO 13485:2012+AC:2012

Pastabos:

TUV Austria Services GmbH $iuo rastu patvirtina, kad audito metu buvo patikrinta
kokybes vadybos sistema ir buvo nustatyta , kad atitinka auksé&iau i$vardinto standarto
reikalavimams.

PraneSimo Nr. I0MTO0008LUS
Pirmo i8davimo data: 19.08.2003
Dokumento i$davimo data: 02.08.2013 Galioja iki: 01.08.2016

Dipl. InZinierius Michael Polzleitner
Sertifikavimo jstaigos atsakingas asmuo

Vietvien, Alore

Vitalijus Striuza
Direktorius




