EONIKO KENTPO AZI0OAOMHIHL
THX NMOIOTHTAL & TEXNOAOIAL
LTHN YTEIA A.E.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S.A.

NIZTOMNOIHTIKO EK / EC CERTIFICATE
NAHPEE ZYZTHMA AIAZPAAIZHE NOIOTHTAE / FULL QUALITY ASSURANCE SYSTEM

MotoTroiEiTal 6T © TTOPAKATW AVAPEPSUEVOG KOTAOKEUACTIS EXEI KABIEPWOE KAl EQAPUOLEl
TAfpEG oUOTRME BINOPAMGNG TG TTOISTNTAG CUNPWva HE TIS arraithoeig Tng Odnyiag 93/42/ECK, Mapdprnua ll
{e€aipoupévou Tou anpelou 4) kal TG evowpdTwang g otny eAnvikr vopobeaia,
Vit TO OXEDIGOMO, TNV KATAGKEUN KOl TOV TEAIKG EALYXO TV TIPOIGVTWY TTOU avagEépovTal OTo TTaplv MOToTOINTIKOG.
To MCTOONTIKG UTTOKETQ! OTOUC 600U Kal TiS TPOoUTTOBEéoEc mou avaypdovial oTnv emépevn oeAiba.
O1motsaBATTOTE ORPAVIIKEC GAAQYEC OTO OXESIaoNO 1} TNV KATAOKEUT} UTTopEl va Karagioouy 10 THOTOTTONTIKG Gkupo.

We hereby certify that the under mentioned manufacturer has established and maintains
a full quality assurance system according to the requirements of Directive 93/42/EEC, Annex ||
{with the exemption of section 4) and its transposition in Greek legislation,
for the design, manufacture and final inspection of the products mentioned in this certificate.
The certificate is subject to terms and conditions overieaf.
Any significant changes in design or manufacture may render this certificate invalid,

ApiBudg Morotmoinnikov / Certificate Number: 301011778TN
The present is issued to replace certificate nr. 301011778AD

Manufacturer: NANOPLANT HOCHST GMBH

Facility: NEUE STR. 67, 99846 SEEBACH, GERMANY.

Products: 1. DENTAL MEDICAL DEVICES (as in annex)
2. DENTAL IMPLANT SYSTEMS (as in annex}

Devices Classification: 1, lla
2. 211Ib, 2.2. Ha, 2.3 llb

First issue date: 29/06/2018

Current issue date: 16/12/2020
Valid until:  28/06/2023

‘ExkBean emBewpnong:
Audit report: 200021778

MIKPOY - MOPAITAKH EAEYQEPIA, Npoedpog & AicuBovouoa ZopBouviog
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EBvind Kévrpo ALichbynong Tng Nowbtnrag kan Texvoroyiag atnv Yyela {EKANTY) clvai Kewonompévog Opyaviopig copguwva
e v Odnyla 83/42/E0K nept Twv watpoTexvoloyikay Npoldviwy, pe apdud avayvwpong 0853.
Naticnal Evaluation Center of Quallty & Technology in Health S.A. (EKAPTY) s a Notified body according 1o Councll Direclive
83/42/EEC concerning medical devices, with identilication number 0653
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EONIKO KENTPQO AZIOAOTHLHL
THI NOIOTHTAL 8 TEXNOAOIMAL

ITHN YTEIAA.E.
NATIONAL EVALUATION CENTER
OF QUALITY & TECHNOLOGY
‘3 IN HEALTH S.A.
ANNEX No. 301011778TN CERTIFICATE.
1. DENTAL MEDICAL COMMERCIAL NAMES
DEVICES
1.1 GLASS IONOMER - PROFILUX ICEM FIX RADIOPAQUE GLASS IONOMER LUTING CEMENT (POWDER-
AND POLYMER LIQUID)
BASED SYSTEMS :

- PROFILUX ICEM R RADIOPAQUE GLASS IONOMER CEMENT FOR
RESTORATION (POWDER-LIQUID).

. PROFILUX ICEM KIDS RADIOPAQUE GLASS IONOMER CEMENT FOR
RESTORATION (POWDER-LIQUID).

- PROFILUX ICEM FIX AQUA-POWDER RADIOPAQUE GLASS IONOMER LUTING
CEMENT (AQUA-LIQUID).

- PROFILUX ICEM R AQUA-POWDER RADIOPAQUE GLASS IONOMER CEMENT
FOR RESTORATION (AQUA-LIQUID).

- PROFILUX ICEM COMPOMER.

- PROFILUX ICEM CONDITIONER.

- PEARLIGHT UNIVERSAL FOR RESTORATION.

- PEARLIGHT COLOR LIGHT-CURING COLOR.

- PEARLIGHT FLOW LIGHT-CURING FLOWABLE COMPOSITE.

- PEARLIGHT TEMP LIGHT-CURING TEMPORARY FILLING COMPOSITE.

- PEARLIGHT TEMP FLOW LIGHT-CURING FLOWABLE TEMPORARY FILLING
COMPOSITE.

- PEARLIGHT BOND LIGHT-CURING SINGLE-COMPONENT UNIVERSAL BONDING

AGENT.
| - PEARLIGHT P&B LIGHT-CURING TWO-COMPONENT ADHESIVE SYSTEM.

|
- EVEREST | +

- EVEREST IX +

- EVEREST KIDS +

- CHAMPION + UNIVERSAL
- CHAMPION + BOND

- CHAMPION + FLOW

1. 2, WATER BASED CEMENTS

JICEMTEMP. 7 /7

MIKPOY - MOPAITAKH éAEY@EPIA, Npdebpog & AicvBivouoa Zoufouiog
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EOvird Kévipo AElohdynon¢ tng NadTthtag kai Texvoloylag oty Yyela (EKANTY) elval Kowvonompévog Opyaviopde otpgwva
ue v Odnyia 93M2/E0K nepl Twv iatpotexvoloyikav npoloviwy, pe apiBiud avayvwmong 0853.
Natlonai Evaluation Center of Quality & Technology in Heatth S.A. (EKAPTY) is a Notllled body according to Council Directive

9W42/EEC concerning medical devices, with identification number 0653
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PRODUCTS

EONIKO KENTPO AZIOAOTHLHL
THL NOIOTHTAL & TEXNOAOIIAL
ITHN YTEIAA.E.
NATIONAL EVALUATION CENTER
OF QUALITY & TECHNOLOGY
IN HEALTH S.A.
1. 3. RETRACTION CORDS - GINGIPASS.
- QUEENGPACK +
1.4.ROOT CANAL FILLING - ENDOMIX.

- GALAX ROOT CANAL REPAIR PRODUCT.
- CUPRALON POWDER.

- CUPRALON SUSPENSION NO.1

- CUPRALON SUSPENSION NO.2

1.5. TEMPORARY FILLING
PRODUCTS

-TEMPOBOND PASTE

1.6. FLUORIDATION
PRODUCTS

- CALCEDENT FOR DEEP PENETRATION FLUORIDATION
- CALCEDENT +

%,

NIKPOY - MOPAITAKH EAEYQEPIA, Npdedpog & AiguBivouoa ZipPfoukog
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EQvikd Kévrpo ALwoAbynong tng NMoidttag ke Texvohoylag oty Yyela (EKANTY) clvar Kowonompévog Opyaviouds oupdwva

pe Ty OBnyio 93/42/E0K nepl Twy atpotexvoloyikay npotdviwy, pe apidpd avayvipong 0653
National Evatuation Center of Quallly & Technology in Heallh S.A_ (EKAPTY) Is a Notitied body according to Council Directive

93/42/EEC concerning medical devices. with identification number 0653.
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EGNIKO KENTPO ASIOAOMHIHX
THL NOIOTHTAL & TEXNOAOIMAL
LTHN YTEIAA.E.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S.A.

A

2. DENTAL IMPLANT COMMERCIAL NAMES
SYSTEMS

2.4 DENTAL IMPLANTS UNIVERSAL IMPLANTS, TYPE NHI-1
UNIVERSAL IMPLANTTS TYPE NHI-4
UNIVERSAL IMPLANTS TYPE NHI-5
UNIVERSAL IMPLANTTS TYPE NHI-6
CONICAL IMPLANTS TYPE NHI-2
CYLINDRICAL IMPLANTS TYPE NHI-3
MINI-IMPLANTS TYPE NHI-M
SPECIAL IMPLANTS TYPE NHI-S

2.2 GINGIVAL FORMERS | NHG_400
NHG_450
NHG_500
NHG_550

2.3 ABUTMENTS DIRECT ABUTMENTS 4,5

DIRECT ABUTMENTS 5,0

DIRECT ABUTMENTS 5,5

ANGULATED ABUTMENTS 4,5 (15" ANGLE)
ANGULATED ABUTMENTS 4,5 (25° ANGLE)
ANGULATED ABUTMENTS 5,0 (15° ANGLE)
ANGULATED ABUTMENTS 5,0 (25° ANGLE)
ANGULATED ABUTMENTS 5,5 (15 ANGLE)
ANGULATED ABUTMENTS 5.5 (25° ANGLE)
SPHERICAL ABUTMENTS TYPE NSKA-1
SPHERICAL ABUTMENTS TYPE NSKA-2

RIKPOY - MQPAITAKH EAEYOEPIA, Npdedpoc & AteuBivouaa Topfioulog
PIKROU - MORAITAKLI ELEFTHERIA, President & Managing Director

To E8vikd Kévrpo AEieAdynong g Nowdtntag kar Texvoioyiag orny Yyela (EKANTY) elvar Kowvoroinuévog Opyaviopde cupdwva
He Ty Odnyla 93M42/EOK nepl twy atpotexvoloyinwy npoldviwy, pe apiBud avayvwpiong 0853,
National Evaluation Center of Quality & Technology in Health S.A. (EKAPTY) is a Notilled body according to Council Direclive
9A42/EEC concerning medical devices, with identification number 0653
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EBNIKO KENTPO AZIOAOMHEZHX
THE NMOIOTHTAL & TEXNOAOTIAZ
LTHN YTEIAALE.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S.A.

OPOI & NPOYMNOOGEZEIX / TERMS & CONDITIONS

MNa amooTapwéva TRoIdVTA Katnyopiag |, N moremoinon agopd pévo 1a Béuara emiteuing kan Siarfpnaong Tng amooTEipwong.
For class | sterile products, the certificate covers only the aspects of manufacture concerned with securing and maintaining sterile
conditions.

Na mpoibvTa Karnyopiag | e Asimoupyia pérpnong, n morowoinan agopd pévo Ta BEpaTa SURPOPPWCNG TWV TTPOIOVTWY TTROG TIG
HETpOAOYIKEG amaITAOEIS.

For Class | devices with a measuring function the certificate covers only the aspects of manufacture concerned with the conformity
of the products with metrological requirements.

Fia mpoiovra karnyopiag 111, eiven anapaitro éva cupmAnpwipanikd motomointke E¢éraong Zxediaouod odppuiva PE Tig aTamioelg
g Odnyiag 93/42/EQK, Mapdprnua Il (onpeio 4).

For class Il products an additional Design Examination certificate is required according to the requirements of Annex |l 93/42/EEC
(section 4).

To MoTOoToINTIKG I0XVEI POVa yia 10 TPOIGVTA KOI TIK EYKUTUCTROEIS TTOU avagépovia.
The certificate is valid only for the products and the facilities mentioned

©a TpayparowoloUvTal TEPIOBIKES EMBEWPRTEIG EMTHPNONC 0w avapépetal atav Odnyia 93/42/E0K, pe okomd va emainBevetan
6T o kKaraokevaoThs Siarmpel ko Epappdlel 10 cOOTNHA TOIGTNTAS,

Periodical surveillance as referred in 93/42/EEC will be held in order to verify that the manufacturer maintains and applies the
quality system.

Vrav TnpolvIal 10 avwiEpus, 0 KataokeuaoaTic ymopei va auvidooe Sihwan cuppdpeweons EK kan va emBére T afjpaven CE
0653 ora kahutrrépeva poidvra.

When meeting with the terms and conditions above, the manufacturer may draw up an EC declaration of conformity and legally affix
the CE 0653 mark.

NIKPOY - MOQPAITAKH EAiEYOEPIA. Npéedpoc & AizuBivouaa Zoufoulog
PIKROU - MORAITAK! ELEFTHERIA, President & Managing Director

To £8vikd Kévrpo Afiohdynone tne Nawdmrag kan Texvohoylag otnv Yyeia (EKANTY) eival Kowvonomuéveg Opyaviopéde olpguwva
ue v Obnyla 93/42/E OK nepl rwy atpotexvoloyikay npolévtuv, pe apiBud avayvipiong 0653.
National Evaluation Center of Quality & Technology in Health 5.A. (EKAPTY) is a Nolified body according to Councll Directive
93/42/EEC concerning medical devices, with identification number 0653.
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