EONIKO KENTPO AZIOAOMHEHE
THX NOIOTHTAL & TEXNOAOTIAL
ITHN YTEIAA.E.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S.A.

EC CERTIFICATE
FULL QUALITY ASSURANCE SYSTEM

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 Il
{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 overleaf.
Any significant changes in design or manufacture may render this certificate invalid.
=
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Digitally signed by Jighili Tatiana
Date: 2025.01.17 13:51:05 EET
Reason: MoldSign Signature
Location: Moldova

MOLDOVA EUROPEANA

Facility:

Products:

Brand names/
product descriptions:

Devices Classification

Current issue date:

Valid until:

Audit report Nr:

ADITUS MEDICAL GmbH

KURFURSTENDAMM 224, 10719 BERLIN - GERMANY.

1. BONE CEMENT

2. BONE CEMENT WITH ANTIBIOTIC GENTAMICIN

as in ANNEX |

1. lib, 2. HI.

05/04/2021

24/05/2024

200061565

NIKPOY - M{IPAITAKH E'AéYbEPIA, Mpdedpog & AieuBivouaa Fuyfoulog
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EBvikd Kévipo AEohbynong Tne Nowbnrag kar Texvodoyiag omy Yyela (EKANTY) elvar Kowvenoimuévog Opyaviopds oujdwva
ye v Odnyia 83/42/E0K ncpl Twv 0TpoTEXVOAOYIKWY NPoldvTwy, HE apiBud avayvaplone 0853
National Evaluation Center of Quality & Technology in Health S.A (EKAPTY) is a Nolllled body according to Councit Direclive
93/42/EEC concerning medical devices. with identilication number 0653
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1. BONE CEMENT

LTHN YTEIA A.E.

IN HEALTH S.A.

ANNEX | Nr. 302031565 CERTIFICATE

NATIONAL EVALUATION CENTER
OF QUALITY & TECHNOLOGY

EONIKO KENTPO A=i0AOMHEHE
THE NOIOTHTAL & TEXNOAOITAL

1.1. CEMAD
No ;eference Code Product Description il Class
1 ADCEMH CEMAD-H High Vi;:o.slty Bone Cement |
2 ADCEMLY CEMAD-LV Low Viscosity-B_;n;;ement |
3 ADCEMS20 CEMAD-S$20 Standard Vlsc.o-sity Bone_(‘;ement b
:t i ADC;MS40 CEMAD-$40 Standard Viscosity Bone Cen:;'l-t LR |
5 . |: ADCEMSG&0 . I i R ST T e B
1.2. PAR
Mo Reference Code Product Description Class
1 PARH PAR-H High Viscosity Bone Cement
2 PARLV PAR-LV Low Viscosity Bone Cement
3 PARS20 PAR-820 Standard Viscosity Bone Cement 1.1
4 PARS40 PAR-840 Standard Viscosity Bone Cement
5 PARSE0 PAR-560 Standard Viscosify Bone Cement

NIKPOY - MOPAITAKH EAEYOEPIA, [1poebpoc & AleuBivouaa SopBovog

PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EOvikd Kévtpo Afoddynone me Nabmtag kar Texvoroylog oy Yyela (EKANTY) elvar Kowonompéveg Opyaviopds oupguva
pe v OSnyla 83/M4ZE0K nepi Twy 1aTpoTEXVOAOYIKDY NPoldvTwy, pe apiud avayvibpiang 0653

National Evatuation Center of Quatity & Technology In Health S.A (EXAPTY) is a Nolified body according 1o Councll Direclive
93/42/EEC concarning medical devices. with kdentification numbear 0653.
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EONIKO KENTPO AZIOAOMHIHE
THE NOIOTHTAL & TEXNOAOIAL
ITHN YTEIAAE.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S.A.

ANNEX I Nr. 302031565 CERTIFICATE

1.3. ACEM
No Reference Code Product Description Class
1 ACEMH A-CEM-H High Viscosity Bone Cement
2 ACEMLYV A-CEM-LV Low Viscosity Bone Cement
3 ACEMS20 A-CEM-520 Standard Viscosity Bone Cement b
4 ACEMS40 A-CEM-S40 Standard Viscosity Bone Cement
5 ACEMSEQ A-CEM-S60 Standard Viscosity Bone Cement
1.4. KCEM
No Reference Code Product Description Class
1 KCEMH K-CEM-H High Viscosity Bone Cement
2 KCEMLV K-CEM-LV Low Viscosity Bone Cement
3 KCEMS20 K-CEM-520 Standard Viscosity Bone Cement Hb
4 KCEMS40 K-CEM-$40 Standard Viscosity Bone Cement
5 KCEMS&0 K-CEM-S60 Standard \;ilscosity Bone Cement

NIKPOY - MOPAITAKH EAE‘F@EP'IA. Npoéedpoc & AtsuBivouoa Zupfouiog
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EBvirnd Kkvipo Ablohdynong tng Nowbtntac km Texvaroylag oty Yyeia {(EKANTY) elvar Kowvonompévog Opyaviopde coppwva
pe v O8nyla 93/42/E 0K nepl Twv @TpoTexvoAoyIwy npoldvTwy, pe apiOud avayvipuong 0653
National Evalualion Center of Quality & Taechnology in Health S A. (EKAPTY) is a Notified body according to Councll Direclive
B3/42/EEC conceming medical devices, with Identification number 0653
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EONIKO KENTPO AZIOAOTHIHE
THI MOIOTHTAL & TEXNOAOTIAL
ITHN YFEIA A.E.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S.A.

ANNEX I Nr. 302031565 CERTIFICATE

2. BONE CEMENT WITH ANTIBIOTIC GENTAMICIN

2.1 CEMAD
B Famam SR s R ay et e
No Reference Code | Product Deseripti_on- - | Class
1 ADCEMG20 CEMAD-G20 STANDARD VISCOSITY BONE CEMENT WiTH GENTAMICIN
2 ADCEM;MJ : CEMAD-G40 STANDARD VISCOSITY BONE CEMENT WITH GENTAMICIN 1l
e ADCEMGBO_. B CEMAD-G60 STANDARD VISCOSI;YB_OvN;CFEMgT WITH GENTAMICIN
| - IS R i —
2.2 PAR
No . Reference Code . Product Description Class
- 1 .; PARSG20 PAR-G20 STANDARIL')“V.ISqt;C-)S"l-TY_BONE CEMEN'_I'-WITH GENTAMICIN . i
3 2 PARSG40-- = PAR-G40 STANDARD VISCOSI;’ B_OII;CE_MENT WITH-G_ENTAMICIN J n ;
3 PARSG60 PAR-G60 STANDARD VISCOSITY BONE CEMENT WITH GENTAMICIN j I

MIKPOY - MOPAITAKH EAEYOEPIA, hpés&poc & AiguBuovouaa ZouBoulor
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To Efvikd Kévipo AEloAbdynong tng Nowtntag kot Texvoroylag otny Yyela (EKANTY) cival Kowvonoimutvog Opyaviopdg oupduva
pe Tnv O3nyla 9IMZ/EOQK nepi Twv Watpotexvoloyikwy npoldviav, pe aplBud avayvwptang 0653.
Natlonat Evaluation Center ¢f Quality & Technology in Health S.A (EKAPTY) is a Notilied body according 1o Council Direclive
93/42/EEC concermning medical devices, with idantificalion number 0653
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EGNIKO KENTPO A=IOAOIHIHL
THL NOIOTHTAL & TEXNOAOTIAL
ITHN YFEIA A.E.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S.A.

ANNEX | Nr. 302031565 CERTIFICATE

2.3 ACEM
No Reference Code Product Description Class
1 ACEMSG20 A-CEM-G20 Standard Viscosity Bone Cement with Gentamicin
2 ACEMSG40 A-CEM-G40 Standard Viscosity Bone Cement with Gentamicin I
3 ACEMSG60 A-CEM-G60 Standard Viscosity Bone Cement with Gentamicin
2.4 KCEM
No Reference Code_ k5 =hi j Product Description Class
1 KCEMSG20 K-CEM-G20 STANDARD VISCOSITY WITH GENTAMICIN BONE CEMENT
2 KCEMSGA40 K-CEM-G40 STANDARD VISCOSITY WITH GENTAMICIN BONE CEMENT 1
—;_ “ _KCEMSGGO K-CE_I\;:-(‘:;:;;-S_;’EF;)_;I_I-SCOSITY-;\r_l;l‘_H_(‘;.l;TAMICIN BONE CEMENT

NIKPOY - MOPAITAKH EAEYOEPIA, MpoeSpoc & AleuBivouoa SupBouhog
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EBvird Kévrpo Afwohdynong tne NowbinTtag kat Texvohoylag atny Yyela (EKANTY) elval Koivorompévog Opyaviopde auppwva
ue v O3nyla 93/42/EOK nepl Twy waTpotexveloyikiy npoldvtwy, ue apiBpd avayvirpiang 0853
National Evaluation Center of Quality & Technology In Health S.A. (EKAPTY) Is a Notified body according to Councll Directive
BY42/EEC concerning medical devices, with identification number 0653
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EONIKO KENTPO AZIOAOIMHIHE
THX NOIOTHTAL & TEXNOAOTIAL
LTHN YTEIA A.E.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S.A.

TERMS & CONDITIONS

1. For class | sterile products, the certificate covers only the aspects of manufacture concerned with securing and maintaining sterile
conditions.

2. 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.

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

4. The certificate is valid only for the products and the facilities mentioned.

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

6. 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.

MNIKPOY - MQPATTAKH EAEYGEPIA, Npoedpog & Msubivouvca Zupfoukog
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To Edvikd Kévipo Aflohdynong g Nowbtnrag ke Texvoroyiag atny Yyela (EKANTY) eivai Kowvonomptveg Opyaviojés ouppwva
pe v OBnyla 93/42/E0K nepl Twv 1aTgoTEXVOAOYIKDY NpoldvTmv, pe apiBpud avayvamaong 0653
Nalional Evaluation Cemer of Quality & Technology in Health S.A (EKAPTY) is a Notitied body according to Council Directive
93/42/EEC concerning medical devices, with Identilication number 0653
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