EONIKO KENTPO AZIOAOIHIHX
THL MNOIOTHTAX & TEXNOAOIIAL
ITHN YTEIAA.E.

NATIONAL EVALUATIO!

EC CERTIFICATE
DESIGN EXAMINATION

We hereby certify that a design examination has been carried out on the under mentioned devices according
to Annex Il section 4 of Directive 93/42/EEC and its transposition in Greek legislation.
The design of the devices conforms to the provisions of the Directive.
The certificate is based on the result of the examination of the design dossier.
Any changes in the approved design may render this certificate invalid.
Changes must immediately be reported to EKAPTY in order to receive further approval.
For marketing of the products a full quality assurance system certificate is required according to
the requirements of Annex Il 93/42/EEC (section 3).

Certificate Number: 301011860DE1
Manufacturer: | UX - SUTURES S.A.

Facility: 22, GRUUSS - STROOSS 9991 WEISWAMPACH, LUXEMBOURG.

Product: STERILE SURGICAL SUTURE, LUXCRYL 910.

Digitally signed by Bolea Petru
Y Date: 2022.11.11 11:34:31 EET
Current issue date:  01/03/2021 Reason: MoldSign Signature
Location: Moldova

Valid until:  24/05/2024

Examination report: 200011860

NIKPOY - MOPAITAKH EAEYOJPIA, Npde5poc & AieuBivousa SopBouhoc
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EBviko Kévrpo Aiohdynong mg Mot tag kai Texvohoyiag oty Yyela (EKAMNTY) efval Koworompévog Opyaviopde alppwva
pe my O8nyla 93/42/EOK nepi Twv 1aTpoTEXVOAOYIKGDY NPoidVTwY, HE apiBud avayvbpiong 0653,
National Evaluation Center of Quality & Technology in Health S.A. (EKAPTY) is a Notified body according to Council Directive
93/42/EEC concerning medical devices, with identification number 0653




EOGNIKO KENTPO AZIOAOMHIHX
THL MNOIOTHTAL & TEXNOAOTIAL
ITHN YTEIAA.E.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY

IN HEALTH S.A.

EC CERTIFICATE
DESIGN EXAMINATION

We hereby certify that a design examination has been carried out on the under mentioned devices according
to Annex Il section 4 of Directive 93/42/EEC and its transposition in Greek legislation.
The design of the devices conforms to the provisions of the Directive.
The certificate is based on the result of the examination of the design dossier.
Any changes in the approved design may render this certificate invalid.
Changes must immediately be reported to EKAPTY in order to receive further approval.
For marketing of the products a full quality assurance system certificate is required according to
the requirements of Annex Il 93/42/EEC (section 3).

Certificate Number: 301011860TN_DE4

Manufacturer:  LUX - SUTURES S.A.

Facility: 22, GRUUSS - STROOSS 9991 WEISWAMPACH, LUXEMBOURG.

Product: STERILE SURGICAL SUTURE, LUXCRYL MONOFAST.

Current issue date: 16/03/2021
Valid until:  24/05/2024

Examination report: 200011860

MIKPOY - MOPAITAKH EAEY@E'PLAI p6EBPOC & AteuBivousa TupBouAog
PIKROU - MORAITAKI ELEFT

ERIA, President & Managing Director

To EBvik6 Kévipo ABloAoynong g Mowdtnrag xat Texvoloylag oty Yyela (EKANTY) eivai Kowvorioinpévog Opyaviopdc olpdwva
pe my Odnyia 93/42/EOK nepl Twv 1aTpoTEXVOAOYIKGY NPOoIoVTWY, pE aptBjud avayvibpiong 0653,
National Evaluation Center of Quality & Technology in Health S.A. (EKAPTY) is a Notified body according to Council Directive
93/42/EEC concerning medical devices, with identification number 0653.




EOGNIKO KENTPO AZIOAOMHIHE
THL MNOIOTHTAL & TEXNOAOIIAL
ITHN YTEIAA.E.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY

IN HE Al TH ;; fﬁ\

EC CERTIFICATE

DESIGN EXAMINATION
We hereby certify that a design examination has been carried out on the under mentioned devices according
to Annex Il section 4 of Directive 93/42/EEC and its transposition in Greek legislation.
The design of the devices conforms to the provisions of the Directive.
The certificate is based on the result of the examination of the design dossier.
Any changes in the approved design may render this certificate invalid.
Changes must immediately be reported to EKAPTY in order to receive further approval.

For marketing of the products a full quality assurance system certificate is required according to
the requirements of Annex Il 93/42/EEC (section 3).

Certificate Number: 301011860DE3

Manufacturer:  LUX - SUTURES S.A.

Facility: 22, GRUUSS - STROOSS 9991 WEISWAMPACH, LUXEMBOURG.

Product: STERILE SURGICAL SUTURE, LUXCRYL PDO.

Current issue date:  01/03/2021

Valid until:  24/05/2024

Examination report: 200011860

MIKPOY - MQPAITAKH E/\EYO&\P”%LI’IpOsépoc & AlevBOvoUsa SOBOUAOC
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EBviko Kévrpo Aflohdynong mg Mowdntag kai Texvoloylag omy Yyela (EKANTY) sival Kowornompuévog Opyaviopodg otppwva
pe v Odnyia 93/42/EOK nepl Twv 1aTpoTeXvoAoyIKGY MPoidvTwy, He apiBid avayvopiong 0653,
National Evaluation Center of Quality & Technology in Health S.A. (EKAPTY) is a Notified body according to Council Directive
93/42/EEC concerning medical devices, with identification number 0653.
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NATIONAL EVALUATION CENTER

EC CERTIFICATE

DESIGN EXAMINATION
We hereby certify that a design examination has been carried out on the under mentioned devices according
to Annex Il section 4 of Directive 93/42/EEC and its transposition in Greek legislation.
The design of the devices conforms to the provisions of the Directive.
The certificate is based on the result of the examination of the design dossier.
Any changes in the approved design may render this certificate invalid.
Changes must immediately be reported to EKAPTY in order to receive further approval.
For marketing of the products a full quality assurance system certificate is required according to
the requirements of Annex Il 93/42/EEC (section 3).

Certificate Number: 301011860DE2
Manufacturer: LUX - SUTURES S.A.

Facility: 22, GRUUSS - STROOSS 9991 WEISWAMPACH, LUXEMBOURG.

Product: STERILE SURGICAL SUTURE, LUXCRYL PGA.

Current issue date: 01/03/2021
Valid until:  24/05/2024

Examination report: 200011860

{

NIKPOY - MOPAITAKH EAEWOEPIA, Npoespoc & Aleubivouoa SupBouhoc
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EBviko Kévtpo AloAbynong g Mobtnrag kat Texvoroylag oty Yyela (EKAMTY) elval Kowornompévog Opyaviopdg olpdpwva
pe v Odnyla 93/42/EOK nepi Twv 1aTpoTexvoAoyik®y npoidvtwy, pe aplBud avayvopiong 0653,
National Evaluation Center of Quality & Technology in Health S.A, (EKAPTY) is a Notified body according to Council Directive
93/42/EEC concerning medical devices, with identitication number 0653
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EC CERTIFICATE
DESIGN EXAMINATION

We hereby certify that a design examination has been carried out on the under mentioned devices according
to Annex Il section 4 of Directive 93/42/EEC and its transposition in Greek legislation.
The design of the devices conforms to the provisions of the Directive.
The certificate is based on the result of the examination of the design dossier.
Any changes in the approved design may render this certificate invalid.
Changes must immediately be reported to EKAPTY in order to receive further approval.
For marketing of the products a full quality assurance system certificate is required according to
the requirements of Annex Il 93/42/EEC (section 3).

Manufacturer:

Facility:

Product:

Current issue date:

Valid until:

Examination report:

Certificate Number: 301011860TN_DE5

LUX - SUTURES S.A.

22, GRUUSS - STROOSS 9991 WEISWAMPACH, LUXEMBOURG.

STERILE SURGICAL SUTURE, LUXCRYL PGA RAPID.

16/03/2021
24/05/2024

200011860

MIKPOY - MOPAITAKH EAEYOEPIA, frpésépoc & AieuBUVOLTa SHUBOUVACC
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EBviko Kévtpo Aglohdynong g Motdttag kat Texvodoylag oty Yyela (EKANTY) eival Koworompévog Opyaviopdg oippwva
pe my Odnyia 93/42/EOK nepl Twv 1aTpoTEXVOAOYIKMY NPOIOVTWY, HE aplBud avayvbpiong 0653.
National Evaluation Center of Quality & Technology in Health S.A. (EKAPTY) is a Notified body according to Council Directive
93/42/EEC concerning medical devices, with identification number 0653.
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