EONIKO KENTPO AZIOAOMHIHX
THL MNOIOTHTAL & TEXNOAOTIAZ
LTHN YTEIAA.E.
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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).

Certificate Number: 301011861DE4

Manufacturer: SMI AG

Facility: STEINERBERG 8, 4780 ST. VITH., BELGIUM.

Product: STERILE SURGICAL SUTURE, SURGICRYL 910 .

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

Examination report:  200011861- Based on Technical File PH-15-H-SMI-05

Digitally signed by Belan Irina
Date: 2021.09.17 17:57:56 EEST
Reason: MoldSign Signature
Location: Moldova

MIKPOY - MQPA’I’TAK% @éPIA, Mpoedpog & AteuBuvouaa ZupfouvAog
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EBvikO Kévpo AEloAdynong g Nowdtntag kal Texvohoylag oty Yyela (EKANTY) elval Kowonompévog Opyaviopodg olipdpwva
pe v Odnyla 93/42/EOK nepl Twv 1aTpoTexvoloyik@y npoidviwy, pe apBud 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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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: 301011861DE3
Manufacturer: SMI AG
Facility: STEINERBERG 8, 4780 ST. VITH., BELGIUM.

Product: STERILE SURGICAL SUTURE, SURGICRYL MONOFAST .

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

Examination report:  200011861- Based on Technical File- PH-16-1-SMI-05

MIKPOY - MOPAITAKH EXEYOEPIA, Mpéespoc & AicuBivouaa SupBouloc
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EBviko Kévtpo AfoAdynong g MNowdtag kat Texvoloylag oty Yyela (EKANTY) elvail Kowornompévog Opyaviopds otpdwva
pe v Odnyla 93/42/E0K nepl Twv 1atpotexvoloyik®dy npoidvrwy, je apiBud 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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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: 301011861DE6

Manufacturer:  SMI AG

Facility: STEINERBERG 8, 4780 ST. VITH., BELGIUM.

Product: STERILE SURGICAL SUTURE, SURGICRYL MONOFILAMENT .

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

Examination report:  200011861- Based on Technical File PH-13-H-SMI-05

MIKPOY - MQPAITAKH EAEYOEPIA, Npoedpog & AteuBivousa SupBouAog
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EBviko Kevtpo AEloAdynong g Mowottag kai Texvoroylag omy Yyela (EKAMTY) eival Kowvonompévog Opyaviopbdg otpdpwva
pe my Odnyia 93/42/EOK nepi Twv 1aTpoTEXVOAOYIKGOV NPOoioVTWY, e apiBud 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.




EGNIKO KENTPO AZIOAOMHIHX
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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).

Certificate Number: 301011861DE5

Manufacturer: SMI AG

Facility: STEINERBERG 8, 4780 ST. VITH., BELGIUM.

Product: STERILE SURGICAL SUTURE, SURGICRYL PGA.

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

Examination report:  200011861- Based on Technical File PH-11-H-SMI-05

MIKPOY - MOPAITAKH EAEFOEPIA, Npoespoc & AieuBivouoa IouBouloc
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EBvikd Kévrpo AEloAdynong g Mototntag kai Texvohoylag oty Yyela (EKAMNTY) eival Kowvoroinuévog Opyaviopoe olppwva
pe mv Odnyia 93/42/EOK nepi Twv 1atpotexvoloyikmv npoidviwy, pe 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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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: 301011861DE2

Manufacturer: SMI AG

Facility: STEINERBERG 8, 4780 ST. VITH., BELGIUM.

Product: STERILE SURGICAL SUTURE, SURGICRYL RAPID.

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

Examination report:  200011861- Based on Technical File PH-14-H-SMI-00

MIKPOY - MQPAITAKH EAEYOEPIA, Npoedpoc & AieuBivouaa SUpBouAog
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EBviké Kevipo AfioAdynong mg Modtntag kat Texvoloyiag oty Yyela (EKANTY) eival Kowornompévog Opyaviopds alpdwva
pe v Odnyla 93/42/EOK nepl Twv 1aTpotexvoloyikmv npoidviwy, pe apilBud avayvapiong 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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