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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 I
(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.

Certificate Number: 301011861AD
This certificate is issued to replace certificate nr 301011861TN due to the addition of new products.

Manufacturer: SMI AG

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

Products: 1. STERILE NON ABSORBABLE SURGICAL SUTURES.
2. STERILE ABSORBABLE SURGICAL SUTURES.
3. STERILE SURGICAL BLADES.
4. STERILE DISPOSABLE SKIN STAPLER.
5. STERILE DISPOSABLE SKIN STAPLE REMOVER.
6. STERILE SKIN MARKER.
7. STERILE SURGICAL POLYPROPYLENE MESHES.

Brand names: As in annex
Devices Classification: 1. llb, 2. 1ll, 3. lla, 4. lla, 5. Is, 6. Is, 7. lIb.
First issue date:  01/03/2021
Current issue date:  25/05/2021

Valid until:  24/05/2024

Audit report: 200011861

NIKPOY - MQPAITAKH EAEYQEPIA, MNpoedpoc & AtsuBivouoa YUpBouAog
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EBviké Kévrpo AEloAoynong g MNowdtntag kai Texvoloylag oty Yyela (EKANTY) eival Kotvoroinpévog Opyaviopég oupdwva

pe v Odnyia 93/42/EOK nepl twv 1atpotexvohoyikmy Mpoidviwy, pe aptBubd avayviplong 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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ANNEX No. 301011861AD CERTIFICATE.

MEDICAL DEVICES

BRAND NAMES

o Classification Ilb

1. STERILE NON ABSORBABLE SURGICAL SUTURES.

e POLYPROPYLENE
e POLYESTER

e SILK
e NYLON DACLON & SUPRAMID
e STEEL

e Classification Il e SURGICRYL PGA

e SURGICRYL MONOFILAMENT
2. STERILE ABSORBABLE SURGICAL SUTURES. « SURGICRYL RAPID
e SURGICRYL 910

e SURGICRYL MONOFAST

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 Ill products an additional Design Examination certificate is required according to the requirements of Annex Il 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 manufacjlire y draw up an EC declaration of conformity and legally affix the
CE 0653 mark.

NIKPOY - MQPAITAKH EAE{@B&M(, Np6e8poc & AteuBivousa SOUBOUAOC
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EBvik6 Kévtpo AEloAbynong g MNowdmrag kar Texvoroyiag omv Yyeia (EKANTY) eival Kowvonompévog Opyaviopdg olpgwva
pe v Odnyla 93/42/EOK nepl Twv 1atpotexvoloyikdy npoidviwy, pe apiBud avayvapiong 06853
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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MEDICAL DEVICES DIVISION

Granarolo dell'Emilia (BO), 2024/02/19
CLinva

Esteemed

SMI AG
Steinerberg 8,
4780 St. Vith
Belgium
Notified Body Confirmation Letter Reference: CERBO0385122

To whom it may concern,

Confirmation of the status of a formal application, written agreement, and appropriate
surveillance in the framework of Regulation EU 2023/607 amending Regulations (EU) 2017/745 and
(EU) 2017/746 as regards the transitional provisions for certain medical devices and in vitro
diagnostic medical devices

This letter confirms that, NB Name, a Notified Body (NB) designated against Regulation (EU)
2017/745 (MDR) and identified by the number 0476 on NANDQ, has received a formal application in
accordance with Section 4.3, first subparagraph of Annex VIl of MDR and has signed a written
agreement in accordance with Section 4.3, second subparagraph of Annex VIl of MDR with the
following manufacturer:

SMI AG
Steinerberg 8,
4780 St. Vith
Belgium

SRN Number: BE-MF-000017536

The devices covered by the formal application and the written agreement mentioned above are
identified in the Tables below. Table 1 identifies the devices for which an MDR application has been
received, written agreement concluded and for which the NB is also responsible for appropriate
surveillance of the corresponding devices under the applicable Directive. Table 2 identifies the
devices for which an MDR application has been received and a written agreement concluded, but the
NB has not yet taken the responsibility for appropriate surveillance of the corresponding devices
under the applicable Directive.

In the case of devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or Directive
93/42/EEC (MDD) that expired after 26 May 2021 and before 20 March 2023, without having been

Kiwa Cermet ltalia S.p.A. — Single-member company subject to management and coordination of Kiwa Italia Holding Srl
Headquarters: Via Cadriano 23, 40057 - Granarolo dell'Emilia (BO)

D Tel. +39.051.4593.111 - Fax +39.051.763.382 - info@kiwacermet.it - www.kiwa.it
VAT Registration No. 00627711203 - Tax |D 03502820370 — Share capital: € 1.000.000,00 i.v.
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withdrawn, this letter also confirms that the manufacturer signed the written agreement under MDR
by the date of MDD/AIMDD certificate expiry; or provided evidence that a competent authority of a
Member State had granted a derogation or exemption from the applicable conformity assessment
procedure in accordance with Article 59(1) of MDR or Article 97(1) of the MDR respectively, by the 20
Mar 2023 for the relevant devices.

The transition timelines that apply to the devices covered by this letter, subject to the
manufacturer’s continued compliance to the other conditions specified in Article 120.3c of MDR (as
amended by (EU) 2023/607), are shown below:

e 26 May 2026 for Class lll custom-made implantable devices

e 31 December 2027 for Class Il devices and Class llb implantable devices excluding Well-
established technologies (WET - sutures, staples, dental fillings, dental braces, tooth crowns,
screws, wedges, plates, wires, pins, clips and connectors)

e 31 December 2028 for other Class |lb devices, Class lla, Class | devices placed on the market
in sterile condition or have a measuring function

e 31 December 2028 for devices not requiring the involvement of a notified body under MDD
but requiring it under MDR (e.g., class | devices that qualify as re-usable surgical instruments)

On behalf of the Notified Body,
Dr.ssa Frabetti Alessia
Medical Device Division Manager

;QCP&«%W

Kiwa Cermet Italia S.p.A. — Single-member company subject to management and coordination of Kivwa ltalia Holding Srl
D Headgquarters: Via Cadriano 23, 40057 - Granarolo dell’Emilia (BO}

Tel. +39.051.4593.111 - Fax +39.051.763.382 - info@kiwacermet.it - www kiwa.it

VAT Registration No. 00627711203 - Tax |ID 03502820370 — Share capital: € 1.000.000,00 i.v.
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Table 1: Devices covered by this letter and for which the NB is also responsible for appropriate

surveillance of the corresponding devices under the applicable Directive:
. If the MDR device is a

| Device name or Basic
UDI-DI {under MDR
application)

A

MDR Device classification
(as proposed by the

. manufacturer and verified

at the pre-application

| stage)

N/A

substitute device,

| identification of the
| corresponding MDD/AIMDD
| device
N/A

| MDD/AIMDD Certificate
Reference(s) of the devices
under MDR application,
and the NB Identification

N/A

Table 2: Devices covered by this letter and for which the NB is NOT responsible for appropriate

surveillance of the corresponding devices under the applicable Directive:

| Device name or Basic
| UDI-DI (under MDR
| application)

. Sterile synthetic
absorbable surgical
suture

 (54040200215FL)

! Sterile synthetic
absorbable surgical

| suture
(54040200211FC}

. Sterile synthetic

. absorbable surgical
suture
(54040200213FG)

+ Sterile synthetic
absorbable surgical
suture

_(54040200216FN)
Sterile non-absorbable
surgical sutures
(54040200205FH)
Sterile non-absorbable
surgical sutures
(54040200207FM)
Sterile non-absorbable
surgical sutures

| {54040200208FP)

' Sterile non-absorbable

| surgical sutures

 (54040200209FR)

. STERILE SURGICAL

" BLADES DISPOSABLE

- SCALPELS
(54040200224FM)

Class lil

MDR Device classification
{as proposed by the

. manufacturer and verified
. at the pre-application
| stage)

Class Il

- Class llI

Class 11l

Class IIb excluding Class llb

implantable non-WET

Class lib excluding Classib
implantable non-WET

Class lib excluding Class b

implantable non-WET

| Class llb excluding Class lib
| implantable non-WET

" Classlla

If the MDR device is a

| substitute device,
identification of the

. corresponding

~ MDD/AIMDD device

N/A

N/A

N/A

CN/A

N/A

A

N/A

 301011861AD

| 301011861AD

MDD/AIMDD Certificate
Reference(s) of the devices
under MDR application, and
the NB Identification

'301011861AD

301011861DE4

EKAPTY, NB No. 0653
301011861AD

| 301011861DE5

301011861DE2

| EKAPTY, NBNo.0653

301011861AD
301011861DE6

EKAPTY, NB No. 0653

301011861DE3

" EKAPTY, NB No. 0653

301011861AD

EKAPTY, NB No. 0653

| 301011861AD

EKAPTY, NB No. 0653
| 301011861AD

EKAPTY, NB No. 0653

EKAPTY, NB No. 0653

301011861AD

EKAPTY, NB No. 0653
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Confirmation Letter Revision History

| Date | NB internal reference | Action
. traceable to each version |

| ! 28 . of the letter e A e e 7 - _
2024/02/19 Rev.0 — Initial issue L |

For further information on the content of the letter or verification of the validity of the letter please
contact medical@kiwa.com or phone at +39.051.4593.111

Kiwa Cermet Italia S.p.A. — Single-member company subject to management and coordination of Kiwa ltalia Holding Srl
D Headquarters: Via Cadriano 23, 40057 - Granarolo dell’Emilia (BO)

Tel. +39.051.4593.111 - Fax +39.051.763.382 - info@kiwacermet.it - www.kiwa.it

VAT Registration No. 00627711203 — Tax ID 03502820370 — Share capital: € 1.000.000,00 i.v.



Vertimas i§ angly kalbos
Logotipas: NATIONAL EGVALUOTION CENTER OF QUALITY & TECHNOLOGY IN HEALTH S.A./

EC SERTIFIKATAS
PILNA KOKYBES UZTIKRINIMO SISTEMA
Patvirtiname, kad toliau minimas gamintojas sukiiré ir taiko pilng kokybés uztikrinimo sistema pagal reikalavimus,
pateiktus Direktyvoje 93/42/EEC, II Priede (i8skyrus 4 skyriy), ir jo perkélimg j Graikijos jstatymus Siame sertifikate
minimy produkty dizainui, gamybai ir galutiniam patikrinimui.
Sertifikatui taikomos toliau pateiktos salygos. Bet kokie zymiis dizaino ar gamybos pakeitimai gali panaikinti $io
sertifikato galiojima.
Sertifikato numeris: 301011861AD

Sis sertifikatas isleistas siekiant pakeisti sertifikatg Nr. 301011861TN dél naujy produkty pridéjimo.

Gamintojas: SMI AG
Patalpos: STEINERBERG 8, 4780 ST. VITH., BELGIJA.
Produktai: . STERILUS NEABSORBUOJANTYS CHIRURGINIAI SIULAL

1
2. STERILUS ABSORBUOJANTYS CHIRURGINIAI SIULAL

3. STERILUS CHIRURGINIAI ASMENYS.

4. STERILI VIENKARTINE ODOS VIELASIULE

5. STERILUS VIENKARTINIS ODOS KABES ISEMIKLIS.

6. STERILUS ODOS ZYMEKLIS.

7. STERILUS CHIRURGINIAI POLIPROPILENO TINKLELIAL

Prekiniai pavadinimai: Zr. priede

Prietaiso klasifikavimas: 1. IIb, 2. II1, 3. Ila, 4. Ila, 5. Is, 6. Is, 7. IIb

Pirmo i§davimo data: 2021-03-01
Sio i§davimo data: 2021-05-25
Galioja iki: 2024-05-24
Audito ataskaita: 200011861

/Parasas/
PIKROU — MORAITAKI — ELEFTHERIA, Prezidentas, Generalinis direktorius

National Evaluation Center of Quality & Technology in Health S.A. (EKAPTY) yra notifikuotoji jstaiga pagal
Tarybos direktyva 93/42/EEC dél medicinos prietaisy, su atpazinimo numeriu 0653.

Lapas 1/2



/Logotipas: NATIONAL EGVALUOTION CENTER OF QUALITY & TECHNOLOGY IN HEALTH S.A./

PRIEDAS Nr. 301011861AD SERTIFIKATAS.

MEDICINOS PRIETAISAI PREKINIAI PAVADINIMAI
e Klasifikavimas IIb e POLYPROPYLENE
1. STERILUS NEABSORBUOJANTYS CHIRURGINIAI e POLYESTER
SIULAL e SILK
¢ NYLON DACLON & SUPRAMID
e STEEL
e Klasifikavimas III ¢ SURGICRYL PGA
2. STERILUS ABSORBUOJANTYS CHIRURGINIAI e SURGICRYL MONOFILAMENT
SIULAL e SURGICRYLRAPID
e SURGICRYLI10
e SURGICRYL MONOFAST

SALYGOS

1. Tklasés steriliems produktams, sertifikatas apima tik gamybos aspektus dél steriliy salygy palaikymo ir
uztikrinimo.

2. Iklasés prietaisams su matavimo funkcija sertifikatas apima tik gamybos aspektus dél produkto su
metrologiniais reikalavimais atitikimo.

3. I klasés produktams biitinas papildomas Dizaino sertifikatas pagal 93/12/EEC II Priedo (4 skyriaus)
reikalavimus.

4. Sertifikatas galioja tik minétiems produktams ir patalpoms.

5. Periodiniai patikrinimai pagal 93/42/EEC bus atliekami siekiant uztikrinti, kad gamintojas laikosi ir taiko
kokybés sistema.

6. Kai atitinka minétas salygas, gamintojas gali sudaryti EC atitikties deklaracija ir teisétai naudoti CE 0653
zenkla.

ParasSas/
PIKROU — MORAITAKI — ELEFTHERIA, Prezidentas, Generalinis direktorius

National Evaluation Center of Quality & Technology in Health S.A. (EKAPTY) yra notifikuotoji jstaiga pagal
Tarybos direktyvag 93/42/EEC dél medicinos prietaisy, su atpazinimo numeriu 0653.

Lapas 2/2
Verté Liutauras Dauderys Vertimas tikras. LR BK 235 str. turinys vertéjui Zinomas.



Vertimas i$ Angly kalbos

KIWA logotipas, data, dokumento Nr.

Esteemed

SMI AG
Steinerberg 8,
4780 St. Vith
Belgium

Notifikuoto organo patvirtinimo laiSkas Ref: CERB00385122
Suinteresuotiems asmenims,
Oficialios paraiSkos statuso patvirtinimas, rasytinis susitarimas ir tinkama priezitra pagal
Reglamentg EU 2023/607 i$ dallies keic¢iamy reglamenty (EU) 2017/745 ir (EU) 2017/746 dél
pereinamojo laikotarpio nuostaty dél tam tikry medicinos prietaisy ir in vitro diagnostikos
medicinos prietaisy.
Sis laidkas patvirtina, kad, NB Pavadinimas, notifikuotoji jstaiga (NB), paskirta pagal
Reglamentg (ES) 2017/745 (MDR) ir pazymétas NANDO numeriu 0476, gavo oficialig
paraiskg pagal MDR VIl priedo 4.3 skirsnio pirmg pastraipg ir pasiraseé rasytinj susitarimag
pagal VIl priedo 4.3 skirsnio antrg pastraipg MDR su Siuo gamintoju:
SMI AG
Steinerberg 8,
4780 stw Vith
Belgium
SRN numeris BE-MF-000017536

Prietaisai, kuriems taikoma oficiali paraiSka ir pirmiau minétas rasytinis susitarimas, nurodyti toliau
pateiktose lentelése. 1 lenteléje nurodyti prietaisai, dél kuriy buvo gauta MDR paraiska, sudaryta
rasytiné sutartis ir dél kuriy NB taip pat yra atsakinga uzZ atitinkama atitinkamy prietaisy prieZitra
pagal taikoma direktyva. 2 lenteléje nurodyti prietaisai, dél kuriy buvo gauta MDR paraiska ir
sudaryta rasytiné sutartis, taciau NB dar neprisiémé atsakomybeés uz tinkamg atitinkamy prietaisy
priezilirg pagal taikoma direktyva.

Prietaisams, kuriems isduoti sertifikatai pagal Direktyvg 90/385/EEB (AIMDD) arba

93/42/EEB (MD), kuris nustojo galioti po 2021 m. geguzés 26 d. ir iki 2023 m. kovo 20 d.

atSauktas, Sis rastas taip pat patvirtina, kad gamintojas pasirasé rasytinj susitarimg pagal MDR iki
MDD/AIMDD sertifikato galiojimo pabaigos datos; arba pateiké jrodymy, kad valstybés narés
kompetentinga institucija pagal MDR 59 straipsnio 1 dalj arba MDR 97 straipsnio 1 dalj suteiké
taikytinos atitikties vertinimo procediros leidZiancig nukrypti nuostatg arba isimtj, iki 2023 m. kovo
20 d. atitinkamus jrenginius.

Pereinamieji terminai, taikomi Siame laiSke nurodytiems jrenginiams, jei gamintojas ir toliau laikysis
kity MDR 120.3c straipsnyje nurodyty salygy (su pakeitimais, padarytais (ES) 2023/607), nurodyti
toliau:

2026 mety 26 Geguzés Klasei lll pagal uzsakyma pagaminty implanty



2027 mety GruodZio 31 Klasei lll ir Klasei llb

implantuojami gaminiai iSskyrus Aukstos

technologijos (vet-sitlai, kabés, danty uzpildai, danty briketai, danty karinélés, varztai, pleistai,
plokstelés, stygos, verilés, kabés ir konektoriai).
2028 Gruodzio 31 kitiems Klasés llb, Klasés | prietaisams, kurientiekiami rinkai sterilUs arba

turi matavimo funkcijg

2028 Gruodzio 31 prietaisams kurie nereikalauja notifikuoto organo jsikiSimo pagal MDD, bet
jau reikalauja pagal MDR (pvz. Klasés | prietaisai kurie gali biiti daugkartinio naudojimo instrumentai).

Pareiglinas, kontakta, vardas pavatrdé spaudas

1 lentelé. Prietaisai, kuriems taikomas Sis rastas ir uz kuriuos NB taip pat atsakinga uz
atitinkama atitinkamy prietaisy priezitrg pagal taikomg direktyva:

Jrenginio MDR jrenginio klasifikacija | Jei MDR jrenginys yra | MDD/A'MDD sertifikato
pavadinimas arba (kaip pasidlé gamintojas ir | pakaitalas, atitinkamo | nuoroda  (-0s)  apie
pagrindinis  UDI-DI patikrinta pries paraiska) MDD/AIMDD  jrenginio | jrenginius, kuriems
(pagal MOR identifikavimas taikoma MDR programa,
programa) ir NB identifikacija

N/A N/A N/A N/A

2 lentelé. Prietaisai, kuriems taikomas 3is rastas ir uz kuriuos NB NERA atsakinga uz
tinkama atitinkamuy prietaisy priezitrg pagal taikoma direktyva:

Jrenginio pavadinimas MDR jrenginiy Jei MDR jrenginys | MDD/AIMDD sertifikatas
arba Pagrindinis klasifikacija yra Jrenginiy nuoroda (-0s).
UDI-DI (pagal MDR (kaip pasitlé pakaitinis pagal MDR programg ir
paraiska) gamintojas ir jrenginys, NB identifikacija

patikrintas identifikavimas

paraiskos pateikimo | atitinkantis

etape) MDD/AIMDD

jrenginys

Sterilus sintetinis Klase lll N/A 301011861AD
besirezorbuojantis 301011861DE4
chirurginis sitlas EKAPTY, NB No. 0653
(54040200215FL)
Sterilus sintetinis Klaseé lll N/A 301011861AD
besirezorbuojantis 301011861DE5
chirurginis sitlas 301011861DE2
(54040200211FC) EIKAPTY, NB No. 0653
Sterilus sintetinis Klase Il N/A 301011861AD
besirezorbuojantis 301011861DE6
chirurginis sitlas EKAPTY, NB No. 0653
(54040200213FG)
Sterilus sintetinis Klase Il N/A 301011861AD
besirezorbuojantis 301011861DE3
chirurginis sitlas EKAPTY, NB No. 0653
(54040200216FN)
Sterilus Klasé Il b isskyrus N/A 301011861AD
nesirezorbuojantis Klasé Il b EKAPTY, NB No. 0653
chirurginis sitlas Implantuojami ne-
(54040200205FH) WET




Sterilus
nesirezorbuojantis
chirurginis sitlas

Klasé Il b iSskyrus
Klasé Il b
Implantuojami ne-

N/A

301011861AD
EKAPTY, NB No. 0653

(54040200207FM) WET

Sterilus Klasé Il b isskyrus N/A 301011861AD
nesirezorbuojantis Klasé Il b EKAPTY, NB No. 0653
chirurginis sitlas Implantuojami ne-

(54040200208FP) WET

Sterilus Klasé Il b isskyrus N/A 301011861AD
nesirezorbuojantis Klasé Il b EKAPTY, NB No. 0653
chirurginis sidlas Implantuojami ne-

(54040200209FR) WET

StrerilQs chirurginiai Klasé Il a iSskyrus N/A 301011861AD

asmenys, vienkartiniai
skalpeliai
(54040200224M)

EKAPTY, NB No. 0653

Patvirtinimo laiSko pakeitimy istorija

Data
2024/02/19

laisko versijai
Rev.O

Notifikuoto organo vidinis
atsekimo numeris kiekvienai

Veiksmas

Pirminis leidimas




Norédami gauti daugiau informacijos apie laisko turinj arba patikrinti laisko galiojima, kreipkités j
medical@kiwa.com arba telefonu +39.051.4593.111 medical@kiwa.com arba telefonu +39.051.4593.111

Verté Liutauras Dauderys Vertimas tikras. LR BK 235
str. turinys vertéjui Zinomas. o \



