EC Declaration of Conformity

according to Directive 93/42/EEC (MDD) issued under the sole responsibility of the manufacturer

STS Medical Group AD

Manufacturer Industrial area Sokolovetz

2800 Sandanski- Bulgaria

Product name: Reimplantation bags
Product Brand name: SECUDRAPE

REF: CPCXXXX, CPCXXXX-01

Classification of
Medical device

Class: | Rule: 2 Conformity assessment route: Annex V

CE Marking

CE 0373

Notified Body

Istituto Superiore Di Sanita
Viale Regina Elena, 299, 00161-Roma, Italy

EC Certificate

EC Certificate number: QPS-0537-20
EC Certificate issue date: 06-Aug-2020

Declaration

We, the manufacturer, hereby declare that the above-mentioned medical devices:

e Comply with the provisions of the Council Directive 93/42/EEC of 14 June 1993 as
amended by Directive 2007/47/EC and 120 (3) of Regulation (EU) 2017/745

e Are subject to a certified Quality Management System under supervision by a
certification body.

All supporting documentation is retained at the premises of the manufacturer.

Declaration of
Conformity

Revision Place and Date Approval by

MDD-DOC- EN-11-05

Anita Chacheva
QM Group Manager

Signature

Sandanski,

03 10-Oct-2023 VA,

FORM-024-003, ver.02




Manufacturer’s Declaration on MDR Transition Status

In relation to 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, in

particular with respect to

o the validity of certificates issued under Council Directive 93/42/EEC on Medical Devices (MDD)

(Directive Certificates) and

¢ the compliance of the devices and us as their manufacturer with the conditions for the continued

placing on the market and putting into service

Manufacturer name

STS Medical Group AD

Manufacturer address and contact details

Industrial area Sokolovets
2800 Sandanski Blagoevgrad Bulgaria

Single Registration Number (SRN) (if available)

Not available

Authorised Representative name (if applicable) N/A
Authorised Representative address and contact details N/A
N/A

Single Registration Number (SRN) (if available)

Notified body name (if applicable)

Instituto Superiore di Sanita

Notified body number (if applicable)

0373

Directive Certificate number(s)
to which this confirmation is made (if applicable)

QPS-0537-20 — Class | sterile

Original expiry date as indicated on the Directive 26-May-2024
Certificate prior to the extension of the validity (if

applicable)

End date of extended validity/transition period 31-Dec-2028

We, as the manufacturer declare under our sole responsibility:

e for the above listed Directive Certificate the conditions for the legal extension of validity as

required in Article 120.2 of the MDR are met and

e the listed device(s) in the attached schedule and we as their manufacturer are in compliance with
the conditions listed in Article 120.3c of the MDR for continued placing on the market and putting

into service, namely by fulfilling the following conditions:

The Bulgarian Manufacturing Huh
A company of STS Medical Group S.a r.l. - STS Medical Group AD - Industrial area Sokolovetz - 2800 Sandanski - Bulgaria

Tel: +359 (0) 746 31555 - Fax: +359 (0) 746 38798
www.sts-bmh.com - www.stsmedicalgroup.com - info@stsmedicalgroup.com
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> Directive Certificate(s) as listed above or in the attached schedule
o Directive Certificate(s) covering the listed device(s) was/were issued after 25 May 2017, was/were
valid on 26 May 2021 and have not been withdrawn afterwards.

Choose applicable statements:

1) Expired before 20 March 2023:

Before the original date of expiry as indicated on the Directive Certificate(s), we and the
notified body have signed written agreement(s) in accordance with Section 4.3, second
subparagraph of Annex VIl to this Regulation for the conformity assessment(s) in respect of
the device(s) covered by the expired certificate(s) or in respect of a device(s) intended to
substitute that/those device(s), or

A Competent Authority has granted a derogation from the applicable conformity assessment
procedure in accordance with Article 59(1) MDR (may be provided upon request), or

A Competent Authority has required the manufacturer, in accordance with Article 97(1) MDR,
to carry out the applicable conformity assessment procedure (may be provided upon request)

Choose one of the following statements only if a derogation per Article 59(1) or a requirement per
Article 97(1) has been granted by a Competent Authority:

Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph
of Annex VII MDR for conformity assessment has/have been made or will be made/submitted
by us to a notified body no later than 26 May 2024 for the device(s) listed in the attached
schedule or its/their substitute(s) and signed written agreement(s) is/will be in place in
accordance with Section 4.3, second subparagraph of Annex VII MDR before 26 September
2024.

We do not intent to lodge an application for conformity assessment by 26 May 2024, therefore
the transition period will end on 26 May 2024.

2) M Expired/expires after 20 March 2023:

Choose one applicable statement:

M Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph
of Annex VII MDR for conformity assessment has/have been made or will be made/submitted
by us to a notified body no later than 26 May 2024 for the device(s) listed in the attached
schedule or its/their substitute(s) and signed written agreement(s) is/will be in place in
accordance with Section 4.3, second subparagraph of Annex VII MDR before 26 September
2024.

We do not intent to lodge an application for conformity assessment by 26 May 2024, therefore
the transition period will end on 26 May 2024.

» Upclassified devices
In case of devices for which the conformity assessment procedure pursuant to MDD did not require
the involvement of a notified body, for which the declaration of conformity was drawn up prior to 26
May 2021 and for which the conformity assessment procedure pursuant to this Regulation requires
the involvement of a notified body:

Choose one applicable statement:
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o Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph
of Annex VII MDR for conformity assessment has/have been made or will be made/submitted
by us to a notified body no later than 26 May 2024 for the device(s) listed in the attached
schedule or its/their substitutes and signed written agreement(s) is/will be in place in
accordance with Section 4.3, second subparagraph of Annex VII MDR before 26 September
2024.

e We do not intent to lodge an application for conformity assessment by 26 May 2024, therefore
the transition period will end on 26 May 2024.

» Quality Management System (QMS)
Choose one applicable statement:

¢ A QMS in accordance with Article 10(9) MDR will be put in place by no later than 26 May
2024.

e M A QMS in accordance with Article 10(9) MDR is in place.

¢ A notified body has issued the attached certificate for the MDR-compliant QMS.

> Device(s) as listed in the attached schedule

e The device(s) continue to comply with the MDD.

e There are no significant changes in the design and intended purpose.

e The device(s) do not present an unacceptable risk to health or safety of patients, users or
other persons, or to other aspects of the protection of public health.

Signed for and on behalf of the manufacturer:
Full Company Name STS Medical Group AD
Location & Date Sandanski, 20-Oct-2023

Anita Chacheva, Quality Manager and PRRC
Contact Details (at least email): info@stsmedicalgroup.com
achacheva@stsmedicalgroup.com
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Schedule of Devices

The above Manufacturer’s Declaration is valid for the following devices:

Identification | Directive Original Notified Notified Body End date | Substitut
of the Certificate expiry Body name and of e
device(s) number(s) date as name and | number where | extended | Device(s)
(e.g., device | to which indicated | number the MDR validity / | (if
name, this on the that application was | transitio | applicable)
family/group | confirmatio | Directive | issued lodged/contrac | n period
name device | nis made Certificat | the t signed
model or (if applicable) | e (s) prior | Directive | (if applicable)
catalogue to the Certificat
number) extension | e

of the (if

validity applicable)

(if

applicable)
SECUSORB: | QPS-0537- 24-May- Instituto ICIM SpA - 0425 | 31-Dec- N/A
compresses, | 20 —class | 2024 Superiore 2028
balls, pads, | sterile di Sanita -
laparotomy 0373
sponges, QPZ-1941-
adhesive 20 — Class
dressings lla
SECUTOOL: | QPZ-1941- 24-May- Instituto ICIM SpA - 0425 | 31-Dec- N/A
Surgical 20 — Class 2024 Superiore 2028
instruments lla di Sanita -
single use 0373
sterile and
non-sterile
SECUTRAY: | QPS-0537- 24-May- Instituto ICIM SpA - 0425 | 31-Dec- N/A
Surgical sets | 20 —class | 2024 Superiore 2028
and pos- sterile di Sanita -
operative kits, 0373
reimplantation | QPZ-1941-
bags 20 — Class

lla
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ICIM

Dear

STS Medical Group AD

Industrial area Sokolovets

2800 Sandanski Blagoevgrad Bulgaria

Ns. rif: SG/0202 / 2023 DB/ed
Sesto San Giovanni, 25/09/2023
Reference standards: Regulation EU 2017/745

Confirmation of the status of a formal written agreement in the framework of Regulation EU
2017/745

With your Evaluation Application dated 18/09/2023, ICIM SPA, Notified Body (NB) designated
against Regulation (EU) 2017/745 (MDR) and identified by the number 0425 on NANDO, declare
has received a formal application in accordance with Section 4.3, first subparagraph of Annex VI
of MDR and has signed a written agreement in accordance with Section 4.3, second subparagraph
of Annex VIl of MDR with the manufacturer STS Medical Group AD Industrial area Sokolovets
2800 Sandanski Blagoevgrad Bulgaria for issue Ce Marck the following medical devices:

e SECUSORB — compresses, balls, pads, laparotomy sponges, adhesive dressings
e SECUTOOL - instruments

e SECUDRAPE

e SECUTRAY —small kits

The reference coordinator for handling the certification file is Ms. Gloria Casaroli.

Confident of completing the certification process in full cooperation, thank you for your
consideration.

ICIM S.p.A.
Sales Director

: Darlo Brun
% )___ stsas

ICIM SpA Societa soggetta all’attivita di direzione e coordinamento di ICIM GROUP Srl
Piazza Don Enrico Mapelli, 75 - 20099 Sesto San Giovanni (M) - Tel. +39 02 725341 Fax +39 02 72002098 - www.icim.it - info@icim.it
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