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Manufacturer’s Declaration

in relation to Regulation (EU) 2023/607 amending Regulations (EU) 2017/745 (MDR) and
(EU) 2017/746 (IVDR) as regards the transitional provisions for certain medical devices and in
vitro diagnostic medical devices, in particular with respect to

e the validity of certificates issued under Council Directive 90/385/EEC on Active
Implantable Medical Devices (AIMDD) or Council Directive 93/42/EEC on Medical Devices

(MDD) (Directive Certificates) and/or"

e 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

SERAG-WIESSNER GmbH & Co. KG

Manufacturer address and contact details

Zum Kugelfang 8-12
95119 Naila
Germany

Single Registration Number (SRN) (if available)

DE-MF-000006422

Authorised Representative name (if applicable) n/a
Authorised Representative address and contact n/a
details

Single Registration Number (SRN) (if available) n/a

Notified body that issued the Directive
Certificates (if different from MDR)

Elektrotechnicky zkusebni Ustav, s. p.;
Pod Lisem 129,

171 02 Prague 8 - Troja, Czech
Republic

ID-No.: 1014

Notified Body where the MDR applications have
been made/will be made

mdc medical device certification
GmbH

KriegerstraBe 6
70191 Stuttgart
ID-No.: 0483

1 The first condition is not applicable 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.
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Directive Certificate numbers to which this
confirmation is made

See attached schedule

Original expiry date as indicated on the Directive
Certificate prior to the extension of the validity

See attached schedule

End date of extended validity/transition period

See attached schedule

We, as the manufacturer declare under our sole responsibility:

o for the listed Directive Certificate in the attached schedule the conditions for the legal
extension of validity as required in Article 120.2 of the MDR are met and/or’

e the listed devices 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:

» Directive Certificates as listed in the attached schedule:

Directive Certificates covering the listed devices were issued after 25 May 2017, were
valid on 26 May 2021, have not been withdrawn afterwards and expires after 20 March

2023.

Formal applications to the notified body in accordance with Section 4.3, first subpara-
graph of Annex VII MDR for conformity assessment have been made to a notified body for
the devices listed in the attached schedule or their substitutes and signed written
agreements will be in place in accordance with Section 4.3, second subparagraph of Annex

VII MDR before 26 September 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:

A formal application to the notified body in accordance with Section 4.3, first subparagraph
of Annex VIl MDR for conformity assessment has been made for the devices listed in the
attached schedule or their substitutes and signed written agreement(s) will be in place in
accordance with Section 4.3, second subparagraph of Annex VIl MDR before 26 September
2024,

Quality Management System (QMS):
A QMS in accordance with Article 10(9) MDR is in place.
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» Devices as listed in the attached schedule:

e The devices continue to comply with the AIMDD or MDD.

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

¢ The devices 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:
SERAG-WIESSNER GmbH & Co. KG
Naila, 2025-07-11

; b
JMM
tefan Pfeiffer (CEO)
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Schedule of Devices WI ESSN ER
Directive (MDD) | Original expiry date Identification of the End date of
Certificate of the Directive device(s) extended validity /
(EZU, no. 1014) Certificate transition period
MED 200038 2024-05-26 SERALON, SUPRAMID, NYLON | 2028-12-31
MED 200038 2024-05-26 SERANOX / SERANOX Ti 2028-12-31
MED 200038 2024-05-26 Polyester Tape 2028-12-31
MED 200029 2024-05-26 SERAPREN 2027-12-31
MED 200031
MED 200029 2024-05-26 SERALENE 2027-12-31
MED 200032
MED 200029 2024-05-26 SERAMON, SERAMON 2027-12-31
MED 200033 CHORDAE LOOP, KEYDENT,

PLEDGET
MED 200029 2024-05-26 SERACOR, SULENE, 2027-12-31
MED 200030 TERYLENE
MED 200029 2024-05-26 SERASYNTH, SERASYNTH 2027-12-31
MED 200035 LOC
MED 200029 2024-05-26 SERAFAST 2027-12-31
MED 200036
MED 200029 2024-05-26 SERAFIT, SERAPID 2027-12-31
MED 200034
MED 200029 2024-05-26 SERAFIT PROTECT 2027-12-31
MED 190040
MED 200029 2024-05-26 SERASYNTH MESH 2027-12-31
MED 200037
MED 200039 2024-05-26 SERAGYN, SERAMESH, 2027-12-31
SERASIS, SERATOM, SERATEX
(Textile Implants)
MED 200040 2024-05-26 SILICONE LOOPS 2028-12-31
MED 200041 2024-05-26 Surgical Eye Needles 2028-12-31
2024-05-26 SERAPRO RS 2028-12-31
MED 200044 2024-05-26 LAVANID 1, LAVANID 2 2028-12-31
MED 200044 2024-05-26 LAVANID Wound Gel, 2028-12-31
LAVANID Wound Gel V+
MED 200043 2024-05-26 SERACIT 2028-12-31
MED 200046 2024-05-26 Serag BSS 2028-12-31
MED 200045 2024-05-26 Aqua bidest irrigation 2028-12-31
solution

Page 4 of 5




SERAG
WIESSNER

Directive (MDD) | Original expiry date Identification of the End date of
Certificate of the Directive device(s) extended validity /
(EZU, no. 1014) | Certificate transition period
MED 200047 2024-05-26 Column irrigation solutions 2028-12-31

(apheresis accessories)

Elution solution NaCl 5 %,

Glycine buffer pH 2.8,

Sodium bicarbonate solution

1.4%, PBS, PBS + 0,01%

NaN;. PBS-0,01% NaN; blue
Directive (MDD) | Original expiry date | Identification of the End date of
Certificate of the Directive device(s) extended validity /
(mdc, no. 0483) | Certificate transition period
D01453500002 2024-05-26 Knot Pusher MSD Ney 2028-12-31
Directive (MDD) | Original expiry date Identification of the End date of

Certificate of the Declaration of | device(s) extended validity /
Conformity transition period
2024-05-26 SERAPRO, SERASIS 2028-12-31

Revision History

Date Action

2024-01-26 | Initial version

2024-05-08 | Reference to MDD certificates of EZU no. 1014 completed (addition of MED), editorial changes.

2025-07-11 | Transition period for Polyester Tape adapted, Seraflex deleted
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SERAG-WIESSNER Gesamtunternehmen

Abteilung: Z

FO9355A Declaration of conformity QBD-N00624 zum Dokument 09355 Declaration of conformity
#QBD-N00613

Declaration of Conformity

/ Konformitdtserkldrung

Manufacturer / Hersteller: SERAG-WIESSNER GmbH & Co. KG

Address / Adresse: Zum Kugelfang 8 - 12
95119 Naila

Deutschland

Product - Model / Produkt - Typ:

Nonabsorbable laminar textile implants made from polypropylene (PP) or made from
polypropylene with absorbable parts from polyglycolic acide and e-caprolactone(PGACL),
SERAMESH®, SERASIS®, SERATOM®, SERATIM®, SERAGYN®, SERATEX®

/ Nichtresorbierbare fldchige textile Implantate aus Polypropylen (PP) oder aus
Polypropylen mit resorbierbarem Anteil aus Polyglycolsiure und e-Caprolacton (PGACL),
SERAMESH®, SERASIS®, SERATOM®, SERATIM®, SERAGYN®, SERATEX®

Articles / Artikel CEQ9:

SN405 SN313 IS56MR50 STB01403 STL0040150
SN40550 SN31350 IS58MR STB0140350 STL00402
SN406 SN319 IS58MR50 STBO1404 STL00403
SN40650 SN31950 ISSTMR STB0140450 STLO040350
SN407 SN311 IS5TMR50 STEO1001 STT01401
SN40750 SN31150 STA01401 STEO1010 STT0140150
SN408 SN315 STA0140150 STE0101050 STT01402
SN40850 SN323 STA01402 STEO1011 STT0140250
SN409 SN32350 STA0140250 STEO101150 SN705
SN40950 SN324 STA01404 STE0100650 SN70550
SN404 SN32450 STA0140450 STE01002 SN725
SN11250 SN154 STAO1406 STEQ100250 SN72550
SN301 SN15450 STA0140650 STE01003 SN205MR
SN304 SN157 STAO1407 STE0100350 SN205MR50
SN30450 SN160 STA01408 STE01008 SN215MR
SN307 IS55MR STA0140850 STEO01009 SN215MR50
SN30750 IS55MR50 STBO1001 STEO100950 SN217MR
SN308 IS52MR STB0100150 STF01401 SN218MR
SN310 IS52MR50 STB0O1402 STG0100350 SN245MR
SN31050 IS56MR STB0140250 STL00401 SN245MR50
Giiltig ab: 17.09.2019 Verteiler: FE; G; Q Seite 1/3

Freigabe: Pfeiffer, Stefan am 17.09.2019; Version: 3




SERAG-WIESSNER

Gesamtunternehmen

Abteilung: Z

FO09355A Declaration of conformity zum Dokument 09355 Declaration of conformity #QBD-
N00613

SN895MR SN287MR SN207MR SN208MR50 SN885MR50
SN285MR SN295MR SN207MR50 SN845MR SN875MR
SN285MR50 SN295MR50 SN208MR SN845MR50

Classification (MDD, Annex IX, Rule 8 without indent): Ilb
/ Klasse (MDD, Anhang IX, Regel 8 ohne Spiegelstrich)

We herewith declare under our sole responsibility that the above mentioned product meets
the provisions of the following EC Council Directives and standards. All supporting
documentations are retained under the premises of the manufacturer and the notified body.

/ Hiermit erkldren wir unter unserer alleinigen Verantwortung, dass das o.g. Produkt die
Forderungen der folgenden EG Richtlinien und Normen erfiillt. Alle entsprechenden
Dokumentationsnachweise werden vom Hersteller und der Benannten Stelle bereitgehalten.

Directives and standards / Richtlinien und Normen

Annex Il of Council Directive 93/42/EEC of 14.06.1993 concerning medical devices,

/ Anhang Il der Richtlinie 93/42/EWG des Rates vom 14.06.1993 iiber Medizinprodukte,

Notified body / Benannte Stelle:
Elektrotechnicky zkuSebni Ustav, s. p.;
Pod Lisem 129,

171 02 Prague 8 - Troja, Czech Republic
ID-No.: 1014

Certificate No. / Zertifikat Nr.:
Design Examination / Produktauslegung: n.a.

Quality Assurance / Qualitatssicherung: MED 200039
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SERAG-WIESSNER

Gesamtunternehmen

Abteilung: Z

FO09355A Declaration of conformity zum Dokument 09355 Declaration of conformity #QBD-

N00613

This declaration is valid until /

Diese Erklarung ist giiltig bis:

Place, Date / Ort, Datum:

Signature / Unterschrift:

Name:

Position:

26.05.2024

Naila, 28.05.2020

Stefan Pfeiffer
President / Geschdftsfiihrer
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ELEKTROTECHNICKY ZKUSEBNI USTAV

ELECTROTECHNICAL TESTING INSTITUTE - CZECH REPUBLIC
ELEKTROTECHNISCHE PRUFANSTALT - TSCHECHISCHE REPUBLIK
INSTITUT ELECTROTECHNIQUE D'ESSAIS - REPUBLIQUE TCHEQUE
3JIEKTPOTEXHHYECKHIA HCTIBITATEJIbHBIA HHCTUTYT - YELICKASI PECTTYBJIMKA

Pod lisem 129/2, 171 02 Praha 8 - Troja

EG-ZERTIFIKAT DES VOLLSTANDIGEN
QUALITATSSICHERUNGSSYSTEMS

ausgestellt geméB Anhang 2 der Regierungsverordnung Nr. 54/2015 Sb.
(Anhang II der Richtlinie 93/42/EWGQG)

Nr.: MED 200039

Priifanstalt fiir Elektrotechnik, benannte Stelle Nr. 1014, entschied auf Grundlage des durchgefiihrten Audits, dass das beim Hersteller

Serag-Wiessner GmbH & Co. KG
Zum Kugelfang 8-12, 95119 Naila, Deutschland

in der(n) Betriebsstitte(n): Serag-Wiessner GmbH & Co. KG
Stegenwaldhauser Str. 6, 95152 Selbitz, Deutschland

an die Auslegung, die Fertigung und die Endkontrolle der Medizinprodukte

Nicht resorbierbare laminare textile Implantate aus Polypropylen (PP) oder aus Polypropylen
mit resorbierbaren Anteilen aus Polyglykolsiiure und e-Caprolacton (PGACL) zur
verbesserten Handhabung - Klasse IIb, siehe Anhang

angewandte Qualittssicherungssystem die in Anhang 2 der Regierungsverordnung Nr. 54/2015 Sb., mit der technische Anforderungen an
Medizinprodukte festgelegt werden (Anhang II der Richtlinie 93/42/EWG), vorgesehenen Anforderungen erfiillt. Das Zertifikat schlieBt nicht
die Priifung der Produktauslegung nach Anhang 2 Punkt 8 der Regierungsverordnung Nr. 54/2015 Sb. (Anhang II Punkt 4 der Richtlinie
93/42/EWG) ein.

Die CE-Kennzeichnung mit der Kennnummer der benannten Stelle (1014) darf an den auf dem Zertifikat genannten Medizinprodukten im
Sinne § 6 der Regierungsverordnung Nr. 54/2015 Sb. (Art. 17 der Richtlinie 93/42/EWG) angebracht werden.

Der Beschluss wurde auf Grundlage der im Auditbericht Nr. MED000073-01/01 vom: 25.05.2020, MED000073-13/03 vom: 03.04.2020
genannten Feststellungen erlassen.

Das beim Hersteller zugelassene Qualitéitssicherungssystem unterliegt der regelmaBigen Uberwachung durch die benannte Stelle gemiB
Anhang 2 Punkt 11 der Regierungsverordnung Nr. 54/2015 Sb. (Anhang II Punkt 5 der Richtlinie 93/42/EWG). Der Hersteller hat die
benannte Stelle iiber seine Absicht zu informieren, durch die das Qualititssicherungssystem oder der davon betroffene Umkreis der
Medizinprodukte wesentlich gedndert werden. Bei Nichteinhaltung der Bedingungen, zu denen das Zertifikat ausgestellt wurde, darf die
benannte Stelle die Giiltigkeit des Zertifikats einstellen oder aufheben.

Fiir die Medizinprodukte der Klasse I darf dieses Zertifikat nur mit dem EG-Zertifikat der Priifung der Produktauslegung gemiB Anhang 2
Punkt 8 der Regierungsverordnung Nr. 54/2015 Sb. (Anhang II Punkt 4 der Richtlinie 93/42/EWG) verwendet werden.

Die Ausstellung 1

Die erste Ausstellung dieses Zertifikats vom 28.05.2020 mit Giiltigkeit bis zum 26.05.2024
Giiltigkeit des aktuellen Zertifikats ist beschriinkt bis zum: 26.05.2024

J—
Im Zweifelsfall verwenden Sie die englische Version dieses Zertifikat als Referenz. /’;\'\cky zk;:g\
T~y

\ 'Z“l\

<
% 7 )
28.05.2020 2 s/
</
Y
Prag, den Mgr. Miroslav Sedlacek

Leiter des Zertifizierungsorgans

N0 OO MED000073-13



Zusitzliche Informationen zum Zertifikat Nr. MED 200039

Historie des Zertifikats

1(1)

Datum

Stand

Grund

28.05.2020

Ausgabe

Ersetzung des Zertifikats Nr. MED 150096




Die Anhang zum Zertifikat Nr.: MED 200039

1(1)

Nicht resorbierbare laminare textile Implantate Klasse ITb

- SERAMESH

- SERASIS

- SERATOM

- SERATIM

- SERAGYN

- SERATEX
SN405 SN404 SN313 SN32450 IS56MRS50 STA0140450
SN40550 SN11250 SN31350 SN154 IS58MR STA01406
SN406 SN301 SN319 SN15450 IS58MRS50 STA0140650
SN40650 SN304 SN31950 SN157 IS5IMR STA01407
SN407 SN30450 SN311 SN160 IS51MRS50 STA01408
SN40750 SN307 SN31150 ISS5MR STAO01401 STA0140850
SN408 SN30750 SN315 IS55MRS50 STA0140150 | STB01001
SN40850 SN308 SN323 IS52MR STA01402 STB0100150
SN409 SN310 SN32350 IS52MR50 STA0140250 | STB01402
SN40950 SN31050 SN324 IS56MR STA01404 STB0140250
STB01403 STE0100250 | STL00403 SN205MR50 | SN295MR
STB0140350 | STE01003 STL0040350 | SN2I5SMR SN295MR50
STB01404 STE0100350 | STT01401 SN215MR50 | SN207MR
STB0140450 | STE01008 STT0140150 | SN217MR SN207MR50
STE01001 STE01009 STT01402 SN218MR SN208MR
STE01010 STE0100950 | STT0140250 | SN245MR SN208MR50
STE0101050 | STF01401 SN705 SN245MR50 | SN845MR
STE01011 STG0100350 | SN70550 SN895SMR SN845MR350
STE0101150 | STL00401 SN725 SN285MR SN88SMRS50
STE0100650 | STL0O040150 | SN72550 SN285MR50 | SN875MR
STE01002 STL00402 SN205MR SN287MR

Ende der liste
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ELEKTROTECHNICKY ZKUSEBNI USTAV

ELECTROTECHNICAL TESTING INSTITUTE - CZECH REPUBLIC
ELEKTROTECHNISCHE PRUFANSTALT - TSCHECHISCHE REPUBLIK
INSTITUT ELECTROTECHNIQUE D'ESSAIS - REPUBLIQUE TCHEQUE
3EKTPOTEXHHYECKHIi HCTIBITATENbHBIIf MHCTHTYT - YEMICKAS PECITYBJTHKA

Pod lisem 129/2, 171 02 Praha 8 - Troja

EC CERTIFICATE
FULL QUALITY ASSURANCE SYSTEM

issued in accordance with Annex 2 of Government Order No. 54/2015 Coll.
(Annex II of Directive 93/42/EEC)

No.: MED 200039

The Electrotechnical Testing Institute, Notified Body No. 1014, on the basis of the carried out audit results has decided that the quality system
established at the
manufacturer Serag-Wiessner GmbH & Co. KG

Zum Kugelfang 8-12, 95119 Naila, Germany
in manufacturing sites Serag-Wiessner GmbH & Co. KG
Stegenwaldhauser Str. 6, 95152 Selbitz, Germany

for design, manufacturing and final inspection of medical device(s)

Nonabsorbable laminar textile implants made from polypropylene (PP) or made from
polypropylene with absorbable parts for handling benefits from polyglycolic acid
and g-caprolactone (PGACL) - class IIb, see Enclosure

meets the provisions of Annex 2 of Government Order No. 54/2015 Coll., which specifies technical requirements for medical devices (Annex
Il of Directive 93/42/EEC). The certificate does not cover examination of the medical device design in accordance with Annex 2 clause 8 of
Government Order No. 54/2015 Coll. (Annex II clause 4 of Directive 93/42/EEC).

The notified body agrees with attaching its identification number 1014 to CE marking, which will be affixed to the above mentioned medical
device(s) in accordance with Article 6 of Government Order No. 54/2015 Coll. (clause 17 of Directive 93/42/EEC).

The decision was based on the results presented in the audit report No. MED000073-01/01 of: 25.05.2020,

MEDO000073-13/03 of: 03.04.2020.

The approved quality system established at the manufacturer is subject to regular surveillance audits by the notified body in accordance with
Annex 2 clause 11 of Government Order No. 54/2015 Coll. (Annex 11 clause 5 of Directive 93/42/EEC). The manufacturer must inform the
notified body which approved the quality system about any intention of substantial changes to the quality system or the product range covered.

In case that the conditions under which the certificate has been issued are violated, the notified body may suspend the validity of the
certificate or cancel the certificate.

For class Il medical devices this certificate can be used only with EC Design-Examination Certificate issued in accordance with Annex 2
clause 8 of Government Order 54/2015 Coll. (Annex II clause 4 of Directive 93/42/EEC).
Edition 1

The first issue of this Certificate from 28.05.2020 with validity until 26.05.2024
The validity of this Certificate is limited until: 26.05.2024

28.05.2020

7754

Prague Mgr. Miroslav Sedlagek
Head of Certification Body

MEDO000073-13

U O



Supplementary information for certificate no. MED 200039 1(1)

Certificate history
Date Status Reason
28.05.2020 Issuance Replacement of certificate No. MED 150096




Enclosure to the Certificate No.: MED 200039

Nonabsorbable laminar textile implants class IIb

-  SERAMESH

- SERASIS

- SERATOM

- SERATIM

-  SERAGYN

- SERATEX
SN405 SN404 SN313 SN32450 ISS6MRS50 STA0140450
SN40550 SN11250 SN31350 SN154 IS58MR STA01406
SN406 SN301 SN319 SN15450 IS58MRS50 STA0140650
SN40650 SN304 SN31950 SN157 IS51MR STA01407
SN407 SN30450 SN311 SN160 IS51MRS50 STA01408
SN40750 SN307 SN31150 ISS5SMR STA01401 STA0140850
SN408 SN30750 SN315 IS55MR350 STA0140150 | STB01001
SN40850 SN308 SN323 IS52MR STA01402 STB0100150
SN409 SN310 SN32350 IS52MRS50 STA0140250 | STB01402
SN40950 SN31050 SN324 IS56MR STA01404 STB0140250
STB01403 STE0100250 | STL00403 SN205MRS50 | SN295SMR
STB0140350 | STE01003 STL0040350 | SN215MR SN295MRS50
STB01404 STE0100350 | STT01401 SN215MRS50 | SN207MR
STB0140450 | STE01008 STT0140150 | SN217MR SN207MRS50
STE01001 STE01009 STT01402 SN218MR SN208MR
STE01010 STE0100950 | STT0140250 | SN245MR SN208MRS50
STE0101050 | STF01401 SN705 SN245MR50 | SN845MR
STE01011 STG0100350 | SN70550 SN895SMR SN845MRS50
STE0101150 | STL00401 SN725 SN285MR SN885MRS50
STE0100650 | STL0040150 | SN72550 SN285MRS50 | SN875MR
STE01002 STL00402 SN205MR SN287MR

End of list
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