B/ BRAUN

SHARING EXPERTISE

TOB «B. BPAYH MEJIKAJ YKPATHA» LLC «B, BRAUN MEDICAL UKRAINE»
Ykpaina Ukraine
03124, m. Kvia 03124, Kyiv City
Oyn. B.I'asena, 63 («IlpecTisin) bld. V.Gavela, 63 («Prestizh»)
Ten. +3 (044) 351-11-30 Tel. +3 (044) 351-11-30
e-mail: info.bbmua@bbraun.com e-mail: info.bbmua@bbraun.com

Bux. Ne1502 HepxaBHiii cxyx0i Ykpainn
ei0 29.08.2025 3 JiKapcbKuXx 3acobisB

Ta KOHTPOJI0 32 HAPKOTHKAMH

Komnanis TOB «b. Bpayn Megikan Yxpaijna», sxa € YIOBHOBaXXGHHUM HpPENCTABHHKOM B YkpaiHi
xomnanii «Eckynan AI'», Hiveuunna, / «Aesculap AG», Germany (BHpoGHuK), 3 posnopajkeHHs BHPOGHHKA
(FSCA298 rin 27.08.2025) poanoyana BifKIKK 3 PHHKY BH3HAYEHOTO BHPoOyY:

Ha3sga Homep 3a
KaTANOIoM

KNANAH TPOAKAPY 3 KOHBEPTEPOM / SEALING UNIT F/10/12MM TROCARS W.REDUCER EKO83P

YILIALHIOIOYUIA KOBMAYOK / SEALING CAP FOR 10{12MM TROCARS EKOBSP
KAAMAH TPOAKAPY / SEALING UNIT FOR 10/12MM TROCARS EKoaeP
KNAMNAH TPOAKAPY /SEALING UNIT FOR 10{12MM TROCARS EKOB6P

OcHoBHe KJIiHIYHe APAZHAYEHHA MEAMYHOTO BHPOGY
Bararopa3zosa cuctema Tpoakapis 10 MM, 12 MM (Memmaauil BHpi() BUKOPHCTORYETHCA B NAIAPOCKONTTHIX
onepallifx y saransHif Xipyprif, rinexonorii Ta yponorii. Bona ciyrye Ais CTBOPEHHS Ta NIATPUMAHHA AOCTYIY 10
OnepauifHOTO NONs Ui iHCTPYMEHTIB Ta eHIOCKOIIIB 11/ Yac TaHAPOCKONITHIAX BTPy4ans. Yepes Tpoakap 10 Mm
MOXKHA BROTHTH €HAOCKONIUHI IHCTPYMEHTH AlaMeTpoM 5—-10 MM, a depes Tpoaxap 12 MM — iHCTpyMeHTH
JiamerpoM 5-12 mMmM.

Onue npodnem 3 MeZHYHAM BHpoGom
Bupo6HyK BUABME, MO KOBTHH YIMNEHIOBAMEHUH KOMIOHERT YPAOKESHO! Gararopasosoi CHCTEMH Tpoakapis 10 M,
12 MM Mae HepiBHi Kpai 3 BHIHMHMH (hparMeHTaMy CHILKOHY (IuB. prcyHOK 1). [cHye moTeHIiHHHIT pu3uk
BiROKpEMICHHA (ParMeHTiB CHAIKOHY BiJ KOBTOIC yIIiIbHIOBANLHOTO KOMIOHEHTA MiX Yac BHKOPHCTAKHS,

UB JepxaBHa ciry»x0a

KoMTakTHi aami: VYKpalau 3 JTIKapChKUX
Muxaiiniox M.C. 3aco0iB Ta KOHTPOJIIO 3a
+380671553531 HapKOTHKaMH

Ne14812/08-25 Bix 01.09.2025
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B/ BRAUN

SHARING EXPERTISE

Hebesneka, wo enpuannnia ininirosauna FSCA (Field Safety Corrective Action)
¥ 3BA3KY 3 ONMCAHOK NPOGNEMOI0 MEAMUHOTO BHPOOY iCHYe NOTEHLiMHUI pU3HK TOro, Mo (parMeHTy CHIIIKOHY
MOXYTh [IOTPAITATH B ONEpalliline o€ OpH BBCACHH] IHCTPYMEHTA Yepe3 MKOBTHI yHI(bHIOBATLHHI KOMNOKEHT,
Axwio pparMeHTH BiJOKPEMAATLES i/l HAC ONeparii, BOHK, AMOBIPHO, 3ATHINATECS HETIOMIiUEHAMH Yepes
oOMexeHe olIe 30pY, XapakTepHe U1 CHIOCKOMIYHKX MPOLENYP, & TAKOK 9epes Maluil po3Mip caMuX (parMeHTis.
Axo B Micui 3HaxomKeHHs dparmenTin Gye 3acTOCOBaHO acnipalliitHi NPUCTPoT, icHye HMOBIpHicT,, MO
(parMeHTH MOXyTb OYTH BBIYYEHI.
KoporkocTpokosa HeGesneka, CIPHYMHENR HENOMiYeHHMM (DParMERTaMH, BEAXKACTHCA HE3HATHOIO Jepes3
ix many ary. OxHax (parMeHTH MOXYTb NIPH3BECTH 1O IOBrOCTPOKOBHX HACTIKIB TA 37{0POB’S, OCKLNEKU
MOXYTb [IATH K CTHMYJI 715l YTROPEHHA CTOPOHHBOIO TiNA. BOHM CTAHORNATE PH3HK:
¢ 3ananeHsa abo iHdexuil
®  YTBOpEHHA KancyJsix abo crnaiok
VimopipHicTs BUHUKHEHHS TIpOGAeMH
[lpoTsarom octasHix m°sTd pokis (3 15 cepnua 2020 poxy no 14 cepna 2025 poxy) BupobHHKY §yII0 IOBiA0OMIEHO
ApO TPH CKaprH Ha MeUTH AN BUPIO, NoB’13aHi 3 6araTopasoBHMH cucTeMaMH Tpoakapis 10 MM, 12 MM, yei 3 sxux
CTOCYBAINCA ONMACAHOT NpoGieMH.
DaxTHIHMi piBeHb BUHUKREHHA — 0,004%, 10 NepeBHIMye MakCAMARBHO AOIYCTHMHUI mopir y 0,001%,
BHIHAYCHUHA Y NOTOYHOMY aHaMi3i pH3KMKY HPOAYKTY.
VY 38’ A3Ky 3 LM OB’ A3aHuIt PUIMK BBAKACTRCH HEMPHHHATHHM,
[poruosoBanuii pH3HK A/15 NamicHTIB/KOpUCTYBAYiB
KninigHui BIUIME Ha HauicHTa 3a/ieXUTh Bif KiIMbKOX 3MiHHMX, TAKHX 9K
®  TDKKICTH CUMITOMIR
*  ypaxeHi opraru afo TKaHHHU
®  JOCTYNHI BapiaHTH NiKyBaHHA
TuoBi CHMOTOMH peaKil Ha CTOPOHHE TiNO BKAIOYAIOTH:
e  Halpsdk i/abo Ginob y Miciii CTOPOHHLOIO Tifa
*  [ABHIIEHY TEMIEPaTYpPy
®  BTOMY
*  30UIBINEHHA NiMQATHYHUX BY37iB
V madiripmoMy, xo9a i ManoiiMoBipHOMY clieHapii, peakuis Ha CTOPOHHE Til0 MOXKE LIPH3BECTH
IO HE3BOPOTHOrO MOMKOxeHnA Tkaruy, Hanpuwiaz, yreopeHHs kancyik abo crafiok noGnusy ceqoBosiis Moxe
CNPUYMHUTA YINKOLKEHHA HUPOK ¥ BANAKaX KiiHiYHO 3Hauymol (Tpreanol) ofeTpykuii cedoBomy, AKkmio i ne
NiKyBaTH.
KpiM Toro, mamien s 3 ajepricro Ha CRAIKOH MAKOTh MIABMINEHHH PH3HK, OCKITbKM TXHS peakuis Ha
CTOPOHHE Tifo Oyae OUILIT BHPAXXEHOIO IOPIBHAHO 3 3aranbHOI0 TOMYIALIEH),
Tamxm wiAOM, DOTEHIHHA WWKOAA I HALIEHTA KIacHIKYEThCH K KKPUTHUHAY,
3 ornApy HA BHSIBJICHI PH3HKH, BHPOOHUK NPHITHAE pilleHHS BIAKIHKATH BCi MOXK/IHBO HeBigmOBinHi
BHPOGH 3 pHAKY.

Hil, 9Ki BIKHBAIOTLCH?:
+ O3HaioMIeHHA TucTpHO oTopiB Ta KiienTiB 3 [loBigoMmeHHaM npo Bigknuk,
* [IpoBoAMTRCA MpoIiec MOBEPHEHHA Bill KIliEHTIE.
» KrienraM pexoMenTyeThes 3aMiHHTH NPOEYKLIO i3 3a3Ha9eHMX BUIE CEpiii.

Hodamwoguit mamepian: 12 cmop

3 noearoto,

KepiBHUK CTPYKTYPHOTO iAPO3 iy i3 cTaHAapTH3ALIT,
ceprrdikanii Ta peectpanuii

// Yepnera O.B.

(axiBells 3 AKOCTi Ta apmaroHaTIY Banina B.E.

HoHTaKTHI aani:
Muxaiaiok M.C.
+380671553531



Report Form

Field Safety Corrective Action

Medical Devices Vigilance System

{MEDDEV 2.12/1rev 7)
new case, keep base data Version 2.7en
20121203

1 Administrative information
To which NCA(s} is this report being sent?

medizinprodukte@bfarm.de; medizinprodukte@basg.gv.at; vigilance.meddev@fagg-afmps.be; todor.darakchiev@bda.bg;
bda@bda.bg; urgent@sukl.cz; ivana,justova@suki.cz; psvigilancia@aemps.es; meddev.vigllance@fimea fi;
materiovigilance@ansm sante fr; vigitancematerial@eof.gr; medpro@halmed hr; Suzana.ostarcevic@halmed.hr; amd.vig@nngyk.
gov.hu; dgfdm@postacert.sanita.jtvigilance@sanita.it; d minella@sanita.it; info@zva.gov.lv; meldpunt@igj.nk; incydenty@urpl.
gov.pl; dvps@infarmed.pt; mdevice@anm.ro; meddev.central@lakemedelsverket se; darina. kaminska@sukl.sk; meddev.
vigilance@titck.gov.tr

Type of report

(@ Initial report
(" Follow-up report
(" Final report

Date of this report

2025-08-27

Reference number assigned by the manufacturer
FSCA 298

FSCA reference number assigned by NCA

Incidence reference number assigned by NCA

Name of the co-ordinating NCACompetent Authority (if applicable)

2 Information on submitter of the report

Status of submitter

& Manufacturer

" Authorised Representative within EEA and Switzerland
(" Others: (identify the role}

Ismnubctuurlnfnmtlon | I new

Name

Aesculap AG

Contact Name

Jacqueline Liebers

Address

Postfach 40

Postcode City
78501 Tuttlingen
Phone Fax

+49 7461 95 31830
E-mail Country

vigilance_aag.de@aesculap.de DE - Germany




6 Medical device information | | new
Class
(" AIMD Active implants
(" MDD Class It (" WD Annex Il List A
™ MDD Class lib " IVD Annex Il List B
(e MDD Classlla (" IVD Devices for self-testing
" MDD Class | " IVD General
Nomenclature system {preferable GMDN) Nemenclature code
GMDN 37148
Nomenclature text
Laparoscopic access cannula, reusable
Commercial name/ brand name / make
REUSABLE TROCAR SYSTEM 10MM, 12MM
Model number Catalogue number
EKO087P; EKOBSP; EKOB3P; EKOB&P
Serial numberis) Lot/batch number(s)

EKO083P - 52978946
EKO83P - 52991996
EKO83P - 53002275
EKO83P - 53004669
EK083P - 53006807
EKOB3P - 52941286
EKO83P - 52956527
EK083P - 52956740
EKO83P - 52956952
EKO83P - 52957393
EKOB3P - 52967167
EKOBSP - 52987668
EKO085P - 52993442
EK085P - 53001930
EKO85P - 53008562
EKOB5P-53013543
EKOBSP-52948710
EKOBSF - 52954233
EKO85P-52957528
EKO85P - 52966111
EKQ85P - 52979586
EKO86P - 52968398
EKO86P - 52975386
EKO086P - 52988022
EKO86P - 52993532
EKO086P - 53008999
EK086P - 53009000
EKO86P - 53009001
EKO86P -53009417
EKOB7P -52974276
EKOB7P-52952133
EK087P - 52954633
EKO87P - 52959357
EKOB7P - 52964442
EKO87P - 52968887
EK087P -52972214
EKO87P -52977427
EK087P - 52981208
EKO87P - 52985519
EKO087P - 52988828
EKO87P - 52992514
EKO87P -52993617
EK087P - 52997919
EKO087P - 53002094
EK087P - 53004347
EK0B7P - 53006380
EKO087P - 53007625
EKD87P-53010869
EKO087P -~ 53013557




7 Description of the FSCA

Background information and reason for the FSCA

Aesculap AG identified that the yellow sealing component of the affected REUSABLE TROCAR SYSTEM 10MM, 12MM exhibits
uneven edges with visible silicone fragments, There is the potential risk that silicone fragments detach from the yeltow sealing
component during use.

Due to the described product problem, there is a potential risk that the silicone fragments could fall in situ when an instrument
is inserted through the yellow sealing component. In case the fragments detach intraoperatively, they will likely remain
unnoticed due to the restriction of the field of view due to the endoscopic procedure and the small size of the fragments. In
case suction devices are applied at the site where the fragments are located, there is the possibility that they may be retrieved.

The short-term hazard posed by the unsighted fragments is considered negligible due to the small weight force of the
fragments. Yet, the fragments might lead to long term health consequences resulting from the fragments serving as a forgign
body stimulus, They pose a risk for:

- Inflammation gr infection

- Encapsulation or adhesion formation

Within the past five years (August 15, 2020 - August 14, 2025), three product complaints related to the RESUABLE TROCAR
SYSTEMS 10MM, 12MM were reported to the manufacturer, all invoiving the same described preduct issue.

The actual occurrence rate of (.004% exceeds the maximum acceptable limit of 6.601%, as defined in the current product risk
analysis. As a result, the associated risk is considered not acceptable.

The clinical impact on the patient depends on several variables such as the severity of the symptoms, the affected organs or
tissues, and available treatment options. Typical symptoms of foreign body reactions include swelling and/or pain at the site of
the foreign body, fever, fatigue, and swollen lymph nodes.

In a warsi-case scenario, albeit remote, a foreign-body reaction can lead to permanent tissue damage. For instance,
encapsulation or adhesion formation in immediate vicinity to the ureters can fead to kidney damage in untreated cases of
clinically significant {sustained) ureteral obstruction.

Furthermere, patients with a silicone altergy are most at risk as they will display more pronounced foreign body reactions if
exposed to the material compared to the general population.

The potential patient harm to patients is therefore classified as “critical”.

Description and justification of the action (corrective / preventive}

Aesculap AG as manufacturer has voluntarily decided to recall the affected products as a precaution due to the risk scenario
mentioned in saction *Background information and reason for the FSCA".

Advice on actions to be taken by the distributor and the user

Customers are required to foliow the instructions outlined in the Field Safety Notice to identify the affected products. identified
products must be returned to the manufacturer.

Progress of FSCA, together with reconciliation data (Mandatory for a Final FSCA)

Time schedule for the implementation of the differentactions
The Aesculap AG plans to complete this FSCA within the next 12 months.




[ 8 Comments

Submission of this report does not, in itself, represent a conclusion by the manufacturer and/or authorised

representative or the National Competent Authorily thal the content of this report is complete or accurate,
that the medical device(s) listed failed in any manner and/or that the medical device(s) caused or
contributed to the alleged death or delerioration in the state of the health of any person.

[ affirm that the information given above is correct
to the best of my knowledge

print

check

send XML-data by E-Mail




B : BRAU N FSCA Ref: 298

Date/Datum: 2025.08.27

Urgent Field Safety Notice/Dringende Sicherheitsinformation (FSN)

REUSABLE TROCAR SYSTEM 10MM, 12MM /
WIEDERVERWENDBARES TROKARSYSTEM 10MM, 12MM

For Attention of: Users, Importers and Distributors of the affected products.
Zu Beachtung fur: Anwender, Importeure und Distributoren der betroffenen Produkte.

| Contact details of local representative (name, e-mail, telephone, address etc.)
Kontaktdaten des lokalen Vertreters (Name, E-Mail, Telefon, Adresse usw.)

Aesculap AG

Quality Management
Postfach 40

78501 Tuttlingen
Germany/Deutschland

Quality Management

Contact Point/Ansprechpartner:

Dominik Neumeister

FSCA Coordinator

Phone/Telefon: +49 7461-95 31139
Mail/E-Mail: vigilance_aag.de@aesculap.de

Global Marketing & Sales

Contact Point/Ansprechpartner:

Sabine Kitzlinger

Product Manager Global Marketing
PhonefTelefon: +49 171 4426709
Mail/E-Mail; sabine.kitzlinger@aesculap.de

Dear Customer,

Aesculap AG as a legal manufacturer has voluntarily decided to recall the affected products
under point 1.7 as a precaution due to the risk scenario mentioned below.

Geschalzter Kunde,

die Aesculap AG als legaler Hersteller hat sich aufgrund des unten genannten Risikoszenarios
freiwillig entschieden, die betroffenen Produkte unter Punkl 1.7 vorsorglich zuriickzurufen.



FSCA Ref: 298

B/ BRAUN

._Information on Affected Devices/Angaben zu den betroffenen Produkten

1.1

Device Type / Produktgruppe

REUSABLE TRCCAR SYSTEM 10MM, 12MM
WIEDERVERWENDBARES TROKARSYSTEM 10MM, 12MM

1.2

Commercial names / Handelsnamen

REDUCING CONVERTER 10/12MM TO 5MM
REDUZIERKONVERTER VON 10/121MM AUF 5MM

SEALING CAP FOR 10/12MM TROCARS
DICHTKAPPE FUR 10/12MM TROKARE

SEALING UNIT F/10/12MM TROCARS W.REDUCER
VENTILEINHEIT F.10/12MM TROKARE M.KONV.

SEALING UNIT FOR 10/12MM TROCARS
VENTILEINHEIT FUR 10/12MM TROKARE

1.3.

Unique Device Identifier / Eindeutige Geritebezeichnung (UDI-DI)

40392390000013372C

1.4.

Primary clinical purpose of devices / Primdrer klinischer Nutzen der Produkte

The REUSABLE TROCAR SYSTEM 10MM, 12MM is used in laparoscopic operations in
general surgery, gynecology and urology. it serves to create and maintain an approach to the
operating field for instrumenis and endoscopes in laparoscopic operations. Endoscopic
instruments of 5 - 10 mm diameter {10-mm trocar) and 5 -12 mm diameter {12-mm trocar) can
be inseried.

Das WIEDERVERWENDBARE TROKARSYSTEM 10MM, 12MM wird bel laparoskopischen
Operationen in der Aligemeinchirurgie, Gynakologie und Urologie eingesetzt. Es dient dazu,
einen Zugang zum Operationsfeld fir Instrumente und Endoskope zu schaffen und
aufrechlzuerhalten. Endoskopische Instrumente mit einem Durchmesser von 5 - 10 mm (10-
mm Trokar) und 5 - 12 mm (12-mm Trokar) k6nnen eingeftihrt werden.

1.5

Articlie numbers / Artikelnummern

EKO0E7P; EK085P; EK083P; EKQ86P

1.6

Software version / Software Version

N/A

1.7

Affected lot numbers / Betroffene Chargennummern

Article
Numbers | Device Names Lot Numbers

EK083P | SEALING UNIT F/10/12MM TROCARS W.REDUCER | 52978946
EK083P | SEALING UNIT F/10/412MM TROCARS W.REDUCER | 52991996
EK083P | SEALING UNIT F/10/12MM TROCARS W.REDUCER | 53002275
EK083P | SEALING UNIT F/10/112MM TROCARS W.REDUCER | 53004669
EK083P | SEALING UNIT F/10/12MM TROCARS W.REDUCER | 53006807
EK083P | SEALING UNIT F/10/12MM TROCARS W.REDUCER | 52941286
| EK083P | SEALING UNIT F/10/12MM TROCARS W.REDUCER | 52956527

EKO83P | SEALING UNIT F/10/12MM TROCARS W.REDUCER | 52956740
EKO83P | SEALING UNIT F/10/12MM TROCARS W.REDUCER | 52956952
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FSCA Ref: 298

Article

Numbers | Device Names Lot Numbers
EKO83P | SEALING UNIT F/10/12MM TROCARS W.REDUCER | 52957393
EKO83P | SEALING UNIT F/10/12MM TROCARS W.REDUCER | 52967167
EKO85P | SEALING CAP FOR 10/12MM TROCARS 52987668
EKO85P | SEALING CAP FOR 10/12MM TROCARS 52993442
EKD85P | SEALING CAP FOR 10M2MM TROCARS 53001930
EKO85P | SEALING CAP FOR 10/12MM TROCARS 53008562
EKO85P | SEALING CAP FOR 10/12MM TROCARS 53013543
EKO85P | SEALING CAP FOR 10/12MM TROCARS 52948710
EKOB5P | SEALING CAP FOR 10/12MM TROCARS 52954233
EKQBSP | SEALING CAF FOR 10M12MM TROCARS 52957528
EKO085P | SEALING CAP FOR 10/12MM TROCARS 52966111
EKO085P | SEALING CAP FOR 10/12MM TROCARS 52979586
EKOQ86P | SEALING UNIT FOR 10/12MM TROCARS 52968398
EKO86P | SEALING UNIT FOR 10/12MM TROCARS 52975386
EKO86P | SEALING UNIT FOR 10/12MM TROCARS 52988022
EK0O86P | SEALING UNIT FOR 10/12MM TROCARS 52993532
EKO86P | SEALING UNIT FOR 10/12MM TROCARS 53008999
EKOB6P | SEALING UNIT FOR 10/12MM TROCARS 53009000
EKOB6P | SEALING UNIT FOR 10/12MM TROCARS 53009001
EK086P | SEALING UNIT FOR 10/12MM TROCARS 53009417
EKO87P | REDUCING CONVERTER 10/12MM TO 5MM 52974276
EK087P | REDUCING CONVERTER 10/12MM TO 5MM 52952133
EKO87P | REDUCING CONVERTER 10/12MM TO 5MM 52054633
EK087P | REDUCING CONVERTER 10/12MM TO 5MM 52969357
EK087P | REDUCING CONVERTER 10/12MM TO 5MM 52964442
EK087P | REDUCING CONVERTER 10/12MM TO 5MM 52968887
EKO087P | REDUCING CONVERTER 10/12MM TO 5MM 52972214
EKO87P | REDUCING CONVERTER 10/12MM TO 5MM 52977427
EKO087P | REDUCING CONVERTER 10/12MM TO 5MM 52981208
EK087P | REDUCING CONVERTER 10/12MM TO 5MM 52985519
EKO87P | REDUCING CONVERTER 10/12MM TO 5MM 52088828
EK087P | REDUCING CONVERTER 10/12MM TC 5MM 52992514
EKQ87P | REDUCING CONVERTER 10/12MM TO 5MM 52993617
EK087P | REDUCING CONVERTER 10/12MM TO 5MM 52897919
EKO087P REDUCING CONVERTER 10/12MM TO 5MM 53002094
EKO87P | REDUCING CONVERTER 10/12MM TO 5MM 53004347
EKQO87P | REDUCING CONVERTER 10/12MM TO SMM 53006380
EKOB7P | REDUCING CONVERTER 10/12MM TO 5MM 53007625
EK087P REDUCING CONVERTER 10/12MM TO 5MM 53010869
EKO087P | REDUCING CONVERTER 10/12MM TO 5MM 53013557

18

Associated devices / zugeh&rige Produkte

N/A
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FSCA Ref: 298

. Reason for Field Safety Corrective Action/

Grund fiir die SicherheitskorrekturmaBnahme (FSCA)

2.1

Description of the product problem / Problembeschreibung

Aesculap AG identified that the yellow sealing component of the affected REUSABLE TROCAR
SYSTEM 10MM, 12MM exhibits uneven edges with visible silicone fragments (see Figure 1).
There is the potential risk that silicone fragments detach from the yellow sealing component
during use.

Aesculap AG hat feslgestellf, dass die gelbe Dichtungseinheit des belroffenen
WIEDERVERWENDBAREN TROKARSYSTEMS 1OMM, 12MM ungleichméaiige Kanten mit
sichtbaren Silikonfragmenten aufweist (siehe Abbildung 1). Es besteht ein potenzielles Risiko,
dass sich diese Silikonfragmente von der gelben Dichtungseinheit wéhrend der Anwendung
lésen.

Figure 1: Uneven edges with visible silicone fragments of yellow sealing component/
Abbildung 1: Ungleichm&Bige Kanten mit sichtbaren Silikonfragmenten der gelben
Dichtungseinheit

2.2

Hazard giving rise to the FSCA / Gefahr, der Anlass fiir die FSCA ist

Due to the described product problem, there is a potential risk that the silicone fragments could
fall in situ when an instrument is inserted through the yellow sealing component. In case the
fragments detach intraoperatively, they will likely remain unnoticed due to the restriction of the
field of view due to the endoscopic procedure and the small size of the fragments. In case
suction devices are applied at the site where the fragments are located, there is the possibility
that they may be retrieved.

The short-term hazard posed by the unsighted fragments is considered negligible due to the
small weight force of the fragments. Yet, the fragmenis might lead to long term health
consequences resulting from the fragments serving as a foreign body stimulus. They pose a |
risk for;

- Inflammation or infection

- Encapsulation or adhesion formation
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FSCA Ref: 298

Aufgrund des beschriebenen Produkiproblems besteht das Risiko, dass Silikonfragmente beim
Einfiihren eines Instruments durch die gelbe Dichtungseinheit in den Situs fallen kdnnten. Falls
sich die Fragmente intraoperativ losen, bleiben sie aufgrund der eingeschrinkten
Sichiverhélinisse durch das endoskopische Verfahren und der geringen Gré3e der Fragrmente
vermutlich unbemerkt. Sollten Absaugvorrichtungen an der Slelle eingesetzt werden, an der
sich die Fragmente befinden, besteht die Moglichkeit, dass diese enffernt werden kdnnen.

Die kurzfristige Geféhrdung durch die nicht erkannten Fragmente wird aufgrund der geringen
Gewichiskraft der Fragmente als vernachldssigbar eingeschatzt Dennoch kénnten die
Fragmente langfristige gesundheitliche Folgen verursachen, da sie als Fremdkérperreiz wirken
kénnen. Sie stellen ein Risiko dar fir:

- Entzindungen oder Infektionen

-  Einkapselung oder Adhasionsbildung

2.3

Probability of problem arising / Auftretenswahrscheinlichkeit des Problems

Within the past five years (August 15, 2020 - August 14, 2025), three product complaints related
to the RESUABLE TROCAR SYSTEMS 10MM, 12MM were reported to the manufacturer, all
involving the same described product issue.

The actual occurrence rate of 0.004% exceeds the maximum acceptable limit of 0.001%, as
defined in the current product risk analysis. As a result, the associated risk is considered not
acceptable.

Im Zeitraum der letzien finf Jahre (15. August 2020 - 14. August 2025) wurden dem Hersteller
drei Produktbeanstandungen zu WIEDERVERWENDBAREN TROKARSYSTEMEN 10MM,
12MM gemeldet, die alle das beschriebene Produkiproblem betrafen.

Die tatsachliche Auftretenwahrscheinlichkeit liegt bei 0,004 % und dberschreitet damit den laut
giitiger Produktrisikoanalyse zuldssigen Grenzwert von 0,001 %. Daher wird das daraus
resultierende Risiko als nicht akzeptabel eingestuft.

24

Predicted risk to patient/users / Risiko Prognose fiir Patienten/Endanwender

The clinicat impact on the patient depends on several variables such as the severity of the
symptoms, the affected organs or tissues, and available treatment options. Typical symptoms
of foreign body reactions include swelling and/or pain at the site of the foreign body, fever,
fatigue, and swollen lymph nodes.

In a worst-case scenario, albeit remote, a foreign-body reaction can lead to permanent tissue
damage. For instance, encapsulation or adhesion formation in immediate vicinity to the ureters
can lead to kidney damage in untreated cases of clinically significant (sustained) ureteral
obstruction.

Furthermore, patients with a silicone allergy are most at risk as they will display more
pronounced foreign body reactions if exposed to the material compared to the general
population.

The potential patient harm to patients is therefore classified as “critical”.

Die kiinischen Auswirkungen auf den Patienten hdngen von mehreren Variablen ab, wie der
Schwere der Symptome, den betroffenen Organen oder Geweben sowie den verfigbaren
Behandlungsmoglichkeiten. Typische Symplome einer Fremdkérperreaktion umfassen
Schwellungen undfoder Schmerzen an der Slelfe des Fremdkarpers, Fieber, Midigkeit und
geschwollene Lymphknoten.
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Im schlimmsten Fall, wenn auch unwahrscheinlich, kann eine Fremdkérperreaktion zu
dauerhaftemm Gewebeschaden fithren. Beispielsweise kann eine Einkapselung oder
Adhéasionsbildung in unmittelbarer Nahe der Harnleiter bei unbehandeiten Féllen einer kiinisch
signifikanten {(anhalfenden) Harnleiterobstruktion zu Nierenischaden fihren,

Dariiber hinaus sind Patienten mit einer Silikonallergie besonders geféhrdet, da sie bei Kontakt
mit dem Material ausgepragtere Fremdkérperreaktionen zeigen als die Allgemeinbeviikerung.

Der potenzielfe Patientenschaden wird als "kritisch™ eingesfuft.

2.5

Further information to help characterise the problem /
Weitere Informationen zur Charakterisierung des Problems

Affected products were manufactured between September 30, 2024, and July 29, 2025. Users
can identify the affected products by verifying the batch number on the label of the product’s
primary packaging (see Figure 2).

Betroffen sind Produkte, die zwischen dem 30. September 2024 und dem 29. Juli 2025
hergestellf wurden. Anwender kénnen betroffene Produkte mit Hilfe der Chargennummer auf
der Primarverpackung identifizieren (siehe Abbildung 2).

AESCULAP®

@102 mmieSmm  Reducing converter
Reduzierkonverter, convertisseur réducteur
A~ convertidor reducior, ridurre § convertitora
convarsor redulor, redukéni plevodnlk
redukény konverior, reduktor

Article Number / &%

Figure 2: Example — Label Primary packaging/
Abbildung 2: Beispiel - Kennzeichnung Primarverpackung
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Background on Issue / Hintergrund zu dem Problem

N/A

27

Other information relevant to FSCA |/ Weitere relevante Informationen zur FSCA

N/A
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3. Type of Action to mitigate the risk / Art der Malknahme zur
Minderung des Risikos
31 Action To Be Taken by the User / Vom Anwender zu ergreifender Manahme
identify Device
Return Device
Identifizierung des Produkies
Ricksendung des Produktes
32 By when should the action | The Aesculap AG plans to complete this FSCA within the next
be completed? 12 months.
Bis wann muss die Die Aesculap AG plant diese FSCA innerhalb der néchsten 12
MaBnahme abgeschlossen | Monate abzuschlieen.
sein?
33 Is follow-up of patients or review of patients’ previous results recommended?
Wird eine Nachsorge der Patienten oder eine Uberpriifung der friilheren Ergebnisse der
Patienten empfohlen?
No / Nein
34 Is customer reply required?
Yes. See point 4.3
Ist eine Antwort des Kunden erforderlich?
Ja. Siehe Punkt 4.3
3.5 Action Being Taken by the Manufacturer / Vom Hersteller ergriffene MaBnahme
The affected products are recalled.
Die betroffenen Produkte werden zurickgerufen. -
3.6 Is the FSN required to be communicated to the patient /lay | No
| user?
Muss die FSN dem Patienten/Laienbenutzer iibermittelt Nein
werden? . |
3.7 If yes, has manufacturer provided additional information suitable for the patient/lay ‘
user in a patient/lay or non-professional user information letter/shest?
Falls ja, hat der Hersteller zusétzliche Informationen fiir den Patienten/Liegenutzer in
einem Informationsschreiben/Blatt fiir den Patienten/Liegenutzer oder den nicht
berufsmiRigen Nutzer bereitgestellt? -
N/A
4. General Information / Allgemeine Informationen
4.1 FSN Type / FSN Typ New / Neu
42 Manufacturer information
{For contact details of local representative refer to page 1 of this FSN)
Angaben zum Hersteller
(Die Kontakidaten des Herstellers finden Sie auf Seite 1 dieses FSN)
|
| Company Name/Name des Aesculap AG
| Unternehmens
| Address/Adresse Postfach 40, 78501 Tuttlingen




B BRAUN

FSCA Ref: 298

Website address/Homepage hitp://iwww.aesculap.de
43 List of attachments/appendices:
Liste der Anlangen/Anhiinge:
Feedback Form / Rickmeldeformular
Return Form / Riicksendeformular
2
4.4 Name/Signature/Unterschrift

Jacqueline Liebers
Person Responsible for RegulatoryCompliance (PRRC)
Quality Management

Name/Signature/Unterschrift

g s

Christian von der Griin
Director Post Market Surveillance
Quality Manqgement

Transmission of this Field Safety Notice/Ubermittiung dieses
Sicherheitshinweises (FSN)

This notice needs to be passed on all those who need fo be aware within your organisation or
fo any organisation where the potentially affected devices have been transferred.
(As appropriate)

Please transfer this notice to other organisations on which this action has an impact.
{As appropriate)

Please maintain awareness on this notice and resulting action for an appropriate period to
ensure effectiveness of the corrective action.

Please report all device-related incidents to the manufacturer, distributor or local
representative, and the national Competent Authority if appropriate, as thie provides impartant
feedback.

Dieser Hinweis muss an alle Personen in lhrem Unternehmen tbermitfelt werden oder an alle
Unternehmen/Einrichtungen, wohin die eventuel! belroffenen Produkte geliefert wurden
{wie jeweils zulreffend).

Bitte leiten Sie diesen Hinweis an andere Unternehmen/Einrichtungen weiter, auf die diese
MaBnahme Auswirkungen haf (wie jeweils zutreffend).

Bitte sorgen Sie (iber einen angemessenen Zeitraum daflr, dass dieser Hinweis bericksichtigt
wird und bekannt ist, um die Wirksamkeit der Korrekturmafinahme zu gewahrieisten.

Bitte melden Sie dem Hersteller, Handler oder lokalen Vertreter sowie gegebenenfalls der
zusténdigen nationalen Behdrde alle Vorfélle im Zusammenhang mit dem Produkt, da dies
eine wichtige Rackmeldung darstelit.
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