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Hep:xaBHiii cmyx0i Ykpainn

3 JiKapCBLKHUX 3aC00in
Ta KOHTPOJIIO 32 HAPKOTHKAMH

Komnania TOB «b. Bbpayn Megixan VYxpaina» (koMmmasif), fka € YIIOBHOBAXKEHHM
NpeACTaBHUKOM B YKpaini komnanii «b.bpayn Menesyrren AI'», Himewunna/B. Braun Melsungen
AG, Germany (BHpoOHEK), BUCIOBIIOE BaM CBOKX MOBary Ta 3BEPTAcThCA 3 iHdopMamiclo moao
merudoro Bupody AESCULAP AEOS apruxyn: PV010, cepia: 1049, Homep maprii: 52745089
ta AESCULAP AEOS aptukyn: PV010, cepia: 1065, Homep maprii: 52805402. Indopmainis npo
HACTYIIHE:

Komnasis orpamana inpopmMariito no Gesmeni Bix supobunka Aesculap AG Bia 29.04.2024 p.

V cknani cacremu Aesculap Aeos BukopucroByerbes Mmanurtynsatop URS eig Universal Robot
(AAG Art. No PV010204). Oynrkuis poGOTH30BAHOT PYKH [IOJArac B TOMY, 0O pO3MICTHTH
rOJIORKY KaMepH (MiKpOCKOII} HaJl BiZITOBIAHOIO XipypriuHoIO 30HOIO.

Y saxocti Gynkuii 6e3nexkn cucrema AESCULAP AEOS mae BOynoBaHy aBapiiiny 3yIHHKY,
sKa aKTHBYETHCS, AKINO pyKa po0oTa pyxacTbcd HEKOHTpoiboBaHO. [lpH HaTHCKaHHI KHOMKA
aBapiiiHOl 3ynHHKH pyka poboTa 3HecTpyMimoeThes. 11]06 3amobirTy naninHio pykd poGora Gimbin
HIXX Ha 3 CM BiJ MOYaTKOBOTO MOJOXKEHHs, y Il CHTyallii aBTOMATHYHO aKTHBYIOThCS IHTEIPOBaHi
MexaHi13Mu Oe3nexH (BKIYaroun GpuKiidHy Mydry).

byno Bussneno, mo mig gac 3sudaifHoro BukopuctanHg cuctemMu AESCULAP AEOS ichye
AMOBIPHICTh TOrO, 10 IHTErPOBaKi MeXaHi3MK Oe3leKH BUEIYTH 3 Jary MiC/s HATHCKAHHS KHOMKH
apapilfiHO1 3yNMHKH, BHACHiJIOK 4Oro pyka pobora omyctuThea Oimbm Hix Ha 10 cM Bim cBoro
MOYATKOBOI'O [(OIOMKEHHS.

Bupobuukom Hagano nepeuHHmi 3BiT Field Safety Corrective Action 281 ix 29.04.2024,
KU HaIacMo 10 HBOro JIUCTA.

Ha mizicragi Bulge BrkasaHol iH(opMaIiii, KOMIIaHIs BIPOBAIDKYE MONEPEUKAIIBHI il

v IudopMyBaHHA KIHIIEBOTO CIIOKUBAYa — HAaHHA []aM’ ATKH 1010 mpaBun GesmmeKku
BHKODHCTaHHA poOOTH30BaHOT pyKH (kom0 [TamM’ATKH HaKaeMo /0 IIbOTO JIHCTA);

v TlnaHyBauHs TexHi4HOro OOCIYrOBYBaHHS 13 NPOBE/ICHHAM TECTYBaHHS BHpOOy Ta
indopMyBaHHs BHPOOHHKE PO PE3YIILTATH TECTYBAHHS;

KonTaxiHi gauk:
Muxaiaiok M.C.
+380671553531



vV pasi BUSBIICHHS HEBIANOBIAHOCTI IpMNa MOBMHEH BiNpa3y NepelaBarTHcs HA PEMOHT U
IifjaBaTHCs 3aMiHi.

V pasi oTpuMaHHs JOTIOBHEHb YM A0/@TKoBOl iHGopManii Big BupoOHAKA HaMH 6YJe HATAHO

OHOBJIEHHA 10 IEPUIOIO 3BITY.

3 nomaroio,

KepiBHUK CTPYKTYPHOI'O IILIPO3ALTY 13 cTaHaapTH3AIlT,

ceprrdikauii Ta peectpalii Mjuera 0.B.

S

(Paxisens 2 papMakoHar Muxaitnox M.C.
p Ay

KoHTaKTHI aaHi:
Muxadaok 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
2012-12-03

1 Administrative information

To which NCA(s) is this report being sent?

medizinprodukte@bfarm.de; medizinprodukte@basg.gv.at; todor.darakchiev@bda.bgbda@bda.bg; cymda@mphs.moh.gov.cy;
urgent@suklcz; ivanajustova@sukl.cz; med-udstyr@dkma.dk; psvigilancia@aemps.es; meddev.vigilance@fimea fi;
registry@fimea.fi; medicaldevicesvigilance@ansm.sante.fr; materiovigilance@ansm.sante.fr; vigilancematerial@eof.gr;
dgfdm@postacert.sanita.it; vigilance@sanita.it; l.lispi@sanita.it; incydenty@urpl.gov.pl; mdevice@anm.ro; georgeta.herta@anm.
ro; darina.kaminska@sukl.sk; meddev.vigilance@titck.gov.tr

Type of report

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

Date of this report
2024-04-29

Reference number assigned by the manufacturer
FSCA 281

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
(C Others: (identify the role)

3 Manufacturer information | ‘ new

Name

Aesculap AG

Contact Name

Georg Erhard

Address
Postfach 40

Postcode City
78501 Tuttlingen

Phone Fax
07461 95-2212

E-mail Country

vigilance_aag.de@aesculap.de DE - Germany




4 Authorised Representative Information | ‘ new
Name
Contact Name
Address
Postcode City
Phone Fax
E-mail Country
DE - Germany
5 National contact point information | ‘ new
National contact point name
Aesculap AG
Name of the contact person
Georg Erhard
Address
Postfach 40
Postcode City
78501 Tuttlingen
Phone Fax
07461 95-2212
E-mail Country
vigilance_aag.de@aesculap.de DE - Germany




6 Medical device information

new

Class

(C AIMD Active implants
(C MDD Class il
(C MDD Class lib
(¢ MDD Class lla
(C MDD Class |

(" IVD Annex Il List A

C IVD Annex Il List B

(" IVD Devices for self-testing
(" IVD General

Nomenclature system (preferable GMDN)
GMDN

Nomenclature code

41895

Nomenclature text

Neurosurgical microscope

Commercial name/ brand name / make
AESCULAP AEOS

Model number

Catalogue number

Serial number(s)

PV010:
0020,0021,0022,0023,0024,0025,0026,0027,0028,0029,030,0031
,0032,0036,0037,0038,0039,1001,1002,1003,1004,1005,1006,
1007,1008,1009,1010,1011,1012,1013,1014,1015,1016,1017,

Lot/batch number(s)

1018,1019,1020,1021,1022,1023,1024,1025,1026,1027,1028,
1029,1030,1031,1032,1033,1034,1035,1036,1037,1038,1039,104
0,1041,1042,1043,1044,1045,1046,1047,1048,1049,1050,1051,
1052,1053,1054,1055,1056,1057,1058,1059,1060,1061,1062,
1063,1064,1065,1066,1067,1068,1069,1070,1070,1071,1072,
1073,1074,1075,1076,1077,1078,1079,1080,1081,1082,1083,
1084,1085,1086,1087,1088,1089,1090,1091,1092,1093,1094,
1095,1096,1097,1098,1099

PV010893:
1002,1001,1004,1003,1005,1006,1008,1009,1007,1010,1011,
1013,1012,1014,1015,1016,1018,1020,1021,1017,1019,1022,
1023,1025,1026,1028,1029,1024,1027,1030,1031,1032,1033,
1034,1035,1036,1037,1038,1039,1040,1041,1042,1043

Device Mfr Date

Expiry date

Notified Body (NB) ID-number
CE0482

Accessories / associated devices (if applicable)
n/a

Software version number (if applicable)
2.8-2.10




7 Description of the FSCA

Background information and reason for the FSCA

As part of the Aesculap Aeos system a UR5 robot arm from Universal Robot (AAG Art. No. PV010204) is used. The function of the
robotic arm is to position the camera head (microscope) above the relevant surgical area.

As a safety feature the Aesculap Aeos system has an emergency stop integrated that shall be activated if the robot arm moves
uncontrolled. By pressing the emergency stop button, the robot arm is de-energized. To prevent the robot arm from dropping
more than 3 cm form its original position, integrated safety mechanisms (including a friction clutch) are activated automatically
in this situation.

It was identified that there is a possibility in routine use of the Aesculap Aeos system that the integrated safety mechanisms fails
after pressing the emergency stop button with the consequence that the robotic arm drops more than 10 cm from its original
position.

Description and justification of the action (corrective / preventive)

Within the past five years (04.2019-04.2024) 4 complaints were registered regarding the described error pattern, which did not
lead to any health consequences for the patients. This results in a failure rate of 479 ppm. Therefore, in the product risk analysis
the anticipated probability of occurrence is evaluated as “occasional” (< 0,01% - 0,1%). The maximum allowable occurrence rate
is 0,0479%. Therefore, the occurrence rate is not acceptable.

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

An application stop is carried out and confirmed by the user. The affected products will be repaired by a specialist authorized by
B. Braun and then subsequently released for use again.

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

Time schedule for the implementation of the different actions

The Aesculap AG plan to conduct the FSCA within the next three months.

Attached please find FSN Status
[X]Field Safety Notice (FSN) in English C Draft FSN
[(]JFSNin national language (@ Final FSN

[ ]Others (please specify)




The medical device has been distributed to the following countries:

within the EEA and Switzerland

XIAT []BE X]|BG X|CH Xjcy Xjcz

[JEE XIES IXFI [XFR [X|GB [X|GR
IS XIT Ul LT [JLU LV

[CJNO XPL []PT XIRO []SE sl
Candidate Countries

[HR
[ JAIl EEA, candidate countries and Switzerland

Others:
BR, US, AE, CL, CN, CO, EC, IL, IN, MX, RU, UA, ZA

[ DE
[JHU
[MT
[X]SK

[X|DK
[JIE

[INL
X TR




8 Comments

Submission of this report does not, in itself, represent a conclusion by the manufacturer and/or authorised
representative or the National Competent Authority that 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 deterioration in the state of the health of any person.

i ¢
Signature {fM o

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

print
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send XML-data by E-Mail



Mobile User


LLIaHOBHi KNieHTN,

KomnaHis TOB «b.bpayH Megikan YkpaiHa» 3 po3nopsaasKeHHs BUPOOHMKA HArosoWwye Ha
npaBuiax 6e3neKkn BUKOPUCTAHHA POBOTU30BAHOT PYKMU.

B akocmi ¢pyHKUii 6e3nexku cucmema Aesculap Aeos mae 8bydosaHy asapiliHy 3ynuHKY, KA
aKMUBYEMbCA, AKWO PYKA poboma pyxaemoscs HEKOHMPOAbOB8AHO. [IpU HAMUCKAHHI KHOMKU
asapiliHoi 3ynuHKu pyka poboma 3Hecmpymaoemsca. LLo6 3anobiemu nadiHHIO pyKu
poboma binbw Hix Ha 3 cM 8i0 MOYAMKOB020 MOIOHEHHS, IHMe2P0B8AHI MexaHi3Mu be3nexku
(8KAOYHO 3 (hpuKyiliHOlO Myghmoro) akmusyromecd asmMOMAMUYHO 8 Uuili cumyauii.
BupobHUKOM 8uU3HA4YeHo, w0 nid Yyac 38u4aliHo20 BUKOPUCMAHHA cucmemu Aesculap Aeos
icHye (imosipHicmb mozo, wo ebydosaHa 3anobixcHUli MmexaHiam euxooums 3 aady nicna
HOMUCKOHHA KHOMKU a8apiliHoi 3yrnuHKuU, 8HACMAIO0K 4020 pyKka poboma nadae binblie Hix
Ha 10 cm 8i0 c8020 MOYAMKOB020 MOMOHEHHS.

lMpocumo epaxyeamu OaHy iHGopmMayito 6 npoueci ekcrinyamayii npunady. Ta
8UKopucmosysamu asapiliHe 8UMUKAHHA MaHinynamopa (pobomu3osaHoi pyKu) auwe 8
KpaliHix unaoKax.

lMpedcmasHuKu Komnawii 30ilicHIorOMb nepesipku pobomu cucmemu b6e3neKu rnpu KOXHoOMy
mexHiYyHoMy 06C1y208y8aHHI, 8 PA3i 8UABAEHHSA HegidnosiOHOCMI nNpusaad nosuHeH 8iopasy
nepedasamucs Ha pemMoHmM Yu nNio0asamucs 3amiHi.

3 nosazor,
KomnaHia TOB «b.bpayH Megikan YKpaiHa»
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