Limited Liability Company Johnson & Johnson Ukraine

1-V, Pavla Tychyny avenue, Kiev, 02152 02152, M. Kuis, npocnexT MNasna TuunHu 1-B
Tel.; +38 (044) 498 08 88 Fax: +38 (044) 498 7392  Ten.: +38 (044) 498 08 88 Qakc: +38 (044) 498 73 92

Ne 5763
Big 18 mumua 2019 p.
Jlepkapna Cayx6a Ykpainu 3 HikapcbKux 3acobiB

Ta KOHTPOJIIO 332 HAPKOTHKAMH
Illanoeni ITanose!

ToBapucTBO 3 0OMEXKEHOIO gignosigansHicTiO “JlKOHCOH i JUKOHCOH Vkpaina”, ke 3HaXOAUTBCA 32
agpecoto npocnekt [lasna Twuuhu 1-B, M. Kwui, Vkpaina, 02152, mo € YMOBHOBAXXCHMM
Mpe/ICTABHUKOM Ha TepHTOpii YKpaiHu upo6uuka Ethicon Endo Surgery, LLC (CUIA) (4acTHHa rpymH
xomnaHiit Ethicon) 3rigHo gosipeHocTi Bil 27 KBIiTHA 2017p., 3acBiquye Bam cBoo moBary Ta Hajae
inpopmalio wogo Kinmesoro 3Biry Bin Bupobuuka Ethicon Endo Surgery, LLC (CIUA) mojao
HeJIONIKiB OKpeMUX napTiik BupoOy MeAN4HOro MPU3HAYCHHA Hosxuui xoaryauiiiai Harmonic ACE,
nanapockoriuni, xiamerp Sum (HARMONIC ACE® + HOXHLI 3 TEXHOJIOTIEI0 afanTauii 0 TKaHHUH,
koam npoaykuii HAR23 ta HAR36). [leranbha iHdopMmaLlis 3a3HaueHa y 3BEPHEHHI BUPOOHHMKA, 1O
AOZA€ETHCH.

Ha naxuii yac xomnanis Ethicon Endo Surgery, LLC (CIIIA) mpoBena yci KOpUryBalbHi i
nonepeKyBabHi Jii:
- CAPA-008265: yci kKopuryBaibHi Ta 3ano0ixkHi il BAKOHAHO
- yci kopucTyBadi, fKi NiANagaoTh mig 2oGpoBibHe BiAKIHKAHHA BHPOOY, Oy
ineHTH(iKOBaHI Ta MOBiIOMIIEHI.
- yci HasBHi BUpoGu Gy0 MOBEPHYTO 710 Erikon /Ethicon/

B VkpaiHy Gys10 30iHCHEHO MOCTaBKY 1BOX rapTili NpoAyKuii 32 KOJAOM 3TiAHO KaTanory HAR36,
napris P91D30 ta P91C51.
3Bepraemo Baury yBary, 110 3a3Ha4eHa B [10BiIOMJIEHH] TPOAYKIIif, & caMe MPORYKLis 3 napTii

P91D30 Ta P91C51 6yna BBeieHa B 06ir YkpaiHy [0 MPOXOJUKEHHA NPOLIELypH OLIHKH BiMOBiAHOCTI,
Ha nigctasi CeigoLTBa Npo AepKaBHY peectpauito Ne 14016/2014.

3sepraeMo Bamy ysary, HIOAO 3a3HaueHoi MPORYKUii BIAMOBIAHUX MapTiii Bxke OyJi0o HaJaHo
nucTa oo wiei mpoaykuii go JlepxapHoi Ciyx6u YxpaiHu 3 NiKapChKUX 3ac00iB Ta KOHTPOIIO 33
HapkoTukamy, Ne 4197, 4198 Bix 11 nunus 2018 p.

Jopatku A0 auCTA:

1. Kinuesnit 3BiT Bia BupoGHHKa 3rinHo GopMu NMOBIZOMICHHS OO0 KOPUTYBATLHHX Hiit 3 6e3neku.

2. Konis mosipenocti moxo npusHaieHHs ToBapucTsa 3 06MesKeHOI0 BianoBigansHicTio “IKOHCOH i
JTxoHcoH YKpaiHa” yOBHOBXXECHMM NPE/ICTABHAKOM BUPOOHHKa Ha TEPHTOPIi YKpaiHu.

3. Komisi AOBIPEHOCTi OO HAAHHS MOBHOEEREHNY proByesiit €.M. Bix ToBapuctsa 3 06MEXEHOI0
pinnopizanbHicTio “IDxoHcoH i ko “") DRARMQRHOBKEHOTO NMPEACTaBHAKA BYpOOHYKA Ha
teputopii Ykpainu. A

3 noBaroo,
Bono6yesa €.M.

+38 050 351 2084
Buk. Narcisa Palade Ten. +40.731.792.




dopma NoBIAOMNEHHSA
KopurysanbHi gil 3 6e3nekm
Cuctema Harnsagy 3a MeM4HUMM BUpobamm
(MEOOEY 2.12/1 peg. 7)

HoBwuii BUNagok, 36epiratm oCHOBHI AaHi

Bepcia 2.7en
2012-12-03

1 AaMiHICTpaTUBHI BigOMOCTI

AKOMY HauioHanbHOMY KOMMNeTEHTHOMY opraHy (IUCA) BignpaBnseTbes Lel 3BIiT?
defepanbHU IHCTUTYT NikapcbKUx 3ac06iB Ta NPOAYKLii MEAUYHOTO NPU3HAYEHHS
[-p Ekxapg WTe6nalin

KypTt l'eopr KeciHrep Enni 3

P-53175 BOHH

Tun 3BiTY
MepBUHHWMIA 3BIT
3BiT Harnagy

« KiHueBwii 3BIT

[arta 3BiTy
27-06-2018

Homep nocunaHHsA, NPUCBOEHNI BUPOGHMKOM
Harmonic ACE + (HAR23 ta HAR36) - f06pOBinbHe BifKNNKaHHSA

Homep nocunaHHA Ha KopuryBasibHi Aii 3 6e3nekn (ABCA), NPUCBOEHUI HaLliOHAIbHUM KOMMNETEHTHMM opraHomMm (MCA)

OE-B1ArM-2018-05-17-2476

Homep nocunaHHA Ha iHLWAEHT, MPUCBOEHUI HaLliOHAIbHUM KOMMETEHTHUM opraHom (MCA)
05454/18

HalimeHyBaHHS HaLiOHa/IlbHOrO KOMMETEHTHOrO OpraHy-KoopaMHatopa (AKLWo nepeg6ayeHo)
defepanbHUii IHCTUTYT NiKApPCbKMUX 3ac06iB Ta NPOAYKLii MegMuHOro npusHaveHHs (BIArM)

2 BigomocTi Npo BMKOHaBLA 3BITY

Cratyc
BuUpo6HMK

. YNoOBHOBaXeHWH NpeacTaBHUK Ha TepuTopii EBponelicbkoi EKoHOMIYHOT 30HU i LLBeluapii

IHWi: (BKa3aTn yHKU,T)

3 BigomocTi Npo BUPOGHUKa

HalimeHyBaHHs
EtikoH EHpo Cepmxepi, JINIC/ Ethicon Endo Surgery, LLC/

IM'Sl KOHTAKTHOT 0CO6M
HataH AHgepcoH

Appeca

475 CrpiT, Noc ®paiinec 1Hgactplan Mapk, cbtoT 401 /475 C Street, Los Frailes Industrial Park, Suite 401/

Hosi

MowToBuiA iHAEKC Micto

00969 l'yaiiHa6o, MyepTo-Piko/Guaynabo, PuertoRico/
TenedoH dakc

0017872726144 0017872723003

En. agpeca KpaiHa

NAndersl@its.jnj.com US-CLWA


mailto:NAndersl@its.jnj.com

4 BigomMoOCTi Npo YNOBHOBaXXEHOro npeacTaBHUKa Hosi

HalimeHyBaHHsA
ETikoH EHpo Cepxepi (EBpona) T'm6X/ Ethicon Endo Surgery (Europe) GmbH/

IM'i KOHTAKTHOT 0co6u
Mopr XaHcenb

Appeca

Fymmenbc6iotTnep WraliHgamm 71

MowToBUiA iHAEKC Micto

22851 HoppwTtagr

TenecoH dakc

00494052974232

En. agpeca KpaiHa

jhansel@its.jnj.com PE- HimeuunHa

5 BigoOMOCTi NPO KOHTaKTHY 0CObBy Hosi
HalimeHyBaHHs

[AvB. nepenik KOHTAKTHMX OCi6, WO AoJa€eTbCA

IM'A KOHTaKTHOI 0cO6U
[AvB. nepenik KOHTaKTHMX OCi6, WO AoJaeTbCA

Appeca
[AunB. nepenik KOHTaKTHUX OCi6, WO foAaeTbCA

MowToBwuii iHAeKC Micto
[nB. nepenik KOHTaKTHMX OCi6, IO A0AAETLCA [AunB. nepenik KOHTaKTHUX OCi6, WO foAAaETbCA
TenecoH dakc

[AunB. nepenik KOHTaKTHUX OCi6, WO foAaETbCA

En. agpeca Kpaina
[AunB. nepenik KOHTaKTHMX OCi6, WO AojaeTbCA OE - HimeyunHa


mailto:jhansel@its.jnj.com

6 BigomocTi Npo MeauYHi BUpobu

Knac
AlIVIO AKTUBHI iMNnaHTaTu
Knac 1ll 3a JupeKkT1Boto npo MeanyHi BUpotu
. Knac 1lb 3a InpekTBOIO NPO MeAWYHI BUpOGY
Knac Ha3a [IMpeKT1Boo Npo MeamnyHi BUpotn

Knac 13a JypeKT1BOL0 Npo MeauyHi BUpotu

Hosi

JvpekTnea Npo MeanydHi BUPO6K Ansa AiarHocTMkm in vitro, Joaartok Il, Mepenik A

[vpekTnea Npo MeanyHi BUPO6K Ana aiarHocTMkm in vitro, oaatok I, Mepenik B

[vipekTnea Npo MeauyHi BUPO6M ANist AiarHOCTUKM in vitro, MeAnyHi BUpo6u ans
CaMOCTIHOTO BMMPOGOBYBaHHS

[vipekTnea Npo MeauyHi BUPOOU ANis AiarHOCTUKY in vitro, 3arasibHi BiAOMOCTi

HomeHknaTypHa cuctema (HafaeTbca nepesara 3arasbHii Kog 3a HOMeHKaTypoto

HOMeHKNaTypi meanyHux supobis (CIYHOIY))
EMOM

®opMy/toBaHHSA 32 HOMEHK/ATYpOoto
PyuHa Hacafka ynbTpasByKOBOI XipypriuHoi cuctemm

KomepuiliHa Ha3Ba/ipmoBa Ha3Ba/Mapka
AnBnTUCb Nepenik NpoAyKLii, Wo AojaeTbcs
Homep mogeni

He nepepb6aveHo

CepiiliHnin Homep
He nepepbayeHo

[laTa BUrOTOB/IEHHS BUPOGY

31-10-2016

IH HOMep YnoBHOBa>keHOro opraHy
0123

JonomixxHiI 3aco6u/npucTpoi (SKWwo nepegbayvyeHo)

He nepepb6aveHo

44755

Homep 3a katasiorom
AnBUTUCL Nepenik NpoAyKLii, Wo fofaeTbea

Howmep(-n) napriii
AuBuUTKCL Nepenik NPoayKuii, Wo foAaeTbes

[laTta 3aKiHYeHHSA TepMiHy NpUAaTHOCTI
23-11-2022

Homep Bepcii nporpamHoOro 3a6esnevyeHHs (SKLWO nepenbdayeHo)

He nepepb6aveHo




7 XapaKTepucTnkKa KopuryBanibHUX fiii 3 6e3neku
BuxigHi AaHi i npMyYMHM KOpUryBanbHUX A 3 6e3nekun

HewopaBHo KomnaHii ETikoH (Ethicon) cTano BifOMO Npo ckapru cnoXusadis LWOA0 NOCTiHOI/HEHABMUCHOI akTMBaLil Nig yac aHanisy
3 3acTocyBaHHAM Hoxwuui koarynsauiliHi Harmonic ACE, nanapockoniyHi, giametp 5Mm (HAR23 Ta HAR36).

Ha oCHOBi MepBUHHOrO pO3CNifyBaHHA, OCHOBHOK MNOTEHLiAHOI MPUYMHOK 3MILLEHOro KOHyca BBaXa€TbCA MOLLIKOMKEHHS
KOMMEKTY FHYYKOi eNeKTPOHIKM Ha nignpuemcTBi Plexus (noctadanbHKK) B X041 BUpO6GHMLTBA/NepeBipkn abo BHaCNifOK HECYMICHUX
PO3MipiB KOHCTPYKLi, LWO CAPUYNHAE CKNaAHICTb KOMNAeKTaLlii Ha BUpo6H14omy nignpuemctsi Xyapec. ETikoH (Ethicon) npunuHuna
noctayaHHs Uux napTii Hoxwuui koarynsuiiHi Harmonic ACE, nanapockoniyHi, giameTp 5MM Ta posnoyana BifKAWKaHHSA LaHOro
MeAUYHOro BUPOOGY.

XapakTepucTuka i o6r'pyHTyBaHHsS KOpUryBanbHUX/ 3ano6iXKHUX Aii

ETikoH (Ethicon) Bupiwmna po3noyaty JO06POBINbHE BifKNIMKAHHA MeAUYHUX BUPOGIB BM3HAUYEHMX NapTiii HoXuWui KoarynsauiiiHi
Harmonic ACE, nanapockoniyHi, giameTp 5mm (HAR23 Ta HAR36), siki peanizoBaHi Ha MicLsiX.

Ha ocHOBi NepBMHHOrO po3cnigyBaHHsA, OCHOBHOI MOTEHLiHOI NMPUYMHOO NepeBEePHYTOro KOHyca BBaXXa€eTbCs MOLUKOKEHHS
KOMMEKTY FHY4YKOT eNIeKTPOHIKM Ha nignpuemcTtsi Plexus (noctavanbHUK) nig yac BUpo6HuutBa/nepesipkn abo BHaCNifOK Pi3HUX
PO3MIpiB KOHCTPYKLT, WO CAPUYNHAE CKNAAHICTb KOMNAeKTaLii Ha BUpo6HUYoMy nignpuemcTsi Xyapec. ETIKOH npunuHuna
noctayaHHs Takux naprtii Hoxuui koarynauilini Harmonic ACE, nanapockoniyHi, jiameTp 5MM Ta po3noyana BiffKNMKaHHSA AaHOro
MeAV4YHOro BUpooby.

EtikoH (Ethicon) npunuHuna Bnpo6HMLTBO BUpP0o6iB HARMONIC ACE® 3 KOMnoHeHTammn Plexus Ha 12 rpyaHs 2017 p.

Byno cTBOpeHO NnaH KopuryBanbHUX i 3an06iKHUX Aill 3 MeTOo Nojanbloro poscnifgyBaHHa nNpo6aemMun, OCHOBHOT NPUYKNHM Ta
BBEJEHHS B Ait0 KOPUTYBaNbHUX | 3aN06GDKHUX AiiA.

PekoMeHAaLiT WoA0 Aild, SKi MatoTb BYTV BXUTI ANCTPUG OTOPaMK Ta KopucTyBadaMm
Aveutnch NosigoMneHHsa npo 6e3sneky (PBU)

Mpoueanypa KopuryBasibHUX Aili 3 6e3nekn (PBCA) Ta faHi Wwoao BperyntoBaHHA (060B'A3KOBO A1t ocTaToOuHUX BBCA)
MepBUHHWIA 3BIT WOLO KOpUTyBanbHUX Aiil 3 6e3nekn (BBECA) BignpaBneHo 26 kBiTHA 2018 p.

MepLlunii 3BIT HarNsgy WoOAO KopuryBanbHUX fili 3 6e3nekn (B5CA) BignpasneHo 5>0BTHs 2018p.

[pyrunii 3BiT Harnsgy WoAo KopuryBanbHUX fili 3 6e3nekn (BECA) BignpasneHo 1 kBiTHs 2019p.

KiHueBWii 3BiT Harnsay WoAo0 KopuryBanbHux Ai 3 6esneku (EBCA) BignpasneHo 27 yepBHa 2019p.

- CAPA-008265: yci kopuryBasnbHi Ta 3an0o6ixHi 4ii BAKOHaHO

-yci KopucTtyBaui, fiki nignagatoTb nig 406pOoBiNbHE BigKNMKaHHA BUPOOY, 6ynu ifeHTUiKoBaHi Ta NOBIAOMEHI.

- yCi HasBHi BUpobu 6yno nosepHyTo A0 ETikoH /ELW con/
YacoBuii rpadik 3actocyBaHHA pPisHUX Al

MepLunii 3BIT HarNsgy WoOAO0 KopuryBanbHUX Al 3 6e3neku (EBCA) BignpasneHo 5>k0BTHs 2018p.
[pyrunii 3BiT Harnsgy WoAo KopuryBanbHUX A 3 6e3nekn (EBCA) BignpasneHo 1 kBiTHs 2019p.
KiHueBwWii 3BIT Harnagy WoAo KopuryBanbHux Aid 3 6e3nekn (BBCA) BignpasneHo 27 yepBHa 2019p.

[lofaetbea HacTynHe: Cratyc BBM
MoBigomneHHs npo 6e3neky (BEM) aHrnilicbkoto MOBOO MpoekT BEM
BEM gep>kaBHOK MOBOKO - Ocraro4He BbIY

X iHwWi (Bkasatn)

[OMBUTUCH enl. noLwTy
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Anmxunp, AHrona, ApreHTuHa, BipmeHris, ABcTpanisi, bonisis, bocHis i FepueroBuHa, bpasunisi, KaHaga, Yuni, Kutait, Konym6is,
Kocta-Pika, EkBagop, €runet, ®paHuysbka BiaHa, ®PpaHuy3bka MoniHesisa, Ipysis, FBagenyna, FOHKOHT, IHAIS, IHAOHe3is, IpaH,
I3pains, Amaiika, Anonis, MopaaHis, KasaxctaH, Kenis, Kopes, NlisaH, Manaiisis, MapTuHika, MalioTta, Mekcuka, MoHronis,
YopHoropisi, Mapokko, MakuctaH, MaHama, Mepy, ®ininniHn, MyepTto-Piko, PetoHbiioH, Pocilicbka ®epepadis, Cepbis, CiHranyp,
Caygiscbka Apasisi, CiHranyp, MisgeHHa Adpuka, Cupis, TaiiBaHb, TainaHg, TpuHigasn, Ykpaida, OAE, CLUA, Ypyrsaii, B'eTHam



8 MpuMITKK

He nepepb6aveHo

MojaHHsA LpOoro 3BiTy came Mo cobi He nepefbdayae cob60k0 BUCHOBKY BMPOOHMKA Ta/abo YNOBHOBaXKEHOrO NpeAcTaBHMKa abo HauioHalbHOro
KOMMETEHTHOrO OpraHy Mpo Te, LU0 AaHWI 3BiT € MOBHMM abo TOYHMM, LLIO BKasaHi B Nepeniky MeauyHi BUpoOU B 6yab-sKOMY BifHOLUEHHI €
HEeBIANOBIAHVMM Ta/abo MeaWYHi BUPO6Y CNPUUMHUIM aGo NOCMPUSIN HeOBEAEHIN cMepTi abo NOripLUEHHIO CTaHy 3[0POB's Gyab-sKMX OCi6.

Mignnc MinaH MinagiHoBiY

A 3acBig4yt0, WO BULLE BUKNAZEHi BIJOMOCTI € BipHUMW, HACKiNbKM MeHi JOCTOBIPHO BiJOMO.



import XML fix + save

fill with test data #1

new case, keep base data

1 Administrative information

Report Form

Field Safety Corrective Action

Medical Devices Vigilance System
(MEDDEV 2.12/1 rev 7)

Version 2.7en

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

Bundesinstitutfur Arzneimittel und Medizinprodukte

Dr. Ekkehard StdBlein
Kurt Georg Kiesinger Allee 3
D -53175 Bonn

Type of report

(2 Initial report

Q Follow-up report
{ Final report
Date of this report
2019-06-27

Reference number assighed by the manufacturer

Harmonic ACE+ (HAR23 and HAR36) - VOLUNTARY RECALL
FSCA reference number assigned by NCA

DE-BfArM-2018-05-17-2476

incidence reference number assigned by NCA

05454/18

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

BfArM

2 Information on submitter of the report

Status of submitter

O Manufacturer

(» Authorised Representative within EEA and Switzerland

C Others: (identify the role)

3 Manufacturer information

Name

Ethicon Endo Surgery, LLC
Contact Name

Nathan Anderson
Address

475 C Street, Los Frailes Industrial Park, Suite 401

Postcode
00969

iPhone
0017872726144
E-mail

NAndersl @its.jnj.com

City

Guaynabo, Puerto Rico
Fax

0017872723003
Country

US-USA

2012-12-03

new



4 Authorised Representative Information

Name

Ethicon Endo Surgery (Europe) GmbH
Contact Name

Jorg Hansel

Address

Hummelsbdttler Steindamm 71
Postcode

22851

Phone

00494052974232

E-mail

jhansel@its.jnj.com

5 National contact point information

National contact point name

see attached contact list
Name of the contact person
see attached contact list
Address

see attached contact list
Postcode

see attached contact list
Phone

see attached contact list
E-mail

see attached contact list

new

City
Norderstedt
Fax

Country
DE - Germany

new

City
see attached contact list
Fax

Country
DE - Germany


mailto:jhansel@its.jnj.com

6 Medical device information

Class

C AIMD Active implants
C MDD Class i

(» MDD Class lib

T MDD Class lia

T MDD Class |

Nomenclature system (preferable GMDN)
GMDN

Nomenclature text

Ultrasonic Surgical System Handpiece Tip
Commercial name/ brand name / make
See product details in attached list

Model number

N/A

Serial number(s)

N/A

Device Mfr Date
2016-10-31

Notified Body (NB) ID-number
0123

Accessories / associated devices (ifapplicable)

N/A

Software version number (if applicable)
N/A

C VD Annex LLList A

C VD Annex Il List B

C VD Devices for self-testing
C VD General

Nomenclature code
44755

Catalogue number

See product details in attached list
Lot/batch number(s)

See product details in attached list

Expiry date
2022-11-23

new



7 Description of the FSCA

Background information and reason for the FSCA

Recently, Ethicon has become aware of reports from customers related to continuose/inadvertent activation during analysis
with HARMONIC LAPAROSCOPIC 5SMM DIAMETER SHEARS + ADAPTIVE TISSUE TECHNOLOGY (HAR23 and HAR36).

Based on preliminary investigation, the potential root cause for the inverted dome is believed to be damage to the flex circuit
assembly caused at the Plexus (supplier) manufacturing/inspection process or due to dimensional design differences, causing
assembly complications at the Juarez manufacturing plant. Ethicon had placed stop shipments on the subject lots of
HARMONIC ACE® LAPAROSCOPIC 5MM DIAMETER SHEARS + ADAPTIVE TISSUE TECHNOLOGY and instituted this medical device
recall.

Description and justification of the action (corrective / preventive)

Ethicon decided to initiate a voluntary medical device recall of certain lots of HARMONIC ACE® LAPAROSCOPIC 5MM DIAMETER
SHEARS + ADAPTIVE TISSUE TECHNOLOGY (HAR23 and HAR36) distributed to the field.

Based on preliminary investigation, the potential root cause for the inverted dome is believed to be damage to the flex circuit
assembly caused at the Plexus (supplier) manufacturing/inspection process or due to dimensional design differences, causing
assembly complications at the Juarez manufacturing plant. Ethicon had placed stop shipments on the subject lots of
HARMONIC ACE® LAPAROSCOPIC 5SMM DIAMETER SHEARS + ADAPTIVE TISSUE TECHNOLOGY and instituted this medical device
recall.

Ethicon had stopped manufacturing HARMONIC ACE® devices with Plexus components as of December 12,2017.

A CAPA will be originated to further investigate the issue, root cause, and implement corrective and/or preventive actions.
Advice on actions to be taken by the distributor and the user

See attached FSN

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

- Initial FSCA sent on April 26th, 2018.

- First Follow Up FSCA sent on October 5th, 2018.

- Second Follow Up FSCA sent on April 01th, 2019

- Final FSCA sent on June, 27th, 2019

- CAPA-008265: All CAPA Action completed

- All customers within the scope of the voluntary recall were identified and notified.
- All available products were returned to Ethicon
Time schedule for the implementation of the different actions

- Initial FSCA sent on April 26th, 2018.
- First Follow Up FSCA sent on October 5th, 2018.
-Second Follow Up FSCA sent on April 01th, 2019
- Final FSCA sent on June, 27th, 2019

Attached please find FSN Status
O Field Safety Notice (FSN) in English Cc Draft FSN
O FSN in national language {* Final FSN

O Others (please specify)

see Email



The medical device has been distributed to the following countries:

within the EEA and Switzerland

O AT O BE 0O BG O CH o CY Ocz O DE O dk
O ee O ES O A O FR O GB O GR 0O HU O IE
O is oIT ou O LT O L O Lv O MT O NL
O NO O PL o PT O RO O SE oS O SK O TR

Candidate Countries

O HR

O All EEA, candidate countries and Switzerland

Others:

Algeria, Angola,Argentina,Armenia, Australia,Bolivia, Bosnia Gerzegovina, Brazil, Canada, Chile, China, Colombia, Costa Ricgg



8 Comments

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.

Milan [EEEEPRO

Signature Miladinovic

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





