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HepxaBHin cnyx6i YkpaiHu 3 nikapcbkux 3acobis
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Bux. Ne 49-28/03/2023
M. KniB, 28 6epesHs 2023 p.

LLlaHoBHI naHoBe!

Bucnoenioto Bam cBoto noeary Ta MoOBigoOMIIsiiO, WO MHOW, lweHko MapuHoto ABayniBHOL,
disnyHoo ocoboto-nignpuemuemM (peecTpauiiHiid HoMep B €OMHOMY OEpPXaBHOMY PEECTPI
nignpuMemMcTB Ta opraxisauin Ykpainm (€OPMNOY) 2 068 000 0000 033406, micLe peecTpalii Byn.
MeTponoriyHa, 6ya. 9-[, kB.61, M. Knie 03143 YkpaiHa), NpuiHATO Ha cebe NMOBHOBaXXEHHS
YNOBHOBAXXEHOro NpeacTaBHUKA Ha TepuTopil YKpaiHu 3rigHO 3 JOBIpeHIiCTIo KoMMaHil « Terumo
Corporation» (agpeca: 44-1, 2-CHOME, HATAGAYA, SHIBUYA-KU, TOKYO 151-0072,
JAPAN/AnoHis) 6/H Big 16.03.2022 p.

25 civuHg 2023 poky Big komnaHii « Terumo Europe N.V.», WO € aBTOPM30BaHUM NPeaCTaBHUKOM
koMnaHii «Terumo Corporation» sk oiuinHOro BUpobHnka meanyHoro Bupoby 1pogidHuk Ons
UTKA Runthrough® NS (ko0 3a kamanozom TWAS418XA) B €C Haginwmno noBiaoMIIEHHS Npo
CKapry wogo OKPeMOoro BMMNagKy 3acTOCYBaHHS [AaHOro MeaunyHoro Bupoby. OdiuiiHum
BMPOOGHMKOM NpoBeAeHO aHani3 cuTyauii Ta BM3HaYeHHs noTpebw y 3aiicHeHHi HeobXigHMX
KOpuryBanbHuX 3axogis. Y AaHOMy BUNaAKy Hemae hakTy cmepTi cnoxuBada abo KopucTyBada
YW 3HAYHOrO MOTIPLUEHHA CTaHy iX 340POB’S, a XapakTep ckapru Bignosigae 4acToTi NogibHMx
BUNAAKiB, LLO CUCTEMATMYHO BMBYAETLCS BUPOOHMKOM Yy XoAi aHanidy AOoCBidy 3acTOCyBaHHS
MeANYHMX BMPOOIB Micnsa BBEOEHHS iX B OOir.

HopnaTkn oo nucra:

1. Iuct komnaHii « Terumo Europe N.V.», aBTopr3oBaHoro npeacraBHuka odiuiiHoro BupobHuka B €C, Big 08
6epesHst 2023 poky (2 cTop.);

2. Konis gosipeHoCTi Woao npusHadeHHsa YNOBHOBAXEHOro npeacTtaBHuMka koMnaHii « Terumo Corporation» Ha
TepwuTopii Ykpainu (4 cTtop.);

3. Konisa ceptudikaTy npo BignoBigHICTL BMMOram TexHIYHOro perfnameHTy LWoAo MeaudHUX BupobiB
NeUA.MD.076-17 3 gopnaTtkom, 3apeectpoBaHoro y PeecTpi 19 ciuns 2023 p., nepwe BugaHHs: 07 nunHsa 2017
p., AiicHoro ao 05 nunHsa 2027 p., wopno 3abe3neyeHHst yHKLUIOHYBaHHSA KOMMMEKCHOT CUCTEMU YNPaBIiHHS
AKICTIO BUMOraM TexHIiYHOro pernameHTy Woao MeauyHnx srpobis, floaatok 3 (3 cTop.);

4. Konis ceptudikaty nepesipku npoexkty NeUA.DE.023-17 3 gogatkom, 3apeectpoBaHoro y Peectpi 19 ciuHa
2023 p., nepuie BuaaHHs: 07 nunHa 2017 p., givicHoro o 05 nunHa 2027 p..(3-cTop.).
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Declaration on product complaint ref. PPR-22-
1158-1

Heknapauis Wwono ckapru Ha npoayKLiko 3a HOM.
PPR-22-1158-1

March 08, 2023

08 6epesHsa 2023p.

We, TERUMO EUROPE N.V., Interleuvenlaan 40,
3001 Leuven, Belgium, in the position of EC
Authorized Representative for the medical device
PTCA Guide Wire RUNTHROUGH NS, hereby
declare the following related to product complaint
PPR-22-1158-1:

Mw, komnanis « TERUMO EUROPE N.V.“, (agpeca:
Interleuvenlaan 40, 3001 Leuven, Belgium), B AKOCTI
ynoBHOBaeHOro npeacrasHuka B €C  Ans
meaunyHoro  Bupo®y [Mposignuk gna  YTKA
Runthrough® NS y 3B'A3Ky 3i CKaproto Ha NpoayKuito
PPR-22-1158-1 3asBnsemMo HacTynHe:

1. Product Complaint
Ref. No. PPR-22-1158-1

Code No. TW-AS418XA
Lot No. 211112

Customer Kandia Ltd, Ukraine

Complaint: During performing of bifurcation stenting,

1. Ckapra Ha npoaykKuito

Ne: PPR-22-1158-1

ApTukyn: TW-AS418XA

Cepis: 211112

KnienT: TOB «KaHgisi», Ykpaina

CyTb ckapru: [ig yac BukoHaHHs SidypkauinHoro

the tracking of the coronary guidewire through the

CTEHTYBaHHA Npw NpoBeAeHHI KOPOHaPHOro

stent cell into the lateral branch was found an
obstacle - the distal tip of guidewire passed the cell,

NpoBigHUKa Yepes KOMIpKY CTEHTA B nartepanbHy
rinky 6yno BusABNeHo nepeLukoay: AUCTanbHui

but the quidewire did not go further. When the

KiHeLlb NpOoBigHWKa NPOWLLIOB KOMIpKY, ane gani

guidewire was removed, a coating dissociation of the
area after soldering was found.

NpoBigHUK He NPoiLIoB. Npu BUAANEHHI
nposigHuka 6yno BUSIBNEHO PO3LlapyBaHHA
NOKPUTTA Ha AiNsHUi nicnsa nanku.

2. Cause of Occurrence

Based on the investigation result, as a possible
cause of this complaint, the following mechanism
was inferred to have caused the fracturing:

(1) The distal end of the actual sample was trapped
by some factor (stenotic lesion, stent, etc.)

The actual sample in the trapped state was
exposed to repetitive bending force, which
resulted in the fracture of the core wire in the
platinum coil section. When the actual sample
was subjected to a removal manipulation, the
platinum coil became unraveled and stretched.

(2)

2. NpnynHa BUHUKHEHHSA

Ha ocHOBi pesynbTaTtiB AOCNIAXKEHHA B SKOCTI
MOXNNBOI MPUYKUHK Uiel ckaprn 6yno BM3HA4YeHO
HacCTYMHWIA MeXaHi3M, Lo CNPUYUHUB PO3PUB:

(1) AucranbHuid kiHeub dakTu4Horo 3paska 6ys
3aTUCHYTMIA neBHUM (PAKTOPOM  (CTEHOTUYHUM
ypaXeHHAM, CTEHTOM TOLLO).

(2) dakTM4HMA 3pa3oK Yy 3aTUCHYTOMY CTaHi
niggaBaBCs  MNOBTOPHOBAHOMY  3IrMHAHHIO,  LIO
npu3seno 4o nepenomy ApoTy B AinsHUi 1NaTUHOBOI
koTywku. Konu 3pasok 6yB nigaaHvuit MmaHinynauii 3
BMMYYEHHS, MnaTMHOBA KOTYyLIKa poannyTanacs i
po3TArHynacs.

Konu maHinynsuis 3 BUAyYeHHAM NpoAoBXuNacs,
nnaTMHOBY KOTyLIKy Byno anamaHo.
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When the removal manipulation continued, the
platinum coil was fractured.

2. Countermeasures

The manufacturer is dedicated to maintain the
product quality by performing several following
operations and inspections on this device.
Furthermore, CAUTION sections are included in the
product Instructions For Use, to be considered in
situations as reported in abovementioned complaint.

This declaration is based solely on data collected as
part of Terumo Europe post market surveillance and
complaint handling procedures.

2, 3axogm npoTuaii

BnpoGHuWK nparHe nigTpumyBaTh SKICTb NPOAYKTY,
BUKOHYIOUM  KiMbKa HacTynHWX onepauil Ta
nepee.ipok Uboro Bupoby. Kpim Toro, B iHCTpyKUil 3
ekcnnyaTtauif BUPOOY € po3ginu
"SACTEPEXXEHHA", saki cnig BpaxoByBatn B
CUTYyaLisix, ONMCaHNX Y BULL|E3a3HaYEHIk cKap3i.

[aHa gexnapauisl 'pYHTYETLCA BUKMIOYHO Ha JaHWX,
3i6paHnx B pamKkax NOCTMapKETWHIrOBOro Harnsgy
komnaHii «Terumo Europe» Ta npoueayp poarnsay
cKapr.

For Terumo Europe N.V.,

Nathalie Gérard, PhD

MD Vigilance Expert

Big imeHi «Terumo Europe N.V.»
Hatani XXepap, nokrop ginocodii

MegawuHi BUpoBu, ekcnepT 3 Harnsay
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