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Traxcess™ Docking Wire

Instructions for Use
For Use with the Traxcess™ Guidewire

For further instructions and information,
refer to the Instructions for Use that
accompanies the Traxcess Guidewire.
[DEVICE DESCRIPTION |
The Traxcess Docking Wire is a 0.014" diameter guidewire attachment
consisting of stainless steel and nitinol. The shaft is coated with
polytetrafluoroethylene (PTFE) for lubricity. The Traxcess Docking Wire is
compatible with the Traxcess guidewire with an extendable proximal end.
The Traxcess Docking Wire is used to extend the guidewire for facilitating
catheter replacement.

[CONTENTS |
One docking wire.

[INDICATIONS FOR USE |
The Traxcess Docking Wire is intended for general intravascular use,
including the neuro and peripheral vasculature. The Traxcess Docking

Wire can be used with Traxcess guidewires to facilitate the placement of
diagnostic or therapeutic catheters. This device is not intended for use in
coronary arteries.

There are no known contraindications.

[CAUTIONS |
Rx-Only: Federal law (USA) restricts this device to sale by or on the order
of a physician.

[WARNINGS |
The Traxcess Docking Wire should only be used by physicians who are
familiar with angiographic and interventional procedures. It is important to
follow the instructions for use prior to using this product.

The Traxcess Docking Wire is provided sterile and non-pyrogenic unless
the unit package is opened or damaged. Do not use if package is opened
or damaged.

The Traxcess Docking Wire is intended for single use only. Do not resterilize
and/or reuse the device. After use, dispose in accordance with hospital
and/or local government policy. Do not use if the packaging is breached

or damaged.

Inspect the Traxcess Docking Wire prior to use for any irregularities or
damage and discard if noted.

The Traxcess Docking Wire cannot be used alone and must be used with
the guidewire securely connected.

Attachment and detachment to and from the guidewire should be done
while confirming the position of the guidewire tip and catheter under high
resolution fluoroscopy. The unintentional advancement of the wire may
result in perforation or damage to the vasculature or other devices.

Do not bend the Traxcess Docking Wire repeatedly at the same point. This
may result in deformation, breakage, or separation of the Traxcess Docking
Wire.

Do not torque or manipulate the Traxcess Docking Wire once it is attached.
This may cause the Traxcess Docking Wire to detach from the guidewire.
Do not insert the Traxcess Docking Wire into the patient (body). This

4 gmection or breakage of the Traxcess Docking Wire or

[PRECAUTIONS |
Verify Traxcess Docking Wire compatibility when using other ancillary
devices commonly used in intravascular procedure. The physician must

be familiar with percutaneous, intravascular technique and possible
complications associated with the procedure.

Exercise care in handling the Traxcess Docking Wire to reduce the chance
of accidental damage. Do not expose the Traxcess Docking Wire surface to
organic solvents such as alcohol or medications, which may damage the
coating and/or cause loss of lubricity.

Verify that the inner diameter of any diagnostic or therapeutic catheter
to be used with the Traxcess Docking Wire is compatible with the outer
diameter prior to use.

Potential complications include, but are not limited to: vessel or aneurysm
perforation, vasospasm, hematoma at the site of entry, embolism,
ischemia, intracerebral/intracranial hemorrhage, pseudoaneurysm, seizure,
stroke, infection, death, and thrombus formation.

[PREPARATION FOR USE |
To prevent damage to the Traxcess Docking Wire, gently remove the wire
clip that holds the wire in place in the protective dispenser tube. Gently
remove the Traxcess Docking Wire by pulling it from the dispenser tube.
Inspect the Traxcess Docking Wire thoroughly to ensure it is not damaged.
[DIRECTIONS FOR USE |
Remove any devices, such as a torque device, attached from proximal end
of the Traxcess guidewire.

Carefully insert the proximal end of the Traxcess guidewire into the distal
end of the Traxcess Docking Wire.

To avoid damage to the Traxcess Docking Wire and guidewire, grip as close
to the ends of the wires as possible (Figure 1).



Guidewire Docking Wire

Figure 1

Check for secure attachment by pulling gently both the Traxcess Docking
Wire and the Traxcess guidewire on each side of the connection.

Gently open the hemostatic Y-connector attached on the proximal end of
the inserted catheter. Withdraw the catheter over the connected wires
while maintaining the guidewire tip position.

Introduce the replacement catheter over the proximal end of the Traxcess
Docking Wire. Advance the catheter while maintaining the guidewire tip
position.

After placement of the catheter, carefully detach the Traxcess Docking Wire
from the Traxcess guidewire by first grasping both the Traxcess Docking
Wire and the Traxcess guidewire, and then pulling the Traxcess Docking
Wire away from the Traxcess guidewire.

[STORAGE \
Avoid exposure to water, sunlight, extreme temperatures and high humidity
during storage. Store the guidewire under controlled room temperature.
See the product label for the device shelf life. Do not use the device beyond
the labeled shelf life.

[MATERIALS |
The Traxcess Docking Wire does not contain latex or PVC materials.

[WARRANTY |
MicroVention, Inc. warrants that reasonable care has been used in the
design and manufacture of this device. This warranty is in lieu of and
excludes all other warranties not expressly set forth herein, whether
expressed or implied by operation of law or otherwise, including, but not
limited to, any implied warranties of merchantability or fitness. Handling,
storage, cleaning and sterilization of the device as well as factors relating
to the patient, diagnosis, treatment, surgical procedure and other matters
beyond MicroVention’s control directly affect the device and the results
obtained from its use. MicroVention’s obligation under this warranty is
limited to the repair or replacement of this device and MicroVention shall
not be liable for any incidental or consequential loss, damage or expense
directly or indirectly arising from the use of this device. MicroVention

NG authorizes any other person to assume for it,
awal liability or responsibility in connection with this
device. MicroVention assumes no liability with respect to devices reused,
reprocessed or resterilized and makes no warranties, expressed or implied,
including, but not limited to, merchantability or fitness for intended use,
with respect to such device.

Prices, specifications and model availability are subject to change without
notice.

© Copyright 2022 MicroVention, Inc. All rights reserved.
MicroVention is a wholly owned subsidiary of Terumo Medical Corporation.



Russian/Pycckui
Yonuuutenb nposogHuka Traxcess™

MHCprKUMﬂ no NnpUMeHeHuro
Ana ncnonb3oBaxns ¢ npoBogxnkom Traxcess ™

[ns fONONHUTENbHbIX MHCTPYKUMA U MHOpMaLmm
o6paTuTech K UHCTPYKLMM NO NPUMEHEHMIO,
npunaraemon k npoBoAHuKy Traxcess.

|OMMCAHYE YCTPOICTBA

CoeaunHuUTENbHbI NPOBOAHMK Traxcess - 3T0 yANMHUTENb NPOBOAHMKE,
umetowmit anametp 0,36 Mm (0,014 aroiima) v M3roTOBNEHHbIN 13
HepXaBeloLLelt CTanu 1 HuTuHona. [ins 0BecreyeHms CKOMbKEHNS

CTBON NOKPbIT nonuTeTpadropatuneHom (MT®3). CoeanHnTENbHbIA
NpoBOAHMK Traxcess COBMECTUM C MPOBOAHUKOM Traxcess C YANMHAEMbIM
NpoKcMManbHbIM KOHLOM. CoeaMHUTENbHBI NPOBOAHWK Traxcess
1CMONb3YETCs ANs YANMHEHNS NPOBOAHMKA C LEMbo 0BneryeHns 3ameHbl
KkateTepa.

|COOEPKMMOE

OpfmH COeANHUTENbHbIN NPOBOAHMK.

[HAZHAYEHVE

CoefmHUTENbHbIN NPOBOAHMK Traxcess NpeaHasHayeH Ans

06LLero BHYTPUCOCYAUCTOrO BMELLATENbCTBA, BKIOYAs HEPBHYIO U
nepudepUUECKYHO COCYAMCTYIO CeTb. COEAMHUTENbHIN NPOBOAHUK
Traxcess MOXeT UCMOMb30BATLCS C NPOBOAHMKaMM Traxcess Ans
06reryeHns YCTaHOBKI ANArHOCTUYECKUX UMW TEPANEBTUYECKIX KAaTETEPOB.
370 YCTPOICTBO He NMPeAHa3HaYeHO ANS UCTIONb30BAHNS B KOPOHAPHBIX
apTepusix.

M3BeCTHbIX npomsonoxaaaHMlZ HeT.

|MPPECOCTEPEXEHMS!

CoefmHUTENbHbIN MPOBOAHMK Traxcess AOMKEH UCMOMb30BATLCS TOMBKO
BpayaMu1, BNaAetoLMMI TEXHUKO aHTOrpacuieckux 1 MHBA3MBHBIX
npoueayp. Mepes 1cnonb3oBaHeM AaHHOMO U3aenns Heobxoanmo
CNeaoBaTh MHCTPYKLMAM.

CoefmHUTENbHbIA MPOBOAHMK Traxcess NOCTaBNSETCS CTEPUbHBIM
11 anMPOreHHbIM, ECTI YNakoBKa HEe BCKPbITa UMK He noBpexaeHa. He
CMOMb3yITe, ECNM YNaKoBKa BCKPbITA MMM NOBPEXAEHa.

CoefmHUTENbHbIA MPOBOAHMK Traxcess NpeaHasHayeH Tornbko Ans
OfHOKPaTHOrO 1Cronb3oBaHus. He cTepunmayiite NoBTOPHO W/Mnm He
1CMOMb3yiTe NOBTOPHO. Mocne MCnonb3oBaHus yaanuTe B OTX0Ab! B
COOTBETCTBUY C AMPEKTMBAMM Ne4eBHOro 3aBefeHIst U/Mnu MECTHbIX
OpraHoB BnacTu. He ucnonb3yite, eciu ynakoeka BCKpbITa U
noBpexaeHa.

Mepen ucnonb3oBaHNeM NMPOBEPbTE COEANHUTENbHBINA NPOBOAHNK Traxcess
Ha NPeAMET Kakux-bo HapyLLEHUA W NOBPEXAEHWI W, ECIIV TAKOBbIE
MMEIOTCS, YAanuTe ero B OTXOAbI.

CoennHuTENbHbIN NPOBOAHMK Traxcess He MOXET UCMOoNb30BaThCA
OTAENbHO U AOMKEH UCMONb30BaTbCA C HAAEXHO COeANHEHHBIM
NPOBOAHUKOM.

CoefiHeHwe C NPOBOHIKOM U OTCOEAMHEHUE OT HETO OMKHO
BbINOMHSTLCS C NPOBEPKOV MOMOKEHMS KOHLA NPOBOAHMKA U
kaTeTepa C UCTIONb30BaHUEM PEHTTEHOCKOMMM BBICOKOTO PA3PELLEHNS.
HenpeaHamepeHHoe NPOABIKEHIE NPOBOAHMKA MOXET MPUBECTM K
nepcopaLi Unv MOBPEKAEHMIO COCYLOB UMW APYTUX YCTPOWCTB.

He ponyckaiite MHOroKpaTHoro crubaHns CoeaMHNTENbHOTO MPOBOAHMKA
Traxcess B OHOM 11 TOM xe MecTe. OTo MOXeT NPUBECTY K AedopmaLim,
MOMOMKe Ui OTCOEANHEHIIO COANHUTENBHOTO NPOBOAHMKA Traxcess.

He ponyckaiiTe BpaLLeHWst Wk kakoro-nuGo Apyroro AeicTaus ¢
COBLVHUTENbHLIM MPOBOLHUKOM Traxcess, KOraa OH NOACOeaMHeEH. JTo
MOXET MPUBECTY K OTCOEAMHEHMIO COBANHUTENBHOTO NPOBOAHMKA Traxcess
orn

He BBOAMTE COEAMHUTENbBHBIN NPOBOAHUK Traxcess B OporaH13m nauueHTa.
910 MOXeT NPUBECTU K OTCOEANHEHWIO MU NONOMKE COeNHUTENBHOTO
npoBOAHUKa Traxcess unm K NoBpPEeXAEeHNto cocyaa.

‘ NPEAOCTEPEXEHUA

Mpy UCNONb30BaHWM [PYrUX, BCIOMOTaTenbHbIX YCTPONCTB, 06bIYHO
1CONb3yeMbIX BO BHYTPUCOCYAMCTBIX MPOLIEAYPaX, MpoBEpbTe UX
COBMECTUMOCTb C COEAMHUTENbHBIM MPOBOAHMKOM Traxcess. Bpau fomkeH
BrafieTb METOaMM YPECKOXHOTO BHYTPUCOCYANCTOrO BMELLATENbCTBA U
3HaTb BO3MOXHbIE OCTIOXHEHMS CBSA3aHHbIE C 3TOI NPOLieaypOM.

OCTOPOXHO OBpaLLanTeCh ¢ COBANHUTENBHBIM NPOBOAHMKOM Traxcess,
4TO6bI CHU3UTB PUCK CyyaiiHoro noBpexaeHus. He noasepraiite
NOBEPXHOCTb COEANHUTENBHOrO NPOBOAHMKA Traxcess BOBLIBI?ICTBVHO
OpraHuyeckux pacTBOpUTENENA, Takux Kak ClpT Ui MeAnLMHCKIE
npenapaTbl, KOTOPbIE MOTYT NOBPEAUTL MOKPbITUE nivn BbI3BaTh noTtepto
CBOWCTB CKOMbXEHMS,

lepep 1cnonb3oBaHnem KaKoro-nnbo AuarHoCTUYECKOro Unu
TepaneBTU4eCKOro katetepa ¢ NPOBOAHUKOM y6e,qv|Ter, 41O ero
BHYTPEHHWI AaMeTp COBMECTUM C BHELLHUM AMaMETPOM COEANHUTENBHOTO
NpoBOAHMKa Traxcess.

MoTeHLManbHbIE OCTIOKHEHMS BKNOYAIOT, HO He OrpaHMyMBaloTCS,
CrieqiyloLMMK: NepdhopaLis Cocyaa Ui aHeBpUaMbI, Ba3ocnaam, reMatoma
B MeCTe OCTyna, IMBONNS, ULLEMIS, BHYTPUMO3rOBOE/BHYTPUYEPErHOE
KPOBOM3MHSIHIE, NICEBAOAHEBPM3MA, CYAOPOXHBIN MPUMALOK, MHCYIILT,
MH(EKUUS, CMepTb 11 0Bpa3oBaHue Tpomba.

‘I'IOJ]FOTOBKA K NMONb30BAHUIO

Y06kl He NOBPEANTb COEAMHUTENBHBI NPOBOAHMK Traxcess, 0CTOPOXHO
CHUMWTE NMPOBONOYHbIA 33XIM, YAEPXVUBAIOLLMIA NPOBOAHUK HA MecTe B
3aLLMTHOM TPYOKe. OCTOPOXHO U3BMEKMTE COEANHUTENbHBIA POBOAHUK
Traxcess, BbITAMVBas ero 13 3aluTHoM Tpybku. TiuatensHo ocMoTpuTe
COEAVNHUTENbHbI NPOBOAHMK Traxcess 1 ybeanTech B OTCYTCTBUN
NOBPEXAEHMIA.




‘VIHCTPYKU.VIVI M0 UCNOJNb30BAHUIO

OTtcoeaunHuTe MioBble YCTPOIACTBA, Takue kak yCTPOCTBO BPaLLEHNs,
3aKpenneHHble Ha NPOKCUMANbHOM KOHLIE NPOBOAHMKA Traxcess.

AKKypaTHO BCTaBbTE MPOKCMMAIbHBIN KOHEL|, NPOBOAHMKA Traxcess B
AMCTambHbII KOHEL| COeAMHUTENbHOMO NPOBOAHMKA Traxcess.

Bo n3bexaHue noBpexaeHnsi CoeaMHUTENBHOTO NPoBOAHMKa Traxcess 1
npoBOAHMKa epuTe X Kak MOXHO Brivke K KoHLaM (pucyHok 1).

| | CoeanHnTENbHbIi

[MpoBoAHMK DOBOHYIK

Puc. 1

MpoBepbTe HAIEKHOCTb COEAUHEHNS, OCTOPOXHO MOTSHYB
COEAVHNTENbHbIA NPOBOAHWK Traxcess 1 NPOBOLHMK Traxcess ¢ kaxaon
CTOPOHbI COEAMHEHNS.

OCTOPOXHO OTKPOIATE remocTaTuyeckuit Y-06pasHblit pasbem,
NOACOEANHEHHBIA K NPOKCUMATNbHOMY KOHLY BBEJEHHOTO KaTeTepa.
/3BnexuTe KaTeTep Yepe3s COEAMHEHHbIE MPOBOAHWKY, COXPaHSS
MOMOXEHME KOHLIA NPOBOAHNKA.

BBeaute HOBbIN kaTeTep Yepe3 NPOKCUMANbHbINA KOHEL, COEAMHNUTENBHOTO
npoBoAHuka Traxcess. lpoasuraiiTe kateTep, COXpaHss MOMOXeHUe KOHLA
NpoBOAHMKA.

Mocne ycTaHOBKY kaTeTepa akkypaTHO OTCOEANHUTE COEAVHUTENbBHBIN
npoBoAHMK Traxcess OT NpoBofHMKa Traxcess, CHayana B3BLUMCh 3
COEAVHNTENbHbINA NMPOBOAHWK Traxcess 1 NPOBOLHMK Traxcess v 3aTem
OTTArMBas COEANHUTENbHBIN NPOBOAHMK Traxcess OT NPOBOAHMKA Traxcess.

XPAHEHUE

Bo BpeMmsi xpaHeHusi He AonyckaiiTe BO3RENACTBIS BOAbI, COMHEYHBIX Myyeit,
3KCTPEManbHbIX TEMNEPaTyp 1 BbICOKOI BIAXHOCTU. XpaHUTE NPOBOAHMK
NpY KOHTPONMPYEMOI KOMHaTHOI TemnepaType. Cpok roAHOCTM U3penus
yka3aH Ha aTukeTke. He ucnonbayiTe yCTPOMCTBO N0 OKOHYaHUN Cpoka
XpaHeHWsi, yka3aHHoro Ha aTukeTe.

[MATEPWANbI |

CoefnHuTENbHbIA NPOBOAHWK Traxcess He COAEPXKUT MaTepuarnos n3
narekca unu MBX.

rAP \

Kom , Inc. rapaHTMpyeT, 4To yCTpOICTBO BbINO
CMPOEKTUPOBAHO 1 U3TOTOBMEHO C [OMKHON TLUATENbHOCTbH. JTa rapaHTus
AaeTcs BMeCTO MobbIX APYIUX rapaHTWin 1 NCkIkoYaeT Nobble [pyrie, He
yKasaHHble B JaHHOM AOKyMEHTE B NpsIMOit opMe rapaHTuK, BbIpaxeHHble
VN Nofpa3ymMeBaeMble 3akOHOM UnK KaknM-nnbo 1HbIM 06pa3om,
BKITI04as, CPeav NpoYmx, kakue Bbl TO HU Bbino nospasymeBaemble
rapaHTM NPUro[HOCTM Unn cooTaeTcTBUS. OBpaLLieHe, XpaHeHue, Y1cTka
11 CTepUnN3aLs yCTPOCTBA, a Takke (aKTOpbl, CBA3AHHbIE C NALMEHTOM,
AVarHo3oM, feYeHnem, X1pypruyeckon NpoLieaypoi 1 Mp., He 3aBucsLLe
oT komnaHun MicroVention, HenocpeACTBEHHO BAMAKOT Ha YCTPONCTBO

1 pe3ynbTaThl NCMOMNb30BaHMS ycTpoicTa. O6s3aTenbCTBa KOMNaHUn




MicroVention no AaHHO rapaHTv OrpaHNyYeHbl PEMOHTOM WK 3aMEHON
[laHHOrO YCTPOCTBA Ha HoBOE, 1 koMnaHust MicroVention He Byaet
HECTM OTBETCTBEHHOCTY HY 3a Kakvie CryqaiHble UMk KOCBEHHbIE YBbITKM,
yLep6 1nu 3aTpaTbl, NPSMO UMK KOCBEHHO BO3HMKLLKE B pedynbTate
1crnonb3oBaHms aToro yctpoiictea. Komnanus MicroVention He 6epeT Ha
cebs 0TBETCTBEHHOCTb W He JaeT NpaB HKakoMy Apyromy yenoseky bpaTb
Ha cebs kakyto-nubo Apyryto unn AONONHNUTENBHYI0 OTBETCTBEHHOCTb

B OTHOLLIEHUY 3TOro ycTpolicTea. Komnaus MicroVention He 6epeT Ha
ce6 HIKaKoil OTBETCTBEHHOCTM B OTHOLLIEHM MOBTOPHOTO NONb30BaHMS,
nepepaboTki Unk NOBTOPHOIA CTepUNN3aLM YCTPOICTBA U He faeT
HUKaKIX rapaHTuiA, BbIPAXXEHHBIX UMW NOJPasyMEBaEMbIX, B OTHOLLEHIH,
Cpeav NpoYero, NPUroAHOCTM UMK COOTBETCTBUS NpeanonaraemMomy
11CroNb30BaHMI0 JaHHOTO YCTPOCTBA.

LleHbl, cnewmdukaLy n Hanuumne Moaen MoryT BbiTb N3MeHeHb! 6e3
YBELOMIEHHS.
© Copyright 2022 MicroVention, Inc. Bce npaBa 3aLupLLeHbl.
MicroVention — aTo goyepHee NpeanpusiTAE, NOMHOCTLIO NPUHAANEXaLLEe
komnanum Terumo Medical Corporation.
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English
Traxcess™ Guidewire
Instructions for Use

‘ DEVICE DESCRIPTION

Traxcess Guidewire is a 0.014" diameter steerable guidewire consisting of a 0.012"
diameter distal coil constructed of radiopaque platinum and stainless steel. The coil
section is coated with a hydrophilic material for lubricity. The distal 14 mm of the coil tip
is shapeable. The distal core wire consists of nitinol, and the proximal section is stainless
steel. The proximal shaft section is coated with polytetrafluoroethylene (PTFE).

[ cONTENTS |
One Hydrophilic Guidewire with Torque Device, Insertion Tool, and Shaping Mandrel.

\ INDICATIONS FOR USE ‘
Traxcess Guidewire is intended for general intravascular use, including the neuro and
peripheral vasculature. The guidewire can be steered to facilitate the selective placement
of diagnostic or therapeutic catheters. This device is not intended for use in coronary
arteries.

There are no known contraindications.

[ cAuTiONS \
RX-Only: Federal law (USA) restricts this device to sale by or on the order of a physician.

[ WARNINGS |

The device should only be used by physicians who are familiar with angiographic and
interventional procedures. It is important to follow the instructions for use prior to using
this product.

The guidewire is provided sterile and non-pyrogenic unless the unit package is opened
or damaged.

The guidewire is intended for single use only. Do not resterilize and/or reuse the device.
After use, dispose in accordance with hospital and/or local government policy. Do not use
if the packaging is breached or damaged.

Inspect the guidewire prior to use for any irregularities or damage and discard if noted.

The guidewire should be manipulated under fluoroscopic guidance. Do not advance or
withdraw the guidewire when excessive resistance is met until the cause of resistance
is determined. Observe the tip response when turning the guidewire and avoid turning in
the same direction more than three times when the tip is stationary. Avoid kinking the tip
of the guidewire, as damage to the guidewire might occur.

[PRECAUTIONS |

Verify guidewire compatibility when using other ancillary devices commonly used in
intravascular procedure. Physician must be familiar with percutaneous, intravascular
technique and possible complications associated with the procedure.

Mbricious surface and the distal platinum coil section should be

Exercise care in handling the guidewire to reduce the chance of accidental damage. Do
not expose the guidewire surface to organic solvents such as alcohol or medications,
which might damage the guidewire coatings and/or cause the guidewire to loose
lubricity.

Verify that the inner diameter of any diagnostic or therapeutic catheter to be used with
the guidewire is compatible with the outer diameter of the guidewire prior to use.
Potential complications include, but are not limited to: vessel or aneurysm perforation,
vasospasm, hematoma at the site of entry, embolism, ischemia, intracerebral/intracranial
hemorrhage, pseudoaneurysm, seizure, stroke, infection, death, and thrombus formation.
Avoid repeated bending at the same point in order to avoid damage or separation of the
guidewire.

Take precaution when manipulating the guidewire in tortuous vasculature to avoid
damage to the guidewire.




‘ PREPARATION FOR USE

Before removing the guidewire, hydrate the hydrophilic segment by flushing heparinized
saline through the dispenser tube using a syringe attached to the dispenser tube hub
(see Figure 1).

To prevent damage to the guidewire, gently remove the wire clip that holds the wire in
place in the protective race track. Gently remove the guidewire by pulling it from the
dispenser tube. If resistance is met, repeat the flushing procedure until the guidewire can
be easily removed from the dispenser tube. Inspect the guidewire thoroughly to insure

it is not damaged.

If tip shaping is desired, gently bend the distal tip using fingers or by winding the tip
round the shaping mandrel as shown (Figure 2) until the desired shape is achieved.

Figure 1
Distal tip of guide wire Dispenser tube hub

Proximal end

Dispenser tube

Wire holder

Figure 2

/X



[ DIRECTIONS FOR USE

Prior to inserting the guidewire into the catheter, flush the catheter lumen with
heparinized saline to prime the catheter and provide smooth movement of the guidewire
within the catheter. A hemostatic Y-connector may be attached to catheter hub and used
to facilitate the flushing process.

Carefully insert the distal section of the guidewire into the catheter and advance. A
guidewire Insertion Tool may be used to facilitate insertion of the guidewire distal tip
through a Y-adapter and into the catheter hub. Advance the Hydrophilic Guidewire
until the distal tip is near the distal end of the catheter. Gently tighten the hemostatic
Y-connector to maintain position.

Slip the torque device over the proximal end of the guidewire to the desired location.
Secure the torque device in place by tightening the rotating knob. The torque device may
be repositioned by loosening and retightening the rotating knob.

During navigation in the vasculature, loosen the hemostatic Y-connector, and advance
and rotate the guidewire by rotating the torque device in either direction to facilitate
vessel selection. To aid in catheter navigation, gently rotate the guidewire as it is
advanced.

Between uses, rinse the guidewire in a basin of heparinized saline and wipe it gently
with sterile, wet gauze and place in a basin of heparinized saline or a flushed dispenser
tube to keep the hydrophilic surface wet until use.

STORAGE

Avoid exposure to water, sunlight, extreme temperatures and high humidity during
storage. Store the guidewire under controlled room temperature. See the product label
for the device shelf life. Do not use the device beyond the labeled shelf life.

[ MATERIALS

The guidewire does not contain latex or PVC materials.

[ WARRANTY

MicroVention, Inc. warrants that reasonable care has been used in the design and
manufacture of this device. This warranty is in lieu of and excludes all other warranties
not expressly set forth herein, whether expressed or implied by operation of law or
otherwise, including, but not limited to, any implied warranties of merchantability or
fitness. Handling, storage, cleaning and sterilization of the device as well as factors
relating to the patient, diagnosis, treatment, surgical procedure and other matters
beyond MicroVention’s control directly affect the device and the results obtained from its
use. MicroVention’s obligation under this warranty is limited to the repair or replacement
of this device and MicroVention shall not be liable for any incidental or consequential
loss, damage or expense directly or indirectly arising from the use of this device.
MicroVention neither assumes, nor authorizes any other person to assume for it, any
other or additional liability or responsibility in connection with this device. MicroVention
assumes no liability with respect to devices reused, reprocessed or resterilized and
makes no warranties, expressed or implied, including, but not limited to, merchantability

or fi i with respect to such device.
Pricmwel availability are subject to change without notice.
© Copyright 2022 MicroVention, Inc. All rights reserved.

MicroVention is a wholly owned subsidiary of Terumo Medical Corporation.



Russian/Pycckui
MpoBogHuk Traxcess™
WHcTpykuus no npumeHeHuto

| onMCAHME yCTPOICTBA

[MpoBoaHuK Traxcess — 370 ynpaBnsemsIit npoBoaHmk AnameTpom 0,36 mm (0,014 atoiim),
COCTOSILLI W3 AucTansHoi cnpany avametpom 0,30 mm (0,012 ajoiim), M3rotoBReHHoi 3
PEHTTEHOKOHTPACTHOI NNATUHbI M HepXaBetoLLeil cTanu. CrinpansHas YacTb NokpbiTa
rapOcIbHbIM MaTepuarom st obecniedeHmst CKoMb3kocTy. [ucTansHsiM 14 MM cipany
MOXHO Np1aaBaTb pasHyto hopmy. [cTanbHas BHYTPEHHSIA MPOBONOKA M3rOTOBNEHa U3
HUTUHONA, @ NPOKCUMarbHas YacTb — 13 HepXaBelolLeit cTanu. [pokcmanbHlit CTepkeHb
noKpbIT nonuTeTpacTopaTuneHom (MTHJ).

[ conePXvMOE

OfvH rapotbHbIN NPOBOAHMK C 3aKPYUMBAIOLLMM YCTPOIICTBOM, MHCTPYMEHT ANst
BBEEHUS 1 MaHAPEH ANS NPUAAHNS (hOPMbI.

[HASHAYEHVE

MpoBoaHMK Traxcess npeAHasHaqeH Ans oBLLUEro BHYTPUCOCYANCTOTO BMELLATENLCTBA,
BKII04Ast HEPBHYIO U NEPUAEPUIECKY COCYAUCTYIO CETb. TMPOBOAHUKOM MOXHO
YNPaBMsTh, YT0BbI 0BNErUTL U3BUPATENbHYIO YCTAHOBKY ANATHOCTUNECKX UM
TepaneBTUYECKUX kaTeTepoB. JTOT NMPUBOP He NPEAHA3HAYEH ANS UCTIONb30BAHNS B
KOPOHAPHbIX apTepUsX.

113BeCTHbIX ﬂpOTMEOﬂOKaﬁaHMﬂ HeT.

‘ NPEAOCTEPEXEHUA

YCTPOVCTBO JOMKHO UCTIONb30BATLCS TOMBKO Bpayami, BriafeioLLmm
aHrorpacdyeckMmM 1 MHBA3VBHBIMYU NpoLieaypamu. Nepes Ucnonb3oBaHMeM fAaHHOro
M3Aenis HeoBXOAUMO CIIEI0BATL MHCTPYKLMAM.

npOBO/JHMK NOCTaBNAETCA CTEPUIIbHBIM U HEMUPOTeHHbIM, €CINN YNaKoBKa He BCKPbITa UK
He nospexaeHa.

TMpoBOAHMK NpeAHa3Ha4eH TONMbKO ANst OAAHOPa3oBOrO NPUMeEHeHNs. He cTepunuayiite
MOBTOPHO WU He UCMOMb3yiTe NOBTOPHO. Mocne UCMONb3oBaHUS YAANUTE B OTXOAbI B
COOTBETCTBUM C AMPEKTUBAMY NE4EBHOTO 3aBEAEHNS /UNM MECTHbIX OpraHoB BriacTi. He
VCNIONb3YiATe, €CIN YNIakoBKa BCKPbITA MW NOBPEXAEHA.

I'Iepe/:( ncnonb3oBaHWeM NpoBepbTe NPOBOAHMK HA NpeaMeT Kakux-nubo HapyLIJeHVII;I wnn
I'IOBPe)KJJeHVII;I W, eCNn TakoBble MMEITCA, yaanuTe ero B 0TX0AbI.

TMpoBOAHMK HEOBXOAMMO HaNpaBNSTh N0/ PEHTIEHOCKONMYECKMM KOHTpOneM. He
NPOABUraiiTe U He U3BMIEKaiiTe MPOBOAHMK, ECIW Bbl MOYYBCTBYETE CUbHOE
CONPOTUBNEHME, A0 TEX NOp, NOKa NPUYMHA 3TOTO CONPOTUBNEHNS HE YCTaHOBIIEHA.
CrieauTe 3a peakLmeil KOHUMKa NP1 NOBOPOTE MPOBOAHMKA U U3GEraiiTe NoBopaymBaTh
€10 B O/HOM HarpasfeHn1 Goree Tpex pas, KorAa KOHYMK HenopBIxeH. He neperubaiite
KOHYMK NPOBOAHMKA. OTO MOXET NOBPEATL MPOBOAHMK.

NPEOOCTEPEXEHUA

Mpu MCTI0N30BaAHIMN [PYTHX, 0GbIYHO CMOMb3YEMbIX BO BHYTPUCOCYAUCTBIX MPOLIEAYPaX
BCTIOMOraTellbHbIX YCTPOVCTB MPOBEPbTE X COBMECTUMOCTb C MPOBOAHMKOM. Bpay
[DOMKeH BNaZeTb YPECKOXKHBIMU BHYTPUCOCYANCTHIMU METOAAMM U UMETb NpeACTaBneHune
0 BO3MOXHbIX OCTIOKHEHMSX CBA3AHHBIX C 3TOW NPOLieypoil.

npOBO/JHMK MMeeT NOBEPXHOCTb C xopoweﬁ CMasblBaeMOCTbH0, U AUCTanbHY
nNaTUHOBYIO YacTb Cnnpanu HEO6X0}JVIMO YBNaXHUTb Nepea Ucnonb3oBaHneM.

0O6p: M OCTOPOXHO, YTOBbI CHU3NTL PUCK CRY4aNHOTO

nosp g Te BOG[JeI;ICTBMﬁ OpraHU4ecknx pacmopmenelh, TaKux Kak
CMUPT, UMK NEKapCTB Ha NOBEPXHOCTb NPOBOAHIKA T. K. OH MOTYT NOBPEATL NOKPbITUE
w/Mnu NpUBECTY K NOTepe CMa3blBAEMOCTY NPOBOAHNKA.

I'Iepe/: UCnonb3oBaH1eM kakoro-nubo TepaneBTU4eCcKoro 1nu AnarHoCTUYECKOro katetepa
C NMPOBOAHMKOM, yﬁeFLI/ITer, 4TO ero BHyTpeHHI/Il?I AvnameTp COBMECTUM C BHELLUHUM
AvamMeTpoM NPOBOAHMKA.

B0O3MOXHbIe OCNOXHEHUS BKMIOYAIOT, CPean Npoumx: nepdopavyio cocyaa unn
aHeBp13Mbl, Ba3ocrnasM, reMatomy B MecTe A0CTyna, SMEONMH, ULLEMMIO,
BHYTPMMO3rOBOE/BHYTPUYEPENHOE KPOBOM3NUSHIE, NCEBAOAHEBPU3MY, NPUNAZOK,
MHCYMbT, MHAEKLMIo, CMepTb 1 0BpasoBaHme Tpomba.

He crubaiite MPOBOAHWK B OAHOM ¥ TOM )Xe MeCTe HeCKOSbKO pas, 4T0Gbl HE AONYyCTUTb
noBpexaeHna unu pasaeneHns NpoBoAHUKA.

ByabTe 0CTOPOXHBI NPY NPOABWKEHM NPOBOAHIKA NO U3BUMNCTOI COCYANCTON CETH,
YTO6LI He noBpeaunTb NPOBOAHMK.



NOAroTOBKA K MO/Ib30BAHUIO

lMepen n3eneveHneM NPOBOAHMKA YBNAXHNTE rMAPODUIbHBIA CErMEHT NPOMbIBKOA
3aLYWTHOI 06OMOYKM renapuHM3MPOBaHHbIM (U3MONONMHECKUM PACTBOPOM W3 LWNPULA,
NPUKPENNEHHOTO K BTYIKe 3aLLuTHON 0Gonoyku (cM. puc. 1).

YroBbl He MOBPEANTL MPOBOAHMK, OCTOPOXKHO CHAMUTE MPOBOMOYHBIN 3aXUM,
YAEPKMBAIOLLMI MPOBOAHUK HA MECTE B 3aLLMTHOI kaHaBke. OCTOPOXHO u3BnekuTe
NPOBOAHNK, BbITArMBAs €ro U3 3alLuTHo 06onoukn. Ecnv Bl novyscTByeTe
COMPOTUBIEHIE, MOBTOPUTE NPOMBIBKY, MOKa NPOBOAHIK C NErKOCTbIO He BbIAAET 13
3alyyTHoi! 06onoykm. TiaTenbHo NpoBepbTe NPOBOAHMK 11 YEeauTeCh, YTO OH He
NOBPEX/EH.

Ecnv dhopmy KOHUMKa HYXHO U3MEHUTb, OCTOPOXHO COTHUTE AUCTANbHbIN KOHEL,
nanbLiamMu1 1w, 3aKkpyunBasi KOH4MK BOKpYr MaHAPEHa Anst MpuaaHust hopMbl, kak
10Ka3aHo Ha PHC. 2, Noka KOHYYK HE MPUMET HYXHYI0 (hOpMY.

Puc. 1

[LlMcTanbHblit KOHeL NPOBOAHMKa Bryrka sauyutHoit oGoroukit

[pokcumanbHbIi
KOHeL|

[llepxatens nposoga



Puc. 2

MHCTPYKLIMM MO UCNONb30BAHUIO

lMepen BBeAeHeM NPOBOAHMKA B kaTeTep MPOMOIITE NPOCBET KaTeTepa
renap1H131poBaHHbIM (U3MONIOrYECKIM PAcTBOPOM ANs 3aNMBKY KaTeTepa 1
obecrieyeHns NaBHoro NepemeLLeHIs MpoBoAHMKa B kateTepe. K BTymke kateTepa
MOXHO NPUCOEANHUTL reMocTaTn4eckmit Y-06pasHbiii CoeanHuTenb, 4Tobbl 06neryuts
MpOLIECC MPOMBIBKY.

OCTOPOXKHO BBEAUTE AUCTANbHI KOHEL| MPOBOAHIKA B KAaTETEP U NPOABUraiiTe €ro
Bnepen. [ins Toro 4ToGbl 06nerYuTb BBEAEHNE AUCTANBHONO KOHLIA NPOBOAHMKA Hepe3
Y-06paHblil COEAUHUTENL BO BTYIIKY KaTeTepa, Bbl MOXETE UCTIONb30BaTL MHCTPYMEHT
ANs BBEAEHNS MPOBOAHIKA. MpoAsHraiiTe rapodbHbIil MPOBOAHMK [O TEX Nop, noka
€10 MCTaNbHbIN KOHEL| HE OKAXETCS OKOMO AUCTAmbHOTO KOHUa KaTeTepa. OCTOPOXHO
3aTAHUTE remocTaTieckuit Y-06pasHsiit COBAMHUTENb, YTOBbI 3aKPENUTL €0 Ha MeCTe.

MpoBeawTe 3aKkpyunBakLLEE YCTPOVCTBO NO NPOKCUMANLHOMY KOHLIY NPOBOAHUKA B
HY)XHOe NonoxeHue. 3akpennTe 3akpyuBaioLLee YCTPOICTBO HA MeCTe 3aTarvBaH1eM
NOBOPOTHOM Py4kM. 3aKpyuMBaloLLEE YCTPOVCTBO MOXHO NEPELBUHYTL HA APYroe MecTo,
ocnabye NOBOPOTHYIO PYYKy, @ 3aTEM CHOBA 3aTsHyB ee.

Bo Bpewmsi npofBIMKEHUS N0 COCYAUCTON ceTh ocnabbTe remoctatuyeckuit Y-06pasHbiit
COeQMHNTENb W NPOABUraiiTe MPOBOAHMK BpaLLaTembHbIM ABIKEHUEM, NOBOPa4MBas
3aKkpy4BaloLLee YCTPOICTBO B TOM UMM MHOM HanpasneHuy, 4Tobbl 0bnerynts BbiGop
cocyaa. [insi Toro 4toBbl 06neryuTb NPOABIKEHNE KaTeTepa, OCTOPOXHO BpaLLaiiTe
NPOBOAHIK NO Mepe NPOABUKEHNS BNepes.

Mocre KaxXgoro Nonb3oBaHis NPOMOVATE MPOBOAHMK B BAHHOMKE C renapuH1anpoBaHHbIM
(h13MONOrM4ecKkiM PacTBOPOM, OCTOPOXKHO MPOTPUTE Ero CTEPUIILHOI BIAaXHOI Mapnel,
a 3aTeM MOMECTHTE B BaHHOUKY C renapiH13npoBaHHbIM (h13MONOTMYECKVM PACTBOPOM
MW B MPOMBITYIO 3aLLUTHYIO 06ONONKY, 4TOBLI COXpaHUTL FAPOMUNBHYI0 TOBEPXHOCTL BO
BMaXHOM COCTOSIHUM [10 CTe/yIOLLIEro NCMONb30BaHNS.

[ XPAHEHVE

Bo Bpewmst xpaHeHWst He AonyckaiTe BO3AENCTBIS BOAbI, COMHEYHbIX Ny4el,
3KCTPEMarbHbIX TEMMEPATYP U BbICOKOM BNAXHOCTU. XpaHuTe NPOBOAHMK Npu
KOHTpONMpyemoil koMHaTHo Temnepartype. CPoK roHOCTU U3AENNS YKkasaH Ha aTUKeTKe.
He nonb3ayiTech yCTPONCTBOM NO UCTEYEHMI CPOKA FOAHOCTH.

[ MATEPHATI |
[MpoBOAHNK He copepxvT natekca nu matepuanos MBX.

[raPAHTYS |
Kowmn: . rapaHTUpYeT, 4To NPUBOp BbiN CNPOEKTUPOBAH W U3rOTOBNEH
¢ ao. . OTa rapaHTVUsi JaeTcst BMECTO NMKoObIX APYTiX rapaHTwil

1 uckntoyaeT niobble Apyrve, He ykasaHHble B AaHHOM OKyMeHTe B npsiMoi (hopme
rapaHTuu, BbIp: wunu nogpasy 3aKOHOM WM KaKUM-TNGO MHBIM

06pasom, BKrio4as, Cpean npoumx, kakue Gbl To Hit BbINO NoapasyMeBaeMble rapaHTUn
MPUrOAHOCTI MK cooTBETCTBIS. OBpallieHu e, XpaHeHe, Y1CTKa 1 CTepunm13aLms
YCTPOIACTBA, & Takke (aKkTopbl, CBA3aHHbIE C NALMEHTOM, AUArHO30M, NeYeHeM,
XMpYPrU4eCKoil MpoLieaypoit 1 mp., He 3aBucsLyve oT komnaxum MicroVention,
HenocpeCTBEHHO BINSIKOT Ha YCTPOICTBO U Pe3yNbTaThl UCMIONb30BAHNS YCTPOICTBA.
06si3atenscTBa komnatun MicroVention no aaHHoi rapaHTii OrpaHUYeHbl PEMOHTOM
N1 3aMeHOI aHHOTO YCTPOIACTBA, U Komnakusi MicroVention He GyaeT Hecti
OTBETCTBEHHOCTM HY 32 KaKue CyyaliHble Ui KOCBEHHbIE YBbITKY, yilep6 unn 3aTpathl,
NPSIMO MMM KOCBEHHO BO3HYKLLUME B pe3ynbTaTe CNOMb3oBaHMs 3TOrO YCTPOICTBA.
Komnahus MicroVention He GepeT Ha cebsi 0TBETCTBEHHOCTb W He 4aeT NpaB HUKakomy
[npyromy yenoseky 6paTb Ha cebs kakyto-nbo Apyryio un JONONHUTENbHYHO
OTBETCTBEHHOCTb B OTHOLLEHUY 3TOr0 YCTpoiicTBa. Komnanus MicroVention He 6epeT Ha
cebst Hukakoit OTBETCTBEHHOCTY B OTHOLLEHIM MOBTOPHOTO MOMNb30BaHMs, nepepaboTki
1MW MOBTOPHOI CTEPUN3ALIAM YCTPOUCTBA 1 HE AAET HUKAKUX rapaHTUIA, BbIDaXEHHBIX
MW NOfPa3yMeBaeMblX, B OTHOLLEHN, CPEAY MPOYETo, MPUTOAHOCTM UM COOTBETCTBUS
npeArnonaraeMoMy UCromNb30BaHuio AaHHOTO YCTPOVCTBa.

LleHb!, cneundukaLimn u Hanuume Moaeni MoryT BbiTb M3MeHeHb! 6e3 yBeoMIeHNs.
© Copyright 2022 MicroVention, Inc. Bce npasa 3aLyyLeHbl.

MicroVention — 310 04epHee NPeANPUATUE, NONHOCTbIO NPUHAANEXALLEE KoMNaHU
Terumo Medical Corporation.
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English
Chaperon® Guiding Catheter System
Chaperon® Guiding Catheter
Instructions for Use

DEVICE DESCRIPTION

The Chaperon Guiding Catheter System consists of a Guiding Catheter and Inner
Catheter. The Guiding Catheter, also available individually, can be used with a guidewire
or combined with the Inner Catheter to access the neuro and peripheral vasculature.

The Guiding Catheter is designed to facilitate passage of intravascular devices through
the vasculature. The Guiding Catheter is a non-tapered, braid-reinforced, variable
stiffness catheter with a pre-shaped distal segment and incorporates a radiopaque
marker located approximately 2 mm proximal to the distal tip.

The Inner Catheter, if supplied, is designed to facilitate advancement of the Guiding
Catheter through the vasculature. The Inner Catheter is a braid-reinforced, variable
stiffness catheter with a pre-shaped distal segment. The distal end of the catheter is
coated with a hydrophilic polymer and the proximal end contains a Luer lock adapter for
connection to the Guiding Catheter hub.

Both Guiding Catheter and Inner Catheter are fabricated with various pre-shaped tips. An
example is illustrated below.

Guiding Catheter

Soft tip in reli
/ Strain relief Catheter hub

Inner Catheter
Luer lock adapter

/\_ﬂ \EEE

Hydrophilic coating

The maximum injection pressures are listed in the following table.

Product Size Maximum Pressure of
_ Inner Catheter Inner Catheter
5F 4F 750 psi
6F 5F 1000 psi
[CONTENTS |
The Guiding Catheter is packaged individually or combined with the Inner Catheter.
[ INDICATIONS FOR USE |

The Chaperon Guiding Catheter System and Chaperon Guiding Catheter are intended for
general intravascular use, including the neuro and peripheral vasculature. The Chaperon
Guiding Catheter System and Chaperon Guiding Catheter can be used to facilitate
introduction of diagnostic or therapeutic devices. The Chaperon Guiding Catheter System
and Chaperon Guiding Catheter are not intended for use in coronary arteries.



[ CONTRAINDICATIONS \
There are no known contraindications.

[cAuTION ‘
RX Only: Federal law (USA) restricts this device to sale by or on the order of a physician.

[ WARNINGS |

The device should only be used by physicians who are familiar with angiographic and
interventional procedures. It is important to follow the instructions for use prior to using
this product.

The device is provided sterile and non-pyrogenic unless the unit package is opened or
damaged. Do not use if the packaging is breached or damaged.

The device is intended for single use only. Do not resterilize and/or reuse the device.
After use, dispose in accordance with hospital and/or local government policy.

Inspect the device prior to use for any irregularities or damage and discard if observed.
The device should be manipulated under fluoroscopic guidance. Do not advance or
withdraw the device when excessive resistance is met until the cause of resistance is
determined. Do not use with Ethiodol or Lipiodol contrast media, or other such contrast
media which includes the components of those agents.

[ PRECAUTIONS

Verify the device compatibility when using other ancillary devices commonly used in
intravascular procedures. Physician must be familiar with percutaneous, intravascular
technique and possible complications associated with these procedures.

Exercise care in handling the device to reduce the chance of accidental damage. Do
not expose the device to organic solvents such as alcohol or medications, which might
damage the device.

Potential complications include, but are not limited to: vessel or aneurysm perforation,
vasospasm, hematoma at the site of entry, embolism, ischemia, intracerebral/intracranial
hemorrhage, pseudoaneurysm, seizure, stroke, infection, thrombus formation, and death.

Extreme care must be taken to avoid damage to the vasculature through which the
device passes. The device may occlude smaller vessels. Care must be taken to avoid
complete blood flow blockage.

Torquing a kinked device excessively may result in separation of components from
the device. Do not continue to use the device if it is severely kinked from any cause
and withdraw the entire system (the device and guidewire, and sheath introducer if
necessary).

Exercise care when manipulating the device in tortuous vasculature to avoid damage to
the device.
\ PREPARATION FOR USE

Gently remove the Guiding Catheter and the Inner Catheter (if applicable) from its
packaging. Inspect the devices to ensure they are not damaged. If damage is detected,
do not use and replace with another device.

Hyd_ting on the Inner Catheter (if applicable) by soaking it in
heparinized saline prior to introduction into the Guiding Catheter.

Purge the catheter lumens by flushing with heparinized saline prior to use.
Introduce the Inner Catheter (if utilized) into the Guiding Catheter completely and secure

the devices together by rotating the Luer lock adapter of the Inner Catheter onto the
Guiding Catheter hub. Do not use the device if extreme friction is detected.
Note: To maintain a continuous flush through the Guiding Catheter lumen, a rotating

hemostatic valve (RHV) may be attached to the Guiding Catheter hub. If an Inner Catheter
is used, it should be placed through the RHV and Guiding Catheter.



‘ DIRECTIONS FOR USE

Carefully insert the Guiding Catheter System or Guiding Catheter through the introducer
sheath and advance into the vasculature over a 0.035" or 0.038" guidewire.

If an Inner Catheter is not used, set up a continuous heparinized saline flush through
the sidearm of a rotating hemostatic valve attached to the Guiding Catheter hub. It is
recommended that continuous heparinized saline flush be maintained between the
Guiding Catheter and any intraluminal device passed coaxially through it.

Under fluoroscopic guidance, advance or withdraw the Guiding Catheter System or
Guiding Catheter over the guidewire until the desired position is attained. If injecting
through the Inner Catheter at this point, remove the guidewire and aspirate the Inner
Catheter lumen with a syringe prior to injection. If injecting through the Guiding Catheter,
remove the Inner Catheter and guidewire and aspirate the Guiding Catheter lumen with a
syringe prior to injection.

Slowly remove the Inner Catheter (if utilized) and guidewire prior to introduction of other
intravascular devices.

STORAGE

Avoid exposure to water, sunlight, extreme temperatures and high humidity during
storage. Store the device under controlled room temperature. See the product label for
the device shelf life. Do not use the device beyond the labeled shelf life.

[ MATERIALS

The device does not contain latex or PVC materials.

[ WARRANTY

MicroVention, Inc. warrants that reasonable care has been used in the design and
manufacture of this device. This warranty is in lieu of and excludes all other warranties
not expressly set forth herein, whether expressed or implied by operation of law or
otherwise, including, but not limited to, any implied warranties of merchantability or
fitness. Handling, storage, cleaning and sterilization of the device as well as factors
relating to the patient, diagnosis, treatment, surgical procedure and other matters
beyond MicroVention’s control directly affect the device and the results obtained from its
use. MicroVention’s obligation under this warranty is limited to the repair or replacement
of this device and MicroVention shall not be liable for any incidental or consequential
loss, damage or expense directly or indirectly arising from the use of this device.
MicroVention neither assumes, nor authorizes any other person to assume for it, any
other or additional liability or responsibility in connection with this device. MicroVention
assumes no liability with respect to devices reused, reprocessed or resterilized and
makes no warranties, expressed or implied, including, but not limited to, merchantability
or fitness for intended use, with respect to such device.

Micropimaii

Ethiodol and Lipiodol are trademarks of Guerbet S.A.

» on® are registered trademarks of MicroVention, Inc.

Prices, specifications and model availability are subject to change without notice.
© Copyright 2022 MicroVention, Inc. All rights reserved.



Russian/Pycckuit
CucTtem HanpasnsioLLero katetepa Chaperon®
Hanpasnsiowwmii katetep Chaperon® UHcTpykuus
Mo NPUMEHEHMI0

[ OMUCAHHE YCTPOCTBA

Cucrema HanpasnawLlero katetepa Chaperon COCTOMT U3 HanpasnatLLero karetepa n
BHYTPEHHEro katetepa. Hanpaanﬂrou.mﬁ KaTteTep Takke NoCTaBnAeTCa UHANBUAYANbHO U
MOXET UCNOoNb30BaTLCA C NPOBOAHWUKOM WM BHYTPEHHUM KaTeTepom And JoCTyna B
HEPBHYIO U NepUcepUIEckyio COCYANCTYIO CeTb.

HanpasnsioLLwi KkaTeTep obneryaeT NPOXOXAEHUE BHYTPUCOCYANCTBIX YCTPOICTB MO
COCYAVMCTON CETH. HANPaBMSIOLLMIA KAaTETep — 3TO HEKOHMYECKWI OMNETEHHBIN KaTeTep
M3MeHSIEMOV XECTKOCTH C 3apaHee CO3AaHHOi (OpMOit AUCTANBHOTO CErMeHTa,
KOTOPbIit COREPXUT PEHTIEHOKOHTPACTHYIO METKY MPUMEPHO 2 MM NPOKCUMaTbHO
AUCTanbHOMY KOHLLY.

BHYTpeHHuit KaTeTep, ecnv npunaraeTcs, NpeAHasHaqeH Ans 0GnerveHns NpoaBIKeHus
HanpaBnSIoLLEro kaTeTepa B COCYAUCTON CETU. BHYTPEHHNIA KaTeTep — 3TO ONNeTEHHbIi
KaTeTep U3MeHsIeMON XECTKOCTH C 3apaHee CO3AaHHOi (opMOit AUCTANBHONO CErMeHTa.
[luctanbHblit KoHeL, kateTepa NoKPbIT rAPOhUbHLIM NOMMEPOM, a Ha
NPOKCMMANLHOM KOHLIE YCTAHOBIIEH ajjanTep ¢ Hacaakoi Mlioapa Anst NpUCOSANHEHNS K
BTYNKE HANPaBMsIOLLETO KaTeTepa.

W Hanpaensiowwwit kaTeTep, v BHYTPEHHUI KaTETEP BbINYCKAKTCA C Pa3uiHbIMU
3apaHee co3faHHbIMM (popMamMm KOHYMKOB. Ha crieflyloLem pucyHke 13obpaxeH npumep
KaTeTepos.

HanpaensioLWi KaTeTep

Ycrpoiictso ans
MarKkuit KoHumK CHATUSA HanpsiKeHns
Brynka katetepa

BHyTpeHHuit kaTeTep

AnanTep ¢ Hacaakoit Jloapa

/.\_ﬂ \EEJ

uapocunbHOE NoKpbITHE

MakcumanbHble AaBneHus BBEAEHWS NpUBEAEHbI B CJ'IeFlyIOIJ.leM TaGJ'II/ILLe.

Paswmep uspenus MakcumanbHoe
[iaBneHue
BHewHwi katetep | BHyTpeHHu kaTeTep BHYTPEHHEro KaTetepa
4F 5171 kPa (750 cpyHT Ha kB. fitoiim)
6F 5F 6895 kPa (1000 dyHT Ha KB. Atoiim)

| copePXVMOE

npOBO/JHMKOBbIP! KaTeTep nNocTaBnAeTCs B MH/JMBM,ClyaJ'IbHOVI ynakoBke unv BMecTe ¢
BHYTPEHHWUM KaTeTepoMm.

[ HASHAYEHHE

HanpaBnsIoLLWi KaTeTep v kaTeTepHasi cucTema Chaperon npeaHasHayeHsl Ans oBLuero
BHYTPUCOCYAMCTOrO BMELLIATENbCTBA, BKIIOYas HEPBHYIO 1 neputepuieckyto
COCYAUCTYIO CETb. HANPaBNSIOLLWI KaTeTep 1 kaTeTepHas cuctema Chaperon moryT
VCTIONb30BATLCS ANA 0BMErdeHs BBEAEHNS ANATHOCTUYECKUX MK TEPaneBTUYECKUX
YCTPOIACTB. HaNpaBASIOLLMIA KaTeTep 1 kaTeTepHas cuctema Chaperon He
npefHasHayeHbl AN MCTIONb30BAHNUA B KOPOHAPHBIX apTEPHSIX.



NPEANOCTEPEXEHUA

Mpy 1cronb30BaHMM APYTUX, 0BLIHHO UCTIONb3YEMbIX BO BHYTPUCOCYAUCTbIX MPOLEAYPaX
BCTIOMOraTesbHbIX YCTPOICTB, MPOBEPLTE WX COBMECTAMOCTb C YCTPOICTBOM. Bpay
[OMKEH BNAZETb YPECKOKHBIMIN BHYTPUCOCYANCTBIMU METOAAMU U UMETH NpeACTaBnexne
0 BO3MOXKHbIX OCTIOXHEHMSIX, CBA3aHHbIX C STUMM NPOLiEAYpamMu.

OBpalyaitTech C yCTPONCTBOM OCTOPOXKHO, 4TOBbI CHU3UTL PUCK CIyYaiHoro
noBpexaeHna. He /:Lonycxaﬁ're EOS/JEVICTBMR OpraHn4eckux paCTBOpMTeJ‘IeVI, Takux
KaK CnupT Unu nekapcTea, Ha NOBEPXHOCTb MPOBOAHMKaA T. K. OHW MOTYT NMOBpPeauUTb
YCTPOWCTBO.

B03MOXKHbIE OCTIOKHEHMS BKIIOYAIOT, CPEAV NPOYX, MepcopaLuio cocya

WY aHEBPM3MbI, Ba30CMa3M, reMaToMy B MecTe 0CTyna, 3MGonuio, niemnio,
BHYTPMMO3roBOE/BHYTPUYEPENHOE KPOBOUNUSHIE, NCEBLOAHEBPIU3MY, MPUMaZOK,
MHCYMbT, MHekyyio, o6pasosaHue Tpomba 1 cMepTb.

Heo6xoanmo cobniofathb Ype3BblyaiiHyio 0CTOPOXHOCTb, YTOBLI HE NOBPEANTL COCYAbI,
110 KOTOPbIM NPOBOANTCS YCTPOVCTBO. YCTPOICTBO MOXET 3akyropuTh Menkue cocyabl.
Heo6xoanmo cobntofatb 0CTOPOXKHOCTb, HTOBbI He 4OMYCTUTH MOMHYI0 3aKyMOpKy
KpOBOTOKa.

YpesmepHoe 3akpyuMBaH#e MeperHyToro yCTpOiCTBa MOXET BbI3BaTb OTCOEVHEHIE
KOMMOHEHTOB OT YCcTpoiicTea. Ecnn no kakoit-nubo npumHe YCTPOIACTBO CUMBHO
neperHeTcs, npekpaTuTe Monb3oBaHu1e YCTPOCTBOM 1 U3BMEKUTE U3 COCY/a BCH CUCTEMY
(yCTPOWMCTBO ¥ NPOBOAHMK, @ TaKKe UHTPOABIOCEP, ECTIN 3TO HEOBXOAMMO).

ByAbTe 04eHb OCTOPOXHbI MPY NPOBEAEHNN YCTPOVCTBA HEPE3 U3BUIUCTYHO COCYANUCTYI
ceTb, 4TOGbI HE NMOBPEANTH YCTPOACTBO.

‘ NOAroTOBKA K MONb30BAHUIO

OCTOPOXHO M3BNEKNTE HaNPaBNAIOLLWIA KATETEP U BHYTPEHHWIA KaTeTep (ecnn

OH NpunaraeTcs) u3 ynakokin. OcMOTpuTe YCTPOACTBA M YBEANTECH, YTO OHI HE
noBpexaeHsbl. Ecnu Bbl OGHapy)KI/ITe nospexaexuns, He I/ICI'IOJ'leyﬁTe 910 yCTpOI;ICTBO n
BO3bMWTE HOBOE.

Mepen BBeAEHWEM B HAMPaBNSIOWWIA KaTeTep YBNAXHUTE TMAPODUNLHOE MOKPbITUE
BHYTPEHHETO KaTeTepa (CM OH MpUnaraeTcs), 3aMOYMB €10 B renapuHU3NPOBaHHOM
(h13UONOTUYECKOM PACTBOPE.

Mepea ucnonb3oBaH1eM NPOMONTe MPOCBET KaTeTepa renapuHUaVpoBaHHbIM
(U3MONOTUYECKIM PACTBOPOM.

Enu Bbl NONb3yeTech BHYTPEHHIIM KAaTETEPOM, NOSHOCTHHO BBEAUTE €r0 B HaNPaBioLLMi
KaTeTep 1 3akpenuTe KaTeTepbl BMECTe, 3akpyTUB afanTep ¢ Hacaakoi Jlioapa

Ha BHYTPEHHEM KaTeTepe Ha BTYIIKY HanpaBnsioLLero KkaTeTepa. He nonb3yiirecs

yCTpOid BCTBYETE CUMbHOE COMPOTUBNEHME.
Hpmmmu MOAAEPXKMBATL HENPEPbIBHbIN MOTOK Yepes MpoceeT
HanpaBnSIoLLEro katetepa, Bbl MOXETE NPUCOSAMHNTS K BTYMKE HaNpaBnsioLero

KkaTeTepa reMocTaTiyeckuii oBOPOTHBIN knana (RHV). Ecnv Bbl cnonbayete
BHYTPEHHWI kaTeTep, ero Heobxoaumo nposoauTs Yepes RHV 1 Hanpaensiowmi kateTep.



‘ WHCTPYKLWW NO UCNONb30BAHUIO

OCTDpO)KHO BBeAUTE CUCTEMY HanpaenAOLLEro Kkatetepa um Hanpasnmou.l,mﬁ katetep B
VHTPOZABIOCEP U NPOABUTaiiTe €ro B COCYAUCTYHO CETh N0 NpoBoAHHMKY 0,89 MM
(0,035 aroitm) unm 0,97 mm (0,038 proim).

ECrnv Bbl He MONb3yeTeCh BHYTPEHHUM KATETEPOM, YCTAHOBUTE HEMPEPbIBHbIi

MOTOK renapuHU3VPOBAHHOTO (HU3MOMNOTMYECKOTO pacTeopa Yepes GoKoBOI 0TBOA
TEMOCTATIYECKOrO NOBOPOTHOTO Kranaka, 3akpenneHHoro Ha BTYIIKe HanpaensioLLero
kaTeTepa. PexoMeHayeTcs, YToBbl MEXay MPOBOAHMKOBLIM KaTETEPOM U 1H0BLIM
BHYTPUNPOCBETHbIM YCTPOACTBOM, IPOBEAEHHbIM YEPES HEro KOAKCHaNbHO,
TOAAEPKMBANCS HEMPEPbIBHbIA NOTOK renapuH3MPOBAHHONO (U3MONOTUYECKOTO
pacTeopa.

Moz PEeHTTEHOCKONMYECKIM KOHTPOMIEM MPOABHTaliTe CUCTEMY HAMPABNSIOLErO
KaTeTepa Uni HanpaBMSIOLLMIA KaTeTep BIEPeA Ui Hasag no MPOBOAHHKY A0
LOCTWKEHMS HYXHOTO NONOXeHus!. ECTM B 3TOT MOMEHT BBEAEHIE NPOBOANTCS Yepe3
BHYTPEHHMUIA KaTeTep, NPOBOAHNK HEOBXOAUMO YAANUTL U NEPef BBEAEHNEM
acmMpupoBaTh MPOCBET BHYTPEHHETO kaTeTepa LnpuLem. Ecrn BBeaeHIE MpoBoANTCS
Yepes HanpaBnsioLLil kaTeTep, BHyTPEHHWI KaTeTep v MPOBOAHUK HEOBXOAUMO
YAanUTb ¥ Nepes BBEAEHWEM acupupoBaTh NMPOCBET HANPaBMSIOLLEro KaTeTepa
wnpuLem.

MefineHHO 13BMEeKUTE BHYTPEHHWI KaTeTep (ECTIM Bbl UM MONb3YETECH) 1 MPOBOSHMK

XPAHEHUE

Bo Bpemst xpaHeHusi He JonycKaiiTe BO3AENCTBUS BOAbI, CONHEUHbIX Nyyel,
3KCTPEMarbHbIX TEMMEPATYP U BbICOKOV BIAaXHOCTU. XpaHuTe npubop npu
KOHTPOMMPYEMOV KOMHATHOI TemMnepaType. Cpok rOAHOCTY U3AENVS YKa3aH Ha ATUKETKE.
He nomb3yiiTech yCTPOMCTBOM MO UCTEYEHIM CPOKA TOAHOCTH.

[ MATEPHATBI

YcTpoiicTBO He coaepxuT natekca unu MBX.
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