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English
SOFIA™ Catheter
Instructions for Use

Carefully read all instructions prior to use.

DEVICE DESCRIPTION

The SOFIA Catheter is a non-tapered, single-lumen, flexible catheter equipped with the coil and the braid
reinforcement. The distal segment is steam-shapeable to facilitate vessel selection and also has a hydrophilic

coating for navigation through the vasculatures. The radiopaque marker is located at the distal end of the
catheter for visualization under fluoroscopy.

Catheter Size

SOFIA Flow 70 6F

SOFIA 70 6F

SOFIA Flow 55 5F

SOFIA 55 5F
CONTENTS

One Catheter

One Introducer Sheath
One Shaping Mandrel
INTENDED PURPOSE

The SOFIA Catheter is indicated for general intravascular use, including the neuro and peripheral vasculature.
The SOFIA Catheter can be used to facilitate introduction of diagnostic or therapeutic agents. The SOFIA
Catheter is not intended for use in coronary arteries. Moreover, the SOFIA Catheter is intended for use in
removal/aspiration of emboli and thrombi from selected blood vessels in the arterial system, including the
peripheral and neuro vasculatures.

CONTRAINDICATIONS

There are no known contraindications.

CAUTION

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

Do not use if pouch is opened or damaged.

This device is intended for single use only. Do not reuse, reprocess or resterilize. Reuse, reprocessing or
resterilization may compromise the structural integrity of the device and/or lead to device failure which, in turn,
may result in patient injury, illness, or death. Reuse, reprocessing, or resterilization may also create a risk of
contamination of the device and/or cause patient infection or cross-infection, including, but not limited to, the
transmission of infectious disease(s) from one patient to another. Contamination of the device may lead to injury,
illness or death of the patient.

After use, dispose in accordance with hospital, administrative and/or local government policy.

WARNINGS

The SOFIA Catheter should only be used by physicians who have received appropriate training in interventional
techniques.

The SOFIA Catheter is provided sterile and non-pyrogenic. Do not use if the packaging is breached or damaged.
Inspect the SOFIA Catheter prior to use. Do not use the device if any damages or irregularities are observed.
Appropriate anti-coagulation and anti-platelet therapy should be administered per standard medical practice.

The SOFIA Catheter 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 the SOFIA Catheter with Ethiodol or Lipiodol contrast media or other such contrast media which
includes the components of those agents.

Do not use organic solvents as the device may be damaged.

Do not exceed 2070 kPa (300 psi) maximum recommended infusion pressure. Excess pressure may damage the
device or injure the patient. Carefully monitor placement of the distal tip when using a power injector to infuse.

Do not make more than 90 degree angle on the Shaping Mandrel. Steaming of the distal tip with more than 90
degree angle may result in damage to the device.

Do not steam the same device more than once, which may result in damage to the device.

Torquing the SOFIA Catheter excessively while kinked may damage the device resulting in separation of the
device. Withdraw the entire device (the device, microcatheter, and guidewire) if the device is severely kinked.

The Introducer Sheath is not intended for use inside the patient body. Ensure that the Introducer Sheath is
removed from the SOFIA Catheter once the distal shaft of the SOFIA Catheter is placed inside the patient body.

Excessive aspiration with the distal tip of the SOFIA Catheter covered by the vessel wall may cause vessel
injury. Carefully investigate location of the distal tip under fluoroscopy prior to aspiration.

Do not attempt to clear the inner lumen of the SOFIA Catheter by infusion while keeping the device in the patient
body.

When flow from the lumen stops or becomes stagnant during aspiration, do not attempt to clear the inner lumen
of the SOFIA Catheter by infusion while keeping the device in the patient body.

PRECAUTIONS
Exercise care in handling the SOFIA Catheter to reduce the chance of accidental damage.

Verify compatibility of the SOFIA Catheter when using other ancillary devices commonly used in intravascular
procedures. The physician must be familiar with percutaneous, intravascular techniques and possible
complications associated with the procedure.

Use caution when manipulating the SOFIA Catheter in tortuous vasculature to avoid damage. Avoid advancing or
withdrawal against resistance until the cause of resistance is determined.

Presence of calcifications, irregularities, or other devices may damage the SOFIA Catheter and potentially affect
its insertion or removal.

Maintain perfusion of heparinized saline for inner lumen of the SOFIA Catheter to prevent thrombus formation.

If removed from the patient, the hydrophilic coating on the SOFIA Catheter should be hydrated with heparinized
saline. Do not allow the coating to dry.

POTHARAE ML R i

Pote M IRERIEER but are not limited to: vessel or aneurysm perforation, vasospasm, hematoma at
the site of entry, embolism, ischemia, intracerebral/intracranial hemorrhage, pseudo aneurysm, seizure, stroke,
infection, vessel dissection, thrombus formation, and death.

Users and/or patients should report any serious incidents to the manufacturer and the Competent Authority of
the Member State or Local Health Authority in which the user and/or patient is established.

COMPATIBILITY

Refer to product label for device dimensions. Use the information on labeling provided with other devices
to determine device compatibility. When using the SOFIA Catheter as a single guiding catheter, choose the
appropriate size of a femoral sheath, referring to product label for catheter dimensions.

PREPARATION FOR USE
1. Carefully remove the SOFIA Catheter and the Introducer Sheath from the package.

2. Inspect the SOFIA Catheter for any damage.
WARNING: Do not use the device if any damages or irregularities are observed.

If steam shaping is desired, use the technique outlined in step 3. Otherwise proceed to step 4.

3. STEAM SHAPING
a. Bend the Shaping Mandrel for desired shape.
WARNING: Do not make more than 90 degree angle on the Shaping Mandrel. Steaming of the
distal tip with more than 90 degree angle may result in damage to the device.
Carefully insert the Shaping Mandrel into the distal tip of the SOFIA Catheter.
Hold the distal segment together with the Shaping Mandrel and steam it for 30 seconds.
Immediately place the shaped distal segment into heparinized saline to set the shape.
Inspect the distal shaft for any damage.
WARNING: Do not use the device if any damages or irregularities are observed.
f. Remove the Shaping Mandrel from the SOFIA Catheter.
Do not use the device if any damages or irregularities are observed.
WARNING: Do not steam the same device more than once, which may result in damage to the
device.

© 0o

4. Flush the lumen of the SOFIA Catheter with heparinized saline. Attach a rotating hemostatic valve (RHV)
to the proximal hub of the SOFIA Catheter. Set up the line for perfusion of heparinized saline through the
sidearm of the RHV.

5. Hydrate the hydrophilic coating on the SOFIA Catheter with heparinized saline before use. Keep the coating
hydrated and do not allow the coating to dry.

IFU100160 Rev. A 1 MicroVention



DELIVERY OF THE SOFIA CATHETER

6. Go to step 7 or 8, depending on the situation described below and choose appropriate devices for navigation
of the SOFIA Catheter.

7. Navigation through the vasculature, except for the intracranial vasculature

a. Prepare 0.035” or 0.038” Guidewire for navigation of the SOFIA Catheter.

b. Insert the guidewire into the SOFIA Catheter and advance the Guidewire until the Guidewire and
the SOFIA Catheter are aligned at the distal end.

c. Using the Introducer Sheath provided in the package, carefully insert the SOFIA Catheter and the
Guidewire through a hemostatic valve of the femoral sheath.

d. Remove the Introducer Sheath from the SOFIA Catheter once the distal shaft of the SOFIA
Catheter is placed inside the patient body.

WARNING: Introducer Sheath is not intended for use inside the patient body.

e. Under fluoroscopic guidance, advance or withdraw the SOFIA Catheter over the guidewire until
desired position is attained or before the intracranial position is achieved. Select vessels by
slowly torquing the SOFIA Catheter if necessary.

WARNING: Do not advance or withdraw the device when excessive resistance is met until the
cause of resistance is determined.

WARNING: Torquing the SOFIA Catheter excessively while kinked may damage the device
resulting in separation of the device. Withdraw the entire device (the device, Microcatheter, and
Guidewire) if the device is severely kinked.

WARNING: Do not exceed 2070 kPa (300 psi) maximum recommended infusion pressure.
Excess pressure may damage the device or injure the patient. Carefully monitor placement of
the distal tip when using a power injector to infuse.

Approximate Nominal Flow Rates at 100 and 300 psi Infusion Pressure
Catheter
Saline 60% Contrast 76% Contrast
100 psi 300 psi 100 psi 300 psi 100 psi 300 psi
Sofia 5F
115cm 11.5 206 9.9 17.9 7.7 16.2
mb/sec mL/sec mb/sec mL/sec mb/sec mL/sec
100 psi 300 psi 100 psi 300 psi 100 psi 300 psi
Sofia 5F
125¢cm 11.9 20.7 95 17.0 7.7 16.4
mL/sec mL/sec mL/sec mL/sec mL/sec mL/sec
100 psi 300 psi 100 psi 300 psi 100 psi 300 psi
Sofia 6F
115¢m 19.0 37.0 18.0 32.0 16.0 30.0
mL/sec mL/sec mL/sec mL/sec mL/sec mL/sec
100 psi 300 psi 100 psi 300 psi 100 psi 300 psi
Sofia 6F
125¢m 19.0 36.0 18.0 32.0 15.0 30.0
mL/sec mL/sec mL/sec mL/sec mL/sec mL/sec
100 psi 300 psi 100 psi 300 psi 100 psi 300 psi
Sofia 6F
131cm 19.0 36.0 18.0 32.0 15.0 30.0
mL/sec mL/sec mL/sec mL/sec mL/sec mL/sec
100 psi 300 psi 100 psi 300 psi 100 psi 300 psi
Sofia 6F
135¢m 19.0 36.0 17.0 31.0 15.0 28.0
mL/sec mL/sec mL/sec mL/sec mL/sec mL/sec
f. Go to step 8 for navigation through the intracranial vasculatures. Otherwise proceed to step 9.
8. Navigation through the intracranial vasculature
a. Prepare Microcatheter and compatible Guidewire for navigation of the SOFIA Catheter.
b. Slowly remove, if any, devices previously inserted in the SOFIA Catheter. Insert the Microcatheter
with the Guidewire into the SOFIA Catheter.
c. Under fluoroscopic guidance, advance or withdraw the SOFIA Catheter over the Microcatheter

and the Guidewire until desired position is attained. Select vessels by slowly torquing the SOFIA
Catheter if necessary.

WARNING: Do not advance or withdraw the device when excessive resistance is met until the
cause of resistance is determined.

WARNING: Torquing the SOFIA Catheter excessively while kinked may damage the device
resulting in separation of the device. Withdraw the entire device (the device, Microcatheter, and
Guidewire) if the device is severely kinked.

WARNING: Do not exceed 2070 kPa (300 psi) maximum recommended infusion pressure.
Excess pressure may damage the device or injure the patient. Carefully monitor placement of
the distal tip when using a power injector to infuse.

9. Slowly remove the Guidewire or the Microcatheter if necessary. Make sure that continuous perfusion of
heparinized saline is maintained through the sidearm of the RHV.
NOTE: The Microcatheter used to navigate the SOFIA Catheter may be kept for the rest of procedure.

ASPIRATION THROUGH THE SOFIA CATHETER WITH SYRINGE

1. Under fluoroscopic guidance, make sure that the distal tip of the SOFIA Catheter is located in a straight
portion of the vessel. Reposition the distal tip if necessary. Refer to Figure-1 for location of the distal tip.
WARNING: Do not advance or withdraw the device when excessive resistance is met until the cause of
resistance is determined.
WARNING: Torquing the SOFIA Catheter excessively while kinked may damage the device resulting in
separation of the device. Withdraw the entire device (the device, Microcatheter, and Guidewire) if the device
is severely kinked.

_No ) VES J
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2. Make sure the distal tip of the SOFIA Catheter is engaged with the emboli or thrombi under fluoroscopy.

X 2% roxmallgnd of the SOFIA Catheter, remove the perfusion line and attach a stopcock with 30 cc or 60
Téng earm of the RHV.

Figure-1

w

. Tighten the RHV.
. With the stopcock closed pull and lock the plunger of the syringe.
. To begin aspiration, open the stopcock.

. Make sure that the syringe aspirates blood, emboli, or thrombi through the system. Close the stopcock if the
syringe does not aspirate any blood, emboli, or thrombi, or slow aspiration is observed. Carefully investigate
the cause of the restriction and reposition the distal tip if necessary. If blood, emboli, or thrombi is stuck in
the SOFIA Catheter remove the entire device (the device, Microcatheter, and Guidewire) and clear the inner
lumen. If restriction still remains and the distal tip of the SOFIA Catheter has been repositioned correctly,
close the stopcock, re-attach the syringe, and resume aspiration. Maintain aspiration to make sure the
emboli or thrombi remains fully engaged with the distal tip of the SOFIA Catheter. With the emboli or thrombi
fully engaged pull back the SOFIA Catheter out of the patient body.

WARNING: Excessive aspiration with the distal tip of the SOFIA Catheter covered by the vessel wall may
cause vessel injury.

WARNING: Do not attempt to clear inner lumen of the SOFIA Catheter by infusion while keeping the device
in the patient body.

8. After aspiration is completed, remove the SOFIA Catheter from the patient body. If re-access to the
vasculatures with the same device is desired, flush and clean the inner lumen of the device by infusion.
Inspect the device for any damage. Follow steps 6 through 9 in the delivery of the SOFIA Catheter section
for navigation.

WARNING: Do not use the device if any damages or irregularities are observed.

ASPIRATION THROUGH THE SOFIA CATHETER WITH PUMP

1. Under fluoroscopic guidance, make sure that the distal tip of the SOFIA Catheter is located in a straight
portion of the vessel. Reposition the distal tip if necessary. Refer to Figure-1 for location of the distal tip.
WARNING: Do not advance or withdraw the device when excessive resistance is met until the cause of
resistance is determined.

WARNING: Torquing the SOFIA Catheter excessively while kinked may damage the device resulting in
separation of the device. Withdraw the entire device (the device, Microcatheter, and Guidewire) if the device

is severely kinked.
NO ) YES )
2
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2. Make sure the distal tip of the SOFIA Catheter is engaged with the emboli or thrombi under fluoroscopy.

3. Attach aspiration tubing to the aspiration pump and turn on the pump (refer to the directions for use of the
aspiration tubing and aspiration pump manual). Confirm that the aspiration gauge reads -20 inHg. Ensure
the stopcock on the aspiration tubing is in the closed position.

4. Remove the perfusion line from the side arm of the RHV that is connected to the SOFIA Catheter and attach
the aspiration tubing to the side arm of the RHV.

5. Tighten the RHV.
6. Make sure the distal tip of the SOFIA Catheter is engaged with the embolus or thrombus under fluoroscopy.

7. To begin aspiration, turn the aspiration tubing stopcock to the open position and check to see if blood,
thrombus, or embolus are aspirated through the system.

8. If after 10 seconds blood is still observed flowing through the system, stop aspiration. To stop aspiration,
turn aspiration tubing stopcock to the closed position. Carefully reposition the distal tip of the SOFIA Catheter
to engage the thrombus and resume aspiration.

9. If flow is restricted or absent, maintain aspiration to make sure any thrombus or embolus is fully engaged
with the distal tip of the SOFIA Catheter. With the thrombus or embolus fully engaged, slowly pull back the
SOFIA Catheter and completely withdraw out of the patient.

WARNING: Excessive aspiration with the distal tip of the SOFIA Catheter engaged with vessel wall may
cause vessel injury.

. With the SOFIA Catheter outside of the patient body, flush the catheter to clear the catheter of any
thromboembolic material that may be inside.
WARNING: Do not attempt to clear inner lumen of the SOFIA Catheter by infusion while keeping the device
in the patient body. Remove the SOFIA Catheter from the patient body before attempting to clear the lumen.

. If repeated access to the vasculature with the same device is desired, flush and clean the inner lumen of
the device by infusion. Inspect the device for any damage. Reintroduce the SOFIA Catheter into the body
and follow steps 6 through 9 in the "Delivery of the SOFIA Catheter" section to navigate the catheter to the
target site.

WARNING: Do not use the device if any damage or irregularities are observed.

. Aspiration may be attempted up to 3 times, for a total of 2 minutes of aspiration per attempt with the SOFIA
Catheter.

13. Once aspiration is completed, remove the SOFIA Catheter from the patient body.

The physician has the discretion to modify described manipulations of the SOFIA Catheter to accommodate
the complexity and variation in procedures. Any technique modification must be consistent with previously
described instructions, warnings, precautions and patient safety information.

STORAGE

Keep dry and away from sunlight. See the product label for the device shelf life. Do not use the device beyond
the labeled shelf life.

MATERIALS

The SOFIA Catheter is not manufactured with natural rubber latex, polyvinylchloride (PVC), or di-2-ethylhexyl
phthalate (DEHP).

SUMMARY OF SAFETY AND CLINICAL PERFORMANCE

The Summary of Safety and Clinical Performance (SSCP) for the device will be accessible in the European
database on medical devices (Eudamed: https://ec.europa.eu/tools/eudamed), when available.

WARRANTY

MicroVention 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 through its expiration date. 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.

o

N

Prices, specifications and model availability are subject to change without notice.
© Copyright 2024 MicroVention, Inc. All rights reserved.

MicroVention™ and SOFIA™ are trademarks of MicroVention, Inc. registered in the United States and other
jurisdictions.
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Pycckuii a3bIK
Karetep SOFIA™
WNHCTpYKUMS N0 NpuMeHeHmnio

Mepen ncnonb3oBaHneM BHUMATENIbHO 03HAKOMbTECH CO BCEMU UHCTPYKLMAMM.
OMMCAHUE YCTPONCTBA

Karetep SOFIA npeacTaBnseT co60i HeKOHMYECKII OAHONPOCBETHBIiA FMOKNIA KaTeTep, OCHALLEHHbII
KaTyLIKOW ¥ apMUpytoLLEid NPOBONOKON. [INCTanbHbIA CErMeHT MOXET pOPMMPOBATLCA NapoM AN
obneryenms Bbl6opa COCYAa, a TakKe UMeeT ruapoduIbHOE NOKPbITUE ANS HABMaLMM N0 COCYANCTBIM
cucTeMam. PeHTTeHOKOHTPACTHBII MapKep PacnoNoXeH Ha ANCTanbHOM KOHLIe kaTeTepa ANs BU3yanu3auvi
C NOMOLLbIO PEHTFEHOCKONIY.

Katetep Pasmep

SOFIA Flow 70 6F

SOFIA70 6F

SOFIA Flow 55 5F

SOFIA 55 5F
COAEPXVUMOE

OavH Katetep
OavH nHTpoablocep
OanH GopmupyoLLNi MaHAapeH

NPEAYCMOTPEHHOE HA3SHAYEHME

Katetep SOFIA npeaHa3HaueH Ans 06LLero BHyTPUCOCYANCTOTO NPUMEHEHNS, BKIIOYasH Heilpo-

1 nepudepuyeckyto cocyanctyto cuctemy. Karetep SOFIA MOXHO CMONb30BaTh A5 06neryenus BBeaeHUs
[IMarHoCTUYeCKNX UK TepanesTUYeckux cpeacts. Katerep SOFIA He npeaHa3HayeH ANs UCNONb30BaHNA

B KOPOHaPHbIX apTepusix. Kpome Toro, katetep SOFIA npefHa3sHayeH Ans yaaneHus/acnupauum 3M6onos
1 TPOMBOB 13 OTAE/bHBIX KPOBEHOCHBIX COCY/I0B apTepUabHOil CUCTEMBI, B TOM YuCTe nepudepuyeckoi
11 Helipo-CoCyANCTON CucTem.

NPOTUBOMOKA3AHMA
MpoTNBONOKa3aHNA He 3BECTHBI.
BHUMAHME!

TonbKo Rx: penepanbHbiii 3akoH (CLLA) orpaHnymMBaeT npoaaxy 3Toro yCTpoicTBa BPa4oM Uau no ero
npeanucanmio.

He ncnonb3yiite u3fenue, ecin ero ynakoska BCKpbITa UK noBpexaeHa.

[laHHOe YCTPOIACTBO NpeAHa3HaueHO CKMIOYNTENBHO NS OAHOKPATHOTO UCMONb30BaHWS. 3anpeLuaeTcs
MOBTOPHO MCMOJIb30BaTb, MOABEPraThb MOBTOPHOI 06paboTke M cTepunm3sauyi. MosTopHoe
1cnonb3oBaHue, 06paboTKa MM CTepUAN3aLIMS MOTYT HapyLLUTb CTPYKTYPHYIO LENOCTHOCTb W/Wii NPUBECTH
K OTKa3y M3[ienns, 4to, B CBOIK 04EPE/b, COCOBHO MPUBECTY K TpaBMe, 3a601eBaHNI0 NN CMEPTH NaLMeHTa.
ToBTOPHOE 1CMONb30BaHKe, 06PabOTKa N CTEPUNN3ALIMSA MOTYT TakxKe CO3AaTb PUCK 3arpsi3HEHIs U3fenus
/U NPUBECTU K NHGULIMPOBAHMIO U NepeKpecTHOMY MHOULIMPOBAHWIO NaLMeHTa, BKIOYast, NOMUMO
npoyero, nepefayy MHOEKLMOHHOTO 3a60eBaHNs (MHEKLMOHHBIX 3a60NeBaHMit) OT 0HOTO NaLMeHTa

K pyromy. 3arpsi3HeHue U3Aenns MOXET NPUBECTI K TPaBMe, 3a601eBaHMI0 UM CMEPTY NaLMeHTa.

Tocne nCnonb3oBaHNs yTUAM3MpYiiTe B COOTBETCTBUN C NPaBUNaMU 60bHILbI, AAMUHICTPATUBHbIX
11/ MeCTHBIX OPraHoB BNACTH.

NPEAYNPEXAEHNA

Kartetep SOFIA pomkeH NCnonb3oBaTbCs TOMbKO Bpayamu, NpoLueALnMn COOTBETCTBYIOLLYIO MOATrOTOBKY N0
WHTEPBEHUMOHHBIM METOAAM.

Katetep SOFIA noctaBasieTcs CTepuibHbIM 1 annporeHHbIM. He ncnonb3yitte U3aenue, eCn ero ynakoska
BCKPbITa U1 NOBPEX/EHa.

Mepep ncnonb3osaHnem katetepa SOFIA ocmoTpuTe ero. He ncnonb3yiite ycTpoiicTBo, ecnn HabiofatoTes
Kakve-n16o noBpexaeHNs unm AeeKTbl.

COOTBETCTBYIOLLYIO aHTUKOATYNSHTHYIO 11 aHTUTPOMGOLIMTAPHYIO Tepanuio ClefyeT HasHayaTb COrNacHo
CTaHAAPTHOM MeAVLIMHCKOI NpaKTIKe.

Katetepom SOFIA cneayeT ynpasnsiTb N0/, PEHTTEHOCKONUYECKUM KOHTponem. He npoasuraiiTe u He
BbIBOJWTE YCTPOACTBO NP YPe3MePHOM CONPOTUBNEHNM, NOKa He By/eT yCTaHOBNeHa NpUynHa
CONpOTUBNEHNS.

He ncnonb3yitte katetep SOFIA ¢ kKoHTpacTHbIMK cpeacTBami Ethiodol, Lipiodol nnu ApyrMu KOHTpaCTHbIMK
CPenCTBaMM, BKIOHAIOLMMM KOMMOHEHTbI 3TX CPe/CTB.

He I/ICFIOﬂb3yI7ITe opraHuyeckune pactsopuTeny, NOCKONbKY 3T0O MOXET MPUBECTU K NOBPEXAEHNI0 ycrpoﬁlcma.

He npeBblwwaiite MakcumanbHoe pekomeHayemoe Aanenie nHdysumn 300 GyHToB/KB. AoitM (2070 Ka).
136bITOYHOE AaBNeHne MOXET NOBPEAUTb YCTPOIACTBO UK TPaBMUPOBATb NaLeHTa. BHUMaTenbHo
CflefinTe 3a PacronoXeHNeM ANCTaNbHOTO KOHLA NPU MCNONb30BaHIUM INEKTPOUHKEKTOPA AN UHGY3UM.

He nenaiite yron 6onee 90 rpagycoB Ha popmupylollieM MaHapeHe. GopMUpOBaHUe C TOMOLLbIO Napa
ZICTaNbHOTO KOHYWKA MO, yriom Gonee 90 rpazlycoB MOXET NPUBECTY K NOBPEXAEHINI0 YCTPOICTBA.

He dopmupyiite C NOMOLLbI0 Napa OAHO 11 TO e YCTPOICTBO Gonee 0/HOTO Pa3a, 3T0 MOXET NPUBECTH
K ero noBpexzaeHuio.

Ype3mepHoe BpalLeHue Katetepa SOFIA npu ero nepexkpyynBaHn MOXET NPUBECTY K NOBPEXAEHNIO
YCTPOIACTBa, B pe3ynbTaTe Yero NPOU30iiZeT ero oTaeneHue. Ecnm ycTpoitcTBo cubHO nepekpyyeHo
(camo YCTPOIACTBO, MUKPOKATETEp M MPOBOAHWK), U3BJIEKWUTE €0 MOMHOCTBIO.

WHTpoablocep He NpeaHa3HayeH A5 UCNOb30BaHNA BHYTPU Tena nauuenTa. Mocne nomeluexns
[VCTanbHOro crepxHs katetepa SOFIA BHYTPb Tena naweHTa yoeuTech, YT0 MHTPOAbIOCEP N3BNeYeH
13 katetepa SOFIA.

Ype3mepHas acnupauums AUCTanbHbIM KOHLOM KaTeTepa SOFIA, 3aKpbITOro CTEHKOIA COCYAa, MOXET NpuBecTi
K noBpexzeHuto cocya. Mepen acnupavyeii TLwaTenbHo UccneayiiTe pacnonoxeHue AUCTanbHOro KoHLA
C IOMOLLbIO PEHTTEHOCKOMIH.

He nbiTaiiTech 04MCTUTL BHYTPEHHMIA NnpocBeT kateTepa SOFIA nyTem nHdy3uu, Koraa yCTpoiicTBo HaxoauTcs
B Tesle NaLueHTa.

Ecnm noToK U3 npocseTa npekpaLLaeTcs unu 3acTauBaeTcst BO BPems acmupaLiav, He NbiTaiiTech 04NCTUTL
BHYTPeHHWIl npocBeT kateTepa SOFIA nyTem UHGY3MK, KOTAA YCTPOICTBO HAXOANTCS B TeNe NaLyeHTa.

MEF b bl O POk a opd|

wwinevacert.ru | info@nevacert.ru
Cob/1ioalTe OCTOPOXHOCTH NP 06paLLermn ¢ katetepom SOFIA, 4TOBbI CHU3UTL BEPOSTHOCTL er0

cnyyaitHoro nospexzaeHna.

Y6enuTech B coBMeCTUMOCTH kateTepa SOFIA B cnyyae 1cnonb3oBaHWs Apyriix BCMOMOraTeNbHbIX YCTPONCTB,
LIMPOKO NPUMEHSIEMbIX NPY BHYTPUCOCYANCTLIX NpoLieaypax. Bpay AomkeH 6biTb 3HAKOM C YPeCKOKHbIMY,
BHYTPUCOCYANCTLIMU METOANKAMI 1 BO3MOXHBIMI OCNOXHEHNSIMM, CBS3aHHBIMY C NPOLeAYPOiA.

Cobniopaiite 0CTOPOXHOCTL MPY MaHUMYNSLMAX ¢ kateTepoM SOFIA B N3BUTbIX COCYAAX, YTOOBI M36exaTb ux
nospexaeHus. Mpu NosBNeHUN CONPOTMBNEHNS He NPOABUraiiTe YCTPOCTBO U He BbIBOAUTE €ro, NoKa He
6yner ycTaHoBNeHa NPUYIHA CONPOTUBNEHNS.

Hanuuue KanbLymHaTOB, HEPOBHOCTEN UM APYTIAX YCTPOIICTB MOXET NoBpeAnTb katetep SOFIA 1 noTeHUManbHo
MOBNUATL Ha €ro BBEIEHI 1N U3BIeYEHMe.

MopaepxuBaiite nepdysnto renapuHM3NPoOBaHHOro Gr3pacTBopa BO BHYTPEHHMIA NpocBeT kateTepa SOFIA,
4T06bI NPEfOTBPaTUTL 06Pa30BaHIe TPOMOOB.

Mocne n3Bneyerms katerepa SOFIA 13 Tena nauyenTa ero ruapoGuUAbLHOE NOKPLITUE CleayeT YBNaXHUTb
renapuHU3MPoBaHHbIM G13PaCcTBOPOM. He l0MyCKaiiTe BbICbIXaHUS MOKPLITHS.

BO3MOXXHbIE OCJIOXKHEHMSA

K BO3MOXHbIM OCNOXXHEHUSIM OTHOCATCS, B YaCTHOCTH, nep¢opaum¢ COCYL,0B NN aHEBPU3MbI, Ba3ocnasm,
rematoma B mecTte 3mbonus, BHyTpI/IMO3I'OBOE/BHyTpI/IH€p€I'IHOe KpoBou3nusHue,
ncesfioaHeBpusma, Cyaoporu, HCyneT, MH¢EKLU/IH, Anccekumna cocyaa, oﬁpaaosaHme TpOMﬁa, CMepTb.

Monb3oBatensim u/unu naunexTam cnepyet c006LuaTh 0 NtobbIX CepPbe3HbIX MHUNAEHTAX MPOU3BOAMNTENID
1 ynonHoMo4eHHOMY opraHy rocyaapcrBa-y4acTHuKa Wi MeCcTHOMY opraHy 34paBooOXpaHeHus, B KOTOPOM
HaxoAATCA NONb30BaTeNb /UK NaLVEHT.

COBMECTUMOCTb
Pa3mepbl yCTPOACTBA yKa3aHbl Ha 3TUKETKe NPoaykTa. Onpeenute COBMECTUMOCTb YCTPOCTBA COMNAcHO
MHGOPMALMK Ha MapKUPOBKe APYruX YCTPoicTB. Mpu ncnonb3osanum katetepa SOFIA B kayecTse
€[IMHCTBEHHOTO HanpaBNAIoLLEero kateTepa BbibepuTe noaxoaALLMi pa3mep b6eapeHHOro MHTpoablocepa,
CBEPUBLUNCD C Pa3mMepaMu KaTeTepa Ha 3TUKeTKe NPOoAyKTa.
NoAroToBKA K CNoJib30BAHNIO
1. OctopoxHo nssnekure katetep SOFIA n UHTPOAbIOCED U3 YNAKOBKY.
2. Ocmorpure Katerep SOFIA Ha Hanuune NOBPEXAEHNIA.
NPEAYNPEXAEHUE. He ncnonb3yiiTe ycTpoiicTeo, ecnn HabnioaaoTcs kakue-nu6o noBpexaeHns
1 fiedekThl.

Ecnm TpebyeTcst popmupoBaHme C TOMOLLbIO Napa, UCMONb3YiiTe TEXHIKY, OMUCaHHYI0 B Luare 3.
B npoTMBHOM Cllyyae nepeiiauTe K wary 4.
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3. ®OPMMWUPOBAHUE C MOMOLLbIO MAPA

a.

Corxute GopmMupyioLLMil MaHAPEH B HyXHYI0 GopMmy.

NPEAYNPEXAEHUE. He aenaiite yron 6onee 90 rpajycoB Ha popMupyioLLemM MaHapeHe.
®dopmMMpoBaHKe C NOMOLLbIO Napa ANCTaNbHOTO KOHUYMKa noz yrnom 6onee 90 rpaaycos
MOXET NPUBECTY K NOBPEX/EHMIO YCTPOACTBA.

OCTOpOXHO BCTaBbTe GOPMUPYIOLLMIT MaHAPEH B ANCTaNbHbIt KOHel, kaTeTepa SOFIA.
YepxuBas ANCTanbHbIA CermeHT BMecTe ¢ OpMUPYIOLMM MaHAPEHOM, NponapuBaiite
ero B TeyeHune 30 cekyHA.

HemezneHHo nomecTute ChOPMUPOBaHHDIil ANCTaNbHbIA CErMEHT B renapuHn3MpPOBaHHblii
Gunonornyecknii pacTeop st COXpaHeH!s GopMbl.

0CMOTpUTE ANCTANbHBINA CTEPXKEHb HA NPEAMET NOBPEXAEHNIA.

NPEAYNPEXAEHWE. He ncnonb3yiite ycTpoitcTeo, ecnn Habnioaalotcs kakne-nnbo
noBpexaeHns Ui fedekTbl.

CHumUTe GpopmMUpyloLLMii MaHApeH ¢ kaTeTepa SOFIA.

He ncnonb3yiite ycTpoiicTBO, ecnu HabioAaloTCs Kakue-nnbo noBpexaeHns unin fedekTbl.
NPERYNPEXAEHUE. He GopmupyiiTe C NOMOLLbI0 Napa O[IHO 1 TO e YCTPOiiCTBO bonee
0/IHOTO Pa3a, 3T0 MOXeT NPUBECT K ero NOBPeXAEHMIO.

4. Mpomoiite npocset katetepa SOFIA renapHin3MpoBaHHbIM Gu3pacTBopoM. MprcoeanHuTe
BpaLLaloWniics remocTaTyeckuii knanat (BrK) K npokcumanbHoi BTynke Katetepa SOFIA.
Hactpoitte nunuio ans nepdysun renapuH3MpoBaHHoro Gpuspacteopa yepes 60koBoi kaHan BrK.

5. [Mepes MCNoONb30BaHNEM YBNIAXHUTE MUAPOPUIbHOE NOKPbITUeE KaTeTepa SOFIA renapuHN3MpoBaHHbIM
Pu3pacTBopoM. MOKPbITUE AOMKHO BbITb B@KHbIM NOCTOSHHO, HE AONYCKANTe ero BbICbIXaHNS.

JOCTABKA KATETEPA SOFIA

6. MepeiiauTe K Wwary 7 uan 8, B 3aBUCMMOCTY OT ONUCAHHOI HIDKE CUTyaLMu, U BbibepuTe noaxoasiLmMe
YCTpoiicTBa ANs NPoABMKeHNs kaTeTepa SOFIA.

7. Hasurauus no COCyAMCTOﬁ cncTeme, 3a UCKNloYeHnem BHyTpM‘IEpEHHOﬁ COCyﬂVICTOﬁ CUCTEMbDI

a. MoprotosbTe NPoBOAHMK Anametpom 0,035 Atoiima (0,89 Mm) unm 0,038 atoiima (0,97 Mm)
L5 NpoaBiKeHus KateTepa SOFIA.
b. BcrabTe npoBoaHuk B kaTetep SOFIA 1 npoaBuraiiTe ero o Tex Nop, Noka NPOBOAHNK
1 KateTep SOFIA He COBMECTATCS Ha ANCTaNbHOM KOHLIE.
c. cnonb3yst MHTpoAbIOCe, BXOASLLMIA B KOMMNEKT NOCTaBKI, OCTOPOXHO BBeAMTE
Katetep SOFIA 1 NpoBOAHMK Yepe3 reMoCTaTUyecKIii knanaH 6eaipeHHoro MHTpoablocepa.
d. N3BnekuTe MHTPOAbIOCep n3 kateTepa SOFIA, Kak TONbKO ANCTANbHbIN CTEPXEHD KaTeTepa
SOFIA 6yneT nomelLLeH BHYTPb Tena naLyexTa.
NPEAYNPEXAEHWE. NHTpoablocep He NpefHa3HayeH A5 UCNOMb30BaHWUS BHYTPY
Tena natyeHTa.
e. loa peHTreHoCKONMYeCKM KOHTPONEM Npo/aBuraiiTe unu ussnekalie Karetep SOFIA
yepe3 NPOBO/HMK 10 Tex Nop, NoKa He By/eT AOCTUTHYTO Xenaemoe NonoxeHue, uam 4o
[DOCTUXEHNS BHYTPUUEPENHOro NonoxeHus. Mpyn HeobxoaMMoCTH BbibepuTe Cocyabl,
MezneHHo 3atarusas karetep SOFIA.
NPEAYNPEXAEHWE. He npofsuraiite 1 He BbIBOANUTE YCTPOICTBO NP Ype3mMepHOM
CONpOTUBNEHIM, NOKa He Gy/eT yCTaHOBNEHa NPUYMHA CONPOTUBIEHNS.
NPEAYNPEXAEHUE. Ype3mepHoe BpalieHue Katerepa SOFIA npu ero nepexpy4usaHum
MOXET NPUBECTY K MOBPEX/EHNI0 YCTPOACTBA, B pe3ynbTaTe Yero Npou3oiaeT ero otaeneHue.
ECnv yCTPOICTBO CMAbHO NepekpyyeHo (Camo YCTPOIACTBO, MUKPOKaTeTep 1 MPOBOAHMK),
13BNeKWTE ero NOMHOCTbI.
NPEAYNPEXAEHWE. He npeBbiwaiite MakcuManbHoe pekoMeHflyeMoe iaBnerue MHGy3un
300 ¢yHTOB/KB. AtoiiM (2070 KMa). N36bITOYHOE AaBNEHINE MOXET NOBPEAUTb YCTPOACTBO UK
TpaBMUPOBaTh NaLneHTa. BHUMaTenbHO cieauTe 3a pacronoXeHnemM AUCTanbHoro KoHLa
NpY MCNONb30BaHNM INEKTPOUHKEKTOPA AN UHGY3UN.
Mpu6nnsnTensHble HOMUHANbHbIE 3HAYEHUS PacxoAa Npu AaBneHnm
nHy3um 100 1 300 pyHTOB/KB. Atoiim (689 1 2070 KMa)
Karetep
60% KOHTpacTHOro 76% KOHTpacTHOro
¢duspacreop
BellecTBa BellecTBa
100 ¢yHTOB/ | 300 PyHTOB/ | 100 PyHTOB/ | 300 dyHTOB/ | 100 dyHTOB/ | 300 PyHTOB/
KB. AH0iM KB. AlONAM KB. [IOAM KB. AlONAM KB. [IOAIM KB. AlONAM
iqlf;a SF (689 kMa) | (2070 «Ma) | (689kMa) | (2070«kMa) | (689kMa) | (2070 kMa)
w™
11,5 20,6 9,9 17,9 7,7 16,2
mn/cek mn/cek mn/cek mn/cek mn/cek mn/cek
100 ¢yHTOB/ | 300 PyHTOB/ | 100 PyHTOB/ | 300 dyHTOB/ | 100 dyHTOB/ | 300 PyHTOB/
KB. [l0iM KB. [l0iiM KB. At0AM KB. [l0iiM KB. At0AM KB. [l0iiM
5102an 5F | (689kMa) | (2070«Ma) | (689«kMa) | (2070«kMa) | (689«kMa) | (2070 kMa)
w™
11,9 20,7 9,5 17,0 7,7 16,4
mn/cek mi/cek mn/cek mi/cek mn/cek mi/cek
100 dyHTOB/ | 300 PyHTOB/ | 100 dyHTOB/ | 300 dyHTOB/ | 100 yHTOB/ | 300 yHTOB/
KB. IOAM | KB.IOWIM | KB.[AM | KB.AWIAM | KB.AIOAM | KB. Al0/M
-‘»101f5i‘a 6F | (689kMa) | (2070«kMa) | (689kMa) | (2070 «kMa) | (689«KMa) | (2070 kMa)
w™
19,0 37,0 18,0 32,0 16,0 30,0
mn/cek mn/cek mn/cek mn/cek mn/cek mn/cek
100 ¢yHTOB/ | 300 PyHTOB/ | 100 PyHTOB/ | 300 dyHTOB/ | 100 dyHTOB/ | 300 PyHTOB/
KB. AOAM KB. [l0iiM KB. At0AM KB. [l0iiM KB. At0AM KB. [l0iiM
510223 6F | (689KMa) | (2070kMa) | (689KMa) | (2070kMa) | (689KMa) | (2070 kMla)
w™
19,0 36,0 18,0 32,0 15,0 30,0
mn/cek mi/cek mn/cek mi/cek mn/cek mi/cek
100 ¢yHTOB/ | 300 PyHTOB/ | 100 PyHTOB/ | 300 dyHTOB/ | 100 PyHTOB/ | 300 PyHTOB/
KB. A0iM KB. A10/iM KB. AIOIM | KB. At0IiM KB. AIOIM | KB. At0IiM
5103f:a 6F | (689kMa) | (2070kMa) | (689KMa) | (2070«Ma) | (689«Ma) | (2070 kMa)
w™
19,0 36,0 18,0 32,0 15,0 30,0
mn/cek mn/cex mn/cek mn/cex mn/cek mn/cex
100 ¢yHTOB/ | 300 PyHTOB/ | 100 PyHTOB/ | 300 dyHTOB/ | 100 PyHTOB/ | 300 PyHTOB/
KB. [LIOIM KB. AIAM KB. AI0AM KB. AOIAM KB. AI0AM KB. AIAM
510323 6F (689 kMa) | (2070«Ma) | (689kMa) | (2070kMa) | (689«kMa) | (2070 kMa)
LM
oru i 180 36,0 17,0 31,0 15,0 28,0
mn/cek min/cek mn/cek min/cek mn/cek min/cek
f. MepeiiguTe K Wwary 8 ANs HaBUraLum No BHYTPUYEPENHON COCYANCTOI cucTeme. B npoTnBHOM

cnyyae nepeiigure K wary 9.

8. Hasurauus no BHyTpuqepenHou COCyAMCTOM cncreme

a.

b.

C.

Moarotosbte MuKpokaterep u COBMECTUMbI TPOBOAHNK 15 NPOABIKEHUS KaTeTepa SOFIA.
MenaneHHo ynanure ycTpoiicTa, paHee BCTaBneHHble B katetep SOFIA, ecnu TakoBbie
1metoTCsi. BcraBbTe MUKpokaTeTep ¢ NpoBoAHMKOM B katetep SOFIA.

Ioa peHTreHoCKONMYECKINM KOHTPONEM Npo/aBUraiiTe unu ussnekarite Karetep SOFIA yepe3
MUKpOKaTeTep C NPOBOHIKOM /10 TeX Nop, Noka He 6y/eT AOCTUTHYTO Xenaemoe NoNOoXeHue.
Mpu HeobxoaMMOCTH BbIGEpUTE COCYAbI, MeANEHHO NoBopaymBas katetep SOFIA.
NMPEAYNPEXAEHWE. He npossuraiite 1 He BbIBOAUTE YCTPOMCTBO NPN Ype3mMepHOM
CONPOTUBNEHIN, NOKa He Gy/eT yCTaHOBNEHa NPUYMHA CONPOTUBEHNS.
NPEAYNPEXAEHWE. Ype3mepHoe BpalleHue kateTepa SOFIA npu ero nepexkpyynsanum
MOXeT NPUBECTM K MOBPEXEHNI0 YCTPOICTBA, B pe3ynbTaTe Yero npou3oiifer ero oTaeneHue.
Ecnv ycTpoicTBO CMLHO NepekpyyeHo (Camo YCTPOIACTBO, MUKPOKaTeTep 1 NPOBOAHMK),
13BNIeKHTE ero NONHOCTbIO.

NPEAYNPEXAEHWE. He npesbiwaiite MakcuManbHoe pekoMeRlyeMoe iaBnerue MHGy3un
300 ¢yHTOB/KB. AtoiiM (2070 KMa). N36bITOYHOE AaBNEHINE MOXET NOBPEAUTb YCTPOACTBO UK
TPaBMMPOBATb NaLyeHTa. BHUMaTenbHo cneanTe 3a pacnonoxeHem ANCTanbHoro KoHua
NpY UCNONb30BaHNM INEKTPONHKEKTOPA AN UHGY3UN.

9. Tpu HeO6X0AMMOCTY Me/NEHHO U3BNEKUTE NPOBOAHMK NI MUKPOKaTeTep. Y6eauTech, 4To Yepes
60K0BOii kaHan BIK noaaepxuBaeTca HenpepblBHas nepdysis renapuHM3MpoBaHHOro Gpu3pacTeopa.
NPUMEYAHUE. MukpokaTeTep, UCnonb3yemblii Ans NpoaBxeHns katerepa SOFIA, MOXHO 0CTaBuTh
0 KOHLA Npoueaypbl.

ACMUPALIAA YEPE3 KATETEP SOFIA CO LUNPULLEM

1. Tloj peHTreHoCKONMYeCKMM KOHTpoNeM ybeauTech, YTo ANCTanbHbIN KOHeL, kaTeTepa
SOFIA pacnonoxeH B NpsMoit YacTi cocyaa. Mpyu HeobxoAMMOCTY NepemMecTuTe ANCTasbHbIA KOHELL.
PacnonoxeHue AnCTanbHOTO KOHLA CM. Ha PUCYHKe 1.
NPEAYNPEXAEHUE. He npoaguraiite v He BbIBOAWTE YCTPOIACTBO NPY Ype3MEPHOM COMPOTUBIEHNMN,
N0Ka He by/eT yCTaHOBNEHa NPUYMHA CONPOTUBNEHNS.
NMPEAYNPEXAEHUE. Ype3mepHoe 3atarnBaHue katetepa SOFIA npu ero nepekpyunBaHuu MOXeT
NPNBECTY K NOBPEX/EHMIO YCTPOICTBA, B pe3ynbTate Yero Npou3oiaeT ero otaenequne. Ecn ycrpoinctso
CUNbHO NepeKpyyeHo (Camo yCTPOIACTBO, MUKPOKATETEP U NPOBOHWK), U3BNEKUTE ero NOHOCTbIO.
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PucyHok 1

HET o
=

2. CnoMOLLbI0 PEHTTEHOCKONNM ybeauTech, YTo ANCTanbHBIN KoHel, kateTepa SOFIA 3axBaTbiBaeT 3M60MbI
WA TPOMObI.

3. Ha npokcumanbHoM KoHLie kateTepa SOFIA cHuMUTe Nepdy3noHHYI0 TMHIO 1 NPUKPenuTe 3anopHblii
KPaH €O CTOMOPHbIM Winpuuem ofbemom 30 unm 60 cm® k 6okoBomy kaHany BrK.

3arsHute BrK.
My 3aKpbITOM 3aNOPHOM KpaHe NOTSHWTE 1 3aduKCUpyiiTe NOPLUEHb WNPULA.
Y106bI HaYaTb aCMMpaLLI0, OTKPOIATE 3aNOPHbIi KpaH.

N o v o~

Y6ennTech, YT0 LWNPUL, aCNUPUPYET KPOBb, IMEONBI MK TPOMELI Yepes cucTemy. 3akpoiiTe 3anopHbIit
KpaH, eci WNpuL, He acnupupyet KpoBb, 3M60LI nnn TpoMObI Uk ecn HabnloaaeTcs MeaneHHas
acnupauns. OCTOPOXHO BbISCHITE, YTO Bbi3bIBAeT NPeNTCTBIE, U NPY HEOBXOANMOCTI U3MeHNTe
NoNoXeH1e AUCTanbHOro KOHLA. Ecnn kpoBb, 3M60MbI unn TpoMGbI 3acTpsiny B katetepe SOFIA , ynanute
YCTPOWCTBO NOAHOCTBHO (YCTPOIACTBO, MUKPOKATETEP 1 MPOBOAHWK) 11 OYNCTUTE BHYTPEHHMIt NPOCBeT.
Ecnu npensTcTBue no-npexHemy COXpaHaeTcs, a ANCTanbHbIil KoHel, kateTepa SOFIA pacnonoxeH
NpaBubHO, 3aKPOiATe 3aNOPHbIA KPaH, NOBTOPHO NPUCOeAMHITE LNPULL 1 BO306HOBYUTE acnMpauyio.
Mpoaonxaiite acnupaumio, 4To6bl y6eanTbCs, 410 IMOONLI NN TPOMOLI OCTAIOTCA NOAHOCTHIO 3aXBaYEHbI
AVCTanbHbIM KOHLOM KaTeTepa SOFIA. Mpy nonHoM 3axeate 3M60M10B M TPOMOOB BbITSHUTE KaTeTep
SOFIA u3 Tena nauueHTa.

NPEAYNPEXAEHUE. Ype3mepHas acnupauns AnctanbHbIM KOHLOM Katetepa SOFIA, 3aKpbIToro
CTEHKOI COCY/Aa, MOXET NPUBECTY K MOBPEX/EHNIO COCyaa.

NPEAYNPEXXAEHUE. He nbitaiitech 04NCTUTL BHYTPEHHWIA NpocBeT KaTeTepa SOFIA nyTem nHdy3um,
KOT/1a YCTPOWCTBO HAXOANTCSA B TeNe naLyeHTa.

8. MMocne 3aBeplueHns acnupaumi ussnekute Karetep SOFIA n3 Tena nauuenTa. Ecnm tpebyetcs noBTOpHbIN
A0CTYN K COCYANCTbIM CMCTEMaM C NOMOLLbIO TOFO Xe YCTPOACTBA, NPOMOIATE U OYNCTUTE BHYTPEHHWI
NPOCBET yCTPOIACTBA MyTeM MHQY3UM. OCMOTpUTE YCTPOIACTBO Ha Hanuune NoBpexaeHi. [ns BBefeHs
KaTeTepa BbINOMHUTE Wark ¢ 6 no 9 pa3aena «Jloctaska katerepa SOFIA».

MPEAYNMPEXAEHUE. He ncnonb3yiiTe yCTpoiicTBo, €N HabnioaakTCs Kakne-nnbo nopexaeHns
nnn fedekTbl.

ACMUPALINA YEPE3 KATETEP SOFIA C HACOCOM

1. Tlof peHTreHoCKoNMYeCKMM KOHTponeM ybeauTech, YTo ANCTasbHbIN KOHeL, kaTeTepa
SOFIA pacnonoxeH B NpsmMoit Yactin cocyaa. Mpyu HeobxoAMMOCTY NepemMecTuTe ANCTabHbIR
KOHeL,. Pacnonoxexue ANCTanbHOrO KOHLA CM. Ha pUcyHke 1.
NMPEAYNPEXAEHUE. He npofsuraiite 1 He BbIBOAUTE YCTPOICTBO NMPU Ype3MepHOM CONPOTUBAEHUHN,
noka He byaeT ycTaHoBNeHa NpUYNHA CONPOTUBNEHNS.
NMPEAYNPEXAEHUE. Ype3mepHoe 3aTarnaHue katerepa SOFIA npu ero nepekpyunBaHuu MOXeT
NPUBECTY K NOBPEX/EHMIO YCTPOACTBA, B pe3ynbTaTe Yero NPou3oizeT ero otaeneHne. Ecnm ycrpoictso
CUNbHO NepeKpyyeHo (Camo yCTPOIACTBO, MUKPOKATETEP 1 NPOBOAHWK), U3BNEKNUTE €ro NOHOCTbIO.

PucyHoK 1
HET LJ
=

2. CnomolLLbIo peHTreHoCKonnK ybeaunTech, YTo ACTanbHbIl koHel, katetepa SOFIA 3axBaTbiBaeT 3M60MbI
WA TPOMObI.

3. MoacoeanHuTe acNMPaLMOHHYI0 TPY6KY K aCNUpaLMOHHOMY HAcoCy 1 BKNKUUTE HACOC (CM. MHCTPYKLAKN
10 CNOb30BAHMIO ACNMPALIMOHHOI TPYOKI M PYKOBOACTBO K aCNMPaLMOHHOMY Hacocy). YoeauTech, 4o
13MepuTenbHbIi Npubop acnupauum nokassisaet —20 AKiAMOB pT. cT. (-67,7 kMa). Y6eautecs, 4to
3aMOPHbIi KPaH Ha aCMMPaLMOHHON Tpy6Ke HaXOANTCS B 3aKPLITOM MONOKEHNH.

4. OtcoennHuTe nepdy3noHHylo TMHMI0 0T 60KOBOrO kaHana BIK, koTopblii coepnHeH ¢ katetepom SOFIA
1 NPUKpenuTe acNupaLvoHHyo Tpybky k 6okoBomy kaHany BrK.

5. 3atanure BIK.

6. Mpu peHTreHoCcKonMy ybeauTech, YTo AUCTabHbIi koHel, katetepa SOFIA cuenuncsi ¢ 3M6osiom
“nn TpOM6OM.

7. YT06bl HauaTb acnMpaLyio, NOBEPHUTE 3aMOpPHbIi KpaH acnpaLnoHHoIi TPY6KM B OTKPBITOE NOJOXEHMe
1 NpOBEpbTE, ACNMMPUPYETCS M Yepe3 CUCTEMY KPOBb, TPOMO U ambon.

8. Ecnm cnyctst 10 cekyHz, KpOBb BCe eLLie TeueT Yepes cucTeMy, NpekpaTiTe acinpauyio. Yro6bl 0CTaHOBHUTb
acnupaLvio, MOBEPHITE 3aMopHbIN KPaH aCMPALMOHHOI TPYOKI B 3aKpbITOe NOMoXeHMe. OCTOPOXHO
nepemecTuTe AMCTaNbHbIii KOHeL, kaTeTepa SOFIA , uTo6bl 3aLiennTb TpOMG, 1 BO306HOBMTE acnupaLuio.

9. ECAM noTOK OrpaHnyeH nu oTCyTCTBYeT, NPOAOMKaiiTe acnupauyio, 4To6bl y6eanTbes, 4to Tpom6 unn
3M60N NONHOCTLIO 3aXBaYeHbl AUCTaNbHbIM KOHLOM KateTepa SOFIA. Mpyu nonHom 3axsate Tpomba
uni 3M6ona MeneHHo notaHuTe Katetep SOFIA 1 NONHOCTbIO U3BNIEKMTE €ro U3 TeNna naLyeHTa.
NPEAYNPEXXAEHUE. Ype3mepHas acnupauns anctanbHbIM KOHLOM KateTepa SOFIA , Haxoaswerocs
B KOHTAKTe CO CTEHKOI COCYAa, MOXET NPUBECTM K NOBPEX/AEHUI0 COCyaa.

10. Mocne n3Bneyenus katetepa SOFIA 13 Tena naleHTa Npomoiite katetep, YTo6bl OUUCTUTD €ro OT BCEro
TPOM603M6ONMYECKOro MaTephana, KOTOPbIit MOXET HAaXOAUTbCS BHYTPU.
NPEAYNPEXXAEHUE. He nbitaiitech 04NCTUTL BHYTPEHHWIA NpocBeT KaTeTepa SOFIA nyTem nHdy3sum,
KOT/1a YCTPOWCTBO HaXOAMTCA B TeNe nauvenTa. Mpex/ae 4em NbiTaTbCs 04NCTUTH NPOCBET, U3BNeKuTe
KateTep SOFIA 13 Tena naunenta.

. Ecnv Tpebyetcs NoBTOPHbIN 0CTYN K COCYAMCTON CUCTEME C NOMOLLbIO TOTO Xe YCTPOACTBa, NpoMoliTe
¥ 04NCTUTE BHYTPEHHWIA NPOCBET YCTPONCTBA NyTeM HGY3M. OCMOTpUTE YCTPOICTBO HA Hannyune
nospexaeHuii. lMosTopHo BBeauTe katetep SOFIA B Teno 1 BbinonxuTe Wwarw ¢ 6 no 9 pasgena
«[loctaBka katetepa SOFIA», 4T06bI NPOABUHYTH KaTeTep K LieNeBOMY y4acTKy.

MPEAYMPEXAEHUE. He ncnonb3yiiTe ycTpoiicTeo, €N HabnoaakTCs Kakne-nnbo noBpexaeHns
nnn fedekTbl.

12. TonbITKy acn1paLnmn MOXHO NPeAnpuHIMaTh A0 3 pas, B 06LLeil CNOKHOCTM NPOBOAS 2 MUHYTHI
acnupawny 3a nombITKY € noMoLbio kateTepa SOFIA .

13. MNocne 3aBepLuenns acnupaumuu n3snekute karetep SOFIA u3 Tena naunenTa.

Bpauy MeeT npaBo No cBoeMY YCMOTPEHHIO U3MeHSTb 0N CaHHbIe MaHUNYNALMK ¢ kaTeTepom SOFIA ¢ yueTom
oY PRy p. Tobas TexHMYeckas MoaMUKaLMA NOMKHA COOTBETCTBOBATL PaHee
onna L CETHIB Ay IPEXACHUSIM, Mepam NpeoCTOPOXHOCTM M MHGOPMALIMM 0 6e30MacHOCTH
NaLyeHToB.

XPAHEHUE

XpaHuTb B CyXxoM MecTe 1 6epeub OT BO3/e/ICTBUS CONHEYHbIX nyueﬁl‘ CpOK XPaHEeHNA yKa3aH Ha 3TUKETKe
usgenus. He MCﬂOﬂbSyVITe n3aenve no UCTe4eHnmn yKa3aHHOro Ha ITUKETKe CPOKa rofAHOCTU.

MATEPUAJIbI

Katetep SOFIA He 13roToBneH 13 HaTypanbHOrO kay4yKoBOro natekca, nonusuHuaxnopuaa (MBX) nnn
m-2-3Tunrekcundranara (A37o).

CBOAHASl NUHOOPMALIA O BE3ONACHOCTN W KNTMHUYECKUX XAPAKTEPUCTUKAX

CBogHas MHGopMaLLMs 0 6e30MacHOCTM I KNMHMYECKNX XapakTepucTikax (Summary of Safety and Clinical
Performance, SSCP) napenus 6yaet foctynHa B EBponeiickoil 6a3e AaHHbIX N0 MEANLMHCKUM U3AENUSM
(European Database on Medical Device, Eudamed: https://ec.europa.eu/tools/eudamed) noce ee 3anycka.

TAPAHTUA

Komnawusi MicroVention rapaHTupyert, uto npu pa3paboTke 1 NPOM3BOACTBE AAHHOO U3AeNus Obinn
NPUHSATbI Pa3yMHble Mepbl NPeAOCTOPOXHOCTU. [laHHas rapaHTUs 3aMeHSIET 1 UCKNIYaeT Bce Apyrue
rapaHTuI, NPIMO He OrOBOPEHHbIE B HACTOSLLEM OKYMEHTE, BbIpaXeHHble Un noapasymeBaemble

B CUNY 3aKOHa AW Aipyrx 06CTOATENbCTB, BKKOYasA, NOMUMO NPoYero, Niobble noapasyMesaeMble
rapaHT1i TOBApPHOTO COCTOSHIS UAW NPUToAHOCTU. ObpaLeHue ¢ YCTPOCTBOM, er0 XpaHeHue, 04UCTKa
11 CTePUNM3aLMS, a Takke GakTopbl, CBS3aHHbIE C NALMEHTOM, AMarHOCTUKON, NeYeHneM, XUpypruyeckon
NpoLeAypoil, n Apyrue BOMPOCbI, HeMOAKOHTPObHbIe MicroVention, HenocpeACTBEHHO BAMSIOT Ha
U3enue 1 pesynbTatbl, NONy4YeHHbIe NP ero ncnonb3osaHuyu. 06s3atennbCTBa KoMnaHuu MicroVention no
[NlaHHO rapaHTMN OrPaHNYNBAIOTCS PEMOHTOM UMY 3aMeHOIt aHHOTO U3AeNNs A0 UCTEYEHUS CPOKa ero
neicteus. Komnanus MicroVention He HeceT 0TBETCTBEHHOCTH 3 Nto6ble CAyyailHble UK CONYTCTBYIOLNe
notepw, ylepb uam pacxofbl, NPSMO NN KOCBEHHO CBA3aHHbIE C UCNONb30BaHNeM AaHHOTO U3fenus.
KomnaHust MicroVention He npuHUMaeT Ha cebsl 1 He yNonHOMOYMBAET APyriAX UL, MPUHUMATD 33 Hee
KaKue-nnbo Apyrve unu [ONONHUTENbHbIE 06513aTeNbCTBa UM OTBETCTBEHHOCTb B CBA3M C AaHHBIM
u3penvem. Komnanuns MicroVention He HeceT HUKaKoIi OTBETCTBEHHOCT 3a MOBTOPHOE MCMONb30BaHue,
nepepaboTKy Unu NOBTOPHYIO CTEPUNN3ALII U3AENNIA U He IAeT HUKAKIX TapaHTHiA, BbIPaXEHHbIX Uam
nojpasymMeBaeMblX, BK04as, NOMUMO NPOYEro, rapaHTUM TOBAPHOTO COCTOSHUA AU NPUFOAHOCTY ANs
KOHKPETHOIA Lien, B OTHOLLEHWN TaKuX U3Aenuii.

LleHbl, TEXHUYECKIE XapaKTePUCTUKN U Hannyne mogeneit moryT 6bITb U3MeHeHbI 6e3 npeasapuTeNnbHOro
yBeLOMIIEHNSA.

© MicroVention, Inc., 2024. Bce npaBa 3alLuLLeHbI.

MicroVention™ n SOFIA™ aBnsitoTcs TOBapHbIMY 3HaKaMu komnaHum MicroVention v 3apernctpupoBaHbl
B CLLIA 1 apyrux lopucankumsx.

IFU100160 Rev. A 75 MicroVention



SYMBOLS / SYMBOLES / SYMBOLE / SIMBOLOS / SIMBOLI / SIMBOLOS / SYMBOLER / SYMBOLEN /

SYMBOLIT / SYMBOLE|

R / SYMBOLER / ZYMBOAA / SEMBOLLER / 575 / 7|= / CAMBOJIN / SIMBOLI /

SYMBOLY / SUMBOLID / SZIMBOLUMOK / SIMBOLI / SIMBOLIAI / SYMBOLE / SIMBOLURI / YC/TOBHbIE

OB03HAYEHUA / SIM

BOLI / SIMBOLI / SYMBOLY / CUMBOM / jg0,)1 / CUMBONY / SIMBOLOS

Lot Number / Numéro de lot / Chargennummer / Nimero de lote / Numero di lotto /
Numero de lote / Lotnummer / Partijnummer / Eran numero / Partinummer /
Lotnummer / ApiBudg naptidag / Lot Numarasi / #£5% / 2E S / NaptuaeH Homep
/Broj lota / Cislo $arze / Partii number / Tételszdm / Partijas numurs / Partijos numeris /
Numer partii / Numér de lot / Homep naptuu / Broj serije / Serijska Stevilka / Cislo Sarze
/ Homep naprii / d=daJl o3y / bpoj Ha cepuja / Numero do lote

i
m
M

Catalog Number / Référence catalogue / Katalognummer / Niimero de catalogo /
Numero di catalogo / Nimero de catalogo / Katalognummer / Catalogusnummer /
Luettelonumero / Katalognummer / Katalognummer / ApiB6¢ katahdyou / Katalog
Numarasi / BU$R4RSE / FHEL2 0 1S / Katanoxen Homep / Kataloki broj /
Katalogové ¢islo / Katalooginumber / Katalégusszam / Kataloga numurs / Katalogo
numeris / Numer katalogowy / Numar de catalog / Homep no katanory / Kataloski broj /
KataloSka Stevilka / Kataldgové Cislo / Homep 3a katanorom / zg)usll o3, / Katanowwkm
6poj / Nimero de catalogo

CONTENTS

Contents / Contenu / Inhalt / Contenido / Contenuto / Contetido / Indhold / Inhoud /
Sisaltt / Innehall / Innhold / Mepueydpeva / igindekiler / AZS4 / LIRS / Coabpianme
/ Sadrzaj / Obsah / Sisu / Tartalom / Saturs / Turinys / Zawarto$c / Continut /
Copepxatne / Sadrzaj / Vsebina / Obsah / BmicT / &bgixall / Copprmna / Contetido

Sterilized Using Ethylene Oxide / Stérilisé a I'oxyde d’éthyléne / Sterilisiert mit
Ethylenoxid / Esterilizado mediante oxido de etileno / Sterilizzato con ossido di etilene

/ Esterilizado com 6xido de etileno / Steriliseret med ethylenoxid / Gesteriliseerd met
ethyleenoxide / Steriloitu etyleenioksidilla / Steriliserad med etylenoxid / Sterilisert

med etylenoksid / Arootelpwvetat e ypron ogewiou tou atBuleviov / Etilen

Oksit Kullanilarak Sterilize Edilmistir / EFRIR A Z eiE / |2 S A0 ES
ArE25t0] B2 / Crepunusupato ¢ etunenos okcug / Sterilizirano etilen-oksidom /
Sterilizovano pomoci ethylenoxidu / Steriliseeritud etiileenoksiidiga / Etilén-oxiddal
sterilizalva / Sterilizéts, izmantojot etilénoksidu / Sterilizuota etileno oksidu /
Sterylizowane przy uzyciu tienku etylenu / Sterilizat cu oxid de etilena / CrepunusosaHo
€ 1Cnonb3oBaHnem okcaa stunena / Sterilisano etilen oksidom / Sterilizirano z
etilenoksidom / Sterilizované pomocou etylénoxidu / Crepuni3oBaHo 3 BUKOPUCTaHHAM
OKCHAY eTUNeHY / ;alcydl squSl plasiunly pded / CTEPUIM3MPAHO CO NOMOL Ha
eTuneH okcug / Esterilizado com oxido de etileno

C€

CE Mark / Marquage CE / CE-Zeichen / Marcado CD / Marchio CE / Marca CE / CE-
maerkning / CE-markering / CE-merkinta / CE-mérkning / CE-merket / Zpaven CE / CE
isareti / CE #Z&& / CE OF3. / Mapkwposka CE / Oznaka CE / Oznaceni CE / CE-mérgis /
CE-jeldlés / CE zime / CE Zenklas / Znak CE / Marcaj CE / Mapkuposka CE / CE oznaka /
Oznaka CE / Oznacenie CE / 3xak CE / CE do< / CE-03Haka / Marca CE

Consult Instructions for Use / Consulter le mode d’emploi / Gebrauchsanweisung
beachten / Consultar las instrucciones de uso / Consultare le istruzioni per I'uso /
Consultar as instrucdes de utilizacdo / Se brugsanvisningen / De gebruiksaanwijzing
raadplegen / Katso kdyttdohjeet / Se bruksanvisningen / Se bruksanvisningen /
TupBoukeuteite TG 08nyieg xpfiong / Kullanim Talimatlanina Bakin / & AR R BE
/ AH2 QM EFZE / KoHcynTupaiite ce ¢ MHCTpyKuuuTe 3a ynotpe6a / Pogledajte
upute za uporabu / Prectéte si ndvod k pouZiti / Vaadake kasutusjuhendit / Olvassa el
a hasznalati Gtmutatét / Skatit lietoSanas instrukciju / Skaityti naudojimo instrukcija /
Zapoznac sig z instrukcja uzycia / Consultati instructiunile de utilizare / Obpatutecs
K MHCTPYKUMK no npumenernio / Pogledati uputstvo za upotrebu / Glejte navodila za
uporabo / Precitajte si ndvod na pouZitie / 3BepHiTbCs A0 IHCTPYKLT 3 BUKOPUCTaHHS /

lasiiwdl ©ladss @21y / KoHcynTupajre ce co ynatcrsoro 3a ynotpe6a / Consultar as
instrucdes de uso

ONLY

For Prescription Use Only / Sur ordonnance uniquement / Verschreibungspflichtig / Solo
para uso con receta / Solo per uso su prescrizione medica / Apenas para utilizagao
mediante receita médica / Kun til receptpligtig brug / Alleen voor gebruik op voorschrift /
Tarkoitettu kayttoon vain laakérin madrayksesta / Endast for anvandning enligt
ordination / Kun pa resept / Mévo yia cuvtayoypaolpevn xpron / Yalnizca Regeteyle
Kullanilabilir / {£FREZ 75 62 A8 / A48 & =0fl kel / Camo no nekapcko
npeanucanme / Samo uz recept / K pouZiti pouze na Iékarsky predpis / Kasutamiseks
ainult retsepti alusel / Csak orvosi rendelvényre / Tikai pret recepti / Tik pagal recepta /
Wytacznie z przepisu lekarza / Numai pe baza de prescriptie medicala / Otnyckaetcs
TONbKO MO pevenTy Bpaya / Za upotrebu samo uz lekarski recept / Samo na recept / Len
na predpis / JInwe 3a npusHadeHHaM Nikaps / ks dub dasg plasiwll / Ce kopucn
camo co pewient / Apenas para uso sob prescricéo

®

Do Not Reuse / Ne pas réutiliser / Nicht wiederverwenden / No reutilizar / Non
riutilizzare / N&o reutilizar / Ma ikke genbruges / Niet hergebruiken / Ei saa kayttaa
uudelleen / Far ej ateranvandas / Skal ikke gjenbrukes / Mnv ertavaypnotporoteite /
Yeniden Kullanmayin / 5570451 / ~HAHS SX| / [a He ce 3n0138a NOBTOpHO /
Nije za visekratnu upotrebu / Nepouzivat opétovné / Arge kasutage korduvalt / Ne
hasznalja tjra / Neizmantot atkartoti / Nenaudoti pakartotinai / Nie uzywac¢ ponownie /
Nu reutilizati / He ncnonb3osatb nostopHo / Ne Koristiti ponovo / Ne uporabite znova /
Nepouzivajte opakovane / He BUKOPUCTOBYBATH NOBTOPHO / alasiuwdl 83l s /[l
He ce KopucTu noBTopHo / Néo reutilizar

AN

Caution / Mise en garde / Vorsicht / Precaucion / Attenzione / Cuidado / Forsigtig / Let
op / Huomio / Forsiktighet / Forsiktig / Mpoooyi / Dikkat / ¥ / 32| / Buumatme /
Oprez / Upozornéni / Ettevaatust / Vigydzat / Uzmanibu / Démesio / Uwaga / Atentie /
BHumanwe! / Oprez / Pozor / Upozornenie / O6epexHo / duis / Buumaue / Cuidado

x

Use-by Date / Date de péremption / Verwendbar bis / Fecha de caducidad / Data

di scadenza / Data de validade / Sidste anvenc / Uiterste gebruiksdatum /
Viimeinen kayttopaivé / Sista forbrukningsdag / Utlepsdato / Hpepopnvia Ajéng /
Son Kullanma Tarihi / SEFAZIEAR / A& 71Bt/ Cpok Ha ropHocT / Rok upotrebe /
Datum pouZitelnosti / Aegumiskuupéev / Felhasznalhatésagi idd / Deriguma termins /
Tinkamumo naudoti data / Data przydatnosci do uzycia / Data expirarii / Cpok
ropHoctu / Rok trajanja / Rok uporabnosti / Datum spotreby / Tepmin npupatHocti /
d>Nall slgiil &, / Pok Ha ynotpe6a / Data de validade

Perucrpanns MU s Pocayy
wiww.nevacert.ru | info@r

e

Country and Date of Manufacture / Pays et date de fabrication / Land und Datum der
Herstellung / Pais y fecha de fabricacion / Paese e data di fabbricazione / Pais e data de
‘:ﬁﬁﬁ&e/ Fremstillingsland og -dato / Land en datum van productie / Valmistusmaa ja
-paiva / Tillverkningsland och tillverkningsdatum / Produksjonsland og -dato / Xwpa kat
nuepopnvia kataokevic / Uretildii Ulke ve Uretim Tarihi / S43SEISR K S43E HHA /
H|Z= =7F 9 MZEY / Abpxasa v 4aTa Ha nponssoacTso / Drzava i datum
proizvodnje / Zemé a datum vyroby / Tootjariik ja toomiskuupéev / Gyartas helye és
ideje / RaZotajvalsts un izgatavo$anas datums / Pagaminimo $alis ir data / Kraj i data
produkcji / Tara si data de fabricatie / Crpasa 1 aata npoussoactsa / Zemlja i datum
proizvodnje / DrZava in datum proizvodnje / Krajina a détum vyroby / Kpaixa
BUPOGHILITBA Ta AATa BUPOOHNLITBA / du)Ug sl aly / 3emja v AaTym Ha
npou3BoAcTBo / Pais e data de fabricagéo

]

Manufacturer / Fabricant / Hersteller / Fabricante / Produttore / Fabricante / Producent /
Fabrikant / Valmistaja / Tillverkare / Produsent / Katackevaotrc / Uretici / 54387 /
H|Z=RIH| / Npoussoauten / Proizvodaé / Vyrobce / Tootja / Gyartd / Razotajs /
Gamintojas / Producent / Producétor / U3roTosuTens / Proizvodac / Proizvajalec /
Vyrobca / BupobHuk / deiwasll dSyill / Mponssoguten / Fabricante

Non-Pyrogenic / Apyrogéne / Pyrogenfrei / Apirégeno / Apirogeno / Nao pirogénico
/ Ikke pyrogent /Niet-pyrogeen / Ei-pyrogeeninen / Pyrogenfri / Ikke-pyrogen / Mn
nwpetoydvo / Pirojenik dedildir / FEERR / H'ZE A / HenuporenHo / Apirogeno /
Nepyrogenni / Mitteplirogeenne / Nem pirogén / Nepirogens / Nepirogeniska / Wyrdb
niepirogenny / Apirogen / AnuporetHo / Apirogeno / Apirogeno / Nepyrogénne /
AniporenHnit / exll ziiell oy 3 / Henuporet / Nao pirogénico

®

Do not use if package is damaged / Ne pas utiliser si I'emballage est endommagé / Bei
beschédigter Verpackung nicht verwenden / No utilizar si el envase esta dafiado / Non
utilizzare se la confezione € danneggiata / Nao utilizar se a embalagem estiver
danificada / Ma ikke bruges, hvis emballagen er beskadiget / Niet gebruiken als de
verpakking beschadigd is / Ei saa kayttad, jos pakkaus on vaurioitunut / Anvand inte om
forpackningen ar skadad / Ma ikke brukes hvis emballasjen er skadet / Mn
XpnotporoLeite €av n suokevacia éxeL urootel {npd / Ambalaj hasarliysa

kullanmayin / & G 8E48IR 55065 / O] 24 Z2 A 2X|/ la e ce
13M0N13Ba, aKo onakoBkata e nospesena / Nemojte upotrebljavati ako je pakiranje
osteceno / Nepouzivejte, je-li poSkozeny obal / Mitte kasutada, kui pakend on
kahjustatud / Ne haszndlja, ha a csomagolds sériilt / Nelietot, ja iepakojums ir bojats /
Nenaudoti, jei pakuoté pazeista / Nie uzywac, jesli opakowanie jest uszkodzone / Nu
utilizati daca ambalajul este deteriorat / He ncnonb3osartb, ecnn ynakoska
nospexaeHa / Nemojte koristiti ako je pakovanje oSte¢eno / Ne uporabite, Ce je ovojnina
poskodovana / NepouZivajte, ak je obal poskodeny / He BukopuctoByitte, SIKLO
yNaKoBka nowwkokera / dalli guall oIS 13] auiall pasiuws 3 / [la He ce KOpUCTU ako
naKyBatbeTo e owTereHo / Ndo usar se a embalagem estiver danificada

IFU100160 Rev. A

97 MicroVention



Keep Dry / Conserver au sec / Trocken lagern / Mantener seco / Conservare all’asciutto
/ Manter seco / Opbevares tgrt / Droog houden / Séilytettava kuivana / Forvaras torrt /
Oppbevares tort / Awatnpeitat oteyvd / Kuru Tutun / fRIFE2IE / ZIZ=SH 20l 22

/ la ce cbxpaHaBa Ha cyxo / Cuvajte na suhom mjestu / UdrZujte v suchu / Hoida
kuivana / Szarazon tarolandé / Glabat sausa vieta / Laikyti sausai / Chroni¢ przed
wilgocia / Pastrati uscat / Xpauuts B cyxom mecre / Cuvati na suvom / Hranite na
suhem / Uchovévajte v suchu / 36epiratin B cyxomy Micui / aiiall Cla> Lle bil> / [la
Ce yyBa Ha CyBo mecTo / Manter seco

Keep away from sunlight / Tenir & I'abri de la lumiére du soleil / Vor Sonnenlicht
schiitzen / Mantener alejado de la luz solar / Tenere lontano dalla luce del sole / Manter
afastado da luz solar / Beskyttes mod sollys / Niet blootstellen aan zonlicht / Pida poissa
auringonvalosta / Skyddas mot solljus / Beskyttes mot sollys / ®uldooetat pakptd arnd
10 N\akd dw¢ / Giines 1g1gindan uzak tutun / ZERERSYEIRST / ZIARHM S T 8Ho

<l 2/ [la ce chxpansiBa aney ot cbHYeBa ceetnuHa / Cuvajte podalje od sunceve
/|\\ svjetlosti / Chrarite pfed slunecnim zarenim / Hoida eemal péikesevalgusest / Napfénytdl
.

védve tartandé / Sargat no saules gaismas / Saugoti nuo saulés $viesos / Chroni¢
przed $wiattem stonecznym / A se feri de lumina solara / bepeub 0T CONHeYHOro cBeTa
/ Drzati dalje od sunceve svetlosti / Ne izpostavljajte soncni svetlobi / Chréiite pred
slnecnym svetiom / Tpumaty nopani gi COHSUHUX NPOMEHB / giiall 3929 e B3l
omedd| ddl e 13usy / [la ce yyBa nopaneky o/ coHueBa ceTvHa / Manter longe
da luz solar

Medical Device / Dispositif médical / Medizinisches Produkt / Producto sanitario /
Dispositivo medico / Dispositivo médico / Medicinsk udstyr / Medisch hulpmiddel /
Laakinnéllinen laite / Medicinteknisk produkt / Medisinsk utstyr / Iatpotexvoloyikd
npoidv / Tibbi Cihaz / B& a8+ / 2|2 77| / Meuunncko uspenve / Medicinski
proizvod / Zdravotnicky prostedek / Meditsiiniseade / Orvostechnikai eszkoz /
Mediciniska ierice / Medicinos priemoné / Wyrob medyczny / Dispozitiv medical /
Meauuutckoe npenue / Medicinsko sredstvo / Medicinski pripomocek / Zdravotnicka
pomdcka / Bupi6 MeanuHoro npusHaderHs / b jlg> / MepuumHcku ypen /
Dispositivo médico )

Do Not Re-Sterilize / Ne pas restériliser / Nicht erneut sterilisieren / No reesterilizar /
Non risterilizzare / Nao reesterilizar / Ma ikke resteriliseres / Niet opnieuw steriliseren
/ Ei saa steriloida uudelleen / Far inte omsteriliseras / Skal ikke resteriliseres / Mnv
enavanootelpwvete / Yeniden Sterilize Etmeyin / 3571 B4 E / ME 2 2K/
% [la He ce ctepunusupa nosTopHo / Ne smije se ponovno sterilizirati / Nesterilizovat
% opétovné / Arge steriliseerige uuesti / Ne sterilizélja jra / Nesterilizet atkartoti /
Nesterilizuoti pakartotinai / Nie sterylizowac ponownie / Nu resterilizati / MosTopHas
cTepunu3auns He ponyckaetcs / Ne sterilisati ponovo / Ne sterilizirajte ponovno
/ Nesterilizujte opakovane / He ctepunisysatn nosTopHo / euéeill dsle axi / He
cTepunu3upajte nosTopHo / Néo reesterilizar

Unique Device Identifier / Identificateur unique du dispositif / Einmalige
Produktkennung / Identificador tinico del dispositivo / Identificativo univoco del
dispositivo / Identificador tinico do dispositivo / Unik enhedsidentifikator / Unieke
hulpmiddelidentificatie / Yksildllinen laitetunniste / Unik produktidentifiering / Entydig
utstyrsidentifikasjon / ArokAeLOTIKO avayvwpLOTIKO TeXVOAOYLKOU TTpoi6vTog /
Benzersiz Cihaz Tanimlayicisi / 2844 ME—z8BE / 07 ZX| Al'EX}/ YHukanen
naeHTUduKatop Ha uspenveto / Jedinstveni identifikator proizvoda / Jedinecny

identifikator prostredku / Kordumatu identifitseerimiskood / Egyedi eszkézazonositd /
Unikalais ierices identifikators / Unikalusis priemonés identifikatorius / Unikalny
identyfikator wyrobu / Identificator unic de dispozitiv / YHukanbHblit ueHTuUKaTop
ycrpoiicTea / Jedinstveni identifikator medicinskog sredstva / Edinstveni identifikator
pripomocka / Unikétny identifikdtor pomdcky / YHikanbHuit ineHtudikatop Bupoby
/ 3958l jlg>)l L3es / EAMHCTBEH MaeHTUMKATOp Ha ypesot / Identificador tnico do
dispositivo

Single Sterile barrier system / Systeme de barriere stérile unique / Einfaches
Sterilbarrieresystem / Sistema de una sola barrera estéril / Sistema di barriera
sterile singolo / Sistema de barreira estéril inica / Enkelt, sterilt beskyttelsessystem
/ Enkel steriel barrieresysteem / Yksinkertainen steriili estojérjestelmé / Enkelt sterilt
barridrsystem / Enkelt sterilt barrieresystem / Mové alotnpa oteipou ¢ppaypot / Tek
Steril bariyer sistemi / BB —RERERA / THY B T A|AE/ Cucrema
Q C eAnHn4Ha crepuna 6apuepa / Sustav jednostruke sterilne barijere / Systém
jednoduché sterilni bariéry / Uhekordne steriilne barjdérististeem / Egyszeres sterilgt-
rendszer / Vienas sterilas barjeras sistéma / Vieno sterilaus barjero sistema / System
pojedynczej bariery sterylnej / Sistem de bariera sterild unica / OauHouHas cuctema
cTepunbHoro bapbepa / Sistem jednostruke sterilne barijere / Sistem z enojno sterilno
pregrado /Systém s jednou sterilnou bariérou / OauHapHa crepunbHa 6ap'epHa
cuctema / aslgll ‘Q;&A“ j21J1 pllas / Cuctem co eana crepuna bapuepa / Sistema de
barreira estéril tnica
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English
SOFIA™ EX Catheter
Instructions for Use

Carefully read all instructions prior to use.

DEVICE DESCRIPTION

The SOFIA EX Catheter is a single-lumen, flexible catheter equipped with the coil and the braid reinforcement.
The distal segment is designed to facilitate vessel selection with 55-65 cm of distal shaft hydrophilic coating

for navigation through the vasculatures. The radiopaque marker is located at the distal end of the catheter for
visualization under fluoroscopy.

Catheter Size

SOFIA EX 58 5F

CONTENTS

One Catheter
One Introducer Sheath

INTENDED PURPOSE

The SOFIA EX Catheter is indicated for general intravascular use, including the neuro and peripheral vasculature.
The SOFIA EX Catheter can be used to facilitate introduction of diagnostic agents or therapeutic devices.
The SOFIA EX Catheter is not intended for use in coronary arteries.

CONTRAINDICATIONS

There are no known contraindications.

CAUTION

Rx Only: Federal (USA) law restricts this device to sale by or on the order of a physician.
Do not use if pouch is opened or damaged.

This device is intended for single use only. Do not reuse, reprocess or resterilize. Reuse, reprocessing or
resterilization may compromise the structural integrity of the device and/or lead to device failure which, in turn,
may result in patient injury, illness, or death. Reuse, reprocessing, or resterilization may also create a risk of
contamination of the device and/or cause patient infection or cross-infection, including, but not limited to, the
transmission of infectious disease(s) from one patient to another. Contamination of the device may lead to injury,
illness or death of the patient.

After use, dispose in accordance with hospital, administrative and/or local government policy.
WARNINGS

The SOFIA EX Catheter should only be used by physicians who have received appropriate training in
interventional techniques.

The SOFIA EX Catheter is provided sterile and non-pyrogenic. Do not use if the packaging is breached or
damaged.

Inspect the SOFIA EX Catheter prior to use. Do not use the device if any damage or irregularities are observed.
Appropriate anti-coagulation and anti-platelet therapy should be administered per standard medical practice.

The SOFIA EX Catheter must be used 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 the SOFIA EX Catheter with Ethiodol or Lipiodol contrast media or other such contrast media which
includes the components of those agents.

Do not use organic solvents as the device may be damaged.

Do not exceed 2070 kPa (300 psi) maximum recommended infusion pressure. Excess pressure may damage the
device or injure the patient. Carefully monitor placement of the distal tip when using a power injector to infuse.

Torqueing the SOFIA EX Catheter excessively while kinked may damage the device resulting in separation of the
device. Withdraw the entire device (the device, microcatheter, and guidewire) if the device is severely kinked.

The Introducer Sheath is not intended for use inside the patient body. Ensure that the Introducer Sheath is
removed from the SOFIA EX Catheter once the distal shaft of the SOFIA EX Catheter is placed inside the patient
body.

PRECAUTIONS
Exercise care in handling the SOFIA EX Catheter to reduce the chance of accidental damage.

Verify compatibility of the SOFIA EX Catheter when using other ancillary devices commonly used in intravascular
procedures. The physician must be familiar with percutaneous, intravascular techniques and possible
complications associated with the procedure.

Use caution when manipulating the SOFIA EX Catheter in tortuous vasculature to avoid damage. Avoid
advancing or withdrawal against resistance until the cause of resistance is determined. Torqueing the device
against resistance may result in damage to the vessel or device.

Presence of calcifications, irregularities, or other devices may damage the SOFIA EX Catheter and potentially
affect its insertion or removal.

Maintain perfusion of heparinized saline for inner lumen of the SOFIA EX Catheter to prevent thrombus
formation.

If removed from the patient, the hydrophilic coating on the SOFIA EX Catheter should be hydrated with
heparinized saline. Do not allow the coating to dry as this may impact the coating safety and performance.

Avoid pre-soaking devices for long durations when the device is not in use as this may impact the coating
safety and performance.

Avoid wiping the device with dry gauze as this may damage the device coating. Avoid excessive wiping of the
coated device.

Excessive torqueing of the catheter may cause damage which could result in kinking and possible separation
along the catheter shaft. Should the system become severely kinked, withdraw the entire system if this occurs
(SOFIA EX catheter, guidewire and catheter sheath introducer).

Limit the exposure to X-ray radiation doses to patients and physicians by using sufficient shielding, reducing
fluoroscopy times, and modifying X-ray technical factors, when possible. The risk of X-ray radiation exposure
complications may increase as procedure time and number of procedures increase.

POTENTIAL COMPLICATIONS

Potential complications include but are not limited to: vessel or aneurysm perforation, vasospasm, hematoma at
the site of entry, embolism, ischemia, intracerebral/intracranial hemorrhage, pseudo aneurysm, seizure, stroke,
infection, vessel dissection, thrombus formation, and death.
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Potemmsgwmdmmsmre related adverse events include but are not limited to: alopecia, burns ranging
in severity from skin reddening to ulcers, cataracts, delayed neoplasia, tissue necrosis, and risks associated
with contrast dye.

Users and/or patients should report any serious incidents to the manufacturer and the Competent Authority of
the Member State or Local Health Authority in which the user and/or patient is established.

COMPATIBILITY

Refer to product label for device dimensions. Use the information on labeling provided with other devices to
determine device compatibility. When using the SOFIA EX Catheter as a single guiding catheter, choose the
appropriate size of a femoral sheath, referring to product label for catheter dimensions.

PREPARATION FOR USE
1. Carefully remove the SOFIA EX Catheter and the Introducer Sheath from the package.

2. Inspect the SOFIA EX Catheter for any damage.
WARNING: Do not use the device if any damages or irregularities are observed.

3. Flush the lumen of the SOFIA EX Catheter with heparinized saline. Attach a rotating hemostatic valve (RHV)
to the proximal hub of the SOFIA EX Catheter. Set up the line for perfusion of heparinized saline through the
sidearm of the RHV.

4. Hydrate the hydrophilic coating on the SOFIA EX Catheter with heparinized saline before use. Allow at least
30 seconds for hydration. Keep the coating hydrated and do not allow the coating to dry as this may impact
the coating safety and performance.

DELIVERY OF THE SOFIA EX CATHETER

5. Go to step 6 or 7, depending on the situation described below and choose appropriate devices for navigation
of the SOFIA EX Catheter.

6. Navigation through the vasculature, except for the intracranial vasculature

a. Prepare 0.035” or 0.038” Guidewire for navigation of the SOFIA EX Catheter.

b. Insert the guidewire into the SOFIA EX Catheter and advance the Guidewire until the Guidewire
and the SOFIA EX Catheter are aligned at the distal end.

[ Using the Introducer Sheath provided in the package, carefully insert the SOFIA EX Catheter and
the Guidewire through a hemostatic valve of the femoral sheath

d. Remove the Introducer Sheath from the SOFIA EX Catheter once the distal shaft of the SOFIA EX
Catheter is placed inside the patient body.

WARNING: Introducer Sheath is not intended for use inside the patient body.

e. Under fluoroscopic guidance, advance or withdraw the SOFIA EX Catheter over the guidewire
until desired position is attained or before the intracranial position is achieved. Select vessels by
slowly torqueing the SOFIA EX Catheter if necessary.

WARNING: The SOFIA EX Catheter must be used under fluoroscopic guidance.
WARNING: Do not advance or withdraw the device when excessive resistance is met until the
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cause of resistance is determined.

WARNING: Torqueing the SOFIA EX Catheter excessively while kinked may damage the device
resulting in separation of the device. Withdraw the entire device (the device, Microcatheter, and
Guidewire) if the device is severely kinked.

WARNING: Do not exceed 2070 kPa (300 psi) maximum recommended infusion pressure.
Excess pressure may damage the device or injure the patient. Carefully monitor placement of
the distal tip when using a power injector to infuse.

Approximate Nominal Flow Rates at 100 and 300 psi Infusion Pressure
Catheter
Saline 60% Contrast 76% Contrast
Sofia EX 100 psi 300 psi 100 psi 300 psi 100 psi 300 psi
5F 121 23.8 10.3 21.0 9.3 19.7
115cm ml/sec ml/sec mL/sec ml/sec ml/sec mL/sec
Sofia EX 100 psi 300 psi 100 psi 300 psi 100 psi 300 psi
5F 123 235 106 213 9.7 206
105cm ml/sec ml/sec mL/sec mL/sec ml/sec ml/sec
f. Go to step 7 for navigation through the intracranial vasculatures. Otherwise proceed to step 8.
7. igati gh the intr ial vasculature
a. Prepare Microcatheter and compatible Guidewire for navigation of the SOFIA EX Catheter.
b. Slowly remove, if any, devices previously inserted in the SOFIA EX Catheter. Insert the
Microcatheter with the Guidewire into the SOFIA EX Catheter.
C. Under fluoroscopic guidance, advance or withdraw the SOFIA EX Catheter over the Microcatheter

and the Guidewire until desired position is attained. Select vessels by slowly torqueing the SOFIA
EX Catheter if necessary.

WARNING: The SOFIA EX Catheter must be used under fluoroscopic guidance.

WARNING: Do not advance or withdraw the device when excessive resistance is met until the
cause of resistance is determined.

WARNING: Torqueing the SOFIA EX Catheter excessively while kinked may damage the device
resulting in separation of the device. Withdraw the entire device (the device, Microcatheter, and
Guidewire) if the device is severely kinked.

WARNING: Do not exceed 2070 kPa (300 psi) maximum recommended infusion pressure.
Excess pressure may damage the device or injure the patient. Carefully monitor placement of
the distal tip when using a power injector to infuse.

8. Slowly remove the Guidewire or the Microcatheter if necessary. Make sure that continuous perfusion of
heparinized saline is maintained through the sidearm of the RHV.
NOTE: The Microcatheter used to navigate the SOFIA EX Catheter may be kept for the rest of procedure.

REMOVAL OF THE SOFIA EX CATHETER

9. Under fluoroscopic guidance, withdraw the SOFIA EX Catheter until the entire device has been removed from
the patient.

The physician has the discretion to modify described manipulations of the SOFIA EX Catheter to accommodate
the complexity and variation in procedures. Any technique modification must be consistent with previously
described instructions, warnings, precautions and patient safety information.

STORAGE

Keep dry and away from sunlight. See the product label for the device shelf life. Do not use the device beyond
the labeled shelf life.

MATERIALS

The SOFIA EX Catheter is not manufactured with natural rubber latex, polyvinylchloride (PVC), or di-2-ethylhexyl
phthalate (DEHP).

SUMMARY OF SAFETY AND CLINICAL PERFORMANCE

The Summary of Safety and Clinical Performance (SSCP) for the device will be accessible in the European
database on medical devices (Eudamed: https://ec.europa.eu/tools/eudamed), when available.

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 through its expiration date. 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.

Prices, specifications and model availability are subject to change without notice.
© Copyright 2024 MicroVention, Inc. All rights reserved.

MicroVention™ and SOFIA™ are registered trademarks of MicroVention, Inc. registered in the United States and
other jurisdictions.
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Pycckuii a3bIK
Katetep SOFIA™ EX
WNHCTpYKUMS N0 NpuMeHeHmnio

Mepen ncnonb3oBaHneM BHUMATENIbHO 03HAKOMbTECH CO BCEMU UHCTPYKLMAMM.
OMMCAHUE YCTPONCTBA

Karetep SOFIA EX npenctasnsieT coboil 0HONPOCBETHbIN MKW KaTeTep, OCHaLLeHHBIi KaTyLKOI
11 apMupyIoLLieil NPOBONOKO. [IMCTaNbHbI CErMeHT NpeaHa3HaueH Ans obneryexns Bbibopa cocyna
6naropaps ruapoGpUALHOMY MOKPLITUIO AUCTANBLHOTO CTEPXKHS ANNHON 55-65 CM ANs HaBuUrauum no
COCYANCTbIM CMCTEMAM. PeHTTEHOKOHTPACTHbI MapKep PacnonoXeH Ha ANCTaNbHOM KOHLe KaTeTepa
ANA BU3yanu3auuni C NOMOLLBIO PEHTTEHOCKOMIN.

Karetep Pasmep

SOFIA EX 58 5F

COAEPXUMOE

OfnH Katetep
OauH MHTpoablocep

NPEAYCMOTPEHHOE HASHAYEHME

Katetep SOFIA EX npeaHa3HayeH Ansi 06LLero BHyTPUCOCYAUCTOTO NPUMEHEHNS, BKNKYas Heilpo-
11 nepudepuyeckyIo CoCyanCTyo CUcTemy.

Katetep SOFIA EX MOXHO 1cnonb30BaTh 415 061eryeHns BBeAeHNS AMarHoCTMYeckux unm
TepaneBTUYeCKNX CpeacTs.

Katetep SOFIA EX He npefjHa3HayeH ANs NCNO/b30BaHUS B KOPOHAPHbIX apTepusiX.

NPOTNBONOKA3AHUA
IpoTNBONOKa3aHNA He 3BECTHbI.
BHUMAHME!

TonbKo Rx: GpenepanbHblil 3akoH (CLLIA) orpaHnymMBaeT NpoAaxy 3Toro yCTPOACTBa BPAYOM UK No ero
npeanucaxmio.

He MCHOﬂbByﬁTe n3aenwve, eCnu ero ynakoBka BCKpbITa UK NOBPEXAEHa.

JlaHHOe YCTPOIACTBO NpeAHa3HauYeHO UCKMIOUNTENbHO NS OAHOKPATHOTO UCMIONb30BAHNS.

3anpeLLaeTcs NOBTOPHO MCMOMb30BaTh, NOABEPraTb NOBTOPHOI 06paboTke MK CTepuAN3aLMN.
TMoBTOPHOE UCMIONb30BaHMe, 06PAGOTKA UM CTEPUNM3ALIMS MOTYT HApYLUMTL CTPYKTYPHYHO LIENOCTHOCTb
/UK NPUBECTY K OTKA3y U3ieNNS, UTO, B CBOK 0Yepesb, CMOCOBHO NPUBECTM K TaBMe, 3ab0neBaHuo
UNM CMepTU NaumenTa. MoBTOPHOE UCNONb30BaHMe, 06paboTka UK CTePUNN3aLINS MOTYT Takxke CO3AaTb
PUCK 3arpsi3HeHNst U3aenust U/ N NpuBecTn K MHGULIMPOBAHMIO NN NePeKPeCTHOMY UHGULIMPOBaHNIO
navuveHTa, BKIIOYast, TOMUMO NPOYero, nepeaayy MHheKLMOHHOro 3a601eBaHNs (MHPEKLMOHHBIX
3a60n1eBaHuit) 0T 0IHOTO NaLMeHTa K Apyromy. 3arpsisHeHe M3eNNs MOXeT NPUBECTU K TpaBMe,
3a60neBaHmI0 M CMEPTU NaLMeHTa.

Mocne ncnonb3oBaHus yTUAN3MpYiiTe B COOTBETCTBIN C MPaBUnamu 601bHULbI, AAMUHUCTPATUBHBIX
1/MNN MeCTHbIX OPraHoB BAACTH.

NPEAYNPEXAEHNA

Katetep SOFIA EX Jo/mkeH 1Cnonb30BaThCs TOLKO BpayaMu, NpoLueLuMm COOTBETCTBYHOLLYIO MOArOTOBKY
110 MHTEPBEHLIMOHHBIM MeTofiaM.

Katetep SOFIA EX noctaBnsercs CrepuiibHbIM 11 anuporeHHbIM. He cnonb3yiite usaenue, ecin ero ynakoska
BCKPbITA MW NOBPEX/EHA.

MNepepn ncnonb3osatuem Katetepa SOFIA EX ocmotpuTe ero. He ncnonb3yiite ycrpoiicTeo, eciu
HabnoAATCA Kakue-Nn60o NOBPEeXAeHN NN fieheKTbl.

COOTBETCTBYIOLLYI0 AHTUKOATYNSHTHYIO 1 aHTVITpOMGOLLI/ITapHle Tepanuio CneayeT HazHayatb COrnacHo
CTaHAAPTHOI MeANLIMHCKON NPaKTHKe.

Wcnonb3oBathb Katetep SOFIA EX cniefiyeT nof peHTreHoCkonMyeckinM KoHTponem. He npoasuraiite
11 He BbIBOZUTE YCTPOIACTBO NPV Ype3MepHOM COMPOTMBIIEHNM, NMOKa He ByfieT ycTaHoBNEeHa NpUYMHa
CONpOTUBNEHNS.

He ncnonb3yitte katetep SOFIA EX ¢ koHTpacTHbIMU cpesctBamu Ethiodol, Lipiodol nnun apyrumn
KOHTPACTHBIMY CPe/CTBaMI, BKIIOYAIOLLIMMI KOMMOHEHTbI 3TUX CPEACTB.

He ucnonb3yiite opraHuyeckine pacTBOPUTENM, NOCKONbKY 3T0 MOXET NPUBECTI K MOBPEX/AEHMIO YCTPOACTBA.

He npeBblLwaiite MakcumanbHoe pekomMeHzayemoe Aasnexne nHeysum 300 ¢pyHTos/kB. Aioitm (2070 KIMa).
M36bITO4HOE aBNeHIe MOXET NOBPeAUTH YCTPOICTBO UM TPAaBMUPOBATH NalMeHTa. BHUMaTeNbHO cneauTe
3a PacnoNoXeHneM ANCTanbHOTO KOHLA NPU MCNONb30BAHNM INEKTPOUHKEKTOPA ANs UHGY3UK.

YpesmepHoe 3atAruBaHme katetepa SOFIA EX npu ero nepexpyu1BaHnin MOXeT NPUBECTI K NOBPEX/EHNI0
YCTPOIACTBA, B pe3ynbTaTe Yero NPOU30IAET ero oTaeneHue. ECn ycTpoitcTBo CbHO NepekpyyeHo
(camo YCTpoIACTBO, MUKPOKaTeTep M MPOBOAHWK), N3BNEKNUTE €10 NOMHOCTbIO.

WHTpoAblocep He NpefHa3HayeH A5 UCNOb30BaHNS BHYTPU Tena nauyeHTa. Mocne nomelueHns
[MCTanbHOro CTepXHs katetepa SOFIA EX BHYTpb Tena nauneHTa yoeantech, 4To MHTPOAbIOCED U3BNEYeH
13 katetepa SOFIA EX.

MEPbI NPEAOCTOPOXHOCTU

Cobniopaiite 0CTOPOXHOCTL NPy 06paLLeHnn ¢ katetepom SOFIA EX, uTo6bl CHU3UTb BEPOSTHOCTb €ro
CNy4aiiHOro NOBPEXAEHNS.

Y6enutech B coBMeCTUMOCTI KaTeTepa SOFIA EX B Clyyae 1CMOb30BaHNs APYriX BCOMOraTeNbHbIX YCTPOMCTB,
LIMPOKO NPUMEHSeMbIX NPY BHYTPUCOCYANCTBIX NPOLeAypax. Bpay AomkeH bbiTb 3HaKOM C YPeCKOXKHbIMY,
BHYTPUCOCYANCTBIMU METOAVKAMM 1 BO3MOXHBIMU OCNIOKHEHUSIMU, CBA3aHHBIMIA C MPOLIeyPOil.

Cobniopaiite 0CTOPOXHOCTb MPY MaHUMyNsLMAX ¢ katetepom SOFIA EX B U3BMTbIX COCYAaX, YTOObI 36exath

X noBpexaeHns. Mpu nosBneHNN CONPOTUBNIEHNS He NPO/BHraiiTe YCTPOACTBO U He BbIBOAWTE €ro, MoKa He
6GyneT ycTaHOBNEHa NPUYIMHA CONPOTUBNEHMS. BpallieHue yCTPOIACTBa NpI CONPOTUBNEHIN MOXET NPUBECTH

K MOBPEX/EHNI0 COCYaa NN YCTPOIACTBA.

Hannune kanbLunHaToB, HEPOBHOCTEI NN APYTIAX YCTPOICTB MOXET noBpeauTh katetep SOFIA EX
11 NOTEHLMANbHO NOBANATL Ha ero BBEAIEHMe Ui U3BNeYeHMe.

MoanepxuBaitte nepdysiio renapuHU3NpoBaHHOro G1U3pacTBOpPa BO BHYTPEHHWI NPOCBET kaTeTepa
SOFIA EX, 4Tobbl npeaoTBpatnTh 06pasoBaHine TPOMOOB.

Mocne n3Bneyerus katerepa SOFIA EX n3 Tena naumenTa ero ruapogpunbHoe NoKpbiTUe Cnesyet yBNaxHUTb
renapuHU3MPoBaHHbIM G113pacTBOPOM. He 0MyCKaiiTe BbICbIXaHUs MOKPbITHS, MOCKONbKY 3T0 MOXET

MOBAUSTH HA er0.AP30MACHOCTL 11 3KCnJlyaTalNOHHbIE XapaKTePUCTUKNA.
Perncrpamms MU 8 Pocsppapransope

136 prupmevasentel info@reyacerEnG A pyTeIbHOr0 3aMayMBaHNs YCTPOIACTB, KOTAA OHU HE NCNOMb3yHTCS,
MOCKOJIbKY 3TO MOXET NMOBAVSITb Ha 6e30MacHOCTb 1 XapaKTePUCTUKM MOKPLITUS.

He npoTupaiite ycTpoIACTBO CyXO0il Mapneid, Tak kak 3T0 MOXeT NOBPEAWTL ero NoKpbITUe.
N36eraiite YpeamepHOro NPOTUPAHMA YCTPOIACTBA C NOKPLITUEM.

Ype3mepHoe BpaLLieHue kaTeTepa MOXET CTaTb NPUYMHON NOBPEX/AEHNS, KOTOPOE MOXET NPUBECTH
K neperuny 1 BOIMOXHOMY OTAENEHII0 CTePXHS kaTeTepa. Ecnn cucteMa cunbHO nepekpyyena,
u3BnekuTe BClo cuctemy (katetep SOFIA EX, NpoBOAHMK M MHTPOAbIOCEP KaTeTepa).

OFpaHI/I'-H:TE BO3/eiicTBME 103 PEHTreHOBCKOro N3ny4yeHna Ha naLuneHTos 1 Bpaueﬁ, ncnonb3ysa A0CTaTouHyto
3aLUnTy, COKpaLLas Bpems PEHTreHOCKONUN 1 U3MEeHAA TEXHUYECKIE XapaKTePUCTUKN PEHTTEHOBCKOIO
M371y4eHNs, KOrfa 370 BO3MOXHO. Puck OCIOXHEHMWIA, CBA3aHHbIX C BO3AENCTBUEM PeHTreHoBCKoro
N3My4eHuns, MOXET YBEIMYNBATLCA N0 Mepe yBENNYEHWNS BPEMEHU 1 KONMYeCTBa npoueayp.

BO3MOXXHbIE OCJIOXXHEHUSA

K BO3MOXHbIM OCTIOKHEHMAM OTHOCATCA, B YaCTHOCTH, NEPYOPALIMS COCYAOB UM aHEBPU3MbI, BA30CNasM,
rematoma B mecre 3m6onus, BHYTPUMO3r0BOE/BHYTPUYEPENHOE KPOBOM3NNSIHME,
NCeBA0AHEBPU3MA, CYA0POTA, UHCYNLT, MHOEKLMS, ANCCEKUUS COCYAa, 0OPa30BaHue TPOMGA, CMepTb.

MoTeHuManbHble No6oYHbIe 3¢¢ekaI, CBSI3aHHbIe C BO3/eICTBEM PEHTTeHOBCKOr0 U3Ny4eH s, BKIKYatT
B cebs, noMumo npoyero: anonewuio, 0Xxorn paanwmoﬁl CTENEeHN TAXKECTN — OT NOKPACHEHUS KOXW A0 3B,
KatapakTy, 0TCPOYEHHYt0 Heonnasunto, HeKpo3 TKaHel 1 PUCKK, CBA3AHHbIE C KOHTPACTHbIM BELLECTBOM.

Monb3oBatensim u/unu naunexTam cnepyet c006LLaTh 0 NtobbIX CepPbe3HbIX MHLNAEHTAX MPOU3BOAMNTEND
1 ynofHoMOYeHHOMY opraHy rocyaapcrea-y4acTHuKa Wi MeCTHOMY opraHy 34paBoOXpaHeHus, B KOTOPOM
HaxoAATCA NONb30BaTeNb /UK NaLVEHT.

COBMECTUMOCTb

Pa3mepbl yCTPOACTBA yKa3aHbl Ha 3TUKETKe NpoaykTa. Onpeennte COBMECTUMOCTb YCTPOCTBA COMNAcHO
MHGOPMALIMKY Ha MAapPKUPOBKE ApYruX YCTPoicTB. Mpu ncnonb3osanum katetepa SOFIA EX B kayecTse
€[IMHCTBEHHOTO HanpaBAAIoLLEro kateTepa BbibepuTe NoaxoaALLMi pa3Mep beapeHHOro MHTpoablocepa,
CBEPUBLUNCH C pa3Mepami KaTeTepa Ha 3TUKETKe NPoayKTa.

NOAroTOBKA K MICNONb30BAHNIO
1. OctopoxHo n3snekure katetep SOFIA EX 1 MHTpozblocep 13 ynakoBKu.

2. Ocmotpurte Katetep SOFIA EX Ha Hanuuve noBpexaeHuil.
NPEAYNPEXAEHUE. He ncnonb3yiite ycTpoiicTBo, ecin HabnloaatoTcs kakue-nnbo nospexaeHns
nnmn fiedekThl.

3. TpomoiiTe npocseT KateTepa SOFIA EX renapuHuaupoBaHHbIM Gpu3pacteopom. MpucoeanHuTe
BpaLLaloLniics remocTaTyeckuii knanat (BrK) K npokcumanbHoi BTynke Katetepa SOFIA EX.
Hactpoiite nuHwio Ans nepdy3nn renapuHn3npoBaHHoro Gpuspacteopa yepes 60koBoii kaHan BIK.
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4. Tlepes ncnonb3oBaHneMm yBnaxHute ruapodunbHoe nokpbiTue katetepa SOFIA EX
renapuH13MpoBaHHbIM Gu3pacTBopoM. MoaoxaunTe He MeHee 30 CeKyHA ANS YBNAXHeHWS.
MopaepxmBaiiTe NOKpbITUE B yBNaXHEHHOM COCTOSIHUN U He I0MYCKAIATe ero BbICbIXaHWs,
NOCKOMbKY 3TO MOXET NOBAMSATH Ha ero 6e30MacHOCTb M IKCMNYaTaLMOHHbIE XapaKTepUCTKK.

JOCTABKA KATETEPA SOFIA EX

5. MepeiiauTe K Wwary 6 uau 7, B 3aBUCUMOCTY OT ONUCAHHOI HIKe CUTyaLmK, W BbibepuTe noaxoAsLLmne
YCTpOiicTBa ANs NPoABMKeHNs kaTeTepa SOFIA EX.

6. Hasurauus no COCyAMCTOVI cucreme, 3a UCKNOYeHnem BHyTpVNEpeﬂHOVI COCyAMCTOVI CcucTembl

a. MoprotosbTe NpoBoAHMK Anametpom 0,035 aioitma (0,89 mm) unn 0,038 aroiima (0,97 mm)
[L15 NpoaBIKeHus KateTepa SOFIA EX.

b. BcrabTe npoBoaHuk B katetep SOFIA EX v npogsuraiite ero 4o Tex nop, noka npoBOAHMK
1 katetep SOFIA EX He COBMeCTATCS! Ha AUCTaNbHOM KOHLIE.

[ cnonb3yst MHTpoAblOCep, BXOASLLWIA B KOMMNEKT NOCTaBKIA, OCTOPOXHO BBEAWTE KaTeTep
SOFIA EX 1t npoBOAHMK Yepe3 reMocTaTuyeckuii knanaH 6epeHHoro HTpoablocepa.

d. N3BnekuTe MHTpoablocep u3 katetepa SOFIA EX, Kak TONbKO ANCTANbHbIN CTEpXEHD kaTeTepa

SOFIA EX 6yzneT nomelLleH BHYTPb Tea nauyeHTa.
NMPEAYNPEXAEHWE. NHTpoablocep He npeaHa3HayeH A5 NCNob30BaHNS BHYTPY
Tena natyeHTa.

e. Toj peHTreHoCKoNMYeCKMM KOHTpoNeM NpofiBuraiite Unn u3snexaiite katetep SOFIA EX
yepes NPOBO/HMK 10 Tex Nop, NMoKa He By/ieT AOCTUTHYTO Xenaemoe NonoxeHue, uam 4o
[DOCTVXEHNS BHYTPUUEPENHOrO NonoxeHus. Mpyn HeobxoaMMoCTH BbibepuTte Cocyabl,
MezeHHo nosopayusas katetep SOFIA EX.

NPEAYNPEXAEHWUE. Ucnonb3oBarb katetep SOFIA EX cnesyet nog peHTreHockonuyeckum
KOHTpONeM.

NPEAYNPEXAEHWE. He npozasuraiiTe u He BbIBOAWTE YCTPOACTBO NPU Ype3MepPHOM
CONPOTUBNIEHIN, NOKa He By/eT YCTaHOBAEHa NPUYMHA CONPOTUBIEHNS.
MPEAYNPEXAEHUE. YpesmepHoe BpalueHue katetepa SOFIA EX npu ero nepekpy4nsaHum
MOXET NPUBECTY K MOBPEX/AEHNIO YCTPOCTBA, B pe3ynbTaTe Yero Npou3oiiaeT ero otaeneHue.
Ecnn ycTpoiicTBO CAIbHO NepeKpyYeHo (Camo YCTPOACTBO, MUKPOKaTeTep i NPOBOAHNK),
13BNeKMTE ero NOMHOCTbH.

NPEAYMPEXAEHWE. He npeBbiwaiite MakcumanbHoe pekoMeHzyemoe AaBneHne MHy3um
300 ¢yHTOB/KB. AtOIM (2070 KMa). U36bITOYHOE AaBNEHME MOXET NOBPEAUTD YCTPOICTBO MK
TPaBMUPOBATb NauueHTa. BHUMaTenbHo cneaute 3a pacnonoXeHem ANCTanbHoro KoHua
NpW MCNONb30BaHNM INEKTPONHKEKTOPA AN UHY3UN.

Npn6 Hble 3HaYEeHNs PacxoAa Npu AaBNEHUN
nHdy3nmn 100 n 300 pyHTOB/KB. At0iiM (689 1 2070 KMa)
Karetep
duspacteop 60% KOHTpacTHOro 76% KOHTpPaCcTHOro
BelecTsa BelyecTa
100 dyHTOB/ | 300 PyHTOB/ | 100 dyHTOB/ | 300 PyHTOB/ | 100 DyHTOB/ | 300 DyHTOB/
Sofia EX KB. AH0IM KB. Al0AM KB. AI0AM KB. [LIOIM KB. AIAM KB. Al0AM
5F (689 kMa) | (2070«kMa) | (689kMa) | (2070«kMa) | (689 kMa) | (2070 kMa)
M5em 12,1 238 103 21,0 93 19,7
mn/cek mn/cek mn/cek mn/cek mn/cex mn/cek
100 dyHTOB/ | 300 PyHTOB/ | 100 dyHTOB/ | 300 PyHTOB/ | 100 yHTOB/ | 300 dyHTOB/
Sofia EX KB. [LIOIM KB. AOIAM KB. A0AM KB. [LOAIM KB. AKIM KB. Al0AM
5F (689 kMa) | (2070«kMa) | (689kMa) | (2070kMa) | (689 kMa) | (2070 kMa)
105cm 123 235 106 213 97 206
mn/cek mn/cex m/cek mn/cek mn/cex mn/cek
f. MepeiianTe K Wwary 7 Ans HaBUraLmm No BHYTPUYEPENHON COCYANCTON cucteme. B npoTuBHOM

cnyyae nepeiiaute K wary 8.
7. HaBurauus no BHyTpUYepenHoii COCyANCToi cucteme

a. MoaroToBbTe MUKPOKATETEP 1 COBMECTUMBI NPOBOAHNK ANA NPOABIKEHNS KaTeTepa
SOFIAEX.

b. MeaneHHo yaanuTe ycTpoicTBa, paHee BCTaBeHHble B kateTep SOFIA EX, ecnn TakoBble
1meloTCs. BctaBbTe MuKpokateTep ¢ npoBoAHMKOM B kaTetep SOFIA EX.

C Moa peHTreHoOCKOMMYECKNM KOHTPONEM NPOABUraiiTe Uni u3snekaire katetep SOFIA EX

Yepe3 MUKpOKaTeTep C NPOBOHIKOM [I0 Tex Nop, Noka He by/ieT JOCTUTHYTO Xenaemoe
nonoxexue. Mpu Heo6xoAMMOCTM BbIbepHTE COCYAbI, ME/IEHHO NOBOPaYNBas KaTeTep
SOFIAEX.

NMPEAYNPEXAEHUE. Ncnonb3oBatb katetep SOFIA EX cnesyet nof peHTreHoCkonuyeckum
KOHTpONeM.

NMPEAYNPEXAEHWE. He npoaBuraiiTe 1 He BbIBOAMTE YCTPOCTBO NPV Ype3MepHOM
COMPOTUBNEHNI, NOKa He ByaeT yCTaHOBNEHa NPUYMHA CONPOTUBNEHNS.
NPEAYNPEXAEHUE. YpesmepHoe Bpaluetue katetepa SOFIA EX npu ero nepekpyynsaqim
MOXET NPUBECTY K MOBPEX/EHNIO YCTPOCTBA, B pe3ynbTaTe Yero Npou3oiaeT ero otaenexue.
Ecnv yCTpOICTBO CMbHO NepekpyyeHo (Camo YCTPOIACTBO, MUKpOKaTeTep 1 MPOBOAHMK),
13BNeKMTE ero NoHOCTbIO.

NPEAYNPEXAEHWE. He npeBbiluaiite MakcManbHoe pekoMeHayeMoe fiaBneHue nHPysum
300 ¢ynTOB/KB. At0AM (2070 KMa). U36bITOUHOE AaBNEHME MOXET NOBPEAVTL YCTPOACTBO UK
TPaBMUPOBATb NawueHTa. BHUMaTenbHo cneauTe 3a pacnonoXkeHem ANCTanbHoro KoHua
NpW NCNONb30BAHINM INEKTPOUHKEKTOPA NS NHY3MN.

8. Mpu Heo6XOANMOCTU Me[LTEHHO M3BNEKUTe NPOBOAHIK NI MUKpOKaTeTep. Y6eauTech, 4To yepes
6okoBoii kaHan BIK noaaepxuBaetcsi HenpepbiBHas nepdysns renapuH1npoBaHHoro ¢puspacreopa.
MPUMEYAHUE. MukpokateTep, ncnonb3yemblit Ans npoasixeHs katetepa SOFIA EX, MOXHO 0CTaBUTb
10 KOHLIA NpoLieaypbl.

W3BNIEYEHUE KATETEPA SOFIA EX

9. [oa peHTreHoCKONMYeCKUM KOHTpONeM u3BnekaiTe katetep SOFIA EX 1o Tex nop, noka Bce ycTpoiicTBo
He Gy/ieT U3BNIeYEHO 13 NaLneHTa.

Bpay nmeeT npaBo no CBOEMY yCMOTPEHMIO M3MEHSTb ONNCaHHbIe MaHUNYAALNK C KaTeTepom

SOFIA EX ¢ y4eToM CIIOXHOCTI 1 pa3Hoobpasns npoLesyp. Nio6as TexHuyeckasi MoAndMKaLms AonxHa

COOTBETCTBOBATb PaHee ONUCaHHBIM MHCTPYKLMAM, NPefynpexaeHnsM, MepaMm npeaocTopoXHOCT

1 MHpOpMaLIMK 0 6e30MacHOCTI NaLMEHTOB.

XPAHEHWE
XpaHuTb B CyXoM MecTe 1 Gepeyb OT BO3AeVCTBIA CONHeYHbIX Nyyeil. CPOK XpaHeHUs yka3aH Ha 3TMKeTKe
V3nepUAHORARRAITSURARAME N0 UCTEYEHN YKA3AHHOTO HA STUKETKE CPOKA FOAHOCTU.

MATB¥pRgacertau | no@nevacertru

Katetep SOFIA EX He 13roToB/IeH 13 HaTypanbHOro Kay4yKoBOro flaTeKca, nonnsuHunxnopuaa (MBX) unu
nmn-2-3tunrekcundranara (I13ro).

CBOJIHAA NHOOPMALIA O BE3ONACHOCTU U KNTUHUYECKIX XAPAKTEPUCTUKAX

CBoAHas MHdOpPMaLMs 0 6e30MacHOCTM 1N KNMHUYECKIX XapaKTepucTikax (Summary of Safety and
Clinical Performance, SSCP) uspnenus bynet aoctynHa B EBponeiickoi 6ase AaHHbIX N0 MeANLIMHCKIM
u3nennsam (European Database on Medical Device, Eudamed: https://ec.europa.eu/tools/eudamed)
nocne ee 3anycka.

TAPAHTUA

Komnarus MicroVention, Inc. rapaHTipyer, 4to npu pa3paboTke 1 NPOU3BOACTBE JAHHOTO U3Aenus bbinn
NPUHATBI Pa3yMHble Mepbl NPeOCTOPOXHOCTI. [laHHas rapaHTUs 3aMeHsIeT i UCKNIoYaeT Bce Apyrie
rapaHTuI, NPAMO He OrOBOPEeHHbIe B HACTOSALLEM OKYMEHTe, BbIpaXeHHble n noapasymeBaemble

B CUNY 3aKOHa U Aipyrix 06CTOATENbCTB, BK/I0Yas, NOMUMO Npoyero, Niobble noapasymesaemble
rapaHTVI TOBapHOrO COCTOSHWS UM NPUroAHOCTU. O6palLieHue C yCTPOIACTBOM, ero XpaHeHue, 041CTKa

11 CTepUNM3aLIs, a Takxke GakTopbl, CBS3aHHbIE C NALMEHTOM, MArHOCTUKOIA, leYeHneM, XUpyprityeckoi
npoveaypoit, 1 apyrue BONPOChI, HENOAKOHTPOSbHbIE MicroVention, HenocpeACTBEHHO BANAIOT Ha
13enue 1 pesynbTartel, NONy4YeHHbIE NPy ero Ucnonb3osany. 06s3atenscrea komnatum MicroVention no
[NlaHHO rapaHTVin OrPaHNYNBAIOTCS PEMOHTOM NN 3aMeHOi JaHHOTO U3Aenns 0 UCTeYeHIs CPOKa ero
neitcTeus. Komnanus MicroVention He HeceT OTBETCTBEHHOCTY 3a No6ble CyyaiiHble UM CONyTCTBYHLLME
notepw, yiep6 unn pacxoabl, NPSAMO NN KOCBEHHO CBS3aHHbIE C NCMONb3C NaHHOro

Komnanust MicroVention He npuHMMaeT Ha ce6st 1 He yNoHOMOYMBAET APYruX UL, NPUHIAMATD 33 Hee
Kakue-n1bo Apyrue uau AonoNHUTeNbHbIE 0683aTeNbCTBa UM OTBETCTBEHHOCTb B CBA3M C JaHHbIM
n3genvem. Komnanus MicroVention He HeceT HIKaKOiA OTBETCTBEHHOCT 3@ NOBTOPHOE UCMOMb30BaHMe,
nepepaboTKy U NOBTOPHYIO CTEPUAN3ALMIO M3AENNIA U He IaeT HNKAKIX TapPaHTHiA, BbIPaXKeHHbIX Unn
noapasymeBaemblX, BKK0Yasi, NTOMUMO NPOYEro, rapaHTIM TOBAPHOTO COCTOSHMS AW NPUTOHOCTI AN
KOHKPETHOIA Lien, B OTHOLLEHWUM TakiX 3Aeniii.

LleHbl, TeXHMYeCKINe XapaKTePUCTUKN U Hannye Mofeneit MoryT 6bITb 3MEeHeHbI 6e3 npeaBapuTeNbHOro
yBeLOMIIEHNS.

© MicroVention, Inc., 2024. Bce npasa 3aLMLLEHbI.

MicroVention™ 1 SOFIA™ aBnsiioTcsl 3aperncTpupoBaHHbIMI TOBapHLIMY 3Hakamu komnaum MicroVention
¥ 3aperncTpupoBatbl B CLLIA v Apyrinx opucanKLnsx.
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English
SOFIA™ Flow 88 Aspiration Catheter
Instructions for Use

Carefully read all instructions prior to use.

DEVICE DESCRIPTION

The SOFIA Flow 88 Aspiration Catheter is a non-tapered, single-lumen, flexible catheter equipped with coil and
braid reinforcement. The distal segment is designed to facilitate vessel selection with 60 cm of distal-shaft

hydrophilic coating for navigation through the vasculatures. The radiopaque marker is located at the distal end
of the catheter for visualization under fluoroscopy.

CONTENTS

One Catheter

One Introducer Sheath

INTENDED PURPOSE

The SOFIA Flow 88 Aspiration Catheter is indicated for general intravascular use, including the neuro and
peripheral vasculature. The SOFIA Flow 88 Aspiration Catheter can be used to facilitate introduction of
diagnostic or therapeutic agents. The SOFIA Flow 88 Aspiration Catheter is not intended for use in coronary

arteries. Moreover, the SOFIA Flow 88 Aspiration Catheter is intended for use in removal/aspiration of emboli
and thrombi from selected blood vessels in the arterial system, including the peripheral and neuro vasculatures.

CONTRAINDICATIONS

There are no known contraindications.

CAUTION

Rx Only: Federal (USA) law restricts this device to sale by or on the order of a physician.
Do not use if pouch is opened or damaged.

This device is intended for single use only. Do not reuse, reprocess or resterilize. Reuse, reprocessing or
resterilization may compromise the structural integrity of the device and/or lead to device failure which, in turn,
may result in patient injury, illness, or death. Reuse, reprocessing, or resterilization may also create a risk of
contamination of the device and/or cause patient infection or cross-infection, including, but not limited to, the
transmission of infectious disease(s) from one patient to another. Contamination of the device may lead to injury,
illness or death of the patient.

After use, dispose in accordance with hospital, administrative and/or local government policy.

WARNINGS

The SOFIA Flow 88 Aspiration Catheter should only be used by physicians who have received appropriate
training in interventional techniques.

The SOFIA Flow 88 Aspiration Catheter is provided sterile and non-pyrogenic. Do not use if the packaging is
breached or damaged.

Inspect the SOFIA Flow 88 Aspiration Catheter prior to use. Do not use the device if any damages or
irregularities are observed.

Appropriate anti-coagulation and anti-platelet therapy should be administered per standard medical practice.
The SOFIA Flow 88 Aspiration Catheter 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 the SOFIA Flow 88 Aspiration Catheter with Ethiodol or Lipiodol contrast media or other such contrast
media which includes the components of those agents.

Do not use organic solvents as the device may be damaged.

Do not use automated high-pressure contrast injection equipment with the SOFIA Flow 88 Aspiration Catheter
as it may damage the device.

Do not exceed 2070 kPa (300 psi) maximum recommended infusion pressure. Excess pressure may damage
the device or injure the patient.

Torquing the SOFIA Flow 88 Aspiration Catheter excessively while kinked may damage the device, resulting

in separation of the device. Withdraw the entire device (the device, Compatible Catheter, and guidewire) if the
device is severely kinked.

The Introducer Sheath is not intended for use inside the patient body. Ensure that the Introducer Sheath is
removed from the SOFIA Flow 88 Aspiration Catheter once the distal shaft of the SOFIA Flow 88 Aspiration
Catheter is placed inside the patient body.

Excessive aspiration with the distal tip of the SOFIA Flow 88 Aspiration Catheter covered by the vessel wall may
cause vessel injury. Carefully investigate location of the distal tip under fluoroscopy prior to aspiration.

Do not attempt to clear the inner lumen of the SOFIA Flow 88 Aspiration Catheter by infusion while keeping the
device in the patient body.

When flow from the lumen stops or becomes stagnant during aspiration, do not attempt to clear the inner lumen
of the SOFIA Flow 88 Aspiration Catheter by infusion while keeping the device in the patient body.

PRECAUTIONS
Exercise care in handling the SOFIA Flow 88 Aspiration Catheter to reduce the chance of accidental damage.

Verify compatibility of the SOFIA Flow 88 Aspiration Catheter when using other ancillary devices commonly used
in intravascular procedures. The physician must be familiar with percutaneous, intravascular techniques and
possible complications associated with the procedure.

Use caution when manipulating the SOFIA Flow 88 Aspiration Catheter in tortuous vasculature to avoid damage.
Avoid advancing or withdrawal against resistance until the cause of resistance is determined.

Presence of calcifications, irregularities, or other devices may damage the SOFIA Flow 88 Aspiration Catheter
and potentially affect its insertion or removal.

Maintain perfusion of heparinized saline for inner lumen of the SOFIA Flow 88 Aspiration Catheter to prevent
thrombus formation.

If removed from the patient, the hydrophilic coating on the SOFIA Flow 88 Aspiration Catheter should be
hydrated with heparinized saline. Do not allow the coating to dry.

POTENTIAL COMPLICATIONS

Potential complications include but are not limited to: vessel or aneurysm perforation, vasospasm, hematoma at

the site of entry, embolism, ischemia, intracerebral/intracranial hemorrhage, pseudo aneurysm, seizure, stroke,
infection, vessel dissection, thrombus formation, and death.

Users and/or patients should report any serious incidents to the manufacturer and the Competent Authority of
the Member State or Local Health Authority in which the user and/or patient is established.
COMPATIRILITY.

Pernctpauns MU 8 PocafpasHagsope.
Referuemserridmi@nsvaterins dimensions. Use the information on labeling provided with other devices to
determine device compatibility. When using the SOFIA Flow 88 Aspiration Catheter as a single guiding catheter,
choose the appropriate size of a femoral sheath, referring to product label.

Guide Sheath Recommendation*® >0.1138in.ID

Catheter/Microcatheter Recommendation <0.0835in. OD

Guidewire Recommendation <0.038in. OD
* Guide compatibility ion applies only to Mi ion/Terumo brand
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DIAGRAM OF SOFIA FLOW 88 ASPIRATION CATHETER

PREPARATION FOR USE
1. Carefully remove the SOFIA Flow 88 Aspiration Catheter and the Introducer Sheath from the package.

2. Inspect the SOFIA Flow 88 Aspiration Catheter for any damage.
WARNING: Do not use the device if any damages or irregularities are observed.

3. Flush the lumen of the SOFIA Flow 88 Aspiration Catheter with heparinized saline. Attach a rotating
hemostatic valve (RHV) to the proximal hub of the SOFIA Flow 88 Aspiration Catheter. Set up the line for
perfusion of heparinized saline through the sidearm of the RHV.

4. Hydrate the hydrophilic coating on the SOFIA Flow 88 Aspiration Catheter with heparinized saline before use.
Keep the coating hydrated and do not allow the coating to dry.

DELIVERY OF THE SOFIA FLOW 88 ASPIRATION CATHETER

5. Go to step 6 or 7, depending on the situation described below and choose appropriate devices for navigation
of the SOFIA Flow 88 Aspiration Catheter. Refer to the Compatibility section for Compatible devices.

6. Navigation through the vasculature, except for the intracranial vasculature
a. Prepare Compatible Catheter/Microcatheter and 0.035” or 0.038” Guidewire for navigation of the SOFIA
Flow 88 Aspiration Catheter.
b. Insert the Guidewire into the Compatible Catheter. Insert the Compatible Catheter with Guidewire into
the SOFIA Flow 88 Aspiration Catheter and advance the Compatible Catheter with Guidewire until the
Compatible Catheter and the SOFIA Flow 88 Aspiration Catheter are aligned at the distal end.

IFU100251 Rev. A 1 MicroVention



c. Carefully insert the SOFIA Flow 88 Aspiration Catheter and the Compatible Catheter with Guidewire
through a hemostatic valve of the femoral sheath. If necessary, use the Introducer Sheath provided in
the package to facilitate with the introduction.

d. Remove the Introducer Sheath, if used, from the SOFIA Flow 88 Aspiration Catheter once the distal shaft
of the SOFIA Flow 88 Aspiration Catheter is placed inside the patient body.

WARNING: Introducer Sheath is not intended for use inside the patient body.

e. Under fluoroscopic guidance, advance or withdraw the SOFIA Flow 88 Aspiration Catheter over the
Compatible Catheter with Guidewire until desired position is attained or before the intracranial position
is achieved.

WARNING: Do not advance or withdraw the device when excessive resistance is met until the cause of
resistance is determined.

WARNING: Torquing the SOFIA Flow 88 Aspiration Catheter excessively while kinked may damage the
device resulting in separation of the device. Withdraw the entire device (the device, Compatible Catheter,
and Guidewire) if the device is severely kinked.

WARNING: Do not use automated high-pressure contrast injection equipment with the SOFIA Flow

88 Aspiration Catheter as it may damage the device. Do not exceed 2070 kPa (300 psi) maximum
recommended infusion pressure. Excess pressure may damage the device or injure the patient.

. Go to step 7 for navigation through the intracranial vasculatures. Otherwise, proceed to step 8.

7. Navigation through the intracranial vasculature

a. Prepare a Compatible Catheter/Microcatheter and Compatible Guidewire for navigation of the SOFIA
Flow 88 Aspiration Catheter.

b. Slowly remove, if any, devices previously inserted in the SOFIA Flow 88 Aspiration Catheter. Insert the
Compatible Catheter with Guidewire into the SOFIA Flow 88 Aspiration Catheter.

c. Under fluoroscopic guidance, advance or withdraw the SOFIA Flow 88 Aspiration Catheter over the
Compatible Catheter and Guidewire until desired position is attained.
WARNING: Do not advance or withdraw the device when excessive resistance is met until the cause of
resistance is determined.
WARNING: Torquing the SOFIA Flow 88 Aspiration Catheter excessively while kinked may damage the
device resulting in separation of the device. Withdraw the entire device (the device, Compatible Catheter,
and Guidewire) if the device is severely kinked.
WARNING: Do not use automated high-pressure contrast injection equipment with the SOFIA Flow
88 Aspiration Catheter as it may damage the device. Do not exceed 2070 kPa (300 psi) maximum
recommended infusion pressure. Excess pressure may damage the device or injure the patient.

8. Slowly remove the Compatible Catheter, or Guidewire if necessary. Make sure that continuous perfusion of
heparinized saline is maintained through the sidearm of the RHV.
NOTE: The Compatible Catheter used to navigate the SOFIA Flow 88 Aspiration Catheter may be kept for the
rest of procedure.

ASPIRATION THROUGH THE SOFIA FLOW 88 ASPIRATION CATHETER WITH SYRINGE

1. Under fluoroscopic guidance, make sure that the distal tip of the SOFIA Flow 88 Aspiration Catheter is
located in a straight portion of the vessel. Reposition the distal tip if necessary. Refer to Figure-1 for
location of the distal tip.

WARNING: Do not advance or withdraw the device when excessive resistance is met until the cause of
resistance is determined.

WARNING: Torquing the SOFIA Flow 88 Aspiration Catheter excessively while kinked may damage the
device resulting in separation of the device. Withdraw the entire device (the device, Compatible Catheter,
and Guidewire) if the device is severely kinked.

Figure-1
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2. Make sure the distal tip of the SOFIA Flow 88 Aspiration Catheter is engaged with the emboli or thrombi
under fluoroscopy.

3. At the proximal end of the SOFIA Flow 88 Aspiration Catheter, remove the perfusion line and attach a
stopcock with 30 cc or 60 cc locking syringe to the sidearm of the RHV.

. Tighten the RHV.
. With the stopcock closed pull and lock the plunger of the syringe.
. To begin aspiration, open the stopcock.

. Make sure that the syringe aspirates blood, emboli, or thrombi through the system. Close the stopcock if the
syringe does not aspirate any blood, emboli, or thrombi, or slow aspiration is observed. Carefully investigate
the cause of the restriction and reposition the distal tip if necessary. If blood, emboli, or thrombi is stuck
in the SOFIA Flow 88 Aspiration Catheter remove the entire device (the device, Compatible Catheter, and
Guidewire) and clear the inner lumen. If restriction still remains and the distal tip of the SOFIA Flow 88
Aspiration Catheter has been repositioned correctly, close the stopcock, re-attach the syringe, and resume
aspiration. Maintain aspiration to make sure the emboli or thrombi remains fully engaged with the distal tip
of the SOFIA Flow 88 Aspiration Catheter. With the emboli or thrombi fully engaged pull back the SOFIA Flow
88 Aspiration Catheter out of the patient body.

WARNING: Excessive aspiration with the distal tip of the SOFIA Flow 88 Aspiration Catheter covered by the
vessel wall may cause vessel injury.

WARNING: Do not attempt to clear inner lumen of the SOFIA Flow 88 Aspiration Catheter by infusion while
keeping the device in the patient body.

8. After aspiration is completed, remove the SOFIA Flow 88 Aspiration Catheter from the patient body. If re-
access to the vasculatures with the same device is desired, flush and clean the inner lumen of the device by
infusion. Inspect the device for any damage. Follow steps 5 through 8 in the “Delivery of the SOFIA Flow 88
Aspiration Catheter” section for navigation.

WARNING: Do not use the device if any damages or irregularities are observed.

ASPIRATION THROUGH THE SOFIA FLOW 88 ASPIRATION CATHETER WITH PUMP

1. Under fluoroscopic guidance, make sure that the distal tip of the SOFIA Flow 88 Aspiration Catheter is
located in a straight portion of the vessel. Reposition the distal tip if necessary. Refer to Figure-1 for
location of the distal tip.

WARNING: Do not advance or withdraw the device when excessive resistance is met until the cause of
resistance is determined.

WARNING: Torquing the SOFIA Flow 88 Aspiration Catheter excessively while kinked may damage the
device resulting in separation of the device. Withdraw the entire device (the device, Compatible Catheter,
and Guidewire) if the device is severely kinked.

Figure-1
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2. Make sure the distal tip of the SOFIA Flow 88 Aspiration Catheter is engaged with the emboli or thrombi
under fluoroscopy.

3. Attach aspiration tubing to the aspiration pump and turn on the pump (refer to the directions for use of the
aspiration tubing and aspiration pump manual). Confirm that the aspiration gauge reads -20 inHg. Ensure
the stopcock/valve on the aspiration tubing is in the closed position.

4. Remove the perfusion line from the side arm of the RHV that is connected to the SOFIA Flow 88 Aspiration
Catheter and attach the aspiration tubing to the side arm of the RHV.

5. Tighten the RHV.

6. Make sure the distal tip of the SOFIA Flow 88 Aspiration Catheter is engaged with the embolus or thrombus
under fluoroscopy.

7. To begin aspiration, turn the aspiration tubing stopcock/valve to the open position and check to see if blood,
thrombus, or embolus are aspirated through the system.

8. If after 10 seconds blood is still observed flowing through the system, stop aspiration. To stop aspiration,
turn aspiration tubing stopcock/valve to the closed position. Carefully reposition the distal tip of the SOFIA
Flow 88 Aspiration Catheter to engage the thrombus and resume aspiration.

N o o &

9. If flow is restricted or absent, maintain aspiration to make sure any thrombus or embolus is fully engaged
with the distal tip of the SOFIA Flow 88 Aspiration Catheter. With the thrombus or embolus fully engaged,
slowly pull back the SOFIA Flow 88 Aspiration Catheter and completely withdraw out of the patient.
WARNING: Excessive aspiration with the distal tip of the SOFIA Flow 88 Aspiration Catheter engaged with
vessel wall may cause vessel injury.

10. With the SOFIA Flow 88 Aspiration Catheter outside of the patient body, flush the catheter to clear the
catheter of any thromboembolic material that may be inside.
WARNING: Do not attempt to clear inner lumen of the SOFIA Flow 88 Aspiration Catheter by infusion while
keeping the device in the patient body. Remove the SOFIA Flow 88 Aspiration Catheter from the patient body
before attempting to clear the lumen.

. If repeated access to the vasculature with the same device is desired, flush and clean the inner lumen of the
device by infusion. Inspect the device for any damage. Reintroduce the SOFIA Flow 88 Aspiration Catheter
into the body and follow steps 5 through 8 in the “Delivery of the SOFIA Flow 88 Aspiration Catheter” section
to navigate the catheter to the target site.

WARNING: Do not use the device if any damage or irregularities are observed.
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12. Aspiration may be attempted up to 3 times, for a total of 2 minutes of aspiration per attempt with the SOFIA
Flow 88 Aspiration Catheter.

13. Once aspiration is completed, remove the SOFIA Flow 88 Aspiration Catheter from the patient body.

The physician has the discretion to modify described manipulations of the SOFIA Flow 88 Aspiration Catheter to
accommodate the complexity and variation in procedures. Any technique modification must be consistent with
previously described instructions, warnings, precautions, and patient safety information.

STORAGE

Keep dry and away from sunlight. See the product label for the device shelf life. Do not use the device beyond
the labeled shelf life.

MATERIALS

The SOFIA Flow 88 Aspiration Catheter is not manufactured with natural rubber latex, polyvinylchloride (PVC), or
di-2-ethylhexyl phthalate (DEHP).

SUMMARY OF SAFETY AND CLINICAL PERFORMANCE

The Summary of Safety and Clinical Performance (SSCP) for the device will be accessible in the European
database on medical devices (Eudamed: https://ec.europa.eu/tools/eudamed), when available.

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 through its expiration date. 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.

Prices, specifications, and model availability are subject to change without notice.
© Copyright 2023 MicroVention, Inc. All rights reserved.

MicroVention™ and SOFIA™ are trademarks of MicroVention, Inc., registered in the United States and other
jurisdictions.
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Pycckuid A3bIk
AcnupaumoHHbIii kateTep SOFIA™ Flow 88
VIHCTPYKLMS N0 NPUMEHEHUI0

Mepes 1Cnonb30BaHNeM BHUMATE/ILHO 03HAKOMbTECH CO BCEMI UHCTPYKLIMAMA.
OMUCAHVE YCTPONCTBA

AcnpaumoHHbiii katetep SOFIA Flow 88 npe/cTaBnsieT co60ii HeKORUYECKIA O4HONPOCBETHbIA TMBKMIA
KaTeTep, OCHALLEHHBI KaTyLLKO 11 apMupytoLLeii NpoBOOKOM. [IUCTaNbHbIA CerMeHT NpejHa3HaueH Ans
obneryeHns Bbibopa cocysa bnaroaaps ruApoGuULHOMY NOKPHITAIO ANCTANBHOTO CTEPXKHS ANMHON 60 cM
AN1S1 HAaBUTaLyMI MO COCYANCTBIM CUCTEMaM. PEHTT@HOKOHTPACTHBINA Mapkep PacrioNoXeH Ha ANCTaNbHOM
KOHLie KaTeTepa /N5l BU3yann3aLmil ¢ IOMOLLbIO PEHTTEHOCKOMMM.

COAEPXUMOE

OpvH katetep
OAvH UHTPOZAbIOCEP

NPEAYCMOTPEHHOE HASHAYEHUE

AcnupaumoHHblii katetep SOFIA Flow 88 npesHa3HaueH Ans 06LLEro BHYTPUCOCYANCTOTO NPUMEHERNS,
BK/It0Yas Helipo- 1 nepudepuryeckyro CocyanCTyro cuctemy. ACMpaLoHHbIii katetep SOFIA Flow 88
MOXHO MCMO/b30BaTh ANSt 06N1ETYeHNS BBEAEHNS ANarHOCTUYECKNX UM TepaneBTUYeckuX CPe/CTB.
AcnupaumoHHbiii katetep SOFIA Flow 88 He npeaHasHaueH A4St CNONb30BaHWS B KOPOHAPHbIX apTepusX.
Kpome Toro, acnupauuoHHblii katetep SOFIA Flow 88 npegHa3HaueH Ans yAaneHus/acnmpauyum 3M60108
1 TPOMBOB U3 OTAENbHBIX KPOBEHOCHBIX COCY/0B apTepuanbHoi CUCTEMBI, B TOM Yncie nepudepnyeckoit
11 Helipo-cocyANCTON cucTem.

NPOTUBOMOKA3AHUA
IpoTBONOKa3aHNA He N3BECTHbI.
BHUMAHMUE!

TonbKo Rx: ¢pegepanbHblii 3akoH (CLLIA) orpaHuumnBaeT npoAaxy 3T0ro yCTpoiCcTBa Bpauom Uau no ero
npeanucaHnio.

He VICI'IOI'Ib3yI7ITe usaenue, ecin ero ynakoBka BCKpbITa v noBpexzaeHa.

[laHHOe YCTPOIACTBO NpegHa3HaueHO NCKNKUNTENbHO A1S OAHOKPATHOMO NCMONb30BaHMS. 3anpeLlaetcs
MOBTOPHO CMO/Ib30BaTh, MOABEPraTh NOBTOPHOI 06paboTke Uy cTepuaM3aLm. MosTopHOE
1CroNb30BaHue, 06paboTka AW CTePUAM3ALNS MOTYT HAPYLUIMTL CTPYKTYPHYHO LIeNOCTHOCTb n/vn
NPUBECTM K 0TKA3y U3/ens, YTo, B CBOIO 04EPEAb, CNOCOGHO MPUBECTY K TPaBMe, 3a60/1eBaHMI0 N
CMepTy NaumeHTa. MoBTOPHOE UCMONb30BaHIe, 06paboTKa K CTEPUAN3ALIMS MOTYT TakXe C03AaTh
PUCK 3arpsi3HERIS U3ZeNNS /AN NPUBECTI K MHGULIMPOBAHIHO U NePeKPECTHOMY MHGULIMPOBaHMIO
navueHTa, BK/to4asi, MOMUMO Npoyero, nepefady NHHeKLMOHHOro 3a6oneBaHNs (MHGEKLMOHHBIX
3a60/1eBaHII) OT OZHOTO MaLeHTa K Apyromy. 3arpsi3HeHme U3Aen1st MOXeT NPUBECTM K TpaBMe,
3a60n1eBaHINI0 MM CMEPTU NaLMeHTa.

MNocne ncnonb3oBaHus yTVII'IVI3VIpyﬁTE B COOTBETCTBUW C NpaBuaamu 60N1bHNLbI, AAMUHUCTPATUBHbIX
/WA MeCTHbIX OPraHoB BAACTH.

NPEAYNPEXAEHWNA

AcnpaumoHHbiii katetep SOFIA Flow 88 40/mkeH MCN01b30BaTbCs TObKO Bpayamu, NPOoLIeAIW1MU
COOTBETCTBYHOLLIYHO NOATOTOBKY MO MHTEPBEHLIMOHHBIM METOAAM.

AcnupaumoHHbIii katetep SOFIA Flow 88 nocTaBnseTcs cTepunibHbIM 1 anuporeHHsIM. He ncnonb3yiite
WU3/ieN1e, eC/IM €r0 YNAKOBKA BCKPbITA UM MOBPeXAeHa.

Mepes ncnonb3oBaHeMm acnupaumoHHoro katetepa SOFIA Flow 88 ocmotpure ero. He ncnonb3yiite
YCTPOIACTBO, €CN HABNOAAIOTCH KaKne-Nb0 NOBPEeXAEHS U AedeKTbl.

COOTBETCTBYIOLLYIO AHTUKOATYNISIHTHYHO 1 aHTUTPOMBOLMTAPHYHO TePaniio CNeyeT Ha3HauaTb COrnacHo
CTaHAAPTHOI MeANLINHCKON MpaKTHKe.

MaHunynnpoBaHue acnupaLyoHHbIM kateTepom SOFIA Flow 88 cnegyeT npoBoauTs nog
PEHTTeHOCKOMMYECKUM KOHTPO/IEM. He NpoABUraiiTe 1 He BbIBOAWTE YCTPOWCTBO NPy Ype3MepHOM
COMPOTUB/IEHUM, NIOKA He By/eT YCTaHOB/IEHa NPUYNHA COMPOTUBAEHNS.

He ncnonb3yiite acnupaumorHbiii katetep SOFIA Flow 88 ¢ koHTpacTHbIMK cpescTtamu Ethiodol, Lipiodol
W APYTUMU KOHTPACTHBIMU CPE/CTBAMM, BK/IIOUAHOLLMMI KOMMOHEHTbI 3TUX CPEACTB.

He ncnonb3yiiTe opraHnyeckme pactBopuTenit, NOCKO/bKY 3T0 MOXeT NPUBECT K NOBPEXAEHMIO YCTPOIACTBA.

He ncnonb3yiite aBTomatiueckoe 060py/A0BaH1e A BBe/eHUS KOHTPACTHOTO BELLeCTBA MO, BbICOKUM
[NlaBNeHreM C acnupaunoHHbIM Katetepom SOFIA Flow 88, nockonbky 370 MOXeET NOBPeAUTb yCTPOIACTBO.

He npesbilwaiite MakcuManbHoe pekomeHayemoe aasnerue uHdysum 2070 kMa (300 pyHTOB/KB. Ariim).
136b1TO4HOE AaBNeHe MOXeET NOBPeAUTb YCTPOICTBO MM TPaBMUPOBATh NaLlMeHTa.

Upe3mepHoe 3aTAruBaHue acnupawyoHHoro katetepa SOFIA Flow 88 npu ero nepekpy4nBaHumn MoxeT
NpUBECTI K NOBPEX/EHMI0 YCTPOIACTBA, B pe3ynbTaTe Yero Npou3oiaer ero otAeneHue. Ecam ycrpoiicto
CUNBHO NepeKpyyeHo (Camo YCTPOIACTBO, COBMECTUMBIIA KaTeTep 1 NPOBOAHWK), U3BNEKUTE ero NONHOCTbH.

VHTpOZbtOCEp He NpeAHa3HayeH AN UCMoNb30BaHMSA BHYTPY Tena naLeHTa. Mouie NoMeLLeHns AUCTanbHoro
CTePXHs acnupaLmnoHHoro katetepa SOFIA Flow 88 BHYTpb Tena nauueHTa y6eanTech, 4To MHTPOAbLIoCEp
13BIeyeH 13 acnupaLnoHHoro katetepa SOFIA Flow 88.

Ype3mepHas acnupaLys ANCTanbHbIM KOHLIOM acnupaLoHHoro katetepa SOFIA Flow 88, 3akpbitoro
CTEHKOI COCY/ja, MOXET NPUBECTM K NOBPeX/eHIo cocysa. Mepes acnupaumeii TwatenbHo ncceayiite
pacnonoxexue ANCTaNbHOro KOHLA C MOMOLLbI0 PEHTT@HOCKONUK.

He nbiTaiiTech 04MCTUTL BHYTPEHHWIA NPOCBET acnupaLyMoHHoro katetepa SOFIA Flow 88 nytem nHgysuu,
KOr/ja YCTPOIACTBO HAaXOANTCS B TeNe NaLMeHTa.

Ecan noTok u3 npocseTa npekpalLaercss Uan 3acTanBaeTcs BO BpeMA acnupaLum, He NbiTaiATech 04nCTUTL
BHYTPEHHWI NPOCBET acnupaLmoHHoro katetepa SOFIA Flow 88 nytem nH¢y3um, koraa ycTpoiicTeo
HaX0AWTCA B Tene naLyeHTa.

MEPbI NPEAOCTOPOXXHOCTU

Co6ntopaiite OCTOPOXHOCTb MPY 0BPALLEHIN € ACNMPaLMOHHBIM KaTeTepom SOFIA Flow 88, UTobbl CHU3UTb
BEPOATHOCTb 70 CNYYaiiHOro NOBPEXAEHNS.

YbeanTech B COBMECTUMOCTM acpaLoHHoro katetepa SOFIA Flow 88 B ciyuae ncnonb3osaHms Apyrinx
BCNOMOraTe/IbHbIX YCTPOICTB, WNPOKO NPUMEHSIEMbIX NPV BHYTPUCOCYANCTBIX NPOLieAypaX. Bpau aonxeH
6bITb 3HAaKOM C UPECKOXHBIMY, BHYTPUCOCYANCTBIMMI METOAMUKAMI 1 BOSMOXHBIMU OCNOXHEHUAMY,
CBS3aHHbIMY € NpOLeAypPOiA.

CobntopaiiTe OCTOPOXHOCTH MPY MAHUMYNSLMAX C aCMPALMOHHbIM kateTepom SOFIA Flow 88 B 13BUTbIX
cocypaax, Ytobbl n3bexarsb 1x nospexzaeHus. Mpu NosBAEHUI CONPOTUBNEHNS He NPOABUraiiTe yCTPOICTBO
11 He BbIBOAWTE €ro, Noka He By/leT ycTaHoB/IEHa NPUYIHA COMPOTUBNEHNS.

Hanﬁqﬁwﬁﬁ%monem NN APYTUX YCTPOIACTB MOXET MOBPEAWTL aCNNPaLMOHHBIN kaTeTep
SOFIR T W e G ILMaNbHO NOBAMATS Ha ero BBEZEHUE N M3BNEUEHME.

Toa/epxuBaiite nepdysnto renapuHN3NPoBaHHOTO Gr3pacTBopa BO BHYTPEHHNIA NpocBeT
acnupaLyoHHoro katetepa SOFIA Flow 88, uto6bl NpesoTBpaTUTL 06pa3oBaHme TPOMOOB.

Mocne 3BneYeHs acnupaLoHHoro katetepa SOFIA Flow 88 113 Tena navuueHTa ero ruapodunbHoe
NoKpbITUE ClIeAyeT yBNAXHUTb renapuH13MpoBaHHbIM ¢pu3pactBopom. He gonyckaiite BbiCbixaHNs
NoKpPbLITUA.

BO3MOXHbIE OCNNOXHEHMA

K BO3MOXHBIM OC/IOXHEHMSIM OTHOCATCS, B YaCTHOCTW, NepdopaLins COCYA0B NN aHEBPU3MbI, Ba30CMasM,
remMaTtoma B MecTe BBe/jeHUst, IM60/IUS, WLLEMIAS, BHYTPUMO3roBOe/BHYTpUYEpPErHOe KPOBOU3NUSIHME,
nceBA0aHEBPU3MA, CYSOPOTY, UHCYILT, MHOEKLMS, ANCCeKLMs COCyAa, 06pa3oBaHme TPOMG, CMepTb.

Tonb30BaTeNy /UK NaLneHTbl JOXKHbI CO0BLLATL O NIH0BbIX CePbE3HbIX MHLMAEHTaX NPOU3BOANUTENHO 1
YNOHOMOYEHHOMY OpraHy rocyAapcTBa-y4acTHINKa Ui MECTHOMY OpraHy 3,paBOOXPaHEeHNs, B KOTOPOM
HaXOAATCS MONb30BaTeNb /W NALMEHT.

COBMECTUMOCTb
Pa3mepbl yCTPOIACTBA YKa3aHbl Ha 3TUKeTKe NPoAykTa. OnpeAennTe COBMECTUMOCTb YCTPOCTBA COMNACcHO
MHOOPMaLM Ha MaPKMPOBKe APyruX YCTPOICTB. Mpi MCNONb30BaHMN aCNMPaLMOHHOTO KaTeTepa

SOFIA Flow 88 B kauecTBe eANHCTBEHHOTO HaNPaBAAOLLEro KateTepa BbibepuTe NOAXOAALLNIA pasmep
6e/ipeHHOr0 NPOBOAHIKA COFNACHO 3TKETKe MPOAYKTa.

PekomeHaLms B OTHOLLEHUW MHTPOAblocepa™ B/, >2,87 mwm (0,113 atoiima)

PekomeHAaLMn B OTHOLLEHWY KaTeTepa/MUKpokaTeTepa HA <2,12 mm (0,0835 atorima)

PekomeHaLmMs B OTHOLLIEHUW NPOBOAHMKA H/ <0,97 mm (0,038 atoiima)

* PEKOMEHAEL[MM M0 COBMECTUMOCTN UHTPOAbIOCEPA N KaTeTepa NPUMEHNMbI TONbKO K KaTetepam 1 UHTPOAbIoCepaM Mapku
MicroVention/Terumo.

115 cm, 120 cm
14 cm
. ;
) ) D)) D)

[ 0,102 proiima / 2,6 mm L0,108 aima / 2,7 mm
0,088 atovima / 2,2 MM MUH

AWATPAMMA ACMUPALLMOHHOTO KATETEPA SOFIA FLOW 88
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NOAroTOBKA K UCMOJIb30BAHUIO

1.
2.

OCTOPOXHO M3BNEKNTE acMpaLMOHHbIiA KateTep SOFIA Flow 88 1 MHTPOABIOCEP U3 yNaKoBKM.

OcmoTpuTE acnMpaLoHHblil kateTep SOFIA Flow 88 Ha Hanuuue NoBpexAeHuiA.
NPEAYNPEXAEHWE. He ncnonb3yite ycTpoicTBo, CM HaBNI0AAKOTCA KaKune-nn6o NoBpexaeHIs uni
AedexTbl.

Mpomoiite NpocBeT acnupaLorHoro katetepa SOFIA Flow 88 renapuHN3MpoBaHHbIM GU3pacTBOPOM.
MpuncoeanHuTe BpaLLALLMIACS reMocTaTnyeckuii knanaH (BI'K) K npokcuManbHoi BTyNKe acnpaLyoHHOro
KateTepa SOFIA Flow 88. Hactpoiite inHuI0 4n5 nepdy3ni renapuHU3MpoBaHHOro puspactsopa yepes
60KoBOW KaHan BrK.

Mepej ncnonb3oBaHneM yBnaxHure rMApO¢MﬂbHOE NoKpbITME acnupaLMoHHOro Katetepa

SOFIA Flow 88 renapvHn3npoBaHHbIM Gn3pacTBopoM. MoKpbITUE JONXKHO BbITb BAAXHBIM NOCTOSHHO,
He JonycKaiiTe ero BbICbIXaHMs.

AOCTABKA ACMUPALIMOHHOTO KATETEPA SOFIA FLOW 88

5.

MepeiiguTe K wary 6 uan 7, B 3aBUCMMOCTY OT ONNCAHHOI HIXKeE CUTyaLyK, 1 BbibepuTe nogxoaaLyne
YCTPOWCTBA ANs NPOABUXKEHNS acnupaLnoHHoro katetepa SOFIA Flow 88. CoBmecTUMble yCTpoiicTBa
M. B pasgene «CoBMEeCTUMOCTb.

Hasurauus no cocyAmncToii cucteme, 3a UCKIIOUEHNEM BHYTPUYEPENHOI COCYANCTOI CUCTEMbI

a. ToaroToBbTe COBMECTUMbIiA KaTeTep/MuUKpoKaTeTep 1 NPOBOAHMK Anametpom 0,89 mm (0,035 Atoiima)
1 0,97 mm (0,038 Atoiima) Anst NPOABUXEHMS acnupaLoHHoro katetepa SOFIA Flow 88.

b. BcTaBbTe NPOBOAHMK B COBMECTUMBINA KaTeTep. BcTaBbTe COBMECTUMBIIA kaTeTep C POBOAHMKOM
B aCnupaLmMoHHbIi katetep SOFIA Flow 88 1 npogsuraiiTe coBMeCTUMBIiA KaTeTep C NPOBOAHIKOM
10 TeX Nop, Noka COBMeCTUMBINA kaTeTep 1 acnupaLoHHbIi katetep SOFIA Flow 88 He BbIpoBHAIOTCA
Ha JNCTaNbHOM KOHLIEe.

¢.  OCTOpOXHO BBEANTE aCNMpaLMoHHbIii katetep SOFIA Flow 88 1 coBMecTUMBbIif kaTeTep
C POBOAHKOM Yepe3 reMocTaTinyeckuii knanan beaperHoii pacuuu. Mpu HeobxoanMMocTn ans
obneryeHns BBeAGHIS UCMOb3YIATe MHTPO/LIOCEP, MOCTaBASEMbIii B KOMMNEKTE.

d. Mocne nomeLeHMs AUCTaNBLHOTO CTEPXKHS aCMMPaLMoHHOro KaTeTepa SOFIA Flow 88 BHYTpL
TeNa nawyeHTa, eI UCMoNb3yeTcs MHTPOALIOCeP, U3BEKUTE ero U3 acMPaLMOHHOTO KaTeTepa
SOFIA Flow 88.
MPEAYNPEXAEHUE. NHTpozblocep He npejHa3HayeH 418 MCNONb30BaHUS BHYTPY Tena naLyeHTa.

e. [loz peHTreHOCKoNNYeckUM KOHTPONeM NPO/BUraiiTe UK U3Bnekaiite acnMpaLMOHHBIN kateTep
SOFIA Flow 88 uepe3 coBMeCTMbIii KaTeTep C NPOBOAHINKOM A0 TeX Nop, Noka He 6yAeT AOCTUTHYTO
Xenaemoe nonoxeHue, U 40 AOCTUXEHNS BHYTPUUEPENHOTO NONOXKEHNS.
NPEAYNPEXAEHUE. He npozsuraiite 1 He BbIBOATE YCTPOICTBO NP UPE3MEPHOM COMPOTUBAEHNY,
noka He 6y/eT ycTaHoBNEHa NPUYNHA CONPOTUBAEHNS.
NPEAYNPEXAEHUE. Ype3mepHoe 3atArvBaHue acnupawyoHHoro katetepa SOFIA Flow 88 npu ero
nepeKpyY1BaHNM MOXET MPUBECTI K MOBPEX/EHNI0 YCTPOICTBA, B pe3y/ibTaTe Yero npou3oiget
ero oTaeneHue. ECan ycTpoiAcTBo cMabHO NepekpyyeHo (camo yCTpoIACTBO, COBMECTUMBIN KaTeTep
1 NPOBOAHMK), U3BNIEKNTE €r0 NONHOCTBH).
NPEAYNPEXAEHUE. He ncnonb3yiite aBToMaTyeckoe 060pyA0BaHie Ans BBeAEHUS KOHTPACTHOTO
BeLLLeCTBa MO/ BbICOKMM AaBNEHNeM € acnupaLoHHbIM kateTepom SOFIA Flow 88, nockonbky
3T0 MOXET NOBPeANTL YCTPOIACTBO. He npeBbiluaiite MakcManbHOe pekoMeH/yeMoe JaBneHue
nHy3um 2070 kMa (300 ¢pyHTOB/KB. AtoiiM). VI36bITOUHOE AaBNEHNE MOXET NOBPEANT YCTPOIACTBO
N1 TPaBMUPOBATb NaLjyeHTa.

f.  MepeiipuTe K Wary 7 Ans HaBUraLmm No BRYTpUUEpenHoii cocyancroit cucteme. nu xe nepeiignte
K wary 8.

HaBurauus no BHyTpr4epenHoii cocyanucToi cncteme

a. MoaroToBbTe COBMECTUMbIif KaTeTep/MUKpOKaTETep 1 COBMECTUMbIiA NPOBOAHNK AN NPOABUKEHMS
acnupauymoHHoro katetepa SOFIA Flow 88.

b. MeaneHHo yaanute ycTpoicTBa, paHee BCTaBEHHbIE B aCNUPaLMOHHbIi kateTep SOFIA Flow 88,
€C/I1 TaKoBble MMetoTCS1. BCTaBbTe COBMECTUMBIN KaTeTep C IPOBOAHMKOM B aCMPaLOHHbIiA
Katetep SOFIA Flow 88.

¢. TloZi peHTreHOCKoNNYeckUM KOHTPONeM NPO/BUraiiTe UK u3BNeKaiite acMMpaLMOHHBI kateTep
SOFIA Flow 88 yepe3 coBMeCTIMbIii KaTeTep ¢ NPOBOAHINKOM A0 TeX Nop, Noka He 6yAeT AOCTUTHYTO
Xenaemoe nonoxeHue.

NPEAYNPEXAEHUE. He npozsuraiite 1 He BbIBOAUTE YCTPOICTBO NPY UPE3MEPHOM COMPOTUBAEHNY,
noka He 6yjeT ycTaHOBNEHa NPUYNHA CONPOTUBAEHNS.

NPEAYNPEXAEHUE. Ype3mepHoe 3atsiruBaHue acnupaLymoHHoro katetepa SOFIA Flow 88 npu ero
nepeKpyY1BaHNM MOXET NPUBECTI K MOBPEX/EHNI0 YCTPOIACTBA, B pe3yNibTaTe Yero npousoiget
ero otAeneHue. Ecam ycTpoiAcTeo CunbHO NepekpyyeHo (camo YCTPoicTBO, COBMECTUMBIN KaTeTep

11 POBO/IHMK), N3BNIEKMTE €r0 MONHOCTBH).

NPEAYNPEXAEHUE. He ncnonb3yiite asTomMatnyeckoe 06opyaoBaHue Ans BBeAeHUS
KOHTPACTHOrO BeLLeCTBa N0 BbICOKMM AaBNeHNeM € acupaLoHHbIM kateTepom SOFIA Flow 88,
MOCKO/bKY 3T0 MOXET NOBPeAWTb YCTPOIACTBO. He npeBbiluaiite MakcMManbHoe pekoMeHayemoe
nasnenue nHy3um 2070 kMa (300 pyHTOB/KB. A0iiM). V36bITOUHOE JaBNEHNE MOXET NOBPeANTb
YCTPOIACTBO MW TPaBMUPOBATL NaLMeHTa.

Mpy HeO6XOANMOCTY MeIEHHO M3BJIEKUTE COBMECTUMBIIA KaTeTep UM NpoBOAHIK. Y6eauTecs,

uT0 Yepe3 60koBOV kaHan BIK noaaepXmMBaeTcs HerpepbiBHash nepdy3ns renapuH13MpPoBaHHOMO
du3pactBopa.

MPUMEYAHME. CoBMeCTUMBII KaTeTep, MCMONb3yeMblil AN NPOABIKEHNS aCNUPaLMOHHOIO KaTeTepa
SOFIA Flow 88, MOXHO AepxaTb A0 KOHLLa NpoLeAypbI.

ACMUPALMSA YEPE3 ACTIMPALIVIOHHDIIA KATETEP SOFIA FLOW 88 CO LUMPULEM

1.

M0/, PeHTreHOCKOMNYeCKMM KOHTPONEM ybenTech, YT AUCTaNbHbIA KOHEL, aCM1PaLIMOHHOro kaTeTepa
SOFIA Flow 88 pacnonoxeH B npsmoii yactu cocyaa. Mpu HeO6X0AUMOCTI NepeMecTiTe ANCTabHbIN
KOHeLl. PacnonoxeHme A1CTanbHOTO KOHLA CM. Ha PUCYHKe 1.

NPEAYNPEXAEHUE. He npoasuraiite 1 He BbIBOAWTE YCTPOWCTBO NPK Upe3MePHOM COMPOTUBAEHUM,
noka He 6y/eT ycTaHoBAEHa NPUYIMHA CONPOTUBAEHMS.

NPEAYNPEXAEHUE. YpeamepHoe 3aTarnBaHne acnupaLynoHHoro katetepa SOFIA Flow 88 npu ero
nepekpyy1BaHNM MOXET NPUBECTM K MOBPEX/EHINH0 YCTPOIACTBA, B pe3y/ibTaTe Yero npou3oiiget

€ro oTAeneHue. ECnn ycTpoiicTBO C1bHO NepekpyyeHo (camo YCTPOIACTBO, COBMECTUMBIN kaTeTep

1 POBOAHNK), U3BNEKWUTE €ro MOAHOCTbHO.

PucyHok 1

N o v oA~

Y6eauTtech, YTo AUCTaNbHBIA KOHeL, acnupaLymoHHoro katetepa SOFIA Flow 88 3axBaTbiBaeT 3M60n1bl
YA TPOMEbI C MOMOLLbH PEHTTEHOCKOMMUU.

Ha npoKcmManbHOM KoHLLe acnupaLmoHHoro katetepa SOFIA Flow 88 cHummTe nepy3noHHyto IMHMIO
T el DaH co cTonopHbiM WnpuLem oGbemom 30 unm 60 cM® K Gokosomy karany BrK.

3araHure BrK.
Mpy 3aKPbITOM 3aNMOPHOM KpaHe NOTAHMUTE 1 3ahuKcupyiiTe NOpLIEHb WNpULa.
YT06bI HaYaTh acMpaLio, OTKPOIATE 3aNOpHbINA KpaH.

Y6eauTech, YT WNPWL, aCNMPUPYeT KPOBb, IMBO/ILI AN TPOMOLI Uepe3 cucTeMy. 3aKpoiiTe 3anopHbIi
KpaH, eCu WNpuLy He aci1pupyeT KpoBb, 3M60/1bI UAK TPOMOLI MK ecnin HabntoaaeTca MeaneHHas
acnupayys. OCTOPOXHO BbIACHNUTE, UTO BbI3bIBAET NPENATCTBIE, N NPU HEOBXOAUMOCTY N3MeHWTE
NONOXeHMe ANCTaNbHOTO KOHLA. ECn KpoBb, 3ME0/bI MM TPOMBLI 3aCTPANN B aCNPaLIMOHHOM KaTeTepe
SOFIA Flow 88, yaanure ycTpoicTBO NONHOCTbIO (YCTPOACTBO, COBMECTUMBINA KaTeTep U MPOBOAHK) 1
OUNCTITE BHYTPEHHWIA NPOCBET. EC1M NpensTcTBue NO-NpexHeMy COXPaHSETCs, a AUCTanbHbIii KOHeL,
acnmpaLmoHHoro Katetepa SOFIA Flow 88 pacnonoxeH npaBunibHO, 3akpoiiTe 3anopHbIii KpaH, NOBTOPHO
NpUCoeNHITE WNPUL, 1 BO306HOBMTE acnupaumio. MpogonkaiiTe acnupauuto, utobbl yoeanThbCs,

4T0 3M60/IbI N1 TPOMBBI OCTAKTCA NONHOCTHIO 3aXBaYEHbI ANCTaNbHBIM KOHLIOM aCpaLioHHOro
Katetepa SOFIA Flow 88. [Mpy nonHoM 3axsate 3M60/10B 1Y TPOMOOB BbITAHUTE aCNNPALIMOHHbIi
Katetep SOFIA Flow 88 113 Tena nawueHTa.

MPEAYNPEXXAEHWUE. YpesmepHas acnupaLyns AUCTanbHbIM KOHLLOM acnpaLyioHHOro kaTeTepa
SOFIA Flow 88, 3aKpbITOro CTeHKoI4 cocya, MOXeT NPUBECTU K MOBPEeXAEHII0 COCy/a.
NPEAYNPEXAEHUE. He nbiTaiitech 04MCTATL BHYTPEHHWI NPOCBET aCNMPALMOHHOTO KaTeTepa

SOFIA Flow 88 nytem uH¢y3um, noka ycrpoiicTBo HaXo0AUTCA B TeNe NaLeHTa.

Mocne 3aBepLUeHNs acnupaLym 3BnekuTe acnupaLymoHHblii katetep SOFIA Flow 88 u3 Tena naumenta.
Ecnm TpebyeTcs NOBTOPHBIN A0CTYN K COCYAUCTBIM CUCTEMaM C NOMOLLbH) TOTO Xe YCTPoiicTBa, npomoiite
1 OYMCTUTE BHYTPEHHMIA NPOCBET YCTPOiAcTBa NyTeM UHGY3MM. OCMOTPUTE YCTPOICTBO Ha Hanuune
noBpexXAeHNiA. [INs HaBuraLym BbINOAHNTE Wark ¢ 5 no 8 pasgena «/locraBka acnpaLmoHHOro
Katetepa SOFIA Flow 88».

NPEAYNPEXAEHUE. He ncnonb3yiite ycTpoiicTBO, €CIN HABNIOAAIOTCA KaKne-Nnbo NOBPeXAeHNs uin
nedexTbl.

ACMUPALMS YEPE3 ACTIUPALIVIOHHDIIA KATETEP SOFIA FLOW 88 C HACOCOM

1.

M0/, PeHTreHOCKONNYecKMM KOHTPONEM ybeAnTech, UTo AUCTaNbHbIA KOHEL, aCN1PaLIMOHHOro kaTeTepa
SOFIA Flow 88 pacnonosxeH B npamoii 4acTu cocyaa. Mpn HeO6X0AMMOCTI NepeMecTiATe ANCTaNbHbIi
KOHeL|. PacnonoxeHue AUCTanbHoro KOHLA CM. Ha pucyHke 1.

NPEAYNPEXAEHWE. He npoasuraiite 1 He BbIBOAWTE YCTPOMCTBO NPK Upe3MEPHOM COMPOTUBNEHMM,
noka He 6y/eT ycTaHoBAIEHa NPUYIHA CONPOTUBAEHMS.

NPEAYNPEXAEHUE. YpeamepHoe 3aTarnBaHne acnupaLmnoHHoro katetepa SOFIA Flow 88 npu ero
nepekpyy1BaHNM MOXET NPUBECTM K MOBPEX/EHINH0 YCTPOIACTBA, B pe3y/ibTaTe Yero npom3oiiget

ero orAenexue. Ecnn ycTpoiicTBO CbHO NepekpyyeHo (camo YCTPOACTBO, COBMECTUMBIIA KaTeTep

¥ POBOAHNK), U3BNEKUTE €ro MOAHOCTbHO.
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PucyHok 1

HET A
e

2. Y6epuTech, YTO AUCTanbHBbIN KOHeL| acnupaLmoHHoro katetepa SOFIA Flow 88 3axBaTbiBaeT 3M60/bI
VAN TPOMGbI C NOMOLLbH0 PEHTIEHOCKOMUK.

3. MoacoeanHNTE acMpaLOHHyto TPY6KY K acnnpaLyioHHOMY HacoCy 1 BK/IOUMTE HAcoC (CM. MHCTPYKLUM
0 MCMONb30BaHII0 aCNUPaLIMOHHON TPY6KM 1 PYKOBOACTBO K aCM1PaLMOHHOMY Hacocy). YoeaunTecs,
4TO N3MepuUTENbHBIA NPUGOp acnupaLmn nokassiaer —68 kMa (-20 AtoiiMOB pT. CT.). YbeauTecs, 4to
3anopHblii KpaH / KnanaH Ha acn1paLyoHHOI TPYBKe HaXOANTCS B 3aKPbITOM NOAOXEHUN.

4. OTcoeanHUTE Nepdy3nOHHYH NMHIK OT 6OKOBOTO kaHana BIK, KoTopbIii COeANHEH € aCMMPaLIMOHHBIM
KateTepom SOFIA Flow 88, 1 npukpenuTe acnupauyorHyto TpybKy k 6okosomy kaHany BrK.

5. 3atanute BrK.

6. Ybeautech, YTo AMCTaNbHbIN KOHeL, acnnpaLmoHHoro katetepa SOFIA Flow 88 3axBaTbiBaeT 3mM6on uin
TPOM6 MY NPOBeAEHUM PEHTFEHOCKOMMM.

7. Yt06bl HauaTb acNMUPaLMI0, NOBEPHITE 3aNOPHBIA KpaH / knanaH acnupaLyoHHON Tpy6Ku B OTKpbITOe
NoJIoXeHe 1 NpoBepbTe, aCMUPUPYETCS N Yepes cucTeMy KPOBb, TPOMG UK IMB0.

8. Ecam cnycra 10 CekyHA KPOBb BCe eLLie TeYeT Yepes cucteMy, npekpatute acnupayuio. Ytobel
0CTaHOBUTb aCNNPaLyI0, NOBEPHITE 3aNOPHbIV KpaH / knanaH acnupaLyMoHHoI TPY6KM B 3aKpbiToe
nonoxeHue. OCTOPOXHO NepemMecTiTe AUCTabHbINA KOHeL, acnpaLyoHHoro katetepa SOFIA Flow 88,
uTO6bI 3aLenKTbL TPOMO, 1 BO306HOBUTE acnupaLyio.

9. Ecnm noTok orpaHnyeH nav oTcyTCTBYeT, NPOAOMXaliTe acnupaLio, 4tobbl yoeanTbCs, YT0 TPOMG uan
3MB0N NONHOCTbHO 3aXBaYeHbl ANCTa/IbHBIM KOHLIOM acnupaLyoHHoro katetepa SOFIA Flow 88. Mpu
NONHOM 3axBaTe TpoM6a U 3M60/1a MeAIEHHO MOTSHUTE aCUPaLMOHHBIN KateTep SOFIA Flow 88 1
NONHOCTLIO U3BNEKNTE U3 TeNla NaLMeHTa.

NMPEAYNPEXXAEHWUE. Ype3mepHas acnupaLius ANCTanbHbIM KOHLOM acnipaLjioHHOro katetepa
SOFIA Flow 88, HaxoAsLLerocs B KOHTaKTe CO CTEHKO COCYAa, MOXET NPUBECTU K MOBPEX/AEHMI0 COCyAa.

10. Mocne n3BNeueHMs acnupaLnoHHoro katetepa SOFIA Flow 88 13 Tena nawueHTa npomoiite katetep,
UTOBbI OYMCTUTB €T0 0T BCEro TPOMH03ME0NNUECKOTO MaTepPUana, KOTOPbIi MOXET HaXOANTLCS BHYTPU.
NPEAYNPEXAEHUE. He nbiTaiitech 04MCTUTL BHYTPEHHWIA NPOCBET aCNMPaLMOHHOTO KateTepa
SOFIA Flow 88 nytem nH¢y3mm, noka ycTpoiicTBO HaX0AMTCA B TeNe NauyeHTa. Mpex/ie Yem nbitatbCs
0YMCTUTb MPOCBET, U3BNEKNTE aCMpaLMOHHbIiA KaTeTep SOFIA Flow 88 13 Tena naumeHTa.

. Ecnm TpebyeTca noBTOPHBIN 0CTYN K COCYAMCTOI CUCTEME C MOMOLLLHO TOTO Xe YCTPOICTBa, NPOMoiiTe
1 OYMCTUTE BHYTPEHHMIA NPOCBET YCTPOiicTBa NyTeM NHGY3MM. OCMOTPUTE YCTPOICTBO Ha Hannune
noBpexgeHnid. MoBTOPHO BBEANTE aCNUpaLMOHHbIiA kateTep SOFIA Flow 88 B Teno 1 BbInonHUTe Wwarv
¢ 5no 8 pasgena «/loctaBka acnupavyoHHoro katetepa SOFIA Flow 88», UTo6bl NPoABUHYTH KaTeTep
K LieneBoMy y4acrky.

NPEAYNPEXAEHWE. He ncnonb3yiite ycTpoiCcTBO, €CIM HaBNIOAAIOTCA Kakue-Nn6o NoBpexaeHs uni
nedexTbl.

. MonbITKy aCMMpaLMi MOXHO NPeANPUHIMATS 10 3 pas3, B 06LLei CNOXHOCTM NPOBOAS 2 MUHYTbI
acnupawym 3a NonbITKy ¢ MOMOLLbIO acMpaLMoHHoro karetepa SOFIA Flow 88.

~

13. Mocne 3aBepLUeHNs acNMpaLi U3BNeKIUTe acnupaLoHHbIii katetep SOFIA Flow 88 u3 Tena naumenTa.

Bpau umeeT npaBo no CBOEMY YCMOTPEHMIO M3MEHSATb ONMUCaHHbIE MAHUNYAALMA € aCNUPALIMOHHBIM
katetepom SOFIA Flow 88 ¢ y4eTom CnoXHOCTY 1 pa3Hoo6pasus npoLiegyp. Mpyv BHeceHnN 1t060ro
3MeHeHVs B METOAMKY JOMKHbI COB/II0AATLCA PaHee OMMCaHHbIe MHCTPYKLMM, Npeaynpex/aeHns,
Mepbl MPeA0CTOPOXHOCTH, a TakxKe AOMKHA Y4UTbIBATLCA MHPOPMALKS 0 6€30MaCHOCTN NaLMEHTOB.

XPAHEHUE

XpaHuUTb B CyXoM MecTe U Gepeqb OT BO3/e/CTBUA CONHEYHbIX nyqeﬁ. Cpok XpaHeHWs yka3aH Ha 3TUKeTKe
usgenus. He I/ICI'IOﬂbSyﬁTe n3jenve no ncTe4eHnn yKasaHHoro Ha 3TKeTke CpoKa rogHoCT.

MATEPUANDI

AcnnpaumoHHblii katetep SOFIA Flow 88 He M3roToB/EH 13 HaTypanbHOTO Kay4ykoBOro naTtekca,
nonusuHuaxnopuaa (MBX) uau gu-2-3tunrekcundtanara (A3ro).

CBOAHAA UHOOPMALINA O BE3ONACHOCTU U KNTMHUYECKX XAPAKTEPUCTUKAX

CBOAHas MHGOpMaLMA 0 6e30NacHOCTM U KAMHUYeCKUX XapakTepucTukax (Summary of Safety and Clinical
Performance, SSCP) n3genus 6yaet foctynHa B EBponeiickoil 6ase AaHHbIX N0 MeAULIMHCKUM U3Aennsm
(European Database on Medical Device, Eudamed: https://ec.europa.eu/tools/eudamed) nocne ee 3anycka.

TAPAHTUA

Komnanus MicroVention, Inc. rapaHTupyer, 4to npu pa3paboTke v NPON3BOACTBE AaHHOTO N3AenNs 6binn
NPUHATI PasyMHble Mepbl NPEA0CTOPOXHOCTI. laHHas rapaHTIs 3aMeHsIeT N UCKNKYaeT Bce Apyrie
rapaHTIW, NPSIMO He OTOBOPEHHbIE B HACTOALLEM /IOKYMEHTe, BbIPaXeHHbIe UK NoApa3yMeBaeMble

B CUJTY 3aKOHa U APYTIX 06CTOATENCTB, BK/IOYas, TOMUMO NPOYero, Ntobble MogpasymMeBaemble
rapaHTIV TOBaPHOTO COCTOSIHMS MM MPUTOAHOCTI. OBpalLieHMe € YCTPOICTBOM, €ro XpaHeHue, 04ncTka

11 CTEPUN3ALMS, A TaKKe $aKTOPbI, CBS3aHHbIE € MALMEHTOM, AMATHOCTUKON, NeYeHIEM, XUPYPruyecKoit
npoLeAypoiA, 1 Apyrie BONPOCHI, HEMOAKOHTPONbHbIE MicroVention, Henocpe/ACTBEHHO BANSIKOT Ha
13en1e 1 pesynbTarbl, NONYYeHHbIe NpK ero Ncnonb3oBaHuK. O6s3aTenbcTBa komnaum MicroVention no
[JaHHOIA rapaHTMI OTPaHNUMBAIOTCA PEMOHTOM W 3aMEHOIA JaHHOTO W3NS A0 UCTEYEHNS CPOKa ero
neicteus. Komnanus MicroVention He HeceT 0TBETCTBEHHOCTY 3@ N1t06ble CTyYaliHble MW COMYTCTBYHOLLME
noTepw, yLiep6 1an pacxozbl, PSMO UK KOCBEHHO (BS3aHHbIE C UCMONb30BaHNEM JAHHOTO U3AENVs.
KomnaHus MicroVention He NpuHMaeT Ha ce6st 1 He yONHOMOUMBAET AAPYTIAX ML, NPUHIMATb 3a Hee
Kakue-nn6o Apyrue uau oNoNHUTENbHbIE 0653aTeNbCTBa NN OTBETCTBEHHOCTb B CBA3M C AAHHbIM
n3penvem. Komnanus MicroVention He HeceT HUKaKoIA OTBETCTBEHHOCTY 3a MOBTOPHOE UCNONb30BaHME,
nepepa6oTKy M1 NOBTOPHYH CTEPUAN3ALIMIO U3AENIIA 1N He JaeT HUKAKMX FapaHTHiA, BbIDaXeHHbIX
nozpasymMeBaeMblx, BK/IKOUasi, TOMUMO NPOYEro, rapaHTUN TOBAPHOTO COCTOSHUS AN NPUTOAHOCTY At
KOHKPETHOI Lien, B OTHOLLEHNM TaKMX 3ZeNnii.

LleHbl, TeXHUYECKI1e XapaKTepUCTUKN 1 Hannune mogeneii moryt 6ObITb U3MeHeHbI 6e3 npeABaputenbHOro
yBejoMNeHNSA.

© MicroVention, Inc., 2023. Bce npasa 3aLuuLieHsl.

MicroVention™ n SOFIA™ sBasitoTCs ToBapHBIMM 3HaKaMu KomnaHuu MicroVention, Inc.
1 3apernctpuposaHsl B CLLIA 1 Apyrux topucAnKLmMaX.

Perncrpanms MU » Pocagpasaanzope
wiwwnevacert.ru | info@nevacert.ru
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English
SOFIA™ 88 Catheter
Instructions for Use

Carefully read all instructions prior to use.

DEVICE DESCRIPTION

The SOFIA 88 Catheter is a non-tapered, single-lumen, flexible catheter equipped with coil and braid
reinforcement. The distal segment is designed to facilitate vessel selection with 60 cm of distal-shaft

hydrophilic coating for navigation through the vasculature. The radiopaque marker is located at the distal end of
the catheter for visualization under fluoroscopy.

CONTENTS

One Catheter

One Introducer Sheath

INDICATIONS FOR USE

The SOFIA 88 Catheter is indicated for general intravascular use, including the neuro and peripheral vasculature.
The SOFIA 88 Catheter can be used to facilitate introduction of diagnostic agents or therapeutic devices. The
SOFIA 88 Catheter is not intended for use in coronary arteries.

CONTRAINDICATIONS

There are no known contraindications.

CAUTION

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

Do not use if pouch is opened or damaged.

This device is intended for single use only. Do not reuse, reprocess or resterilize. Reuse, reprocessing or
resterilization may compromise the structural integrity of the device and/or lead to device failure which, in turn,
may result in patient injury, illness, or death. Reuse, reprocessing, or resterilization may also create a risk of
contamination of the device and/or cause patient infection or cross-infection, including, but not limited to, the
transmission of infectious disease(s) from one patient to another. Contamination of the device may lead to injury,
illness or death of the patient.

After use, dispose in accordance with hospital, administrative and/or local government policy.

WARNINGS

The SOFIA 88 Catheter should only be used by physicians who have received appropriate training in
interventional techniques.

The SOFIA 88 Catheter is provided sterile and non-pyrogenic. Do not use if the packaging is breached or
damaged.

Inspect the SOFIA 88 Catheter prior to use. Do not use the device if any damages or irregularities are observed.
Appropriate anti-coagulation and anti-platelet therapy should be administered per standard medical practice.
The SOFIA 88 Catheter 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.

Limit the exposure to X-ray radiation doses to patients and physicians by using sufficient shielding, reducing
fluoroscopy times, and modifying X-ray technical factors when possible.

Do not use the SOFIA 88 Catheter with Ethiodol or Lipiodol contrast media or other such contrast media which
includes the components of those agents.

Do not use organic solvents as the device may be damaged.

Do not use the SOFIA 88 Catheter for delivery of liquid embolic agents, including those containing dimethyl
sulfoxide (DMSO0) or n-butyl cyanoacrylate (n-BCA).

Do not use automated high-pressure contrast injection equipment with the SOFIA 88 Catheter as it may damage
the device.

Do not exceed 2070 kPa (300 psi) maximum recommended infusion pressure. Excess pressure may damage
the device or injure the patient.

Torquing the SOFIA 88 Catheter excessively while kinked may damage the device, resulting in separation of
the device. Withdraw the entire device (the device, compatible catheter, and guidewire) if the device is severely
kinked.

The Introducer Sheath is not intended for use inside the patient body. Ensure that the Introducer Sheath is
removed from the SOFIA 88 Catheter once the distal shaft of the SOFIA 88 Catheter is placed inside the patient
body.

Failure to abide by the warnings in this labeling might result in damage to the device coating, which may
necessitate intervention or result in serious adverse events.

PRECAUTIONS

Exercise care in handling the SOFIA 88 Catheter to reduce the chance of accidental damage.

Verify compatibility of the SOFIA 88 Catheter when using other ancillary devices commonly used in intravascular
procedures. The physician must be familiar with percutaneous, intravascular techniques and possible
complications associated with the procedure.

Use caution when manipulating the SOFIA 88 Catheter in tortuous vasculature to avoid damage. Avoid
advancing or withdrawal against resistance until the cause of resistance is determined.

Presence of calcifications, irregularities, or other devices may damage the SOFIA 88 Catheter and potentially
affect its insertion or removal.

Maintain perfusion of heparinized saline for inner lumen of the SOFIA 88 Catheter to prevent thrombus
formation.

If removed from the patient, the hydrophilic coating on the SOFIA 88 Catheter should be hydrated with
heparinized saline. Do not allow the coating to dry as this may impact the coating safety and performance.
Avoid pre-soaking devices for long durations when the device is not in use as this may impact the coating
safety and performance.

Avoid wiping the device with dry gauze as this may damage the device coating. Avoid excessive wiping of the
coated device.

POTENTIAL COMPLICATIONS

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

Potential complications related to angiographic and fluoroscopic X-ray radiation doses include, but are not
limitidrepaliR N Petiaassanepal in severity from skin reddening to ulcers, cataracts, and delayed neoplasia.
The [spevicertal info@nevagert i domplications may increase as procedure time and number of procedures
increase.

COMPATIBILITY

Refer to product label or below diagram for device dimensions. Use the information on labeling provided with
other devices to determine device compatibility. When using the SOFIA 88 Catheter as a single guiding catheter,
choose the appropriate size of a femoral sheath, referring to product label.

Guide Sheath Recommendation* >0.113in. ID
Catheter/Microcatheter Recommendation <0.0835in. OD
Guidewire Recommendation <0.038in. OD
* Guide ibili ion applies only to Mit ion/Terumo brand
115 cm, 120 cm
~14 cm -‘
f '
)| 1 _ X )

L0102in/26mm L0108in/27mm
0.088in/22mm
DIAGRAM OF SOFIA 88 CATHETER

*120cm length is not cleared or marketed in the United States.
PREPARATION FOR USE
1. Carefully remove the SOFIA 88 Catheter and the Introducer Sheath from the package.

2. Inspect the SOFIA 88 Catheter for any damage.
WARNING: Do not use the device if any damages or irregularities are observed.

3. Flush the lumen of the SOFIA 88 Catheter with heparinized saline. Attach a rotating hemostatic valve (RHV)
to the proximal hub of the SOFIA 88 Catheter. Set up the line for perfusion of heparinized saline through the
sidearm of the RHV.

4. Hydrate the hydrophilic coating on the SOFIA 88 Catheter with heparinized saline before use. Allow at least
30 seconds for hydration. Keep the coating hydrated and do not allow the coating to dry as this may impact
the coating safety and performance.

IFU100192 Rev. D 1 MicroVention



DELIVERY OF THE SOFIA 88 CATHETER

5. Go to step 6 or 7, depending on the situation described below and choose appropriate devices for navigation
of the SOFIA 88 Catheter. Refer to the Compatibility section for compatible devices.

6. Navigation through the vasculature, except for the intracranial vasculature

a. Prepare Compatible Catheter/Microcatheter and Guidewire for navigation of the SOFIA 88 Catheter.

b. Insert the guidewire into the Compatible Catheter. Insert the Compatible Catheter with Guidewire into the
SOFIA 88 Catheter and advance the Compatible Catheter with Guidewire until the Compatible Catheter
and the SOFIA 88 Catheter are aligned at the distal end.

c. Carefully insert the SOFIA 88 Catheter and the Compatible Catheter with Guidewire through a
hemostatic valve of the femoral sheath. If necessary, use the Introducer Sheath provided in the package
to facilitate with the introduction.

d. Remove the Introducer Sheath, if used, from the SOFIA 88 Catheter once the distal shaft of the SOFIA 88
Catheter is placed inside the patient body.

WARNING: Introducer Sheath is not intended for use inside the patient body.

e. Under fluoroscopic guidance, advance or withdraw the SOFIA 88 Catheter over the Compatible Catheter
with Guidewire until desired position is attained or before the intracranial position is achieved. Select
vessels by slowly torquing the SOFIA 88 Catheter if necessary.

WARNING: Do not advance or withdraw the device when excessive resistance is met until the cause of
resistance is determined.

WARNING: Torquing the SOFIA 88 Catheter excessively while kinked may damage the device resulting
in separation of the device. Withdraw the entire device (the device, Compatible Catheter, and Guidewire)
if the device is severely kinked.

WARNING: Do not use automated high-pressure contrast injection equipment with the SOFIA 88
Catheter as it may damage the device. Do not exceed 2070 kPa (300 psi) maximum recommended
infusion pressure. Excess pressure may damage the device or injure the patient.

. Go to step 7 for navigation through the intracranial vasculatures. Otherwise, proceed to step 8.

7. Navigation through the intracranial vasculature

a. Prepare Compatible Catheter/Microcatheter and Guidewire for navigation of the SOFIA 88 Catheter.

b. Slowly remove, if any, devices previously inserted in the SOFIA 88 Catheter. Insert the Compatible
Catheter with the Guidewire into the SOFIA 88 Catheter.

c¢. Under fluoroscopic guidance, advance or withdraw the SOFIA 88 Catheter over the Compatible Catheter
and the Guidewire until desired position is attained. Select vessels by slowly torquing the SOFIA 88
Catheter if necessary.
WARNING: Do not advance or withdraw the device when excessive resistance is met until the cause of
resistance is determined.
WARNING: Torquing the SOFIA 88 Catheter excessively while kinked may damage the device resulting
in separation of the device. Withdraw the entire device (the device, Compatible Catheter, and Guidewire)
if the device is severely kinked.
WARNING: Do not use automated high-pressure contrast injection equipment with the SOFIA 88
Catheter as it may damage the device. Do not exceed 2070 kPa (300 psi) maximum recommended
infusion pressure. Excess pressure may damage the device or injure the patient.

8. Slowly remove the Compatible Catheter or Guidewire if necessary. Make sure that continuous perfusion of
heparinized saline is maintained through the sidearm of the RHV.
NOTE: The Compatible Catheter used to navigate the SOFIA 88 Catheter may be kept for the rest of
procedure.

The physician has the discretion to modify described manipulations of the SOFIA 88 Catheter to accommodate
the complexity and variation in procedures. Any technique modification must be consistent with previously
described instructions, warnings, precautions and patient safety information.

STORAGE

Avoid exposure to water, sunlight, extreme temperatures and high humidity during storage. Store the SOFIA
88 Catheter 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 SOFIA 88 Catheter is not manufactured with natural rubber latex, polyvinylchloride (PVC), or di-2-ethylhexyl
phthalate (DEHP).

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 through its expiration date. 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.

Prices, specifications and model availability are subject to change without notice.
© Copyright 2024 MicroVention, Inc. All rights reserved.

MicroVention™ and SOFIA™ are trademarks of MicroVention, Inc., registered in the United States and other
jurisdictions.
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SYMBOLS / SYMBOLES

Lot Number / Numéro de lot

Catalog Number / Numéro de catalogue

CONTENTS| | Contents / Contenu

STERILE m Sterilized Using Ethylene Oxide / Stérilisé & Poxyde d’éthyléne

A [y
(o]

Consult Instructions for Use / Consulter le mode d’emploi

For Prescription Use Only / Uniquement sur ordonnance

Do not use if package is damaged. / Ne pas utiliser si 'emballage est
endommagé

Do Not Reuse / Ne pas réutiliser

Caution / Attention

Use-by Date / Date limite d’utilisation

Country and Date of Manufacture / Pays et date de fabrication

Manufacturer / Fabricant

Non-Pyrogenic / Non pyrogéne

0 XERE > @ ® R E

Single Sterile Barrier System / Systéme de barriere stérile unique

N
i

Keep Away from Sunlight / Tenir a I'écart de la lumiére du soleil

Keep Dry / Garder au sec

uY

Medical Device / Dispositif médical

g |

Unique Device Identifier / Identificateur unique de I'appareil
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KaTteTep SOFIA™ 88

MHCTPYKLUWA MO NMPUMEHEHWIO
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KaTeTep SOFIA™ 88

WHCTPYKLUS MO NPUMEHEHUID AHANIACKNI

Katetep SOFIA™ 88
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AHFMiCKNT
Katetep SOFIA™ 88

VIHCTPYKUVA 110 NpUMeHeHuio

MHCTPYKUMY Nepea

ONMUCAHME YCTPOICTBA

KareTep SOFIA 88 <060ii He Vi, TVIGKVIA KaTeTep, yCUAGHHBIA CIMPaAbIO 1 ONNETKO. AMCTanbHBIA CermenT

PaspaBoTan A1 oBner4ena BLI6OPA COCYAA 1 UMEET 0 CM TMAPOGHTIEHOTO MOKPLITA Ha AVCTANEHOM KOHLIE AR HABUTALIN 110 COCYANCTOM CuCTeMe.

PeHTreHOKOHTPACTHBIV MADKEP PACTIONOKEH Ha AVCTANIBHOM KOHLiE KaTeTepa AR BU3Yanu3auuy NoA G0OPOCKONMECKYM KOHTPONIE.

COAEPXAHVE

Opuii karerep

Opuh sKnagei

MNOKA3AHMS! K NPUMEHEHVIO

KareTep SOFIA 88 i0Ka3aH A1 O6LLIEro BHYTPUCOCYAVCTOTO MIPUMEHEHUS, B TOM UMCTE & HEPEHOI 1 NEpUGEPUECKOVi COCYAMCTON cuCTeMmaX.

KareTep SOFIA 88 MOXET MCTIONL308aTLCA /15 OB/ErYeHIS BEEACHIS AMATHOCTUHECKYX MPENaPATOB WU TepaneBTIueCkYIX YCTOVICTS, KaTeTep SOFIA 88 He

ans s aprepusx.
MPOTVBOMOKASAHNS
3BECTHBIX NPOTMBONOKa3aHMIA HeT.

OCTOPOXHOCTE

Toneko w rono

He UCNo1b30BaTS, ecAM YNaKOBKa BCKPLITa 1A NOBPEXAEHa.

[ariHoe ycrpoticTso np Toneko A He ncnons3yiite MOBTOpHO, He noAgepraiiTe NOBTOPHO/ 06paGoTKe U

Crepunn3auym. NIOBTOPHOE UCNONb308aHME, NOBTOPHAA 06paBOTKA WM MOTyT HapywiT YeTpoicTBa w/unn npuBect k ero

MONOMKe, UTO, B CBOIO O4epe/b, MOXET NPUBECTI K TPaBMe, 3a60NEBaHII0 WAV CMEPTH NaLuenTa. TTOBTOPHOE VCMoNL30BaHMe, NIOBTOpHaR 06paBOTKa WAV

CTEPWNI3ALMA TaKXKE MOTYT CO3AaTS PYICK 3arPA3HEHIA YCTPOTICTEA /N Bbi38aTE nauvenTa unu BKntovan,

FIOMUMO MPOYEr, nepesaty MHEKUVIOHHbIX 3360NEBaHUT OT OAHOTO MaLMEHT K APYFOMY. 3arpsisHeHVe YCTPOVICTEA MOXET NPUBECTY K TPaBMe, 3a60NIeBaHII0 unn

cMepTy nauenTa,

MoCAe UCIO/L30B3HYS YTUAM3MPYIiTe B COOTBETCTBMM C NONMTUKON GONLHULLI, AAMMHUCTPALIAN /WA MECTHBIX OPraHOB BAACTU.

MPEAYIPEXAEHNA
KaTeTep SOFIA 88 fonxeH uc ToneKo spaam, COOTBETCTEYHLLEE OBYUEHIE UHTEDBEHLIOHHSIM METOAKAM.

Karetep SOFIA 88 CrepunsHEM 1 . He iite, ecni ynakoska

Nepep vicnons308akmem ocmoTpuTe Katetep SOFIA 88. He ucnonb3yiite ycTpoiicTao, ecr Kakme-nu6o i

B 2 Vi NpaKTVIKOiA CnleayeT " Tepanio.

Beeaerve kaTeTepa SOFIA 88 CneayeT MPOBOAVTS MDA PEHTTEHOCKOMMMECKVIM KOHTPO/IEM. He CeAyeT MPOABITaTS W W3BNeKaTL YCTPOICTEO MPY BOSHKHOBEHUN

£0 Tex nop, noka He Gyger npunHa

OrparibTe BO3AENCTaME PEHTTEHOBCKOrD M3NYeHIA Ha NALMEHTOB W BPaYeli, UCMOb3yA AOCTATOUHYIO 3aULUTY, COKPALLIAR BPEMS GAI0OPOCKONMN 1, Mo

BO3MOKHOCTY, VI3MEHSA TeXHIUECKME N1aPaMETPbl PEHTTeHOBCKONO MCCNeAOBaHIS.

He ucnonb3yiire Katetep SOFIA 88 C KOHTPACTHBIMIA BELLIECTBAMM, COACPKALMMI STUOAON WA AVNVOAON, @ TAKKE C ADYFUMM MOAOGHBIMM KOHTPACTHBIMM

BeLECTBaMY, B COCTAB KOTOPHIX EXOAAT KOMMOHEHTH! 3TVX MPenaparos.
He 1cnonb3yiite opraHyueckvie pacTBOpUTENM, Tak Kak 3T0 MOXET MOBPEAWTS YCTPOTCTBO.

He ucnons3yiire KateTep SOFIA 88 ANA BBEAEHUR XMAKIX SMBONHECKYIX ATEHTOB, B TOM YACNIE COAPXALIUX AMMETUNCYMbGOKCHA (AMCO) M H-

GyTUnUMaHOKPINAT (H-BKA).

He vics

9 BEEACHVS KOHTPACTHAIX BELIECTE NIOA BHICOKUM AABNIEHVIEM C KaTETEPOM SOFIA 88, TaK Kak 370 MOXeT

nospeavs ycrpolicreo.

He npesbiuualiTe MaKCMMaNsHO AONYCTUMOE AaBnervie ntyaum 2070 Kla (300 psi). M3GLITOMHOR AABNEHUE MOXET OBPEANTS YCTPOCTBO WY HaeCT BpeA

naupeny.

Upe3wmepHoe 3aTsrnBaHve kaTeTepa SOFIA 88 NPY CUNLHOM NeperiiGe MOXET NOBPeAVTL YCTPOICTEO M MPUBECTY K ero OTCoeANHEHYIo. MW CUnbHOM Neperybe

YCTPOViCTEA HEOBXOAMMO U3EAEUS Er0 LIeNMKOM (CaM KATETep, COBMECTAMIVA KATETep W MPOBOAHUK).

BBOAHOVi UYeXON He NPeAHasHaUeH ANA VCNOb30BaHUA BHYTPY Tena NauVeHTa. Y6euTeCs, 4TO BBOAHOI HeXon yAaneH 3 KaTeTepa SOFIA 88 noc/e Toro, Kak

AMCTansHan vacTs KateTepa SOFIA 88 GyAeT BBedeHa B TeNl0 NaUMeHTa.

& fanHol MoXeT npusecT K MOKPLITY YCTPOVICTBA, UTO MOXeT noTpeGosaTs

BMELLIATENCTBA UM NPUBECTYA K CEPBE3HbIM HEBAATONPUATHBIM MOCNEACTBMAM.

MEPLI IPEAOCTOPOXHOCTH

Mpy 06paiuierv  kaTeTepom SOFIA 88 CreayeT NposBAATH 4TOGbI CHUSTS. i

HeoBXoanMmo y6eauTLCs B COBMECTMOCTY KaTeTepa SOFIA 88 € Apyrimi i 0BiiHo wc npu e "
poLieAypaX. Bpat AOTKEH BiTh 3HAKOM C UPECKOXHEIMI n n < aanmolt
npoueaypoii.

Mpy paGore ¢ kaTeTepom SOFIA 88 B M3BUAMCTBIX COCYAaX CReAyeT C 4T0BbI u3bexaTe ii. He cneayer

Wi M3BNEKaT KaTeTep, NPEOAONEEaA CONPOTUBNIEHUE, A0 TEX MO, MOKa He BYACT OMIPEALNEHa NPHHAHA CONPOTHBNEHIS.

Hanwuvie KanbLy$KaTOB, HEPOBHOCTE MM APYTUX YCTPOTICTE MOXET NOBPEAWTS KaTeTep SOFIA B8 U NOTEHUALHO MOBAVATL Ha Ero BBE/CHIE WA yaaneHHe.

A nepdysmo npocsera katerepa SOFIA 83 renapuI3poBaHHIM

uaMonorAeckM pacTaopom.

Mo/ U3BEUEHIR U3 OPTaHI3Ma NaLMENTa FAPOGWIbHOE NOKPHITVIE KaTeTepa SOFIA 88 CNeAyeT YBNaXHHTL FenapuHH3NPOBAHHbIM GU3MONOrUHEcKM

pacTeopowm. He A0nyCKaiiTe BLICHIXaHIA MOKPHITH, TaK Kak 370 MOXET NOB/MAT Ha ero 6e30NaCHOCTS U SPGeKTUBHOCTS.

VisGeraiiTe AMUTENLHOM 3MauMBaHUR YCTPOVICTS, KOTAR OHIA HE UCTION3YIOTCS, TaK KaK 3T0 MOXET MOBAVATS Ha GE30MACHOCTE U 3dGEKTUBHOCTE NOKPHITHA.

Vs6eraiite npoTUpaHVs YCTPOVICTBA CyX0ii Mapielh, Tak KaK 3T0 MOXET I0BPEATS MOKpLITHe. V36eraliTe 4pe3MepHOTO MPOTUPaHWS! YCTPOVCTE C MOKPBITHEM

MOTEHUMANBHBIE OCTIOXHEHMSA

BO3MOXHbIE OCTIOXHEHUR BKAIOHIOT, NOMIMO NPOYEro: NepdopaLIio COCyAa A aHEBPUMbI, BA30CN3M, FEMATOMY B MeCTe NPOHWKHOBEHIR, 3ME0NMI0, MLIeMMI0,

CYAOPOTY, MHCYNLT, UHEKUMIO, PACCIOEHME COCYA3, 06Pa30BaHIe TPOMGA U NIETaNLHLIV NCXOA.

K NIOTEHUMAALHbIM OCAOXHEHWAM, CBA3IAHHLIM C A03aMM PEHTTEHOBCKOTO 13NyHeHItA NP aHFMOTPadI 1 GMIOOPOCKONMK, OTHOCATCS, MOMYMO NPoYero,

anone; FOKPACHEHYS KOXI A0 S138), KATAPAKTa 1t OTCPOUEHHOE Pa3BMTYie HOBOOGPA0BaHMI.
Bepos| B03paCTaTh C yBeAVUEHVIEM NPOAOTKUTEALHOCTI NPOLIEAYPSI M KONUECTEa NPOLieAYp.

COBMECTVMOCTb.

Pa3sMepb! YCTOVICTBA yKa3aHs! Ha STUKETKE U3ACANS WA Ha y Ha sTUKeTKax

ApyrvX yCTpORCTS. Mpu UCONb308aHM KaTeTepa SOFIA 88 B KaUECTBe eAVHCTBEHHOO HANPAB/RIOLLErO KaTeTepa BLIGEPUTE COOTBETCTBYIOWN Pasmep GeapeHHOro

KaTeTepa, OpUeHTUPYSICH Ha STKETKY M3Aens.

L ——— [ES————

115¢cm, 120 cm
14
{ cm~i \
)| ]

Lot02in/26mm  Lg108in/27 mm
0.088in /2.2 mm

D

d

Cxema Karerepa Cogus 88

*
[k 120 Cv He paspeuiena K MPOAAXE U He peanuayeTc 8 Coeguentbix LLiTatax,

TOAFOTOBKA K MIPYIMEHEHMIO
1. OCTOPOXHO U3BNeKWTe KaTeTep SOFIA 88 U UHTPOALIOCEPHbITA YEXON 13 YNaKOBKM.

2. OcmorpuTe Karetep SOFIA 88 Ha Hanuue NoBpeXACHUT

< He ecm Kakve-n160 wmn

3. Mpowoiite MpocseT kaTeTepa SOFIA 88 renapuHIBMPOBaHHIM GU3MONOTUMECKIIM PACTBOPOM. MIPACOEAVHATE BPALAIOWMIICA reMOCTaTMUECKMl KnanaH (BTK) k

pOKCUManLHOMY pasbemy KareTepa SOFIA 88. TTOATOTOBTE NMHWKO AT NEPGY3M FeNapUHM3MPOBAHHbIM GU3MONOTMUECKM ACTBOPOM Hepes GOKOBOi OTBOA

BrK.
4. Mlepep MCNONL30BaHYEM YBRGXHUTE FAPOGUALHOE NOKPHITE KaTeTepa SOFIA 88 & pacrsopow. lait
NPOM30IiTU B TeueHwe Kak MUIHIMYM 30 cekyHa, M nokpbiTve 1 He ponys BbICLIXaHVA, TaK Kak 3TO MOXET NOBAMATH Ha

6€30M1aCHOCTE 1 SGEKTUBHOCTE NOKDHITHS.
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BBEAEHWE KATETEPA SOFIA 88

5. MepeliauTe K Wary 6 W 7, 8 3aBUCYIMOCTI OT OMVICAHHON HYXE CUTYaLIM, U BbIGEpWTE MOAXOASLLIVE YCTPOICTEA AN HABUTALM,
KaTeTep SOFIA 88. CMUCOK COBMECTUMBIX YCTPOFICTE CM. B pa3Aene «COBMECTUMOCTE.
6. HaBurauws 1o cocyaucToN CUCTeMe, 3a MCKIIOUEHNEM BHYTPUYEPENHBIX COCYAOB.

a. MoATOTOBKTE COBMECTUMBIl p w ana KareTepa SOFIA 88.

b. BBeAuTE NPOBOAHYIK B COBMECTUMIT KaTeTep. BaeAUTE COBMECTUMBIVE KaTeTep C MIPOBOAHNKOM B KaTeTep SOFIA 88 1 NpoABMraiiTe COBMECTUMBIN
KaTeTep C IPOBOAHUKOM A0 TeX N0, 10Ka COBMECTUMSIii KaTeTep 1 KaTeTep SOFIA 88 He BLIPOBHSIOTCA Ha AVCTANLHOM KOHLiE.

€. OcTopoXHO BBEAVTE KaTeTep SOFIA 88 11 COBMECTUMBIV KaTeTep C POBOAHVIKOM Yepes
remMoCTaTHeCKV i Knanan 6eAPeHHOrO KaTeTepa. Mpin HEOBXOAMMOCTY MCNONL3yViTe BXOARLLMT B KOMIIEKT MHTPOABIOCEPHBIIA KaTeTep AA

obneruenun sseaeHn

d. Mocne Toro, Kak AMCTansHbIl KoHety kaTeTepa SOFIA 83 6yaeT yaanew, ussnekuTe (ecnvi ova u v kateTepa SOFIA 88.

KaTetep BBOAWTCA B Teno nauvieHTa.

if uexon He ANs e BHYTPU Tena nayueHTa.
€. Mo GI0OPOCKONMHECKIM KOHTPONEM NPOABYIrAliTe W/ M3BneKaliTe kaTeTep SOFIA 88 M0 ¢ Katetepy ¢ i
i a0 Xenaemoro VAW 0 AOCTVXEHNSA BHYTPYUEPENHOTO . Npw ctn

BbIBUpaliTe COCYAbl, MEATEHHO NOBOPaUVBan kaTeTep SOFIA 88.

:He iite v ve yeTpoiicteo nput o , MOKa He ByAeT ycTaHoBneHa

npUUMHa CONPOTVENEHUA.
BHVIMAHVIE: UpesmepHoe 3asruBakme kateTepa SOFIA 88 Nyt €ro neperuGe MOXeT N0BPeAVTH YCTPOVICTBO v NPUBECTH K ero

OTCoeAvHEHMIO. P CUTTBHOM NEperiBe USBNEKUTE BCe YCTPOVICTBO UeNVIKOM (Cam KATeTep, COBMECTUMBIA KaTeTep U HanpasnAioLLyio

npoBonoKy).
: He uc i Koe Ans BBEACHVS X BEL|ECTE M10A BBICOKIAM AJBNEHUEM C
KaTeTepom SOFIA 88, Tak Kak 370 MoxeT yerpoiicrao. He i Ho p \Ayemoe fasnerivie ukdysum
2070 kMa (300 psi). 1 Aasnenue moxer VCTBO WM HaHeCTV Bpes NauvieHTy.
f.Ans 10 BHYTPUEp cocyaam nepevige K wary 7. B Cyuae nepeiigue K wary 8.

7. HasWrauys o BHyTpUUepenHLIM cocyaam
a. MoaroToBLTe COBMECTUMBIi " ans KaTeTepa SOFIA 88. 6. MegnerHo

YAANVITE, €CA TaKOBBIE UMEIOTCS, YCTPOICTBA, paHee BBe/eHHbIe B KaTeTep SOFIA 88. BaeauTe COBMECTUMBIV KaTeTep/MUKpOKaTeTep.
BeeaeHye kaTeTepa SOFIA 88 C NPOBOAHUKOM.

C. 04 PEHTIeHOCKOMMHECKYIM KOHTPO/IeM NPOABMIaliTe unw M3BnekaiiTe katetep SOFIA 88 110 COBMECTVIMOMY KaTeTepy 1 MPOBOAHYIKY A0

Xenaemoro Mpn CocyAbl, MeAneHHO NoBopauVBas katetep SOFIA 88.

:He iire v ve iire ycTpoicTeo npu o , noka He Gyaer yc a
NPU4MHA CONPOTUBREHUS.
BHVMAHVIE: UpesmepHoe 3atarnsanme katetepa SOFIA 88 npyt €ro neperuGe MOXeT N0BPeANTS YCTPOVICTBO W NPUBECT K ero

oTcoeavHEHMIO. MY CUMLHOM NepervGe N3BneKMTe Bee YCTPORICTEO UENMKOM (Cam KaTeTep, COBMECTUMBIV KATeTep 1 HaNpaBNAIOLLYIO

npoBonoKy).

: He uc i K An9 BBRACHUS X BeLL|eCTB N0 BLICOKIM AaBNEHIEM C
KaTeTepom SOFIA 88, Tak Kak 370 MoXeT He i HO p \Ayemoe faBnerivie ukdysum
2070 kMa (300 psi). U Aasnenue moxer VICTBO WM HAHECTV Bpe NauveHTy.

8. My HEOBXOAVIMOCTY MEA/IEHHO U3BNIEKVITE COBMECTUMBIV KATETep Wi MPOBOAHIK, Y6EAUTECk B HEMPepLIBHOM Nepdy3ui.
Conesoii pacTsop C renapiHOM NojaeTcs Uepes GoKoBoVi oTeoA RHV.

MPYMEYAHVIE: COBMECTUMbIli KaTeTep, MCTIoNb30BakHHbIli A1 HaBuraLy kaTeTepa SOFIA 88, MOXHO COXPaHWTS Ha NPOTAXeHN BCeii

npoLeaypbi.
BPa UMEET NPaBO V3MEHSTS ONVCaHHbIE < SOFIA 88  yueTom P npoLieayp. /llo6sie u3meneHua
B TeXHIKe AOMKHbI COOTBETCTEOBAT PaHEe OMMCaHHIM Mepam " o

6e30nacHoCTH nauvienTa.

XPAHWMILLE
Bo Bpems xpaHeria nsGeraiite i oAb, ceera, V1 BbICOKOI Xpaure katetep
SOFIA 88 npu i it paType. CPOK rOAHOCTY YCTPOVICTBA yka3aH Ha STukeTKe. He UCroNb3yiiTe YCTPOIACTBO nocne

VICTeUEHIS YKa3aHHOTO CPOKa FOAHOCTH.

MATEPUANbI
Karerep SOFIA 88 He CogepXwT HaTyp natexca, (NBX) wan (B3ro).
TAPAHTUS!

Komnanus Inc. wro npu " AaHHOTO YT npuwsTe BCe Mepsi

HaCTOALIAR rapaHTVis 3aMeHAET COBO/ 1 UCKNKOHAET BCe APYTUe FapaHTVIV, NIPAMO HE YKa3aHHbIE B HACTOALLIEM AOKYMeHTe, Kak ABHbIe, TaK 1
110ApasyMeBaeMbIe B Cny 33KOHa VA MHBIM 0BPa3OM, BKAIO|aR, MOMAMO MPOEro, Mio6bie M0APA3yMEBAEMbIE rapaHTVIM TOBAPHOI MPUTOAHOCTH WM
COOTBETCTBIA HasHaueHi0. OBPALLIeHYIE, XPaHEHME, OUICTKE i CTEPUAIM3ALIR YCTPOVCTE, 3 TaKKe GaKTOPbI, CBA3AHHBIE C MALIMEHTOM, AMArHO3OM,

neveHVem, XMpYPritueckoii NPoLieAYPOii U ApYTIMI OGCTOATELCTBaMM, He 3aBUCALLMY OT MicroVention, HaNpAMYIO BUSIOT Ha YCTPORCTEO

n y npu ero v O6s3aTenscrea MicroVention no HACTOALLEl FapaHTUN OTPAHVIMMBAIOTCA PEMOHTOM Ui
3aMeHOY 4aHHOTO YCTPOICTBA A0 MCTUEHNS CPOKA €ro AelicTBIs. MICroVeNtion He HeceT OTBETCTBEHHOCTU 3a MH0Gbie CAyualiHbie Wil KOCBeHHbIe

YBHITKY, YLIEPE VAN PACKOAB, NPAIMO WA KOCBEHHO s e AakHoro

Komnaria MicroVention He NpUHUMAET Ha CeGA 1 He YTIONHOMOUHBAET KaKOE-NMGO APYTO. MO NPUHIMAT Ha CEGA OT €€ VIMEHY KaKyIo-n60 UHYIo A
AONONHUTENBHYIO OTBETCTBEHHOCTE B CBA3M C AAHHLIM YCTPOVCTBOM. KoMMaHus MICroVention He HeceT HUKaKoii OTBETCTBEHHOCTI B OTHOWEHIY YCTPOVCTS,

MOBTOpHO Ut i W He npe, HUKaKIX FapaHTUl, SEHBIX WM N0APA3YMEBAEMEIX, BKNI0UaR, NOMIMO MPONero,

FapaHTVIV TOBAPHOIA MPUTOAHOCTY VAU NPUFOAHOCTY NS NPEANIONArAEMOr0 MCMONL30BAHNS, B OTHOLIEHMUN TakIX YCTPOIACTS,
LieHbi, TEXHVMECKIIE XaPAKTEPVCTIKY 1 HA/IMUYE MOAENEN MOTYT GbiTh U3MEHEHb! 63 NPeABaPUTENHOTO
ysegomnenys. © Copyright 2024 MicroVention, Inc. Bce npasa sauupituieHs.
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CMMBO/TbI / CUMBOTbI

Homep naptun

KaTanoxHslii Homep / KaTanoxHslli Homep

CogepxaHue / CoaepxaHvie

CTepunn30BaHoO C UCMONb30BaHUEM TUNEHOKCHAA

CM. MHCTPYKLMIO MO NPUMEHEHUIO / PYKOBOACTBO MNO/ib30BaTeNs

Tonbko no peuenty / Tonbko No peuenTty

He ncnonb3oBatk, eciv ynakoeka nospexaeHa.

He ncnonb3osatb NosTOpHO

BHumMaHue!

Cpok rogHocTw / [laTa NCTeYeHWUs Cpoka rogHoOCT

CTpaHa 1 aaTa usrotoeneHws / Pays et date de fabrication

MNpowvizBoguTens

HenviporeHHbIii
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EAvHas cTepunbHas 6apbepHasi cuctema
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Bepeyb OT CONHeYHbIX Nyyei

XpaHUTb B CYXOM MecTe
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MeauLHCKoe YCTPOCTBO

YHUKanbHbIA ngeHTUdnKaTop ycTpoiicTea
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