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English

WEB™ Aneurysm Embolization System
Instructions for Use

DEVICE DESCRIPTION received appropriate training for this device.
The WEB Aneurysm Embolization System consists of an implantable embolization e CAUTION: Using this device in a catheter that is not recommended or required
device attached to a delivery device. The delivery device is powered by a hand-held, may result in extreme friction and damage to the device.

battery-powered detachment control device designed specifically for the WEB

Aneurysm Embolization System. The detachment control device is provided separately. *  The WEB Aneurysm Embolization System (see Figure 1) is provided sterile and

non-pyrogenic unless the unit package is opened or damaged. Do not use if
The WEB embolization device is manufactured from nitinol wires in a braided, self- the packaging is damaged. Use before expiration date noted on the product
expanding mesh configuration. The WEB embolization devices are provided in a broad packaging.

range of sizes (diameters and lengths) to satisfy the needs of the physician. During
treatment, the physician selects the appropriate device size based on the size, shape
and location of the intracranial aneurysm or other vascular abnormality to be occluded.
The WEB embolization device is delivered to the treatment site on the delivery device
through standard neuro-interventional wire-reinforced microcatheters with a specified
minimum inner diameter (see Table 1 below). An introducer sheath on the outside of
the delivery device assists in the placement of the system into the microcatheter.

¢ The WEB Aneurysm Embolization System is intended for single use only. The
detachment control device is intended to be used for one patient. Do not resterilize
and/or reuse the device. Reuse and/or resterilization can increase risk of infection,
cause a pyrogenic response or other life threatening complications. Reuse and/
or resterilization can degrade product performance, leading to device malfunction.
Dispose of all devices in accordance with applicable hospital, administrative and/
or local government policy.

The WEB device that remains in the patient following detachment consists of: «  The WEB embolization device must be delivered only through a compatible

Table 1 - Quantitative Implant Material Information microcatheter with a PTFE inner surface coating. Damage to the embolization
and delivery device may occur and necessitate removal of both the device and
Implant Materials Mass (mg)* microcatheter from the patient.
* The operator should be aware that =0.021" microcatheters, in distal blood vessels,

Nitinol, Platinum,

<40 may increase the risk of thromboembolism.
Platinum-Iridium Alloy -

e Steam shaping 0.021" and greater microcatheters may result in improper WEB
embolization device delivery and deployment, depending on the degree of shaping
and catheter deflection during WEB embolization device delivery.

Metallic Components

Non-metallic Components Epoxy, PET <01

*Approximate content e High quality, digital subtraction fluoroscopic road mapping, with orthogonal views,
is mandatory to achieve correct placement of the embolization device.

* Advance and retract the device slowly. Do not advance the delivery device with
INTENDED PURPOSE excessive force. Determine the cause of any unusual resistance. Remove the

The WEB Aneurysm Embolization System is intended for the endovascular device if excessive friction is noted and check for damage.

embolization of ruptured and unruptured intracranial aneurysms and other ¢ Ifrepositioning is required, take special care to retract or to advance the device

neurovascular abnormalities such as arteriovenous fistulae (AVF). under fluoroscopy, including new road map to confirm catheter position.

The WEB Aneurysm Embolization System is also intended for vascular occlusion of * Do not rotate the delivery device during or after delivery of the embolization device.

blood vessels within the neurovascular system to permanently obstruct blood flow to Rotating the device may result in damage or premature detachment.

an aneurysm or other vascular malformation. « If an embolization device must be retrieved from the vasculature after detachment,
retrieval devices (e.g. alligator and snare) should be used per their manufacturer’s

POTENTIAL COMPLICATIONS instructions.

Potential complications include but are not limited to the following: hematoma at the .

The WEB embolization device foreshortens during delivery (~60%) (e.g. see Figure
2a, a properly deployed 11mm wide x 9mm long device will measure ~20 mm long
in a 0.032" microcatheter).

site of entry, aneurysm rupture, emboli, vessel perforation, parent artery occlusion,

hemorrhage, ischemia, vasospasm, clot formation, device migration or misplacement,
premature or difficult device detachment, non-detachment, incomplete aneurysm .
filling, revascularization, post-embolization syndrome, and neurological deficits * When properly deployed, the two radio-opaque markers should be separated and
including stroke and death. fluoroscopically visible (e.g. see Figure 2b, depending on working projection and

. . . placement in the aneurysm, the distance between the proximal to distal marker
Users and/or patients should report any serious incidents to the manufacturer and the should approximate the labeled WEB embolization device length).
Competent Authority of the Member State or Local Health Authority in which the user

and/or patient is established. * WEB embolization device visibility may vary with diameter; larger sizes may be
more visible than smaller sizes. Examples are shown in Figure 2c.

REQUIRED ADDITIONAL ITEMS e The pictures in (a) through (c) below illustrate WEB embolization device

*  WEB Aneurysm Embolization System detachment control device deployment. Initially, the distal implant marker band exits the microcatheter (a). As

the implant is advanced, it begins to expand in diameter (b). When the distance

*  Wire-reinforced microcatheter with distal tip RO marker (see Table 2) between the catheter marker band and implant tip is about 1/3 of the total implant

*  Guide catheter compatible with microcatheter marker-marker distance, the implant diameter is generally about 1/2 of its fully
o Steerable guidewire compatible with microcatheter deployed d\am_eter (b)._When the implant dlstal_ marker band to cathetelj distal

. . marker band distance is about 2/3 of the total implant marker-marker distance, the
* Two rotating hemostatic Y valves (RHV) implant has reached about 4/5 of its fully deployed diameter and the distal marker
*  One three-way stopcock band begins moving into the distal recess (c).

¢ One one-way stopcock
¢ Sterile saline
¢ Pressurized sterile saline drip
Table 2 - Microcatheter Sizes

(@
- . Minimum Recommended Implant Catheter  Implant
WEB(;:::::'?)t;):nD:VIce Microcatheter Inner VIA™ P,;ZL:?‘ N:rkjr Distal
9 Diameter (inch) Microcatheter! an Marker
W2 - WEB SINGLE 8 -9 mm 0.027 VIA 27
W2 - WEB SINGLE 10 - 11 mm 0.033 VIA 33 (b)
W4 - WEB SINGLE 4 - 7 mm 0.021 VIA 21
2/3 113
W5 - WEB SINGLE 3 -7 mm 0.017 VIA17 Note:
' Use of a different catheter may result in extreme friction and damage to the device *  WEB embolization devices are available in both wide neck and
spherical shapes.
WARNINGS AND PRECAUTIONS * VIA 17 Microcatheters have a proximal marker band not shown in the
« CAUTION: This device should be used only by physicians trained in percutaneous, drawings or photos below. This proximal catheter marker band is not
intravascular and neurovascular techniques and procedures at medical facilities used for WEB embolization device delivery.

with the appropriate fluoroscopic equipment.
e CAUTION: The WEB embolization device should be used by physicians who have
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Figure 2: WEB ization device in partially
(a) and properly fully deployed (b)

pl foreshortened

(a) WEB embolization device partially in catheter, partially deployed in
aneurysm - foreshortened view

(©

13 2/3

* |f the radio-opaque markers are clustered (i.e. a shorter distance between markers /
than expected), retract WEB embolization device into the microcatheter and
evaluate the microcatheter/aneurysm position with multiple fluoroscopic angles.
* The embolization device cannot be detached with any other power source
other than a MicroVention Inc. detachment control device. Ensure that at least
two detachment control devices are available before initiating an embolization
procedure.
* Batteries are pre-loaded into the detachment control device. Do not attempt to

remove or replace the batteries.

* Do not use in conjunction with radio frequency (RF) devices.
* Patients who are allergic to nickel may have an allergic reaction to this device.
Figure 1: WEB Aneurysm Embolization System (not to scale)

Implant

(b) WEB embolization device fully deployed in aneurysm

Delivery System and Sheath

(c) WEB Embolization Device Visibility

11mm

PROCEDURE

Catheterization of the Lesion

1. Using standard interventional procedures, access the vessel with a guide catheter.
The guide catheter should have an inner diameter large enough to allow for
contrast injection while the microcatheter is in place.

2. Attach a rotating hemostatic valve (RHV) to the hub of the guide catheter. Attach
a three-way stopcock to the side arm of the RHV and then connect a line for
continuous infusion of flush solution.

3. Select a microcatheter with the appropriate inner diameter (see Table 1).

4. After the microcatheter has been positioned inside the lesion, remove the
guidewire.

5. Attach a second RHV to the hub of the microcatheter. Attach a one-way stopcock

to the sidearm of the second RHV and connect the flush solution line to the
stopcock.

WEB Detachment
Controller

6. Open the stopcock to allow flush through the microcatheter with sterile flush
solution.

MicroVenticlpemc T — 2 IFU100150 Rev. A
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Device Size Selection
7. Perform fluoroscopic road mapping.
8. Measure and estimate the size of the lesion to be treated.

9. Select the appropriately sized embolization device. The size should be chosen
based upon angiographic assessment of the aneurysm diameter, height, neck and
shape.

Preparation of the Device for Delivery

10. Remove the detachment control device from its protective packaging and place it
within the sterile field. Do not use any power source from another medical device
manufacturer to detach the embolization device.

. Remove the delivery device from the packaging hoop by pulling the proximal end
until the introducer exits the hoop.

12. Slowly advance the embolization device out of the introducer sheath and inspect
for any damage. Do not use the device if there is any damage.

13. Firmly insert the proximal end of the delivery device into the distal end of the

detachment control device. Do not press the detachment button. If the light flashes

green and the device beeps, the detachment control device is good to use. If not,

replace the detachment control device and repeat this step with a new detachment

control device. If the light flashes green and beeps with this second controller,
proceed to the next step. Otherwise, obtain a new WEB embolization device
delivery system.

S

. While holding the introducer sheath vertically, gently retract the embolization
device back into the introducer sheath.

Introduction and Deployment of the Device

15. Open the RHV on the microcatheter to accept the introducer sheath.

16. Insert the introducer sheath through the RHV. Seat the distal tip of the introducer
sheath at the distal end of the microcatheter hub and close the RHV lightly around
the introducer to secure the RHV to the introducer. Do not over-tighten the RHV.

Only insert the introducer into the microcatheter hub until a slight resistance is felt.

Do not over insert.

3

the embolization device on the junction between the introducer sheath and hub of
the microcatheter.

™

. Push the device through the microcatheter until the proximal end of the delivery
device meets the proximal end of the introducer sheath.

19. Loosen the RHV.
2
2
2

=4

Retract the introducer sheath just out of the RHV.

. Close the RHV around the delivery device.

N

. Slide the introducer sheath completely off the delivery device using care not to
kink or damage the delivery system.

2

1

Carefully advance the device until the distal end of the device reaches the last
marker on the microcatheter.

2

>

Reposition the tip of the microcatheter so that it sits just at the neck of the
aneurysm. Do not insert the microcatheter completely inside the aneurysm.

2

o

Under fluoroscopic guidance, slowly advance the embolization device out the tip
of the microcatheter. Continue to advance the embolization device into the lesion
until optimal deployment is achieved. The following may require repositioning or
removal of the emboization device and/or repositioning of the microcatheter:

a. If the embolization device size is not appropriate, remove and replace with
another device.

b. If undesirable movement of the embolization device is noted following
placement and prior to detachment, remove the device. Movement of the
embolization device may indicate that the device could migrate once it is
detached.

c. If the embolization device (implant) does not fully open:

i. Retrieve the implant, reposition the microcatheter further proximally and
re-deploy the implant to allow more room for expansion; or

ii. Replace the implant with another implant of the same or alternate size.

The embolization device should not be retracted and deployed more than
twice. After two attempts, remove the embolization device and replace with
another device of the same or alternate size. To minimize the potential risk of
emboli, DO NOT allow an inappropriately sized or non-optimally positioned
device to reside in the aneurysm significantly beyond the activated clotting
time (ACT). Experience has shown that blood/clot can also prevent the WEB

embolization device from full deployment and recapture. To minimize the risks

of potential complications, the status of the patient’s anti-platelet medication
regimen should be considered when making a decision to remove the entire
system from the aneurysm for replacement by a new device.

2

I

Angiographic assessment should always be performed prior to detachment to
ensure that the embolization device is not markedly protruding into the parent
vessel.

2

~

The WEB embolization device should be placed with the proximal surface (center
of proximal marker) aligned with the aneurysm neck and the proximal marker
extending beyond the neck.

2

®

. If redeploying, retract device so that there is no contact with the aneurysm before
attempting redeployment.

2

©

Tighten the RHV to prevent movement of the embolization device.

. Push the device into the lumen of the microcatheter. Use caution to avoid catching

30. Verify that the distal portion of the delivery device is not under tension or
compression prior to detachment. This could cause the microcatheter tip to move
resulting in aneurysm or vessel rupture.

Detachment of the Device

31. The detachment control device is pre-loaded with batteries and will activate when
the delivery device is properly connected.
32. Verify that the RHV is firmly locked around the delivery device before attaching the

detachment control device to ensure that the embolization device does not move
during the connection process.

38. Ensure that the delivery device gold connectors are clean and free from blood
or contrast. If necessary, wipe the connectors with sterile water and dry before
connecting.

34. Insert the proximal end of the delivery device into the detachment control device.
When the delivery device is properly connected, the light will flash green and an
intermittent tone will be heard.

35. Verify the embolization device position before pressing the detachment button.

36. Push the detachment button. During firing, the light should be solid green and the
beep should be continuous.

3

~N

Verify detachment by first loosening the RHV valve, then pulling back slowly on the
delivery device and verifying that there is not embolization device movement. If the
embolization device does not detach, push the detachment button again. If the
device is still not detached, obtain a new detachment control device and attempt
detachment up to two additional times. If it does not detach, remove the delivery
device.

38. Verify the position of the embolization device angiographically through the guide
catheter.

39. Prior to removing the microcatheter from the treatment site, place an appropriately
sized guidewire completely through the microcatheter lumen to ensure that no part
of the embolization device remains within the microcatheter.

The physician has the discretion to modify the device deployment technique based
on the complexity and variation in embolization procedures. Any modifications must
be consistent with the previously described procedures, warnings, precautions and
patient safety information in these instructions for use.

SPECIFICATIONS FOR DETACHMENT CONTROL DEVICE
¢ Model number: FG00175-001

¢ Output voltage: 11.2-11.8 VDC

¢ Input Voltage: 24 VDC

¢ Batteries: 4 each A23

e Type of applied part: BF

e Equipment not suitable for use in the presence of flammable mixtures

* The detachment control device is a single use device, preloaded with batteries
and packaged sterile. No cleaning, inspection or maintenance is required. The
detachment control device should not be cleaned, re-sterilized or re-used.

* Batteries are pre-loaded in the detachment control device. Do not attempt to
remove or replace the batteries prior to use.

* If the detachment control device does not perform as described in the Detachment
section of these instructions for use, discard the detachment control device and
replace it with a new unit.

PACKAGING, STERILIZATION, STORAGE AND OPERATING
CONDITIONS

The WEB embolization and delivery device are placed inside a protective dispenser
hoop and packaged in a pouch and unit carton. The detachment control device is
packaged separately in a protective pouch and unit carton. The devices will remain
sterile unless the package is opened, damaged or the expiration date has passed. If
the sterile packaging is unintentionally opened or damaged discard the device.

The WEB embolization device and delivery device are sterilized by gamma radiation. A
small round indicator label has been affixed to the packaging of the WEB embolization
device and delivery device. This indicator turns from yellow to red upon exposure to
radiation sterilization and must be red in order to use the device. If the indicator is
yellow, do not use the WEB embolization device.

The detachment control device is sterilized by ethylene oxide. A small round indicator
label has been affixed to the packaging of the detachment control device. This
indicator turns from purple to green upon ethylene oxide sterilization and must be
green in order to the use the device. If the indicator is purple, do not use the device.

Store at a controlled room temperature in a dry place.

The device should be used at a temperature of 20° - 23°C and a relative humidity of 30
—60%. Atmospheric pressure variations do not impact device functionality.

MATERIALS

The WEB Aneurysm Embolization System does not contain latex or PVC materials.

WARRANTY

MicroVention Inc. warrants that reasonable care has been used in the design and
manufacture of this device. This warranty is in lieu of and excludes all other warranties
not expressly set forth herein, whether expressed or implied by operation of law or
otherwise, including, but not limited to, any implied warranties of merchantability or
fitness. Handling, storage, cleaning and sterilization of the device as well as factors
relating to the patient, diagnosis, treatment, surgical procedures and other matters
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beyond MicroVention’s control directly affect the device and this warranty is limited to
the repair and replacement of this device, through its expiration date. MicroVention Inc.
shall not be liable for any incidental or consequential loss, damage or expense directly
or indirectly arising from the use of this device. MicroVention Inc. neither assumes,

nor authorizes any other person to assume or for it, any other or additional liability or
responsibility in connection with this device. MicroVention, Inc. assumes no liability
with respect to device 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, specification and model availability are subject to change without notice.

MRI INFORMATION

MR Conditional

The WEB Aneurysm Embolization Device was determined to be MR-conditional.

Non-clinical testing demonstrated that the WEB Aneurysm Embolization Device is
MR Conditional. A patient with this device can be scanned safely immediately after
placement under the following conditions:

Static Magnetic Field
- Static magnetic field of 3-Tesla or less

- Maximum spatial gradient magnetic field of 4,000-Gauss/cm (extrapolated) or
less

- Maximum MR system reported, whole body averaged specific absorption rate
(SAR) of 2-W/kg for 15 minutes of scanning (i.e., per pulse sequence) in the
Normal Operating Mode

MRI-Related Heating

Under the scan conditions defined above, the WEB Aneurysm Embolization Device
is expected to produce a maximum temperature rise of +1.4 °C after 15 minutes of
continuous scanning.

Artifact Information

MR image quality may be compromised if the area of interest is in the exact same
area or relatively close to the position of the WEB Aneurysm Embolization Device.
Therefore, optimization of MR imaging parameters to compensate for the presence of
this device may be necessary. In non-clinical testing, the artifact size (as imaged with a
gradient echo pulse sequence and 3 Tesla MRI system) extends approximately 5-mm
relative to the size and shape of the WEB Aneurysm Embolization Device.

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.

Permanent implant. Follow-up required at the discretion of the physician
elFU website: www.microvention/elFU-MicroVention.com

© Copyright 2022 MicroVention, Inc. All rights reserved.

WEB™ and VIA™ are registered trademarks in the United States.

MicroVention™ is a trademark of MicroVention, Inc., registered in the United States
and other jurisdictions.
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Pyccknn

Cuncrema am6onusauyum aHespuambl WEB™
NHCcTpYKumsa no npvMeHeHuio

ONUCAHUE YCTPOWCTBA

Cucrema smbonmsaumnu aHespusmbl WEB cocTonT 13 MMnnaHTnpyemoro ycTpoincTsa ans
3MB0NM3aUMY, NPUKPENSIEHHOTO K YCTPONCTBY AOCTABKM. YCTPOCTBO AOCTABKI NUTAeTCA OT

NPEAYNPEXAEHUA U MEPbI MPEAOCTOPOXHOCTU

NPEAYNPEXAEHUE. 310 yCTPOIICTBO JOMXHO NCMONb30BaThCA TONbKO Bpayamu,
V3yUMBLUMMY TEXHVKY YPECKOXHbIX, BHYTPUCOCYANCTBIX U HEMPOCOCYANCTBIX

MOPTaTUBHOTO aKKYMyNATOPHOTO yCTPOWCTBA YT oTcc , pasp oro
cneunanbHo AnA cucTembl smbonnsaumumn aHespusmbl WEB. YcTponcTeo ynpasnexus
oTcoeAnHeHnemM NoCTaBNAEeTCA OTAENbHO.

YcrpoiictBo ans smGonusaum WEB 13roToBneHo 13 HUTUHONOBbIX HUTEI B NIETEHOM,
camopacLumpsioLenca KoHdurypauuu, Ycrporictea Ana sm6onusauun WEB umetot wnpokmin
[ManasoH pasmMepoB (AUamMeTPOB v ANVH) ANA YAOBNETBOPeHUs noTpebHocTen Bpaya. Bo
BPeMA fleyeHIs Bpay BbiGNpaeT NoAXoAALYNi Pa3mMep YCTPONCTBA Ha OCHOBE pasmepa,
HOpMbI 11 PaCMONOXKeHNA BHY TPUYEPENHOM aHeBPU3MbI WM APYTUX COCYANCTBIX NATONOTA,
KOTOpble HEO6XOANMO 3aKpPbITb. YCTPONCTBO Ans smbonusaumn WEB goctaBnsaetca k mecty
neyeHuA npu nomowmn yCTpOI?ICTBa AOCTaBKW Yepes CTaHAapTHble NSQPOMHTSPBSHLUAOHNHQ
apMNPOBaHHbIE MPOBOJIOYHbIE N Tepbi Cy BHYTPEHHUM
[AvameTpom (cm. Tabnuuy 1 Hue). IHTPOAbIoCcep Ha BHELWHel CTOPOHE yCTPOCTBa AOCTABKN
NomoraeT pasMecTuUTb CUCTeMY B MUKpOKaTeTepe.

Yetpoiicto WEB, KoTopoe ocTaeTcs B Tene naLyeHTa nocse 0TCoeAnHEHNA, COCTONT U3
cneayownx KOMMNOHEHTOB:

Tabnnua 1. ViH$popMaLma 0 KONNYECTBEHHOM COAEPMaHNN MaTepuanos UMMIaHTaTa

Marepuanbl MnnaHTata Macca (mr)*

HutnHon, nnatuHa, nnatnHo-
MeTannuyeckue KOMNOHeHTbI ph <40
MpuAeBbIi Cnnas

HemeTannunueckne KOMNOHEHTbI SnokcuaHas cmona, M3T <0,

*TpumepHoe copepxaHune

HA3HAYEHUE
Cucrema smbonumsauuu aHespusmbl WEB npeaHasHaueHa Ans sHA0BacKyNApHON
3Mm6c I A 1 H A BHYTPUUYEPENHbIX aHEBPU3M 1 IPYTIX

HelpoBacKy/IAPHbIX NATONOr WA, TakKNX Kak apTeproBeHo3Hble GucTynbl (ABD).

Cucrema am6onmsaumm aHespusmbl WEB Takxe npesiHasHaueHa AnsA OKKIo31i KPOBEHOCHbIX
COCYA0B B pamMKax HenpoBaCKyNIAPHOI CUCTeMb, 1A OKOHYATeNIbHOTO NepeKpbITUA NpUTOKa
KPOBY K aHeBPU3Me W1 APYTUM COCYAUCTbIM ManbGopmaLnam.

BO3MOXHbIE OCNNOXHEHUA
MoTeHynanbHble 0CNOXHEHNA BKIIOYAIOT, NTOMMMO MPOYero, Cleaylolme: remaToma B Mecte
BBE/IeHs, Pa3pblB aHeBPN3Mbl, SM60NMA, nepd A cocyna, ¢ p Ko

apTepuK, KPOBOM3NNAHNE, MLIEMIA, CMIa3m COCY/J0B, 06pa30BaHIe TPOMGOB, MUTpaLMsA U
cmelyeHve yCTpOVI(TBa, npexaespemeHHoe Uin 3aTpyAHeHHOe OoTcoeanHeHne ychoﬁcTsa,
OTCYTCTBME OTCOEANHEHWNA, HENOHOE 3ano/IHeHNe aHeBPU3MbI, peBacKynapusauuns,
M0CTIMGOAN3AUMOHHBIV CUHAPOM 1 HEBPOSIOTUECKE PACCTPOICTBA, BKIIOYas

VHCYNbT U CMepPTb.

Monb3oBateny 1 (W) NaLMEHTbI AOMKHBI COOBLIATH O MIOBbIX CEPBE3HBIX NHLIMAEHTAX
NPON3BOANUTENIO N KOMMETEHTHOMY OpraHy Ui MecTHOMY OopraHy 34paBooXpaHeHusa
rOCYAapCTBa-uneHa, B KOTOPOM HaXOAWTCA NONb30BATENb 1 (MN1) NALMEHT.

HEOBXOAMMbIE AONONHUTEJIbHbIE SNIEMEHTbI
®  YCTpoiicTBO ynp: oTcoen| cucTembl \nn aHeBpu3mbl WEB.

®  ApMMpOBaHHbI NPOBONOYHbIN MAKPOKATETEP C PeHTFEHOKOHTPACTHbIM MapKepoM Ha
[AVCTaNbHOM KoHLUe (cM. Tabnuy 2).

. npOEOﬂHI/IKOEbIL;i Karetep, COBMECTUMBbIN C MUKpOKaTeTepom.

. Yr\paanﬂemmﬁl NPOBOAHVK, COBMECTUMbIN C MUKpOKaTeTepoMm.

*  [lBa poTaLMOHHbIX reMocTaTUyecKnx Y-06pasHbix knanaxa (PrK).

®  OAWH TPeXxoaoBoM KpaH.

*  OaVH OAHOXOA0BOW KpaH.

*  CTepunbHblil GY3NONOrMYECKUI PACTBOP.

* Tlepl cTepunbHas La ¢ $U3MONOrMUECKIM PAaCcTBOPOM.

Tabnuua 2. Pa3smepbl MUKpOKATeTEpOB

MuHUManbHbIR o
AvnanasoH (auamerpos) s PekomeHayemblit
o BHYTPEHHUA AnameTp
YCTPOIACTB ANA sM6onusaummn MUuKpoKaTeTep
WEB MMKpoKaTeTepa VIA™
(B Aronmax)

W2 - WEB SINGLE 8-9 mm 0,027 VIA 27
W2 - WEB SINGLE 10-11 mm 0,033 VIA 33
W4 - WEB SINGLE 4-7 mm 0,021 VIA 21
W5 - WEB SINGLE 3-7 mm 0,017 VIA 17

! Micnonb3osarue dpy2020 kamemepa Moxem npueecmu K CusibHOMY MpeHuro u
nospexdeHuro ycmpouicmea.

TB, B MEIVLINHCKIX YUPEXAEHNAX C COOTBETCTBYIOLNM
PeHTreHoCKoNMYeckum 060pyAoBaHNeM.

NPEAYNPEXAEHUE. YcTpoiicTBo ana smbonusaumm WEB onxHO ncnonb3osatbes
Bpayamu, g CooTBETC 0byueHve obpatly C 3TVM YCTPONCTBOM.

MPEAYNPEXAEHUE. icnonb3oBaHue 3TOro yCTPOCTBa B KaTeTepe, KOTOpblii
He PEKOMEH/IYeTCA N He TPeBYeTCA, MOXET NPUBECTI K CUIbHOMY TPEHIIO 1
MOBPEXAEHUIO YCTPONCTBA.

Cucrema smbonmsaumnu aHepuambl WEB (cm. pucyHOK 1) NOCTaBAAETCA B CTEPUABHOM

V annporeHHOM BIfe, €C/IM YNaKoBKa He BCKPbITa WM He NoBpex/eHa. He ncnonbayiite,
ec/iv ynakoBka nospexaeHa. HEOﬁXOqMMO nCnonb30BaTthb U3fenue o nCTevyeHns cpoka
roAHOCTK, yKa3aHHOro Ha yrnakoBke.

Cncrema BMGOHVBEI.[MVI aHEeBpU3Mbl WEB npefHasHa4eHa T0/1bKO 4N1A OHOPa3oBOro
MNCNoNb30BaHNA. YCTPONCTBO Yp: oTcoen| 0 AnA
VICMONIb30BaHWA Y OAHOTO NaLiveHTa. MOBTOPHaA CTePUAN3aLINA 1 (U1) OBTOPHOE
1CMoNb30BaHMe yCTPOICTBA 3anpetieHbl. [TOBTOPHOE MCMoNb3oBaHue 1 (M11) NOBTOPHaA
CTepunn3auna MoryT yBeNu4nTbL PUCK 3apakeHus, Bbi3BaTb ﬂlApOI'eHHbIVI oTeeTr

nnu apyrue onacHble ANA XU3HU OCNOXHEHWUA. nOBTOpHOe ncnonb3oBaHue n (MI'IM)
NOBTOPHaA CTepUAN3aUNA MOTYT yXyAWWTb d)yHKLMOHaﬂthIe XapakTepucTuku usgenus,
4YTO NPUBEAET K €ro HeNCNpPaBHOCTU. YTUNN3UPYIATE BCe YCTPOWCTBA B COOTBETCTBIAMN

cn| MeANLIMHCKOTO YUPEXKAEHNA, aAMAHUCTPATUBHBIMM 1 (1)

MyHmumnanthlen NOpMaMI/I

YctpoiicTeo ana amGonuzaun WEB AomKHO AOCTaBAATLCA TONBKO Yepe3 COBMECTUMBIN
MUWKpOKaTeTep C NOKPbITUEM BHYTPEHHei nosepxHoCTU 13 MTO3. MoxeT npousoiitn
noBpeX/eHue yCTPOICTBa 1Al SMBONM3aLMN 1 JOCTABKY, YTO NOTPeBYeT U3BNeUeHNs
YCTPOIICTBA 11 MUKPOKaTeTepa 113 TeNa naumeHTa.

OnepupyloLLmii XMPYPT A0/ KEH OCO3HABaTb, YTO MIKPOKaTETePbI AnameTpom = 0,021 atoitva
B [CTa/bHbIX KPOBEHOCHBIX COCY/1aX MOrYT YBEIUMTH PUCK TOOMBOIMEOMNAM.

DopmupyeMble Napom MUKpoKaTeTepbl AnameTpom 0,021 goiima unu 6onblue MoryT
NPUBECTU K HEHAA/eXaLLen AOCTaBKE 1 PACKPBITUIO YCTPONCTBa Ans amGonusaumn WEB
B 3aBUCMMOCTY OT CTeMNeHN GOPMMPOBaHNA 1 OTKNIOHEHIS KaTeTepa BO BPeMsA A0CTaBKM
ycTpoiicTsa ana sm6onusauun WEB.

BbICDKOKaHeCTBeHHOE undpposoe cy6TpaKUMOHHOE PEHTTeHOCKONMYeCKoe
P B OpTOrO asnsAetca ob: ycnosuem ansa
npaEwanoro pasmeLyeHua y(Tpochsa Ana ambonnsaunn.

MpopguraiiTe 1 n3BneKaliTe ycTPONCTBO MeaeHHo. He NpoaBuraiite ycTpoicTso
[0CTaBKM, Npunaras YpesmepHble ycunna. Onpegenute NpuunHy nio6oro HeobbluHoro
conpotueneHnsa. Mpn BO3HNKHOBEHNM Ype3MEePHOro TPEeHNA U3BNeKUTe YCTPONCTBO

1 NpoBepbTe Ha Hanuym1e NoBPeXAeHNIA.

Ecnv Tpebyerca ONOXEHMS, C iiTe 0COBYI0 OCTOPOXKHOCTD MPK
BbITATMBaHUN UV NPOABUKEHUN ychoﬁcTEa C NpUMEeHeHnem peHTreHocKonuu,
BK/IOYanA nposejeHne HOBOro KapTUpoBaHWNA ANA NOATBEPXAEHMA NONOXeHWA KaTeTepa.

He BpalyaiiTe ycTPONCTBO AOCTABKM BO BPeMs W NOC/e AOCTaBKN YCTPONCTBA
Ana am6onusaymm. BpaeHue ycTpoiicTea MOXET NPUBECTY K NOBPEXAEHNIo Unn
npexaeBpeMeHHOMY OTCOeANHEHMIO.

Ecnn ycTpoiicTBo AnsA aM60113aLum AONXKHO GbiTb M3BNEUEHO U3 COCYANCTOrO pycna
nocne oTcoeaVNHeHs, yCTPOIICTBa [N1A U3BNeUEHNA (Hanpumep, <KpOKOAWN» 1 neTns)
[DOMKHbI UCTIONb30BATLCA COTNIACHO MHCTPYKLMAM VX N3TOTOBUTENA.

YcrpoiictBo ans amGonusaumn WEB ykopaunsaetcsa Bo Bpemsa foctasku (~60 %) (nprvep
Ha puUCyHKe 2a, NpaBuIbHO PacKpbITOe YCTPOWCTBO WMPUHON 11 MM 1 ANVHOK 9 MM
ByneT UmeTb AnnHy ~20 MM B MUKpOKaTeTepe AnameTpom 0,032 atoiima).

Mpy Haanexallem PackpbITUN ABa PEHTIEHOKOHTPACTHbIX MapKepa OMkKHbI BbiTb
pa3pgeneHbl N BUAHbI PEHTreHOCKONUYeckn (nprep Ha pucyHke 26, B 3aBMCMMOCTH OT
pa6oqe|7| NPOoEeKUMN N pacnosioXkeHnA B aHeBPU3Me, pacCTosiHNE OT NPOKCUManbHOro 4o
ANCTanbHOro mapkepa AO/KHO I'Ipl’lﬁﬂl/lSMTeﬂbHO COOTBETCTBOBATH yKaSaHHOﬁ AnvHe
ycTpoiicTsa ana sm6onusauun WEB).

BuanmocTb ycTpoiictea Ana smbonusauun WEB MoxeT BapbypoBaTbCA B 3aBUCUMOCTH
OT MameTpa; 60oMbiNe Pa3mepbl MOTYT GbiTb Goslee BUAVMBIMY, YeM MeHbLIME Pa3mepbl.
MprMepbl NoKa3aHbl Ha PUCYHKe 2|

Ha nzo6paxeHrusx ¢ (a) no (B) HYXe NOKa3aHO pacKpbITUE YCTPONCTBA ANA SMGoM3aLmnm
WEB. MepBOHauanbHO AMCTanbHasA MapkepHasi Nosioca UMriaHTaTa BbIXOANT 13

tepa (a). Mo mepe np VA MNNaHTaTa OHa HaYMHAET PaCIUMPATLCA
B AnameTpe (6). Korga paccTosHMe Mexay MapKepHO MONOCOi KaTeTepa it KOHUMKOM
VMNNaHTaTa COCTaBNAET OKONO 1/3 OT 06LIEro PacCTOAHNA OT Mapkepa A0 MapKkepa
VIMNNIaHTaTa, AUaMETP UMMJIaHTaTa 0GbIYHO COCTABNACT NPUMEPHO 1/2 OT €ro NOIHOCTLIO
packpbiToro anametpa (6). Koraa pacctoaHme mexay AUCTanbHO MapKepHON
0/I0CON MMMIaHTaTa 1 AUCTaNbHOI MapKEePHOW NOJIOCOi KaTeTepa CoCTaBnAeT
0KO#10 2/3 OT 06LLEero PacCTOAHNA OT MapKepa A0 MapKepa UMN/aHTaTa, MnnaHTaT
[AOCTU NPUGAM3NTENbHO 4/5 OT €10 NOMIHOCTBIO PACKPLITOrO ANaMeTpa, a AnCTanbHan
MapKepHas Mooca HaulHaeT 4BUraTbCA B AnCTanbHoe yrnybneHue (B).

TpoKcuMansHbii
mapkep
vmnnakTata

MapkepHan  [luctansHbiii
nonoca mapkep
Katetepa  ymnnawtata
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Mpumeuanne.
®  YcrpoucTsa Ana smGonusauun WEB AOCTYMHbI Kak C LUIMPOKOW LEKON, Tak
1 chepryeckoin Gopmbl.

*  MukpokateTtepbl VIA 17 UMeIOT NPOKCUManbHyto MapKepHy'o nonocy,
KOTOpasi He 1306paxeHa Ha PUCYHKax nnn GoTorpaduax Hixke.
MpoKcnmanbHas MapkepHas Mofoca KateTepa He UCMosbyeTca ans
JI0CTaBKW yCTponcTBa ana smbonusauun WEB.

13 73

®  EC/M peHTTeHOKOHTPACTHbIEe MapKepbl CrpynnMpoBaHbi (T. e. paccTosHMe MeXaY
Mapkepamu 60siee KOPOTKOE, YeM OXKMAANOC), BTAHUTE YCTPOUCTBO /A SMGONM3aLUMN
WEB B MVKpOKaTeTep 1 OLieHUTe NOJIOXKeHMe MUKpOKaTeTepa/aHeBpU3Mbl Nog
HECKOMbKMMMN PEHTIeHOCKONUYECKUMN yrnamu.

®  YCTPOICTBO AN SMG0U3aLMM HEMb3A OTCOEAVHATD C MOMOLLbIO N060ro Apyroro
MCTOYHMKA NUTaHWA, KPOME YCTPONCTBA ynpaBieHna oTcoeanHeHnem MicroVention Inc.
MNepen Hauanom npoueaypbl 3M60113aLNM yEeANTECH B HANUYIMN KaK MUHUMYM ABYX
YCTPOWCTB YNpaB/ieHNA OTCOeANHEHNEM.

. AKKyMyﬂRTOpr npeasapuTenbHO 3arpyeHbl B y(TpOl;]CTEO ynpasneHna oTcoeuHeHem.
He nbiTaritech U3Bneyb M 3ameHnTb AKKYMYNATOPbI.

*  He ncnonb3yiite BMeCTe C yCTPONCTBaMI pagnodactotHol (PY) cessn.

® Y nauueHTOB C annepruemn Ha HUKenb MOXET BO3HUKHYTb anlepruyeckan peakuva Ha 3To
YCTPOWCTBO.

PucyHok 1. Cucrema WEB (ve B

VmnnanTar

Cucrema aoctaskm v o6onouka

PucyHok 2. YctpoiicTeo ans am6onnsaynu WEB B KaTeTepe, 4aCTUYHO pacKpbiToe
@n 10 packpbiToe (b)

yKop

(a) Ycrpoicteo ans sm6onusayun WEB, 4acTU4HO B KaTeTepe, 4YacTUYHO
PacKpbiToe B aHeBPM3Me — YKOPOUEHHbIN BUA

NvcranbHan
MapKepHas
nonoca

/

MpokcumansHas
mapkepHan nonoca WEB

(6) Ycrpoicteo ana sm6onusayun WEB, NONHOCTbIO pacKpbiToe B aHeBpU3Me

Ovcranshan
MapkepHan
nonoca WEB

MpoxcumansHan
MapkepHas
nonoca WEB

11 mm

NPOLIEAYPA
Kamemepusayus nopaxenHozo y4acmka

1. Vicnonb3ya cTaHpapTHble MHTEPBEHLMOHHbIE NPOLieAyPbl, NONYyYNTe JOCTYN K
cocyay € NOMOLLbIO H; 0 KaTeTepa. H i KaTeTep AOMKeH
MMeTb AO0CTAaTOYHO 6onbLon EHyTpeHHMVI AanameTp, 4T06bI 06ECTEUNTL BBeAeHue
KOHTPACTHOro BelecTsa B TO BpemMsa, Korja yctaHOBNEH MUKpoKaTeTep.

2. [opacoepnHUTe POTaLMOHHBIN remocTaTyeckuii knanaH (PrK) k pasbemy
HanpaenAatolero Katetepa. [puKpenuTe TpexxoA0Boil KpaH K 6okoBomy otsegeHuto PIK,
a 3aTem MoAKNIoUNTe IMHIO ANA HEMPEepPbIBHOI NHOY3UM NMPOMBIBOYHOTO PacTBopa.

KowTponnep BbibepuTe MUKpOKaTeTep Hafinexallero BHyTpeHHero Anametpa (cm. Tabnuuy 1).
oTcoepuHera

4. Tocne ycTaHOBKI MUKPOKaTeTepa B NOPaXXeHHOM y4acTKe U3B/ieK1Te NPOBOAHVIK.

5. MpucoeanHuTe BTOopOi PTK K pasbemy MrkpokaTeTepa. MpucoeanHnTe OAHOXOAO0BbIN
KpaH K 60KOBOMY OTBe/j¢ BTOpOTrO PIK 11 Nogy Te INHUIO C NPOMBIBOYHBIM
PacTBOPOM K KpaHy.

6. OTKpoiiTe KpaH, YTO6bI HauaTh MPOMBIBKY MIKPOKaTeTepa CTePUbHBIM MPOMbBIBOYHbIM
pacTeopom.
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Bei6op pasmepa ycmpoticmea

7.
8.
9.

MpoBeaunTe peHTreHoCKONMYecKoe KapTpoBaHue.
M3mepbTe 1 oLeHuTe pa3mep NOpaxeHus, NOANEXallero neyeHnto.

Bbibepute ycTponCTBO ANA SM60NM3aLMM HaaNexallero pasmepa. Pasmep Heo6xoaMmMo
BbIGMPaTh Ha OCHOBE aHrMorpadUUecKoil OLEHKMN AuaMeTpa, BbICOTbI, LWEWNKN 1 GOpMbl
aHeBpPU3MbI.

Modzomoeka ycmpoticmea 0515 docmasku

10.

N

w

=

YCTPOWCTBO yrip. oTc 113 3aLMTHON yNaKkoBKM 1
noMecTITe ero B CTepusibHoe nosie. He Mcnonb3yiie UCTOUHMK NUTaHUA APYrOro
NPOM3BOANTENA MEAMLIMHCKVIX YCTPOINCTB 1A OTCOEAMHEHNA YCTPOICTBA ANA
3mbonusaumn.

. W3BnekuTte ycTPOICTBO AOCTABKM 13 YNaKOBOYHOTO KOJIbLia, MOTAHYB 3a NPOKCMMAbHbIA

KOHeL| 710 Tex Mop, MoKa VHTPOAbIOCEP He BbINAET U3 Kosnblia.

MefneHHO BbIABUHbBTE YCTPOMCTBO ANA SMBONN3aLIMM 13 MHTPO/ibIOCEPa U NPOBEPLTE
Ha Hanuumre NospexaeHNi. He ncnonb3syiite yCTPOMCTBO, €CAM HA HeM ecTb Kakue-1Mbo
noBpexaeHNA.

MNOTHO BCTaBbTE MPOKCUMANbHBIN KOHEL| YCTPOICTBA JOCTABKY B ANCTallbHbIi KOHeL|
ycTponcTBa y oTCC vem. He #Te KHONKy oTcoeAunHeHua. Ecnn
VHAVKATOp MUTaeT 3eNeHbiM, a YCTPOMCTBO U3AAET 3BYKOBbIE CUrHasbI, yCTPOICTBO
YNpaBneHnA OTCOANHEHMEM MOHO UCMOJb30BaTb. ECAIN 3TOMO He NPOMCXOANT,
3aMeHuTe yCTPOVCTBO YNPaB/IEHNA OTCOSNHEHNEM 1 OBTOPUTE STOT War C HOBbIM
YCTPOWCTBOM yNpaBeHuA OTCOeMHEHEeM. ECiN CO BTOPbIM KOHTPOMSIEPOM UHAWMKATOP
MUraeT 3e1eHbIM 1 Pa3aloTcA 3ByKOBbIE CUrHasbI, NEpeinTe K ClefyloLemy wary.

B npoTuBHOM Ciyyae BOCMONb3yiiTeCh HOBOW CUCTEMOII JOCTaBKM YCTPOCTBA ANA
3mbonusayun WEB.

. Ynepxusas UHTPOAbIOCEP B BEPTUKANIbHOM MOJOXKEHNM, OCTOPOXHO BTAHUTE

YCTPOWCTBO AN1A SMBONN3aLMM OBPATHO B MHTPOAbIOCEP.

BeedeHue u packpeimue ycmpoiicmea

15.
16.

3

19.
2
21.
2
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24.
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26.

Otkpoiite PTK Ha MKpoOKaTeTepe, 4To6bl NPUHATL MHTPOAbIOCEP.

BeeawnTe uHTpoablocep yepes PIK. PacnonoxuTe ANCTanbHbIA KOHEL UHTPOAblocepa
Ha INCTasbHOM KOHLIe pa3bema MIKpoKaTeTepa 1 cnerka 3akpoiite PTK Bokpyr
UHTPoAblocepa, YTo6bl 3akpenuTb PIK Ha MHTpoablocepe. He nepetarusaiite PrK.

BBOAWTE MHTPOABIOCEP B Pa3beM MIKpOKaTeTepa b A0 Olily He6oNbLOro
conpoTuBeHus. He BBOANTE CINLIKOM Fy6OKO.
. BcTaBbTe yCTpOICTBO B NpocseT P Tepa. Ct iTe oc Tb, UTOObI He

3aLenuTb yCTPOICTBO ANA IMEONN3aLIMM Ha CTbIKE MeX/ly UHTPO/bIOCEPOM 1 Pa3bemMoM
MUKpOKaTeTepa.

. Mpopasuralite yCTPORCTBO NO MUKPOKATETEPY 40 TeX MOP, NOKa NPOKCUMAIbHBIN KOHeL

YCTPOWCTBA JOCTaBKY HE JOCTUTHET MPOKCUMAasbHOTO KOHLIA NHTPOABIOCEPa.
Ocnabbre BrK.

M3BnekuTe MHTpoAblocep ToNbKo 13 PIK.

3akpoiite PTK BOKpYyr ycTpoicTBa JOCTaBKM.

TMONHOCTbIO CTAHUTE NHTPOABIOCEP C YCTPOIICTBA IOCTABKM, CAIEAA 33 TeM, YTOBbI He
NOTHYTb WK He NOBPEANTL CUCTEMY I0CTaBKM.

AKKypaTHO NPO/BYraliTe yCTPOICTBO 10 TeX NOP, MOKa ANCTabHbINA KOHeL| yCTPONCTBa
He JOCTUrHET NMOCNeAHEro Mapkepa Ha MUKpOKaTeTepe.

n Te KOHUMK TeTepa Takium o6p , 4TOGbI OH pacrionaranca NpAMo
Ha LellKe aHeBPU3MbI. He BCTaBAAINTE MUKPOKATETEP MOSIHOCTBIO BHYTPb aHEBPM3MbI.

Iog KOHTPONEM PEHTTEHOCKONNYECKON BU3Yani3aLn MefIeHHO NPOTAHUTE

YCTPOWCTBO AN1A SMBONN3aLMM 13 KOHUMKa MUKpOKaTeTepa. Mpofomkaiite npogsurats

YCTPOWCTBO A4N1A SMGONN3ALMN B NOPAXEHHbIN YUaCTOK, MOKa He GyfieT JOCTUrHYTO

OnTUManbHOE packpbiTie. [lanee nepeuncieHbl CUTyaumi, Kora MoXeT noTpe6oBaTbca

M3MEHEHIe MONOXKEHNA UM 3BIEYEHIE YCTPOINCTBA NA SMGOAN3ALMN /Wi
ONOXEHMA MUKP Tepa.

a. Ecnu pasmep ycTpoictea ana
APYrYM yCTPOICTBOM.

€ro 1 3ameHuTe

11 HE MOAXOAWT,

6. Ecnm nocne pasmewieHna u nepey oTCoeiHeHeM OTMeYaeTCA HexenaTenbHoe
[BVKEeHMe YCTPOICTBa AnA 3M60NM3aLmK, n3snekuTe ero. [lguxeHne yctpoiictea
ANA 3M60NN3aLNN MOXKET yKa3blBaTb Ha TO, YTO OHO MOXET MUTPUPOBaTh Nocne
0TCOoeANHEHNA.

B.  Ecnm ycTpoiicTBo AnA 3M60NM3aLMM (MMNNAHTaT) He OTKPbIBAETCA MONHOCTbIO:

i.  W3BNeKUTE UIMN/IAHTAT, NepemMecTuTe MUKpOKaTeTep Aasiblue B MPOKCMMAanbHOM
HanpasfieHnK 1 NOBTOPHO PaCcKPOiTe UMMAaHTaT, 4To6bl o6ecneunTs Gonblue
MecTa inA paclumpeHns, nnm

ii.  3aMeHuTe UMMNaHTAT APYTM TOTO e W APYroro pasmepa.

YCTPOWCTBO /1A SMGONN3ALMN He CrieflyeT 13BeKaTb 1 PackpblBaTb 6onee AByx
pa3. Mocne AByX NOMbITOK yAanuTe yCTPOCTBO ANA SMBONM3ALNM 1 3aMEHNTE ero
[APYrVIM TOTO e AV 4PYroro pasmepa. YTo6bl CBECTY K MUHUMYMY NOTEHLMabHbIN
puck amb6onun, HE aonyckaiite, 4Tobbl yCTPONCTBO HEHaANEXaLLEro pasmepa
WM HEONTVMASbHO PACMIONOKEHHOE YCTPOICTBO HaXOAMIOCh B aHeBpU3ME
3HAUUTENbHO A0NbLUe aK poBaHHOro cBep (ABC). OnbIT
MOKa3blBaeT, UTO KPOBb/TPOMG Take MOryT NPenaTCTBOBaTb MOSHOMY PACKPbITUIO
1 NOBTOPHOMY 3axBaTy YCTpoWcTBa Ana asmbonusauun WEB. Yto6bl cBecT K
MUHUMYMY PUCK BO3MOXHbIX OCSIOXKHEHNIA, ClIEAYET yUMTbIBaTH CXEMY NleUeHNA
nawneHTa aHTUTPOMBOLITapHBIMM NPEenapaTami NPU NPUHATUN pelleHns 06
YyAaneHnm Bcel CUCTeMbl 13 aHEBPM3MbI 114 3aMeHbI HOBbIM YCTPOICTBOM.
AHrorpaduyeckas OLeHKa BCeraa A0MhkHa NPOBOANTBLCA 10 OTCORAMHEHNA ANA
rapaHTim, 4to yCTpO;iCTEO ana 3M60ﬂVI3aLlI/IM He 6yl:leT 3aMeTHO BbICTYNaTb B
poanTenbCKUmM cocy.

27.

N

YctpoiicTBo ans ambonusaumn WEB nonxkHo pacnonaratbca Tak, 4Tobbl NpoKCcUManbHas
MOBEPXHOCTb (LEHTP NPOKCMMaNbHOro Mapkepa) 6bina BbIPOBHEHa C LWEeNKOR
aHEBPU3MbI 11 NPOKCI , Bbl 3a Weitky.

28. TMepep MOBTOPHbIM PACKPLITUEM U3BEKIATE YCTPOINCTBO TaKUM 0GPa3oM, 4To6bI He 6bifio
KOHTaKTa C aHeBPU3MONA.

29. 3atanurte PIK, uTo6bl NpefoTBPaTUTL ABUXKEHMUE YCTPOCTBA AA SMGONM3aLmm.

30. Mepen oTcoenHeHNEM Y6eANTEC, UTO AUCTaNbHAA YaCTb YCTPOCTBA AOCTABKN He
HaTAHYTa 1 He CKaTa. 3T0 MOXET Bbl3BaTb Ci KOHYMKa P pa, uto
npuBefaeT K aHeBPU3ME W Pa3pbiBy cocyaa.

OmcoeduHeHue ycmpoticmea

31. BycTpoiicTBO ynp: oTcoep| P PUTENbHO 3arpy>KeHbl akKyMynATOPbI

1 OHO aKTUBUPYETCA, KOT/ia YCTPOCTBO JOCTAaBKM NPaBUIbHO NOAKIIOYEHO.
3

o

. Y6epuTech, uto PTK HapeXHO 3adrKcMpoBaH BOKPYT YCTPOICTBA OCTaBKY, Npexe
4em NpUCoenHATL yCTpOI;iCTBO ynpaBneHnAa oTCoeiMHeHnem, ANA rapaHTun Toro, 4tTo
YCTPOWCTBO /1A SMGONN3ALMN HE CMECTUTCA BO BPEMS NPOLIECCa COSIMHEHNA.

3

@

. Y6eauTech, YTO KOHHEKTOPbI YCTPOVCTBA JOCTaBKIA 30/10TOTO LIBETA YNCTbIE U Ha HIX
HET KPOBW U KOHTPaCTHOrO BellecTea. an/I HEOGXOAMMOCTI/I NPOTPUTE KOHHEKTOPbI
CTePUbHOI BOAOI U MPOCYLINTE NepPes NOACOANHEHMNEM.

34,

r

BcTaBbTe NPOKCHManbHbI KOHel YCTPOMCTBa JOCTaBKM B YCTPOICTBO ynpaBieHns
oTcoeanHeHnem. Korjja yCTpoiicTBO JOCTaBKM NPaBUIbHO NOACOeANHEHO, NHAUKATOP
6ypieT MuraTb 3eneHbiM 1 GyfeT CribillieH NPepbIBUCTHIN CUTHaN.

35.

o

MpoBepbTe NonoXeHNe yCTPOiCTBa AnA SM60NN3ALIAM, NPEX/E YEM HaXMMaTb KHOMKY
oTCoeANHEHNA.

36.

o

HaxmuTe KHOMKy OTCOeaANHeHWA. Bo BpemaA 3anycka NHANKATOP A0MKEH HeMpepbIBHO
TOpeTb 3ef1eHbiM, a 3BYKOBOII CUrHa [J0/XeH 3BYuaTb MOCTOAHHO.

37. MposepbTe oTCOEAMHEHNE, CHauana ocnabus knanaH PrK, 3aTem meaneHHo NOTAHYB
06paTHO Ha YCTPOICTBO J0CTABKM 1 y6EAMBILINCY, YTO YCTPOVCTBO /1A SMGOAMU3aLMN
He fiBueTcA. ECnn ycTponcTBo 1A 3M60113aLMm He OTCOEAUHNOCh, HaXMUTE KHOMKY
0OTCOeMHeHNA ellie Pa3. ECIM yCTPOIACTBO BCe elile He OTCOeANHEHO, BO3bMITE HOBOR
YCTPOWCTBO yNpPaBeHNA OTCOE/IMHEHNEM U MOMbITAITECh OTCOSANHNTB ellie He 6onee
AByx pa3. Ecnv oTcoeqvHeH e He NPOM3OWo, yAanuTe yCTPOCTBO JOCTaBKIA.

38.

3

MpoBepbTe NonoXeHue yCTPoicTBa ANA IMB0NN3ALINM aHIOrPadUUecKy Yepes
HanpasnAloLMil KateTep.

39.

©

Mepep yaaneHem MUKpoKateTepa 13 0611acTin NPOBeAEHNSA NPOLIEYPbI, MONHOCTbIO
NPOMoXWTE NPOBOAHMK COOTBETCTBYIOLIErO Pa3Mepa Uepes NPOCBET MUKpPOKaTeTepa,
UTOBbI Y6eANTLCA, YTO BHYTPU MUKPOKATETEPa He OCTaNoCk YacTh yCTPONCTBa AnA
smbonusaunn.

Bpay MOXeT No cBOeMy YCMOTPEHMIO M3MEHATb METOANKY PacKpbITUA YCTPOWNCTBA B
3aBUCMOCT OT CIOXKHOCTI U Pa3HOBMAHOCTY MpoLieaypbl SMGonm3aLyu. JlioGble
M3MEHeHWNA 0/KHbI COOTBETCTBOBATDL BblLEONUCAHHbIM NpoLeaypam, NpeaynpexaeHnam,
Mepam NpefoCTOPOKHOCTN 1 MHGOPMaLMK O 6e30MacHOCTU NaLKeHTa B 3TON MHCTPYKLNN
10 3KCMAyaTaLmn.

XAPAKTEPUCTUKWN YCTPOMCTBA YNPABJIEHUA OTCOEANHEHUEM
*  Homep mogenu: FG0O0175-001.

*  HanpsxeHue Ha Bbixoge: 11,2—11,8 B nocT. Toka.
* HanpsaxeHue Ha Bxofie: 24 B nocT. Toka.

®  AKKyMmynaTopbl: 4 wt. Tuna A23.

®  Tun pa6oueit yactu: BF.

¢ O6opyaoBaHue He NpeaHa3HaueHo A/IA UCNONb30BaHUA B NPUCYTCTBUM
NerkoBOCM/IaMEHAIOLMXCA CMeCe.

®  YCTPOWCTBO yNpaBeHus OTCOEAMHEHNEM yMakoBaHO B CTEPUIbHOM BUAE,
NpefiHa3HaYeHo /1A OAHOPA30BOTO UCMONb30BAHIA U B HErO NPEABAPUTENBHO
3arpyXeHbl akkyMynATOpbI. OUMCTKa, OCMOTP 1 0BC/TYKMBaHIE He TPEBYIOTCA.
YctpoiicTso y otcoep| He T OYNCTKE, MOBTOPHOMN
CTEPUAN3ALIAN NIV NOBTOPHOMY ICTIONb30BAHMIO.

®  AKKYMyNIATOPbI MPE/IBAPUTENBHO 3arpysKeHbl B YCTPOMCTBO yrpaseHus
oTCoeMHeHNem. He NbiTaiiTech N3B/eUb WM 3aMEHNTb aKKyMyNIATOPbI Nepes
1CMonb3oBaHem.

®  EC/M YCTPOIICTBO YNpaBneHnsa OTCoeAnHeHeM He paboTaeT Tak, Kak OnmcaHo B pasaene
«OTCOeAMHEHIE» STON MHCTPYKLWN N0 KCNyaTaLum, yTUAN3NpYiiTe YCTPONCTBO
YNpaBfeHNA OTCORAVHEHMEM U1 3aMEHITE ero HOBbIM.

YNAKOBKA, CTEPUIN3ALNA, XPAHEHUE U YCNTOBUA
SKCNNYATALUN

YctporicTteo ansa am6onn3aun WEB 1 yCTPONCTBO AOCTaBKM HAXOAATCA BHYTPU 3aLUTHOTO
pacnpesienAioLLero KosbLia 1 ynakoBaHbl B NakeT 1 KOPOBKY. YCTPONCTBO yrpaBieHusa
OTCOEAMIHEHNEM YMaKOBaHO OTAE/bHO B 3aLLMTHBII NaKeT U KOPOGKY. CTEPUAIBHOCTL
YCTPOWCTB COXPAHAETCH, €CAIN YNaKOBKa He BCKPbITA, He NOBPEX/EHa 1 He UCTEK CPOK
rofHOCT. EC CTepunibHas ynakoska Gbinia Henpe/iHamepeHHO BCKPbITa W NOBPeX/eHa,
YTUAM3MPYIATE YCTPOACTBO.

YctporicTeo gna am6onn3aun WEB 1 yCTPONCTBO AOCTaBKM CTEPUAN30BaHbI raMma-
uznyyennem. K ynakoBke ycTpoinctea ans sm6onusaun WEB v ycTpoiicTsa foctaBku
npuKpenneHa Hebonbluas Kpyrnaa UHA| pHas . DTOT MHA Op MeHAET LBeT
CKENTOTO Ha KPaCHBIN MOC/e CTEPUM3aLNIA PaanaLInelt v JOKeH BbiTb KPacHbIM, YTOGb!
YCTPOWCTBO MOXHO GbINIO UCMOMb30BaTb. 3aMpellaeTca CMONb30BaTb YCTPONCTBO ANA
ambonusaumn WEB, ecnu UHAMKaTOP XenTbiid.

YcTpoiicTBo ynp: oTcoen T STuneHokcuaom. K ynakoske
YCTPOWCTBA yNpPaBeHNs OTCOeANHEHEM NpUKpenieHa HebonbLuan Kpyrias MHAMKaTopHas
STUKETKA. DTOT MHANKATOP MEHAET LIBET C GMONIETOBOrO Ha 3efIeHblil NoCsIe CTepUIn3aLm

M|croVenth.;}ﬂ_‘m_ﬂmlwT MI/I 5 Pocampasransope
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STUNEHOKCUAIOM 1 IO/KEH BbiTb 3€M1eHbIM, YTOGbI YCTPOMCTBO MOXKHO GbISIO MCMONIb30BaTH.
3anpeliaeTca UCNosb30BaTh YCTPONCTBO, EC/IN NHAMKATOP GUONETOBbIN.

XpaHuTe U3zienve Npu ynpasiaemol KOMHaTHO TemrnepaTtype B CyXom MecTe.

YcTpoiicTBO cneayeT ucnonb3osatb Npu Temnepatype 20—23 °C 1 0THOCUTENbHON BNaXXHOCTH
30-60 %. Vi3meHeHnA aTMOChEPHOro AaBNeHUs He BAUAIOT Ha GYHKLIMOHaNbHOCTL
ycTpoiicTea.

MATEPUAJbI

Cuctema ambonmsaumnu aHespusmbl WEB He conepuT natekc unu matepuansi us MBX.

TAPAHTUA

Komnanua MicroVention Inc. rapaHTupyet, 4to npu pa3paboTke 1 N3roToBieHU JaHHOTO
YCTPOWACTBa BbINM NPUHATBI Pa3yMHble Mepbl NPeAOCTOPOXHOCT. [laHHaA rapaHTua
3aMeHAET N UCKNIoYaeT BCe ApYyrue rapaHTun, He N3NoXeHHble B JaHHOM JIOKyMeHTe ABHbIM

06pa3om, BbIp: unm o, A, B CUTY 3aKOHa U1 Ha NHbIX OCHOBAHMAX,
BK/IOYaA, CPe/iN NPOYEro, NioGble KOCBEHHbIE rapaHTIV NPUTOAHOCTI K NpoAaxe unn
3Kcnnyatayum. O6patyerue, 0UMCTKa 1 CT YCTPOIiCTBa, a Takxe

$aKTOPbI, OTHOCALMECA K NaLMEHTY, AMarHo3y, NeYeHio, XMpypruyeckim npoviesypam 1
[NpYrvM BOMpOCaMm, He 3aBUCALLMM OT komnaHuy MicroVention, HenocpeacTBEHHO BAUAIOT Ha
YCTPOVICTBO, 11 JaHHAA rapaHTWA OrPaHUYMBAETCA PEMOHTOM 11 3aMeHON 3TOrO yCTPOIICTBa
B TeYeHIe cpoka ero rogHocTn. Komnanua MicroVention Inc. He HeceT OTBETCTBEHHOCTN

3a nio6ble CAlyyaliHble MK KOCBEeHHbIE YObITKN, ylep6 Ui pacxosbl, NPAMO NN KOCBEHHO
BO3HUKLUVE B pe3ynibTaTe UCMONb30BaHUA 3TOrO yCTpoiicTea. Komnanua MicroVention Inc.
He NPUHUMaeT Ha Ce6A 1 He YNONHOMOUMBAET Kakoe-n6o NHoe NMLI0 NPUHUMATL Ha ce6a
WnM 32 Hee Kakne-nnbo Apyrie UM AOMONHUTENbHbIe 0653aTeNbCTBa NN OTBETCTBEHHOCTL
B CBA3Y C 3TUM yCcTponcTBOoM. KomnaHua MicroVention, Inc. He HeceT OTBETCTBEHHOCTU

3a MNOBTOPHOE CMONb30BaHMe, NOBTOPHYI0 06paboTKy U MOBTOPHYIO CTepUAN3aLMIo
YCTPOVICTBa 1 He [JaeT HUKaKUX rapaHTui, ABHbIX MW NOAPa3syMeBaeMbiX, BKOYas, NOMIMO
Npoyero, ToBapHyio NMPUrofJHOCTb WK NPUTOAHOCTb ANA NCTIONb30BaHWA MO Ha3HaYeHNIo B
OTHOLLEHNV TaKOro YCTPONCTBA.

LleHa, TexHUYeCKe XapaKTePUCTVKI 1 Hanuune MOAENN MOTyT N3MeHATbCA 6e3
npeaBapuTeNbHOMO yBEAOMIEHNA.

WHO®OPMALINA O MPT

MP-coBmecTumoe npwv onpeaeneHHbIX ycnoBnAax

YctpoiicTBo ans amGonusaumv aHespusmbl WEB saBnsieTca ycnosHo 6e3onacHbim npu
nposeaeHun MPT.

B AOKNMHUYECKMX NCCNeA0BaHNAX 6bII0 MPOAEMOHCTPUPOBAHO, YTO YCTPONCTBO ANA
smbonusauum aHespusmbl WEB aBnsetca ycnosHo 6e3onacHbiM npu nposeaeHnn
MPT. NauueHTy C TaKUM YCTPONCTBOM MOXHO BbIMONHATb CKaHNPOBaHWe cpasy nocne
pasmeLleHna Npu Cneayomux ycnosusax.

CraTnuyeckoe MarHuTHoe none
- Cratnyeckoe marHuTHoe none 3 Tn nnn MeHblue.

- MakcmanbHbIii NPOCTPAHCTBEHHDbI rPpagueHT MarHuTHoro nona 4000 c/cm
(3KCTPaNoOANPOBAHHbIN) U MEHbLLE.

- MakcumanbHbIii nokasatenb, 3aperncTpupoBaHHbIi B cucteme MPT: ycpeaHeHHan
MOLLHOCTb NornoleHHom Ao3bl (MMN/1) ansa Bcero Tena coctasnsna 2 Br/kr 3a
15 MUHYT CKaHMPOBaHWA (T. €. Ha NOCNeA0BaTENbHOCTL UMMY/bCOB) B HOPMabHOM
pabouem pexunme.

Harpes, cBsizaHHbIl ¢ npoueaypoii MPT

OxmpaeTcs, 4To Npu BblleyKa3aHHbIX YCNOBUAX CKAHNPOBaHUA TemnepaTypa ycTponcTBa
Aana smbonusaumnu aHespusmbl WEB GyaeT nosbiwarbca Makcumym Ha +1,4 °C nocne 15 MuHyT
HenpepbIBHOrO CKAaHMPOBaHUA.

WHdopmaums 06 apredakrax

KauectBo MPT-u306paxeHna MOXeT yXyAWNTbCA, eCv 061acTb, NpeAcTaBAlLWan UHTepec,
HaxoauTca B TOW e 061acTy UAN OTHOCKUTENbHO 6/IM3KO K MECTOMOSOKEHMNIO yCTpOVICTBa
Ana sm6onusaumnu aHeBpuambl WEB. B CBA3M C 3TIM MOXET BO3HUKHYTb HEOBGXOANMOCTL
ONTUMM3aLMK NapameTpoB nonyyeHnsa MPT n3o6pakeHuit C y4eTom AaHHOro yCTPOMCTBa.

B AOKMMHUYECKMX NCMbITaHUAX pa3Mep apTedakTos (KaK MokasaHo C MOMOLLbIO
nocneaoBaTeNbHOCTU UMMYbCOB FPAANEHT-3X0 1 cuctembl MPT 3 Tn) paclumpsetca
NpUBAN3NTENBHO Ha 5 MM OTHOCKTENBHO pasmepa 1 GopMbl CTPONCTBA ANA SMEonM3aLnm
aHespu3mbl WEB.

CBOAHAA MHOOPMALIMA O BE3OMACHOCTU U KNIUHUYECKNX
XAPAKTEPUCTUKAX

CBopHaA UHPopMaLMA 0 6e30MaCHOCTU 1 KNMHUYECKINX XapaKTepUCTUKaxX
ycTpoiicTBa ByaeT AOCTYNHA B €BPOMNENCKoii 6ase AaHHbIX MEAVLIMHCKUX N3Aenni
(Eudamed: https://ec.europa.eu/tools/eudamed) no mepe ee rotoBHOCTU.

MocTOAHHDIN MMAHTaT. [0 YCMOTPEeHMIo Bpaua MOXET NoTpe6oBaTbcA nocneayoliee
HabnoaeHue.

Be6-caiiT, Ha KOTOPOM [OCTYMHa 3N1EKTPOHHAA BEPCIA UHCTPYKLIAV MO NPUMEHEHMIO:
www.microvention/elFU-MicroVention.com

© AsTopckoe npaso MicroVention, Inc. 2022 . Bce npasa 3almiieHbl.
WEB™ 1 VIA™ aBnaioTca 3aperncTpupoBaHHbIMU ToBapHbIMM 3Hakamu B CLLA.

MicroVention™ aBnsaeTtca ToBapHbIM 3HakoM KomnaHuu MicroVention, Inc.,
3aperucTpuposaHHbim B CLUA v apyrvx opucankumax.
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English

Scepter Mini™ Occlusion Balloon Catheter
Instructions for Use

DEVICE DESCRIPTION

The Scepter Mini Occlusion Balloon Catheter is a dual lumen catheter with an external
hydrophilic coating applied to the distal 100 cm of the device. The guidewire lumen is
provided for guidewire introduction and delivery of agents. The inflation lumen is used
exclusively for the inflation and deflation of the balloon. The guidewire lumen of the
balloon catheter is compatible with 0.008 inch or smaller guidewire and the balloon can
be inflated and deflated independently with or without the presence of a guidewire. The
balloon catheter incorporates two radiopaque marker bands to facilitate fluoroscopic
visualization and indication of the balloon position. The balloon incorporates a distal
air-purge hole to purge air from the inflation lumen prior to use.

The Scepter Mini Occlusion Balloon Catheter is intended for single use only. Do not
resterilize or reuse the balloon catheter. After use, dispose of the catheter in accordance
with hospital, administrative and/or local government policy. Do not use the balloon
catheter if the sterile package is breached or damaged.

CONTENTS

One Occlusion Balloon Catheter
One Introducer Sheath

One Catheter Stylet

One Compliance Card

INTENDED USE
The Scepter Mini Occlusion Balloon Catheter is intended:

For use in the peripheral and neuro vasculature where temporary occlusion is desired.
The balloon catheter provides temporary vascular occlusion which is useful in
selectively stopping or controlling blood flow. The balloon catheter also offers balloon
assisted embolization of intracranial aneurysms.

For use in the peripheral vasculature for the infusion of diagnostic agents, such as
contrast media, and therapeutic agents such as embolization materials.

For neurovascular use for the infusion of diagnostic agents such as contrast media, and
therapeutic agents, such as embolization materials, that have been approved or cleared
for use in the neurovasculature and are compatible with the inner lumen of the Scepter
Mini Occlusion Balloon Catheter.

CONTRAINDICATIONS

* Not intended for embolectomy or angioplasty procedures
* Not intended for use in coronary vessels

* Not intended for pediatric or neonatal use

CAUTIONS

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.

e This device is intended for single use only. Do not resterilize or reuse.

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

WARNINGS

o Verify the size of the vessel under fluoroscopy. Ensure that the balloon catheter is
appropriate for the size of the vessel.

* Do not exceed the maximum recommended inflation volume as balloon rupture
may occur.

* The balloon catheter has been tested for compatibility or use with Onyx™ liquid
embolic System and DMSO. For all other liquid embolics, refer to their Instructions
For Use.

* The balloon catheter is provided sterile and non-pyrogenic. Do not use if the
packaging is breached or damaged.

* Viscosity and concentration of contrast will affect balloon inflation and deflation
times.

e During preparation, do not deflate the balloon unless the distal tip is submerged in
saline or contrast to prevent air from entering balloon.

* Do not attach any high-pressure devices to the balloon inflation port as this may
rupture the balloon.

* Do not inflate the balloon with air or any other gas while in the body.

* Improper preparation may introduce air into the system. The presence of air may
inhibit proper fluoroscopic visualization.

e Excessive pressure higher than 700 PSI (4826kPa, 47.6atm) may cause leakage or
rupture of the balloon catheter guidewire lumen.

e When air-purging the balloon catheter, inject fluid slowly otherwise balloon rupture
may occur.

* Do not over-tighten the RHV around the balloon catheter. Over-tightening could
delay balloon inflation and deflation.

* Do not advance the balloon catheter or guidewire against resistance. If resistance is
felt, assess the source of resistance using fluoroscopic means.

* Always inflate and deflate the balloon while visualizing under fluoroscopy to ensure
patient safety.

* n-BCA (n-butyl cyanoacrylate) and solutions containing ethyl esters of iodized fatty
acids of poppy seed oil are not compatible with the balloon.

PRECAUTIONS

*  After balloon preparation for use and prior to use, re-inflate to nominal volume
and inspect for any irregularities or damage. Do not use if any inconsistencies are
observed.

*  Verify balloon catheter compatibility when using other ancillary devices commonly
used in intravascular procedures. Physician must be familiar with percutaneous,
intravascular techniques and possible complications associated with the procedure.

*  The balloon catheter has a lubricious surface and should be hydrated for at least
30 seconds prior to use. Once the balloon catheter is hydrated, do not allow it to dry.

* Exercise care in handling the balloon catheter to reduce the chance of accidental
damage.

*  With the exception of dimethyl sulfoxide (DMSO), use of other organic solvents may
damage the balloon catheter and/or coating on the surface.

* DMSO-based embolization materials should only be used in accordance with their
neurovascular approved intended use.

* \Verify that the diameter of any guidewire or accessory device used is compatible
with the inner diameter of the balloon catheter prior to use.

* Take precaution when manipulating the balloon catheter in tortuous vasculature to
avoid damage. Avoid advancement or withdrawal against resistance until the cause
of resistance is determined.

* Presence of calcifications, irregularities or existing devices may damage the balloon
catheter and potentially affect its insertion or removal.

Always verify proper balloon vessel occlusion prior to and during embolic material
delivery.

* Excessive torque applied to the syringe might result in damage to the Scepter hub
assembly.

* Exercise necessary precautions to limit X-radiation doses to patients and operators
by using sufficient shielding, reducing fluoroscopy times, and modifying X-ray
technical factors where possible.

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, pseudoaneurysm, seizure, stroke, infection, vessel dissection,
thrombus formation, and death.

Exposure to angiographic and fluoroscopic X-radiation presents potential risks of alopecia,
burns ranging in severity from skin reddening to ulcers, cataracts, and delayed neoplasia
that increase in probability as procedure time and number of procedures increase.

COMPATIBILITY
Scepter Mini balloon catheter is compatible with .008” (0.20mm) or smaller guidewire.
Note: Guidewire not required for inflation of balloon

Choose appropriate guiding catheter with minimum inner diameter larger than or equal
t0 0.053” (1.35mm)

Note: The maximum outer diameter of the balloon catheter is 0.037” (0.94mm)
Scepter Mini balloon catheter is compatible for use with dimethyl sulfoxide (DMSO).
Scepter Mini balloon catheter has been verified to be compatible for use with
diagnostic agents (such as contrast media) and DMSO based liquid embolic agents
(Onyx™ Liquid Embolic System).

For all other liquid embolic, refer to their Instructions For Use.

HYDRATION FLUSH
1. Choose a balloon catheter that is appropriate for the size of the vessel.
2. Before removing the balloon catheter from the dispenser tube, fully hydrate the

hydrophilic segment of the device by flushing heparinized saline through the
dispenser tube using a syringe attached to the flush port. Allow 30 seconds of
hydration time.

Table 1: Balloon Deflation Time

Contrast Name V'S“’S('g)s? 37C | Contrastsaline [——copter Mini (seconds) |

Omni 300 6.3 100:0
Table 2:
Approximate Prime Volume of the Entire Approximate Prime Volume of the Entire
Inflation Lumen idewire Lumen
Volume of Inflation Lumen + Inflation Hub Volume of Guidewire Lumen + Guidewire Hub
0.53cc 0.44cc
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RHV FLUSH

GUIDEWIRE AND
TORQUE DEVICE

2-WAY STOPCOCK

HIGH RESOLUTION SYRINGE

GUIDEWIRE PORT

INFLATION PORT

BALLOON CATHETER

RHV
FLUSH
INTRODUCER SHEATH GUIDING CATHETER
FLUSH
BALLOON
GUIDEWIRE PROXIMAL
DISTAL MARKER
MARKER
DIAGRAM OF BALLOON CATHETER SETUP
BALLOON PREPARATION Prime the high resolution syringe and stopcock with contrast solution, attach to

1.

Remove the balloon catheter by pulling it from the dispenser tube. If resistance
is observed, repeat the flushing procedure in preparation for use until the balloon
catheter is well hydrated and can be easily removed from the dispenser tube.
Inspect the balloon catheter thoroughly to ensure it is not damaged. Do not
allow balloon catheter to dry prior to introduction into the guiding catheter. Do
not reinsert a hydrated balloon catheter into its packaging.

Remove the stylet wire from the guidewire lumen. Do not use the stylet in a
balloon and in a guide Stylet is used for additional
support during removal from dispenser hoop only.

Use a syringe with heparinized saline to flush the guidewire lumen. Remove the
syringe. Carefully introduce a hydrated guidewire into the guidewire lumen of the
balloon catheter.

WARNING: Excessive pressure higher than 700 PSI (4826kPa, 47.6atm) may
cause leakage or rupture of the balloon catheter

Prepare a 100% contrast solution using Table 1 as a guide.

WARNING: Viscosity and concentration of contrast will affect balloon inflation
and deflation times.

Fill a 1cc syringe with contrast solution and carefully attach directly to inflation
port without injecting contrast into hub. Ensure there are no bubble(s) in syringe
prior to attaching.

Hold balloon proximal to inflation plug and point balloon upright with one hand.
Hold the attached syringe upright (pointing up) with the other hand and apply
pressure on syringe plunger using thumb.

If the balloon is initially inflated with air, then maintain constant syringe pressure.
Maintain pressure and DO NOT TILT the balloon until the contrast reaches the
distal purge hole and the contrast has completely filled the balloon.

Once the balloon has been fully inflated with contrast, inspect balloon for any
damages and bubbles. Then place tip in saline bowl, deflate balloon.

Remove the 1cc syringe and attach a stopcock to a high-resolution syringe filled
with contrast solution.

the hub of the primed inflation port and proceed to step A.

A. BALLOON FINAL INSPECTION

1. Re-inflate the balloon to nominal volume to inspect the balloon
catheter prior to use for any irregularities or damage. Do not use if any
inconsistencies are observed.

2. Inspect the balloon catheter distal tip for any contrast leakage from air
purge hole. If contrast leakage is observed then discard of unit.

3. Deflate once more while distal tip is submerged in saline and let the
pressure within the catheter equalize. With the catheter and balloon
completely primed, the balloon catheter is ready for use.

WARNING: Do not attach any high pressure devices to the balloon
inflation port as this may rupture the balloon.

WARNING: Do not inflate the balloon with air or any other gas while in the
body.

WARNING: Improper preparation may introduce air into the system. This
may inhibit proper fluoroscopic visualization.

Table 3 Balloon Inflation Compliance
Inflation Volume* Scepter Mini Dia.,
(cc) (mm)
0.01 1.7
0.02 2.2
0.03 25
0.04** 27

*After Priming Catheter **Maximum Injection Volume
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WARRANTY
MicroVention, Inc. warrants that reasonable care has been used in the design and

Scepter Mini Compliance Chart manufacture of this device. This warranty is in lieu of and excludes all other warranties

30 not expressly set forth herein, whether expressed or implied by operation of law or
25 otherwise, including, but not limited to, any implied warranties of merchantability or
Y fitness. Handling, storage, cleaning and sterilization of the device as well as factors
520 relating to the patient, diagnosis, treatment, surgical procedure and other matters
E } beyond MicroVention’s control directly affect the device and the results obtained
g1 5 from its use. MicroVention’s obligation under this warranty is limited to the repair or
g : replacement of this device and MicroVention shall not be liable for any incidental or
1.0 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
g 0.5 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
0.0 resterilized and makes no warranties, expressed or implied, including, but not limited
) Q> & & & to, merchantability or fitness for intended use, with respect to such device.
o o o o S
Injection Volume (cc) Prices, specifications and model availability are subject to change without notice.

MicroVention™ is a registered trademark of MicroVention, Inc. in the United States and
other jurisdictions.

Approximate Nominal Flow Rates

at 100 and 300 psi Infusion Pressure . . N .
Table 4 © Copyright 2023 MicroVention, Inc. All rights reserved.

50/50% Contrast| 100% Contrast | 100% Contrast
(300mgl/ml) (300mgl/ml) (350mgl/ml)

Scepter 100 psi | 300 psi | 100 psi | 300 psi | 100 psi | 300 psi | 100 psi | 300 psi

Mini 0.7 11 0.3 0.5 0.1 0.4 0.1 0.2
CC/Sec | Cc/sec | CC/sec | cc/sec | co/sec | co/sec | co/sec | cc/sec

Onyx™ is a trademark of Medtronic, Inc.

Saline

DIRECTIONS FOR USE (Refer to diagram for reference)
Attach a rotating hemostatic valve (RHV) to the guidewire lumen of the balloon
catheter. Set up a continuous saline flush line and connect it to the sidearm of
the RHV.

2. Choose appropriate guiding or diagnostic catheter. Attach a RHV to the proximal
hub of the guiding or diagnostic catheter. To prevent backflow of blood into the
lumen of the catheter, connect the continuous saline flush line to the sidearm of
the RHV.

3. Open the RHV on the hub of the guiding or diagnostic catheter and introduce
the balloon catheter/guidewire into the guiding catheter using the introducer
sheath. Carefully advance the balloon catheter/guidewire to the guiding catheter
distal tip. After the balloon catheter/guidewire reaches the tip of the guiding
catheter, remove the introducer from the balloon catheter shaft by retracting the
introducer from the RHV and peeling off the introducer. Advance the balloon
catheter through the RHV.

4. Advance the balloon catheter and guidewire to the desired location in the
vasculature using fluoroscopic visualization. Carefully tighten the valve of the
RHV around the balloon catheter to prevent leakage from the RHV. The RHV
should still allow for balloon catheter advancement after tightening.
WARNING: Do not over-tighten the RHV around the balloon catheter. Over-
tightening could delay balloon inflation and deflation.
WARNING: Do not advance the balloon catheter or guidewire against resistance.
If resistance is felt, assess the source of resistance using fluoroscopic means.

5. Attach a 2-way stopcock to a high-resolution syringe filled with appropriate
contrast solution. Prime the 2-way stopcock so that no air is present. Slowly
inflate the balloon to the recommended volume to achieve the desired diameter
as described in Table 3.

WARNING: Do not exceed the maximum recommended inflation volume as
balloon rupture may occur.

WARNING: Always inflate and deflate the balloon while visualizing under
fluoroscopy to ensure patient safety.

6. After inflation, lock the stopcock if desired.

7. If desired, remove the guidewire from the balloon catheter and prepare per
the respective diagnostic or therapeutic agent IFU(s) for delivery through the
guidewire lumen.

WARNING: Excessive pressure higher than 700 PSI (4826kPa, 47.6atm) may
cause leakage or rupture of the guidewire lumen.

8. When deflating balloon, use fluoroscopy to ensure complete deflation prior to
removal. See Table 1 for respective deflation times. After procedure is complete,
slowly remove the balloon catheter and guidewire.

STORAGE

Avoid exposure to water, sunlight, extreme temperatures and high humidity during
storage. Store the balloon 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 balloon catheter does not contain latex or PVC materials.

MicroVenti%mc_rp T — 3 IFU100343 Rev. B
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Pycckuti

OKK1103UOHHBIU 6an10HHbLIU Kamemep Scepter Mini™
WUHCcmpykyuu no npumeHeHuUrO

OIMUCAHUE U3LENUA

OKKIMI03MOHHBI 6annoHHbI kateTep Scepter Mini — 3T0 ABYXNPOCBETHbIN KaTeTep

C BHELUHUM TAPOMUILHBIM MOKPLITUEM, HAHECEHHBIM Ha MOBEPXHOCTL ANCTANBHOMO
ydacTka katetepa AnuHoii 100 cm. MpocBeT Ans NPOBOSIOYHOrO HanpaBuTens
obecneunBaeT BBeAEHUE HanpaBuTens 1 40CTaBKy CPeACTB. MPocBeT Ans pasaysaHus
MCTIONb3YETCs UCKNIOUUTENBHO s Pa3ayBaHus U CAyBaHus Gannona. Mpocset ans
MPOBOSIOYHOrO HanpasuTenNsi GanoHHOro KateTepa COBMECTUM C NPOBOMOYHbBIMU
HanpasuTensmu paamepom 0,02 cm (0,008 groiima) unu meHblue; 6annoH MoxeT GbiTb
HaAyT UNK CAYT BHE 3aBUCMMOCTM OT NPUCYTCTBUS MPOBOMOYHOTO HanpasuTens. [Ans
obneryeHus dyopocKoNUYECKoil BU3yanuaaLnm i onpeaeneHnsi MeCTONONOXEeHMs!
6arnoHa katetep CHaGXeH ABYMSI PEHTTEHOKOHTPACTHBIMU MapKepHbIMI NOMOCKaMM.
BannoH cHab)eH AMCTanbHLIM NPOAYBOYHbLIM OTBEPCTUEM A1 YAAneH!s Bo3ayxa

13 NpocBeTa [N pa3fyBaHUs Nepef UCMomnb30BaHEM YCTPONCTBA.

OKKMIO3MOHHBI GannoHHbIi kateTep Scepter Mini npeaHasHaveH Tonbko Ans
0[HOPa30BOrO NpUMeHeHMsi. MOBTOPHasH CTEPUIN3ALIUS UMK NOBTOPHOE UCMONb30BaHMe
6arnnoHHoro kateTepa 3anpetueHsl. Mocne UCMoNb30BaHNs YTUNN3UPYiiTe KaTeTep

B COOTBETCTBUM C NPaBUIaM MEAVLIMHCKOTO YUPEXAEHWUS U aAMUHUCTPATUBHBIMIA

1 (Un1) MyHMLMNAnNLHBIMIA HOpMamK. 3anpeLlaeTcs Ucnonb3osaTk 6annoHHbIR
KaTeTep, €M CTepUribHas yNakoBka HapyLUeHa Ui NoBpeXaeHa.

COLEPXWMOE YITAKOBKHU

OOVH OKKIMO3MOHHBIN BannoHHbI kateTep

OpHa obonoyka HTpoablocepa

OpauH cTuneT-kateTep

OpHa KapTa COOTBETCTBUS yKa3aHNsiM N0 NPUMEHEHMIO

HA3HAYEHUE
OKKIMIO3MOHHBI GannoHHbIi kateTep Scepter Mini npeaHasHaveH:

[ns ncnonb3oBaHus B NepucepuiiHoN 1 HeiipoBackynsipHou cucteme, rae Tpebyerca
co3aaH1e BPEeMEHHOI 3aKynopku. BannoHHbIit kaTetep obecneynBaeT BpemMeHHyio
3aKyrnopky cocyaa, TpeGyemyo [insi BbIGOPOUHOM OCTAHOBKM U KOHTPOMNPOBAHMS
Toka kpoBy. Takke 6annoHHbIN kateTep cnocobCTByeT amMBonMu3aLnm BHyTpUiepenHomn
aHeBpU3MbI.

Tpy NpUMeHeHNM B Nepudeprieckoi COCYaANCTON CUCTEME ANs BBEASHUS
[IMarHoCTU4ECKINX CPEACTB, TAaKUX Kak KOHTPACTHbIE CPEACTBA, U TepaneBTUYecknx
CPEACTB, TakuX Kak npenaparel Ars aMGonusaumnm.

Mpu H NAPHOM 1P anst [AMarHoCTUYECKNX CPEACTB, TaK1X
KaK KOHTPACTHbIN NPEenapar, v NekapcTBEHHbIX NPEnapaTos, a Takke AMGONU3NPYIoLLINX
MaTepuasnos, KoTopble Gbini 0f0GPEHLI UMK YTBEPKAEHSI NS UCMOMNb3OBAHMS B
HeMpPOBaCKYNSAPHOM Tepanim i COBMECTUMBI C BHYTPEHHIUM NPOCBETOM OKKIIO3MOHHOIO
BannoHHoro katetepa Scepter Mini.

MPOTUBOIMNOKA3AHUA

e He npeaHasHayeHo Ansi SMEONAKTOMUN UMM @HIMONNACTUYECKUX NPOLIEAYP.

e He npegHasHayeHo Ansi UCMOMNb30BAHNS B KOPOHAPHBIX COCYAaX.

e He npeaHasHayeHo Anst UCMONb30BAHNS B NEANATPUN UMM Y HOBOPOXKAEHHBIX.

TMNPEOOCTEPEXEHWUS
Tonbko no peuenty. eaepansHoe 3akoHoaatenbcTBo CLUA paspeluaet npoaaxy
9TOr0 YCTPONCTBA TOMBKO MEANLIMHCKUM PaGOTHUKAM UK MO X PACTIOPSHKEHMIO.

¢ He ucnonb3osatb, €crv NakeT BCKPbIT UM NOBPEXAEH.

* 370 yCTPOIACTBO NpeAHa3Ha4eHo TOMbKO ANA OAHOPA30BOr0O NCMOMb30BaHUS.
He ucnonb3osath 1 He CTEpPUNM30BaTh NOBTOPHO.

e Tlocne ncnonb3oBaHus U3aenve crneayet yTUNM3MpoBaTh B COOTBETCTBUN
C NpaBunamy MEAULIMHCKOTO YYPEXAEHUSA N aAMUHUCTPATUBHBLIMK 1 (MnK)
MyHULMNAnbHBIMU HOPMaMi.

I'IPELZ.VI'IPE)KHEHMH
DryopOCKOMM4ECKIM METOZIOM MPOBEPLTE U MOATBEPANTE Pasmep Cocyaa.
Y6eauTecs, 4To GasnnoHHbIA KaTeTep COOTBETCTBYET pa3mepy COCyAa.

* He npeBbllaiiTe MakcMMarbHblii pekOMeH/10BaHHbIN 06bem pasayBaHus, nHave
MOXET NPOU30TI pa3pkis Gannoxa.

e BannoHHbIit kateTep NPOTECTUPOBAH Ha COBMECTUMOCTb Wi BO3MOXHOCTL
MCNONb30BaHUA B COMETAHUM C CUCTEMOIA JKNAKOCTHO amBonmuaaumm Onyx™
v AMCO. MNMpu ncnonb3oBaHUM APYTUX XUAKAX dMBONMU3NPYIOLMX MaTepUanoB CM.
COOTBETCTBYIOLLME MHCTPYKLMN N0 NX NPUMEHEHMIO.

¢ BannoHHbIi kKateTep NOCTaBMSETCA anMporeHHbIM, B CTEPUIEHOM BUAE.
3anpeLyaeTcs UCnonb3oBaTh U3AEMNNE, ECIIN €ro YNakoBKa HapylleHa unn
nospexaexa.

¢ BSI3KOCTb M KOHLIEHTPALMS KOHTPACTHbIX CPE/ACTB BNUSET HA BPEMS Pa3ayBaHuUs
V cAiyBaHust.

e [Insi NpeaoTBpalleHnsi nonaaaHus B GannoH Boayxa BO BPEMS NOAFOTOBKN
He cayBaitTe 6anmoH A0 Tex Mop, Noka ANCTanbHbIA KOHeLl He GyaeT norpyxeH
B (hM3NOMNOMMHECKMIA PACTBOP WA KOHTPACTHOE CPEAICTBO.

* Banpeljaetcs noAknoyaTh Yepes nopT Ans pasaysaHus niobble ycTpoincTea
BbICOKOTO JaBMeHusl, Tak kak 3T0 MOXeT NPUBECTU K pa3pbiBy GannoHa.

* Banpelaetcs pa3aysatk 6annoH BO3AYXOM UMK APYTUMM ra3amu, noka 6anmioH
HaxXoAWUTCS B Tene.

* Henaanexallas NoarotoBka MOXeT NMPUBECTU K MONaAaHUIo B CUCTEMY BO3/yXa.
MpucyTcTBME BO3yxa MOXET GrokupoBaTh Haanexallyio (rnyopockonuyeckyto
BU3yanu3auuio.

* lpesblweHue gaBnexns 4826 kMa, 47,6 atm. (700 cyHT/KB. AtoiiM) MOXeET
NPUBECT K NPOTEKAHMIO UMK Pa3pbIBy NPOCBETa NPOBOMOYHOTO HanpasuTens
6anmoHHoro kateTepa.

¢ Tpu ynaneHun Bosayxa u3 6anioHHOMO katetepa BBOAUTE XUAKOCTb MEANEHHO,
VHaye MOXeT Npou3oiTI pa3psis GannoHa.

* 3anpelyaetcs YpeamepHo 3atarveatb PIK Bokpyr 6annoHHoro katetepa.
YpeamepHoe 3aTArMBaH1e MOXET 3aMenuTh Pa3fyBaHue 1 CAyBaHue GannoHa.

* Banpeujaetcs npoABUraTh GannoHHbIA KaTeTep U NPOBOSIOYHbIN HanpaBuUTenb
NPy HanUuyMn conpoTuBneHns. Ecnu YyBCTBYeTCs CONpOTUBEHWE, OnpeaenuTe
MCTOYHUK COMPOTUBMEHMS, UCMONb3YA chrlyopockonuyeckne cpeacTsa.

* [Ins obecneyeHnst GesonacHoCTV nauueHTa Bceraa pasaysanTe u caysBanTe
6anmoH Npu BU3yanu3aLnm nocPeACTBOM hriyopoCKonuM.

*  N-ByTunuuaHakpunat 1 pacTBOpbI, COAepXaLlye COXHbIE 3TUMNOBble
3¢hrpbl NOANPOBAHHBIX XKUPHBIX KUCIOT MaKoBOrO Macna, HeCOBMECTUMbI C
ucnonb3oBaHnem 6annoxa.

MEPbI MPEOOCTOPOXXHOCTH
Mocne Toro, kak 6arnnoH NOArOTOBNEH ANst UCNONb3OBAHNUS, U NEpes
1CMONb30BAHMEM NOBTOPHO PasayiTe ero 10 HOMUHAMBLHOTO 0BbeMa 1 0CMOoTpUTe
Ha npeameT MoBbix HApYLIEHNIA UK NOBPEXAEHNUIA. 3anpeluaeTcs UCronb3oBaTh
8 Crlyuae oGHapy)XeHus HECOOTBETCTBUS NIBOro XapakTepa.

*  TIpu NPUMEHEHNM [PYTX AOMONHUATENBHBIX YCTPOMCTB, 0BBLINHO UCMONb3YeMbIX
B MHTPaBACKymNsiPHbIX NpoLieaypax, NpoBepLTe U NOATBEPAUTE UX COBMECTUMOCTb
¢ BanmnoHHbIM kateTepoM. Bpay o6si3aH 3HaTb METOMKI YPECKOKHOTO
BHYTPU1COCY/ANCTOrO BMELLATENbCTBA U BO3MOXKHbIE CBA3AHHBIE C 3TUM
OCTIOKHEHMSI.

* [lepen NpUMEHeHMEM yCTPONCTBA CKOMb3KYI0 MOBEPXHOCTL KaTeTepa crieayet
YBNaXHATb B Te4eHne MuHumym 30 cekyHa. Mocne npoleaypb! yBRaxHeHNs
6annoHHoro kateTepa He JonyckaiTe ero BbiCbIXaHus.

* [lpu obpaLeHun ¢ 6annoHHbIM KaTeTepoM CobMnoAaiTe OCTOPOKHOCTb Ans
CHIDKEHUS PUCKA CTIYYaitHOrO MOBPEXAEHNS.

*  3a uckniodeHnem aumetuncynbdokenaa (AMCO), ncnonb3oBaHue apyrux
OpraHNYeckKnx pacTBOpUTENei MOXET NOBPeanTL BannoHHbIN katetep U (unu)
€r0 NOBEPXHOCTHOE MOKPbITUE.

*  3MBonuaupyloLMe Matepuarbl Ha OCHOBE AMMETUNCYNbOKCHAE CrieayeT
VCMOMb30BaTh TOMKO B COOTBETCTBUN C YTBEPKAEHHBIMU MOKa3aHUSMM K
NPUMEHEHNIO B HEMPOBACKYSISIPHOM Tepaniu.

* [lo NnpumeHeHusi NnpoBepbTe 1 ybeauTecs, 4To AnameTp no6oro ucnons3yemoro
NPOBOMIOYHOTO HANPaBUTENS UMW BCMIOMOTaTeNbHOTO YCTPONCTBA COBMECTUM
C BHYTPEHHIM AvnaMeTpoM BanmoHHoro katetepa.

*  TpUHUMAIiTE Mepbl NPESOCTOPOXHOCTM [Nt NPEAOTBPALLEHNS TPABM MpU
MaHUNynsuusix GannoHHbIM KaTETEPOM B U3BMNMCTLIX cocyaax. MaGeraiTe
NPOABXEHWS UMW U3BMEYEHUS YCTPOICTBA MPU HAMMYMIA CONPOTUBIEHMS.

¢  Hanuune kanbumcukaLmum, OTKIOHEHNS OT HOPMbI UMK NPUCYTCTBYIOLINE
YCTPOIICTBA MOFYT NOBPEANTL 6ANMOHHLIN KaTeTep W NOTEHLMANBHO YXYAWUTL
ero BBefleHne U (Unin) u3BneyeHue.

* [lo 1 BO Bpems [JOCTaBKM 3MBONMYECKUX MaTepuanos Heobxoanmo Bceraa
NpoBepATL Haanexallyto 3akynopky cocyaa 6annoHom.

*  Vi3nuiHee ycunne, NPUMEHEHHOE K WMPHLLY, MOXET NPUBECT K NOBPEXAEHMIO
kaHtonu Scepter B c6ope.

* Cobniopaiite HeobxoanMble Mepbl NPEAOCTOPOXHOCTM AN yMEHbLUIEHNS
103 PEHTTEHOBCKOTO M3Ny4YeHuns AN NaLUVeHTOB 1 OnepaTopos,
1Cnonb3ys Haanexalime MeToabl 3kpaHMpPOBaHUs, MO BO3MOXHOCTYW cokpallas
BPEMSI PEHTFEHOCKOMNN 1 N3MEHAA TEXHUYECKNE NapameTpbl PEHTTEHOBCKOro
n3nyyeHns.

MOTEHLUWNAIIbHBIE OCJIOXKHEHUA

TMoTeHUManbHbIE OCIOKHEHNS BKIKOMAIOT, TOMUMO Mpo4ero: nepcopaLmio cocyaa
VN1 aHEeBPU3MbI, CasM COCY/A0B, eMaTtoMy B MECTE BBEAEHUS, SMBONMI0, NLLIEMMIO,
BHYTPUMO3IOBOE/BHYTPUYEPENHOE KPOBOW3NUSIHIE, NCEBA0AHEBPU3MY, CYA0POTY,
VHCYNLT, MHEKLMIO, paccrioeHue cocyaa, obpasoaHue Tpomba 1 CMepTb.

BOSﬂEI;ICTBMe aHrworpachqecKoro n CbﬂyODOCKOI'II/NeCKOI'O PEHTreHOBCKOro U3nyyeHus
npeacraenseT I'\OTeHLLVIaJ'Ibe\ﬁ PpUCK anoneuunn, 0Xxoros paanmqnoﬁ CTeneHn TAXXecTn
(OT MOKpPaCHEeHUs KOXu Ao OGpaSOBaHMH HBB), KaTtapakTbl n OTCPOHEHHOﬁ Heonnasuu,
KOTOprl;I BO3pacTaeT no mepe yBernu4yeHnsa NpoAoIMKUTENBHOCTU U KonnyecTea
npoueayp.
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MOPT
PrK MPOMbIBKW

MPOBOMOYHbIN
HAMPABWTENb U

YCTPOWCTBO AN MOPT MNMPOBOJTIOYHOIO HAMPABUTENA

BPALLEHNA

2-XOOBOW 3AMOPHbIV KPAH

BbICOKOTOYHbIN LUMPWL]

PrK
OBOJOYKA nopT )
NHTPOOBIOCEPA MPOMbIBKW HAMPABNAOLLMNA KATETEP
MNnoPT
NMPOMbIBKW
BANOH
MPOBONOYHbLIV
HAMPABUTEITb >
n - NMPOKCUMAINbHbIN
ONCTANbHbIV MAPKEP
MAPKEP )
FTPA®UK HACTPOUKW BANIJIOHHOIO KATETEPA
COBMECTUMOCTb Tabnuua 2.
BannoxHbIN kaTeTep Scepter Mini COBMECTUM C MPOBOMOYHBIMW HANPaBUTENSMU = - =~ m
pasmepom 0,20 mm (0,008 grorima) unu mMexee. nP"MEP:;:::EZ.I:::‘;:Z;:IE:ﬁ::M Beero anMep:bm nepB":::'r obnem B?:,r:;
Mpumeyanue. [Ins pasaysaHus Gannoxa NPOBONOYHbI HaNpaBuTenb He TpeGyeTcs. =
. . O6bem npocseTa pasgyBaHus + O6bem npocseTa NPOBOIOYHOTO

BbiGepuTe COOTBETCTBYIOLLMI MPOBO/IHMKOBBIA KATETEP C MUHMMATIbHBIM BHYTPEHHIM MHTIALMONHAS KaHIONS HANPABMTENIS! + KAHIONS! MPOBOTIOYHOTO
AnameTpom Gonblue unu paeHeiM 1,35 mm (0,053 groiima). HanpasuTens
Mp . Makci ] i anametp GannoHHoro katetepa 0,94 mm
(0,037 pioiima). 0,53 Ky6. cm 0,44 ky6. cm
BannoHHbIN katetep Scepter Mini COBMECTUM C MPUMEHEHUEM AUMETUNCYNbGOKCHaA MoAroToBKA BAJITIOHA
(AMCO). 1. BblHbTe BannoHHbI kaTeTep, BLITAHYB ero U3 eMKOCTW AncneHcepa.

BannoxHbI kaTeTep Scepter Mini Gbin NpoBepeH 1 NOATBEPXAEH HA COBMECTUMOCTb
C MCMONb30BaHMEM AMArHOCTUYECKIX CPEACTB (Takux Kak KOHTPACTHbIE CPe/CTBa)

W CXXUAKUMU amBonuyeckumm cpeacteamu Ha ocHose [ICMO (kuakas amGonuuyeckas
cuctema Onyx™).

Mpu ncnonb3oBaHUM APYTUX XUAKUX AMEONM3NPYIOLLINX MaTEPUANoB CM.
COOTBETCTBYIOLLME UHCTPYKLIMK MO VX MPUMEHEHMIO.

TMOPATALUIMOHHOE NMPOMbIBAHUE
1. BbibepuTte GanmnoHHbI katetTep, COOTBETCTBYIOLLMIA pa3amepy cocyaa.

2. TMpexae YeM u3Bneyb GannoHHbIi KaTeTep U3 AMCNEHCEPHOI TPYBKM, MOMHOCTLIO
YBNaXHNTE CETMEHT YCTPOICTBA C rapOdUITbHBIM NOKPITUEM, MponycKkas
renapuHU3MpoBaHHBIi hM3NONOrNYECKNiA PACTBOP YePes ANCNIEHCEPHYIO
TPYGKY C MOMOLLLIO MPUKPENNEHHOTO K MOPTY NPOMBIBKY LWnpuua. OcTaskTe Ha
30 cekyHa Ans rupparaumu.

Ta6nuua 1. M Bpems cay
Hassanune B KoHTpact. cp-8o:| _Scepter Mini (cekyHa)
53KOCTh PN
KOHTPaCcTHOro 37 °C (cTla) chuanonoruye- 22%9mm
cpeacTea CKUiA pacTBOp ”
OwmHunak 300 6.3 100:0 <15

MOPT ANA PA3OYBAHUA

BAJINOHHBIN KATETEP

Mpy HaNUYMN CONPOTUBIIEHNS! NOBTOPAIITE NPOLIEAYPY NPOMBIBKM BO BpeMst
NOATOTOBKYA K UCMONL30BAHMIO [0 TeX NOp, Noka GannoHHbIN kaTeTep He
6yAeT NOMHOCTBLI0 MMAPaTUPOBAH 1 NIETKo U3BNEYEH U3 EMKOCTU AMCTeHcepa.
TwartenbHo ocMoTpuTe GannoHHbIN kateTep, YToBbl y6eanTLES, YTO OH

He nospexaeH. He fonyckalite BbICkixaHNst GanmoHHOTO kaTeTepa [0 ero
BBEJIEHNS B NPOBOAHWKOBBIN KaTeTep. 3anpelaeTcs NOBTOpHas yknaaka
rMpaTUPOBaHHOTO GanMOHHOTO KaTeTepa B yNakoBKy.

2. W3BnekuTe NPoBOMOYHbI CTUMET 13 NPOCBETa NPOBOMOYHOTO HanpasuTens.

3anpelaeTcs ucnonb3oBaTh CTUNET B GannoHHOM KaTeTepe ¥ NnpoaBUraTh

ero B HanpaBnAwWMiA kaTeTep. CTUMET UCNOMb3YETCA TOMLKO B kayecTse
[I0NONHUTENBHO OMOPbI BO BPEMS U3BMEYEHUs YCTPOACTBA U3 OTBEPCTUS!
[AucneHcepa.

3. [ins NpombIBKM NPOCBETA NPOBOMOYHOTO HaNpaBUTENs UCTONb3yiiTe
renapuHU3MpPoBaHHBIi (huanonorndeckuit pacteop. OTcoeanHUTE WNpUL,.
OCTOPOXHO BBEAUTE MMAPATUPOBAHHBIM NMPOBOMOYHbIN HaNpaBuTeNb
B MPOCBET NPOBOMOYHONO HanpasuTenst GannoHHoro katetepa.
NPEAYNPEXOEHME. Mpesbilwenune AaBnenus 4826 kMMa, 47,6 atm.

(700 cbyHT/KB. [t0iM) MOXKET NPUBECTM K NPOTEKAHWIO UK pa3pbiBy 6annoHHOro

Katetepa.

4. MoparotoBkte 100%-HbIit PacTBOP KOHTPACTHOTO CPEACTBA, PYKOBOACTBYSICL
[aHHbIMU, NPUBEAEHHBIMK B Tabnuue 1.

NPEOYNPEXOEHUE. BA3KOCTb 1 KOHLEHTPALIMS KOHTPACTHbIX CPEACTB BAMSET

Ha BPeMs pasfyBaHus U CAyBaHuUs.
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HanonHuTe wnpuu Ha 1 Ky6. CM PacTBOPOM KOHTPACTHOIO CPEACTBa

1 OCTOPOXHO MOLICOEAVHITE €r0 HEMOCPEACTBEHHO K MOPTY ANs pasayBaHus,
He BBOAS KOHTPACTHOE CPE/ICTBO B KaHionio. Meper noacoeanHeHnem
y6eauTeck, YTo B WNPULIE OTCYTCTBYIOT My3bIPbKIA BO3AYXA.

Y iTe 6annoH npo 0 MO OTHOLLEHMIO K 3arnyLuke
pasgyBaTefibHOM YacTu W OAHOI pyKoii Hanpasnss 6annoH BBepx.

YaepkuBainTe Apyroii pyKoii NOAKIIOYEHHDIV WNPULL HanpaBneHHbIM
BEPTUKANLHO BBEPX M GOMbLUMM MasbLeM HaAaBNMBaiTe NopLIeHs WNpKLA.

Ecnv 6anmnoH nepBoHayasnbHO HaflyT BO3AYXOM, NOAAEPKUBANTE B LINpULE
MOCTOSIHHOE [1aBreHue.

Monpepxusaite pasnenue; SAMPELWLAETCA HAKNOHATD 6annoH go tex
nop, noka KOHTPacTHOE CPEACTBO HE AOCTUIHET AMCTAmNLHOTO NPOAYBOYHOMO
OTBEPCTUS, 1 KOHTPACTHOE CPE/CTBO MOMHOCTLIO HE 3aMONHNT GansoH.

Kak Tonbko 6anfoH NonHOCTbIO pasayT KOHTPACTHBLIM CPEACTBOM,

ocMoTpuTe GannoH Ha NpeaMeT NoBbIX MOBPEXASHNI N HANMYNE Ny3biPbKOB.
MomecTuTe KOHUMK B Hally C hV3MONOrMYECcKMM PaCTBOPOM, CayiiTe GanmoH.
M3BnekuTte wnpuu Ha 1 ky6. cM 1 NpucoeanHUTE 3anopHblid KpaH K
BbICOKOTOMHOMY LUMPULLY, 3aNONHEHHOMY PacTBOPOM KOHTPACTHOTO CPeACTBa.
HanonHuTe BbICOKOTONHBIN WNPUL| C 3aMOpPHbLIM KpaHOM pacTBOpOM
KOHTPACTHOro BewecTsa, NpUCOeANHUTE K KaHione HanofiHeHHoro nopta Ans
pasgyBaHWs 1 BbinonHuTe aTan A.

A. 3AKIIIOYNTETIbHbIA KOHTPOJb BAJITIOHA

1. Mepen npuMeHeHWeM NOBTOPHO pa3ayiTe 6annoH A0 HOMUHANBbHOTO
obbema, 4Tobbl NPoBepUTL GannoHHbI kateTep Ha NpeameT NobbIx
Henonazok v NoBpeXAeHi. 3anpeLyaeTcs UCronb3oBaTh B Crlyyae
0OGHapyXeH!si HECOOTBETCTBMS MI0BOro XapakTepa.

2. OcmoTpUTe AncTanbHbI KoHew BannoHHoro kateTepa Ha npeameT
KaKOM-NMBO YTEeUKI KOHTPACTHOTO CPEACTBA U3 NPOAYBOYHOIO OTBEPCTHS.
Ecnm o6HapyxeHa yTeuka KOHTPaCTHOTO CPEACTBa, yTUNN3MpyinTe
YCTPOWCTBO.

3. Cayiite 6annoH elle pas, noka AUCTanbHbIN KOHeL| NorpyxeH
B8 (hM3NOMNOrMHYECKMil PACTBOP, 1 NO3BOMLTE AABMEHMIO BHYTPW KaTeTepa
HOpManu3oBaTkest. Kora katetep 1 6ansoH NOMHOCTbI0 MOAMOTOBINEHSI,
6anmoHHLIN KaTeTep roToB K UCTOMNb30BAHMIO.
NPEOYNPEXOEHME. 3anpeluaetcs noaknoyaTb Yepea nopt Ans
pasayBsaHus nioGble YCTPOCTBA BLICOKOTO AABMEHMS, Tak Kak aT0 MOXET
NpUBECT K pa3pbiBy 6anmoHa.
NPEAOYNPEXAEHME. 3anpeliaetcs paaysatb 6annoH BO3AyXom unm
[iPYrYMU razamu, noka GasnsnoH HaxoauTcs B Tene.
MPEOYNPEXAEHUE. Henaanexallas noarotoBka MOXeT NpuBecTn
K MOnaaaHunio B CUCTEMY BO3/lyxa. TO MOXET GrOKMPOBaTL HaAMNeXalllyio
ryopoCKONMYECKyIo BU3yanuaauuio.

Tabnuua 3 CooTBeTcTBME NpU pasgyBaHuM GannoHa
O6bem pasayBaHus®, [vametp Scepter Mini,

Ky6. cm MM

0,01 1,7

0,02 2,2

0,03 2,5

0,04 2,7

*Mocne noAroToBkK kateTepa **MakcumarnbHbliil 06beM UHBbEKLUN

»

AvameTp 6annoxa (Mm)

o

o

% ©

9

I'pachuk coorBeTcTBUA Scepter Mi

N
o

)

°

2]

&

0,
20,

N
0O6bem HBbeKUUm (ky6. cm)

Mpuénusut pPOCTU NOTOKa Npu
UHpy3moHHoM aaBnenun 100 u 300 chyHTOB Ha KB. ArOM
T
4 50/50 % 100 % koHTpacT. | 100 % KoHTpacT.
®usnonoruye-
cKuit pacTaop KOHTPACT. Cp-BO cp-BO cp-BO
(300 mr itopa/mn)| (300 mr noga/mn)|(350 mr ioaa/mn)
100 300 100 300 100 300 100 300
hyHTOB | PYHTOB | CDYHTOB | chyHTOB | hyHTOB | DYHTOB | ChyHTOB | chyHTOB
s HaKB. | HAKB. | HAaKB. | HAKB. | HAaKB. | HAKB. | HAaKB. | HaKB.
i:i‘:\tier oM | aioiv | o | aoiv | ot | aoiv | Ao | Aoim
0,7 1,1 03 0,5 0,1 0,4 0,1 0,2
Ky6. Kky6. Ky6. Ky6. Ky6. Ky6. Ky6. Ky6.
cM/cek. | cm/cek. | cm/cek. | cM/cek. | cM/cek. | cm/cek. | cm/cek. | cm/cek.

YKA3AHUA K MTPUMEHEHUIO (cm. 2pagbuk)

1. MopkniounTe poTaLMOHHBIN remocTaTudeckuit knanau (PIK) k npocBeTy NpoBono4Horo
HanpasuTensi GannoHHOrO KaTeTepa. YCTaHoBITE NIMHVIO HENpepLIBHOI noaaqn
h13NONOrMYeckoro pacTBopa v noaknto4nTe ee k Gokosomy oteogy PIK.

2. BbiGepuTe COOTBETCTBYIOLLMIA HANPABNSIOWMIA UK ANArHOCTUYECKUIA
katetep. Moacoeannnte PIK k npokcl Oif kaHione Hanp 0
WN1 ANarHOCTUHECKOTO KaTeTepa. [1ns NpeaoTspalleHist 06paTHOro Toka
KPOBU B NPOCBET KaTeTepa NOAKMIOHNTE NIMHUIO HENPEPLIBHOI NOAaYN
hbuanonoruyeckoro pacteopa k Gokosomy oteogy PIK.

3. Ortkpoitte PIK Ha kaHione HanpasnstoLLero Unm AnarHoCTUYECKOro katetepa
1 BBEAUTE GannoHHbIN KaTeTep (MPOBOMOYHLIN HaNpaBuUTenb) B HAaNPaBnsAOLWMIA
KaTeTep, MCnomb3ys 0GONoYKy MHTPOaBIOCepa. OCTOPOXHO NpoaBuraiTe
BGannoHHbIN kaTteTep (NPOBOMOYHbIN HANPaBUTENb) K AUCTANbHOMY KOHLY
HanpasnsoLero katetepa. Mocne Toro, kak 6annoHHbIi kateTep (MPOBOMOYHbIN
HanpasuTenb) JOCTUrHET KOHLA HaNpaBrsIoLLEro kaTeTepa, U3sneknTe
VHTPOABIOCEP W3 CTEPXHS GannoHHOro kaTeTepa, BTAMMBas MHTPOAbIOCEp Yepes
PrK, n otgenute ero ot yctpoicTsa. MpoBeaute GannoHHbIn katetep Yepes PIK.

4. MpoBeauTe 6annoHHbIA KaTeTep U MPOBOMNOYHbLIA HanpaBuTeNb K TpeByemomy
MeCTY PacronoXeH!si B COCYAMCTON CUCTEME, MCNIONb3ys CPeacTsa
chnyopockonuyeckoit Buayanusauun. OCTopoxHo 3aTsHuTe knanaH PIK Bokpyr
GannoHHoro katetepa, 4Tobbl NpefoTBpaTUTL yTeuky us PIK. Mocne 3atsarvBaHus
PrK npoaswkeHne GannoHHOro katetepa JOMKHO 0CTaBaTbCA BOIMOXKHbIM.
NPEAYNPEXAEHUE. 3anpelyaetcs YpeamepHo 3atarusate PIK Bokpyr
6annoHHoro kateTepa. YpeamepHoe 3aTarnBaHue MOXET 3aMeAnnTL pasaysaHue
1 cayBaHue GanmnoHa.

NPEOYNPEXOEHME. 3anpelyaetcs npogsurate GannoHHbIn katetep unu
NPOBONOYHbIA HANPaBUTENb NPU HanNK4YMK conpoTmMenenms. Ecnn yyscTeyeTcs
COMPOTMBIIEHNE, ONPEAENITE UCTOUHIMK COMPOTUBIEHIS!, NCTIOMNb3YS
cryopockonuyeckue cpeacrea.

5. MopkniounTe 2-X0A0BbIN 3aMNOPHbINA KPaH K BbICOKOTOYHOMY LUMPULLY,
3anonHeHHOMY KOHTPaCTHbIM pacTBOpPOM. MoAroToBLETE 2-X040BbIV 3aMNOPHbIA
KpaH Takum 06pa3om, 4Tobbl He Bbino Boaayxa. MeaneHHo pasaysaiite 6annoH
A0 pekoMeH/0BaHHOro 06bema, 4ToBkl 4OCTUYL TpeByemoro AuameTpa,
npusegeHHoro B Tabnuue 3.
NPEAYNPEXAEHMUE. He npesbilianite MakcuManbHbIii PEKOMEHAOBAHHbIN
06bem pa3sgyBaHnsi, MHa4Ye MOXET NPOU30NTYN pa3pbiB GannoHa.
MPEAQYNPEXAEHMUE. [ins o6ecneyeHuns 6e3onacHoCTH naumeHTa
BCerna pasaysaiite v caysaiiTe 6anmnoH Npy BU3yanu3aLnm nocpeacTsoM

cnyopockonuu.
6. Mocne pa3sgyBaHKs NPy HEOGXOAUMOCTI 3aKPOMTE 3aMOPHBINA KpaH.
7. Mpy HeoBXOAMMOCTI N3BNEKUTE N3 BanMOHHOrO KateTepa NPOBOMOYHbIN

HanpasuTenb U NOAroTOBLTE AUArHOCTUYECKOE N TepanesTU4eckoe CpeacTeo,
COOTBETCTBYIOLLIEE MHCTPYKLMW MO NPUMEHEHWIO, AN BBEAEHUA Yepes NpocseT
NPOBOMOYHOTO HanpaBuTens.

NPEAYNPEXOEHME. Mpesbiwenve aaenexus 4826 kMMa, 47,6 atm.

(700 chyHT/KB. tONM) MOXKET NPUBECTU K MPOTEKAHWIO UMK Pa3pbiBy NpOCcBETa
NPOBOOYHOrO HanpaeuTensi GannoHHoro katetepa.

8. Mpw cayBaHnm GannoHa ucnonb3ayinte ryopockonuio, YToBbI A0 U3BNEYEHNUs
yBeauTecs, 4To cyBaHue 3aBeplueHo. COOTBETCTBYIOLIEE BPEMS CAYBaHMUS CM.
B Tabnuue 1. Mocne 3aBepLueHunsi Npoueaypbl MEANEHHO U3BNeKUTe GannoHHbIR
KaTeTep 1 NPOBOMOYHBIN HaNpaBuUTeNb.

XPAHEHWE

Mpw xpaHeHuun naberaiiTe BO3QENCTBIUS HA YCTPONCTBO BOZbI, COMHEYHOTO CBETa,
KpanHWX TeMnepaTyp 1 MoBbILLEHHON BMaXHOCTU. XpaHuTe GannoHHbIi kateTep npu
perynupyemoi KoMHaTHoit TemnepaType. Cpok rojHOCTM ykasaH Ha 3TUKETKe U3Aenus.
BanpeLaeTcs NCMonb30BaTk YCTPOMCTBO NOCHE UCTEYEHMS YKa3aHHOTO Ha 3TUKETKe
CpOKa rofiHOCTH.

MATEPUATIbI

BannoHHbIN KaTeTep He cogepxuT natekca unu MBX.
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FAPAHTUSA

Komnanwusi MicroVention, Inc. rapaHTupyeT, 4To npu paspaboTke 1 Npon3BoaCcTBe
[QlaHHOrO YCTpOWCTBa Bbinv CoBMIoAeHb! Haanexallne Mepbl NPeAOCTOPOKHOCTH.
[aHHas rapaHTUsi 3aMEHSIET U UCKMIoYaeT BCe APYrue rapaHTui, He N3MNOoKeHHbIe

B [1aHHOM [I0KYMEHTE SIBHBIM BbIp vnm nopy §

B CUTY 3aKOHa WU/ Ha UHBIX OCHOBAHWSIX, BKITKOYAS, CPE/N MPOYEr, NloBble KOCBEHHbIE
rapaHTV1 NPUrOAHOCTY K NPOAAXeE UK akcnnyataumn. OGpatleHme, XxpaHeHue,
4KCTKa Y CTEPUNIM3ALIUS YCTPOCTBA, @ Takke (haKTopbl, OTHOCALUMECS K NaLUeHTy,
[QMarHo3y, NeYeHMIo, XNPYpriyeckor NpoLelype, 1 Apyrie BOMpoCk!, HAXOASLINECS
BHe KOHTpons komnaHuu MicroVention, HenocpeaCTBEHHO BNUSAIOT HA YCTPONCTBO

1 pesynbTathbl ero npuMmeHeHus. O6ssaHHocTi komnanuy MicroVention no agaHHomn
rapaHTU OrpaHNIMBAIOTCS PEMOHTOM UM 3aMEHON JaHHOTO YCTPONCTBA; KOMMaHMs
MicroVention He HeceT OTBETCTBEHHOCTY 3a M0G0 NOBOYHBIN UM KOCBEHHbII
yuiep6, yBLITOK UK pacxofibl, HEMOCPEACTBEHHO UMM KOCBEHHO CBS3aHHbIE C (hakToM
npuMeHeHust AaHHoro yctpoiicTea. Komnanus MicroVention He npuHumaet u He
YMOMHOMO4MBAET I0GOE [PYroe NNLIO HECTU MloBble Apyrie UMK JONONHUTENbHbIE
BW/bl OTBETCTBEHHOCTM, CBA3aHHbIE C JaHHbIM ycTporcTBoM. Komnanus MicroVention
He HEeCeT OTBETCTBEHHOCTM, CBA3aHHON C NOBTOPHLIM UCMOMNB30BAHUEM YCTPOINCTBA,
€ro NoBTOPHOI 06paBoTKOI UK cTepunuaaLmeil, U He NpeaocTaBnseT Ha

Takoe yCTPOWCTBO rapaHTWM, SIBHOI UMW KOCBEHHO, BKIIOYas, CPeau MpoYero,
rapaHTU1 KOMMEPHECKOI MPUTOHOCTM UMM BKCTIyaTaLum.

LieHa, TexHuueckne xapakTepucTUKM U Hanmume MOAenn MOryT UBMEHSATLCS
6e3 npeaBapuTENbHOMO YBEAOMIEHMS.

MicroVention™ siBNsieTCsi 3aper1cTprpoBaHHbBIM TOBApHLIM 3HAKOM KOMMaHUM
MicroVention, Inc. B CLUA 1 apyrux iopucavkumsix.

Onyx™ siBNsieTcs TOBapHbLIM 3HaKOM komnaHuu Medtronic, Inc.
© AsTopckoe npaso MicroVention, Inc., 2023. Bce npasa 3alumLieHbl.
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Wedge

Microcatheter

IFU100342 Rev. B 2023-04

English
Instructions for Use
DEVICE DESCRIPTION
The Wedge Microcatheter is a single lumen catheter designed to be introduced over a steerable guldeW|re to access small, tortuous vasculature. The semi-
rigid proximal section transitions to a flexible distal tip to facilitate through vessels. markers at the distal end facilitate fluoroscopic

visualization. A larger diameter distal segment helps provide stability for navigation. The outer surface of the Wedge Microcatheter is coated with a hydrophilic
polymer to increase lubricity. A luer fitting on the Wedge Microcatheter hub is used for the attachment of accessories.

[ CONTENTS

One Wedge Microcatheter with shaping mandrel and introducer sheath.

‘ INDICATIONS FOR USE

The Wedge Microcatheter is intended for general intravascular use, including the peripheral, coronary and neuro vasculature for the infusion of diagnostic
agents, such as contrast media, and therapeutic agents.

‘ CONTRAINDICATIONS

There are no known contraindications.

[ cauTion

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

[ WARNINGS

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

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

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

Inspect the Wedge Microcatheter prior to use for any irregularities or damage and discard if any inconsistencies are observed.

The Wedge Microcatheter should be advanced or manipulated under fluoroscopic guidance. Do not advance or withdraw the device when excessive resistance
is met until the cause of resistance is determined.

Infusion pressure should not exceed 300 psi to avoid potential rupture of the Wedge Microcatheter.

The shaping mandrel is not intended for use inside the body. Ensure shaping mandrel is removed from Wedge Microcatheter prior to introduction into the RHV
or other accessories.

[ PRECAUTIONS

Verify Wedge Microcatheter compatibility when using other ancillary devices used in i Physician must be familiar with
and possible with the procedure.
The Wedge Microcatheter has a lubricious surface and should be hydrated prior to use.
Exercise care in handling the Wedge Microcatheter to reduce the chance of accidental damage.
Verify that the diameter of any guidewire or accessory device that is used is compatible with the inner diameter of the Wedge Microcatheter prior to use.
Polentlal compllcallons include, but are not limited to: vessel or aneurysm perforation, vasospasm, hematoma at the site of entry, embolism, ischemia,
ysm, seizure, stroke, infection, vessel dissection, thrombus formation, and death.
To reduce the risk of damage or separation of the device, avoid repeated bending at the same point of the Wedge Microcatheter.
Take p s Focsipaarsopdl in tortuous to avoid damage to the Wedge Microcatheter. Avoid advancing or
g is




PREPARATION FOR USE
Before removing the Wedge Mi fully hydrate the ilic segment of the device by flushing heparinized saline through the dispenser tube using a
syringe attached to the dispenser tube hub.

To remove the Wedge Microcatheter from the dispenser tube, gently pull the hub out from the dispenser tube. Remove the Wedge Microcatheter by pulling it
from the dispenser tube. If resistance is met, repeat the flushing procedure until the Wedge Microcatheter is well hydrated and can be easily removed from the

dispenser tube. Inspect the Wedge Microcatheter thoroughly to ensure it is not damaged. Do not allow Wedge to dry prior to il ion into the
guiding catheter.

| Wedge Microcatheter | Shaft Length | Guide / Aspiration Catheter Mini D | |
[ Wedge Microcatheter 21| 160 cm | 0.070in./1.78 mm [ <ooin/<odemm |
Steam Shaping

If tip shaping is desired, remove the shaping mandrel and the introducer sheath from the card. Bend the steam shaping mandrel to the desired shape. Note:
the shaping mandrel should be over-bent by approximately one-third to achieve the desired shape in the Wedge Microcatheter (for example, for a 45° bend
in the Wedge Microcatheter, shape the mandrel with a 60° bend). Carefully introduce the Wedge Microcatheter through the introducer sheath. Gently insert
the shaped mandrel into the Wedge Microcatheter distal tip.

Hold Wedge Microcatheter tip/shaping mandrel assembly approximately one inch from a steam source for approximately 30 seconds to form shape.

. iately place Wedge Mi ing mandrel assembly into heparinized saline to set the shape.

Carefully remove shaping mandrel from Wedge Microcatheter and discard.

Warning: Shaping mandrel is not intended for use inside theshad)sssss




DIRECTIONS FOR USE

Prior to use, flush the Wedge Microcatheter lumen thoroughly with heparinized saline to prime the Wedge Microcatheter and provide smooth movement of

the guidewire within the Wedge Microcatheter. A rotating hemostatic valve (RHV) may be attached to the Wedge Microcatheter hub and used to facilitate the
flushing process.

Carefully insert the distal section of the guidewire into the Wedge Microcatheter hub (refer to the guidewire instructions for use). A guidewire insertion tool may
be used to facilitate insertion of the guidewire distal tip through an RHV and into the Wedge Microcatheter hub. Advance the guidewire until the distal tip is near
the distal end of the Wedge Microcatheter. Gently tighten the RHV to maintain position.

Slip the torque device over the proximal end of the guidewire to the desired location (refer to guidewire or torque device instructions for use). Secure the torque
device in place by tightening the rotating knob. The torque device may be repositioned by loosening and retightening the rotating knob.

AWedge Microcatheter is placed into the appropriate vessel and the Wedge Microcatheter /guidewire assembly is then advanced through the guiding catheter
to the target vessel or vascular lesion. Set up a contil flush of inized saline by ing RHVs with ized flush solution lines to the hub of the
guiding catheter and Wedge Microcatheter.

Loosen the guiding catheter RHV and introduce the Wedge Microcatheter/guidewire into the guiding catheter using the introducer sheath. Carefully advance the
Wedge Microcatheter/guidewire to the guiding catheter distal tip. After the Wedge Microcatheter /guidewire reaches the tip of the guiding catheter, remove the
introducer from the Wedge Microcatheter shaft by retracting the introducer from the RHV and peeling off the introducer. During navigation in the vasculature,
advance the guidewire a short distance, then advance the Wedge Microcatheter over the guidewire and repeat until the desired site is reached. The proximal
portion of the Wedge Microcatheter does not have the hydrophilic surface and may encounter resistance when this section is advanced through the RHV.

Once the desired location has been reached, the guidewire is removed from the Wedge Mi The di or ic agent(s) are then prepared
for delivery through the Wedge Microcatheter. Warning: Do not exceed the maximum recommended infusion pressure of 300 psi.

Wedge Microcatheter Wedge Microcatheter ID Dead Space (Average) Maximum Distal 0D
Wedge Microcatheter 21 0.53 mm/0.0210 in. 0.54cc 1.73mm/0.068 in.
Wedge Microcatheter Approximate Nominal Flow Rates at 100 and 300 psi Infusion Pressure
Saline 60% Contrast 76% Contrast
100psi | 300psi 100psi | 300psi 100psi | 300psi
Wedge Microcatheter 21 0.77 cc/sec | 1.90 cc/sec 0.52 cc/sec | 1.16 cc/sec 0.20 cc/sec | 0.73 cc/sec

If removed from the patient, rinse the Wedge Microcatheter in a basin of heparinized saline and wipe it gently with sterile, wet gauze and place in a basin of
heparinized saline or a flushed dispenser tube to keep the hydrophilic surface wet until use.

[ STORAGE |

Avoid exposure to water, sunlight, extreme temperatures and high humidity during storage. Store the Wedge Microcatheter 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 Wedge Microcatheter does not contain latex or PVC materials.

[ WARRANTY |

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




Russian/Pycckuit
WHCTpyKUKS NO NPUMEHEHNI0

OMNUCAHME U3AENUA
Wedge coboit ] i1 i1 BBEIEHS YePe3 UHTEPBEHLIMOHHI KOPOHaPHb It NMPOBOAHNK
1 focTyna B HeGombLUMe U3BUTbIE COCyabl. T yactb B ubKuit i KoHeL ans
no cocyaam. [ins obneryenus dryop oM A KOHeL, CHaBKEH PEHTTEHOKOHTPACTHBIMM MeTKaMu. BonbLuMi AnameTp
JMCTanHO/! 4aCTH NIOMOraeT oBecrieuBaTh CTabUNsHOCTL BO BPEMS BHeuwmss pa Wedge cHabeHa mapodnnbHbIM
MOMMUMEPHBIM MOKPITUEM NS YNy ¢ Pasbem Mukp: pa Wedge cHabxeH uTMHrOM c ukcatopom JTo3pa, KoTopbIil UCTIoNb3yeTes ANns
MIO/ICOBAMHEHNS MPUHALNEXHOCTEN.
[ YNAKOBKA COREPKUT |
OpvH MkpokaTeTep Wedge ¢ MaHAPEHOM Anst NPuaaHIs hopMbl U Mb3y MHTPOABIOCEPA.
[ MOKA3AHVSI K MPYIMEHEHMIO |
P p Wedge npe ans obLuero BKII04as B in i cocyancTon
CYICTeMaX, @ Taloke COCY/IMCTOV CUCTEME HEPBHLIX TKaHEV ANA BBE/IEHIS ANArHOCTUYECKMX CPEAICTB, TakvX Kak i penapar v Tep:
cpencTBa.
[ POTMBONOKA3AHUS |
M3BeCTHbIX NPOTMBOMOKA3AHNI HE MMEeTCS.
| BHYMAHME! |
Tonkko no Bpava: ¢ oe (CLUA) POZAXY AAHHOTO YCTPOACTBA TOMBKO Bpa4amit UMl N0 PAcriopsKeHNio
Bpava
[ NPEAYNPEXAEHMS |
Mukpokatetep Wedge paspeiuaeTcsi UCronb3oBarb Tofbko TeM Bpaqam KOTOPbIE 3HAKOMb! C MPOLIEAYPaMiA BHTOTPAciAM U C UHTEPBEHLIMOHHBIMY
npoueaypamu. BaxHo cobniogate 0 uero! CA C HUMM 10 Havana paboTel ¢ u3aienvem.

Mocrasnsemblii MykpokaTeTep Wedge 0CTaeTCA CTEpUTbHBIM 1 AMUPOTeHHBIM, ECTIM €10 YNAKOBKa HE BCKPbITa UMW HE HapyleHa. 3anpelijaeTcs UCnon3osaTh
U3IeNe, eCA €0 YNaKoBKa HApYLLIEHa A NOBPEXEHa.

Wedge np TOMbKO ANS 0 [MoeTopHast v (nm) 1Ccnonb3oBaHu1e
Mocne iicTea y iiTe ero 8 c y v (nm)
3aKOHOAATENbHbIMIU HOpMamu.
[Mepep, Mcnonb3oBaH1eM MIKD pa Wedge pUTe €ro Ha npeameT it unn nn iiTe B Cnyyae TaKoBbIX.
Mukpoxaterep Wedge cneayer np win C HIM 1o, BBOAWTL UM
> NPK HaNM4vM [0 TeX 1op, 10Ka MPUYMHA TaKoro COMPOTYUBNIEHMS He ByaeT BbisicHeHa.
[laBneHve npu BBEAEGHN UHEY3aTa HE AOTKHO npeab\u.lan: 21 6ap (300 cpyHT./kB. ftoitm), YTOBLI M3BexKaTL 0 P D

Wedge.
MaHzpeH Ans npuaaHys hopMb He MpeHa3HaveH AnA NpUMeHeHIs BHYTPY Tena. [lo BBeaeHNs MukpokaTetepa Wedge 8 PTK unm pyrve npuHamnexHocTn
yBeauTeCh, YT MaHapeH NS Npuanits OpMbI U3BNIEYEH U3 YCTPOVICTBA.

‘ MEPbI MPEAOCTOPOXHOCTH

Tpu MpUMEHEHAI APYTX AONONHHTENbHBIX YCTPOACTB, 0BbINHO B npoBepsTe ux

¢ mukpokateTepom Wedge. Bpau 063aH 3HaTb METORMKH BHY 1 BO3MOXHbIE catum

Mepea P pa Wedge ero cneqyet o

Mpn c Wedge it [INS CHIWKEHIS PUCKa CIyHaltHOTO NOBPEXAEHNS.

}:lo npmmeneum npoBepbTe 1 yBeaUTECH, YTO AMamMeTp MoBoro 1enoj 0 1o win i c
pa Wedge.

nDTeHL[MEﬂbHHS OCTIOKHEHVA BKTIOAIOT, B YUCTIE NPOYEr0: cocyna TeMaTOMy Ha MeCTe BXOAia, IMBONMI0, MLLEMMIO,

BHYTPUMO3TOBOE (BHYTPH4EPENHOE) i UHCY BT, cocyna,

obpasosaHue TpoMBa 1 cMepTb.
[Insi CHIDKEHuS pUCKa NOBPEXAEHNUS WM OTAENEHMs YCTPONCTBa M3GeraiiTe MOBTOPSIOLLMXCS M3rMBOB B TONA e camoil Touke MukpokaTeTepa Wedge.
BHYTpY U3BUTBIX COCYI0B MaHUNYNMPOBATL MuKpoKaTeTepom Wedge CrienlyeT ¢ 0CTOPOXHOCTBH0, YTOBb! He NoBpeavTL MikpokateTep Wedge. Waberaiite

wm /CTBa MPM HANMYMM COMp [0 TeX riop, noka MpU4MHa COMpOTUBNIEHHS He OnpeeneHa.
‘ TMOATrOTOBKA K UCMONIb30BAHUIO
[Mepen, Tem, Kak n3snekatb MukpokaTtetep Wedge 13 ynakoski, MONHOCTbIO F iTe i YacTb yCTpoit )BaHHbIN
hU3MONIOTMHECKNit PACTBOP YePe3 AMCTIEHCEPHYIO TPYGKY C NOMOLL{bI0 Ko BTyrKE prﬁm wnpwua
[na Kp! pa Wedge u3 i Tpy6KN TIOTAHUTE €r0 BYIKY U3 i Tpy6Kn. o p Wedge,
BbITAMUBas €ro 13 i prﬁKM Ecrm MPOMBIBKY 10 TEX NOp, N0Ka MUKpoKaTeTep Wedge He
GyneT ruapaTipoBaH B A CTeneHm u 11erKo M3 i TPyGKN. Tug p p Wedge, urobil yoeauTses,
4TO OH He NoBpexeH. He fonyckaiiTe BbiCkixaHuts MukpokaTeTpa Wedge 10 €70 BBEAEHNA B HANPaBNSIOLLMin KaTerep
Mukpokatetep Wedge AnuHa cTepxkHa BA ' no np 7
aCMUPaUNOHHOTO KaTeTepa Hanpasuenio
Mukpokatetep Wedge 21 160 cm 0,070 aroiima / 1,78 mm < 0,018 ptoitma / < 0,46 Mm

Mpupanve dopmbI napom

Ecniu TpeyeTca npuaaHke KOHLLY YCTPOMCTBA (hOPMbI, UIBMEKMTE U3 KAPTOHHOM YaKOBKM MaHAPEH ANs NPUAAHIS (OPMbI U MAb3y UHTPOAbIOCEa

Mpy nomouy napa npupaiite MaHapewy Tpebyemyio dhopmy. Mpumeyanue. ins AOCTIKeHs xenaemoi opmbl MukpokateTepa Wedge MaHapeH ans
npuaaHnghopMbL cne@er FOPAFHYTLAPUMAPHO Ha OAIHY TPETb (Hanpumep, Ans u3rnba mukpokateTepa Wedge Ha 45° MaHApeH criefyet corHyTb Ha 60°).

QcTopo) De3 b3y MHTPOAblocepa. OCTOPOXHO BBEMTE MaHAPEH ANs NpURaHHs hopMel B AVCTAMbHbIA KOHeL|
HKpOKaTEIEpA Eage:
Yrobbl npuaath chopmy, yaepxiuBaiite KoHely Mukpokatetepa Wedge 1 (Mnn) MarapeH Ans npuaanis opmbl B c6ope Ha paccTOAHMM MPUMEPHO [1Ba C

2,5 cM (1 10iM) OT UCTOYHMKA Napa B TeYeHMe npumepHo 30 cekyHa.

; KOHEL| MUKD! pa Wedge 11 MaHapeH Ans npuaaHis opmbl B cGOpe B renapuHUaupoBaHHbIi (hM3NoNorv4eckuit pacTsop,
wroﬁm 3a0hMKCHPOBATE HYXKHYIO hopMy.

OCTOPOXHO U3BIIEKUTE MaHAPEH ANA NPUAaHMs hopMb! 13 MuUKpokaTeTepa Wedge 1 yTUnM3upyiTe ero.

Mpeaynpexaenue. MarapeH ANs Npuaans hopMbl He NPeHa3Ha4eH ANs NPUMEHEHNS BHYTPH Tena.

info@nevacert.ru




YKA3AHUA NO NPUMEHEHMIO

Mepen oe npocBeTa MUKp pa Wedge M , 4T0BbI
Wedge 1 o NNaBHOCTb ABWKEHNA Yepes Wedge. P 1 i knana (Pr'K)
MOXHO MPUCOEAMHNTL K BTYNKe MUKpokaTeTepa Wedge v ana npoecca
Ocrop BCTaBbTE Yactb BO BTYIKY MUKD pa Wedge (cm. no [insi obnervenmns
0 KOHLA uepe3 PTK 80 BTynky MukpokaTeTepa Wedge MOXHO BOCTIONb308aTECA YCTPOICTBOM /NS BBOJA MPOBO/HYKE.

Tpoauraiite NPOBOAHYK BiEPE/] O TeX N10p, MoKa AMCTambHbI KOHeL| IPOBOAHIKA HE OKaXETCA PAIOM C AUCTarbHBIM KOHLIOM KaTeTepa MukpokateTepa Wedge.
OcTopoxHo 3atsiHuTe PTK, 4To6b!

HapeHbTe ycTpoiicTso Ans yepes ero i KOHeL, 1 onycTuTe A0 MecTa (M. no
0] i ans it poit ans Ha MecTe, 3aTsHyB BPALLAIOLLYIOCS PYUKY.
YeTpoiicTso Anst MOXHO OTBUHTVB 1 CHOBA 3aBUHTUB BPALLIAIOLLYOCS PYKY.
(P! p Wedge B 7 cocyp, 3aTem Wedge n B cbope Yyepe3 i
KareTep K L{enesomy COCy/ly Wi MeCTy nopaxeHusi cocysa. Y e HECKAM
noAKIo4MB i PrKc D nofiaum op! {0ro pacTeopa noa KBTynKke Katetepa i py Wedge.
Ortkpoitte PTK Ha KaHIoNe HanpasnAloluero katetepa u MMKpOKaTSTepa Wedge B it kaTeTep, Mnb3y
o Wedge n KOHLY katetepa. Mocne Toro, kak MukpokaTetep Wedge
(NPOBOAHMK) AOCTUTHET KOHLA Karetepa, ep 13 CTEPXKHS MUAKD pa Wedge, BTArvBas MHTpogblocep Yepes PTK,
W oTAenuTe ero ot it Bo Bpems B i cucteme it Ha KopoTkoe 3aTeM Yepes
npogBuraiite Mukpokaretep Wedge; psl o P ) MecTononoxkeHus. MpokcuManbHas YacTb MukpokateTepa Wedge He
VMEeT rpOdUNBHOTO NOKPBITUS, MOITOMY MOXET npu aT0i YacTn yepes PrK.
Mo p 13 MUAKD pa Wedge. 3aTem AuarHocTU4eCke Ui TepaneBTU4eckue CpeacTsa
rOTOBbI AN1S1 JOCTABKN Yepes Wedge. He i 3HaueHue [1aBNeHIst BREEHUS
wHeby3ara, cocrasnsiolee 21 6ap (300 atoiimos)
Mukpokatetep Wedge B[ mukpokatetepa Wedge MeprBas 30Ha i aHO
Mukpokatetep Wedge 21 0,53 mm / 0,0210 aroiim 0,54 ky6. cm 1,73 mm/ 0,068 aroiim
Mukpokatetep Wedge 6 pacxopa npn HarHetanus 7 6ap
(100 chywT/kB. Atoitm) u 21 6ap (300 yHT/KB. AKOIIM) COOTBETCTBEHHO
®uspacteop 60 % KOHTpacT. cp-Bo 76 % KOHTpacT. cp-BO
7 6ap 21 6ap 7 6ap 21 6ap 7 6ap 21 6ap
(100 coynt./kB. | (300 cpyHT./kB. (100 coynT./kB. (300 chyn./kB. (100 coynT./kB. (300 coynT./kB.
ntoim) Al0iiM) Atoim) At0iM) Ai0iiM) Al0iiM)
Mukpokatetep Wedge 21 | 0,77 ky6. cm/cek. | 1,90 ky6. cmicek. | 0,52 ky6. cmi/cek. 1,16 ky6. cmicex. | 0,20 ky6. cmicex. | 0,73 ky6. cmicek.

Mexay VCriofn30BaHsMMA, NIOCIIE M3BIIENEHNS U3 TALIEHTa, NPOMBIBaliTe MukpoKaTeTep Wedge B Tasy ¢ M

OCTOPOXHO NPOTUPaVITE CTEPUTBHOI BNAXHO Mapneit 1 8Ta3C HECKAM N B NPOMBITYIO
[AVCTIEHCEPHYIO TPYGKY TaK, 4ToBb! c MOKPBITUEM BaXHOM 10 UCTIONb30BaHMS.

[ XPAHEHVE

[py xpaHeHum naberaiite BO3AEACTBUS Ha YCTPOICTBO BOAbI, COMHEHOO CBETA, KpailHinX TEeMNepaTyp 1 o Xpahute
Wedge npu perynvpyemoii KOMHaTHOI TemnepaType. CPOK FOHOCTM YKa3aH Ha ATUKETKE M3enus. MCNoNb308aTh ¥icT80 nocne
YKa3aHHOO Ha 3TUKETKE CPOKA FOAHOCTU.

[ MATEPUATIbI

Mukpokatetep Wedge He conepxuT natekca unu MBX.

[ TAPAHTHR

Komnanus Mi ion, Inc. , 4TO NpU [ [laHHoro 7 Bbinm Mepbl

ﬂaHHaﬂ rapaHTVA 3aMeHSET 1 UCKNIOYaeT BCe APYrie rapaHTim, He U3NOXeHHbIe B AaHHOM JOKYMEHTE ABHbIM OGDSSOM, BblpaXeHHble nnu
110/1pa3yMeBaIOLLMECS, B CHNY 3aKOHA WM Ha WHbIX OCHOBaHUSIX, BKITIOYas, B YCTIE MPOYEro, NioBble KOCBEHHBIE FapaHT MPUTOHOCTM K MPOAAXE Uik
akennyatauyy. OBPALLEHHE, XpaHEH, WICTKa 1 CTEPUIMIALIA YCTPOCTBA, A Taloke (haKTOpbI, OTHOCAILWECS K NAUMEHTY, qwamoay IEUEHMIO, XVDYPTUMECKOM
npoLeaype, ¥ Apyre BONPOCSI, HaXOAAILMECA BHE KOHTPONS Komnanuy MicroVention, BIMSIOT HA ero
OBsi3aHHOCTY KomaHuw MicroVention no aHHOV rapaHTyi OpaHU4MBAIOTCS PEMOHTOM UM 3aMeHOM JAHHOTO YCTPOICTBA; Komnakus MicroVention He HeceT
OTBETCTBEHHOCTH 3 1060/t M0G0t WA KOCBEHHbIA YULGPG, YBBITOK M PACXOMbI, HEMIOCPEACTBBHHO U KOCBBHHO CB3aHHbIE C (DaKTOM MPUMEHEHNS

JIaHHOTO i Komnakus Mi He np 1 He YTIOTTHOMONWBAET 10606 f1pYT08 NIALIO HECTH NH0BkIE ApyTYE W AOMONHUTENbHLIE BTl
C aHHbIM i Komnanusi MicroVention He Hecet 1 C NOBTOPHbIM
i ero i unn i1, U He Ha Takoe yCTpoil rapaHTin, GYATO TO SIBHOV WM KOCBEHHOM, BKITIOYaS,
8 TOM uucne, rapamvm KOMMEpHECKO MPUTOHOCTM WA SKCTINyaTaLui.
LieHa, TexHU4eckie XapaKTepUCTUKY 1 Hanuum1e Moaenk MoryT 6es

© AsTopckoe npasgEenEckpams MH @ PocspaBaanzonesa alLyiieHb!.
o
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MicroVention, Inc. is a wholly-owned subsidiary of Terumo Americas Holding, Inc. which is a wholly-owned subsidiary of Terumo Corporation.

MicroVention, Inc. est une filiale en propriété exclusive de Terumo Americas Holding, Inc., laquelle est une filiale en propriété exclusive de Terumo Corporation.

, Inc. ist eine hunder i von Terumo Americas Holding, Inc. und diese wiederum eine hundertprozentige
Tochtergesellschaft von Terumo Corporation.

MicroVention, Inc. es una empresa subsidiaria de propiedad absoluta de Terumo Americas Holding, Inc., la cual es una empresa subsidiaria de propiedad
absoluta de Terumo Corporation.

MicroVention, Inc. & una societa interamente controllata di Terumo Americas Holding, Inc. che & una societa i di Terumo C

A MicroVention, Inc. consiste numa subsididria detida na integra pela Terumo Americas Holding, Inc., a qual € uma subsididria detida na integra pela
Terumo Corporation.

MicroVention, Inc. er et helejet datterselskab af Terumo Americas Holding, Inc., som er et helejet datterselskab af Terumo Corporation.
MicroVention, Inc. is een volledige dochteronderneming van Terumo Americas Holding, Inc. die een volledige dochteronderneming is van Terumo Corporation.
MicroVention, Inc. on Terumo Corporation tédydessé omistuksessa olevan Terumo Americas Holding, Inc. -tytéryhtion téysin omistama tytéryhtic.

MicroVention, Inc. &r ett heldgt dotterbolag till Terumo Americas Holding, Inc. som &r ett heldgt dotterbolag till Terumo Corporation.

Inc. er et heleid av Terumo Americas Holding, Inc. som er et heleid datterselskap av Terumo Corporation.

H MicroVention, Inc. eivai €§ ohokArjpou Buyarpikr} Tg Terumo Americas Holding, Inc. n omoia eiva €§ oAokAr yarpiki g Terumo Ci

MicroVention, Inc., Terumo Americas Holding Inc.’in tamamina sahip oldugu bagli bir ortakliktir ve o da Terumo Corporation’in tamamina sahip oldugu bagl
bir ortakliktir.

MicroVention, Inc. e n3usano nputexasaHa AbliepHa dupma Ha Terumo Americas Holding, Inc., koATo e u3Lsno npuTexasaHa AbluepHa hrpma Ha
Terumo Corporation.

MicroVention, Inc. je podruznica u cjelokupnom vlasnistvu tvrtke Terumo Americas Holding, Inc. koja je podruznica u cjelokupnom viasnistvu korporacije
Terumo Corporation.

Spolecnost MicroVention, Inc. je 100% dcefinou spolecnosti spolecnosti Terumo Americas Holding, Inc., kterd je 100% dcefinou spolecnosti spolecnosti
Terumo Corporation.

MicroVention, Inc. on téielikult Terumo Americas Holding, Inc. omanduses olev tiitarettevdte ning viimane on Terumo Corporation téielikus omanduses olev
tiitarettevote.

A MicroVention, Inc. lednyvallalat a Terumo Corporation tulajdonat képezd leanyvllalat, a Terumo Americas Holding, Inc. teljes jogu tulajdona.
Uznémums MicroVention, Inc. pilniba pieder uznémumam Terumo Americas Holding, Inc., kas pilniba pieder Terumo Corporation ka meitasuznémums.

,MicroVention, Inc.* yra visiskai priklausanti , Terumo Americas Holding, Inc.“ dukteriné jmoneé, kuri yra visiskai priklausanti , Terumo Corporation*
dukteriné jmoné.

MicroVention, Inc. to spétka zalezna nalezaca w catosci do Terumo Americas Holding, Inc., bedacej spétka zalezna nalezaca w catosci do Terumo Corporation.

MicroVention, Inc. este o filiald detinutd in totalitate de Terumo Americas Holding, Inc. care este o filiald detinuta in totalitate de Terumo Corporation.

, Inc. sBnseTcs foyep! 100% akumit koToporo sensioTest cOBCTBEHHOCTBI0 Komnatuy Terumo Americas Holding, Inc.,
KoTOpas, B CBOK 04epefib, HaXOATCS B NONHOM BRajieHy komnaruyu Terumo Corporation.

MicroVention, Inc. je podruznica u potpunom vlasnistvu kompanije Terumo Americas Holding, Inc. koja je podruznica u potpunom vlasnistvu kompanije
Terumo Corporation.

MicroVention, Inc. je podruznica v polni lasti Terumo Americas Holding, Inc. ki je podruznica v polni lasti druzbe Terumo Corporation.
MicroVention, Inc. 2 Terumo Americas Holding, Inc. 4% F/ &), Terumo Americas Holding, Inc. 22 Terumo Corporation B4 F/A 5.

MicroVention, Inc.+= Terumo Corporation2| % 242 X}t Xt3| A+Ql Terumo Americas Holding, Inc.2| % 4= Xt Xt3|AFL|CE,
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