Soldier®

High Flow Microcatheter
Instructions for Use
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Soldier® Instructions for Use

IMPORTANT! Please read before use.

The Soldier is a single lumen catheter designed to access small, torfuous vasculature. It is available in a variety of outer and
inner diameters. Each configuration has a hydrophilic coating to provide lubricity for navigation of vessels. The inner lumen is
lined with lubricious PTFE to facilitate movement of guidewires and other devices. The distal tip of the catheteris

radiopaque to aid in visualization under fluoroscopy.
’7 130,155 cm ‘

Figure 1: Soldier Microcatheter

Product Specifications / Compatibility

Catheter Nominal 0.0, | Catheter Maximum Catheter 1.D. Hydrophilic Coating | Minimum Diagnostic |\, & idewire 0.D. | Embolic Beads
OoD* Length Catheter ID
2.0F 25Fr i .
(0.026 in) 0.033 in) (005;22rim) 70cm (o(iig]nim) 550 um
(0.66 mm) (0.84 mm) ) >0.038"/0.9 mm )
2.5F 29 Fr . compatibility .,
(0.033 in) (0.038 in) 0.027 70 cm 0.018 700 um
(0.84 mm) (0.97 mm) (0.69 mm] (0.46 mm)

* Minimum guide catheter ID recommendation is dependent on maximum OD of the Soldier.

Packaging Contents

One Soldier Microcatheter.

Indications for Use

The Soldier is indicated for use in the blood vessels of the peripheral vasculature. It is infended to assist in the delivery of
diagnostic agents and therapeutic agents intfo the target freatment area.

Contraindications

Not intended for use in embolectomy or angioplasty procedures. Not intended for use in the coronary vessels. Not infended
for use in the neurovasculature.

Potential Complications

Procedures requiring percutaneous catheter infroduction should not be attempted by physicians unfamiliar with the possible
complications, which may occur during or after the procedure. Possible complications include, but are not limited to the
following:

Hematoma at the puncture site
Infection

Dissection

Perforation of vessel wall
Non-target embolization
Vasospasms

Transient inflammation
Thrombosis

Bleeding



THIS DEVICE IS INTENDED FOR SINGLE USE ONLY. Discard the infusion catheter after one procedure. Structural integrity
and/or function may be impaired through reuse or cleaning. Catheters are extremely difficult to clean after exposure
to biological materials and may cause adverse patient reactions if reused.

Never advance or withdraw an infraluminal device against resistance until the cause of resistance is determined by
fluoroscopy. Movement against resistance may result in damage to the vessel.

The infusion pressure should not exceed the maximum listed pressure for each catheter, as indicated in the flowrate
charts. Pressure in excess of the recommended range may result in catheter rupture or tip severance.

Precavutions

Use prior to the "Expiration Date” specified on the package.

Do not use if package is open or damaged.

Read and follow the Instructions for Use of all agents or contrast media used with infusion catheters.

Carefully inspect all devices before use to confirm size, shape, length, and condition are appropriate for the specific
procedure and compatible with accessory devices.

Once the catheter is hydrated, do not allow it to dry.

Once removed, do not re-insert a hydrated catheter info its packaging.

If back-loading the catheter over a guidewire, ensure the distal tip of the catheter is not damaged.

The catheter should only be advanced, withdrawn or manipulated with a guidewire in place.

When using with a Power Injector, limit input to no greater than 1000 psi.

Preparations for Use

1.

2.

3.

Prior to removing the catheter from the hoop, hydrate the catheter using a syringe filled with saline. Connect syringe
directly to inside end of hoop and inject saline to flush. Refill the syringe with saline. Connect the syringe to the Soldier’s
injection port and inject saline to flush. Caution: Once the catheter is hydrated, do not allow it to dry.

Remove the catheter from the packaging hoop. Caution: Once removed, do not re-insert a hydrated catheter info
its packaging.

Inspect the Soldier catheter for physical damage.

WARNING: Pressure in the guidewire/injection lumen should not exceed the maximum pressure rating of 1000 psi
(6895 kPa). Excessive pressure may cause leakage or rupture of the catheter. Note: In order to achieve opfimal
performance and to maintain lubricity, it is important that flush solution be maintained between the catheter and guiding
catheter, and all intraluminal devices. Flushing aids in preventing confrast crystal formation and/or clotfing on the
infraluminal device and inside the balloon lumen.

4.

5.

Advance a guidewire through the guidewire/infusion port and into the catheter. Caution: If back-loading the
catheter over a guidewire, ensure the distal tip of the catheter is not damaged.
Attach the RHV to the guiding catheter hub.



Directions for Use

1. A guiding catheter is placed into the appropriate vessel and the microcatheter/guidewire assembly is then
advanced through the guiding catheter to the target anatomical location.

2. Loosen the guiding catheter RHV and infroduce the microcatheter/guidewire intfo the guiding catheter. Carefully
advance the microcatheter/guidewire to the guiding catheter distal tip. After the microcatheter/guidewire
reaches the tip of the guiding catheter, the guidewire is advanced a short distance, then the microcatheter is
advanced over the guidewire and repeated until the desired site is reached. The proximal portion of the
microcatheter does not have the hydrophilic surface and may encounter resistance when this section is advanced
through the RHV.

3. Once the desired location has been reached, the guidewire is removed from the microcatheter. Diagnostic or
therapeutic agents can now be injected through the microcatheter. Warning: Do not exceed the maximum
recommended infusion pressure of 1000 psi. (see figure 2)

4. Between uses, place the microcatheter in a saline bath. If the microcatheter is removed from the diagnostic
catheter and immediately reinserted into the diagnostic catheter, wipe the microcatheter with a gauze pad wet
with saline prior to reinsertion. This hydration maintains the activity of the hydrophilic coating.

5. Dispose of used devices per hospital protocol.

Catheter Nominal O.D. Working Lengths Flo:vog;:ecs;‘fﬂlc’(:?gr ;'735:'"9 Dead Space
130 cm 1.8 ml/s 0.36 ml
20 Fr 155cm 1.6 ml/s 0.42 m
130 cm 3.2ml/s 0.54 ml
2 ‘ 5 Fr 155cm 2.8 ml/s 0.63 ml

Figure 2: Soldier Microcatheter Flow Rates and Dead Space

Store in a cool, dry place.



Definition of Symbols

Symbol Reference Symbol Title Explanatory Text
ISO 15223-1 §5.1.1 Manufacturer Indicates the medical device manufacture.
SO 15223-1 §5.1.4 Use-by date Indicates the date after which the medical

device is not to be used.

ISO 15223-1 §5.1.6

Catalogue or model
number

Indicates the manufacturer’s catalogue
number so that the medical device can be
identfified.

ISO 15223-1 §5.1.7

Serial number

Indicates the manufacture’s serial number
so that a specific medical device can be
identified.

ISO 15223-1§5.1.5

Medical Device

Indicates a medical device.

ISO 15223-1§5.1.5

Batch code

Indicates the manufacture’s batch code so
that the batch or lot can be identified.

iE@E &k

STERILE|

ISO 15223-1§5.2.3

Sterilized by ethylene oxide
freatment

Indicates a medical device that has been
sterilized using ethylene oxide.

ISO 15223-1 §5.4.2

Do not reuse

Indicates a medical device that is intended
for one use, or for use on a single patient
during a single procedure

Wy,

ISO 15223-1 §5.4.3

Consult instructions for use

Indicates the need for the user to consult
the instructions for use. Available at
www.embolx.com

ISO 15223-1§5.2.8

Do not use the product if
the package is damaged.

Indicates a medical device that should not
be used if the package has been
damaged or opened.

Embolx, Inc.

Recommended Guidewire

Indicates the recommended guidewire size
to use with the Soldier device.

ISO 80000-1 §3.1

Quantity

Quantity of package contents.

ISO 15223-1 § 5.6.3

X~ ® & | ®

Non-pyrogenic

Indicates a medical device that is non-
pyrogenic.

MDD (Medical Device
Directive) 93/42/EEC

m
m

CE Marking

When labeled, cleared for sale in the EU.

Warranty

Embolx, Inc. warrants that this medical device is free from defects in both materials and workmanship. Any other express or implied
warranties, including warranties of merchantability or fitness, are hereby disclaimed. Suitability for use of this medical device for any

particular surgical procedure should be determined by the user in conformance with the manufacturer's instructions for use. There are no

warranties that extend beyond the description on the face hereof.

é(;,ﬁmﬁ:,{,:p

§Dﬂ % Refer to the Instructions for Use digital version at www.embolx.com.
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