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This Instructions for Use pertain to the X.ACT™ Carotid Stent System.
Table 1: Basic UDI-DI
| Product Name | Basic UDI-DI |
[ XACT Garotid Stent System [ 8717648cAR00020W |

This Instructions for Use (IFU) as per European Regulation (EU) 2017/745 can be found on the Abbott eLabeling website at vascular.elFU.abbott.
1.0 DEVICE DESCRIPTION

Figure 1: X.ACT Carotid Stent System

Delivery System

1. Handle

2. Deployment Actuator

3. Distal Outer Sheath 8. Radiopaque Proximal Marker

4. Guide Wire Lumen 9. Catheter Shaft

5. Tip 10. Guide Wire Exit Port

11. Stabilizer

The X.ACT™ Carotid Stent System consists of rapid exchange (RX) delivery system and self-expanding, nitinol stent designed for use in a carotid interventional procedure. The RX delivery system
has a 5.7F shaft. The stent is available in a range of sizes in both straight and tapered i { On depl , the inal stent pands to exert a radial force on the vessel wall.

The RX delivery system (Figure 1) consists of a catheter shaft (9), a stabilizer (11), a tip (5), a distal outer sheath (3), and a handle (1) with a deployment actuator (2). The X.ACT stent (7) is
located between the radiopaque proximal marker (8) and the radiopaque distal marker (6).

Prior to deployment, the radiopaque markers are used as a guide to position the X.ACT stent. The deployment actuator is used to deploy the X.ACT stent.
Tapered Stent
This stent is designed to fit tapered carotid anatomy (Figure 2).

6. Radiopaque Distal Marker
7. X.ACT Stent

Proximal end Distal end

Figure 2: Tapered Stent
Straight Stent
This stent is designed to be used within non-tapered carotid anatomy such as lesions not involving the bifurcation (Figure 3).

Figure 3: Straight Stent

The X.ACT stent is provided in a range of lengths, diameters, and configurations. Care should be taken to select the most appropriately sized stent. The device range is specified in Table 2. The
X.ACT stent foreshortening is expected to be < 10%.

Table 2: Device Range

Catalogue No. Stent Length Configuration UncunBsi;r:::::rSIem
XRX 020 07S 20 mm Straight 7 mm
XRX 020 08S 20 mm Straight 8 mm
XRX 020 09S 20 mm Straight 9 mm
XRX 020 108 20 mm Straight 10 mm
XRX 030 078 30 mm Straight 7 mm
XRX 030 08S 30 mm Straight 8 mm
XRX 030 09S 30 mm Straight 9 mm
XRX 030 10S 30 mm Straight 10 mm
XRX 030 08T 30 mm Tapered 8-6mm
XRX 030 09T 30 mm Tapered 9-7mm
XRX 030 10T 30 mm Tapered 10 -8 mm
XRX 040 08T 40 mm Tapered 8-6mm
XRX 040 09T 40 mm Tapered 9-7mm
XRX 040 10T 40 mm Tapered 10 -8 mm
Table 3: Stent Sizing (Straight Stent)
Reference Vessel Size Unconstrained Stent Diameter

>55-6.4mm 7.0 mm

> 6.4-7.3mm 8.0 mm

>7.3-82mm 9.0 mm

>82-91mm 10.0 mm

Table 4: Stent Sizing (Tapered Stent)
Lumen Diameter Range | Lumen Diameter Range Tapered
for the Proximal End for the Distal End Unconstrained Stent Diameter

> 6.4-7.3mm 4.8-5.5mm 8.0 - 6.0 mm
>7.3-82mm > 5.5-6.4mm 9.0-7.0 mm
>8.2-9.1mm > 6.4-7.3mm 10.0 - 8.0 mm

Table 5: Qualitative and for X.ACT Carotid Stent System 1/4
Design Stent Length (mm) Nitinol (Ni-Ti) Stent Mass (mg)
Straight 2 76
30 100
Tapered 0 1o
40 139

2.0 HOW SUPPLIED

Sterile — Sterilized with Ethylene Oxide. Non-pyrogenic. Do not use if package is open or damaged.

This single use device cannot be reused on another patient, as it is not designed to perform as intended after the first usage. Changes in mechanical, physical, and / or chemical characteristics
introduced under conditions of repeated use, cleaning, and / or resterilization may compromise the integrity of the design and / or materials, leading to contamination due to narrow gaps and /
or spaces and diminished safety and / or performance of the device. Absence of original labeling may lead to misuse and eliminate traceability. Absence of original packaging may lead to device
damage, loss of sterility, and risk of injury to the patient and / or user.

Contents — One (1) X ACT™ Carotid Stent System, one (1) Flushing Tip and one (1) 3 ml Luer Lock Syringe.

Storage — Keep dry. Keep away from sunlight. Do not expose to organic solvents or ionizing radiation.

3.0 INTENDED PURPOSE

The X.ACT™ Carotid Stent System is intended for carotid revascularization.

4.0 INTENDED USER AND USER TRAINING

The intended users of the subject devices are or allied

of carotid arteries, and who have received appropriate training on the clinical
i i (PTA), and stenting procedures in carotid arteries.

5.0 INTENDED CLINICAL BENEFIT

The X.ACT™ Carotid Stent System is a medical device intended to treat atherosclerotic disease of the carotid arteries to reduce stenosis of the target lesion, resulting in low rates of stroke.

6.0 INDICATIONS
The X.ACT™ Carotid Stent System is indicated for use in patients with atherosclerotic disease of the carotid arteries.
The X.ACT Carotid Stent System is indicated for use in conjunction with Abbott Medical’s Emboshield NAVS™ Embolic Protection Systems (EPS).

7.0 CONTRAINDICATIONS

The X.ACT™ Carotid Stent System is contraindicated for use in:
« Patients in whom anticoagulant and / or therapy is
< Patients with a known allergy or hypersensitivity to stent materials (nickel-titanium alloy) or contrast medium, who cannot be adequately premedicated.
« Patients with uncorrected bleeding disorders.

8.0 WARNINGS

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

«  Carefully inspect device components prior to use to verify that they have not been damaged and that the size, shape, and condition are suitable for the procedure for which they are to be
used. A device or access device which is kinked or damaged in any way should not be used.

« DO NOT USE if sterile pouch is damaged.

« Do not use the product after the “Use-by date” specified on the label.

« Use of the device should be restricted to phy or allied
for Use. Users must be knowledgeable of the current medical literature and
associated with carotid interventional procedures.

* Refer to instructions supplied with all interventional devices to be used with the X.ACT™ Carotid Stent System for their intended uses, cc i ions, and potential ion:

« The safety and efficacy of the X.ACT Carotid Stent System have not been with embolic systems other than Abbott Medical’s Emboshield™ Family of Embolic
Protection Systems. Refer to the Instructions for Use document for the Embolic Protection System that will be used for specific device instructions.

« Stenting across a major bifurcation may hinder or prevent future diagnostic or therapeutic procedures.

«  When multiple stents are required, stent materials should be of similar composition.

*  Keep dry. Keep away from sunlight. Do not expose to organic solvents or ionizing radiation.

«  Overstretching of the artery may result in rupture and life- threatening bleeding.

« Appropriate antiplatelet, anticoagulant and, if necessary, vasodilator therapy must be used during the procedure. Anticoagulant therapy sufficient to maintain an activated clotting time (ACT)
of at least 250 seconds for the duration of the procedure is recommended.

« Maintain a snug seal between the device and the hemostatic valve during insertion. Failure to observe this may result in air being drawn into the access device through the hemostatic valve.
Device insertion should be performed slowly to minimize the risk of air entrainment.

«  During the insertion of Rapid Exchange catheters through guide catheters or sheaths, careful handling is required to ensure that air is not drawn into the hemostatic valve. Therefore, flushing
of contrast media (or other fluids) is recommended before or after insertion of the catheter, but not while the catheter is within the hemostatic valve.

« Do not advance any component of the X.ACT Stent Delivery System against significant resistance. The cause of any should be ined via
should be taken.

« Implanting a stent may lead to dissection of the vessel distal and / or proximal to the stent. It may cause acute vessel closure requiring additional intervention (carotid endarterectomy, further
dilatation, or placement of additional stents).

« The stent may cause a thrombus, distal embolization or may migrate from the site of implant down the arterial lumen. Appropriate sizing of the stent to the vessel is required to reduce the
possibility of stent migration. In the event of thrombosis of the expanded stent, thrombolysis and PTA should be attempted. (Refer to Table 3 and Table 4 for stent sizing.)

« Inthe event of complications such as infection, pseudoaneurysm, or fistulization, surgical removal of the stent may be required.

< Ensure optimal positioning of the stent prior to deployment. Once deployment is initiated, the stent cannot be repositioned or recaptured. Stent retrieval methods (use of additional wire,
snares, and / or forceps) may result in additional trauma to the carotid vasculature and / or the vascular access site. Complications may include death, stroke, bleeding, hematoma, or
pseudoaneurysm.

« The safety and effectiveness of the X.ACT Carotid Stent System has NOT yet been established in patients with the characteristics noted below:

Low to moderate risk for adverse events from carotid endarterectomy.

Previously placed stent in target artery.

Pregnant patients or patients under the age of 18.

Patients in whom femoral access is not possible.

Angiographically visible thrombus.

Patients with aneurysmal dilation immediately proximal or distal to the lesion.

Severe dementia.

Carotid string sign (a tiny, long segment of contrast in the true lumen of the artery).

History or current indication of bleeding diathesis or coagulopathy including thrombocytopenia or an inability to receive heparin in amounts sufficient to maintain an activated clot time at

> 250 seconds.

History of intracranial hemorrhage within the past 3 months.

Other abnormal angiographic findings that indicate the patient’s risk of a stroke, due to a problem other than that of the target lesion, such as: ipsilateral arterial stenosis greater in

severity than the target lesion, cerebral aneurysm, or arteriovenous malformation of the cerebral vasculature.

Total occlusion of the target lesion.

Vessel anatomy precluding the use of the stent system or appropriate positioning of the embolic protection system.

Presence of carotid artery dissection prior to initiation of the procedure.

Evidence of a stroke within the previous 30 days.

History of ipsilateral stroke with fluctuating neurologic symptoms within 1 year.

Any condition that pi proper angi i or made p arterial access unsafe, (e.g., morbid obesity, sustained systolic blood pressure > 180 mmHg).

Hemoglobin (Hgb) < 8 gm/dl (unless on dialysis), platelet count < 50,000, INR > 1.5 (in ible), or hepari iated thrc topenia.

Known cardiac sources of emboli.

Atherosclerotic disease involving adjoining vessels (i.e., the aortic arch or ostial common carotid artery) precluding safe placement of the guiding catheter or sheath.

« The safety and effectiveness of concurrent treatment of lesions in patients with bilateral carotid artery disease have not been established.

«  Caution should be used if pre-dilating the lesion without embolic protection as this may increase the risk of an adverse outcome.

« To reduce the potential of emboli during lesion crossing, the device should be carefully and not ad d against

* In patients requiring antacids and / or H2-; before or i after stent oral absorption of antiplatelet agents (e.g., aspirin) may be adversely affected.

*  The appropri { and anti therapy should be pre- and post-p as suggested in these instructions. Special consideration should be given to those
patients with recently active gastritis or peptic ulcer disease.

« As with any vascular implant, infection secondary to contamination of the stent may lead to thrombosis, pseudoaneurysm, or rupture.

« Allow for and maintain adequate distance between the X.ACT Carotid Stent System and the EPS to avoid potential filter engagement with the X.ACT Carotid Stent System tip and / or filter
entanglement with the deployed stent. If filter and/or or filter occurs, surgical ion or additional catheter-based intervention may be required.

«  Confirm the compatibility of the X.ACT Stent Delivery System with the other interventional devices intended for use in the procedure.

« Maintain continuous flush while removing and reinserting devices on the guide wire. Perform all exchanges slowly to prevent air embolism or trauma to the artery.

« Do not attempt to reposition the delivery system once the stent has made contact with the vessel wall.

* Do not torque the X.ACT Carotid Stent System.

« If resistance is met during delivery system introduction, the system should be withdrawn and another system used.

«  Should unusual resistance be felt at any time during the removal of the Delivery System post-stent implantation, the entire system should be removed together with the introducer sheath or
guiding catheter as a single unit.

*  Persons with a known history of allergies to any of the components of the X.ACT Carotid Stent System listed below may suffer an allergic reaction to this device. Prior to use on the patient,

the patient should be counseled on the materials contained in the device and a thorough history of allergies must be discussed. The delivery system contains stainless steel, polyether block

amide, polytetrafluoroethylene, polyamide, silicone, polyethylene, polyetheretherketone, polyimide, tungsten, barium sulphate, and platinum-iridium alloy.
PRECAUTIONS

« The delivery system should not be used in conjunction with other stents.

« Precautions to prevent or reduce clotting should be taken when any interventional device is used. Flush or rinse all devices entering the vascular system with sterile isotonic heparinized
saline prior to use.

«  Femoral venous access should be available during carotid stenting in order to manage potential
intervention or placement of a temporary pacemaker, if needed.

« The device must only be flushed using the 3-ml syringe and flushing tip provided.

« The outside diameter of the outer sheath is 5.7F. An appropriate-sized sheath / guiding catheter should be selected based on this diameter.

« Do not use if the stent is partially deployed within the stent delivery system.

< If, after preparation, a gap between the catheter tip and the outer sheath exists, rotate the deployment actuator in a counterclockwise direction until the gap is closed.

« Advancement and deployment of the X.ACT™ Carotid Stent System should only be performed under fluoroscopic observation.

«  If more than one stent is required to cover the lesion, or if there are multiple lesions, the most distal lesion should be stented first, followed by the stenting of the proximal lesion. Stenting in
this order obviates the need to cross the proximal stent for placement of the distal stent and reduces the chance of dislodging stents that have already been placed.

« If an overlap of sequential stents is necessary, the amount of overlap should be kept to a minimum. In no instance should more than 2 stents ever overlap.
Do not attempt to pull a partially expanded stent back through the guiding catheter or sheath; dislodgment of the stent from the delivery system may occur.
The X.ACT Carotid Stent System must be used with a guiding catheter or introducer sheath to maintain adequate support of the 0.014" (0.36 mm) guide wire throughout the procedure.

« Do not expose the delivery system to organic solvents (e.g., alcohol) as the device’s structural integrity and / or function may be impaired.

« Care must be exercised when crossing a newly deployed stent with other interventional devices to avoid disrupting the stent geometry and placement of the stent.

« The deployment actuator should not be rotated before the undeployed stent within the RX delivery system has been at its intended dep! location.

« Do not remove the stent from its delivery system as removal may damage the stent. The stent and delivery system are intended to be used in tandem. If removed, the stent cannot be put
back on the delivery system.

«  One or more components of this device may contain the following substance defined as CMR 1B in a concentration above 0.1% weight by weight: Cobalt; Chemical Abstract Service (CAS)
No. 7440-48-4; EC No. 231-158-0.
Current scientific evidence supports that medical devices manufactured from stainless steel alloys containing cobalt do not cause an increased risk of cancer or adverse reproductive effects.

« If the patient requires imaging, see Magnetic Resonance Imaging (MRI) Safety Information below:

Magnetic Resonance Imaging (MRI) Safety Information

under the direction of such physicians who have been appropriately trained in interventional procedures
i icati side effects and hazards iated with p

under the direction of such physicians trained to the specifics of the device and to the Instructions
ly trained on the principles, clinical I icati side effects and hazards commonly

and remedial action
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MR Conditional
MRI Safety Information

Nonclinical testing has demonstrated that the X.ACT Carotid Stent is MR Conditional for single and overlapping lengths up to 75 mm in length. A person with the X.ACT Carotid Stent may be
safely scanned under the following conditions. Failure to follow these conditions may result in injury.

Device Name X.ACT Carotid Stent

Static Magnetic Field Strength (8, 1.5 0r 3 Tesla

Maximum Spatial Field Gradient 3000 Gauss/cm (30 T/m)

Maximum Gradient Slew Rate 200 T/m/s per axis

RF Excitation Circularly Polarized (CP)

RF Transmit Coil Type There are no Transmit Coil restrictions

Operating Mode Normal Operating Mode

] Abbott





Maximum MR System reported whole-body-averaged

specific absorption rate (SAR) 2.0 W/kg (normal operating mode)

60 minutes of continuous RF scanning with 2 W/kg whole-body average SAR
(Under the scan conditions defined above, the X.ACT Carotid Stent is expected to produce a maximum temperature rise of less
than 5°C* after 15 minutes of continuous scanning.)

Scan Duration

In nonclinical testing, the image artifact caused by the device extends approximately 4 mm from the X.ACT Carotid Stent when

MR Image Arfact imaged with a gradient echo or spin echo pulse sequence and a 3 Tesla MRI system.

*Note - rise i pl ic cooling due to blood flow inside the vessel and perfusion in the capillary bed outside the stent.

«  The X.ACT Carotid Stent should not migrate in this MRI environment. Nonclinical testing at field strengths greater than 3 Tesla has not been performed to evaluate stent migration or heating.
MRI at 1.5 or 3 Tesla may be performed immediately following the implantation of the X.ACT Carotid Stent.

10.0  POTENTIAL ADVERSE EVENTS

« Allergic reaction or hypersensitivity to latex, contrast agent, anesthesia, stent materials (nitinol, nickel, titanium), and drug reactions to anticoagulation, or antiplatelet drugs

« Vascular access complications which may require transfusion or vessel repair, including:

o Catheter site reactions

o Bleeding , 00zing, hemorrhage)

o Arteriovenous fistula, ysm, aneurysm, dissection, perforation / rupture, and laceration
o

o

Embolism (air, tissue, plaque, thrombotic material, or device)
Thrombophlebitis
« Target artery complications which may require additional intervention, including:

Total occlusion or abrupt closure

Arteriovenous fistula, ysm, aneurysm, dissection, perforation / rupture
Embolism (air, tissue, plaque, thrombotic material, or device)

Artery, stent, or filter thrombosis / occlusion thrombosis

Stenosis or restenosis

Vessel spasm or recoil

« Cardiac arrhythmias (including conduction disorders, atrial and ventricular arrhythmias)

«  Cardiac ischemic conditions (including myocardial ischemia, myocardial infarction, and unstable or stable angina pectoris)
«  Stroke / cerebrovascular accident (CVA) and transient ischemic attack (TIA)

«  System organ failure:

Cardio-respiratory arrest

Cardiac failure

Cardiopulmonary failure (including pulmonary edema)
Renal failure / insufficiency

Shock

«  Bleeding

« Blood cell disorders, including heparin-induced thrombocytopenia (HIT) and other coagulopathy
+  Hypotension / hypertension

«  Peripheral nerve injury

«  Other ischemic conditions / infarct

« Infection — local and systemic (including post-procedural)

« Nausea and vomiting

o
o
o
o
o
o

ocoooo

«  Chest pain

« Dyspnea

« Edema/ cerebral edema and fluid overload
«  Fever

«  Pain, including headache
«  Hyperperfusion syndrome
«  Other neurologic and systemic complications

o Seizure

«  Cerebral hemorrhage

«  Death

« Device-related complications which may require additional intervention, including:
o D and / or i ion of a of the system

o Stent/ filter entanglement / damage
o Stent malposition
o Stent migration / embolization

« Emergent of urgent endarterectomy surgery (CEA)

11.0  REPORTING OF ADVERSE EVENTS

For customers in the European Union, the user and / or patient should report any serious incident that has occurred in relation to the X ACT™ Carotid Stent System to the manufacturer and the
competent authority of the European Member State in which the user and / or patient is For in other report any serious incident to the manufacturer and the
regulatory authorities responsible for the jurisdiction.

120  SUMMARY OF SAFETY AND CLINICAL PERFORMANCE

A summary of the safety and clinical performance (SSCP) for this device is available at https://ec.europa.eu/tools/eudamed. Search for the device using the Basic UDI-DI provided in Table 1. This
is the SSCP location after the launch of the European Database on Medical Devices (EUDAMED).

13.0  EXPECTED LIFETIME OF THE DEVICE

The expected lifetime of the X ACT™ Carotid Stent System is a minimum of 10 years. The X.ACT Carotid Stent System is not intended to be removed after implantation.

14.0  DEVICE DISPOSAL

After use, this device, its ies, and should be appropri
with facility procedures and applicable laws and regulations.

15.0  PATIENT SELECTION AND TREATMENT

Patients who are deemed, by a qualified physician, to be suitable for and within an acceptable risk profile for the indicated procedures as described in Section 6.0 Indications and Section 7.0
Contraindications.

16.0  PATIENT COUNSELING AND PATIENT INFORMATION

Physicians should review warnings, precautions, and adverse events for residual risks and possible side effects or hypersensitivity risks that may be relevant when counseling patients about the
use of this product and should consider the following:

« Discussion of the risk / benefit issues for this particular patient

« Discussion of alteration to current lifestyle immediately following the procedure and over the long term

« Discussion of any necessary follow-up

« Discuss the risks of allergic reaction or h
17.0  CLINICIAN USE INFORMATION
171 Materials Required

«  6F introducer sheath or 8F guiding catheter compatible with the vascular anatomy. Minimum guiding catheter / sheath size inner diameter (1.D.) 0.088"/2.24 mm

« 0.096" (2.44 mm) Rotating Hemostatic Valve (RHV) (optional)

«  Emboshield NAVe™ Embolic Protection System and BareWire guide wire

« Balloon dilatation catheter (optional)

« 1,000 u/500 cc heparinized normal saline (sterile)

« 3 ml Luer lock syringe

Flushing tip

classified for disposal (e.g., biohazard, sharps, non-hazardous waste, etc.) and carefully disposed of in compliance

to device

17.2  Delivery System Preparation

17.2.1  Remove the pouched device from the box.

17.2.2  Examine the pouch for any signs of damage to the sterile barrier. If it is suspected that the sterile barrier has been compromised, do not use the device and return to the manufacturer.
17.2.3  Peel open the pouch and remove the device from the pouch, maintaining device sterility.

17.2.4 Remove the device from its protection hoop by releasing the catch and pulling the device out by the handle. Examine the device for any damage. If any damage is observed, do not use
the device and return to the manufacturer.

17.2.5 Attach the 3-ml syringe, filled with saline, to the flushing tip and flush via the device tip until saline exits both between the tip and the catheter shaft and also at the RX guide wire exit
port (Figure 1, number 10).

17.2.6 Examine the distal end of the device to ensure that no part of the stent is exposed. Do not use the device if any portion of the stent is exposed and return to the manufacturer.

17.2.7 If a gap between the tip and the outer sheath exists, rotate the depl actuator in a direction (opposite direction to the arrow marking on the handle) until the gap

is closed.
1 [Deployment Actuator 17.2.7.1 Hold the handle as shown in Figure 4.
J 17.2.7.2 Rotate the deployment actuator in the opposite direction to the arrow on the handle.

r A Note: Do not rotate the deployment actuator and the handle body together.

A

Figure 4: Retracting the tip

Stent System Preparation Procedure

Note: After percutaneous access is obtained, heparin should be used to maintain an activated coagulation time (ACT) greater than 300 seconds. Insertion of introducer sheath, guide wire, guiding
catheter / sheath, and embolic protection device.

17.2.8  Access the treatment site using the appropriate accessory with the 5.7F RX delivery system.
17.2.9 Following deployment of the embolic protection system, the procedure may continue by passing other percutaneous interventional devices over the same guide wire.

17.3  Introduction of Stent Delivery System
17.3.1  If required, pre-dilate the lesion using standard angioplasty techniques.

17.3.2  Advance the X.ACT™ Carotid Stent System over the wire. If significant resistance is met during an advancement of the device, the system should be withdrawn and another system
should be used. The deployment actuator should not be rotated before the undeployed stent within the RX delivery system has been positioned at its intended deployment location.

17.4  Stent Deployment

17.4.1  Advance the RX delivery system until the radiopaque markers are appropriately positioned proximal and distal to the target lesion. The deployment actuator should not be rotated during
an introduction of the RX delivery system.

17.4.2  Ensure that the hemostatic valve is tightened on the stabilizer (Figure 1, number 11). Secure the handle in one hand. Using the other hand, ensure that the portion of the catheter shaft that
remains outside the sheath / guiding catheter is straight (Figure 5-a). The direction of rotation, which will initiate stent deployment, is shown by the arrow on the handle. Slowly rotate
the deployment actuator of the handle in a clockwise direction (Figure 5-b). This rotation will initiate stent deployment. RX delivery system repositioning may be achieved prior to the
stent making contact with the vessel wall. The hemostatic valve must be opened prior to repositioning the stent. The ic valve must be re-tightened on the stabilizer before stent
deployment is continued. Do not attempt to reposition the RX delivery system after the stent has made contact with the vessel wall. Deployment is complete when the entire stent is
released and contacts the vessel wall.

17.4.3 Once the stent has made contact with the vessel wall, do not move the RX delivery system until the stent has been fully deployed (Figure 5-c).

A

Figure 5: Stent Deployment
17.5  Post-Deployment Stent Dilation
17.5.1  Open the hemostatic valve. Withdraw the RX delivery system under fluoroscopic observation.
Note: If any significant resistance is met during RX delivery system withdrawal, the cause of any resistance should be determined via fluoroscopy and remedial action taken.
17.5.2  Using fluoroscopy, assess the stent deployment.
17.5.3  The stent may be post-dilated if required.
17.6  Post-Stent Placement

17.6.1  Once final angiography confirms a satisfactory result, the embolic protection system should be retrieved as per applicable Instructions for Use. All other ancillary devices can now be
removed and, if required, the puncture site closed.

18.0  PATIENT IMPLANT CARD 2/4
The physician or health care center shall complete the following steps on the patient implant card:
« Fill out patient identification (front of the card), health care center or doctor information, address and contact number, and the implant date on the implant card (back of the card).
« Apply peel-away stickers from the product label to the card.
The patient shall be provided with the entire patient implant card before being discharged.
19.0  PRODUCT INFORMATION DISCLOSURE

Abbott has exercised reasonable care in the manufacturing of this device. Abbott excludes all warranties, whether expressed or implied, by operation of law or otherwise, including but not limited
to any implied warranties of merchantability of fitness, since handling and storage of this device, as well as factors relating to the patient, diagnosis, treatment, surgical procedures, and other
matters beyond the control of Abbott directly affect this device and the results obtained from its use. Abbott shall not be liable for any incidental or consequential loss, damage, or expense,
directly or indirectly, arising from the use of this device. Abbott neither assumes nor authorizes any other person to assume for it any other or additional liability or responsibility in connection
with this device.

Reference Abbott website for patent markings: www.abbott.com/patents

™ Indicates a trademark of the Abbott group of companies.
© 2024 Abbott. All Rights Reserved.
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0 Habope AnA YCTAaHOBKI KapoTUaHoro ctexta X.ACT

; no 0 OTHOCATCA K HABOpy ANA YCTAHOBKW KapoTuaHoro ctexta X.ACT™
Tabnuua 1. b i UDI-DI
| | ba3osblii naeHtugukatop UDI-DI |
| HaBop g ycranosku kaporuanoro creta XACT | 8717648CAR0002QW |
; no o (IFU) B cE i pernamenTom (EC) 2017/745 moxHo HaiiTh Ha Beb-caitte Abbott eLabeling no appecy vascular.elFU.abbott.

1.0 OMUCAHIE YCTPOICTBA

PucyHok 1. Ha6op ana ycraHoBku kapoTtuatoro crenta X.ACT
Cucrema AocTaBKu
1. PyKoATb;
2. AKTUBATOP PackpbITUA;
3. [lnctanbHas BHELWHAA rNb3a;
4. TpocBET ANA NPOBOAHNKA;

6. PeHTreHOKOHTPACTHbIA AVCTaNbHbIA MapKep;

7. CteHt X.ACT;

8. PEHTIEHOKOHTPACTHBI NPOKCUMAbHBII MapKep;
9. Teno Karetepa;

5. KoHuuk; 10. OTBepCTME BbIXOAA NPOBOMHMKA;
11. Crabunusarop.
Habop ana yctaHoBky kapoTiaHoro ctenta X.ACT™ coCTouT u3 cuctembl bbIcTpoi 3amenbl (RX) u ocA 0 CTEHTa, YEHHOr0 ANA

VHTEPBEHLMOHHbIX NPOLIEAYP Ha COHHbIX apTepusax. B cuctemy aocTaskv RX BxoawT Katetep pasmepom Tena 5,7 F. CTEHT AOCTYNEH B pasnuyHbiX pasMepax Kak B NpAMON, TaK 1 B KOHUYECKON
KoHurypauwsx. Mpu i CTEHT 0 of i cunbl K cTeHke cocyaa. Cuctema goctaski RX (puc. 1)
COCTOMT U3 Tena Katetepa (9), cTabunusartopa (11), HakoHeuHuKa (5), AUCTaNbHON BHeLWHel runb3abl (3) U pykoaTH (1) ¢ akTusaTopom packpbitua (2). CteHT X.ACT (7) pacnonoxeH mexay
PeHTr (8) v penr (6).

Mepen PeHTr MapKepbl
X.ACT.

Konnuecknii cTent

[laHHblil CTEHT U3rOTOBNIEH B COOTBETCTBUN C KOHWYECKO! (OPMOIt COHHO apTepum (puc. 2).

crerta X.ACT. AKTUBaTOp packpbiTA UCNONb3YETCA ANA PACKPbITA CTEHTA

B KayecTse s

TpoKcumanbHbli KoHel JlnctanbHbli KOHeL

o

Pucyrok 2. Konnyeckmii cTentT

Mpamoi cTeHT
ﬂaHHblﬁ CTEHT NpeaHa3HayeH ana NCnonb3oBaHMA Ha COHHbIX apTepUAX

it hopmbl npu He CBA3aHHbIX C Budypkauuein (puc. 3).

PucyHok 3. Mpamoii cTent

Crent X.ACT foCTyneH B pa3nuyHblX AnHax, AnameTpax 1 koHdurypaunax. Cneayer noabuparb CTeHT B Tabnuue 2.

Oxupaetcs, uto ykopoueHue ctenta X.ACT B npouecce packpbiTua coctasut < 10 %.

0 pasmepa. M it pAR ycTpoit

Tabnuua 2. MopenbHblil pap, ycTpoiicTBa

Karanoxublii N Jinuna cTexTa Kondurypauna Hepa cKan:?T“:I)?;pﬂ enTa
XRX 020 07S 20 Mm MNpamoit 7 Mm
XRX 020 08S 20 Mm MNpamoit 8 Mm
XRX 020 09S 20 Mm MNpamoit 9 Mm
XRX 020 10S 20 Mm MNpamoit 10 Mm
XRX 030 07S 30 Mm MNpamoit 7 Mm
XRX 030 08S 30 Mm Npamoit 8 Mm
XRX 030 09S 30 Mm Npamoit 9 Mm
XRX 030 10S 30 Mm MNpamoit 10 Mm
XRX 030 08T 30 Mm KoHnyeckuit 8 -6 MM
XRX 030 09T 30 Mm KoHnyeckuit 9-7 MM
XRX 030 10T 30 Mm KoHneckmit 10 -8 mm
XRX 040 08T 40 Mm KoHneckmit 8 -6 MM
XRX 040 09T 40 Mm KoHneckmit 9-7 MM
XRX 040 10T 40 Mm KoHneckmit 10 -8 mm
Tabnuua 3. Pa3mep cTeHTa (MPAMOIA CTEHT)

JranoHblii pasmep cocyna [lnameTp HepackpbITOro cTeHTa
>55-64Mm 7,0 MM
>64-73MmM 8,0 Mm
>73-82MmM 9,0 Mm
>82-91mm 10,0 Mm






Tabnuua 4. Paamep CTeHTa (KOHNYECKMil CTEHT)

npocBeTa ana npocBeTa ana
KOHUA JDVCTAnbHOrO KOHUA HEPACKPLITOND CTEHTA
> 6,4-7,3 MM 4,8-55mm 8,0-6,0vMm
>7,3-82Mm >5,5-6,4 Mm 9,0-7,0mm
>8,2-91mMm > 6,4-7,3 MM 10,0 - 8,0 Mm
Taénuua 5. n 0 HaBope NA yCTaHOBKM KapoTuaHoro crenta X.ACT
Konctpykuna [Onuna ctenta (mm) | Macca hutunona (Ni-Ti) B cTente (Mr)
N 20 76
Mpamoi
30 100
. 30 101
Koi
40 139
2.0 (DOPMA BbINYCKA 11 KOMIUIEKTALIAA
C Crepunn3osao AnuporexHo. Henb3a 1cnonb3oBaTb M3fenvie, ECn YNakoBKa BCKPbITA U NOBPEXEHa.
370 YCTPOIICTBO ABAETCA ONHOPASOBBIM, U €r0 MOBTOPHOE y pyroro TOCKOMbKY OHO He P 0 Ha 0 Ha nocne nepeoro
KW, ¢VI3VI‘-I€CKVIX n (unu) CBOIICTB NOBTOPHOTrO OYUCTKM 11 (UN11) NOBTOPHOI CTEPUNU3ALMI MOXET
K ™ u (unw) paspy p 13 KOTOPbIX OHO M3rOTOBEHO, YTO MOXET NMOBNEYb 3a CO6OIA 3arpA3HeHue YCTpoicTBa
13-3a oﬁpaaoaaﬂmn Y3KUX LLeneit u (i) aTakxe ero  (nu) By Tv. OTCYTCTBYE OPUTUHATBHO MapKMpUBKVI MOXET CTaTb NpU4UHO
HeHaZNeXalliero cnonb30BaHA YCTPONCTBA 1 HEBO3MOXHOCTY €ro oTcnexvBanua. OTcyTcTBue Opur ny MOXET np K N

CTEPUNIbHOCTY 1 PUCKY MONYYEHUA TPABMbI A NALMEHT 1 (M) NONb30BATENA.
Komnnexrauuns. Onux (1) Habop AnA ycTaHoBKM kapoTuaHoro ctedta X.ACT™, opuH (1) HAaKOHEYHWK ANA NPOMbIBaHNA ¥ OAuH (1) Wwnpuy ¢ Gukcatopom Jlioapa 0bbemMom 3 mn.

Xpanenue. bepeub 0T Bnaru. bepeub oT conHeyHbIX nyyeit. He nogsepraiite opr p it unun 0 M3NyYeHna.

3.0 HASHAYEHUE

Habop ana ycTaHoBKM kapoTuaHoro ctenta X.ACT™ UeH ana COHHbIX apTepuii.

4.0 TPELNOMATAEMbII NONb30BATENb 1 OBYYEHNE ﬂ0!lb3(lBATEI'IEI7I

N aeMbIMN Bpaun unn chep nog p: TaKuXx Bpayen, KOTopbie Bbinv JOMKHBIM 06pa3om

06yueHbl TEXHUKE

({50!

3/4

Bo O CTEHTa ¥ €ro Y cobniopartb ocTop: npn ApYyrux )HHbIX YCTPOIICTB Yepe3 HeAaBHO PACKPbITIN CTEHT.
AKTUBATOP PacKPLITUA HE CneayeT BpaLLaTh 0 Tex Nop, NOKa HEPaCKPbITbIIA CTEHT B cUCTeMe aocTaBku RX He GyneT pacnonoxeH B npeanonaraeMom MecTe packpbiTua.

He n3BnexaiiTe CTEHT 13 CUCTEMbI OCTABKM, NOCKONbKY 3TO MOXET NPUBECTA K €r0 NOBPEXAEHMI0. CTEHT M CUCTEMA 0CTaBKM YeHbl ANA 0 B
cnydae CTEHT Henb3A 06paTHO B CUCTEMY [I0CTABKM.
O VNN HECKONbKO JaHHOr0 YCTPOIiCTBA MOTYT JBAHHOE KaK aHL|ePOreHHOCTbIO, MYTAreHHOCTbIO

Wnu penpogyKTUBHOI TokeuuHocTblo (CMR) kareropun 1B, B koHueHTpauum bonee 0,1 % (o macce): KobanbT, HOMep B peectpe XMMUYECKON pemeparmsuom cnyx6bl (Chemical Abstract
Service, CAS): 7440-48-4; Homep B peectpe EC: 231-158-0.

metoLumecs HayyHble AaHHbIE TBYIOT 0 TOM, 4TO W3henva, uar 113 CNasoB i cTanu ¢
MOBBILIEHHOTO PUCKA PA3BUTUA OHKONOTUYECKMX 3a60NEBaHNI U HE 0KA3bIBAIOT HEXeEnaTenbHbIX BO3AEACTBHI Ha PENPOAYKTUBHYIO CUCTEMY.

Ecnu nauuenTy Tpebyetca nposeseHe Tomorpadum, M. pasaen 0 M MarHuTHO-| it Tomorpadun (MPT)».
0pmaLnA 0 6e30nacHoM NPOBEAEHUN MarHUTHO-pe3oHaHcHoi Tomorpadum (MPT)

KobanbTa, He Bbi3biBAOT

M

A He ABnAeTCA NPOTUBONOKA3aHMeM K nposeaeHuio MPT

[o] 0 MPT

lo
A0 75 MM He ABNAETCA NPOTUBONOKa3aHMeM K nposeaerito MPT. MauveHTy ¢ kapotuaHsiv cTenTom X.ACT MoXHO 6e3onacto nposoauTb MPT-CKaHpoBaHMe Nput ONUCaHHbIX Hitke
yenouax. HecobniofieHme 3Tvx yCnoBuil MOXET NPUBECTY K TPaBMe.

ncnbiTaHna 410 Kak ofiHoro

0 cTeHTa X.ACT, TaK 1 CUCTeM 13 HECKONbKIX NEPEKPbIBAIOLLMXCA CTEHTOB 3TOA MOAENV 06LLei ANNHOI

HasBauue uspenna

Kapotnpnblit ctent X.ACT

HanpaxeHHOCTb CTaTUYECKOr0 MarHTHOro
nona (8))

1,5 wn 3 Tecna

M,

nona

|aKCUMaTbHbIA MPOCTPAHCTBEHHBI FPAMEHT 3000 rayco/en (30 T

200 Tn/m/c Ha opHy oCb

CKOPOCTb TpaauenTa

PY-B036YXIEHUE

LlnpkynapHo-nonapusosaxxoe (LIM)

DHHbIX

Ha COHHbIX apTepuaAXx, a TakxKe 3HaHWA B 0

Y y
NPUMEHEHNA, 0COXHEHNI, N0BOUHbIX 3ODEKTOB 11 (HaKTOPOB PUCKA, KOTOPbIE 0BBIYHO ACCOLMMPYIOT C YPECKOXKHOI TPAHCAIOMIUHANBHOI aHrnonnacTuKoil (UTA), atepakTomuei v npoLeaypamm
CTEHTUPOBAHWA COHHbIX apTepUil.

5.0

MPEANQIATAEMAA KNWHYECKAA NO/b3A

Tun Katywku PY-nepeparunka

OrpaHuyeHvin Ha KaTyLUKy Nepefadn Her

Pexum pabotbl

HopmanbHbiii pabounii pexum

Habop ana yctaHoBKM kapoTuaHoro ctenta X.ACT™ — ato napenve, [nA nevexns COHHbIX apTepUii NOCPEACTBOM YMEHbLLEHWA CTEHO3a MakcumanbHas yaenbHas nornotuaemas
LIeneBOro NOPaXeHHOro y4acTka, bnarofapa Yemy CHIXKAETCA YACTOTa BO3HUKHOBEHUA MHCYNbTA. MoLLHOCTb (SAR), ycpenHexHas ana BCero Tena, 2,0 Br/kr (HOpManbHblit pabounii pexim)
60  MOKASAHUS K IPUMEHEHIIO 10 AaHbim yoraroskn MPT
Habop ana ycTaHoBKM kapoTuaHoro ctenta X.ACT™ UeH ana y ca COHHbIX apTepHil. 60 MuHyT 0 pano 0 ¢ SAR o Boemy Teny, 2 BI/kr
Habop ana ycTaHoBKM Kap 0 cTeHTa X.ACT ueH ona B COYETaHNN C YCTPON ANA 3awwTel 0T am6onun (EPS) Emboshield NAVE™ komnatuu Abbott MpoAoMKNTENbHOCTL CKaHUPOBAHNA (OXmaaeTcs, YTo NPY ONUCAHHBIX BbILLE YCNOBYAX MaKCUMaNbHOE MOBLILLEHVE TeMNepaTypbl KapoTuaHoro ctexta X.ACT nocne
Medical. 15 MUHYT HenpepbIBHOTO CKaHUPOBaH¥A COCTaBUT Metee 5 °C *
7.0 NPOTBOMOKA3AHNA - -
o - ) B xope A CTbITAHUT | Ha 1306PAXEHIN, BbI3BAHHbIE [JaHHbIM YCTPOVCTBOM, BLIXOMUNY NPUMEPHO HA 4 MM
Hatopa anA p 0 cTerTa X ACT™ npoTionokasato: Aptedakt MPT-u3o6paxeus 32 KOHTYPbI KapoTuaHoro cTexTa X.ACT npu ¢ Thi0 TPATMEHT-3X0 UNK CMIH-3X0 B MPT-cucteme
Y NaLVMEHTOB, KOTOPbIM NPOTUBONOKA3AHO NPUMEHEHNE AHTVKOATYNAHTHOM 1 (UNk) aHTUTPOMBOLMTAPHO Tepanum; TIpU VHAYKLMA MarkuTHoro nona 3 Tecna.
Y NaLVEHTOB C HANWYMEM annepritin U rYnepyyBCTBUTENbHOCTI K MaTep CTeHTa i cnnas) unu KOTOPBIM p ;
- Mpumeyatve. Mpu pacyete NOBBbILLEHNA TEMNEPATYPbI YUUTLIBAETCA (U3NONOTUYECKOE OXNAXKIEHUE 33 CYET KPOBOTOKA BHYTPY COCYAA B pycne 3a
HanexaLlylo npemeavKaLmio; crenma
NpY HAMMYMK Y NaueHTa 7 KpoBY. )
p v mau P «  Tpw TaKkux ycnoBusax He 0 cteHTa X.ACT B0 Bpema MPT. [loknuHM4ecKve UCTIbITaHNA ANA OLEHKN CMELLEHIA WA Harpesa cTexTa B none cebilue 3 Tecna
8.0 NPEAOCTEPEXEHUA He MPT ¢ nona 1,5 wnn 3 Tecna MOXHO BbINONHATL CPasy NOCAE UMNNAHTALMI KapoTUAHOTO cTeHTa X.ACT.
« 370 ycTpoiicTBO paspabotaHo 1 0 TONbKO ANA 0 He NoBTOpHO. He noaBepraTb NOBTOPHOI 06paboTke Wni NOBTOPHON 100 MOTEHLWMANbHBIE HEXENATENbHBIE NOCTEACTBIA
MosTopHoe MOBTOPHaA W TIOBTOPHAA CTEPUNU3ALNA MOTYT HAPYLUUTL CTPYKTYPHYHO LIENOCTHOCTb YCTPOCTBA 1 (1Nk) CUCTEMbI AOCTABKM . m
¥ (W) NIPHBECTH K OTKA3Y YCTPO/ICTBA, UTO MOXET CTaTb NIPHUMHON TPABMI, GONE3HM Wik CMEPTH naueHTa. T1OBTOPHOE UCTION5308aHNE, NIOBTOPHAA 06paBOTKA Wik NOBTOPHaA ineprueckan pea:(:mn VNK TUNepuy K NaTeKcy, Ko P Y CPEACTBY, MaTepiany CTeHTa (HUTUHON, HUKENb, THTaH), a Takoke PeakuA Ha
CTEPUNN3ALNA MOTYT TAKKE CO3MATb PUCK 3ArPASHEHUA YCTPONCTBA U (W) CTATb Mp! UBO nepexp 0 BKNI0Ya, MOMVMO NPOYEro, aHTMKoar) yaHT
nepenavy ro(-bix) i1) OT OAHOrO NaLMeHTa K ApYromy. 3arpasHeHIne YCTPOICTBA U (k) CUCTEMbI OCTABKN MOXET NPUBECTH K TPaBMe, 60ne3HM unn cMepTi « OcnoxHerus B MecTe COCYANCTOrO AOCTYNa, KOTOPbIE MOryT nwm COCYA0B, B TOM uucne:
nauvenTa. O peakuuu B MecTe BBEAGHUA KaTeTepa;
. 0 D pOiicTBa nepen 41061 YAC 4TO OHI HE Bbinvt MOBPEXIEHbI, @ UX Pa3Mep, GOPMA U COCTOAHIE NOXOAT ANA O KPOBOTEYEHUE (KXVIMO3, NOATEKAHIE KPOBH, reMatoma, KpOBOMNWUAHNE, 3a6PIOLLIHHOE KPOBOTEUEHME);
npoLieaypbl, B KOTOPOV OHW A0MXKHbI NCMONb30BATLCA. /13enie unm yeTpoiicTBo AOCTYNA, KOTOPOE NEPEKpyYeHo uin 60 06pasom He cnepyer. o ducryna, % PpaspbiB 1 p 1
+ HE UCTIONIb30BATb, eci cTepinbHan ynakoeka noBpexena. g %)MoﬁMogg;n(ggjfyxom, TKaHbH0, BNALIKOM, TPOMBOTUYECKUM MATEPUANOM WNW N3aeNuem);
*  Henb3a ucnonb3osarb u3aenve nocne UCTEYEHUA CPOKA FOAHOCTY, YKA3AHHOTO Ha ATUKETKE. .« OcroHeHUA CO CprUHbI Ue/IeBOIi ADTEDHM, KOTOPbIE MOTYT - o 82 B TOM UMCIE:
. 7 ueno TONbKO BPa4am unu cdep oz TaKuX Bpayeil, uay POWCTBA U MHCTD no O NONHAA OKKMIO3NA UNK BHE3ANHOE 3aKPbITUE COCYAA;
NPUMEHEHNIO. HonbsusaTenw [IOMKHbI GbiTb 3HAKOMbI C COBDEMEHHOI MEAULIMHCKOI NVTEPATYDO, A TaKkE UMETb CO y 3HaHA B ° drctyna Da3PHIB COCYAR:
KIMHIYECKOro n0604HbIX 3D 1 GaKTOPOB PHCKA, KOTOPbIE 0BIYHO C UH Ha COHHbIX apTEPUAX. 0 3MBOTMA (BO3MYXOM, TKaHbI0, GRALLKOM, TPOMBOTUUECKUM MaTepUanom Wi Manenviem):
*  CM. MHCTpYKUMM, npunaraembie KO BCEM MSLENMAM AnA WHTEPBEHLIMOHHOI XUPYPTIM, KOTOpbiE py C HabOPOM /1A YCTaHOBKY KapoTUAHOTO CTEHTa O aprepuanbHblil TPOMB03, TPOMBO3 CTEHTA MK GUNLTPA/OKKTTHO3MOHHbIA TPOMBOS;
XACT™ mn 4 i 06 obnacti TaKUX U3LENWi, NPOTUBONOKA3aHNAX 11 BOIMOXHbIX OCNOXHEHNAX. O CTEHO3 UNK PECTEHO3;
*  [laxHble 06 adEKTUBHOCTM 1 Habopa ana 0 cTeHTa X.ACT C yCTpOiA ANA 3aWWWTbI OT 3MBONMK, OTANYHBIMYU OT O Cnasm uiv ymeHbLueHIe NpocBeeTa cocyaa.
YCTPOIICTB ANA 3awwuTbl OT ambonuu cemerictea Emboshield™ nponssoactea komnakum Abbott Medical, otcytctaytor. [ina nony TOYHbIX it no pa6ore ¢ ycTpoii oM. «  Cep apuTMun Dy CTU 1 Keny,
P no TOro yCTp A1A 3ALUWTLI OT 3ME0NMM, KOTOPOE ITAHUPYETCA HCMONb30BATH. «  CepaeuHble UWEMIYECKVE HApYLLEHUA (BKIOYaA NLLIEMUIO nHhapkT TabunbHyto
= YcTaHoBKa CTEHTa B MECTE KpYNHOi G MOXer i Anartoc w Tep e UHey P MO3roBOr0 (OHMK) u TpaHsuTopHas nwemmuyeckan araka (TUA).
 [pu HEOBXOMUMOCTY YCTAHOBKIN HECKONbKUX CTEHTOB OHY JIOMKHbI BbiTb U3TOTOBNEHbI 13 OAMHAKOBbIX MaTEPUANOB. « Hep0CTaTouHOCTb CO CTOPOHbI CUCTEM OpraHOB:
+  bBepeub o Bnaru. bepeub 0T conHeuHbix nyueit. He nogsepraite OPraH4ecKmX p puteneit unn 0 M3NYYEHNA. o A 0uHOI
* YpesmepHoe pacTAXEHIe apTepuit MOXET NPUBECTM K Pa3pbiBy U A KU3HI KD 0. O CepaeyHan HENoCTaTOuHOCTh;
«  BoBpevs cnenyer aHTUArperanThl, aHTUKOAryNAKTbI 1, Npu % ume cpencTea. P O CBPACHHO-NErouHan HEAOCTaTOHOCTD (BKi0aA OTeK nerkix);
aHTUKOArYNAHTHOI Tepanu, A0C it A 0 BpeMeHM caep KpOBY He MeHee 250 CekyHg, B TeUeHue Beeil NpoLieayps. g TUO;:HH“ HEAOCTATO4HOCTS;
«  Bospems MNOTHOE NPUNEraHe Mexay YCTPOCTBOM U T ' 31070 MOXET np K . X )
BTATMBaHINIO BOSAYXA B YCTPOVICTBO FOCTYNA UEPE3 FeMOCTATUHECKI] KnanaH. VCTPOTiCTBO CTERYeT BBOLUTS MEIIEHHO, qum CBECTI K MUHUMYMY PUCK NOMaZaHws BO3IYXa. POBOTEUEHUE.
«  KareTepbi GbICTPOI 3aMetbi (MOHOPENbCOBBIE) CEMYET BBOAUTH YEPE3 NPOBOJHUKOBLIE KATETEPb! WM Mb3bl 10, 4TO6bI MPEOTBP BO3MyXa B * Hapywenus, caAsaHHble C KNETKaMit KDOBI, BKTHOUaA renap! Y10 TPOMOC (TVIT) v fipyrie HapyLweHtA CBepTLIBAEMOCTH KPOBM.
TEeMOCTaTU4ECKWiA KnanaH. Mo3Tomy peKe i (unm Apyrumin 70 W nocne KateTepa, Ho He BO BPeMA c Ap n runep
HaXOX[IEHWA KaTeTepa BHYTPY reMOCTATUYECKOrO Knanaka. *  TopaxeHue nepuOEpUECKVX HEPBOB.
*  He npogByraiite KOMNOHEHTbI CUCTEMbI J0CTaBKY CTEHTa XACT B Clyyae BOSHUKHOBEHUA 3HAYUTENBHOTO CONPOTUBAEHWA. CNIeyeT C MOMOLLIbIO PEHTTEHOCKONMM YCTaHOBUTL NPUYHHY * Vlwemus/mHdapKT Apyroit nokanuaamm.
CONPOTUBAIEHNA U NPUHATL MEPbI N0 €€ YCTPaHeHNHo. o VHOEKUUA, TOKaTbHAR U ( yio).
* VIMnnanTauna CTeHTa MOXET PUBECTA K PACCTIOBHUIO CTEHKI COCYAA IPOKCUMATIbHEE W (W) AUCTAIbHEE MECTA YCTAHOBKI CTEHTA. 370, B CBOIO O4EPE/b, MOXET Bbi3BaTb BHE3ANHOE «  Towwora u peora.
3aKpbiTHE cocyAa, TP 0 TBA KapoTUHOI BHJAp TOMMY [ CTEHTOB). « Bonb B mym
* CTEHT MOXET CTaTb NPU4MHO BETBEIA, a TAKXE MUTPUPOBAT BHYTPU apTepUyt B AUCTANBHOM 0T MecTa Nna . Omuka
NPeoTBPALLEHIA BOSMOXHOCTA MUTPaLMK CTEHTA 6! CTEHT, COOT i pa3mepy cocyna. B cnyyae BO3HVKHOBEHUA TPOMEO03a PACKPHITOTO CTeHT Cnefyer :
b NONbITKY auca v YTA. (Cm. Tabnuuy 3 v Ta6nuuy 4 nA ONpeeneHus pasmepa cTenTa). * Mepudepuieckue oTekw/oTek ronoBHOTO Mo3ra i UnepBonemiA.
« B cryyae BOSHUKHOBEHIA OCTIOXHEHM, TAKVIX KaK pasBiTue of NOXHOI I WU CBYILLIA, MOXKET NOTPEGOBATLCA XVPYPTUUYECKOE YANeHue CTeHTa. * MoBbiuenve Temneparypyi Tena.
- 06 on CTeHTa Iepen ero packpbiTieM. ECRM NPOLECC PACKPITUA CTEHTA YKe HauaT, NSMEHWTb 6r0 NONOXKEHIE B COCYAe UM BEPHYTb €T0 B UCXORHO! * Bonb, BKniouas ronosHyio Gorb.
COCTOAHNE BHYTPY CUCTEMbI OCTABKYM HEBO3MOXKHO. CTEHTA C UCNONb: CcpencTs NeTenb 1 (WNK) 32XMMOB) MOXET Bbl3BaThb = Curapom runepnepgysum.
AONOTHATEbHOE MOBPEXAEHiE COHHbIX apTepuii 1 (unw) cocyaa B o6nacTv 4ocTyna. MoryT BOSHUKHYTb Takie OCTIOKHEHNA, Kak CMEpTb, UHCYNIbT, KDOBOTEUEHUE, reMatoma i *  [lpyruie HEBPONOTVUECKVE Ut CHCTEMHbIE OCOXHEHWA, B TOM CIIe:
noxHoi 0 cyoporu.
* besonacHocTb 1 3adEKTUBHOCTD Haﬁopa mnay p 0 cTenTa X.ACT y C OMMCAHHBIMI HIDKE XapakTePUCTMKaMK Ha AaHHbIA MOMEHT HE ycTaHoBneHa. « KpoBOM3NMAHIE B FONOBHOI MO3T.
0 Hu3KWit U YMEpEHHbIA PUCK HEXENATENbHbIX ABNEHII NP KAPOTWAHO! 3HAAPTEP3KTOMIN. « Tleranshblit vexo
0 PaHee YCTaHOBNEHHbII CTEHT B LiENeBot apTepuu. . _ :
0 [MauneHTKY ¢ 6EPEMEHHOCTbIO, @ TAKXKe NaLMEeHTbI B BO3pacTe A0 18 ner. QGnoHEHIA, KOTORLIE CBA3ZHEI G YGTPOWICTAOM U MOTYT 0 B TOM dhcne:
0 TlauveHTbl, y KOTOPbIX GEAPEHHbIA N0CTYN HEBOSMOXEH. o u (wnw) KC CHCTEMbI;
o TpoM6, onpeaensiembiii npyt aHrMorpadui. o 3acmeaaume/nospeweume CTEHTa U GUALTP;
0 [laumenTs ¢ aHespu cocyna B i (npoi [ ) 0T yyacTka O HENPABUNBHOE PACMONOKEHME CTEHTA,
0 TAXenas AeMeHums. 0 CMELLeHNe/aMB0NN3aLMA CTeHTA.
0 HuteBnaHble NPOCBETbI COHHOI apTEPUK (KPOLLEYHBII, IMHHBIA CErMEHT C KOHTpAcT B aprepum). LI win prepaktomua (K393).
o [pusHaku 0 WA TEKYLLIEro KPO , [MaTe3a Ui Koar BKNIOYaA TONEHNI0 UNk )CTb NONYYaTb renaput B KONMYECTBAX, OCTATOUHbIX 110 YBEOOMIEHUE O HEXENATENbHBIX MOCNELCTBUAX
[ANA NOAEPXaHUA BPEMEHI aKTMBALUM CrycTKa > 250 CeKyHA. £ 6 6
O BHyTDUYEPENHOE KDOBOUSTUAHHE B HAMHE3E B TEYEHME NOCTBAHAX 3 MECALES. fna KHI;I(EKE(?IVBWMS BPONEICKOrO COI03a: MONb30BATENb W (M) NALVIEHT AOMKHBI b b 0 nio6om C HabopoM ANA YCTAaHOBK KApOTUAHOTO
0 [Ipyrile NaTonorvyeckue aHruorpaduueckie aHHbie, KOTObIE YKasbIBAIOT Ha PUCK MHCYNbT Y NalMeHTa M3-3a NPOBNEMb, OTNUYHOI OT LeneBoro NOD2XEHIR, TaKUE Kak: crenTa B p opraH|6 — Unexa 0 C01032, IAg 3aper NOb30BATENb 1 (Wni) NaUMeHT. [NA KTUEHTOB U3
uncunaTepanbHbii apTepUANbHbI CTEH03 GONbLIEH CTENeHI TAKECTH, UM LENeBoe win i cent Apyrux reorpammuecmx PErUOHOB: CNIEAYeT CO0BLLATH 0 N1t06OM CEPbESHOM 1 B pery OpraHbl, 3a TePPUTOPYIIO, Ha KOTOPYIO
TONOBHOTO MO3ra. Paciipe X
0 TonHaA OKKMtO3UA LIENeBOro yyacTka NopaxeHns. 12.0 CBOAHAA UHOOPMALMA 0 BE3OMACHOCTU 11 KNMHNYECKIX XAPAKTEPUCTUKAX
0 AHaTOMUuecKIe 0COBEHHOCTU COCYAOB, uenos Habopa ans CTEHTa Unn 0 pa: yeTp INA 3aluTbl 0T CBoaHaA MHOpMaua 0 6e30nacHOCTI i KNMHYECKIX XapakTepucTikax (SSCP) atoro ycTpoiicTBa AOCTYNHA N0 aapecy hitps://ec.europa.eu/tools/eudamed. BbinonHuTe nouck yctpoiictea no
ambonuy. - topy UDI-DI, B Tabnuue 1. SSCP Haxoautca no faHHoMy agpecy nocne 3anycka EBponeiickoi 6a3bl faHHbIX N0 MeguUMHcKkAM napennam (EUDAMED).
0 Hanuuve avcceKuuy CORHOIA apTepuin 0 Hauana NpoLenypbl. _ _
0 TIpu3HaKyt MHCYNbTa B TeueHue npeabiaywux 30 AHei. 13.0  MPEQNONATAEMbII CPOK CNYXBbl YCTPOWCTBA
o il MHCYNLT C Hesponoru. CUMNTOMaMI B TeueHue 1ropa B aHaMHese. Oxupaemblii cpok cnyx6bl Habopa AnA yCTaHOBKI KapoTuaHoro ctexta X.ACT™ coctasnaer He MeHee 10 net. Habop Ana ycTaHoBKi KapoTuaHoro ctenta X.ACT He npeaxasHayen na yaanesua
o [lioboe , KoTOpOE i arvorpad OLIEHKE WK BbIN0 Hebe3onacHbiM ana 0 0CTyNa K apTep nocne MMnnaxTauui.
naronoruyeckoe in CUCTONNYECKOE ap > 180 mm pr. cT.). 14.0 VTINN3ALNMA YCTPOIICTBA
0 YpoBeHb remMornobuxa (Hgb) < 81/an (kpome cnyyaes auanuaa), konnyecTso Tpombouutos < 50 000, MHO > 1,5 wnu renapi TONEHWA. n N 6 6
0 VI3BECTHbIE KADAMONOTUYECKIIE NDEANIOCHKY 3MBONIIM. nom:ﬂ (CTOTS3082 1A VCTPOACTED eruM " ynamBKBy Cneqyer HanexaLm 06pasom pacnpenenmb 110 KaTeropuam ana yrmnmaaumm (Hanpumep, G1oNOr4eCK onackbie, 0CTPbIe
0 ATepOCKIEPOTUUECKO. NOPAXEHIE NPUTEraloLLMX COCYA0B (T. €. YT A0PThI UM YCTbA 0L COHHOI apTepuu), oluiee pa 0 KateTepa PEAMETbI, HEONaCHbIE OTXOMb! U T. A.) y ¢ y
WAV TUNb3bl. 15.0  OTBOP W JIEYEHWE NALVEHTOB
* b " o YHacTkoB y c COHHbIX apTEPUVI HE YCTAHOBNEHbI. K i Bpay p ma p P 1 UX npoGUN0 pUCKa NA yKa3aHHbIX NPOLEnyp, kak OnucaHo
«  Cnenyer b npu TENbHOM ) yuacTka nopaxeHus 63 3alluTbl OT 3MEONIM, NOCKONbKY 3TO MOXET YBENMUUTL PUCK 8 pasgene 6.0 «[TokasaHua K npumMeHeruio» v pasgene 7.0 «[IpoTuBomoKasaHs».
HeBNaronpuATHoro 1cxopa. 16.0  NHOOPMALNA O KOHCYNILTUPOBAHII MALINEHTOB 11 PEKOMEHZALAN NALNEHTAM
* Yr06bl CHU3UTb BEPOATHOCTb 3MBONUN BO BPEMA MPOXOKIEHUA 0 y4acTka, M cnepyer ¢ ocTop! Tbi0, HE NPOMIBUTAR €ro B cnyyae Bpavam creayer ¢ Mepani npenocTe " NOCTeACTBMAMY B PIUCKOB U 5 peaKumii
BOSHVKHOBEHWA COMPOTMBAEHNA. TMNEPUYBCTBUTENBHOCTH, KOTODBIE MOTYT GbiTb aKTy npu 110 noBoay [1aHHOTO M3REnUA. Bpauu JOMKHbI NPEAYCMOTPETb CREayloLLee:

9.0

Y NaUNEHTOB, HYXAAILIVXCA B NPUMEHEHUN aHTALWAOB U (W) HTArOHWCTOB H2-pewenTopoB 10 W CPady NOCNE YCTAHOBKY CTEHTA, MOXKET YXYALINTbCA BCachiBaHie
CpencTs Ny NEPOPANbHOM Npueme.
AneKBatHaa aHTUTPOMBOLWTAPHAA 1 aHTUKOATYNALMOHHAA Tepanua AOMKHA BbiTb NPOBEAeHa 40 M NOCNE BMELLATENbCTBA, B COOTBETCTBIM C TEM, KaK 3T0 OMUCaHO B 3TUX MHCTPYKLMAX. C

0coboit 0 cneayet BONPOC 06 CTEHTA Y NAUMEHTOB, HEAABHO NEPEHECLUNX 0BOCTPEHNE racTpUTa Ui A3BEHHO BONE3HN XenyaKa.

Kak 1 B cnyyae 1t060ro CocyaucToro MnnaxTara, KOHT. CTEHTA MOXET NPUBECTM K TPOMBO3Y, NOXHO# WK paspbiBy
cocyna.

YCTpOIACTBO ANA 3aLLMTbl OT 3MEONUN CReayeT pa3MeLLaTh Ha A or 13 Habopa AnA YCTaHOBKY kapoTiaHoro cterta X.ACT, uTobbl M36exarb BO3MOXHOMO

3aUENNeHNA KOHUMKA KateTepa u3 Habopa AnA YCTaHOBKM KapOTUAHOMO cTeHTa X.ACT ¢ GunbTpom 1 (Wnu) 3axatia GUIbTPa PaCcKPbIBLUMMCA CTEHTOM. ECAM Npousowno sauenneqme

CUCTEMbI J0CTABKY C QUBTPOM W (W) 3axaTue GUbTPa B0 ero OTAeneHIe, MOXET NOTPE6OBATLCA NEPEXOQ K OTKPLITOMY XMpypr y BY UM

KaTETEPHOE UHTEPBEHLIMOHHOE BMELLATENbCTBO.

MoaTBEPAUTE COBMECTUMOCTb HABOPA 1A YCTAHOBKY KapoTUAHOTO cTenTa X.ACT ¢ Apyrumu YCTpOit npepHa [ANA UCONb30BaHNA B AaHHOI
npoueaype.

TPOMBIBOYHbI/t PACTBOP AOMKEH NOCTYNATH BO BPEMA It 1 ne YCTPOVCTB MO NPOBOAHUKY. BLINOMHANTE KaXayto 3aMeHy YCTPOVCTB MEANEHHO,

uT0GbI Npenynp B ambonmio aprepuu.
He nbiTaiitech U3MeHUTb NONOXEHUE CUCTEMbI I0CTABKI NOCE KOHTAKTa CTeHTa CO CTEHKOW cocyaa.

He Bpalyaiite Habop ana ycTaHOBKYM KapoTuaHoro ctedta X.ACT.

Ecnm cc BO3HVKIO B CUCTEMbI IOCTABKM, €€ HEOBXOAVMO U3BNEYD 1 3AMEHNUTb Ha APYTYHO.
Ecnu nocne ycTaHOBKM CTEHTa B N11060I MOMEHT U3BNIEYEHIA CUCTEMbI I0CTABKI

108 COnpC 13BEYb BECb HADOP BMECTE C rNb30ii-

OM Unn M POM Kak eAvHOe Lienoe.
Y nuw, MMErOLLIX anneprino Ha Nioboi 3 nep fanee Habopa ana oro creHTa X.ACT B aHaMHe3e, MOXET pasBUTbCA anepruyeckan peakuma Ha
[1aHHOe i Mepen cnepyer 0BaTh NaLveHTa OTHOCUTENbHO B fiCTBE; TaKKe

M3y4UTb aNNepronorinyeckuii aHavHes nauuenTa. B cocTas cvcTembl JOCTaBKI BXOAAT LLAA CTanb, , CUNNKOH, ,
Y

cynbhar 6apua 1 NNaTuHo-MpUAEBbIIt CNas.

MEPbI NPEAOCTOPOXHOCTI
[NanHan cucrema AOCTaBKY He NPeAHa3HaveHa 1A MCToNb30BaHNA COBMECTHO C APYrUMM CTEHTAMU.

Mpw ©CN0MIb30BaHMN N1060TO UAENUA ANA UHTEPBELMOHHOM XAPYPTN CrIEAYET mep DKHOCTU ANA [ 06pa3oBaHuA TPOMGOB.
Mepen wm npc BCE YCTPOIICTBA, BBOAVMbIE B COCYAUCTYIO CUCTEMY, renapuHm (hu3monornyeckum
pacTBopoM.

Nna IX T p i u (unn) ar ) BO BPEMA CTEHTUPOBAHMA COHHOI apTepUyi HEobXoANMo
WMETb 0CTYN K i Bewe, i Kak NeveHue, Tak i 0 Kapavc pa, ecnu aTto

YCTPOICTBO CNeayeT NPoMbIBaTh TONbKO C NOMOLLbIO NPUNAraemMoro Wnpuiia 06bemMom 3 M 1 NPOMbIBOYHOTO HAKOHEUHMKA.

HapyXHbiit AnameTp BHeLHei runb3abl cocTasnAeT 5,7 F. Ha 0CHOBaHWM JaHHOrO aMameTpa cnefyet Bbiopath ii KaTetep coc 0 pasmepa.

JlaHHoe n3fenve Henb3a UCNONb30BATb, ECAIN CTEHT OKA3ANCA YACTYHO PACKPbIT B CUCTEME OCTABKM CTEHTa.

Ecnu nocne NoAroToBKY OCTAETCA 3a30p MeX/y HAaKOHEUHIKOM KaTeTepa v BHELUHeN rnb30i, BpaLLaiiTe akTvBATop PACKPLITHA NPOTUB YACOBO/ CTPENKM A0 TeX N0p, Noka 3a30p e 6yaer
3aKPbIT.

TpoBenexue 1 packpbiTe Habopa ANA YCTaHOBKM KapoTuaHoro cTerta X.ACT™ cnefyeT BbINONHATb TONbKO NOJ PEHTTEHOCKONUYECKVM HAbMOAeHNEM.

B cny|anX, KOria A NOKPHITUA BCETO MOPAKEHHOTO Y4aCTKA COCYAA TPEGYETCA YCTAHOBKA ABYX 1 6ONEE CTEHTOB, A TAKKE MDY HANMYUN MHOXKECTBEHHbIX MOPAKEHHBIX Y4ACTKOB,

NEPBbIM HeC y4acTok, a 3arem K Gonee OMy. [laHHbIlt NOPANOK CTEHTUPOBAHUA NO3BONAET U3BexaTh
NPOBEAEHINA AUCTANLHOTO CTEHTa Yepe3 NPOKCUMANbHIA CTEHT 1 TakM 06Pa3oM CHIDKaeT yxe 0 CTeHTa.

Tpu BOSHUKHOBEHUY CUTYaLWK, KOTAa NPEAbAYLLNA CTEHT YACTUYHO NEPEKPLIBAETCA NOCEAYIOLMM, AIMHY Y4acTKa NEPEKPLITUA CREYeT CBOAUTL K MUHUMANbHOI. H npu Kakux

06CTC He cneayet 6onee 2 CTEHTOB.
He nbiTaiiTect BTAHYTb YaCTUYHO il CTEHT 0bpaTHo B

il KaTeTep UNK runbay, NOCKONbKY 3T0 MOXET NPUBECTH K €ro OTAENEHWIO OT CUCTEMbI J0CTaBKY.

Ina npn pasmepom 0,014 aroitma (0,36 MM) Ha NPOTAXEHUN BCEI NPOLIEAYPbl HABOP ANA YCTaHOBKM KapOTUAHOTO
crenTa X.ACT cnefyeT ucnonb3oBarb COBMECTHO C POM WK Tl i 10CEPOM.
He ponyckaiite BO3EVCTBIAA HA CUCTEMY OCTABKI OPT i cnupra), 370 MOXET K CTPYKTYPHO! LENOCTHOCTM 1 (M)

(YHKUNOHMPOBaHWA YCTPOIACTBA.

*  06CyXpeHie BONPOCOB COOTHOLIEHNA PUCKA W NOMb3bl A KAXAOTO KOHKPETHOTO NaLMEHTa;
*  o6CyXneHie N3MEHeH!A TeKyLLero 06pasa K13 cpasy nocne NpoLezypbl i B AONTOCPOUHOI NEPCMEKTUBE;

. no6oro 1o 0
L pucKoB NNEPrinyeckoil PeakU Nk NOBBILUEHHOM YyBCTBUTENBHOCTM K KOMMOHEHTAM YCTPOVICTBA.
17.0  MHOOPMALMA O KNIMHNYECKOM NMPUMEHEHIN
171 Heobxopumble maTepuansi
o T 6 F nnu npc it kateTep amametpom 8 F, BYtOLLME cocynos. M il BHYTpeHHuit anametp (B[l) HanpasnatoLLero

Karetepa/runb3abl 0,088 atoitva/2,24 mm.
«  Bpawarowmiica remoctatinyeckii knanat 0,096 aroiima (2,44 mm).
«  YCTPOWCTBO ANA 3awuThl 0T ambonuu Emboshield NAVE™ u nposoaHuk BareWire.
*  Karetep ana i
«  [enapuHnanpoBanHblit Guanonorudeckuit pacteop, 1000 EL/500 ky6. cm. (CTepunbHblil).
«  LWnpuy ¢ 3amkom Jlio3pa o6bemom 3 mn.
*  TpOMbIBOYHBIIA HAKOHBUHUK.

(Hec )

17.2 MoproToBka cucTembl JOCTaBKN

17.2.1  |13BnekwuTe ynakoBaHHoe YCTPOCTBO U3 KOPOBKU.

17.2.2  OcmoTpuTe NaKeT Ha Hannume D 0 bapbepa. Ecnu ecTb No03peHKte, YTo CTEPUNbHbIN Gapbep Gbin HapyLUeH, He MCNONb3yiiTe YCTPOICTBO U BEPHUTE
€r0 NPON3BOAUTENIO.

17.2.3  OTkpoiiTe naker 1 u3BnekuTe yCTPOINCTBO N3 NAKETa, COXPAHAA ero CTEPUNIbHOCTD.

17.2.4  113BnekwTe yCTPOICTBO U3 3ALLUTHOTO KONbLIA, OTNYCTUB GUKCATOP 1 BbITALLMB YCTPOICTBO 3a PyKOATb. OCMOTPHTE YCTPOICTBO HA HANMUME NOBPEXAEHNI. NP 06HAPYKEHNN KaKVX-
160 NOBPEXMEHNT He UCNONb3YVITe YCTPOCTBO 1 BEPHUTE €ro NPOM3BOATENIO.

17.25 Ny Lwnpu 06 3mn, it GU3NONOTNYECKM PacTBOPOM, K HAKOHEYHMKY AnA ] yepes YCTPOWCTBA A0 TEX
nop, Noka GU3MoNoriyeckuii pacTBOp He BblAAET Kak MeXAY HaKOHEYHUKOM i TENOM KaTeTepa, Tak v Yepes BbIXO[HOE 0TBepcTUe NposoaHuka RX (puc. 1, nomep 10).

17.2.6  OcmoTpuTe ANCTANbHBIIA KOHEL, YCTPOICTBA, YTOBLI Y6EANTLCA, YTO BCE YacTU CTEHTA 3aluyLLeHbl. He ucnonbayiTe YCTPOIACTBO, CAM Kakas-nubo YacTb CTeHTa 6bina nogsepxeHa

BO3ENCTBII, 1 BEPHUTE €10 NPON3BOAWTENIO.





17.2.7 Ecnu nocne NoArotoBKI OCTAETCA 3a30p MEXAY HAKOHEUHMKOM KaTeTepa U BHELLHei rinb30ii, BpallaiiTe akTMBATOp PAacKPbITUA NPOTMB 4YacoBOI CTPENKI (B HanpaBneHun,
NPOTVBOMONOXHOM YKa3aHHOMY CTPENKOiA Ha PYKOATM) [0 TeX Nop, N0Ka 3a30p He BYAeT 3aKpbiT.

|| AxtuBatop packpbiTus —Jg

17.2.7.1 YoepxuBaitTe pykoATb Kak N0Ka3aHo Ha PUCYHKe 4.
17.2.7.2 Bpawaiite akTusatop packpbitia B
Mpumeyanne. He BpaLLaiiTe akTBaTOp PackpbiTUA 1 KOPMYC PYKOATU OFHOBPEMEHHO.

NPOTYBC CTPENKOi Ha PyKOAT.

r I\

PucyHok 4. Brarnsanne HakoHeuHnKa

Mpumeyanue. Mocne nony4eHna YPECKOXHOro A0CTyNa CAeMyeT UCnonb3oBarb renaput AnA obecneyeHmna TH aK 0 BpEMEHU CBEp
300 cekyHa. Baenenue runb3abl UHTPOAbIOCEPA, 0 pa/riNb3bl 11 YCTPOIACTBA 3aLUMTbI OT 3MBOAUM.

17.2.8  [locTyn K MecTy fleyeHns ¢ Mcnonb: 0 BCNIOMOrarenbHoro 0c it noctasku RX pasmepom 5,7 F.

(ACT) 6onee

17.2.9 Tlocne packpbiTvA CUCTEMbI 3aLLWTbI OT 3MBONIUK NP Py MOXHO nytem npyrux | YCTPOIACTB M0 TOMY e NPOBOAHUKY.
17.3  BeepeHne cucTeMbl LOCTaBKN CTEHTA
17.31  Tpn Hec viocTin pactumpbTe / Y4acToK C MOMOLLbIO P METOAO0B aHr

17.3.2. Tpopsuraiite Habop AnA YCTaHOBKM KapoTMaHoro ctexta X.ACT™ no B cnyuae 0 conp BO Bpems p , Habop cnenyer
W3BNEYb M 3aMeHUTb. AKTUBATOP PacKpbITUA HE ClieayeT BpaLlath A0 Tex Nop, NOKa HEPACKPbITbIN CTEHT B cUCTEME A0CTaBkW RX He ByaeT pacnonoxeH B npeanonaraeMom Mecte
PacKpbITUA.

17.4  PackpbiTne cTeHTa

17.4.1. Tpopsuraiite cuctemy focTaskin RX 0 Tex nop, NOKa PEHTreHOKOHTPACTHbIE MapKepbl He panonoxarca coot
nopaxeus. He cneayer spawarb pp BO Bpems cucTembl focTasku RX.

17.4.2  Yoenutech, 4To remoCTaTMYECKWI KNanaH 3aTaHyT Ha cTabunusatope (puc. 1, Homep 11). 3akpenuTe pykoATb OAHOI PYKOW. [lpyroii pyKoit NPOBEPLTE, YTO YaCTb CTEPXKHA KaTeTepa,

06pasom " LIENesoro yyacka

KOTOPaA OCTAETCA CHAPYXM MHTPObIOCEPa/HANPaBNAIOLLIErD KaTeTepa, npaman (puc. 5-a). | KoTopoe PacKpbiTUe CTEHTA, NOKA3aHO CTPENKOIl Ha
pykoaTH. MeaneHHo BpaLLaiiTe akTMBATOp PacKpbITUA PYKOATKY N0 4acoBOi CTpenke (puc. 5-b). 310 p cTenTa. I cucTembl
focTasku RX MOXET 6biTb AOCTUTHYTO 10 TOTO, Kak CTEHT BOWMAET B KOHTAKT CO CTEHKOM COCYAa. [eMOCTaTMYECKVi KnanaH AOMKeH BbiTb OTKPBIT 40 U3MEHEHUA NONOXKEHNSA CTEHTa.

lemocTaTnyeckuii knanax criefyer NOBTOPHO 3aTAHYTb Ha CTaC pe nepen, CcTeHTa. He nbiTaiiTech M3MeHUTb NONOXeHWe cucTembl AocTaBki RX
10CAe KOHTaKTa CTEHTa CO CTEHKO COCYAa. PaCKPLITUE CUUTAETCA 3aBEPLUEHHBIM NOCNE MOMHOTO 0CBOF CTEHTa U ero O CTeHKOIA cocyfa.

Mocne Toro, Kak CTEHT CONPUKOCHYNCA CO CTEHKOIA COCYAA, He nepemelLaiite cuctemy AocTaski RX 10 Tex nop, noka CTEHT He ByAeT NONHOCTbIO packpbIT (puc. 5-¢).

17.4.3
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PucyHok 5. PackpbiTne cTeHTa

17.5  PackpbiTie CTeHTa nocne packpbiTna

17.5.1  Otkpoiire r i Knanax. cuctemy foctasku RX nof peHTreHoCKONUYECKUM HabnioaeHnem.
Mpumeyanme. Ecnn Bo BPEMA n3BneyeHna cuctembl foctaski RX BeTp 60 p MPUYIHY N110GOr0 CONPOTUBAEHNA CRIEAYET ONPEAENUTb C NOMOLLbIO
PEHTT " KC ACTBUI

17.5.2 C nOMOLLbIO PEHTTEHOCKONWUY OLHUTE CTeNeHb PAaCKPbITUA CTEHTA.
17.5.3  Tlpn HEOBXOANMOCTY CTEHT MOXET BbiTb JONONHUTENbHO PACKPbIT.
17.6  [leficTBNA Nocne MMNNAHTALUN CTEHTA
17.6.1 Tlocne TOro, KaK OKOHYaTeNbHad aHruorpadua NOATBEPAUT YAOBNETBOPUTENbHBIA Pe3ysbTaT, CUCTEMa IMBONYECKON 3alLUThl JOMKHA ObITb U3BNEYEHA B COOTBETCTBUN C
no Bce pyrue BCNoMOraTenbHble YCTPOMCTBA Tenepb MOXHO U3BMEYb 1, NPU HEOBXOAUMOCTH, 3aKPbITh MECTO NPOKONa.
18.0  KAPTA MALEHTA C UMIUTAHTIIPOBAHHbIM CTEHTOM
Bpay unu cneumanicT MeaNLMHCKONO LIHTPa AOMKEH BbINOMHUTb HIKeYKa3aHHbIE AEHCTBIUA C KAPTOM NAUMEHTa C UMNAAHTPOBAHHBIM CTEHTOM.
«  BHectu B KapTy WOEHT (Ha NMLEBOI CTOPOHE KapTbl), MHPOPMALIMIO O MEAULIMHCKOM LIEHTPE WU Bpaye, aapec U KOHTAKTHbIN HOMEP, a TakxKe Aaty
YCTAHOBKY UMNNaHTaTa (Ha 06paTHOIt CTOPOHE KapTbi).
* HaknewTb Ha KapTy CHUMAIOLLMECA HAKNEKN C STUKETKM n3nenua.
Mepen i NALMEHTY HeC KapTy NauyeHTa ¢ MMNNaHTUPOBAHHbIM CTEHTOM.
19.0  PACKPBITIE H()OPMALWI 06 N3ENNI

Komnanua Abbott cobniopana Bce pasymHble Mepbl [iaHHoro ycTpoiicTea. Komnaxua Abbott uckntouaeT Bce BUgbl rapaHTIii, ABHbIX WK

n0[pa3yMeBaeMblx, AEACTBYIOLLNX B CUNY 3aKOHA WK MHLIM 0GPA3OM, B TOM YUCAE, NOMUMO NPOYEro, NioBble N0ApasyMeBaeMble rapaHT TOBAPHOI NPUFOAHOCTY WK COOTBETCTBIA, Tak

KaK C AaHHbIM YCTPO# nero a TakKe (GaKTopbl, UMEIOLLVE OTHOLLIEHNE K NALMEHTY, AUArHOCTUKE, SIEYEHNI0, XPYPrvyeckiM npoLeaypam, 1 Apyrie BOnpochl,

He or Abbott, BANAIT Ha YCTPOIACTBO W Pe3ynbTathl €ro Ucnonb3oBanuA. Komnauna Abbott He HeceT 0TBETCTBEHHOCTI 3a NtOBOA NPAMOIA Un

KOCBEHHbIiA YLLiep6, NOBPEXAEHIA B0 PAcX0fbl, NPAMO WM KOCBEHHO CBA3AHHbIE C UCMONb30BAHMEM [AHHOrO YCTPOiicTBa. Komnakua Abbott He npuHUMaeT Ha ce6a kakyto-nnbo aApyryio
[ 064 W He 60 nHOe L0 Takyio Wi 06A3aTeNbCTBA B CBA3N C AAHHbIM YCTPOACTBOM.

KHOCTY NpK
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Table 5: Qualitative and Information for X.ACT Carotid Stent System 1/4
Design Stent Length (mm) Nitinol (Ni-Ti) Stent Mass (mg)
. 20 76
Straight
30 100
30 101
Tapered
40 139

2.0 HOW SUPPLIED
Sterile — Sterilized with Ethylene Oxide. Non-pyrogenic. Do not use if package is open or damaged.

This single use device cannot be reused on another patient, as it is not designed to perform as intended after the first usage. Changes in mechanical, physical, and / or chemical characteristics
introduced under conditions of repeated use, cleaning, and / or resterilization may compromise the integrity of the design and / or materials, leading to contamination due to narrow gaps and /
or spaces and diminished safety and / or performance of the device. Absence of original labeling may lead to misuse and eliminate traceability. Absence of original packaging may lead to device
damage, loss of sterility, and risk of injury to the patient and / or user.

Contents — One (1) X.ACT™ Carotid Stent System, one (1) Flushing Tip and one (1) 3 ml Luer Lock Syringe.
Storage — Keep dry. Keep away from sunlight. Do not expose to organic solvents or ionizing radiation.

3.0 INTENDED PURPOSE

The X.ACT™ Carotid Stent System is intended for carotid revascularization.

4.0 INTENDED USER AND USER TRAINING

The intended users of the subject devices are p or allied
of carotld anenes and who have received appropnate training on the

p i under the duectlon of such physicians who have been approprla1ely trained in interventional procedures
clinical side effects and hazards with pi

X.ACT™

Carotid Stent System
INSTRUCTIONS FOR USE
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This Instructions for Use pertain to the X.ACT™ Carotid Stent System.
Table 1: Basic UDI-DI

Product Name |
| X.ACT Carotid Stent System

Basic UDI-DI |
| 8717648CAR00020W |

This Instructions for Use (IFU) as per European Regulation (EU) 2017/745 can be found on the Abbott eLabeling website at vascular.elFU.abbott.
1.0 DEVICE DESCRIPTION

Figure 1: X.ACT Carotid Stent System
Delivery System
1. Handle
2. Deployment Actuator
3. Distal Outer Sheath 8. Radiopaque Proximal Marker
4. Guide Wire Lumen 9. Catheter Shaft
5. Tip 10. Guide Wire Exit Port
11. Stabilizer

6. Radiopaque Distal Marker
7. X.ACT Stent

The X.ACT™ Carotid Stent System consists of rapid exchange (RX) delivery system and self- expandmg nitinol stent designed for use in a carotid interventional procedure. The RX delivery system
has a 5.7F shaft. The stent is available in a range of sizes in both straight and tapered i On , the inal stent self-expands to exert a radial force on the vessel wall.
The RX delivery system (Figure 1) consists of a catheter shaft (9), a stabilizer (11), a tip (5), a distal outer shealh (3) and a handle (1) with a deployment actuator (2). The X.ACT stent (7) is
located between the radiopaque proximal marker (8) and the radiopaque distal marker (6).

Prior to deployment, the radiopaque markers are used as a guide to position the X.ACT stent. The deployment actuator is used to deploy the X.ACT stent.
Tapered Stent
This stent is designed to fit tapered carotid anatomy (Figure 2).

Proximal end Distal end

Figure 2: Tapered Stent
Straight Stent
This stent is designed to be used within non-tapered carotid anatomy such as lesions not involving the bifurcation (ﬁgure 3).

Figure 3: Straigm Stent

The X.ACT stent is provided in a range of lengths, diameters, and configurations. Care should be taken to select the most appropriately sized stent. The device range is specified in Table 2. The
X.ACT stent foreshortening is expected to be < 10%.

Table 2: Device Range

Catalogue No. Stent Length Configuration Uncm;)silar:::(e:rsmnl
XRX 020 07S 20 mm Straight 7 mm
XRX 020 08S 20 mm Straight 8 mm
XRX 020 09S 20 mm Straight 9 mm
XRX 020 10S 20 mm Straight 10 mm
XRX 030 07S 30 mm Straight 7 mm
XRX 030 08S 30 mm Straight 8 mm
XRX 030 09S 30 mm Straight 9 mm
XRX 030 10S 30 mm Straight 10 mm
XRX 030 08T 30 mm Tapered 8-6mm
XRX 030 09T 30 mm Tapered 9-7mm
XRX 030 10T 30 mm Tapered 10 -8 mm
XRX 040 08T 40 mm Tapered 8-6mm
XRX 040 09T 40 mm Tapered 9-7mm
XRX 040 10T 40 mm Tapered 10 -8 mm
Table 3: Stent Sizing (Straight Stent)
Reference Vessel Size Unconstrained Stent Diameter

> 5.5-6.4mm 7.0 mm

> 6.4-7.3mm 8.0 mm

>7.3-82mm 9.0 mm

>8.2-9.1mm 10.0 mm

Table 4: Stent Sizing (Tapered Stent)
Lumen Diameter Range | Lumen Diameter Range Tapered
for the Proximal End for the Distal End Unconstrained Stent Diameter

> 6.4-7.3mm 4.8-5.5mm 8.0-6.0 mm
>7.3-8.2mm >55-6.4mm 9.0-7.0mm
>82-9.1mm > 6.4-7.3mm 10.0 - 8.0 mm

©
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(PTA), atherectomy and stenting proced
5.0 INTENDED CLINICAL BENEFIT
The X.ACT™ Carotid Stent System is a medical device intended to treat atherosclerotic disease of the carotid arteries to reduce stenosis of the target lesion, resulting in low rates of stroke.
6.0 INDICATIONS
The X.ACT™ Carotid Stent System is indicated for use in patients with atherosclerotic disease of the carotid arteries.
The X.ACT Carotid Stent System is indicated for use in conjunction with Abbott Medical’s Emboshield NAVS™ Embolic Protection Systems (EPS).
7.0 CONTRAINDICATIONS
The X.ACT™ Carotid Stent System is contraindicated for use in:
Patients in whom and / or therapy is
« Patients with a known allergy or hypersensitivity to stent materials (nickel-titanium alloy) or contrast medium, who cannot be adequately premedicated.
< Patients with uncorrected bleeding disorders.
8.0 WARNINGS
< This device is designed and intended for single use only. Do not reuse, reprocess or resterilize. Reuse, ing or 1 ilization may the structural integrity of the device
and / or delivery system and / or lead to device failure, which may result in patient injury, illness or death Reuse reprocessmg or resterilization may also create a risk of contamination of the
of i

device and / or cause patient infection or cross-infection, including, but not limited to, the from one patient to another. Contamination of the device
and / or delivery system may lead to injury, illness or death of the patient.

« Carefully inspect device components prior to use to verify that they have not been damaged and that the size, shape, and condition are suitable for the procedure for which they are to be
used. A device or access device which is kinked or damaged in any way should not be used.

« DO NOT USE if sterile pouch is damaged.
« Do not use the product after the “Use-by date" specified on the label.

« Use of the device should be restricted to pl or allied under the direction of such physicians trained to the specifics of the device and to the Instructions
for Use. Users must be knowledgeable of the current medical literature and appropriately trained on the principles, clinical applications, complications, side effects and hazards commonly
associated with carotid interventional procedures.

« Refer to instructions supplied with all interventional devices to be used with the X ACT™ Carotid Stent System for their intended uses, and potential

« The safety and efficacy of the X.ACT Carotid Stent System have not been with embolic p systems other than Abbott Medical’s Emboshield™ Family of Embolic
Protection Systems. Refer to the Instructions for Use document for the Embolic Protection System that will be used for specific device instructions.

« Stenting across a major bifurcation may hinder or prevent future diagnostic or therapeutic procedures.
< When multiple stents are required, stent materials should be of similar composition.

«  Keep dry. Keep away from sunlight. Do not expose to organic solvents or ionizing radiation.

< Overstretching of the artery may result in rupture and life- threatening bleeding.

< Appropriate antiplatelet, anticoagulant and, if necessary, vasodilator therapy must be used during the procedure. Anticoagulant therapy sufficient to maintain an activated clotting time (ACT)
of at least 250 seconds for the duration of the procedure is recommended.

« Maintain a snug seal between the device and the hemostatic valve during insertion. Failure to observe this may result in air being drawn into the access device through the hemostatic valve.
Device insertion should be performed slowly to minimize the risk of air entrainment.

«  During the insertion of Rapid Exchange catheters through guide catheters or sheaths, careful handling is required to ensure that air is not drawn into the hemostatic valve. Therefore, flushing
of contrast media (or other fluids) is recommended before or after insertion of the catheter, but not while the catheter is within the hemostatic valve.

< Do not advance any component of the X.ACT Stent Delivery System against significant resistance. The cause of any resistance should be determined via fluoroscopy and remedial action
should be taken.

« Implanting a stent may lead to dissection of the vessel distal and / or proximal to the stent. It may cause acute vessel closure requiring additional intervention (carotid endarterectomy, further
dilatation, or placement of additional stents).

« The stent may cause a thrombus, distal embolization or may mlgrate from the sne of |mp\ant down the arterial lumen. Appropriate sizing of the stent to the vessel is required to reduce the
possibility of stent migration. In the event of of the d stent, lysis and PTA should be attempted. (Refer to Table 3 and Table 4 for stent sizing.)

< Inthe event of complications such as infection, pseudoaneurysm, or fistulization, surgical removal of the stent may be required.

< Ensure optimal positioning of the stent prior to deployment. Once deployment is initiated, the stent cannot be repositioned or recaptured. Stent retrieval methods (use of additional wire,
snares, and / or forceps) may result in additional trauma to the carotid vasculature and / or the vascular access site. Complications may include death, stroke, bleeding, hematoma, or
pseudoaneurysm.

« The safety and effectiveness of the X.ACT Carotid Stent System has NOT yet been established in patients with the characteristics noted below:
o Low to moderate risk for adverse events from carotid endarterectomy.

in carotid arteries.

o Previously placed stent in target artery.

o Pregnant patients or patients under the age of 18.

o Patients in whom femoral access is not possible.

o Angiographically visible thrombus.

o Patients with aneurysmal dilation immediately proximal or distal to the lesion.

o Severe dementia.

o Carotid string sign (a tiny, long segment of contrast in the true lumen of the artery).

o History or current indication of bleeding diathesis or including ytopenia or an inability to receive heparin in amounts sufficient to maintain an activated clot time at
> 250 seconds.

o History of intracranial hemorrhage within the past 3 months.

o Other abnormal angiographic findings that indicate the patient's risk of a stroke, due to a problem other than that of the target lesion, such as: ipsilateral arterial stenosis greater in
severity than the target lesion, cerebral aneurysm, or arteriovenous malformation of the cerebral vasculature.

o Total occlusion of the target lesion.

o Vessel anatomy precluding the use of the stent system or appropriate positioning of the embolic protection system.

o Presence of carotid artery dissection prior to initiation of the procedure.

o Evidence of a stroke within the previous 30 days.

o History of ipsilateral stroke with fluctuahng neurologlc symptoms within 1 year.

o Any condition that p proper or made p arterial access unsafe, (eg mormd obesny, sustained systolic blood pressure > 180 mmHg).

o Hemoglobin (Hgb) < 8 gm/dl (unless on dialysis), platelet count < 50, 0[]0 INR > 1.5 (irre i or heparin ytopenia.

o Known cardiac sources of emboli.

o Atherosclerotic disease involving adjoining vessels (i.e., the aortic arch or ostial common carotid artery) precluding safe placement of the guiding catheter or sheath.

« The safety and effectiveness of concurrent treatment of lesions in patients with bilateral carotid artery disease have not been established.

«  Caution should be used if pre-dilating the lesion without embolic protection as this may increase the risk of an adverse outcome.

« To reduce the potential of emboli during lesion crossing, the device should be carefully and not ad! d against

« In patients requiring antacids and / or H2- before or i after stent oral absorption of antiplatelet agents (e.g., aspirin) may be adversely affected.

«  The approp and therapy should be pre- and post-p as suggested in these instructions. Special consideration should be given to those
patients with recently active gastritis or peptic ulcer disease.

« As with any vascular implant, infection secondary to contamination of the stent may lead to thrombosis, pseudoaneurysm, or rupture.

« Allow for and maintain adequate distance between the X.ACT Carotid Stent System and the EPS to avoid potential filter engagement with the X.ACT Carotid Stent System tip and / or filter
entanglement with the deployed stent. If filter and/ or or filter oceurs, surgical ion or additional catheter-based intervention may be required.

«  Confirm the compatibility of the X.ACT Stent Delivery System with the other interventional devices intended for use in the procedure.

« Maintain continuous flush while removing and reinserting devices on the guide wire. Perform all exchanges slowly to prevent air embolism or trauma to the artery.
« Do not attempt to reposition the delivery system once the stent has made contact with the vessel wall.

« Do not torque the X.ACT Carotid Stent System.

« If resistance is met during delivery system introduction, the system should be withdrawn and another system used.

«  Should unusual resistance be felt at any time during the removal of the Delivery System post-stent implantation, the entire system should be removed together with the introducer sheath or
guiding catheter as a single unit.

« Persons with a known history of allergies to any of the components of the X.ACT Carotid Stent System listed below may suffer an allergic reaction to this device. Prior to use on the patient,
the patient should be counseled on the materials contained in the dewce and a thorough history of allergies must be discussed. The delivery system contains stainless steel, polyether block
amide, poly , polyamide, silicone, p poly ketone, polyimide, tungsten, barium sulphate, and platinum-iridium alloy.

PRECAUTIONS
« The delivery system should not be used in conjunction with other stents.

< Precautions to prevent or reduce clotting should be taken when any interventional device is used. Flush or rinse all devices entering the vascular system with sterile isotonic heparinized
saline prior to use.

< Femoral venous access should be available during carotid stenting in order to manage potential hemodynamic instability. (i.e., bradycardia and / or hy,
intervention or placement of a temporary pacemaker, if needed.

« The device must only be flushed using the 3-ml syringe and flushing tip provided.

«  The outside diameter of the outer sheath is 5.7F. An appropriate-sized sheath / guiding catheter should be selected based on this diameter.
< Do not use if the stent is partially deployed within the stent delivery system.

« If, after preparation, a gap between the catheter tip and the outer sheath exists, rotate the dep actuator in a

« Advancement and deployment of the X.ACT™ Carotid Stent System should only be performed under fluoroscopic observation.

< If more than one stent is required to cover the lesion, or if there are multiple lesions, the most distal lesion should be stented first, followed by the stenting of the proximal lesion. Stenting in
this order obviates the need to cross the proximal stent for placement of the distal stent and reduces the chance of dislodging stents that have already been placed.

« If an overlap of sequential stents is necessary, the amount of overlap should be kept to a minimum. In no instance should more than 2 stents ever overlap.

« Do not attempt to pull a partially expanded stent back through the guiding catheter or sheath; dislodgment of the stent from the delivery system may occur.

« The X.ACT Carotid Stent System must be used with a guiding catheter or introducer sheath to maintain adequate support of the 0.014" (0.36 mm) guide wire throughout the procedure.
« Do not expose the delivery system to organic solvents (e.g., alcohol) as the device’s structural integrity and / or function may be impaired.

< Care must be exercised when crossing a newly deployed stent with other interventional devices to avoid disrupting the stent geometry and placement of the stent.

« The deployment actuator should not be rotated before the undeployed stent within the RX delivery system has been d at its intended dep! location.

< Do not remove the stent from its delivery system as removal may damage the stent. The stent and delivery system are intended to be used in tandem. If removed, the stent cannot be put
back on the delivery system.

«  One or more components of this device may contain the following substance defined as CMR 1B in a concentration above 0.1% weight by weight: Cobalt; Chemical Abstract Service (CAS)
No. 7440-48-4; EC No. 231-158-0.

Current scientific evidence supports that medical devices manufactured from stainless steel alloys containing cobalt do not cause an increased risk of cancer or adverse reproductive effects.
« If the patient requires imaging, see Magnetic Resonance Imaging (MRI) Safety Information below:
Magnetic Resonance Imaging (MRI) Safety Information

by either phar

direction until the gap is closed.

MR Conditional
MRI Safety Information

Nonclinical testing has demonstrated that the X.ACT Carotid Stent is MR Conditional for single and overlapping lengths up to 75 mm in length. A person with the X.ACT Carotid Stent may be
safely scanned under the following conditions. Failure to follow these conditions may result in injury.

Device Name X.ACT Carotid Stent

Static Magnetic Field Strength (B,) 1.5 0r 3 Tesla

Maximum Spatial Field Gradient 3000 Gauss/cm (30 T/m)

Maximum Gradient Slew Rate 200 T/m/s per axis

RF Excitation Circularly Polarized (CP)

RF Transmit Coil Type There are no Transmit Coil restrictions

Operating Mode Normal Operating Mode






Maximum MR System reported whole-body-averaged

specific absorption rate (SAR) 2.0 W/kg (normal operating mode)

60 minutes of continuous RF scanning with 2 W/kg whole-body average SAR
(Under the scan conditions defined above, the X.ACT Carotid Stent is expected to produce a maximum temperature rise of less
than 5°C* after 15 minutes of continuous scanning.)

Scan Duration

MR Image Artifact In nonclinical testing, the image artifact caused by the device extends approximately 4 mm from the X.ACT Carotid Stent when

imaged with a gradient echo or spin echo pulse sequence and a 3 Tesla MRI system.

*Note - rise i physiologic cooling due to blood flow inside the vessel and perfusion in the capillary bed outside the stent.

« The X.ACT Carotid Stent should not migrate in this MRI environment. Nonclinical testing at field strengths greater than 3 Tesla has not been performed to evaluate stent migration or heating.
MRI at 1.5 or 3 Tesla may be performed immediately following the implantation of the X.ACT Carotid Stent.

10.0  POTENTIAL ADVERSE EVENTS

« Allergic reaction or hypersensitivity to latex, contrast agent, anesthesia, stent materials (nitinol, nickel, titanium), and drug reactions to anticoagulation, or antiplatelet drugs

« Vascular access complications which may require transfusion or vessel repair, including:

o Catheter site reactions

o Bleeding is, oozing, hemorrhage)

o Arteri fistula, ysm, aneurysm, di , perforation / rupture, and laceration
o Embolism (air, tissue, plaque, thrombotic material, or device)

o Thrombophlebitis

« Target artery complications which may require additional intervention, including:
Total occlusion or abrupt closure
Arteri fistula, ysm, aneurysm, di:
Embolism (air, tissue, plaque, thrombotic material, or device)
Artery, stent, or filter thrombosis / occlusion thrombosis
Stenosis or restenosis
Vessel spasm or recoil
«  Cardiac arrhythmias (including conduction disorders, atrial and ventricular arrhythmias)
« Cardiac ischemic conditions (including myocardial ischemia, myocardial infarction, and unstable or stable angina pectoris)
«  Stroke / cerebrovascular accident (CVA) and transient ischemic attack (TIA)
«  System organ failure:

o Cardio-respiratory arrest

o Cardiac failure
o Cardiopulmonary failure (including pulmonary edema)
o
o

, perforation / rupture

ocooocoo

Renal failure / insufficiency
Shock

« Bleeding

« Blood cell disorders, including heparin-induced thrombocytopenia (HIT) and other coagulopathy
« Hypotension / hypertension

«  Peripheral nerve injury

«  Other ischemic conditions / infarct

« Infection — local and systemic (including post-procedural)

« Nausea and vomiting

«  Chest pain

« Dyspnea

« Edema/ cerebral edema and fluid overload
«  Fever

« Pain, including headache
«  Hyperperfusion syndrome
«  Other neurologic and systemic complications

o Seizure

«  Cerebral hemorrhage

«  Death

« Device-related complications which may require additional intervention, including:
o D and/ or i jon of a of the system

o Stent/ filter entanglement / damage
o Stent malposition
o Stent migration / embolization

« Emergent of urgent endarterectomy surgery (CEA)

11.0  REPORTING OF ADVERSE EVENTS

For customers in the European Union, the user and / or patient should report any serious incident that has occurred in relation to the X.ACT™ Carotid Stent System to the manufacturer and the
competent authority of the European Member State in which the user and / or patient is i For in other ies, report any serious incident to the manufacturer and the
regulatory authorities responsible for the jurisdiction.

120  SUMMARY OF SAFETY AND CLINICAL PERFORMANCE

A summary of the safety and clinical performance (SSCP) for this device is available at https://ec.europa.eu/tools/eudamed. Search for the device using the Basic UDI-DI provided in Table 1. This
is the SSCP location after the launch of the European Database on Medical Devices (EUDAMED).

13.0  EXPECTED LIFETIME OF THE DEVICE

The expected lifetime of the X. ACT™ Carotid Stent System is a minimum of 10 years. The X.ACT Carotid Stent System is not intended to be removed after implantation.

14.0  DEVICE DISPOSAL

After use, this device, its accessories, and packaging should be appropriately classified for disposal (e.g., biohazard, sharps, non-hazardous waste, etc.) and carefully disposed of in compliance
with facility p and i laws and i

15.0  PATIENT SELECTION AND TREATMENT

Patients who are deemed, by a qualified physician, to be suitable for and within an acceptable risk profile for the indicated procedures as described in Section 6.0 Indications and Section 7.0
Contraindications.

16.0  PATIENT COUNSELING AND PATIENT INFORMATION

Physicians should review warnings, precautions, and adverse events for residual risks and possible side effects or hypersensitivity risks that may be relevant when counseling patients about the
use of this product and should consider the following:

+  Discussion of the risk / benefit issues for this particular patient
+  Discussion of alteration to current lifestyle immediately following the procedure and over the long term
«  Discussion of any necessary follow-up
«  Discuss the risks of allergic reaction or h
17.0  CLINICIAN USE INFORMATION
171 Materials Required
*  6F introducer sheath or 8F guiding catheter compatible with the vascular anatomy. Minimum guiding catheter / sheath size inner diameter (1.D.) 0.088"/2.24 mm
* 0.096" (2.44 mm) Rotating Hemostatic Valve (RHV) (optional)
+  Emboshield NAVE™ Embolic Protection System and BareWire guide wire
« Balloon dilatation catheter (optional)
1,000 u/500 cc heparinized normal saline (sterile)
« 3 ml Luer lock syringe
*  Flushing tip
17.2  Delivery System Preparation

to device

17.2.1  Remove the pouched device from the box.

17.2.2  Examine the pouch for any signs of damage to the sterile barrier. If it is suspected that the sterile barrier has been compromised, do not use the device and return to the manufacturer.

17.2.3  Peel open the pouch and remove the device from the pouch, maintaining device sterility.

17.2.4 Remove the device from its protection hoop by releasing the catch and pulling the device out by the handle. Examine the device for any damage. If any damage is observed, do not use
the device and return to the manufacturer.

17.2.5 Attach the 3-ml syringe, filled with saline, to the flushing tip and flush via the device tip until saline exits both between the tip and the catheter shaft and also at the RX guide wire exit
port (Figure 1, number 10).

17.2.6 Examine the distal end of the device to ensure that no part of the stent is exposed. Do not use the device if any portion of the stent is exposed and return to the manufacturer.

17.2.7 If a gap between the tip and the outer sheath exists, rotate the deployment actuator in a counterclockwise direction (opposite direction to the arrow marking on the handle) until the gap

is closed.

' Deployment Actuator|

17.2.7.1 Hold the handle as shown in Figure 4.
17.2.7.2 Rotate the deployment actuator in the opposite direction to the arrow on the handle.
Note: Do not rotate the deployment actuator and the handle body together.

A

Figure 4: Retracting the tip

Stent System Preparation Procedure

Note: After percutaneous access is obtained, heparin should be used to maintain an activated coagulation time (ACT) greater than 300 seconds. Insertion of introducer sheath, guide wire, guiding
catheter / sheath, and embolic protection device.

17.2.8  Access the treatment site using the appropriate accessory equipment compatible with the 5.7F RX delivery system.

17.2.9 Following deployment of the embolic protection system, the procedure may continue by passing other percutaneous interventional devices over the same guide wire.

173 Introduction of Stent Delivery System

17.3.1  If required, pre-dilate the lesion using standard angioplasty techniques.

17.3.2  Advance the X.ACT™ Carotid Stent System over the wire. If significant resistance is met during an advancement of the device, the system should be withdrawn and another system
should be used. The deployment actuator should not be rotated before the undeployed stent within the RX delivery system has been positioned at its intended deployment location.

17.4  Stent Deployment

17.4.1  Advance the RX delivery system until the radiopaque markers are appropriately positioned proximal and distal to the target lesion. The deployment actuator should not be rotated during
an introduction of the RX delivery system.

Ensure that the hemostatic valve is tightened on the stabilizer (Figure 1, number 11). Secure the handle in one hand. Using the other hand, ensure that the portion of the catheter shaft that
remains outside the sheath / guiding catheter is straight (Figure 5-a). The direction of rotation, which will initiate stent deployment, is shown by the arrow on the handle. Slowly rotate
the deployment actuator of the handle in a clockwise direction (Figure 5-b). This rotation will initiate stent deployment. RX delivery system repositioning may be achieved prior to the
stent making contact with the vessel wall. The hemostatic valve must be opened prior to repositioning the stent. The ic valve must be re-tightened on the stabilizer before stent
deployment is continued. Do not attempt to reposition the RX delivery system after the stent has made contact with the vessel wall. Deployment is complete when the entire stent is
released and contacts the vessel wall.

Once the stent has made contact with the vessel wall, do not move the RX delivery system until the stent has been fully deployed (Figure 5-c).
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Figure 5: Stent Deployment

17.5  Post-Deployment Stent Dilation

17.5.1  Open the hemostatic valve. Withdraw the RX delivery system under fluoroscopic observation.

Note: If any significant resistance is met during RX delivery system withdrawal, the cause of any resistance should be determined via fluoroscopy and remedial action taken.
17.5.2  Using fluoroscopy, assess the stent deployment.

17.5.3 The stent may be post-dilated if required.

17.6  Post-Stent Placement

17.6.1  Once final angiography confirms a satisfactory result, the embolic protection system should be retrieved as per applicable Instructions for Use. All other ancillary devices can now be
removed and, if required, the puncture site closed.

18.0  PATIENT IMPLANT CARD 2/4
The physician or health care center shall complete the following steps on the patient implant card:
«  Fill out patient identification (front of the card), health care center or doctor information, address and contact number, and the implant date on the implant card (back of the card).
«  Apply peel-away stickers from the product label to the card.
The patient shall be provided with the entire patient implant card before being discharged.
19.0  PRODUCT INFORMATION DISCLOSURE

Abbott has exercised reasonable care in the manufacturing of this device. Abbott excludes all warranties, whether expressed or implied, by operation of law or otherwise, including but not limited
to any implied warranties of merchantability of fitness, since handling and storage of this device, as well as factors relating to the patient, diagnosis, treatment, surgical procedures, and other
matters beyond the control of Abbott directly affect this device and the results obtained from its use. Abbott shall not be liable for any incidental or consequential loss, damage, or expense,
directly or indirectly, arising from the use of this device. Abbott neither assumes nor authorizes any other person to assume for it any other or additional liability or responsibility in connection
with this device.

Reference Abbott website for patent markings: www.abbott.com/patents

™ Indicates a trademark of the Abbott group of companies.
© 2024 Abbott. All Rights Reserved.
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0 Habope AnA ycTaHoBKM KapoTuaHoro ctexta X.ACT

t P no OTHOCATCA K HabOpy ANA YCTAaHOBKY KapoTupHoro cTexta X.ACT™
Ta6nuua 1. basosbiit upentudukarop UDI-DI
[ [ basossii Dl |
| Habop ana ycraosKkm kapotuatoro crexta X.ACT | 8717648CAR0002QW |
t P no (IFU) B cE i pernamenTom (EC) 2017/745 moxHo HaiiTu Ha Be6-caitte Abbott eLabeling no appecy vascular.elFU.abbott.

1.0 OMUCAHUE YCTPOIICTBA

PucyHok 1. Ha6op ansa ycraHoBKku kapoTuatoro crenta X.ACT
Cucrema ocTaBKu
1. Pykosrs;
2. AKTBATOp PacKpbITUA;
3. [luctanbHasa BHELWHAA rNb3a;
4. TpocBET ANA NPOBOAHNKA;

6. PEHTTeHOKOHTPACTHbIN MUCTANbHbIA MapKep;

7. Crent X.ACT;

8. PeHTreHOKOHTPACTHbIN NPOKCUMANbHBII MapKep;
9. Teno Karetepa;

5. KoHuuk; 10. OTBEpPCTUE BbIXOAA NPOBOAHNKA;
11. Crabunusarop.
Habop ana yctaHoBky kapotiaHoro ctenta X.ACT™ cocTouT u3 cuctembl bbIcTpoit 3ameHbl (RX) n ocA 0 CTEHTa, 0 anA

VIHTEPBEHLIMOHHbIX NPOLEZYP Ha COHHbIX apTepuAX. B cucTemy focTasku RX BXoAWT kaTeTep pasmepom Tena 5,7 F. CTeHT JoCTyne B pasnuyHbiX pa3mepax Kak B NPAMON, TaK i B KOHUYECKOI
0i1 CUnbl K CTeHKe cocyna. Cuctema goctasku RX (pue. 1)

KoHdurypaumax. Mpu CTEeHT 0

COCTOWT M3 Tena Karerepa (9), pa (11), (5), 0i EHELLIHC;;I rnb3bl (3) 1 pyKoATH (1) ¢ akTMBATOPOM packpbitua (2). CTeHt X.ACT (7) pacnonoxen mexay
PeHTT npc (8) ¥ PEHTTEHOKOHTPACTHBIM AUCTANbHBIM MapKepoMm (6).

Mepen PeHTT MapKepbl B KauecTse mna creHTa X.ACT. AktuBatop na CTeHTa
XACT.

Konnueckuii cTent
TlaHHbIii CTEHT M3rOTOBNEH B COOTBETCTBIAM C KOHIYECKO! (POPMOI COHHOI apTepuyt (puc. 2).

- < -
nDUKCMMaﬂthIM KOHew, TlucTanbHblit KoHeL,

PucyHok 2. Konnyeckuii cTeHtT
MNpaAmoii cTeHT
[laHHbIii CTEHT NPeaHasHadeH ANA UCNONb30BAHNA HA COHHbIX aPTEPHAX HEKO!

il hopmbl NpU NC He ¢ 6udyp it (puc. 3).

PucyHok 3. Mpamoii cTeHt

CTeHT X.ACT HOCTYNEH B Pa3NuuHbiX ANMHAX, AUAMETPaX i KOHUrypauuax. Cneayer CTeHT
Oxupaetcs, uto ykopoueHue cteHta X.ACT B npouecce packpbitua cocTasut < 10 %.

0 pasmepa. M il pAQ YCTPOICTBA NPUBEAEH B Tabnuue 2.

Ta6nuua 2. MopenbHbIil pAp, yeTpoiicTBa

Karanoxublit N JinnHa cTenTa Kondurypaumna Hepacﬂlt?r':gpc‘reura
XRX 020 07S 20 Mm MNpamoit 7 Mm
XRX 020 08S 20 Mm MNpamoit 8 Mm
XRX 020 09S 20 Mm MNpamoit 9 Mm
XRX 020 10S 20 Mm MNpamoit 10 Mm
XRX 030 07S 30 Mm MNpamoit 7 Mm
XRX 030 08S 30 Mm Mpamoit 8 MM
XRX 030 09S 30 Mm MpAmoit 9 Mm
XRX 030 10S 30 Mm MpAmoit 10 Mm
XRX 030 08T 30 MM Konnueckuii 8-6mm
XRX 030 09T 30 MM Konnueckuii 9-7 MM
XRX 030 10T 30 MM Konnueckuii 10 -8 mm
XRX 040 08T 40 Mm Konnueckuii 8-6Mm
XRX 040 09T 40 Mm Konnueckuii 9-7 MM
XRX 040 10T 40 Mm Konnueckuii 10 -8 mm
Ta6nuua 3. Pasmep cTexTa (NpAMOIl CTEHT)

JranonHblii pasmep cocyna Jlnamerp HepackpLITOro cTeHTa
>55-64mm 7,0 MM
>6,4-73Mm 8,0 Mm
>73-82mMm 9,0 Mm
>82-91mm 10,0 Mm






Tabnuua 4. Pa3mep cTeHTa (KOHUYECKNI CTEHT)

fipoceera M:nuu.a npoceera nn’:;:uua HEPACKPLITOrO CTEHTA

>64-73Mm 4,8-5,5Mm 8,0-6,0 Mm

>73-82vMm >55-6,4mvm 9,0-7,0Mm

>82-91mm >64-73Mm 10,0 - 8,0 Mm

Tabnuua 5. n 0 Habope AnA ycTaHoBKM KapoTnaHoro crenta X.ACT
Koucrpykumna Jnuna ctenta (Mm) | Macca hutunona (Ni-Ti) B cTente (mr)

Mpamoit 2 6
30 100
o 30 101
- 40 139

20 (DOPMA BbINYCKA 11 KOMIUIEKTALINA
CrepunbHo. CTepunn30BaHo 3TUNEHOKCUAOM. ANMPOreHHo. Henb3a Ucnonb3osarb U3fENie, eCK yakoBKa BCKPbITa WV NOBPEXMeHa.

3/4

Bo usbexanue AedopmaLiu CTEHTa 1 ero yCTaHoBKM cobntofatb 0CTOP npu IpYruX HHbIX uepe3 HelaBHO PACKPBITbI CTEHT.
 AKTUBATOP PackpbiTUA HE CNIEAYeT BpaLLaTh 0 TeX Nop, N0Ka HEPACKPbITbIA CTEHT B CUCTEME 0CTaBKU RX He Gy/eT pacnonoxeH B NpeanonaraeMom MecTe packpbiTua.

*  He n3BnexaTe CTEHT U3 CUCTEMbI JOCTaBKY, 3T0 MOXeT Kero CTEHT 11 cucTeMa OCTaBKM NPEfHa3HaueHbl AnA COBMECTHOTO UCMONb3oBaHuA. B
cnyyae n CTEHT Henb3A OﬁpaTHD B CUCTEMY [10CTaBKN.

* OQuH UNi HECKOMbKO KOMMOHEHTOB IHHOTO YCTPOIACTBA MOTYT COEpXaTb
nm THBHOM 0 (CMR) pin 1B, B K
Service, CAS): 7440-48-4; vomep B peectpe EC: 231-158-0.
MetoLumeca HayyHble JaHHbIE 0 T0M, 4T0 M3enua, uar 113 CNasoB i cTanu ¢
TOBBILIEHHOTO PUCKA PA3BUTUA OHKONOTUYECKIX 3a6ONEBaHNI I HE OKA3bIBAIOT HEXeENaTenbHbIX BO3ENCTBHI Ha PENPOAYKTUBHYIO CUCTEMY.
«  Ecnu nauveHTy Tpebyetca nposefetne Tomorpaduu, cm. pasgen «VHdopmauua o be3onacHom Mar it Tomorpadum (MPT)».
MHpopmauua 0 6e30nacHoOM NPOBEAEHUN MarHUTHO-Pe3oHaHCHO Tomorpagum (MPT)

A He aBnaetca npotvBonokasaiuem k nposeaennio MPT

Vch o MPT
Nol ncnbiTaHuA uTo KaK 0fiHOro 0 cTeHTa X.ACT, Tak 1 CUCTEM W3 HECKONbKIX NEPEKPbIBAIOLLMXCA CTEHTOB 3TOM MOZENM 06LLeR ANNHON
10 75 MM He ABNAETCA NPOTUBONOKa3aHnem k npoesenmnio MPT. MauveTy ¢ kapoTuaHbiv cteHtom X.ACT MoXHO 6e3onacHo npoBoauTs MPT-CKaHMpOBaHie Npi ON1CaHHbIX HIKE
yenouAx. HecobniopieHme 3Tux yenoBiuil MOXET NPUBECTY K TPaBME.

JBAHHOE Kak , KaHLEPOTEHHOCTbH0, MYTAreHHOCTbIO
6Gonee 0,1 % (M0 macce): KobanbT, HOMEp B peecTpe XVIMM*{ECKDM pedepatusHoit cnyx6bl (Chemical Abstract

KOBANbTa, HE BbI3bIBAIOT

370 YCTPOICTBO ABNAETCA IM, 1 €ro p y apyroro OHO He P Ha no nocne nepBoro
I , Guanyeckux n (unu) CBOVCTB nc OUMCTKM 11 (N11) NOBTOPHOI CTEPUNN3ALMI MOXKET
K Hapy POVCTBA U (UnW) pasp ) "3 KOTODbIX OHO U3FOTOBNEHO, 4TO MOXET NOBNEYb 3a COBOM 3ar| p
13-32 06pa30BaHNA Y3KIX LLeneit 1 (unn) a TaKkKe ero n (unn) dy . OTcyTcTBUME OpUT] MOXET CTaTb npl
HeHaZnexalllero Ucnonb3oBaHuA YCTpovicTsa ero QOtcyTcTBMe OpHT iy MOXET K e ) i )

CTEPUNIBHOCTY 1 PriCKy MONYYEHUA TPABMbI A MALMEHT 1 (MNK) NONb30BATENA.
Komnnexrauua. O (1) Habop AnA ycTaHoBKY KapoTuaHoro cTenta X.ACT™, oguH (1) HAKOHEUHUK AN1A NPOMbIBAHMA 1 OAH (1) WnpuL ¢ dukcatopom Jloapa obbemom 3 mn.

Xpanenue. bepeub 0T Bnaru. bepeub OT conHeuHbix ny4eit. He nofsepraite Bo3peit opr p pUTENEit UM e 0 U3NYYEHNA.
3.0 HASHAYEHUNE
Habop ana ycTaHoBKM kapoTuaHoro ctenta X.ACT™ na COHHbIX apTEPHIA.

4.0 MPELNOMATAEMbII N0Nb30BATENb 11 OBYYEHUE NOb30BATENEN
n aeMbIMIt YCTPOIICTB ABNAIOTCA BPAY Ui cdep non TBOM TaKWX BPa4eil, KOTopbie Gbin AOMKHbIM 06pa30rv|

HasBaHue uspenna Kapotupubiin crent X.ACT

HanpaXeHHOCTb CTAaTMYeCKOro MarHUTHOro

nonA (Bo) 1,5 unn 3 Tecna

MakcumanbHblii NPOCTPAHCTBEHHBIN rpajyeHT

nona 3000 raycc/cm (30 Tn/m)

M CKOpoCTb

rpagveHTa 200 Tn/m/c Ha opHy ocb

PY-B036yxneH1e LupkynapHo-nonapusosaxxoe (LIM)

0ByueHbl TEXHUKe HHbIX Ha COHHbIX apTEPMAX, @ TAKKE NONY4IM COOTBETCTBYIOLLNE 3HAHNA B MPUHLVNOB,
TIPUMEHEHNA, OCTOXHEHNI, N06O4HbIX SOOEKTOB 1 (AKTOPOB PUCKa, KOTOPbIE 0BLIYHO ACCOLMMPYHOT C YPECKOXKHO! TPAHCTIOMUHANBHO! aHruonnacTvkoit (YTA), atepakTomued npouenypamm
CTEHTUPOBAHIA COHHbIX ApTEPHI.

5.0 MPEOMNONATAEMAA KINHYECKAA MOMb3A

Habop ana yctaHoBKM kapoTuaHoro cteta X.ACT™ — aTo nspenve,

LENEBOro NOPAXEHHOTO yyacTka, 6narofiaps YeMy CHIDKAETCA YaCcTOTa BO3HUKHOBEHUA UHCYMbTA.

6.0 NOKA3AHUA K NPUMEHEHIN)

[INA NEYeHNA aTepoCKNepo3a COHHbIX apTepuii NOCPEACTBOM YMEHbLUEHUA CTEH03A

Habop ana ycTaHoBKM kapoTuaHoro ctenta X.ACT™ na y c COHHbIX apTepuii.

Habop ana ycTaHoBKM kap ro ctexta X.ACT YeH AnA B COYETAHUN C YCTPO AnA 3awwTbl 0T am6onun (EPS) Emboshield NAVE™ komnatuu Abbott
Medical.

7.0 MPOTUBONOKASAHNA

[l Habopa ana 0 cTeHTa X.ACT™ npoTuBONOKa3aHo:

* Y NaUMEHTOB, KOTOPbIM NPOTNBOMNOKA3aHO NpUMeHeHne aHTVIKOaI’yﬂﬂHTHOﬁ n (I/IHM) aHTVITDUMGDLlMTaDHDﬁ Tepanuun;

Tun katywkn PY-nepeparunka OrpaHnyenmit Ha KatyLuky nepefayn Her

Pexum paboTbl HopmanbHbiii pabouuii pexum

yAenbHaa nor
MoLHOCTb (SAR), ycpeaxeHHan ana Beero Tena,
N0 flaHHbIM yeTaHoBkW MPT

2,0 B/Kr (HOpManbHblii pabouuii pexum)

60 MUHYT HENPepbIBHOrO PaAM0O4aCcTOTHOrO CKaHupoBaHuA ¢ SAR, ycpesHeHHbIM no Beemy Teny, 2 Br/kr

[MpOROMKNTENBHOCTb CKAHMPOBAHMA (0: , 4TO NpU BbILLIE YCNOBMAX not Temneparypbl kapoTuaHoro ctenta X.ACT nocne
15 MUHYT HenpepbIBHOTO CKaHUPOBAHWA COCTABUT MeHee 5 °C *.)
B xope A daKTbl Ha 1 BbI3BaHHbIE AAHHBIM YCTPOICTBOM, BbIXOAWNM MPUMEPHO Ha 4 MM
Aptedakt MPT-u3o6paxetua 32 KOHTYPbI KAPOTUAHOTO CTeHTa X.. ACT npu c TbIO rPAVIEHT-3X0 MK CNH-3X0 B MPT-cucteme

NPV MHAYKUMM MarkuTHoro nona 3 Tecna.

© Y MaUVEHTOB C HanuMeM annepriin Ui rvnepuy TENbHOCTU K CTEHTA (HUKENb-TWTAHOBbI CMNaB) UM
Hanexallylo npeveanKaLmio;
© MU HATMYUY Y NALMERTA KPOBH.

8.0 NPEOOCTEPEXXEHNA
370 yCTPOIACTBO paspaboTaHo 1 TONbKO ANA 0 He MOBTOPHO. He nopBepraTb NOBTOPHO! 06paBOTKe WK MOBTOPHOI
MosTOpHOE NOBTOPHaA 06D W NOBTOPHAA CTEPUNU3ALVA MOTYT HAPYLUUTL CTPYKTYPHYIO LIENOCTHOCTb YCTPOICTBA 1 (1Nk) CUCTEMbI JOCTABKM
1 (Wnu) MPUBECTH K OTKA3Y YCTPOWCTB, 4TO MOXKET CTaTh NPUYNHOI TPaBMbl, 6ONE3HN Wni CMEDTU NaLEHTa. TToBTOpHOE MOBTOPHaA N NOBTOPHAA
CTEPUIN3ALNAA MOTYT TaKKe CO3AAT PYUICK 3arpASHEHNA YCTPOICTBA W (wnk) CTarb Np! n160 nepexp 0 BKII0YaA, NOMUMO MPOYEro,

/, KOTOPbIM HEBO3MOXHO

nepenady ( i) OT OQIHOTO NaUVEHTa K ApYromy. 3arpa3HeHme YCTPOICTBA 1 (W) CUCTEMbI JOCTABKI MOXET NPUBECTY K TPaBMe, GONE3HU Uit CMepTn
nauveTa.

. 0 0CMOTp it nepez uT06bI YIOCTOBEPUTLCA, UTO OHM HE Bbink nnape)«neubl a X pa3mep, ¢opma V1 COCTOAHUE NOAXONAT ANA
NPOLEAYPbI, B KOTOPOV OHY [OMKHbI V3penuie unw yCTpOCTBO AOCTYNA, KOTOPOE NEPEKPYHEHO UNin 60 06pasom He cneqyer.

* HE ICMONb30BATb, ecnu cTepunbHan ynakoBka noBpexaeHa.

. Henhan 1ICNONb30BATb U3MENUE NOCNE UCTEYEHNA CPOKA FOIHOCTH, YKA3AHHOTO Ha STUKETKE.

. TONbKO Bpavam unu cdep nop TaKiX Bpayet, u3y POVICTBA U UHCTP no
npUMeHeHMIo. Monb30BaTen OMKHbI BbiTb 3HAKOMbI ¢ COBPEMEHHOI MEAULIHCKOIA IUTEPATYPOIA, & Takoke UMETb COC 3HaHUA B

(] [ i, N0604HbIX 3D 11 (aKTOPOB PHCKa, KOTOPbIE 0BIYHO TCA C UH Ha COHHbIX apTEPUAX.

©  CM. MHCTpYKLMM, npmnaraeMble KO BCEM W3AETNAM 1A VHTEPBEHLIVMOHHO XUPYPritW, KOTOPbIe P 0 ¢ HaBOPOM [NA YCTaHOBKY KapOTUAHOTO CTEHTa
XACT™ mns ¢ i 06 obnactu Takux U3nenui, np n )

* [lanHble 06 3HEKTUBHOCTI 1 6€30MacHOCTY NPUMEHEHNA HaBopa ANA YCTaHOBK 0 cTeHTa X.ACT C YCTPOVCTBAMI [NA 3ALLNTBI OT 3MBONMN, OTANYHBIMM OT

YCTPOIICTB [ANA 3alLuThl OT amMbonun cemelictea Emboshield™ npoussoactea komnakuu Abbott Medical, otcyTcTytoT. [InA nonyyeHna TOUHbIX MHCTPYKLMI MO paboTe ¢ YCTPOACTBOM CM.
VHCTPYKLUY NO NPUMEHEHII0 TOTO YCTPOVCTBA ANA 3aLLMTbI OT AMBONUK, KOTOPOE NNAHUPYETCA UCNONb30BaTh.

*  YCTaHOBKA CTEHTA B MECTE KPYNHO MOXeT 1 BC avar w
« Mpu CTEHTOB OHY JI0MKHbI GbITb M3TOTOBNEHbI 13 OUHAKOBbIX MaTEPUANOB.
«  bBepeub o BNaru. bepeyb OT CONHeYHbIX Ny4eit. He nofBepraiite BO3NENCTBIIO OPraHYECKVX PACTBOPUTENEV N MOHUSNDYIOLLETO M3NY4EHNA.

* YpesmepHoe pacTAXeHie apTepuit MOXET NPUBECTI K Pa3pbiBy 1 y ANA XKU3HN KD

«  BoBpevs cnenyer b AHTUArperaHTbl, aHTVKOAryNAKTbI 1, N [ luve cpencTsa. P
AHTUKOArYNAHTHOM Tepani, 1 7 ana Or0 BPEMEHU CBEP KPOBI He Metee 250 CeKyHf, B TeYeHUe BCeil NpoLenypb.

«  BoBpevs NNOTHOE NPUNEraHyIE MEXAY i nr Knanaom. H aToro MOXET NPUBECTH K
BTAMUBAHWIO BO3LYXa B yCTpOMCTEO [0CTYNa Yepes T Knanax. YCTpoicTBO CNeayeT BBOAUTL MEMIEHHO, YTOBbI CBECTU K MUHUMYMY PUCK NONafaHA BO3AYXa.

+  Kartetepbl 6biCTPOIT 3aMeHbl (MOHOPENbCOBbIE) CTIEAYET BBOQUTb YEPE3 NPOBOAHIUKOBbIE KATETEbI WK MNb3bl C OCTOPOXHOCTBIO, YTOBLI NPEOTBPATUTL NONAAaHIE BO3YXa B
TEMOCTATU4ECKWiA KnanaH. M03ToMy peo (nu ppyrumun 710 U nocne KateTepa, Ho He BO BPeMA
HaXOX[IeHWA KaTeTepa BHYTPU reMOCTaTUYECKOrO KNanaka.

*  He npopByraiite KOMNOHEHTbI CUCTEMBI J0CTaBKM CTeHTa X.ACT B Crlyyae BOBHUKHOBEHUA 3HAYUTENLHOTO COMPOTUBNEHNA. CNIEAYET C MOMOLLbO PEHTTEHOCKONMM YCTaHOBUTb MPUUNHY
CONPOTUBNEHNA 1 NPUHATL MEPbI N0 €€ YCTPAHEHNI0.

* VIMnnaHTauna CTeHTa MOXET NPUBECTA K PACCTIOBHUIO CTEHK COCYAA NPOKCUMANHEE W (i) AUCTAbHEE MECTa YCTaHOBKI CTEHT. 310, B CBOI0 04ePE/b, MOXET Bbi3BaTb BHE3ANHOE
3aKpbiTUE cocyaa, T 0 KapOTUAHOI 3HAAD: TOMMM w CTEHTOB).

« CTEHT MOXET CTaTb NPUYIHO BbI3bIBATH BETBEI, & TAKXKE MITPUOBATL BHYTPM apTEPYM B oM 0T MecTa Ona
NPEOTBPALLEHIA BOSMOXKHOCTA MUTPALMK CTEHTA 6! CTEHT, COC pasmepy cocyaa. B cnyuae BO3HUKHOBEHWA TPOMBO03A PACKPBITOrO CTEHTa CreayeT

b NONbITKY 1 YTA. (Cm. Tabnuuy 3 1 Tabnuuy 4 [na onpenenelna pasmepa CTeHTa).

B cnyyae BO3HUKHOBEHWA OCTIOKHEHUI, TaKkilX Kak passuTiie [ TIOXHO | NI CBULLIA, MOXET NOTPEBOBATLCA XUPYPrUYECKOE YIANEHIE CTeHTa.

« 06! CTEHTa Nepefl ero packpbiTviem. ECAIN NPOLIECC PacKPbITUA CTEHT YXKe HAuaT, U3MEHNUTb ero NONOXKEHUE B COCYAE M BEPHYTb €ro B UCXOAHOE
COCTOAHIE BHYTPU CUCTEMbI JOCTABKY HEBOBMOXHO. CTeHTa ¢ CPEACTB (MPOBOAHUKA, METENb 11 (UNK) 3AKUMOB) MOXET BbI3BaTb
HOTIOTHMTENbHOE MOBPEXCIEHHE COHHbiX apTepuii 1 (wnw) cocyaa B o6nacTi 4octyna. MoryT BOSHUKHYTb Takile OCTIOKHEHNA, Kak CMEpTb, UHCYIIbT, KDOBOTEUEHUE, reMatoma unin

NOXHOI

* besonacHocTb 1 3adPeKTUBHOCTb Haana [NA YCTAHOBKM Kap 0 cTeHTa X.ACT y c HIDKe Xapak Ha aHHblil MOMeHT HE ycTaHoBNeHa.

0 Hu3Kuit unu yMepeHHbIit PUCK HeXenaTenbHbIX ABMEHM NPI KapOTUAHOI SHAAPTEPIKTOMIK.

0 PaHee yCTaHOBNEHHbIN CTEHT B LIENEBOIA apTepuut.

0 MauvneHTKN ¢ 6epeMEHHOCTbIO, @ TakKe NaumeHTbl B Bospacte 10 18 net.

0 TlauveHTsl, y KOTOPbIX GEAPEHHbIA 10CTYN HEBO3MOXEH.

o Tpomb, onpegensemblit npu aHruorpaguu.

0 [MaunenTsl ¢ cocyna B BEHHO w 0T yyacTka

0 TAXenas AEMeHLWA.

0 HuTeBMaHbIE NPOCBETHI COHHOM apTEPIK (KPOLUEYHBIA, [IMHHDIA CErMEHT C KOHTPAcT B p aptepum).

o [pusHaku 0 UNK TEKYLLIEro Kp , [MaTe3a Ui KoarynonaTuu, BKNtoYas TPOMEOLMTONEHUIO WA HECMOCOBHOCTb MoNyYaTb renapuH B KOTUYECTBAX, AOCTATOUHbIX
[ANA NO/VIEPXaHVA BPEMEHIN aKTUBALIMK CrycTKa > 250 CeKyHp.

0 BHyTpuuepentoe B B TeYeHue 3 mecsLes.

0 [lpyriie natonorvyeckue aHruorpahuueckye aHHble, KOTOpble YKasblBaI0T Ha PUCK MHCYbTA Y NalveHTa M3-3a NPOBNeMbI, OTIUYHOIA OT Lienesoro MOpaXeHUA, Takie Kak:
uncunatepanbHbiii aprepuanbHblii CTEHO3 GOMbLLIEI CTENEHM TAKECTU, YEM LieneBoe W ap i ce
TONOBHOTO MO3ra.

0 [lonHas OKKMIO3UA LIENEBOTO Y4acTKa NopaxeHua.

0 AHaTOMUYecKue 0COBEHHOCTY COCYIB, UCKTIOYAIOLLME BO3MOXHOCTb MCMIONb30BAHMA HABOPA ANA YCTAHOBKY CTEHTa Wi 0 POVCTBA ANA 3ALLTbI OT
ambonmm.

0 Hanuuve puccexumMmn CoHHOIA apTepui 10 Hayana NpoLieaypbl.

o [pu3Haky nHcynbTa B TeYeHe NpeablayLnx 30 Axed.

o /i UHCYNBT C HeCT. Hesponor: CUMNTOMaMI B TeyeHue 1 rofia B aHaMHese.

o Jloboe KoTOpoe np i1 aHrnorpahuyeckoil OLeHKe unm bbino IM AN 0 locTyna K apTep
naTtonoruyeckoe ycToii CUCTONMYECKOE ap HOe fasnenve > 180 MM pr. cT.).

0 YposeHb remornobuna (Hgb) < 8 r/an (kpome cnyyaes avaniaa), KONMYeCTso TpomboumTos < 50 000, MHO > 1,5 Wi renapuk

0 13BeCTHbIE KapAVIONOrkyecKie NPeanochinkiA aMeonMK.

0 ATEPOCKNIEPOTUYECKO. NOPAXEHIE NPUEraloLLyX COCYAIOB (T. €. fiyril a0pTbl WM YCTbA OBLLLEV COHHOI apTepuh), oluiee € 0 KaTeTepa
AW TWb3bI.
* besonacHocTb 1 SKD(DEKTVIBHUCTB 0AHOBPEMEHHOr0 CTEHTUPOBAHUA Y4acTkoB y C COHHbIX apTEpMﬁ HE YCTaHOBIEHbI.
«  Cneayer [ npu oM ) yuactka 663 3aLUTbI OT 3MB0MNH, NOCKONbKY 3T0 MOXKET YBEUUUTH PUCK
HEBNAronpUATHOTO MCX0AA.
*  Yro6bl CHU3UTD BEPOATHOCTb 3m6onum Bo BpemA NpoxoxaeHusa 0 yyacTka, )M crnegyer C OCTOPOXHOCTbK, HE NPOABUraA ero B cry4yae

BO3HWKHOBEHWA CONPOTUBNEHUA.
Y NAUEHTOB, HYXOAIOLWUXCA B PUMEHEHN aHTALWA0B t (Wk) aHTaroHWCTOB H2-eLienTopoB 0 WA CPasy MOCNE YCTAHOBKY CTEHTA, MOXET YXYALIMTLCA BCACbIBaHIe

cpeacTs npy NepopanbHOM npueme.

< A aHTu W aHTUKoAn Tepanua 0KHa GbiTb 10 v nocne B COOTBETCTBUY C TeM, Kak 3T ONIMCaHO B 3TUX MHCTPYKLMAX. C
0coboit P 0 creayet Tb BONPOC 06 CTeHTay , HenaBHO p racTputa unu i1 GonesHu xenyaka.

+ Kak 1 B cnyyae N1060ro COCYAMCTOr0 UMNNaKTara, CTEHTA MOXET NPUBECTM K (0 NOXHOI | UNW PaspbiBy
cocyna.

*  YCTPOWCTBO ANA 3alLUTBI OT AMBONUN CneayeT pa3MeLLaTb Ha A0CTAaTOYHOM PacCTOAHUM OT YCTPOIACTB W3 Habopa ANA YCTaHOBKW KapoTuaHoro cterta X.ACT, uTobbl 36exatb BO3MOXHOM
3alienneHns KoHunKa katetepa 3 Habopa AnA YCTaHoBKY KapoTuaHoro cTenta X.ACT ¢ dunbtpom u (unm) 3axarna dunbtpa ctenTom. Ecnn

CUCTEMbI OCTABK C GUILTPOM W (k) 3axatiie GuibTpa MuGo ero MOXeET CA NePeXof K OTKP Xypypr y wimn

o Habopa ana p 0 cTeHta X.ACT ¢ apyrumu it ANA UCNONb30BaHMA B AAHHON
npoueaype.

« TIPOMbIBOYHbIV PACTBOP AOMKEH NOCTYNaTh BO BPEMA U 11 TIOBTOPHOTO YCTPOIACTB o .B KaX7yt0 3aMeHy YCTPOICTB MefieHHo,
4T06bI Npeaynp y um apTepun.

* He MbiTaiiTech U3MeHWTb NONOXEHME CUCTEMbI 0CTABKM NMOCNE KOHTAKTa CTEHTa CO CTEHKOIA cocyaa.
«  He Bpawaiite Habop AnA yCTaHOBKM KapoTuaHoro cTexta X.ACT.

«  Ecnu conp 8 CUCTEMbI I0CTABKM, €6 HEeoBXOAVMO U3BNEYb 1 3aMEHNTb Ha APYrYHo.

«  Ecnu nocne ycTaHOBKW CTeHTa B Nt06O/ MOMEHT U3BNIEUYEHNA CUCTEMbI A0CTABKY 0e conp 3BfeUb BECH HABOp BMECTE C MNb3oii-

oM Ut IM POM KaK eAVHOE Lienoe.

© Y 0L, MMeIowwX annepruto Ha nto6oil 13 nep nanee Habopa ana 0 cTeHTa X.ACT B aHaMHe3e, MOXET pa3BUTbCA aNNepruyeckan peakLna Ha
[NaHHoe ycTpoiicTeo. Mepen i cneayer nauveHTa 0 {V 3 B YCTPOVCTBE; TaKke
U3yunTh armepronomqecmm 2HAMHES NaLIMEHT, B COCTa CUCTEMbl [0CTaBKN BXORAT CTanb, pady CUNMKOH, ,

(pam, cynbdar 6apua i NNATVHO-MPUAVEBbITi CMINaB.

9.0 MEPbI NPEOCTOPOXHOCTIA

*  HanHas cvcTema AOCTaBKI He NpeaHasHayena AA MCnonb3oBaHA COBMECTHO C APYTUMM CTEHTaMM.

* Mpy UCNONb30BaHWI N10GOT0 USNENVA 1A UHTEPBELIOHHOM XMPYDTUAM CeayeT Mep np p na np wn TPOMBOB.
Mepen p wm BCE YCTp B COCYAVCTYIO CUCTEMY, " T U3NONOTMYECKUM
pacTBOpOM.

e [l IX T p i € W (wnw) ap i ) BO BPEMA CTeH COHHOI apTepuy HeobxoanMo
UMETb A0CTYN K Vi BeHe, 7 KaK neyenue, Tak 1 0 Kap pa, ecnin 310 NOTPeGYeTCA.

 YCTpoiiCTBO CEAYeT NPOMbIBAT TOMKO C MOMOLLbHO MPUNIAragmoro Lnputia o6 3mnu 0

«  HapyXHblit iuameTp BHeLHel runb3bl 57F Ha [NaHHOro pa cfeayeT Bbibpath it i KateTep pasmepa.

«  [lanHoe u3genve Henb3s UCMONb30BaTh, ECAN CTEHT 0KA3aNCA YaCTUYHO PACKPLIT B CUCTEME I0CTABKIA CTEHTa.

«  Ecnu nocne noaroToBKi 0CTAeTCA 3a30p MeX/y HAKOHEUHUKOM KaTeTepa U BHELLHei rnb30iA, BpaLLaiiTe akTuBatop packpbiTA NPOTUB 4acoBOI CTPENKM A0 Tex Nop, Noka 3a3op He bynet
3aKPbIT.

«  lpoBeaeHue u packpbiTve HaBopa [NA YCTaHOBK KapoTURHOTO CTeHTa X.ACT™ cnefyeT BbINONHATb TONbKO MO/ PEHTTEHOCKOMMUECKM HABMIOTEHNEM.
* B cnyuanx, KOrna [7f NIOKPLITWA BOBTO NOP@XEHHOTO y4acTKa CoCyAa TPEGYETCA YCTaHOBKA ABYX U 6onee CTEHTOB, a Take NpU Haniii MHOXKECTBEHHbIX MOPAKEHHbIX Y4ACTKOB,
nepBbIM Haubonee yacToK, a 3arem K bonee [NaHHblii NOPAZIOK CTEHTUPOBAHMA N0O3BONAET M3bexaTb
NPOBEMEHNA AVCTANLHOTO CTEHTA Yepes MPOKCUMANbHbI CTEHT U Takum 06pasom CHIKaeT ye 0 CTeHTa.
[lpi BO3HUKHOBEHMM CUTYaLIMW, KOTAA NPEAbIAYLLMIA CTEHT YaCTUYHO NEPEKPIBAETCA NOCHEMYIOLIVM, JIMHY Y4acTKa NepexpLITAA CReyeT CBOAUTL K MUHUMANbHOIA. Hin npu Kakix
He cneayet 6Gonee 2 CTeHTOB.
*  He MbiTaiiTech BTAHYTb YaCTUYHO PACKPbITBI CTEHT 0GPATHO B NPOBOAHUKOBIN KATETEP WA TUAb3Y,

3T0 MOXET np K ero 0T CUCTEMbI JOCTABKN.

e [l npn 0,014 proiima (0,36 MM) Ha NpOTAXeHNN BCeii NPoLeaypbl HABOP ANA YCTaHOBKY KapOTUAHOrO
cTenta X.ACT cneayer ucnonb3osarb c POM WAV TUNb30iA-UHTPOABIOCEPOM.
«  He nonyckaiite BO3AEACTBIA HA CUCTEMY 0CTABKM OpT p p i cnupra), 3T0 MOXET Mp K Hap CTPYKTYPHO#A u (wn)

(BYHKLMOHMPOBAHNA YCTPOIICTBA.

* MMpumeyatve. Mpu pacyete NOBbILLEHUA TEMNEPATYPbl YUUTLIBAETCA (U3MONOTUYECKOE OXNAXEHUE 32 CYET KPOBOTOKA BHYTPY COCYAA U nepdy3um B
CTeHTa.

«  [lpu Takux yCnoBuAX He MPONCXOAUT CMeLLeHUA kapoTuaHoro cterta X.ACT Bo Bpema MPT. [lOKNMHUYECKVE UCNbITAHNA [NA OLEHKI CMELLEHIA WK HarpeBa CTeHTa B none cabilue 3 Tecna
He MPT ¢ nona 1,5 uan 3 Tecna MOXHO BLINONHATL CPa3y MOCAE UMMNAHTALMI KAapOTUAHOTO cTeHTa X.ACT.
10.0  MOTEHUMANbHBIE HEXENATENbHBIE NOCNEACTBUA

*  Annepruyeckas peakLua Wnu runepyyBcr: Tb K N1ATEKCY, KOHTP Y, p
aHTVKOAryNALMOHHbIE W AHTUTPOMBOLMTAPHbIE Npenapatbl.

+ OCnOXHEHUA B MeCTe COCYAMCTOrO A0CTYNA, KOTOpbie MOryT [

pycne 3a

Y CPEfICTBY, MaTepuany CTeHTa (HUTUHON, HUKENb, TUTaH), & TaKKe PeaKLMA Ha

COCYF0B, B TOM YKCre:

O peakuuu B MecTe BBEJEHNA KaTeTepa;
O KpOBOTEYEHUE (IKXVIMO3, MOTEKaHIE KPOBY, reMatoma, KpOBOMNMAHNE, 3a6PIOLLUHHOE KPOBOTEYEHNE);
o (ueryna, paspbiB 1 p: 3
o 3M60nvm (BO3MYXOM, TKaHbl0, BNALLKOIA, TDOMBOTYECKUM MaTEPUANOM UK N3aenuem);
o TpombodnebuT.
« OCNOXHEHUA CO CTOPOHbI LIENEBOI apTepuit, KOTOPbie MOryT b 0 B TOM yicne:
O NOTHAA OKKMIO3NA UNK BHE3ANHOE 3aKPbITHE COCYAA;
o ductyna, paspbiB cocyna;
0 3MBOMMA (BO3AYXOM, TKaHbIO, BNALLIKOM, TPOMEOTUYECKMM MaTEPUANOM WU M3Lenvem);
0 apTepuanbHbiii TPOMB03, TPOMBO3 CTEHTa UK PUALTPA/OKKIO3MOHHBII TPOMBO3;
O CTEHO3 Ut PECTEHO3;
O CNa3m Wnk yMeHbLUEHUE NPOCBETA COCY/A.
*  Cep; aputmun (i py )CTH. " Y,
«  Cep py (BKNIOYAA MLIEMUIO MUOKapaa, NHAPKT 6UNbHYI0
*  WHcynbt/ocTpoe MO3roBoro (OHMK) u p: p ataka (TNA).
*  HenoctatouHocTb CO CTOPOHbI CUCTEM OpraHoB:
O 0CTaHOBKA CEP/IEYHO-NErOYHOM [BATENbHOCTM;
O CepieyHas HENoCTaTOuHOCTh;
O CepaeyHo-NeroyHan HEoCTaTOuHOCTb (BKIKOYAA OTEK Nerkux);
O N0YeYHad HEl0CTATOUHOCT;
0 LWOK.
«  Kposoteyerue.
*  HapywweHus, CBA3aHHbIE C KNETKaMU KPOBMU, BKIIOYaA renap! TPOMOC (TWAT) n ppyrue Hap: D )CTU KPOBY.
. n runep
. I'Iopameume NEPUOEPUUECKYIX HEPBOB.
. DapKT Apyroit
. NIOKanbHad 1 ( Vio).

« TowHota 1 peoTa.
« bonb B rpyam.
*  Opbllwka.
«  lepudepuuieckue OTeKw/0Tek ronoBHOr0 MO3ra i rnepeonemus.
«  TloBbllUEHME TeMNEpaTypbl Tena.
«  bonb, BKOYAA rONOBHYI0 60Nb.
*  CuHgpom runepnepdysmn.
*  [Ipyruie HEBPONOTUYECKIE U CUCTEMHbIE OCTIOKHEHNA, B TOM YKCne:
0 cynoporu.
*  Kposouanusaue B rofoBHOM MO3r.
*  JleTanbHblit ucxop.
* OcnoxHeHua, KOTOpble CBA3aHbI C YCTPOVICTBOM 1 MOTYT NOTPEGOBATH AONONHUTENBHOTO BMELLATENbCTBA, B TOM YMCHe:
n (unn) KC CUCTEMbI;
3ampeaanme/nospemueﬂme CTEHTa Unk GUALTPa;

HENpaBuNbHOE PacNoNoXeHNe CTEHTa;
CMeLLeHIe/aMBONN3aUNA CTeHTa.

win p p pTepakTomua (K33).

11.0  YBEJOMJIEHIE 0 HEXXENATENIbHbIX NOCNEACTBNAX

[ina knuexToB U3 EBponeiickoro coo3a: nonb3oBareb U (1K) NauMeHT AOMKHbI
crexta X.ACT™, npon3BoauTento 1 B opraH r — uneHa Ei
[APYruX reorpaguyeckyix PeruoHoB: crienyet coobLIaTh 0 16O CepbesHom
PacnpoCTPaHAETCA WX OPUCAVKLIAA.

12.0  CBOJHAA UH(OPMALINA 0 BE30MACHOCTI 11 KIUHIYECKIX XAPAKTEPUCTIKAX

CBoaHaA MHdopMauva 0 6e30nacHOCTI 1 KNMHIYECKUX XapakTepucTukax (SSCP) atoro ycTpoiictBa AOCTYNHA no aapecy https://ec.europa.eu/tools/eudamed. BbinonHuTe nowck yctpoiictea no
6azoBomy topy UDI-DI, B Tabnuue 1. SSCP HaxoauTcA No JaHHOMY ajpecy nocne 3anycka Eponeiickoi 6asbl AaHHbIX N0 MeAULMHCKUM n3pennam (EUDAMED).
13.0  MPEOMONATAEMbII CPOK CNYXBbI YCTPONCTBA

Oxupaemblii Cpok cnyx6bl Habopa AnA ycTaHoBKY KapoTupHoro cTexta X.ACT™ coctaenset He Mexee 10 net. Habop anA ycTaHoBku kapotuaHoro cterta X.ACT He npenHasHayeH Ana ynanexus
nocne MMnAaxTauui.

14.0  VTWIN3ALNA YCTPOICTBA

I oooo

¢ Habopom ANA YCTaHOBK KapOTUAHOTO
W (unn) naumexT. nA KNEHTOB U3
Oprab, 32 TEPPUTOPUIO, Ha KOTOPYID

0 ntobom 3
/CKOro COt03a, rae 3aper
1 B pery

Mocne i ero CTU U YNaKoBKY Criepyer 06pasom no pUAM ANA Y BUOMOrMYECKI ONACHbIE, OCTPbIE
NPeAMETbI, HEoNacHbie OTXObl 1 T. f1.) U y B c y [ 1

15.0  OTBGOP U IEYEHWE NALNEHTOB

K i Bpau ne NPUrOAHOCTb NALWEHTOB A P 1 X COC iy NPOGUNIO PUCKa [INA YKa3aHHbIX MPOLIEAYD, Kak onucaHo

B pasgesne 6.0 «[loxkasaHua k npumeHermnto» v pasgene 7.0 «[TpoTnBonokasaHus».
16.0  MH(OPMALINA 0 KOHCYJIbTUPOBAHIN MALWWEHTOB 11 PEKOMEHOALUAN MALIMEHTAM

Bpauam cnepnyer o: C npenc Mepamu npi p nu B 0CTaTOYHbIX PUCKOB 11 BO3MOXHDBIX NOBOYHBIX peakuuii
runep4yyBCTBMTENBHOCT, KOTOPbIE MOTYT 6biTb aKTy npu no nosoay AAHHOro n3genua. Bpaqm AO0MKHbI NPEAYCMOTPETL CReaytoLlee:

. puCKa 1 NONb3bl NA KAXI0TO KOHKPETHOTO NaLyenTa;

«  06CyXaeH1e N3MEHeHUA TekyLero 06pasa XusHu cpasy nocne Npoueaypbl v B JONFOCPOUHON NEPCNEKTUBE;

. No6oro 0

* puckos annepmqecxoﬁ peakuun unu NOBbILIEHHOI YyBCTBUTENBHOCTU K KOMNOHEHTAM yCTpOVICTBa.
170 VHGOPMALNA 0 KNMHUYECKOM NMPUMEHEHINA
171 Heobxopumble mMaTepuans

e N 6 F wv nposc

Karetepa/runbabl 0,088 atoiiva/2,24 Mm.

«  Bpawarowmiica remoctatinyeckiii knana 0,096 aroitma (2,44 Mm).

*  YCTpoiicTBO ANA 3auThl 0T ambonun Emboshield NAVE™ u npoBogHmk BareWire.

«  Karerep ans 6annoxHoil gunaraumuy (HeobA3atenbHo).

«  [enapuHuaupoBantblit duanonoruueckuit pactaop, 1000 EI/500 ky6. cM. (CTEPUNbHBIN).

«  LWnpuy ¢ 3amkom Jltoapa obbemom 3 mn.

 TIPOMbIBOYHbII HAKOHBUHUK.

il KateTep AnameTpom 8 F, COOTBETCTBYIOLLME aHaTOMIM COCYA0B. MuHUManbHbIi BHYTPEHHMI anameTp (B[) HanpasnAtoLero

17.2 MoaroToBKka CUCTEMbI SOCTABKM
17.2.1  |A3BnekwTe ynakoBaHHoE YCTPOMCTBO U3 KOPOBKM.
17.2.2  OcmoTpUTe NaKeT Ha Hannyue D
€10 NPOM3BOAUTENHO.
17.2.3  OTKpoiiTe Naker 1 U3BNeKUTe yCTPOIACTBO N3 NaKeTa, COXp ero
17.2.4  WNsenekute ycmomcmo U3 3AUUATHOTO KObLA, OTNYCTUB QUKCATOP W BHITALLYB YCTPOICTBO 38 PYKOATb. OCMOTPUTE YCTPOVCTBO Ha HaMUUE NOBPEXIEHNA. Mpu 06HAPYXEHMN Kakix-
nmbo poil W BEPHUTE €ro
17.25  Mpukpenute wnpuy UﬁbeMUM 3 M, 3an0NHeHHbIA (U3NONOTYECKVM PACTBOPOM, K HAKOHEUHUKY A MO 1 uepes
110p, N0Ka QU3NONOTMYECKIl PACTBOP He BbIFAET KaK MEXOY HAKOHEUHUKOM 1 TENOM KaTeTepa, Tak U Yepes BbIXOAHOE 0TBEPCTUE NPOBOAHUKA RX (puc. 1, Homep 10)
17.2.6  OcmoTpuTe ANCTaNbHbIA KOHEL| YCTPOACTBA, YTOGbI YEEAUTLCS, UTO BCE YacT CTEHTA 3alLylLieHbl. He uCnonb3yiite yCTPOMCTBO, ECNM KaKas-Nubo YacTb CTeHTa Gbina NoaBepKeHa
1 BEpHWTE ero Tenio.

0 Bapbepa. Ecnu ecTb N003peHue, YTo CTEPUNbHLI Hapbep Bbin HapyLUEH, He UCNONb3yiiTe YCTPONCTBO U BEPHHUTE

o TexX






17.2.7  Ecnu nocne NOATOTOBKY OCTAETCA 3a30p MEXTY HaKOHEYHIKOM KaTeTepa i BHELUHei rnb30i, BpaLLaiiTe akTVBATOP PACKPLITUA MPOTUB YACOBO CTPENKM (B HanpasneHuy,
NPOTVBONONOXHOM YKa3aHHOMY CTPENKO/ Ha PYKOATM) [0 TeX Nop, NoKa 3a30p He BYAET 3akpbiT.
' AKTHBATOp packpbITUA 17.2.7.1 YpepxuBalite pykoATb Kak NOKa3aHO Ha PUCYHKE 4.

17.2.7.2 Bpaluaiite akTBaTtop packpbiTus B CTPENKOIt Ha PYKOATH.

p . He Bp: akTvsatop W KOPNYC PYKOATH OIHOBPEMEHHO.
PucyHok 4. BTATMBaHNE HAKOHEUHIKA
Al
Mpumeyanue. Mocne nonyyeHna YPECKOXHOrO AOCTYNA CneayeT NCnonb3oBarb renaput ana ol npc aKT 0 BPEMEHN CBep (ACT) bonee
300 cekyHp. TUNb3bl NPOBOAHIKA, ro pa/TUNb3bl 1 YCTPOVCTBA 3ALLNTHI OT AMEONUN.
17.2.8  [loctyn K MecTy Ne4eHuns ¢ UCnonb: YIOLLIEro BCOMOrarenbHoro VIoro ¢ it noctasku RX pasmepom 5,7 F.

17.2.9  Tlocne packpbiTUA CUCTEMbI 3ALLTBI OT 3MBONNN NPOLIEAYPY MOXHO NPOOMKMTL NYTEM BBEAEHUA APYTVX YPECKOKHDIX UHTEPBEHLIMOHHBIX YCTPOWCTB N0 TOMY X MPOBOAHIKY.

173 BBepeHue cncTembl JOCTABKN CTEHTA
17.3.1  Tpu HeobxoanmocTh pacLunpbTe i/l Y4aCcTOK C NOMOLLbIO METO/I0B aHT!

17.3.2. Tpomsuraiite Habop AnA yCTaHOBKW kapoTuaHoro cteHta X.ACT™ no npoBOAHUKY. B cnyyae 3HauntenbHoro conp BO BpemA p , Habop cnenyer
13BMeYb 1 3aMEHUTb. AKTMBATOP PACKPBITVA HE CNIEAYeT BPALLATb [10 TEX NOP, M0KA HEPaCKPbITbIil CTEHT B CUCTEME 0CTaBKI RX He ByAeT pacnonoxew B npeanonaraemMom mecte
PackpbITHA.

17.4  PackpbiThe cTexTa

17.4.1. Tlpogsuraiite cuctemy JocTaBkv RX 0 Tex nop, NoKa PeHTTEHOKOHTPACTHbIE MapKepbl HE Panonoxarca coor
nopaxexya. He cneyer BpawaTb akTuBatop PackpbiTA BO BPEMA BBEMEHNUA CUCTEMbI fOCTaBKM RX.

17.4.2  Ybenuech, YT remoCTaTMYECKWIi Knanax 3aTAHyT Ha cTabunusatope (puc. 1, Homep 11). 3akpenuTe pykOATb OAHOI PYKOW. [Ipyroii PyKoii NPOBEPLTE, YTO YaCTb CTEPXKHA KaTeTepa,
KOTOPaA OCTAETCA CHAPYXil MHTPOMbIOCEPa/HANPaBNAIOLLEro kaTetepa, npaman (puc. 5-a). t KoTOpoe CTEHTa, NOKA3aHO CTPENKOit Ha
PYKOATM. MeneHHo BpaLLaiiTe akTBATOP PacKpbITUA PYKOATKY M0 4acoBOt CTPenke (puc. 5-b). 3o crenTa. U NONOXEHNA CUCTEMbI
10cTaBky RX MOXET BbiTb AOCTUTHYTO 710 TOT0, KaK CTEHT BOVIZET B KOHTAKT CO CTEHKOV COCYAA. [eMOCTATYECKWt KNanaH [OMKEH BbiTb OTKPLIT 40 U3MEHEHNA NONOXEHNA CTEHTa.
TemocTaTvyeckuit knanax cnepyer NOBTOPHO 3aTAHYTb Ha CTa e nepes BO30GHC CTeHTa. He NbiTaitTeCh U3MEHUTb NONOXEHUE CUCTEMbI 0CTaBKN RX
TI0CNE KOHTAKTA CTEHTA CO CTEHKOIA COCY/a. PACKPbITVE CUNTAETCA 3aBEPLUEHHBIM MOCAE NOMHOTO 0CBOBOXMEHNA CTEHTA 1 Er0 CONPUKOCHOBEHUA CO CTEHKOI COCYAA.

17.4.3  Tlocne TOro, KaK CTEHT COMPUKOCHYNCA CO CTEHKO COCYAa, HE NepemeLLiaiiTe cucTemy [ocTakit RX 10 Tex nop, NoKa CTEHT He ByaeT NOMHOCTbIO PacKpbIT (puE. 5-¢).

06pasom 1 LeNEBOro yyacTka

A

PucyHok 5. PackpbiTne cTenTa

17.5  PackpbiTue CTeHTa nocne packpbiTus

17.5.1  Otkpoiire r it Knana. I cucTemy aocTaBkyt RX noa peHTreHocKonuYeckinm HabniofeHnem.

Mpumeyanue. ECcni BO BPEMA 13BNIEYEHNA CUCTEMbI 0CTABKM RX BCTPEUAETCA KAKOE-NNBO 3HA4UTENbHOE COMPOTUBAEHNE, NPUUWHY Nt0BOr0 CONPOTUBNEHNA CEAYeT ONPEaeNntT C MOMOLLbI0
PeHTT " Koppex

17.5.2 G nOMOLLbIO PEHTTEHOCKONWY OLIEHUTE CTEMEeHb PACKPbITUA CTEHT.

17.5.3  [lpn HEOBXOANMOCTY CTEHT MOXET BbiTb ONONHUTENBHO PACKPBIT.

17.6  [eilcTBUA nocne MMMNMAHTALNN CTEHTa
17.6.1  Tlocne TOro, Kak OKOHYaTENbHaA aHruorpaduA NOATBEPAUT YAOBNETBOPUTENbHBIA PE3YNbTaT, CUCTEMa AMBONNYECKOI 3alUTbl JOMKHA BbITb M3BNEYEHA B COOTBETCTBUN C

no Bce Apyrue BCnomoraTenbHble YCTPOACTBA Tenepb MOXHO M3BAeYb U, NP HEOBXOAMMOCTH, 3aKPbiTb MECTO NPOKONa.
18.0  KAPTA MALMEHTA C UMIUTAHTPOBAHHbIM CTEHTOM
Bpay unm 0 LIeHTPa JI0NKEH e © KapToit [ CTEHTOM.
*  BHectu B Kapty p (Ha NULIEBOIA CTOPOHE KapTbl), IHOOPMALMIO O MEAVLIMHCKOM LIEHTPE AW Bpaye, anpec U KOHTAKTHbI HOMEP, a Takxe aty

YCTaHOBKYW UMNNaHTaTa (Ha 06paTHOi CTOPOHE KapTb).
«  HaknewuTb Ha KapTy CHUMAIOLLMECA HAKNENKY C ATMKETKY M3Nenus.
Mepen BLINWCKOI NaLMEHTY HEOBXOMIMO NPENOCTaBUTL 3aMONHEHHYIO KApTy NALUMEHTa C UMNAAHTUPOBAHHBIM CTEHTOM.

19.0  PACKPbITUE NHOOPMALW OB N3AENNN
Komnanua Abbott cobnionana Bce pasymHble Mepbl np )CTH NpU [naHHoro yctpoiicTea. Komnanua Abbott ucknioyaet Bce Buabl rapaHTyii, ABHbIX Uk
nofipasyMeBaeMbix, AEVICTBYIOLLX B CUNY 3aKOHA WU UHbIM 06PA3OM, B TOM yucne, NOMUMO NPOYEro, NG NOPa3yMeBaemble rapaHTU TOBAPHOI NPUTOAHOCTY VAN COOTBETCTBIA, TaK
Kak 0BPaLLEHNE C AaHHBIM YCTPOICTBOM 1 €r0 XPaHEHUe, a Takxe (aKTopbl, UMEIOLLIME OTHOLLEHUE K MALVEHTY, AMarHOCTUKE, NEYEHNI0, XMPYPriyeckum npoLieaypam, U Apyrue Bonpochl,
He or Abbott, BMAIT HA i ¥ pesynbTathl €ro ucnonb3osanuA. Komnanua Abbott He HeceT 0TBETCTBEHHOCTY 3a N06O NPAMOIN unu
KOCBEHHbIV YLLep6, noBpexaeHna Nubo pacxodbl, NPAMO UMK KOCBEHHO CBA3aHHbIE C UCMONb30BaHMEM [aHHOrO ycTpolicTBa. Komnaxua Abbott He npuHMMaeT Ha ceba kakyto-nubo Apyryio

b N 06A3atenbcTBa U He 60 MHOE NNLO Takyto oT wnn B CBA3M C AaHHBIM YCTPOICTBOM.
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en: Graphical Symbols for Medical Device Labeling; ru: lpaguyeckne CUMBOMbI Ha TUKETKAX MEANLIMHCKNX U3LENMi

en: Manufacturer; ru: Mpon3sopwTens en: Batch code; ru: Homep cepun

LOT

en: Catalogue number; ru: KatanoxHbiit Homep en: Medical device; ru: Meauuuxckoe uagenue

REF MD

en: Flushing Tip; ru: MpoMbIBoYHbIi d P en: Keep dry; ru: bepeub ot Bnaru
HaKOHEUHNK 9 q4

Flushing Tip

en: Keep away from sunlight; ru: Bepeyb 0T COnHeYHbIX Nyyeit

Y
//T
[ ]

en: Guide wire maximum diameter; ru: MakcumanbHbii
[AVaMEeTp NPOBOAHIKA

@J_

EC

N

en: Authorized representative in the
European Community/European Union;
ru: YNoNHOMOYEHHbIi NpeacTaBuTeNDb B
E i /Ei i

en: Consult instructions for use or consult electronic instructions
for use; ruz 03HaKOMbTECH C UHCTPYKLAMY NO NPUMEHEHIO
NN C 3MNEKTPOHHBIMIA MHCTPYKLMAMU NO NPUMEHEHUI

REP

cot03e

en: Packaging unit; ru: YnakoBouas eauHmua en: Proximal; ru: MlpokcuManbHblii

Proximal

%

en: Do not resterilize; ru: He nognexut nosTopHoii
cTepunu3aLnm

en: Do not re-use; ru: [1nA 0AHOPa30BOr0 UCNONb30BaHNA

en: UKR Person; ru: OTBETCTBEHHOE NULIO B en: Sterilized using ethylene oxide;
U K RP BenukoGpuTarumn STERILE Eo ru: CTepunM30BaHO TUNEHOKCUAOM
en: Importer in the European Community; ru: U B EC en: Minimum Guiding Catheter; ru: MuHuManbHblii

MIN GC

[MameTp NPOBOAHUKOBOTO KaTetepa

@

en: Non-pyrogenic; ru: AnporeHHo

en: Distal; ru: uctanbHbii

D

3
-
=

en: Single sterile barrier system; ru: Oaun cTepunbHblit 6apbep en: Do not use if package is damaged and consult
instructions for use; ru: He ucnonb3osarb, ecnu
ynakoBka 0. c

no NpUMEHEHN0

en: MR Conditional; ru: He ABnAeTcA npoTvBonokasaHuem

en: Syringe; ru: Wnpuy K nposeneHio MPT

O

SYRINGE

en: Contains hazardous substances (CAS registry number);
ru: CopepxuT onacHble BeLecTsa (Homep B peectpe CAS)

en: Nitinol Self-Expanding Stent;
ru: HUTHONOBBIA
CaMOPACKPBIBAIOLLICA CTEHT

[Nitinol Self-Expanding Stent |

en: Use-by date; ru: Cpok rogHocTu en: Unique device identifier; ru: YHukanbHbiit

VAEHTUOMKATOP YCTpOlicTBa

en: Rapid exchange; ru: Cuctema 6bIcTpoit 3ameHbl
(moHopenbcoBan)

en: Date of manufacture; ru: [lata nsrotosnenua

Bgeb® X E

EC |REP

Abbott Vascular International BVBA
Park Lane, Culliganlaan 2B

1831 Diegem, BELGIUM

TEL: + 32271414 11

FAX: + 3227141412

M Abbott Medical

3200 Lakeside Drive

Santa Clara, CA 95054 USA

TEL: (800) 227-9902

FAX: (800) 601-8874

Outside USA TEL: +1 951-914-4669
Outside USA FAX: +1 951-914-2531

UK |RP

Abbott Medical UK Limited
Elder House

Central Boulevard

Blythe Valley Business Park
Solihull B90 8AJ

United Kingdom
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Label Type International
Languages Appearing e English
on Label ¢ Russian

Note: Controlled content is contained in EL2138102 (2023-12-18).

US: 11" W x 17" L

Dimensional Requirements EU: 297 x 420 mm (A3)

Final Fold (Cross fold)
US: 5-1/2” £1/8” W x 8-1/2” +1/8" H
Fold Configuration EU: 148.5 mm x 210 mm, £6.35 mm
Note: The IFU must be folded such that the barcode appears in
the upper right-hand corner of the final folded IFU.

US: 40 #, Offset, white

Material Requirements EU: 80 gsm, Offset, white

Text: Black
Ink Color Abbott bar on front cover: PANTONE Cool Gray 11 U
OR equivalent to 65% Black

Generic Specification See PK2011944 for requirements not listed below.

Receiving Inspection

- Refer to PK2011944
Requirements

Artwork Date 2023-12-18
Label Control Level A
Barcode Scans 112138102-04

CONFIDENTIAL
May not be reproduced outside Abbott without written permission from Document Control.
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