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INSTRUCTIONS FOR USE
Firehawk Liberty*"" Rapamycin Target Eluting Coronary Stent System

PRODUCT DESCRIPTION

le Firehawk Liberty™ Rapamycin Target Eluting Coronary Stent System "(Firehawk Liberty
fRTECSS or Firehawk Liberty™) is a device/drug combination product consisting of:
*3) Drug/Polymer Coating: a formulation of rapamycin in a biodegradable polymer coating whicl;
filled in grooves that located on outside surface of stent struts (Fig. 1.1 and Fig. 1.2).
b) A Stentand Delivery System: L605 CoCr stent pre-mounted to a RX delivery catheter.

Drug eluting stent

Balloon Dilevery system x

250mm

950mm
1050mm
1400mm

X:2.25-3.0: 2.3F
$3.5-94.0: 2.6F

Fig, 1,1 The Schematic diagram of Firehawk LibertyRTECSS

Fig. 1.2 Construction of Groove loaded drug product

The device characteristics are summarized in Table 1.1 and 1.2.

Table 1.1 Firehawk Liberty™ RTECSS Product Description

Parameter Characteristic
Stent configuration shape - cylindrical
Delivery system Rapid-Exchange (RX) type balloon catheter

Auvailable Stent Lengths (mm) 8, 13, 16, 18,21,23, 26, 29,31,33, 35, 38
Auvailable Stent Diameters (mm)  2.25; 2.5; 2.75; 3.0; 3.5; 4.0

Stent Material L-605 cobalt chromium (CoCr) alloy

Drug Coating An abluminal coating of poly(lactic acid) loaded with Rapamycin, Fig. 1.2
Balloon material Pebax 3533 & Nylon 12

Radiopaque strip Platinum and iridium alloy

Hydrophilic coating PVP

Distances to the Guide  wire 250 mm = 50 mm
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imeter
tip of the outlet
leter Position ofthe
first mark

Position ofthe
second mark
[Effective catheter length

'Delivery system design

Stent Delivery System Balloon

Balloon inflation pressure

Guiding Catheter Inner Diameter

Catheter Shaft Outer Diameter
(nominal)

OTHOLLUEHME [ANMHbI CTEHTA K
AnameTpy

The ratio of stent length to
diameter

Vessel wall compatibility

Visualization

Resistance to fracture under
radially applied load

Decreased vessel lumen

(Reduction)
Durability
Bend / Kink

Stent free surface area and stent
outer surface area

The appearance of the stent
system

Stent profile

Stent displacement force

Characteristic

950 mm = 50 mm

1050 mm = 50 mm

1400 mm = 100 mm

Single access port to inflation lumen. Guide wire exit notch is located 25 cm from
tip. E)esigned for guide wires < 0.014" (0,36 mm).
A semi-compliant balloon with two radiopaque markers to designate the stent
Nominal inflation pressure:

10 atm (1013 kPa) for all sizes;

Rated Burst Pressure (RBP):

16 atm (1621 kPa) for 2.25 to 3.5mm Diameters;

14 atm (1419 kPa) for 4.0mm Diameters

>5F (0.056")

$2.25-3.0 mm ®3.5-4.0 mm
Distal: 2.6 F(0.03470.864T1T]) 2.8F (0.037"[0.940mm])
Proximal: 2.3F (0.030"(0.762mm]) 2.6 F (0.034"[0.864mm])

Mpy packpbiBaHWW CTEHTa 40 MWHUMASIbHOrO M MakCMMalbHOro AUMaMeTpoB
N3MEHEHWE 4/IMHbI CTEHTA [OJIXKHO cOCTaBNATb <20%.

After the tracking process, the delivery system has no visible damage (for
example, kinks), the stents are not loosened or misaligned;

The distance between the outer diameter ofthe balloon and the outer diameter of
the twisted stent profile should be < 5% both before and after tracking, as well as
with a bend radius of 8 mm.

The outer surface of the stent should fit snugly against the vessel wall, and there
should be no deviation or separation of the stent from the vessel wall.

Stents should be visualized by digital subtraction angiography (CSA) or
fluoroscopy.
The table below shows the fracture resistance for stents of different diameters at
12% deformation.

. . 12% deformation and fracture resistance
Nominal diameter (mm)

(kPa)
2,25 >110
2,5 >105
2,75 >100
3,0 ng
3,5
4,0 >85

< 10%

The stent must maintain its integrity without any obvious defects or damage for
10 years.
The minimum radius of curvature of a deployed stent should be < 8.0 mm.

For stents with a specified diameter, minimum diameter and maximum diameter,
the surface area free from the stent should be more than 70% of the-total surface
area of cylinders ofthe same diameter and length.
The surface ofthe delivery system must be smooth, free ofvisible foreign matter;

Stent diameter at nominal

Profile
pressure (mm)
02,25, 2,5 <0,042 71,067 mm
®2,75 <0,043 71,092 mm
3,0 <0,04471,118mm
d35, 4,0 <0,051 71,295 mm

The peak displacement force is at least 2.0 N at an initial distance of 0-5 mm
(displacement force is the force required to displace the stent in relation to the
balloon without the possibility of recovery).

Page | 2
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4ninieter

AL ak

1Bend/ Kink
Visualization

Balloon inflation time
Balloon deflation time

Estimated cylinder wear

Balloon expansion at both ends
ofthe stent

Hemostasis

Isolation of the drug

Component size compatibility

Factors of stent functioning

Characteristic
When filling the system with contrast agent, there should be no leaks or damage,
such as tears or protrusions on the delivery system.
There should be no leaks in the Luer lock, in any area of the connection, or in
any other element.
Air should not enter through the assembly points of the delivery system during
the suction process.
The stent / delivery system should not be kinked during delivery and retrieval.
The radiopaque marker stripes ofthe balloon catheter should be visualized during
access using fluoroscopy.
Balloon inflation time < 20 seconds
Balloon deflation time < 20 seconds
After 10 filling and emptying cycles, the delivery system should be free of leaks
or ruptures.
The diameter ofthe portion ofthe balloon outside the stent should not exceed 5%
ofthe outer diameter of the stent at the design burst pressure.
At a pressure of 25 kPa and a pushing force of 2 £ 0.2 N, the volume of water
flowing out of the hemostatic valve in 20 minutes should not exceed 10 ml.

Milestone Selection intensity
10 min <35%

1 hour 22%-58%

6 hours 41%-82%

48 hours > 66%

Guide wire lumen diameter and travel smoothness: The wire> 0.014 " (0.36mm)
can move smoothly without stopping inside the guide wire lumen, and the
maximum pushing force does not exceed 0.3 N.

- The probability of occurrence of contact, galvanic, pitting and fretting
corrosion, the possibility of oxidation: the probability is low, provided by the use
of bioinert materials

- Tissue perforation hazard: Tissue perforation or rupture can occur if a stent is
used that does not match the vessel diameter, or if the precautions regarding stent
use are not followed.

- Information on biodegradation: low probability, provided by the use of bioinert
materials.

Table 1.2 Firehawk Liberty®” RTECSS Product Matrix and Rapamydn Content

Product Code Stent Diameter (mm) Stent Length (mm) Drug Content (pg)
FR2208 2.25 8 18
FR2508 25 8 18
FR2708 2.75 8 21
FR3008 3.0 8 21
FR3508 35 8 27
FR4008 4.0 8 27
FR2213 2.25 13 30
FR2513 25 13 30
FR2713 2.75 13 35
FR3013 3.0 13 35
FR3513 35 13 45
FR4013 4.0 13 45
FR2216 2.25 16 38
FR2516 25 16 38
FR2716 2.75 16 41
FR3016 3.0 16 41
FR3516 35 16 53
FR4016 4.0 16 53
FR2218 2.25 18 43
FR2518 25 18 43
FR2718 2.75 18 47
FR3018 3.0 18 47
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Koduct Code Stent Diameter (mm) Stent Length (mm) Drug Content (pg)

ANERTS518 35 18 60
A B £R4018 4.0 18 60
1 FR222I 2.25 21 48
1 FR2521 25 21 48
1  FR272 2.75 21 53
' FR3021 3.0 21 ' 53
FR3521 35 21 68
FR4021 4.0 21 68
FR2223 2.25 23 53
FR2523 25 23 53
FR2723 2.75 23 59
FR3023 3.0 23 59
FR3523 35 23 76
FR4023 4.0 23 76
FR2226 2.25 26 60
FR2526 25 26 60
FR2726 2.75 26 68
FR3026 3.0 26 68
FR3526 35 26 87
FR4026 4.0 26 87
FR2229 2.25 o 29 68
FR2529 25 29 68
FR2729 2.75 29 76
FR3029 3.0 29 76
FR3529 35 29 98
FR4029 4.0 29 98
FR2531 2.5 31 73
FR2731 2.75 31 79
FR3031 3.0 31 79
FR3531 35 31 102
FR4031 4.0 31 102
FR2533 2.5 33 78
FR2733 2.75 33 85
FR3033 3.0 33 85
FR3533 35 33 no
FR4033 4.0 33 110
FR2735 2.75 35 a1
FR3035 3.0 35 9
ER3535 35 35 117
FR4035 4.0 35 117
FR2738 2.75 38 97
FR3038 3.0 38 97
FR3538 35 38 125
FR4038 4.0 38 125

Product Code Format: FR xxyy:
XX stent diameter, mm

yy - stent length, mm.

Type of contact with the body

Astent is a lifelong contact with the internal environment of the body (with blood or lymph).
Delivery system - short-term contact with blood and lymph.

2 PURPOSE AND INDICATIONS FOR USE

2.1. PURPOSE

The Firehawk Liberty™ Rapamycin Target Eluting Coronary Stent System (Firehawk Liberty™>™"
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:CSS) is indicated for improving coronary luminal diameter in patients with symptomatic heart
>edue to de novo native coronary artery lesions length < 60 mm with reference vessel diameters of
to < 4.0 mm.

[ INDICATIONS

le Firehawk Liberty™" Rapamycin Target Eluting Coronary Stent System (Firehawk Liberty™
IRTECSS) is indicated for improving coronary luminal diameter in patients wMi symptomatic heart
'disease due to de novo native coronary artery lesions length < 60 mm with reference vessel diameters of
>2.25 to <4.0 mm.

3 CONTRAINDICATIONS

The Firehawk Liberty™ Rapamycin Target Eluting Coronary Stent System (Firehawk Liberty' "

RTECSS) is contraindicated for use in patients:

* Who cannot receive antiplatelet and/or anti-coagulant therapy;

»  With lesions that prevent complete angioplasty balloon inflation or proper placement of the stent
or stent delivery system;

«  With hypersensitivity or contraindication to rapamycin or similar drugs or any other analogue or
derivative, cobalt, chromium, nickel, tungsten, or PLA.

4 WARNINGS

»  Ensure that the inner package sterile barrier has not been opened or damaged prior to use.

* Judicious patient selection is necessary since the use of the device carries the associated risks of
thrombosis, vascular complications, and/or bleeding events.

e This product should not be used in patients who are not likely to comply with the recommended
antiplatelet therapy.

5 PRECAUTIONS

5.1 General Precautions

e  Stent implantation should only be performed by physicians who have received appropriate
training.

e Stent placement should be performed at hospitals where emergency coronary artery bypass graft
surgery is accessible.

e Subsequent restenosis may require repeat dilatation of the arterial segment containing the stent.
Long-term outcomes following repeat dilatation of the stent are presently unknown.

* Risks and benefits should be considered in patients with severe contrast*agent allergies.

» Do notexpose or wipe the product with organic solvents such as alcohol or detergents.

»  Care should be taken to control the guiding catheter tip during stent delivery, deployment, and
delivery system withdrawal. Before withdrawing the stent delivery system, visually confirm
complete balloon deflation by fluoroscopy to avoid guiding catheter advancement into the vessel
and subsequent arterial damage.

e Compared to use within the specified Indications for Use, the use of DES in patients and lesions
outside of the labeled indications may have an increased risk of adverse events, including stent
thrombosis, stent embolization, MI, or death.

It is very important that the patient comply with post-procedural antiplatelet therapy
recommendations. It should be adapted depending on patient profile, clinical indication and
intervention characteristics, and in accordance with ESC and ACC/AHA/SCAI guidelines.

»  Early discontinuation of prescribed antiplatelet medications could result in a higher risk of stent
thrombosis, MI, or death. The risks and benefits of the procedure should be weighed against the
possible risks associated with early discontinuation of antiplatelet therapy. Patients who require
early discontinuation of antiplatelet therapy should be monitored carefully for cardiac events.

e Orally administered sirolimus combined with cyclosporine is associated with increased serum
cholesterol and triglycerides levels.

*  When used with cyclosporine medication. The sirolimus mean AUC and mean Ctax may be
affected.
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Use of Multiple Stents

m multiple stents are required, stent materials should be of similar composition. Placing multiple
Js of different materials in contact with each other may increase potential for corrosion. Potential
Fractions of the Firehawk Liberty*'™ stent with other dnig-eluting or coated stents have not been
luated.
ipatient’s exposure to drug and polymer is proportional to the number and total length of implanted
ents. Use of more than two Firehawk Liberty™” stents has not received adequate long term clinical
Kaluation. The maximum amount of stents used needs to be determined by the physician based on the
[risks versus the clinical benefit for the patient involved.

S3 Brachytherapy

The safety and effectiveness of the Firehawk Liberty™” stent in patients with prior brachytherapy of
thetarget lesion have not been established. The safety and effectiveness ofthe use of brachytherapy to
treat in-stent restenosis in a Firehawk LibertyTM stent has not been established. Both vascular
brachytherapy and the Firehawk Libertystent alter arterial remodeling. The synergy between these
two treatments has not been determined.

54 Drug Interactions

The effect of drug interactions on the safety or efficacy of the Firehawk Liberty™'” stent has not been
determined. Several drugs are known to affect the metabolism of Rapamycin, and other drug
interactions may be inferred from known metabolic effects. Rapamycin is known to be a substrate for
both cytochrome P450 I11A4 (CYP3A4) and P-glycoprotein.

Consideration should be given to the potential for drug interaction when deciding to implant Firehawk
Liberty~” stent if patient is taking a drug that might interact with Rapamycin, or when deciding to
initiate therapy if patient has recently received a Firehawk Libertystent.

55 Magnetic Resonance Imaging (MRI)

Non-clinical testing has demonstrated the Firehawk Liberty™ stent is MR Conditional. It can be

scanned safely under the following conditions:

e Static magnetic field of 3 Tesla

e spatial gradient field of 36 T/m

 Maximum whole body averaged specific absorption rate (SAR) of 2 W/kg or less at 3 Tesla,
Firehawk Liberty™ stent, for 15 minutes of continuous MR scanning.

In non-clinical testing, the single and overlapping (72.4 mm) Firehawk Liberty™ stent respectively

produced a temperature rise of 1.2 and 3.2 ® at a maximum whole body averaged specific

absorption rate (SAR) of ~ 3.53 W/kg, as assessed by calorimetry for 15 minutes of continuous MR

scanning with whole body coil in a 3 Tesla Magnetom Trio, Siemens Medical Solutions (Software:

Numaris/4, syngo MR A30) MR Scanner. »

Non-clinical testing has not been performed to rule out the possibility of implant migration and RF

heating at static gradient magnetic fields stronger than mentioned above.

MR imaging quality may be compromised ifthe area of interest is in exactly the same area or relatively

close to the position of die stent.

5.6 Stent Handling Precautions

» Each stent is for single use only. Do not resterilize or reuse this device. Note the "Use-by"
(expiration) date on the product label.

e The foil pouch is not a sterile barrier. The inner header bag (pouch) within the foil pouch is the
sterile barrier. Only the contents of the inner pouch should be considered sterile. The outside
surface ofthe inner pouch is NOT sterile.

e The foil pouch contains 1 packet of oxygen absorber. Please discard this packet after opening the
pouch.

e Do not remove the stent from the delivery system as removal may damage the stent and/or lead
to stent embolization. These components are intended to perform together as a system.

* Do notinduce a vacuum on the delivery system prior to reaching the target lesion. This may cause
dislodgement of the stent from the balloon.

»  Thedelivery system should not be used in conjunction with other stents.

e Special care must be taken not to handle or disrupt the stent on the balloon especially during
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delivery system removal from packaging, placement over the guide wire, and advancement
through the rotating hemostatic valve adapter and guiding catheter hub.

Do not manipulate, touch, or handle the stent with your fingers, which may cause contamination
lor stent dislodgement from the delivery balloon.

Use only the appropriate balloon inflation media (see Section 9.3.4 - Operator’s Instructions,
Delivery System Preparation). Do not use air or any gaseous medium to inflate the balloon as this
may cause uneven expansion and difficulty in stent deployment.

|57 Stent Placement Precautions

571 Stent Preparation

Do not pre-inflate the delivery system prior to stent deployment other than as directed. Use the
balloon purging technique described in Section 9.3.4 - Operator’s Instructions, Delivery System
Preparation.

e Use guiding catheters which have lumen sizes that are suitable to accommodate the stent delivery
system (see Section 1- Product Description).

5.7.2 Stent Implantation

e The vessel should be pre-dilated with an appropriate sized balloon. Failure to do so may increase
the difficulty of stent placement and cause procedural complications.

« Do not expand the stent ifit is not properly positioned in the vessel (see Section 5.8 - Precautions,
Stent/System Removal Precautions).

* Implanting a stent may lead to vessel dissection and acute closure require additional intervention
(CABG, further dilatation, placement of additional stents, or other).

e Although the safety and effectiveness of treating same coronary artery with more than one
Firehawk Liberty™" stents has not been established, if this is performed, place the stent in the
distal lesion before the proximal lesion in order to minimize dislodgement risk incurred by
traversing through deployed stents.

e Stent placement may compromise side branch patency.

« Do not exceed Rated Burst Pressure (RBP) as indicated on product label. See Table 9.8, Typical
Firehawk Liberty™™ RTECSS Compliance. Balloon pressures should be monitored during
inflation. Applying pressures higher than specified on the product label may result in a ruptured
balloon with possible arterial damage and dissection.

e Do notattempt to pull an unexpanded stent back through the guiding catheter, as dislodgment of
the stent from the balloon may occur. Remove as a single unit as indicated in Section 5.8 -
Precautions, Stent/System Removal Precautions.

e  Stent retrieval methods (i.e., using additional wires, snares, and/or forceps) may result in
additional trauma to the coronary vasculature and/or the vascular access site. Complications may
include bleeding, hematoma, or pseudoaneurysm.

e Although the stent delivery system balloon is strong enough to expand the stent without rupture,
a circumferential balloon tear distal to the stent and priorto complete stept expansion, could cause
the balloon to become tethered to the stent, requiring surgical removal. In case of balloon rupture,
it should be withdrawn and, if necessary, a new dilatation catheter exchanged over the guide wire
to complete the expansion of the stent.

« Ensure the stented area covers the entire lesion/dissection site and that no gaps exist between
stents.

5.8 Stent/System Removal Precautions

If any unusual resistance is felt at any time during lesion access before stent implantation, the stent

system and the guiding catheter should be removed as a single unit.

)~en removing the stent system and guiding catheter as a single unit:

e + DO NOT retract the stent system into the guiding catheter.

*  Position the proximal balloon markerjust distal to the guiding catheter tip.

» Advance the guide wire into the coronary anatomy as far distally as safely possible.

« Tighten the rotating hemostatic valve to secure the delivery system to the guiding catheter, and
remove the guiding catheter and stent system as a single unit.

Failure to follow these steps and/or applying excessive force to the delivery system can potentially

result in loss or damage to the stent and/or delivery system components and/or vasculature.

Ifitis necessary to retain guide wire position for subsequent artery/lesion access, leave the guide wire

in place and remove all other system components.
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Post-Procedure Precautions

Care should be exercised when crossing a newly deployed stent with an intravascular ultrasound
(IVUS) catheter, a coronary guidewire, or balloon catheter to avoid disrupting the stent placement,
‘apposition, geometry.

Post-dilatation: All efforts should be made to assure that the stent is not under dilated. If the
deployed stent is not fully apposed to the vessel wall, the stent may be expanded further with a
larger diameter balloon. The post- dilatation can be done using a low-profile, high pressure, non-
compliant balloon catheter. The balloon should not extend outside of the'stented region (see
Section 9.7 - Operator’s Instructions, Post-Deployment Dilatation of Stent Segments). Do not use
the stent delivery balloon for post- dilatation.

Non-clinical testing has demonstrated that the Firehawk Libertystent is MR Conditional (see
Section 5.5 - Precautions, Magnetic Resonance Imaging (MRI)). MR imaging quality may be
compromised if the area of interest is in the same area of the position ofthe stent.

Antiplatelet therapy should be administered post-procedure (see Section 5.1 - Precautions,
General Precautions). Patients who require early discontinuation of antiplatelet therapy (e.g.,
secondary to active bleeding) should be monitored carefully for cardiac events. At the discretion
ofthe patient's treating physician, the antiplatelet therapy should be restarted as soon as possible.

6 ADVERSE EVENTS

Adverse events may be associated with the implantation of a coronary stent in coronary arteries,
but are not limited to the following:

Allergic reaction to anti-coagulant and/or antiplatelet therapy, contrast medium, or stent
materials

Arrhythmias

Arteriovenous fistula

Bleeding

Cardiac tamponade

Coronary aneurysm

Death

Dissection

Drug interactions with antiplatelet/anticoagulant/contrast medium
Emboli, distal (tissue, air, or thrombic emboli)
Embolization, stent

Emergency CABG

Failure to deliver the stent to the intended site

Fever

Heart failure

hemorrhage

Hypotension/Hypertension

Infection, local or systemic

Myocardial infarction

Pain, at the access site

Pseudoaneurysm, femoral

Restenosis of stented segment

Stent embolization or migration

Stent fracture

Stent thrombosis/occlusion

Target lesion revascularization

Target vessels of non-target lesion revascularization
Total occlusion of coronary artery

Vessel trauma requiring surgical repair or reintervention

Potential adverse events not captured above, that may be unique to the rapamycin drug coating

Abnormal liver function tests

Allergic/immunologic reaction to drug (rapamycin or structurally-related compounds) or the
polymer stent coating or its individual components (see Section 1 Product Description)
Anemia

Arthralgias

Diarrhea

Hypercholesterolemia
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Hypersensitivity, including anaphylactic/anaphylactoid type reactions
Hypertriglyceridemia
Hypokalemia
Infections
'Interstitial lung disease
Myocardial infarction
Myocardial ischemia
Occlusion
Prolonged angina
Pseudoaneurysm
Hematologic dyscrasia (including leukopenia, neutropenia, thrombocytopenia)
Renal failure
Restenosis of stented segment (greater than 50% obstruction)
Stroke
Vessel spasm
e Vessel perforation

7 INDIVIDUALIZATION OF TREATMENT

The risks and benefits described above should be considered carefully for each patient before use of
the Firehawk Liberty*™ stent. Patient selection factors to be assessed should include a judgment
regarding risk of anti-platelet therapy. Special consideration should be given to those patients with
recently active gastritis or peptic ulcer disease.

Premorbid conditions that increase the risk of a poor initial result and the risks of emergency referral
for bypass surgery (diabetes mellitus, renal failure, and severe obesity) should be reviewed. The
relation of baseline and procedural variables to Major Adverse Cardiac Events (MACE) was examined.
Multivariable modeling suggested that treatment assignment remained an independent predictor of
clinical and angiographic outcomes even after adjusting for other baseline and procedural confounding
variables.

8 USE IN SPECIAL POPULATIONS

81 Pregnancy

There are no adequate data from the use of sirolimus or Firehawk Liberty'~~ stents in pregnant women.
Inanimals, sirolimus was embryo- and fetus- toxic at clinically relevant exposures. Teratogenic effects
have not been observed. The potential risk for humans is unknown. The Firehawk Liberty"”” stent
should not be used in pregnant women, unless the clinical condition of the mother requires treatment
with the stent.

8.2 Lactation

It is not known whether sirolimus is excreted in human breast milk. Sirolimus is excreted in milk of
lactating rats. A risk to the suckling child cannot be excluded. A decision must be made whether to
discontinue breast-feeding or to implant the stent taking into account the importance of the stent to the
mother. n

83 Pediatric Use

The safety and effectiveness of the Firehawk Liberty™™ stent in pediatric patients below the age of 18
years have not been established.

8.4 Geriatric Use

Clinical studies of the Firehawk Liberty™ stent did not suggest that patients age 65 years and over
differed with regard to safety and efficacy compared to younger patients.

Carefully consider whether it is appropriate to use in the above patient populations.

9 OPERATOR’S INSTRUCTIONS

9.1 Inspection Prior to Use

Carefully inspect the sterile package before opening. Do not use if the package has been damaged or
opened. Do not use the product after the “Use-by” date.

9.2 Materials Required

Page 19
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1 Ouantitv Material *
Guiding catheter f> 5F (1.42 mm, 0.056 inch) inner diameterl
20 cc syringe

|P o0 u/500 cc Sterile Heparinized Normal Saline (HepNS)
|1 Guidewire [< 0.014 inch (0.36 mm) diameterl

r Rotating hemostatic valve with appropriate minimum inner diameter (0.096 inch [2.44 mm])

"nla Contrast medium diluted 1:1 with heparinized normal saline

1 Inflation device

1 Stopcock (3-way minimum)

1 Torque device

| Pre-deployment dilatation catheter

| Appropriate arterial sheath

NA Guiding catheter [> 5F (1.42 mm, 0.056 inch) Inner diameterl

» The medical device must have a valid marketing authorization.

93 Preparation

93.1 Packaging Removal

Note: The foil pouch is not a sterile barrier. The inner pouch within the foil pouch is the sterile barrier.

Only the contents of the inner pouch should be considered sterile. The outside surface of the inner

pouch is NOT sterile.

Peel-open the inner pouch and pass or drop the product into the sterile field using an aseptic
technique.

»  Carefully remove the stent system from coiled hoop and inspect it for bends, kinks, and other
damage. Do not use the product if any damage is noted.

»  Carefully remove the protective stent sheath and mandrel together, visually inspect the stent to
ensure that it has not been damaged or displaced from its original position (between proximal and
distal marker bands) on the balloon.

Note: Do not touch the stent or move the stent with your fingers to avoid contamination of the

stent or dislodging it from the balloon of the delivery system.

9.3.2 Rinse Catheter

¢ Rinse the catheter with sterile heparinized normal saline solution.

9.3.3 Guide Wire Lumen Flush

e Attach the syringe with HepNS to the flushing needle packaged with the catheter.

e Insertthe needle into the tip ofthe catheter and flush the guide-wire lumen with HepNS.

Note: AVOID manipulation of the stent during flushing of the guide-wire lumen, as this may disrupt

the placement of the stent on the balloon.

9.3.4 Delivery System Preparation

1) Prepare the inflation device or syringe with suitable diluted contrast medium.

2) Attach the inflation device or syringe to the stopcock; attach to the balloon inflation port hub.

3) Open the stopcock to stent delivery system.

4) Leave the inflation device or syringe on neutral.

Note: While introducing the delivery system into the vessel, do not induce negative pressure on the

delivery system. This may cause dislodgement ofthe stent from the balloon.

9.4 Delivery Procedure

1) Prepare the vascular access site according to standard practice.

2) Pre-dilate the lesion with a Percutaneous Transluminal Coronary Angioplastry (PTCA) catheter.
Limit the longitudinal length of pre-dilatation by the PTCA balloon to avoid creating a region of
vessel injury that is outside the boundaries of Firehawk Liberty™ stent.

3) Maintain neutral pressure on the inflation device. Open the rotating hemostatic valve as widely as
possible.

4) Backload the delivery system onto the proximal portion of the guide-wire while maintaining the
guide-wire position across the target lesion.

5) Advance the stent delivery system over the guide-wire to the target lesion. Use the radiopaque
balloon markers to position the stent across the lesion; perform angiography to confirm the
position of the stent.

6) Sufficiently tighten the rotating hemostatic valve. The stent is now ready to be deployed.

Note: Should unusual resistance be felt at any time during either lesion access or removal of the stent

delivery system before stent implantation, do not force passage. Remove the entire system as a
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single unit. See Section 5.8 - Precautions, Stent/System Removal Precautions for specific delivery
system removal instructions.

Deployment Procedure

Before deployment, reconfirm the correct position of the stent relative to the target lesion via the
radiopaque balloon markers.

Attach the inflation device (only partially filled with contrast media) to three-way stopcock and
apply negative pressure to purge the balloon of air.

Turn the stopcock on the catheter to the off position and purge the inflation device of air. Close
the side port ofthe stopcock.

1) Under fluoroscopic visualization, inflate the balloon to at least the nominal pressure to deploy the

stent. Do not exceed the labeled RBP. Deploy the stent slowly by pressurizing the delivery system

until stent is completely expanded. Maintain pressure for 30 seconds. If necessary, the delivery
system can be repressurized or further pressurized to assure complete apposition of the stent to
the artery wall. Do not exceed the labeled rated burst pressure (RBP) of 16 atm (1621 kPa) for the

2.25 mm - 3.5 mm stents and 14 atm (1419 kPa) for the 4.0 mm stents sizes.

Stent wall contact should be verified through routine angiography or intravascular ultrasound.

Fully cover the entire lesion and balloon treated area (including dissections) with the Firehawk

Liberty™ stent, allowing for adequate stent coverage into healthy tissue proximal and distal to

the lesion.

D) If more than one Firehawk Liberty'*'~ stent is needed to cover the lesion and balloon treated area,
adequately overlap stents, taking into account stent foreshortening. Ensure no gaps between stents
by positioning the balloon marker bands of the second Firehawk Liberty™ stent inside the
deployed stent prior to expansion. See Section 5.8 - Precautions, Stent/System Removal
Precautions.

8) Deflate the balloon by pulling negative pressure on the inflation device. Allow adequate time, at
least 15 seconds, for ftill balloon deflation. Confirm complete balloon deflation before attempting
to remove the delivery system. Ensure the balloon is fully deflated before attempting to move the
catheter.

9) Confirm that the stent is adequately expanded and in full contact with the artery wall.

9.6 Removal Procedure

1) Ensure that the balloon is fully deflated.

2) Fully open the rotating hemostatic valve.

3) While maintaining the guide wire position and negative pressure on the inflation device,
withdraw the delivery system.

Note: Should any resistance be felt at any time during either lesion access or removal of the delivery

system post stent implantation, the entire system should be removed as a single unit. See Section 5.8 -

Precautions, Stent/System Removal Precautions for specific delivery system removal instructions.

4) Tighten the rotating hemostatic valve.

5) Repeat angiography to assess the stented area. If post-dilatation is necessary, ensure that the final

stent diameter matches the reference vessel diameter. Assure that the stent is not underdilated.

9.7 Post-Deployment Dilatation of Stent Segments

All efforts should be taken to assure that the stent is not underdilated. If the deployed stent size is still

inadequate with respect to vessel diameter, or if full contact with the vesseil wall is not achieved, a

larger balloon may be used to expand the stent further. The stent may be further expanded using a low

profile, high pressure, and non-compliant balloon catheter. If this is required, the stented segment
should be recrossed carefully with a prolapsed guidewire to avoid dislodging the stent. The balloon
should be centered within the stent and should not extend outside of the stented region.

29

CAUTION: Do not dilate the stent beyond the following limits.

Nominal Stent Diameter Dilatation Limit
2.25 mm to 2.5 mm 2.75 mm
2.75 mm to 3.0 mm 3.5 mm
3.5 mmto 4.0 mm 4.5 mm

Reconfirm stent position and angiographic results. Repeat inflations until optimal stent deployment
is achieved.

9.8 In Vitro Compliance Information
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Table - Typical Firehawk Liberty™ stent Compliance

Stent
! Pressure Inner Diameter (mm)
kPa 2.25 2.5 2.75 3.0 35 4.0%*
To 1013 Nominal 220 2.45 2.70 2.95 350 1 390 ~*
t W 1115 225 2.49 2.73 3.00 3.54 3.98
1 12 1216 2.30 2.52 2.78 3.05 3.61 4.06
F 13 1317 2.33 2.57 2.82 3.09 3.66 4.12
14 1419 2.36 2.61 2.85 3.12 3.70 4.18
1520 2.39 2.65 2.88 3.16 3.74 4.22
16... 1621 RBP* 242 2.68 291 3.19 3.78 4.27
17 1723 244 271 2.94 3.22 3.82 4.32
18 1824 247 2.73 2.97 3.25 3.86 4.37

*Do not exceed the rated burst pressure (RBP)

**Rated Burst Pressure (RBP): 14 atm (1419 kPa) for 4.0 mm diameters

Note:
The RBP is based on the results of in vitro testing. At least 99.9 percent of the balloons (with a 95 percent
confidence) will not burst at or below their RBP. Use of a pressure monitoring device is recommended to
prevent over pressurization.
The Stent Diameter values listed are actual average stent diameters at the specific balloon inflation
pressures obtained during in vitro testing at 37*"0 and do not take into account lesion resistance. The
stent sizing should be confirmed angiographicaily..

10 HOW SUPPLIED

CONTENT

1. Coronary stent system with rapamycin release into the vessel wall Firehawk Libertytm, consisting
of:

- Drug-eluting stent

- Delivery System: Rapid Change (RX) Balloon Catheter

2. Balloon extensibility table

3. Instructions for use

STERILE: FOR SINGLE USE ONLY. This product is sterilized with ethylene oxide (EtO) and
is nonpyrogenic.

« Do notuse if the package is opened or damaged.

* Do notuse if labeling is incomplete or illegible.

* Do not resterilize.

If the packaging of the delivered product is opened or damaged, return the product to the
manufacturer or to an authorized representative of the manufacturer. Please contact your local
Shanghai MicroPort Medical (Group) Co., Ltd. representative for product rptum information.

11 PERSONNEL REQUIREMENTS

The Firehawk Liberty™ Rapamycin Target Eluting Coronary Stent System can be operated by
personnel who must be well trained and operate the stent system under the guidance of a suitable
healthcare professional familiar with the general benefits and risks of stent system operation..

12 CONDITIONS OF APPLICATION
Scope: medical and treatment-and-prophylactic medical institutions. Use at temperatures between
+32°Cand + 42 ° C (human body, bloodstream).

13 STERILIZATION

The product is sterilized with ethylene oxide (EtO).
Do not re-sterilize or reuse the device.

14 STORAGE AND TRANSPORTATION CONDITIONS

The product should be stored between 10 °C to 30 °C (50°F to 86®F), in a dry, clean, well-ventilated area
free of corrosive gases.
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iucts should be transported at temperatures between 10 °C and 30 °C (SOT to 86°F). Transport
Dperature allowed up to 50 °C (122T) for 2 weeks (products must be protected from pressure, direct
light and rainwater or as per contract).

DISPOSAL INSTRUCTIONS

FDecommissioning of the product is not required.
(Disposal of the medical device must be carried out in accordance with the current legislation. When

wing a medical device, waste is generated that is classified and destroyed (disposed of) as
epidemiologically hazardous waste (SanPiN 2.1.3684-21: class B). Products that have become unusable
orwith an expired shelf life are subject to destruction in accordance with SanPiN 2.1.3684-21 as wastS
belonging to class "A" (epidemiologically safe waste, close to MSW in composition), in a way that
prevents their reuse...

Dispose of hazardous substances or bioconteiminated materials according to your institution’s practices.
Dispose of all materials in a safe and acceptable manner in accordance with applicable health and safety

regulations.

16 SHELF LIFE
Subject to the storage conditions, the shelf life of the product is 2 years.

17WARRANTY AND LIMITATIONS

Shanghai MicroPort Medical (Group) Co., Ltd. has committed itselfto the manufacture ofthe Firehawk
Liberty*”™ Rapamycin Target Eluting Coronary Stent System. Shanghai MicroPort Medical (Group)
Co., Ltd. warrants that all the products shall be free of defects in materials and workmanship upon
receipt. Shanghai MicroPort Medical (Group) Co., Ltd. will not to be liable for any incidental, special,
or consequential loss, damage, or expense resulting, directly or indirectly, from use of its product.
Shanghai MicroPort Medical (Group) Co., Ltd. indicates definitely that this device is intended for one
time use only and makes no warranty, representation or condition of any kind, whether expressed or
implied (including any warranty of merchantability, suitability or fitness for a particular purpose)
respecting the reuse ofthis product. Moreover, Shanghai MicroPort Medical (Group) Co., Ltd. assumes
no responsibility or liability for incidental or consequential damages which may result from such reuse.
Contact MicroPort directly with any other questions related to the products.

Firehawk Liberty™ is a trademark of Shanghai MicroPort Medical (Group) Co., Ltd.

If you have any questions regarding the described products, please contact Shanghai MicroPort
Medical (Group) Co., Ltd. directly, or an authorized representative of the manufacturer.

18 MANUFACTURER

Shanghai MicroPort Medical (Group) Co., Ltd.

Add: 501 Newton Road ZJ Hi-Tech Park 201203 Shanghai, People’s Republic of China
Tel: (86) (21) 38954600

Fax: (86) (21)50801305

E-mail: customerservice@microport.com

Website: www.microport.com

19 OFFICIAL REPRESENTATIVE IN THE RUSSIAN FEDERATION

Limited Liability Company "ETS-PRO" (LLC "ETS-PRO")

Add: Poccus, 105523, r. Mocksa, LLLenkosckoe wocce, 4. 100, kopn. 1, og. 5051
Tel: (495) 781-63-95

E-mail: info@ets-pro.com

20 CONFORMITY STANDARDS

The medical device complies with the provisions of Directive 93/42 / EEC (Appendix Il) and the
following standards: EN 1SO 13485, EN I1SO 14971, EN ISO 14630, EN I1SO 25539-2, EN I1SO 10555-
4, standards ofthe EN ISO 10993, EN ISO series 11135, EN ISO 11737-1, EN I1SO 11607-1, EN ISO

15223-1.

21 MARKING AND PACKAGING
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The Firehawk LibertyTM Rapamycin In-Wall Coronary Stent System is available in five layers
and is labeled accordingly:

[layer 1 Coiled tubing: Protects the stent system from kinking and crushing.

|.ayer 2 The inner bag is a sterile barrier system that prevents microbiological contamination of
the product.

Layer 3 Aluminum Foil Bag: Protects the drug-eluting stent from light, oxygen and moisture.
Layer 4 Consumer packaging (cardboard box): Protects packaged products from damage.

Layer 5 Transport Packaging: Protects packaged items during transport.

[Treexplanation of symbols and inscriptions on the marking is given in Section 22 of these
linstructions.

The label of the inner bag, aluminum foil bag, consumer packaging is additionally equipped with
six (6) stickers - adhesive recording labels for attachment to the medical history of the patient
receiving the implant (see Figure 2). The stickers contain the following information:

a) identification of the manufacturer: the logo of the manufacturer "MicroPorf

b) product information: "Firehawk Liberty" trademark, stent size (diameter x length) mm;
¢) symbol "batch number";

d) symbol "catalog number"

f) symbol "expiry date"”

f) product barcode

MkroPort Fifhawk Ub«rty MkroPort Flrthawk Libtrty
@ FR2208 @FR2208
[1otl 01790001 Itofl 01790001
2.25x08 .25x08
nwii ntfn mm mm
@
2020-04-16 g 2022-04-15 720204)4.16 Q 20224M-15

Figure 2. The layout of the sticker (is an integral part of the marking)

Stickers are part of the labels (perforation is applied along the edge of each sticker on the label -
punching holes along the tear line, which makes it easy to separate the sticker from the marking and

paste it into the patient's medical history).

> The labeling of each stent contains information about:

»the trade mark of the stent "Firehawk Liberty"
- information about the size of the stent in the format, in mm: 0 diameter x length

22 GRAPHIC SYMBOLS AND LABELING

Graphic symbols on the label:
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Nominal HoMuHa/bHb I

Ratad Sunt Pruur«(RaP) Poeuarmoo gaanaHua paspbisa (RBP)
IHHIM ITIM 11U ramssHgaHm
Dlamatar (mm) [Ovavetp (Mm)
PraMura (kPa/atm) Jaananva (kMa/atv)
Slant Innar BuyTpaHHuii avamatp
Dtamatar(mm) CTaHTa (Mm)
Registration certificate No. dated XX.XX.20XX
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| affirm

Dr.Zhaohua Chang

Chairman&CEOQO

Shanghai MicroPort Medical (Group) Co., Ltd

« » 2021 r.

NMHCTPYKUWMA NO NMPUMEHEHWIO

CunctemMa KOPOHapPHOro CTeHTa C Bbl €HMEM panamMununHa

B CTEHKY cocyja ™

Pega
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NMHCTPYKUWA MO MPNMEHEHNIO

CuncTeMa KOPOHapHOro CTEHTA C BbICBOOOXKAEHMEM panaMuLHa B CTeHKY cocyfa
Firehawk Liberty™

1 OINMNMCAHVE M3OENNA

Cuctema KOpOHapHOro CTeHTa C BbICBOOOXKAEHNEM panamuLnHa B CTEHKY cocyfa Firehawk Liberty™
(Firehawk Liberty™) npeactaBnsieT co60ii MOKPbITOE NEKapCTBEHHbIM CpPeACTBOM MeAMLMHCKOe

n3genme, cocTosLLee 13 CefyHL X KOMMNOHEHTOB:
a) CTeHT C NeKapCTBEHHO>MOMIMMEPHbIM NOKPbITUEM: KOPOHAPHbIA CTEHT M3 criaBa KobanbTa U

xpoma L605 ¢ nekapcTBeHHOI (hopMoii panaMuLHa, COAepXKalllerocst B 61MopasnaraeMomM nomMepHoOM
MOKPbITWK, KOTOPbIM 3aM0/HEHbI KaHAaBKM, PACMO/OXEHHbIE Ha BHELLIHE NMOBEPXHOCTM KapKaca CTEHTa,

(cm. puc. 1.1 mn puc. 1.2).
b) CucTema A0CTaBKW: 6annoHHbIN KaTeTep 6bICTPOI 3ameHbl (RX).

CTeHT,
BbICBOGOXAA LN
NeKapCTBEHHbIN
npenapar

Cuctema goctaBkm  \

X:2.25-03.0: 2.3F
$3.5-94.0: 2.6F

Puc. 1.1 cxemaTuyeclle n3obpaxkeHne CUCTEMbI KOPOHAPHOMO CTEHTA C BbICBOOOX/AEHEM panaMuLyHa B
CTeHKy cocyga Firehawk Liberty™ ,

KaBaBKH
noEfwtse c nec cTBelwBo! cpescnobl

Kapwue cTeBTa
KeaEB A-A

Puc. 1.2 — KOHCTPYKUMS GOPO3A0K, B KOTOPbIX HAXOAMTCS /IEKapPCTBEHHbIN Npenapar

XapaKTepuCTUKM YCTPOICTBA NPeAcTaBneHbl B Tabnumuax 1.1 n 1.2

Crpanuua | 1
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mua 11 — onmcaHue cucTeMbl KOpOHapHOro cteHTa Firehawk Liberty™”~ ¢ BbICBOGOXAEHMEM

[ MapameTp
HOX(mrypauysi CTeHTa

CucTema [OCTaBKM

BapuaHTb! A1HbI CTEHTa (MM)
BapuaHTbl AuameTpa CTeHTa
(M)

Matepuan cTeHTa

JlekapcTBeHHOE MOKpbITUE

Martepwuan 6annoHa
PeHTreHOKOHTPaCTHas Noocka
"mppothunsbHOE NOKpPbITHE
PacctosaHms fo  BbixogHoe
[LmncTansHoro 0TBepcTue
KOHUMKa HanpasnsoLL,
KaTeTepa ero
NPOBOAHMKA
NonoxkeHwe
nepBoli MeTKM
NonoxkeHwe
BTOPOI METKM
AheKTUBHAS AIMHA KaTeTepa

KoHcTpyKums CUCTEMBI
[OCTaBKU

BannoH cuctembl  [OCTaBKU
CTeHTa

[JasneHuve HaKaunBaHuA
6annoHa

BHYTpeHHWIA AnameTp

NPOBOAHMKOBOI0 KaTteTepa

BHelwHuiA  gnameTp  TPyOKw
KaTeTepa (HOMUHaNbHBIN)

OTHOLLEHWE [/IMHBI CTEHTA K
AnameTpy

BnusHve npoduns/pacLumpeHme

COBMEeCTMMOCTb CO  CTEHto3iA

cocyfa
Busyanusauus

YCTORUMBOCTD k Pa3pyLLEHNIO
MPY pagmanbHo

XapakTepucTuka
thopma - LUIMHApUYecKas

[unataumoHHbIin KaTeTep 6bIcTporo o6meHa (RX)
8, 13, 16, 18,21,23, 26,29,31,33,35,38

2.25;2.5;2.75; 3.0; 3.5; 4.0

KobanbTo-xpomoBblii cnnas (CoCr) L605

MonvmepHoe MOKPbITUE Ha MOBEPXHOCTM, 06pPALLEHHOW K CTEHKe cocyda, U3
MO/IMMO/IOYHON KNCMOTbI, HArpY>KeHHOe panaMulyHoM, puc. 1.2

Meb6akc 3533 & HelinoH 12

Cnnas nnaTHbl ¥ NpUANS

nen

250 MM + 50 Mm

950 MM + 50 Mm

1050 mm % 50 mm

1400 mm = 100 MM

OJHOKaHa/IbHbI NOPT K MPOCBETY ANA HakaumBaHus. BbIXxogHOe 0TBepCTUe /15
MPOBOAHMKA PACMONIKEHO Ha PacCTOsAHUM 25 CM OT Ha>0}HeuHvka. [ns
MPOBOAHMKOB gnameTpom < 0,014 atolima (0,36 Mm).

Monynogatnueblii 6aiioH C ABYMSi PEHTreHO®R)HTPACTHbIMU MeTKamu Ans
0603Ha4eHNs NONOXKEHNS CTEHTA

HomuHanbHOE AaBneHve HakaunBaHus;

10atm (1013 kIMa) ans BCex pasMepos.

PacueTHoe gaBneHue paspbia (PAP):

16 aT™m (1621 KkIMa) pns 6annoHOB AnaMeTpoM 2.25-3.5 Mm;

14 at™m (1419 kIMa) ana 6annoHos guameTpm! 4.0 mMm.

>5F (0.056-)
$2.25-3.0 MM ®3.5-4.0 MM
26F 2.8F
JncTanbHblii: . .
(0.034pt0iimal0.864MM]) (0.037gt01Mma[0.940MMm])
2.3F 26F
MpoKCcUMabHBIiA; . .
(0.030at0iMmal0.762mMM]) (0.034atoimal0.864mm])

Mpy packpbiBaHUW CTEHTA 40 MWHWMAILHOIO U MaKCUMASIbHOro AvameTpoB
N3MeHeHMe 4/IMHbI CTeHTa AO/MKHO cocTaBnsaTh ~0% .

Mocne npouecca OTCNEXMBAHMA CUCTEMA [OCTaBKM He WMEET «BUAWMBbIX
MOBPEXAEHWA (Hanpumep, MNepPernboB), CTEHTbl He 0cnabneHbl WAM  He
CMELLEHBI;

PaccTosHVe Mexay Hapy>XHbIM AvaMeTpoMm BGanfioHa U Hapy>KHbIM AvameTpoM
CKPYYEHHOTrO MNpogwmnsa CTeHTa AO/MKHO ObITb < 5% Kak o, Tak M nocrne
OTCNeXMBaHWS, a TaKXKe Npu paguyce nepernba 8 Mm.

BHeLUHAsA NOBEPXHOCTb CTEHTA AO/MKHA MIOTHO MPUeraTh K CTEHKE Cocyaa, Npw
3TOM He [JO/DKHO HabnoaatbCs OTKIOHEHWUSA UM OTAENEeHUs CTEHTA OT CTEHKM
cocyja.

CTeHTbl [JO/DKHbI  BM3yanM3npoBaTbCA MpY  LM(POBOIA  CyOTPaKLMOHHOM
aHruorpadgum (LCA) nnv peHTreHoCcKonmu.

B Tabnmue HWXKe NoKasaHo COMPOTUBAEHUE Pa3PYLUEHNIO A1 CTEHTOB PasHOro
AnameTpa npu 12% aedopmanmm.

CrpaHunua| 2
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ipawcTp XapaicrepHCTHica

[MprknagbiBaemoit Harpyske HoMUHaMbHBIE AvameTp  12% pgedopmaumss W COMPOTMBMEHME
(Mm) paspyLueHuto (kMa)
W25 >110
®2,5 >105
D2,75 >100
3.0 >95
®3,5 >90
«€i® >85
YMeHblUEHMe MPOCBETA COCYAR  _ gy
(CokpalueHue)
[l0rOBEUHOCTS CTEHT [I0/KEH COXPaHATbL CBOKD LIENIOCTHOCTb 683 Ha/INUMA KaKNX-NTNGO ABHbIX
[eheKTOB UM MOBPEXAEHNs B TeueHne 10 fer.
Visr6/nepervi MUHUMaNbHbIV PaanyC KPUBU3HBI PACKPBITOrO CTEHTA [I0/KEH COCTaB/IATh < 8,0
MM.
Mnowaap MOBEPXHOCTM, [INA CTEHTOB C YKa3aHHbIM AMAMETPOM, MUHUMATbHbIM AVaMeTpoM U
CBOGOAHOI  OT  CTEHTA M MakCUMalbHbIM AVaMeTpOM MoLWadL MOBEPXHOCTM, CBOGOAHON OT CTeHTa
nnoLae BHELWHEN  [0MKHa COCTaBNATL 6onee 70% OT 06LLel NNoLaaM NOBEPXHOCTU LMMHAPOB
MOBEPXHOCTM CTEHTa 0JVMHAKOBOTO /NaMeTpa 1 A/INHbI.

MOBEPXHOCTb CUCTEMbI [OCTaBKM [O/DKHA ObTb TFNajtoi, 6e3 BUAMMBIX
BHewwHWiA B CUCTEMbI CTEHTA  MOCTOPOHHMX BelLecTB; 6e3 nepern6oB (0COGEHHO BOKPYTr Yray6reHus ans

[Onametp CTeHTa npu Mo
HOMMWHA/IbHOM [aBneHnn (Mm)

Mpothrib cTewTa ®2,25, $2,5 <0,042 proiima/1,067 MM
2,75 < 0,043 aroiima/1.092 Mm
$3,0 <0,044 proiima/1,118 mm
3,5, 04,0 <0,051 aroiima/1,295 Mm

lMvKoBOE ycCuIMe CMeLLeHWs cocTasnseT He MeHee 2,0 H Ha HavanbHOM
paccTosHuM 0-5 MM (ycunme CMeLleHWs - 3TO ycunue, Heobxofumoe Ans
CMeLleHMst CTeHTa MO0 OTHOWeHWO K 6annoHy 6e3  BO3MOXHOCTU
BOCCTaHOB/IEHNS).

Ycunme cMeLleHns cTeHTa

Mpy HAMNO/IHEHNN CUCTEMbI KOHTPACTHBIM BELLIECTBOM He fJO/MKHO BbITh YTeuek
UMW MOBPEXAEHUA, TaKMX Kak paspbiBbl WM BbINAYMBAHME HA CUCTEME
[OCTaBKM.

YTeuka He [0/MKHO 6bITh yTeUEK B HAKOHEUHMKe J1t03pa, B Nt060I 061aCT1 COeUHEHNS!
UMW NIOBIX APYTUX M1EMEHTaX.
Bo3ayx He Jo/KeH NOCTynaTh Yepes TOUKM COOPKU CUCTEMbI JOCTABKM BO BPEMS]
MpoLLecca BCacbIBaHWs.

W3rn6/nepernb CTeHT/ cuctema JOCTaBKN He JOMKHbI MMETh Mepernbos BO BpeMs JOCTaBKUN U
N3B/IEYEHNS.
PeHTreHOKOHTPACTHblE MapKepPHbIE MOMIOChI GaNNOHHOIO KaTeTepa [O/KHbI

Busyanusaums BM3yasiM3poBaTbCa  BO  BPEMA  BLIMOMHEHWA  [OCTyma C  MOMOLLbIO
PEeHTreHoCHo)NnK.

Bpems pasgyBaHus 6anioHa Bpems pa3gyBaHus 6anioHa < 20 cekyHS

Bpems cyBaHus 6as1oHa Bpems caysaHus 6anioHa < 20 cekyH/

Mocne 10 LMKNOB HaMOMHEHWUS U CMYyCKa CMCTeMa [OCTaBKW He [O/MKHA UMETb
yTEeYeK Wn paspbIBOB.
[nametp uacTn 6annoHa, BbIXOAALLEA 3a Mpefenbl CTeHTa, He [O/KEH
npesbiwatb 5% Hapy>KHOro AuameTpa CTEeHTa MpPU pacyeTHOM AaBleHuu
paspblBa.
Mpu pgaBneHnn pasHom 25 Kla v BenmvymMHe Tonkawowlero ycunma 2 + O4 H
emocTa3s 061beM BOZbI, BbITEKLLEN M3 reMOCTATUYECKOrO KianaHa 3a 20 MUHYT, He JO/KeH

PacueTHbIN M3HOC HannoHa

PaclumpeHune 6anioHa Ha 060Mx
KOHL|aX CTeHTa

KOHTPO/bHbIA MOMEHT BpeMeHI  VIHTEHCMBHOCTb BbLLENEHUS

BbigeneHne  nekapctBeHHoro 10 MuH <35%
cpeacTea luac 22%~58%
6 yacoB 41%~82%
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AHeTp

FOBMECTUMOCTb
JenoHeHTOB

pa3MepoB

‘PakTopbl  PYHKLMOHMPOBaHMWS

IcTeHTa

XapakTtepucTtumka

48 vacos > 66%
[unameTp npoceeTa MpOBOAHWMKA WM MNABHOCTb NPOLBMXEHUSA: [POBOAHUK <
0,014 ptorima (0,36MM) MOXET NJaBHO MepemMeLlaTbcsi 663 0CTaHOBOK BHYTPU
npocBeTa HanpaBAsOLLEro NPOBOAHMKA, & MaKCMMaslbHOe TONKaloLllee ycunme
He npesbiwaet 0,3 H.
- CrTeneHb BEPOATHOCTU BO3HWKHOBEHWS LUHTAKTHOW, rasbBaHUYeCKOW,
TOYEYHON U  (PPETUHI-KOPPO3UM, BO3MOXHOCTU OKUC/EHWUS; BEPOATHOCTb
HW3Kas, obecneynBaeTcs NPUMEHEHVEM BUOMHEPTHBIX MaTepuaios
- OnacHocTb nepopmpoBaHns TKaHei; Mepdopaunsa nam paspbiB TKaHen MOryT
BO3HWKHYTb, EC/TN NCMO/b3YETCA CTEHT, HECOOTBETCTEYIOLLEN fnameTpy cocyay,
WKW B C/llydae Hecob6MAeHUs Mep MpefoCTOPOXHOCTM, — Kacakowmxcs
MCMOMb30BaHWA CTEHTA.
- CsefileHnss 0 6uogerpafauuun; BeposATHOCTb HW3KasdA, obecneymsaeTcs
NpUMeHeHNeM BMOVHEPTHBIX MaTepPUasios.

Tabnuya 1.2 — CucteMbl KOPOHAPHOIO CTEHTA C BbICBOGOXAEHMEM panamuumHa B CTEHKY cocyfa
Firehawk Liberty™”" n cogepxaHue B HUX panaMuLnHa

Kog n3genus

FR2208
FR2508
FR2708
FR3008
FR3508
FR4008
FR2213
FR2513
FR2713
FR3013
FR3513
FR4013
FR2216
FR2516
FR2716
FR3016
FR3516
FR4016
FR2218
FR2518
FR2718
FR3018
FR3518
FR4018
FR2221
FR2521
FR2721
FR3021
FR3521
FR4021
FR2223
FR2523
FR2723
FR3023
FR3523
FR4023
FR2226
FR2526

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Co,qep)KaHme NeKapCTBeEHHOrO

Onametp cTeHTa (MM) OnuHa cTeHTa (MM) npenapata (MKr)
2.25 8 18
2.5 . 8 18
2.75 8 21
3.0 8 21
35 8 27
4.0 8 27
2.25 13 30
2.5 13 30
2.75 13 35
3.0 13 35
35 13 45
4.0 13 45
2.25 16 38
25 16 38
2.75 16 41
3.0 16 4
3.5 16 53
4.0 16 53
2.25 18 43
25 18 43
2.75 18 47
3.0 18 47
35 18 60
4.0 18 60
2.25 21 48
2.5 21 48
2.75 21 53
3.0 21 53
35 21 68
4.0 21 68
2.25 23 53
25 23 53
2.75 23 59
3.0 23 59
35 23 76
4.0 23 76
2.25 26 60
2.5 26 60

Ctpannua| 4



Cofep)xaHue neKapCTBEHHOIO

| r Kogusgenws [OvameTp cTeHTa (MM) [nvHa cTteHTa (MM) npenapara (MKr)

[ FR2726 2.75 26 68

' FR3026 3.0 26 68
FR3526 35 26 - 87
FR4026 4.0 26 87
FR2229 2.25 29 68
FR2529 25 29 68
FR2729 2.75 29 76
FR3029 3.0 29 76
FR3529 35 29 98
FR4029 4.0 29 98
FR2531 25 3l 73
FR2731 2.75 3 79
FR3031 3.0 3 79
FR3531 35 3 102
FR4031 4.0 3l 102
FR2533 25 33 78
FR2733 2.75 33 85
FR3033 3.0 33 85
FR3533 3.5- 33 110
FR4033 4.0 33 Mo
FR2735 2.75 35 91
FR3035 3.0 35 91
ER3535 35 35 117
FR4035 4.0 35 117
FR2738 2.75 38 97
FR3038 3.0 38 97
FR3538 35 38 125
FR4038 4.0 38 125

dopmaT Koga npogykTa: FR xxyy:
XX- onaMeTp CTeHTa, MM
YY —A/IMHa CTEHTa, MM.

Bug KOHTaKTa c OpraHM3Mom

CTEHT - NOXXM3HEHHbI KOHTaKT C BHYTPEHHEN cpefoit opraHm3ma (C KPOBb UK TMMAGONA).
Cuctema OCTaBKU - KPaTKOBPEMEHHbIA KOHTAKT C KPOBbLHO U SIMMAOIA.

2 HA3HAYEHNE W NOKASAHUA K NMPUMEHEHUIO
2.1. HASHAYEHWVE

Cunctema KopoHapHoro cTeHTa Firehawk Libertyc BbiIcBOBOXAEHNEM panamMULMHA B CTEHKY cocyaa
npegHasHayeHa NS YBe/IMYEHUS  AMameTpa  KOPOHapHOro MpocseTa Yy  MNauMeHToB ¢
CUMNTOMATUYECKUMK 3aboneBaHWsMM CepAua BCMEACTBME MEPBUMYHBLIX MOPAXKEHMI KOPOHAPHbIX
apTepuin 4nMHOM < 60 MM MpK COOTBETCTBYIOLLEM AMaMETPe cocyAoB oT > 2,25 o < 4,0 mm:

2.2. [TOKA3AHNA
CucTema KOPOHapHOro CTeHTa C BbICBOGOXAEHMEM panaMuuMHa B CTEHKY cocyaa Firehawk Liberty
nokasaHa AN YBENMYEHMs AMameTpa KOPOHapHOro MpocBeTa y MauUWeHTOB C CMMMTOMATUUYECKUMM

3a00M1eBaHNSIMU Cep/La BCMeACTBUE MEPBUYHBIX MOPaXKEHMIA KOPOHAPHbIX apTepuil AnnHONK < 60 MM
NnpuY COOTBETCTBYIOLLLEM AnameTpe cocyaos oT > 2,25 10 < 4,0 mMwm.

3 TMPOTMBOMOKA3AHWA
Cuctema kKopoHapHoro cteHTa Firehawk Liberty™ ¢ BbICBOGOXeHMEM panamuuuHa B CTEHKY cocyja
CtpaHvual 5
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1BO0rMOkasaHa K MPUMEHeHNI0 Y CIefyIoLMX KaTeropumn naumeHTos:

He CMOCO6HbIX NolyyYaTb aHTUTPOMOOLMTAPHYIO 1 (UIN) aHTUKOArYNSAHTHYHO Tepanuio;

C NopaXkeHMeMm cocyaa, NPensdaTCTBYOLWUM MOHOMY HaKauMBaHWIO aHIMOMIacTMYeCcKoro 6aiioHa
UM HaZNeXxalleMy pa3MeLLeHNIo CTeHTa UM CUCTEMbI OCTaBKU CTEHTA;

MMeLWMM NPOTUBOMOKa3aHMSA K NPUMEHEHUIO UMW TUMNEPUYBCTBUTENbHOCTb-K panaMmuuuHy uim
MOXOXUM NpenapaTam uamn fo6biM APYTrMM ero aHanoraMm 1 Npov3BOAHbIM, a TaKXe K KobanbTy,
XPOMY, HUKENIO, BOMb(paMy Uan NoanMOSIOYHON KUCoTe.

4 TPEAYNPEXAEHUWE

Mepes wCNONb30BaHWEM W3Lenna  cnefyeT ybeauTbcs B LENOCTHOCTM M OTCYTCTBUM

MOBPEXAEHWI CTEePUIbHOTO 6apbepa BHYTPEHHel YNakoBKM.

TpebyeTca TwaTtenbHO nNogbupaTb NaUMEHTOB, TaK KakK MCMOMb30BaHWE YCTPONCTB [OCTaBKM

CTEHTa COMPOBOXAAETCA PUCKOM TPOMBO3a, COCYAUCTLIX OCNOXKHEHUI U (UIM) KPOBOTEYUEHWA,
He npumeHsaiiTe [aHHOe u3genne y nNauWMeHTOB, KOTOpble BEPOATHO He OyayT cobnogatb
PEKOMEH0BaHHbIA PEXXUM aHTUTPOMOOLMTapHOW Tepanuu.

5 MEPbI NMPEAOCTOPOXHOCTHN

51 O6uwue Mepbl NPeLOCTOPOXHOCTH

MmnnaHTauma cTeHTa [O/MKHA BbINOMHATLCA TOMLKO Bpavamu, MPOLIEeAWVMU Haafiexatllee
06yueHue.

Mpouesypy yCTaHOBKM CTeHTa C/iefyeT NPOBOAWUTL TOMbKO B TeX JIeUeBHbIX YUPEXAEHUAX, rae
MOXET ObITb BbIMNO/IHEHA 3KCTPEHHAA onepauns WYHTUPOBaHNSA KOPOHAPHbIX apTepUiA.
Mocnenytowmini pecTeHO3 MOXEeT MoTpe6oBaTb MOBTOPHOIO PaCLUMPEHUs CermMeHTa apTepuu,
COAepXKallero CTeHT. B HacToflee BpeMsi HEU3BECTHO, KakMMU MOTyT OblTb OTAaNeHHble
noc/efCcTBUA MOBTOPHOr0O pacLUMpPeHns CTEHTA.
Y nauneHTOB C TSXKEO0N anneprueil Ha KOHTPaCTHble BeLlecTBa HE06X0AMMO OLEHUTL MOJb3Y M
pUCK NpoLesypsbl.

He nopggepraiite usgenvie BO3AEACTBMIO OPraHMYeCKMX pacTBOPUTENER, TakuX, Kak CnvpT u
CUHTETUYECKME MOtOLLMe cpefcTBa. He npoTupainTe nsgenve sTMMn pactBOpPUTENAMU.
CnepyeT TwaTeslbHO KOHTPO/IMPOBATL MOMOXEHWe KOHYMKa MNPOBOLHMKOBOIO KateTepa npu
BBEAEHUU N PaCKPbITUN CTEHTA, U BO BPEMSA M3B/IEUYEHUS CUCTEMbBI LOCTaBKW. [epes n3BneveHnem
CUCTEMbI [JOCTAaBKU CTeHTa BWU3yasbHO (NOA PEHTreHOCKOMWYECKMM KOHTPONEM) MOATBEpAUTE
(haKT MOMHOro OMOPOXHEHNA 6annoHa, YTo6b! N3bexaTb PUKcaLumn NPOBOAHMKOBOrO KateTepa K
CTeHKe cocyfa 1 Moc/efyoLLlero NoBpexaeHnsa apTepun.

MprvMeHeHNe CTEHTOB C /IEKAPCTBEHHbIM MOKPbITUEM Y KATeropuin MaumeHToB W Mpu
3ab60neBaHNAX, He BK/IIOYEHHbIX B MOKa3aHWA K MPUMEHEHWUIO, MOXET COMPOBOXAATbCA
MOBbILLIEHHbIM PUCKOM (MO CPaBHEHWIO C MPUMEHEHWEM MO YCTAHOBJ/IEHHbIM MOKa3aHWUsAM)
Pa3BUTUS HeXenaTeslbHbIX SBAEHWI, BKKOYas TPOMO03 CTeHTa, AMOONMIO CTEHTOM, WHMapKT
MmroKapa Unm cMepTb.
OueHb BaXXHO, 4TOObI NauWeHTbl C/lef0BasM Ha3HAYeHHOMY MOCNe BMeLLATeNbCTBa PeXumy
npmema aHTUTpoMGOLUUTapHbIX npenapaTos. B pekomeHgaumsax ACC/AHA/SCAI HacToAaTenbHO
PEKOMEHAYeTCS MPOoAo/KaTb Tepanuio aHTUTPOMOOLMTApHbIMK MpenapataMn B TeyeHue 12
MecALeB, 3a UCKHOYEHMEM MALMEHTOB C BbICOKMM PUCKOM KPOBOTEUEHMS.

MpexxaeBpeMeHHOe MpekpalleHne npreMa Has3HaYeHHbIX aHTUTPOMOOLUTaPHbLIX MNpenapaTos
MOXET MOBbLICUTb PUCK CTEHO3a CTEHTA, MH(apKTa MUOKapAa Uin cMepTu. PUCK 1 NpenMmyLLecTsa
npoueaypbl YCTaHOBKWM CTeHTa C/eAyeT COOTHECTU C BO3MOXHbIM PUCKOM, CBS3aHHbIM C
NPeXAeBpeEMEHHbIM  NPEeKpalleHNeM aHTUrpomoéoumrapHoin Tepanuu. pu  HeO6X0AMMOCTM
paHHEero npepbiBaHNs aHTUTPOMOOLMTAPHO Tepanum cnegyeT TulaTeslbHO HabMAaTh 3a TaKUMK
naymeHTaMmn Ha npegMeT cepAevyHOCOCYANCTbIX ABMEHUIA.
MepopanbHblii  MpYemM CUpoAUMyca B KOMOMHAUMM C  LMKNOCMOPMHOM COMPOBOXAAEeTCS
MOBbILLEHNEM YPOBHSA XOMeCTepUHa U TPUTNNLEPULOB.
Mpu neyeHUU LUMKNOCNOPMHOM MOTYT MEHATLCA cpegHue 3HavyeHus AUC 1 Cmax cuponmmyeca.

5.2 cnonb3oBaHWe HECKO/IbKUX CTEHTOB

Mpn HeO6XO,U,VIMOCTl/I YCTaHOBKWN HECKOJ/IbKMX CTEHTOB BCE CTEHTbI AOJ/KHbI ObITb WU3rOTOB/EHBI U3

CrpaHuyal/ 6
& 000 LUPMM &7 INFO@CIRMI.RU €5 WWW.G0SZDRAVNADZOR.RU



LLIAKOBOr0 MaTepuana. Y cTaHOBKa HECKO/IbKUX CTEHTOB M3 pa3HbIX MaTepMasios, CONpPUKacaroLLmMXcs
pyr C ApYroM, yBennumBaeT PUCK KOppos3mu. He u3yyanocb BO3MOXKHOE B3aMMO/ENCTBME CTEHTa
Firchawk Liberty™ ¢ pgpyrumm CTeHTaMW C NeKapCTBEHHbIM MOKPbITUEM WM CTEHTaMM,

(LCBOGOXKAAKOLLMMY IEKAPCTBEHHbIE CPEACTBA.

[CreneHb BO34eNCTBUA NeKapCTBEHHOrO CPeAcTBa WM NOAMMEpa Ha OpraHvW3M MauueHTa 3aBUCUT OT
(ronvuecTBa 1 06LLEN AIMHBI UMMNAHTUPOBAHHBLIX CTEHTOB. OTAaNeHHbIE KIMHUYECKMEe NOCNeCcTBMUA
(ycraHoBKM 60nee ABYyxX cTeHTOB Firehawk Liberty™ He n3yyanucb B TeYeHWe AOCTATOYHOIO nepuoga
(BpemeHW. MakcuMMa/ibHOe KOMMYeCTBO CTEHTOB, KOTOPOE MOXeT OblTb YCTaHOB/EHO MNauMeHTy,
onpegenseTcs nevalum BpadaM UCX0LA U3 CPaBHEHUSA BO3MOXHBIX PUCKOB U M0/b3bl 419 KOHKPETHOIO
nauyieHTa.

53 Bpaxutepanuns

He ycTaHOB/EHbI 6€30MacHOCTb U 3PdeKTUBHOCTL CTeHTa Firehawk Liberty™ y nauueHTOB, paHee
MOJyUMBLLUMX BGpaxmTepanuio LLeNIeBOro nopaxeHus. He ndyyanacb 6e30nacHOCTb M 3PPEKTUBHOCTb
NpUMeHeHna bpaxuTepanuu AN ne4eHns BHYTPUCTEHTOMNOro pecTeHo3a B cTeHTe Firehawk Liberty™.
Kak 6paxuTtepanus cocyaoB, Tak U Hannume cTeHTa Firehawk Liberty™ HapyLwatoT pemoennpoBaHune
apTepun. He usyyanacb BO3MOXXHOCTb CMHEPTUYECKOro AeiCTBUA 3TUX ABYX METOLOB /IeYEHNS.

54 JlekapCTBeHHOe B3aMMOjelicTBME

He n3ydyanocb BAusiHWe NeKapCTBEHHOro B3aMMOAENCTBUSA Ha 6€30MacHOCTb WM IPHPEKTUBHOCTb
npumeHeHunst cteHTa Firehawk Liberty™. 3BeCTHO HeCKONbKO /1eKapCTBEHHbLIX Mpenaparos,
BNNSIOWMX Ha MeTabonvM3M panamuumHa, a BO3MOXHOCTb /IEKAPCTBEHHOIO B3aUMOLEWCTBUS C
APYrMmMuK npenapaTaMun MOXHO MPeAroioknTb UCXOAA W3 M3BECTHbIX MeTabonnyeckux ageKTos.
PanamuuuH sBnsetca cyoctpatom P450 LLIA4 (CYP3A4) v P-ravkonpoTenHa.

B03MOXHOCTb NeKapCTBEHHOIO B3aUMOfEWCTBMS CNnedyeT YUWUTbIBaTb MPU MPUHATUN peLUeHns 06
ycTaHoBke cTeHTa Firehawk Liberty “ nauyueHTam, mnofyvaloWmyM JleKapCTBEHHbIE CPeACTBa,
crnoco6Hble BeiynaTh B nekapcTBeHHOE B3aUMOZENCTBME C panaMULMHOM, U NPU Ha3HAYeHUN TaKnX
NeKapCTBEHHbIX CPeACTB NaLyeHTaM C HefJaBHO YCTaHOB/IEHHbIM cTeHTOM Firehawk Liberty™.

55 MarHuTHo-pe3oHaHcHasa Tomorpagua (MPT)

B LOKMIMHMYECKUX ncCnefoBaHUAX OblI0 MokasaHo, yto cTeHT Firehawk Liberty™ npurofeH ans
NPUMeHeHNs Npy onpegeneHHbIX ycnosuax MPT. MauueHTbl ¢ UMNIaHTUPOBAHHLIM CTEHTOM MOTYT
6e3onacHo noggeprartbea npoueaype MPT-ckaHMPOBaHUA Mpu CEAYOLWNX YCI0BUAX:

*  TOCTOAHHOE MarHuMTHoe nose 3 Tn;

*  NPOCTPAHCTBEHHbIN rPagueHT MarHUTHOro nons 36 Ta/wm;

*  MakCVMabHbI YCPeAHEHHbIA AN BCEro Tena yaesbHbl Ko3hhuumeHT nornowexms (SAR) 2
BT/Kr nnn meHee 3a 15 M1H HenpepbiBHOro MPT-ckaHupoBaHua cTeHTa Firehawk Liberty™ npm
MarHuTHom none 3 Th.

B JOK/IMHNYECKMX UCTbITAHUAX OLUH W HECKOJ/IbKO MepeKpbIBaloWmnXCs CTEHTOB (72.4 MMm) Firehawk

Liberty™ BbI3blBan MOBbILLIEHME TemnepaTypbl Ha 1.2 ®C 1 3.2 ®C cOO0TBETCTBEHHO (MO AaHHbLIM

KaJlopuMeTpmmn) Npu  MakCUMa/lbHOM YCPeAHEeHHOM [N BCEro Tefa 3HayeHWW  YAe/bHOro

Koapdmumernta nornoweHuns (SAR), coctasnsswem = 3.53 BT/Kr 3a 15 MWUHYT HenpepbiBHOrO

CKaHupoBaHust Ha MP-Tomorpade 3 Tn ¢ kaTyLiKow ans scero Tena (Magnetom Trio, Siemens Medical

Solutions, nporpammHoe o6ecneveHve: Numaris/4, syngo MR A30).

He npoBOAWMNOCL AOKAMHUYECKUX WUCMbITAaHUA C LEeNbl MUCKIOYMTL BEPOSTHOCTb MUrpaumm

MMNMaHTaTa U ero HarpeBaHus BC/eACTBME PaamMovyacTOTHOIO BO3AeCTBUA NOCTOAHHbLIX MarHUTHbIX

Monen ¢ rpagueHToM, NPeBbILLAOLWUM YKa3aHHOe BblLLE 3HAYEHNE.

Ecim n3yvaemasn aHaToMmyeckas 061acTb COBMajaeT C MECTOMOJIOXKEHNEM CTeHTa WM HaXoAUTCH B

HenocpeLCTBEHHOW 6/1IM30CTU OT HEro, 3TO MOXET CHU3UTb KayeCcTBO MP-1306paxeHus.

5.6 Mepbl NPesoCcTOPOXHOCTY NpU 06paLLeHNN CO CTEHTOM

*  Kaxgblil CTEHT npefHa3HayeH TOMbKO ANS OLHOKPATHOrO MpYMeHeHus. 3anpeLyaeTcsa NoBTOpHas
CTepunM3auma 1M NOBTOPHOE WUCMO/b30BaHWe yCTpoicTBa. Obpaliaiite BHUMaHWe Ha gaty
NCTeYeHUs CpoKa roAHOCTH («C0AeH 40»), YKa3aHHYIO Ha 3TUKETKe U3Aenns.

e [Maket m3 ((tonbr He BbINOMHAET (YHKLUMIO CTEPUbHOIO 6Gapbepa. CTepuibHbIA 6Gapbep
obecneymBaeT TO/MIbKO 3areyaTbiBaemblii STUKETKOW BHYTPEHHWUI MakeT, KOTOPbIA Haxo4uTcs B
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ynakoBke 13 gonbrn. CTepubHbIM CneflyeT CUMTaTh TOMbKO COAEPXUMOE BHYTPEHHErO NnakeTa.
BHeLUHAS NOBepXHOCTL BHYTPeHHero naketa HE ctepuibHa.

B nakete 13 ponbrn Haxogutcs 1 nakeTuk ¢ abcopbeHTOM KMUCopoaa, Y hanuTe aTOT NakeTuK B
0TXOfbl NOC/e BCKPLITUA NakeTa u3 onbru.

He u3Bnekaiite CTEHT M3 CUCTEMbl [OCTaBKW, TaK Kak 3TO MOXeT MOBPeAWUTb CreHT u (Mnm)
MPUBECTM K 3M60/IUK CTeHTOM. CTEHT 1 c1cTema [OCTaBKY MpeAHasHaveHbl 419 UCMO0/b30BaHNSA
B KayecTBe eANHOr0 Lieforo.

He npumMeHaiiTe oTpuLaTe/lbHOro AaBfeHns K CUCTeMe LOCTaBKM L0 NPUOAVKEHUA K LieneBoMy
MOpPaXXeHHOMY y4acTKy. B MpoTMBHOM C/lyyae BO3MOXKHO CMELLieHMe CTeHTa C 6asnoHa.
Cuctemy JOCTaBKM He CnefyeT UCMo/b30BaTh C APYTMMU CTEHTAMMU.

Cobnrogainte 0cobyto OCTOPOXXHOCTb MpW 06palleHUn C YCTPOMCTBOM, CTapascb M36exaTb
KacaHus CTeHTa U CMeLLeHns CTeHTa ¢ 6asifioHa, 0CO6EHHO MPU U3BNEYEHUN CUCTEMbI JOCTaBKU
M3 YMakoBKW, BBEfEHWM MO TMPOBOLHUKY W TNPOBEAEHUN Yepe3 afantep MOBOPOTHOroO
remocTaTU4eckoro KnanaHa u BTY/IKY NPOBOAHMKOBOr0O KaTeTepa.

* He KacaiiTecb CTeHTa M He NepeMeLLaiiTe CTEHT NanbLamMu, YTo6bl N36eXaTb 3arpsA3HeHNs CTeHTa
WIN ero cMeLLeHns ¢ 6annoHa cCUcTeMbl JOCTaBKU.

*  Wcnonb3yiiTe TONbKO NOAXOASLLME BELLECTBA A1 HanofHeHUs 6annoHa (cM. noppasgen 9.3.4,
«[OAroToBKa CUCTEMbI AOCTaBKU» pasfenia «YKaszaHus no UCNoib30BaHWIo»). He ncnonb3yiTe
BO34YyX WM Nto6ON Apyron ras Ans HakaumBaHus 6an/ioHa, Tak Kak 3TO MOXET NMPUBECTU K ero
HepaBHOMEPHOMY PaCTKEHUIO W 3aTPYAHEHUAM NPU PACKPbITUW CTEHTA.

5.7 Mepbl NpeaoCcTOPOXHOCTY NPU YCTAHOBKE CTEHTA

5.7.1 TMoAroToBKa CTeHTa

e He HakauuBaiiTe CMCTEMY [OCTaBKM A0 PacKpbITUA CTEHTA, €C/IM HEe YKa3aHO MHauye. Mopsaok
yfaneHus Bosgyxa u3 6annoHa onucaH B nogpasgene 9.3.4 «MoAroToBKa CUCTEMbI [OCTaBKU»
pasgena «YKasaHus no UCMosb30BaHNIO».

» CrepyeT ucnonb3oBaTb MPOBOLHUKOBbIE KaTeTepbl, AMAMETP MNpOCBeTa KOTOPbIX M0O3BOMAET
BBECTU CUCTEMY [AOCTaBKM CTeHTa (CM. OMMcaHWe KOMMOHEHTOB YCTpoicTBa B Tabnuue 1.1
pasgena «OnucaHue n3gennsa»),

5.7.2 mnnaHTayma cteHTa

 Cocyn HeobxoAuMMO npefBapuTeNnbHO — paclwmpuTb  6anloHOM  MOAXOAALLEro  pasmepa.
HeBbINosHeHNe 3TOro TpeboBaHMA MOXKET NMPUBECTM K 3aTPYLHEHWUAM NpY YCTaHOBKe CTeHTa u
OC/I0XKHEHUWAM, CBA3aHHbLIM C NPOLeaypOiA.

*  He pacwunpsiiTe CTEHT, €CN OH He YCTaHOB/IEH B COCyAe Haanexalum obpasom (cm. pasaen 5.8,
«Mepbl NPeJOCTOPOXXHOCTU NPU U3BJIEYEHWUN CTEHTA/CUCTEMBI»),

* lVIMnnaHTaumMa CTEHTa MOXET BbI3BaTb pPACC/IOEHME COCyAa M OCTPYH OKK/O3UK, C
Heo6X0AVMOCTLHO NPOBeLEHNS AOMOTHUTENIbLHOIO BMeLLaTeNnsCTBa (LYHTUPOBaHMSA KOPOHAPHbIX
apTepuid, [ONOMHUTENbHOW AnnaTalun, yCTaHOBKN [ONONHUTENbHbIX CTEHTOB WX APYToro).

* HecmoTps Ha TO, YTO He Hayanucb 6e30NacHOCTb U 3MMEKTUBHOCTL YCTAHOBKN HECKOJIbKUX
cteHToB Firehawk Liberty , ecnm 3to Heo6xoammo, CHayana crnefyeT YCTaHOBUTb CTEHT B
AUCTa/IbHbIA, a 3aTeM B MPOKCUMabHbIA Y4acTOK MOpPaXKeHHOW 06/1acTi, 4Tobbl CBECTW K
MUHUMYMY PWUCK CMELLEHNA CTEHTa, O0OYC/IOB/IEHHOTO MPOBELEHNEM WHCTPYMEHTOB Yepes
MPOCBET PACKPbLITOr0 CTeHTA.

*  YCTaHOBKa CTEHTa MOXET HapyLUNTb NPOXOANMOCTb H0KOBbIX BETBENA.

*  He npeBblwaliTe pacyeTHOe JaBfieHNe paspbiBa, yKazaHHOe Ha 3TUKeTKe u3genus. CMm. tabnuuy
9.1 «XapaKTepuUCTUKM pacTsHkumocTn cteHToB Firehawk Liberty™ ¢ BbICBOGOXAEHNEM
panamuLmHa B CTEHKY cocyfa». Bo Bpems HakauvBaHWsa 6anioHa HeoO6X0AMMO KOHTPO/IMPOBaTh
ero fasneHne. Ecnn npumeHsemMoe fAaBneHWe MpeBblllaeT yKasaHHOe Ha 3TUKeTKe u3genus,
BO3MOXEH pa3pbIB 6asisioHa C NOBPeXAEeHNEM 1 PacC/IoeHMEM CTEHKWN apTepun.

* He npegnpuHumaiite MOnbITKA BTAHYTb HEPACKPbIBLUMIACA CTEHT 06paTHO B MPOBOAHWKOBbIN
KaTeTep, MHa4ye BO3MOXKHO OTAeNleHNe CTeHTa OT 6anoHa. V3BnekuTe NpOBOAHUKOBLIN KaTeTep 1
CUCTEMY CTeHTa KaK efuWHOe Lefioe, B COOTBETCTBUWM C YyKaszaHuAMWU pasfena 5.8, «Mepbl
MPefoCTOPOXHOCTU MPU U3BNIEYEHWUN CTEHTA/CUCTEMbI».

*  VI3BneyeHune cTeHTa pasHbIMM cnocobamy (Hanpumep, C TMOMOLLbIO  LOMONHUTENbHbIX
MPOBOLHVKOB, /IOBYLUEK WM LUMMLOB) MOXeT NPMBECTU K [LOMOSHUTENbHON TpaBMe CTEHKU
KOPOHapHbIX apTepuii UNK apTepuid, Yepe3 KOTOPble OCYLLECTBNAETCA AOCTYN B COCYAUCTYHO
cuctemy.  OC/MIOXKHEHWA  BK/IHOYAIOT  KPOBOTEYEHMe,  0Opa3oBaHWe  remMatombl WK
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MCeB0aHEBPU3MbI.

XoTsi 6aNNOHHbI KaTeTep CUCTEMbI LOCTaBKM CTEHTA A0OCTAaTOYHO MPOYEH, YTOOLI pacnpasBuTb
CTEHT W MNpW 3TOM He PasopBaThbCsi, MPU KPYroBOM paspbiBe KaTeTepa AMCTaNlbHEe CTEHTa,
MpoM30LLEeALLIEM [0 NOMHOFO PacrnpaBieHns CTEHTA, 6aNIOH MOXET 3a(MKCUPOBaThLCS Ha CTEHTE,
yTO TPEBYeT XMPYPrMYECKOro n3BneyeHns. B cnyyae pa3pbiBa 6anoOHHOIO KaTeTepa ero creayet
13BNeYb, W, NPU HEO6X0AMMOCTM, NPOBECTM MO NPOBOAHMKY HOBbIV AMNATALMOHHbI KaTeTep ANs
3aBepLLEHUs pacrnpaBneHns CTeHTa.

Y6eauTecb B TOM, UTO CTEHTbI MOMHOCTHIO MOKPbLIBAIOT MOPaXKEHHbI Y4acToK coCypa/y4acTok
PaCCNOEHUs, N MEXAY CTEHTAMW HET NPOMEXYTKOB.

58 Mepbl NPefoCTOPOXKHOCTY NPU U3BIEYEHUM CTEHTA/CUCTEMDI

Ecnv B N06GO MOMEHT MpPU OCYLLECTBNEHWM A0CTyMna K MOPaXeHHOMY Y4yacTKy cocyja nepej
MMMNaHTaLUyel CTeHTa OLLYyLLaeTcs HeOObIYHOE CONPOTUBNEHME, CNeAyeT U3BNEeUYb CUCTEMY CTEHTA U
MPOBOAHVKOBLIA KaTeTep Kak efAMHOe Lie/noe.

Mpy U3BNEYEHNMN CUCTEMBI CTEHTA U MPOBOAHMKOBOrO KaTeTepa Kak eInHOro LIenoro:

e HE BTaruBaiite cuctemy cTeHTa B MPOBOAHMKOBLIN KaTeTep.

e Pasvectute cuctemy Tak, 4TOObl NpPOKCMManbHas MeTKa 6asoHa Haxogunacb HEMHOro
AVCTanlbHee KOHYMKa NPOBOAHUKOBOIO KaTeTepa.

e TlopaiiTe NPOBOAHMK Bnepes B KOPOHApHble apTeEPUM KaK MOXHO AMCTaslbHee, HAaCKOMbKO 3TO
Mo3Bo/isSieT 6e30MacHOCTb.

e 3aTAHUTe NOBOPOTHbIA remMoCTaTMYeCKWUiA KnanaH, 4ToObl 3aKpenuWTb CUCTEMY [OCTaBKU B
MPOBOAHMKOBOM KaTeTepe M 3aTeM W3B/EKUTE MPOBOAHWMKOBbIVA KaTeTep M CUCTEMY CTEHTa Kak
efJMHOE Lienoe.

HeBbInonHeHWe 3TUX AeACTBUI 1 (M) MPUNOXKEHWNE YPE3MEPHbBIX YCUNIA K CUCTEME JOCTABKN MOXET

NPUBECTM K yTEPE UM NOBPEXAEHNIO CTEHTA U (M) KOMMOHEHTOB CUCTEMBI, 1 (MNK) NOBPEXAEHUIO

COCYANCTOW CUCTEMBI.

Mpn Heo6X0AMMOCTM OCTaBWTbL NMPOBOAHMK Ha MecTe A8 MOCNeAyrLero AocTyna K apTepuv um

MOPaXeHHOMY Y4acTKy, U3BNEKNTe BCe OCTa/lbHble KOMMOHEHTbI CUCTEMbI, KPOMe MPOBOAHMKA.

5.9 Mepbl NPegoCcTOPOXKHOCTM Mocne npoLesypbl

«  CobntofainTe OCTOPOXXHOCTb MPWU MPOBEAEHUN Yepe3 NMPOCBET TOMbKO YTO PAaCKPbITOTO CTeHTa
BHYTPUCOCYAMCTOrO YNbTPas3BYKOBOr0 KateTepa, KOPOHapHOro MNpPOBOAHUKA WX 6anfioHHOro
KaTeTepa, YTO6Gbl He CMECTUTb CTEHT M He HapyLUWUTbL ero npuaeraHme n gopmy.

o [MocTgunataums: HeoO6XOAMMO MNPUNOXKWUTbL BCE YCUIUS, YTOObI YOeAUTLCS B TOM, UYTO CTEHT
pacliMpeH B AOCTaTOYHOM CTeneHW. Ecnmn pacnpaBieHHbI CTEHT HEMNONHOCTLIO NpuneraeT K
CTEHKE COCYyfia, €r0 MOXHO [LOMNONHUTENbHO paclmpuTb 6an1oHOM Gonbliero guvameTpa. Ans
nocTauiaTaumMm MOXKHO MCMO/b30BaTh HernoAaT/IMBbIA HU3KONPOPUIbHbLIA 6anoHHbIA KaTeTep
BbICOKOrO [iaBNleHns [pyrnx pasmepoB. bannoH He [O/DKEH BbIXOAUTb 3a Npefensl
CTEHTMPOBaHHOro y4acTka (CM. nogpasgen «[unataums CTEHTMPOBaHHbLIX Y4aCTKOB MOCne
PacKpbITUA CTEHTa» pasgena «YKasaHusi Mo MCMO/b30BaHUIO»). He ncnonb3yiite 6annioH CUCTEMbI
[OCTaBKM CTEHTA AN19 NocTAunaTaumm.

e B JOKNMHNYECKMX UCCNeA0BaHUSAX ObIN0 NoKasaHo, YTo cTeHT Firehawk Liberty™'~ npurogeH ans
NPUMEHeHNa npu onpegeneHHblX ycnosmax MPT (cm. pasgen «MarHUTHO-pe30oHaHCHas
Tomorpagms (MPT)»). Ecnm nsyyaemas 06nacTb COBMafaeT ¢ MeCTOMONOXEHMEM CTEHTa, 3TO
MOXET CHU3UTb KayecTBO MP-1306paxeHus.

» [ocne npoueaypbl UMMAAHTALUN CTEHTa CNefyeT HavyaTb aHTUTPOMOOLUUTAPHYIO Tepanuio (Cm.
pasgen «ObLue Mepbl NPeSOCTOPOXHOCTU»). Tpn paHHEM NpepbIBAHUN aHTUTPOMOOLUTAPHON
Tepanuu (Hanpumep, BCNeLCTBME aKTUBHOIO KPOBOTEYEHUSA) HEOOXOAMMO TLaTe/IbHO HabaaTb
3a TaKMMK nauueHTamy Ha npeaMeT CepAevyHO-COCYAUCTLIX ABNEHWUIA. AHTUTPOMOOLMTApPHYIO
Tepanuio crefyeT BO30OHOBUTL KaK MOXKHO CKOpee, N0 PeLLeHNto flevalllero Bpaya naymeHTa.

6 HEXEJIATEJ/IbHbIE ABJIEHNA

K HeXenatenbHbIM SBIEHNAM, CBA3AHHLIM C VIMI'I!'IaHTaLl,VIeVI KOPOHapHOro CteHTa B KOPOHapHble
apTepunn, OTHOCATCA, MOMUMO MpPoYKnX, cneayrowine:

*  Annepruyeckas peakuus Ha e HeobxogumocTb  peBacKynspusalmn
aHTUKOArynsHTHbIE n(mnn) LIeN1eBOr0 MOpaXKeHMs
aHTUTPOMOOLMTAPHbIE npenaparsl, *  HeobxogumocTb  peBacKynspusaunu
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KOHTpPaCcTHOE BEWECTBO UNN MaTepuabl

CTeHTa

AHeBpUM3Ma KOPOHapPHbIX apTepuii

Aputmung

ApTepuanbHas rMnoTeH3ns/rnnepTeH3ms

ApPTEpPVO-BEHO3HOE COYCTbE
Bonb B MecTe focTyna

OvctanbHas ambonusa  (TKaHeBas wn

BO34yLLHas, TpoMb603ambonusa)
WHapkT Mnokapaa

WHeKUms, MeCTHas UK CUCTEMHAN

KpoBoTeueHue

KpoBoTeueHue

JlekapCTBeHHOE  B3auWMofeicTBue
aHTUTPOMGOLIMTAPHbIM npenapaTom,
aHTUKOArynsiHToM, KOHTPACTHbIM

BELLEeCTBOM
Jlnxopagka

LeneBOro  cocyda, He cCBfi3aHHas C
peBacKynspu3aLei LeneBoro nopaxeHms

Mepenom cTeHTa
MonHas  OKK/O3UA  KOPOHapHOM

apTepuu

MceBaoaHeBpu3ma OepeHHOIA
pTepum

PaccnoeHune CTeHKN apTepun

PecTeH03 CTeHTMPOBAHHOIO CErmMeHTa

CeppeyHas HelOCTaTOYHOCTb

CwmepTb
TamnoHaga cepuna
Tpasma cocyaa, TpebytoLas

XVPYPryeckoro BMeLlaTeNbcTa Un
MOBTOPHOW NpoLeaypbl

TpomM603 UK OKKNHO3NA CTEHTA
SKCTpeHHoe LYHTUPOBaHMe
KOPOHAapHbIX apTepuii

AM60/IMSA CTEHTOM

3M60/MSA CTEHTOM, CMeLLEHNE CTEHTA

HeBO3MOXHOCTb JOCTaBKM CTEHTA B TPeGYeMblii y4acTok
He nepeuncneHHble Bbllle HEXenaTeNbHble SBNEHUS, KOTOpble MOTYT ObiTb CBSi3aHbl
WCK/HOUNTENBHO C IEKAPCTBEHHBIM MOKPLITUEM panaMuLMHOM

Annepruyeckas/MmMmyHO/IOTMyecKas

peakumMs Ha NeKapCTBeHHbIN npenapar
(panaMuULMH UK CXOXMEe N0 XUMUYECKOA
CTPYKType BeLLEeCTBa) WM MOMMMEPHOE
OTAe/bHble
pasgen 1,

MOKpbITUE  CTEHTa WU
KOMMOHEHTbI CTeHTa (CMm.
«OnucaHve n3genna»)
AHemus

ApTpanrus

"eMaTonornyeckne HapylieHus (B Tom
yucne  neiiKoneHus, HelTponeHus,

TPOMOOLUTOMNEHNSA)
mnepTpuranuepngemms
MMnepxonectepuHemus
MnepyyBCTBUTENILHOCTD,

[nvtenbHasa cTeHoKapaua

WHcynbT

WHTepcTuymanbHas 601e3Hb Nerknx
VHdapKT Mnokapaa

VHpeKLmm

Mwemns mnokapaa

OKKno3us

OTK/IOHEHWNE OT HOPMbl PEe3ynbTaToB
(hYHKUMOHA/IbHBIX NPO6 neveHw

Mepthopauwma cocypa
MOBTOPHbIA CTEHO3 CTEHTUPOBAHHOIO
cermeHTa (06CcTpyKLMA 60nee YeM Ha

aHadunakTuyeckne/ aHamnaKTouaHble 50 %)

peakuunu MoyeyHas HeOCTATOYHOCTb
Mmnokanvemus MceBnoaHeBpu3Ma™

[Ownapes Cnasm cocyga

7 MHANBNAYANN3AUNA TEHEHUNA

Mepes wcnonb3oBaHueM cTeHTa Firehawk Liberty™ nns kaxporo nauueHTa cnefyeTt TLiaTeNbHO
OLLeHWUTb ONUCaHHbIE BbILLEe BUAbI PUCKa U MpenMyLLecTBa npouesypsbl. Mpu oT6ope NaLyeHToB Takxke
HEOOXOAMMO PacCMOTPeTb PUCK aHTUTPOM6GOUMTapHOW Tepanun. Oco60 TwATeNbHO CheayeT
OLeHMBATb NauMeHTOB C HelJaBHO NepeHeCeHHbIM aKTUBHbLIM racTPUTOM WK S3BEHHOW 60/1E3HBIO.

HeobxoguMo yuuTbiBaTb CONYTCTBYHOWME 3a00NeBaHWs, YBENUUMBAIOWME PUCK MNOMYyYeHUs
MepBUYHOIO HeyZl0BNETBOPUTENBHOIO pe3ynbTaTa Uan PUCK HEOOXOAMMOCTU HEOT/IOXHOW onepauum
LUIYHTUPOBaHUA (CaxapHblil AuabeT, noveyHas HEAOCTATOYHOCTb W TAXKenas CTeneHb OXMPEeHWS).
MN3yyanacb CBA3b MeXAy WCXOAHbIMU W CBSI3aHHbIMW C CaMOM MpoLeaypor (hakTtopamu C OAHOM
CTOPOHBI Y 3HAYMMbIMU HeXXenaTe/ibHbIMU fBNEHUAMU CO CTOPOHbI cepaua (Major Adverse Cardiac
Events, MACE). MHoroaktopHoe Mofe/MpoBaHue Mokasano, YT0 Ha3HauYeHHOe NeYeHve SBNsSeTCs
HE3aBMCUMbIM MPOrHOCTUYECKUM (haKTOPOM K/IMHWUYECKOTO W aHrmorpamyeckoro UCXoL4oB Aaxe
rnocsie NONpaBKW Ha Apyrve UCXOAHble (haKTopbl ¥ BMELLUMBAIOLLMECH (haKTOpbl, CBA3aHHbIE C Camol

npoLesLypo.
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MPUMEHEHVE Y OCOBEbIX KATEFOPUIA MALIMEHTOB

Il BepeMeHHOCTb
CYTCTBYET JOCTATOUHbIA 06bEM AaHHbIX N0 Y*MMEHEHMNIO CTEHTOB C JIEKAPCTBEHHbIM MOKPbLITUEM

)yoaumycom mnn cteHToB Firehawk Liberty y 6epemeHHbIX. B uccnegoBaHMsX Ha »XMBOTHbIX
}mmyc okasbiBan 3M6pPMO- U PETOTOKCUYECKOE AECTBME NPU KIAUHUYECKN 3HAYVMMOWA CTemneHu
HosgelicTeys. TepaToreHHbI ath(heKT He Habnogancs. MoTeHLManbHbIR PUCK NPUMEHEHNS Y YeNnoBeKa
(tomssecteH. CTeHT Firehawk Liberty™ He cnegyeT MCnonb3oBaTb Y OEPEMEHHbIX XXEHLWH, 3a
VCK/TOYeHEM cnyydaeB, HKO)rfa MMEKoLLEecs Y XeHLWMHbI 3a60neBaHne TpebyeT neveHns npu NOMOoLLU
CTEHTA.
Ll Jlaktauus
Heun3BecTHO, BbIENAETCA I CUPCLUMMYC C FPYZAHbLIM MOMIOKOM Y YenoBeka. CUPOIMMYC BblfenseTca
CMOJIOKOM Y NTAKTUPYHOLLMUX KpbIC. HEBO3MOXXHO MCKOUUTb PUCK ANS pebeHKa, Haxoaalerocs Ha
rpyoHoM BCKapmameaHuu. CrepyeT Bbl6paTb /IM60 MNPOLOIKEHWE KOPMJIEHWUS TpyAbto  1nbo
VIMM/IaHTaLMIO0 CTEHTA, C YY4ETOM TOr0, HaCKO/IbKO BaXKEH CTEHT A/1f MaTepu pebeHkKa.

83 lMpumeHeHUe y aeTell N NOAPOCTKOB

He n3yyanuce 6e30MacHOCTb M 3)(PeKTUBHOCTL CTeHTa Firehawk Libertyy nayvneHToB AeTCKOIO U
MOAPOCTKOBOro Bo3pacTta msajile 18 ner.

84 TIpuMeHeHMne y NOXWUblx nayueHToB

Pe3ynbTaTbl KNIMHWYECKUX UcCnefoBaHWi cTeHTa Firehawk Liberty™ He ykasblBalOT Ha Hannuue
pasnnumnin no 6e3onacHOCTM U 3PMEKTUBHOCTU MeXAY naulueHTamy B Bo3pacTe > 65 n Gonee

MonogbiMn naumeHTamu.
Cnepyert TWlaTeNbHO paccMaTpmBaTb BONPOC O NPUEM/IEMOCTU NPUMEHEHUA CTEHTA Y NalUWEeHTOB U3

YKa3aHHbIX BbiLLe Fpymm.

9 YKA3AHWA MO NCIMOJIbBOBAHUIO

9.1 OcmoTp nepeg NPMMeEHeHUEM

Mpexae YeM BCKPbIBaTb CTEPU/IbHYHO YMAKOBKY, TLLAaTE/IbHO OCMOTPUTE ee. He UCMONb3yiiTe Usaenue,
eC/IM YNaKoBKa MOBPeX/eHa UM BCKPbITa. He UCMOonb3yiiTe M3genve nocne fatbl UCTEUYEHUS CPOKa

rogHocTn («ofieH Jo»).

9.2 Tpebyemble maTepuansl

Konunyectso MaTtepuan*
1 MpoBOAHWKOBbIN KaTeTep [BHYyTpeHHUI gnameTp > 5 F 10,056 atolima, 1,42 Mm)1
2-3 wnpuy, 06emom 20 M
1000 ME/500
M CTepwbHbIV renapuHM3npoBaHHbI GU3NM0NOTNYECKNl pacTBop
1 MpoBogHWK [BHYTpeHHWM gnameTp ~,014 atoiima (0,36 M)l

1 [MOBOPOTHbLIA TEMACTATUYECTIUIA KITANAMN C  HAANeXawyM MUHUMaIbHBIM - BHYTPEHHUM
TnameTpom 10,096 groima (2,44 mv)l

H/N CMeCb KOHTPACTHOrO BeLLecTBa WM CTEPUIBHOTO renapuHU3NPOBaHHOMO (hU3MOMNOTNYECKOro

pacTBopa B COOTHOLleHMN 1;1

LLInpuu-maHomeTp

3anopHbIi KpaH (Kak MUHUMYM TPEXXOZ0BbIIA)

YCTpOIACTBO A4/151 BpaLLeHUs

JunnatauynoHHbIi KaTeTep 4N pacLLUMpeHns cocyaa nepes yCTaHOBIOM CTeHTa

Co0TBeTCTBYHOLMIA apTepuabHbIii MHTPOALHOCED

H/N Haznnexatme aHTUKoaryIiHTHbIE ¥ aHTUTPOMBOLMTapHbIE Npenapartbl

e

MeaMLMHCKOe U3AeNNSA [O/HKHO MMETb eCTBYOLLIEe PerMcTpaLiOHHOe YA0CTOBEPEHNE.

9.3 lMoarotoBka

9.3.1 W3BneyeHne M3 ynakoBKM

MprMmeyaHve; ynakoBKa M3 (OfbIv He BbINOMHAET (DYHKLUMIO CTepuibHOro 6apbepa. CTepubHbIN
Gapbep obGecneyvBaeT TO/IbKO BHYTPEHHAA YMNakoBKa, MOMELLEHHAs B YMNakoBKY W3  (DOSbIN.
CTepuibHbIM CnefyeT CUATaTb TOSMIbKO COAEPXKMMOE BHYTPEHHEro naketa. BHELUHAA MOBEPXHOCTb
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5HHero naketa HE cTepusibHa,
BCKpoliTe BHYTPEHHIOK YNakOBKY W BbINOXWUTE W3JeNIMe Ha CTepU/IbHYH MOBEPXHOCTb,
cobntofas npaBuia acenTuKu.
AKKypaTHO 0CBO60AMTE CUCTEMY CTEHTA OT CNMUPASIbHOTO 3aKUMa 1 OCMOTPUTE ee Ha npegmeT
1310MOB, MepernboB 1 Apyrux NPU3HaKoB NOBPeXAeHUs. He ncnonbayiite nsgenve npyu HUmM4nm
M06bLIX NPU3HAKOB MOBPEXAEHNS.
OCTOPOXXHO CHUMWTE 3aLLUWUTHBIA Y4exXon CO CTeHTa BMecTe C MaHAPEHOM, OCMOTPUTE CTEHT Ha
npeaMeT MPU3HAKOB MOBPEXAEHNA W CMELLEHNS OTHOCUTENbHO WMCXOLHOrO MOMOXEHUs Ha
6annoHe (Mexay NpoKCUManbHON 1 ANCTaNbHON MeTKaMum).
MpumeyaHve: He KacalTeCb CTEHTA W He MepemMelLanite CTeHT Najbuamu, 4Tobbl M3bexXaTb
3arpsi3HeHUs! CTEHTa UIN ero CMeLLEeHNS ¢ 6asi/ioHa CUCTEMbI [OCTaBKN.

93.2 NpomMbIBaHKE KaTeTepa

*  TpomoliTe KaTeTep CTEPU/IbHBIM FernapuHU3NPOBaHHLIM PU3MOIOTNYECKM PacTBOPOM.

93.3 MNpombIBaHWEe NpocBeTa A1 NMPOBOAHUKA

*  TlogcoefuHWTe LLNPWL, CO CTEPUNbHBIM TeNapuHU3NPOBAHHBIM PU3NOMIOTMYECKUM PaCTBOPOM K
urne Ans NpoMbIBaHWS, NOCTaBIAEMOI B KOMIN/EKTe C KaTeTEPOM.

* Bsegute Wrny B KOHYMK KaTeTepa M MPOMOWTE MPOCBET 15 MNPOBOLHUKA CTEPWU/IbHBIM
renapyvH13NPOBaHHbLIM (PU3NONOrNYECKM PACTBOPOM.

MpumeyvaHve: HE kacaiiTecb CTeHTa BO BpeMsi MPOMbIBaHUA NPOCBETA A1 NPOBOAHMKA, MOCKONbIN

3TO MOXET NMPUBECTU K CMELLEHNIO CTEHTA C Ban/oHa,

9.34 lNoarotoBKa CUCTEMbI LOCTaBKMU

1) TloaroToBbTe LUNPUL, -MaHOMETP WAW LWNPUL, C MNOAXOAALMM pPACTBOPOM KOHTPACTHOrO
BELLECTBa,

2) TlogcoefvHuTe LWINPUL-MaHOMETP WM LUMPUL, K 3arMopHOMY KpaHy; 3aTeM MOACOeAuHUTe
3aMopHbIi KpaH K NopTy ANS HakaumBaHWs 6annoHa.

3) OTKpoiiTe 3aN0OpHbI KpaH Ha CUCTEME [JOCTaBKM CTEHTA.

4) [aBneHue B LWNpuLe-MaHoMeTpe (LUnpuLie) LO/MKHO 0CTaBaTbCA HEATPa/IbHLIM.

MpuMeyaHue: Npu BBEEHUW CUCTEMbI JOCTaBKWM B COCY[ He cO3faBaiiTe B Hell OTpULATENbHOrO

[aBneHuns. B NpoTUBHOM Clyyae BO3MOXHO CMeLLeHNe CTeHTA C 6a/ioHa.

9.4 Tlpouenypa JOCTaBKN CTEHTA

1) TMogroTtoBbTe MeCTO AOCTyna K COCYAMCTOMY pyCny B COOTBETCTBUMM C OOLLENPUHATON
METO/VNKOM.

2) BbinonHWTe npeABapuTENbHYK AuNaTaLMIO y4vacTKa MOPaXEHUS MeTOAO0M  UYPECKOXHOM
TPaHCNIOMWHANBHOM KOpOHapHoi aHruonnactukn (UTKA). CnefyeT orpaHuWuvMBaTh [JIMHY
y4yacTka, NoABepraeMoro npejsapuTesibHOM Aunatauuy npyv nomowm 6annoHa katetepa Ans
UTKA Takum 06pa3om, 4Tobbl 30Ha NMOBPEXJEHHON CTEHKM COCyfa He BbIXOAW/A 3a MNpefesbl
crteHTa Firehawk Liberty™.

3) MopnepxuBaiite HelTpaibHOe [aBfeHWe B WNpULUe-MaHoMeTpe. [10/IHOCTbIO  OTKpoOWiTe
MOBOPOTHBbIN reMOCTaTUYECKMI KnanaH.

4) HajgeHbTe cMCTEMY [0OCTaBKM Ha MPOKCUMabHYH 4acTb NPOBOLHWKA, YAEPXMBAsA MONOXEHNE
MPOBOAHMKA, NPOBEAEHHOr0 Yepes Lie/IeBON NMOPaXKEHHBIN Y4aCTOK.

5) lpoasunHbTE CMCTEMY AOCTaBKM CTEHTA MO MPOBOLHUKY K LiefIEBOMY MOpaXKeHHOMY y4yacTky. C
MOMOLLLKO PEHTTeHOKOHTPACTHbIX METOK, HaHeCeHHbIX Ha 6annoH, YCTaHOBWUTE CTEeHT B
MOPaXXeHHOM Y4acTKe apTepui; BbINONHUTE aHTMOrpaduio, 4YTobbl y6eamTsCca B NMpaBuibHOCTH
PacnonOXeHNs CTEHTA.

6) 3aTAHWTe MOBOPOTHbLIN reMOCTaTUYECKUI KnanaH, HacKo/IbKO 3TO Heobxoammo. Tenepb MOXHO
MPUCTYNUTb K PACKPbITUIO CTEHTA.

MprMeyaHue: ecnn B 1060 MOMEHT MPW OCYLLLECTB/IEHUN LOCTYMNa K NOPaXXeHHOMY y4acTKy cocyja
WA U3BMIEYEHNN CUCTEMbl [OCTABKM CTEHTa OulyllaeTcs HeoOblYHOe COMpPOTUB/IEHME, He
NpUYKNagblBainTe YCUINA ANA NPOABUXEHUS CUCTEMbI. VI3BNEKUTE cUCTEMY KaK efuHOe Lienoe.
YKazaHusa M0 W3B/IEYEHWNIO CUCTEMbI [AOCTaBKM MNpuUBOAATCA B pasgene 5.8, «Mepbl
NPesoCTOPOXKHOCTU MPU N3BNIEYEHWUN CTEHTA/CUCTEMBI».

9.5 Tlpouesypa packpbITUA CTeHTa

1) [epes packpbiTveM elle pa3 npoBepbTe MPaBUNbHOCTL PAcoONOXeEHUS CTEHTa OTHOCKTEbHO
LIeN1IeBOr0 NMOPaXXEHHOr0 Y4acTKa C MOMOLLbI0 PEHTIEHOKOHTPACTHbIX METOK Ha 6as/ioHe.

2) [MopcoeauHnTe  LIMNPUL-MAHOMETP (HEMONHOCTLIO  3aro/IHEHHbIA  PacTBOPOM  KOHTPACTHOIO
BeLLLeCTBa) K TPEXXOLOBOMY 3arOpHOMY KpaHy W CO3faiiTe oTpuuatesibHOe [aB/ieHue, 4YTo6bI
yAanuTb BO34yX U3 6anioHa.

3) [epeBefuTe 3aMOpHbIA KPaH Ha KaTeTepe B 3aKPbITOE MOMOXKEHWE U YjannTe BO3AYX U3 LUNpULia-
MaHoMeTpa. 3akpoiiTe 60KOBOI NOPT Ha 3aNOPHOM KpaHe.
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Mog PeHTreHOBCKMM  KOHTPO/IEM HakayaiWte 6ailoH [0 [OCTMXKEHUS He MeHee YeM
HOMMWHA/IbHOTO [aB/ieHns, 4YTOObl pacnpaBuTb CTEHT. He npeBbilwaiTe pacyeTHOe [AaBfieHue
paspblBa, YKasaHHOe Ha 3TWKeTKe YCTpoincTBa. MeLneHHO pacKpoWTe CTEHT, MOCTENEeHHO
yBeNnumnBas LaBfeHne B CUCTEMe JOCTaBKM 10 NOSIHOTO pacnpasfieHns cTeHTa. MogaepxusaiTe
nonyyeHHoe fasneHue B TedeHme 30 cekyHa. Mpy HEOOXOAMMOCTU AaBNeHNe B CUCTEME JOCTaBKM
MOXHO CHWXaTb M BHOBb YBE/MUMBATb HECKO/IbKO pa3, Nnbo HapawmsaTb Aasblue, YTOObI
[OCTUYL MOJIHOTO MpW/eraHns CTeHTa K CTeHKe apTepun. He npeBbiwaiiTe ykasaHHOe Ha
3TUKETKe pacuyeTHOe JaBneHue paspbiBa, paBHoe 16 atm (1621 klla) ona CTEHTOB AMaMeTpPoM
2,25-3,5 Mm 1 14 atm (1419 KIMa) Ans cTeHToB gnaMeTpom 4,0 mm.

5 [puneraHve CTeHTa K CTeHKe apTepuu crefyeT MNPOBepUTb C MOMOLLbIO CTaHAApTHOM
aHruorpapmm nam BHyTPUCOCYANCTOrO Y/bTPa3ByKOBOIO UCC/IEA0BaHNS.

6) CrteHT Firehawk Liberty™~ no/mkeH NOMHOCTBIO 3aKpbiBaTb Y4aCTOK MOPaXeHUs cocypa W
y4yacToK, noAgepriiminca 6annoHHON pAunatauumn (BKIOYas PacCNOeHUst CTEHKU cocyaa),
3axBaTtbiBas Y4YaCTKM HEU3MEeHeHHOW CTEHKWM MpPOKCUMaslbHee W AWUCTasibHee MOpPaXKeHHOro
yyacTka.

7) Ecnn gna cteHTMpoBaHMA y4yacTkKa MOPaXeHMs COCyfa U ydacTka, MoABepriierocs 6annoHHOw
junarauuun, Heob6Xxo4MMO HecKonbkKo cTeHTOB Firehawk Liberty , To ycTaHOBWUTE CTeHThbl C
[0CTaTOYHbIM MepexnecToM, y4mTbiBad TO, YTO A/IMHA CTEHTa NPV PacKpbITUM YMeHbLUAeTCs.
Mepes packpbITUEM KaXAOro MNOCNeAytoLWero CTeHTa MNpoBepsiiTe OTCYTCTBME MPOMEXYTKa
MeX[y CTeHTamu, pacnonaras peHTreHOKOHTpacTHble MeTKM 6annoHa co cTeHTOM Firehawk
Liberty™ BHyTpu npefblgywero pacnpaefieHHoro cTeHTa. CM. pasgen 5.8, «Mepbl
MPeLOCTOPOXXHOCTU MPU U3BEYEHUN CTEHTA/CUCTEMBI.

8) OnopoxHuTe 6anNoH, co3aaB OTpULATENbHOE AaBNEHVE B LINPULIE-MaHOMETpe. [11s nonHoro
OMOpPOXHeHWs 6annoHa HeobxoAumo He MeHee 15 cekyHf. [lpexge, 4em npuctynatb K
N3B/IEYEHNIO CUCTEMbI JOCTaBKW, MOATBEPAUTE (DaKT MOSHOIO ONOPOXHeHMs 6annoHa. lMpexae,
yeMm repemeLLaTb KaTetep, y6eamTech, YTO 6a1I0H NONHOCTHIO OMOPOXKHEH.

9) [loaTBepAnTe, UTO CTEHT HaA/exalliM 00pa3oM pacnpas/ieH W MOSHOCTLIO MPUAEraeT K CTeHke
apTepuu.

9.6 lMpouenypa n3BneyeHns

1) YbeauTech, 4TO GaNIOH MOMHOCTHIO OMOPOXKHEH.

2) MoNHOCTbIO OTKPOITE MNOBOPOTHbIMA reMOCTaTUHECKNIA KnanaH.

3) CoxpaHss MonoXeHVe NPOBOAHMKA W MOAAEPXWBas OTpULATENbHOE [aBleHWe B LUMpHLie-
MaHOMETpE, U3BJIEKNTE CUCTEMY AOCTaBKMU.

MpumeyaHue: ecnn B 1060 MOMEHT NpK OCYLLECTBAEHMM JOCTYNA K MOPaXXeHHOMY y4acTKy cocyja

WM U3BNIEYEHUM CUCTEMBI LOCTaBKM NOC/Ne MMMNaHTaLUM CTEHTA OLLYyLLaeTCs COMPOTUB/IEHME, BCHO

cucTeMy Heob6X04MMO M3BNeYb Kak eaUHOE Lienoe. YKa3aHua Mo U3BNeYeHN0 CUCTEMbI OCTaBKMN CM.

B pasgene «Mepbl NpefoCTOPOXHOCTY NPU U3B/IEYEHUN CTEHTA/CUCTEMBI».

4)  3aTAHWUTE MOBOPOTHbLINA reMOCTaTUYECKMWIA KanaH.

5) TMosTopuTe aHrnorpaguio 419 OLEHKN COCTOAHMSA CTEHTUPOBAHHOIO yyacTka. Eciin Heobxoamma
nocTaunartaums, npoBepbTe, COOTBETCTBYET /I WTOrOBbLIA AMaMeTp CTeHTa pedepeHCHOMY
AnameTpy cocyfa. Y6eanTech, YTO CTEHT pacLUMpPeH B 4OCTaTOYHON CTEMNeHMN.

9.7 Ownnataums CTEHTUPOBAHHbIX YYaCTKOB NOC/Ie paCKpbITUA CTEHTA

HeobxoAMMO NpuUIoXWUTb BCE YCUAWA K “OMy, 4TOObl He OCTaBUTb CTEHT B HELOCTaTOYHO

pacLpeHHOM COCTOSAHWUW. Ecnv maMeTp pacKpbITOro CTeHTa HeJoCTaTOYeH OTHOCUTE/IbHO AnaMeTpa

cocyfa, WM ecnim He OblI0 JOCTUIHYTO MOJIHOE MpwufieraHve CTeHTa K CTEHKE COCyAa, MOXHO
pacLUMpUTb CTEHT 6a/NOHHBIM KaTeTepoM 60/bLLEro AvameTpa. Ana ganbHelllero packpbiTus CTeHTa

MOXHO MCNO/b30BaTh HEMOAATAMBbIA HU3KONPOMUAbHBIA 6aNNOHHbLIA KaTeTep BbICOKOTO [aBfieHuUs.

Mpn HeoOXOAMMOCTU MPOBEAEHUSA LAHHOM Npouefypbl Yepe3 CTEHTUPOBAHHbLINA y4acToOK™ cnefyet

MPOBECTUN MPOBOAHMK C aTpaBMaTUYHbIM KOHUYMKOM BO U36eXaHue CMeLleHnsa cTeHTa. bannoH cnegyet

pa3MecTuTb TOYHO B Npefenax CTEHTa; OH He JO/DKEH BbICTYNaTb 3a ero rnpegensbi.

OCTOPOXXHO: NMpw pacluimMpeHnn cTeHTa He NpeBbllaiTe yKazaHHble HUXKE Npeaens.

HoMMWHanbHbIN gnameTp cTeEHTa MpegenbHas gnnarayms
0T 2,25 MM 10 2,5 MM 2.75 MM
CT 2.75 Mmm o 3,0 Mm 3,5 Mm
o1 3,5 Mm 0 4,0 Mmm 4,5 Mm

MOBTOPHO TMOATBEPAUTE MOMOXKEHWE CTeHTa U pe3y/bTaTbl aHruorpaguu. [loBTopsiiTe
HaKauMBaHWs 6anNoHa, 40 AOCTMXKEHUS ONTUMANbHOTO PacKpbITUS CTEHTA.
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8 CBefeHna Mo pacTSXXUMOCTU, NMOJyYEHHbIe B yCcnoBuax In vitro

Tabnuua — XapakTepUCTUKMN pacTsHKMMOCTU cTeHToB Firehawk Libertv™

CreHT
Aasnetine BHyTpeHHW gnameTtp (MM)

ATM KlMa 2.25 25 2.75 3.0 35 1 40*
10.. .1013 HomwuHanbHOE 220 2.45 2.70 2.95 350 1 390
n 1115 225 2.49 2.73 3.00 3.54 3.98
12 1216 2.30 2.52 2.78 3.05 361 4.06
13 1317 2.33 2.57 2.82 3.09 3.66 412
14 1419 2.36 2.61 2.85 3.12 3.70 4,18
15 1520 2.39 2.65 2.88 3.16 3.74 422
16 1621 RBP* 242 2.68 291 3.19 3.78 4.27
17 1723 244 271 2.94 3.22 3.82 4.32
18 1824 247 2.73 2.97 3.25 3.86 4.37

*He npeBblLWaiTe pacyeTHOE faBNeHNe pa3pbiBa

**PacueTHoe flaBfieHne paspbiBa: 14 atm (1419 klMa) ansa cTeHTOB AnameTpom 4,0 Mm

MpumeyaHme:

. 3HayeHWs pacyYeTHOr 0 faBNeHNs paspbiBa NONyYeHbl Ha OCHOBE Pe3y/bTaToB NabopaToOPHbIX UCTIbITAHILL
(in vitro). YcTaHoBneHo ¢ 95 %-Noil BepPOSTHOCTbIO, UTO He MeHee 99,9 % Bcex OGasNOHOB BblgepXar
COOTBETCTBYIOLLEE pacyeTHOE [aBneHWe paspbiBa WM Gonee HW3Koe fasneHue. Bo u3bexaHue
MPEBLILLEHNS LABNEHNS PEHO3MEHAYETCA UCNOMb30BaTh YCTPOWCTBO A/151 r0 KOHTPOSA.

e  YKasaHHble 3HAUYEHWS JUAMETPOB CTEHTOB COOTBETCTMOT (PAKTUYECKUM CPefHUM ArameTpamM CTEHTOB
MPN KOHKPETHbIX MOKa3aTeNisiX AaB/eHWsi HakauymBaHWsi GasinoHa, NOLYYEeHHbIM MpW NabopaTopHbIX
ncnbitaHusx (in vitro) npu Temnepartype 37 6e3 yyeTa COMPOTMBNEHUS COCYANCTON CTEHKU B
MOPaXXeHHOM Yy4acTKe. Bblbop pa3mepa CTeHTa He0OXOAMMO MNOATBEPXKAAaTb NOCPEACTBOM
aHruorpagum.

10 ®OPMA TMOCTABKW

COJEPXWVMOE

1 CuncTema KOPOHapHOro CTeHTa C BbICBOGOXAeHWeM panamuumMHa B CTeHKY cocyga Firehawk
Liberty™, B cocTase:

*» CTeHT C /IeKapCTBEHHO-NOIMMEPHbIM MOKPbLITUEM

- Cuctema AoCcTaBKKW: 6annoHHbIA KaTeTep 6bICTPOi 3aMeHbl (RX)

2. Tabnuua pactsxnmocTu 6annoHa

3. VIHCTpYKUMSA NO NPUMEHEHMIO

CTEPUNBHOCTbL: TONbKO And OAHOKPATHOIO MNPUMEHEHWA. W3genue

CTepUIN30BaHO aTUNeHoKcnaoM (EtO) 1 ABNSeTCa anuporeHHbIM.

e He ncnonb3oBaTtb, €CM YNAaKOBKa BCKPbITa U NOBPEXAEHa.

*  He ucnonb3oBatb, €CAM MapKUpPOBKa YaCTUYHO WAW MOMHOCTbIO OTCYTCTBYET WUAW MMeeT
HeYMTaeMbIii TEKCT.

*  He noggepraTb NOBTOPHOI CTEpUAM3aLNN.

Ecnv  ynartoBka NOCTaBNEHHOrO W3AENNs BCKPbITA WM MOBPEXAEHA, BEPHUTE U3fenune

NPOU3BOAUTENIKO WX YMOSIHOMOYEHHOMY MpPeACTaBUTENO NPou3BOAMTENs. NS  MoayyYeHus

MH(opMaLmmn 0 Bo3BpaTe n3genms obpallaitecb K MECTHOMY NpeacTaBuTeNto KomnaHumn Shanghai

MicroPort Medical (Group) Co., Ltd.

11 TPEBOBAHUNA KINMEPCOHANY

CucrteMa KOPOHApHOro CTeHTa C BbICBOOOXAEHWEM panamuuMHa B CTeHKY cocyfa Firehawk
Liberty™ mo)eT 3KcniyaTMpoBaTbCA MePCOHaIOM, KOTOPbIA AO/MKEH OblTb XOPOLIO 06yYeH ©
paboTaTb CO CTEHT-CUCTEMOI NOA PYKOBOACTBOM MOAXOAALLEr0 MEAULMHCKOTO 1La, 3HaKOMOro
C 06LWMMM MPEUMyLLLECTBAMI 1 PUCKAMMW NPU IKCMyaTalnm CTeHT-CUCTEMbI.

12 yCnosumd rnNPMMEHEHNA

O6nacTb NpUMeHeHUs: nevebHble 1 nevyebHO-NPoPUIaKTUUECKNE MEANLNHCKME YUPEXAEHUS.
Vcnonb3oBatb Npu Temnepatype oT + 32RC 10 + 42RC (TeN10 YenoBeka, KPOBOTOK).
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13 CTEPUNTNSALNA

W3nenvie cTepunn3oBaHo aTuneHokeuaom (EHO).
3anpeLUaeTcs MOBTOPHAsA CTePUNM3aLUs UM NOBTOPHOE MCMOb30BaHME YCTPOACTBA.

14 YCNNOBUNA XPAHEHNA N TPAHCITOPTVPOBAHUA

W3penne cnepyeT xpaHutb npu Temnepatype ot 10RC go 30°C (ot 50°F go 86°F), B CyXOM, YACTOM,
XOPOLLIO BEHTUAUPYEMOM MOMeLLEeHUN 6e3 KOPPO3MOHHOAKTUBHBIX ra30B.

W3penna cnepyet TpaHcnopTuposatb npu Temnepatype oT 10RC go 30°C (ot 50°F po 86®F). IMpu
TPaHCMNOPTUPOBKe [0MYyCKaeTCcA MoBbileHMe Temnepatypbl Ao 50°C (122°F) B TeyeHue 2 Hefenb
(M34enms LOMKHbI ObITh 3aLLMLLEeHbl OT AaBNeHUs, NPSAMbIX COMTHEYHbIX NTyYeld U L0X4EeBOM BOAb! UL B
COOTBETCTBUM C [JOrOBOPOM).

15 MHCTPYKLUUW IO YTUITN3ALINU

BbIBOZ, 113 aKCNlyaTauuu n3genms He Tpebyetcs.

YTunmsaums — MeAWUMHCKOTNO  M3Aenus  [O0/DKHA — MPOBOAMTBLCA  COMNacHO  [eMCTBYHOLLEMY
3aKoHofatenbCTBy. [Mpy MCMNONb30BAHUM MEAULMHCKOTO W3fenns 06pasyrtoTcs O0TXO04bl, LITOpPble
KNaccMmumpyroTcs U YHUUTOXAKTCA (YTUAN3MPYIOTCA) Kak anuAeMUOSIOrMyecky onacHble 0TXO04bl
(CanlnumH 2.1.3684-21: knacc b). N3penus, npulleiwive B HErogHoCTb, WX C WUCTEKLLUUM CPOKOM
rogHOCTW, MOAMeXaT YHWUYTOXeHMo B cooTeeTrcTBuM C¢ CaHlunH 2.1.3684-21 Kak 0TXO0f4bl,
npuHagiexalume K knaccy «A» (3nnAeMmosiormyeckmn 6e3onacHble 0TX04bl, M0 COCTaBY NPUOAMKEHHbIE
K TKO), cnoco6om, npefoTspaLiatow MM 1x NOBTOPHOE MCMOMb30BaHME.

YTunnsnpyiTe onacHble BewlecTBa MM 6UMONOrMYECcKN 3arps3HeHHble MaTepuaibl B COOTBETCTBUN C
NPaKTUKOW, NPUHATON B BalleM YUpeXAeHWW. YTUNM3MpyinTe BCe MaTepuanbl 6e30nacHbIM 1
npuemaeMbiM 06pa3oM B COOTBETCTBUM C AEWCTBYHOLMMMN HOPMATUBHLIMU TPeboBaHUAMK B 061acTu
CaHWUTapHO-3NNAEMMNONOrNYECKOro 61arononyyums.

16 CPOKrogHoCTWH

npu co6M0AEHUI YCNOBUIA XpaHEHUS CPOK FOAHOCTM U3AENUsa COCTaBNseT 2 roja.

17 TAPAHTUA N1 O PAHNYEHWUA

KomnaHua Shanghai MicroPort Medical (Group) Co., Ltd. aBnsetcs npousBoauTENeM CUCTEMbI
KOpPOHapHOro CTeHTa C BbICBOOOXAeHVeM panamuuuMHa B CTeHKY cocyga Firehawk Liberty™> .
KomnaHusa Shanghai MicroPort Medical (Group) Co., Ltd. rapaHTupyeT, 4TO BO BCEX €e U3eNnaxX Ha
MOMEHT MOCTaBKW OTCYTCTBYIOT AeeKTbl, 00YCNOB/EHHbIE KAYeCTBOM MaTepuasioB U NpoLeccoM
npoussogcTea. Komnanus Shanghai MicroPort Medical (Group) Co., Ltd. He HeCceT OTBETCTBEHHOCTH
3a Nitobble cyyaiiHble, 0C06bIe UM KOCBEHHbIE NOTEPU, YLLLEP6 UK N3L4EPXKM, NPOMCXOAALLMe, NPAMO
NN KOCBEHHO, B pe3y/ibTaTe UCMO0/b30BaHUA AaHHOT0 U3Aenus.

KomnaHua Shanghai MicroPort Medical (Group) Co., Ltd. nogyepkuBaeT, 4yTO AaHHOE W3[enne
npeAHa3HayeHo TOMbKO A1 OLHOPA30BOr0 NMPUMEHEHUSA, N HE AaeT HUKAKUX rapaHTui, yTBepXAeHWiA
WK YCNOBWIA, SBHO OTOBOPEHHBIX WM NOApa3yMeBaemblX (BKOYas N06ble rapaHTMM TOBapHOrO
COCTOSHWUS WU MPUTOAHOCTM AN KOHKPETHOM LeNn), KacaroLmMxcs MOBTOPHOrO MCMNO/b30BaHWS
JaHHoro usgenus. bonee toro, komnaHus Shanghai MicroPort Medical (Group) Co., Ltd. He HeceT
HMKaKNX 0653aTeNbCTB U HUKAKOW OTBETCTBEHHOCTY 3a CIyYaiHbI U KOCBEHHbI yiLepOy, KOTOPbIi
MOXET ObITb MNPUYMHEH BCNEACTBME MMOBTOPHOrO UCMOMb30BaHMs u3genns. Obpalaintechb
HenocpeACTBEHHO B KoMMNaHuo MicroPort no nto6biM Bonpocam, CBA3aHHLIM C MPOM3BOAUMbIMU el
N30enmMaMu.

Firehawk Liberty**" aBnsetcs ToBapHbIM 3HAaKOM KomnaHuu Shanghai MicroPort Medical (Group) Co.,
Ltd.

Mo no6bIMKM BOMPOCaMK, KacatoLMXCcs OMUCbIBaeMbIX WU3LeNniA, obpallaiTecb HENnocpeiCTBEHHO B

komnaHuto Shanghai MicroPort Medical (Group) Co., Ltd., im60 K otmymnansHOMY NpeacTaBuTenNto
MPON3BOAUTENS.

18 MPOUN3BOONTE/1b

Shanghai MicroPort Medical (Group) Co., Ltd.
Agppec: 501 Newton Road ZJ Hi-Tech Park 201203 Shanghai, People’s Republic of China
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en.:(86) (21)38954600
raic: (86) (21) 50801305
[E-mail: customerservice@microport.com
Website: www.microport.com

19 OPULIMANBHbBIV MPEACTABUTE/b B P

O6LLEeCTBO C OrpaHUYeHHO 0TBETCTBEHHOCTbIO «OTC-MPO» (000 «3TC-IMPO»)
Agppec: Poccus, 105523, r. Mockea, LU enkosckoe wocce, g. 100, kopn. 1, od. 5051
TenedoH: (495) 781-63-95
E-mail: info@ets-pro.com

20 CTAHAOAPTbBI COOTBETCTBIUA

MeavuMHCKOe n3fenme COOTBETCTBYET nosnoxeHuam [upektusbl 93/42/ESC (Mpunoxexwve 1) n
cnegytowmm  ctaHgaptam:  EN ISO 13485, EN ISO 14971, EN ISO 14630,
EN ISO 25539-2, EN ISO 10555-4, crtaHgapTel cepun  EN ISO 10993, EN ISO 11135,
EN ISO 11737-1, EN ISO 11607-1, EN I1SO 15223-1.

21 MAPKPOBKA 1 ¥YTTIAKOBKA

> CuctemMa KOPOHApHOro CTeHTa C BbICBOOOXAEHWEM panamuuuHa B CTeHKY cocyfa Firehawk
Liberty™ mMmeeT NsATb CN10EB YyNaKOBKN C COOTBETCTBYHOLLEN MapPKUPOBKOIA:

» 1cnoii.CeepHyTas TpybKa: 3aluiaeT CTEHT-CUCTEMY OT MEPeKpyUMBaHNiA 1 cAaBNNBaHUIA.

e 2 CNoil. BHYTpeHHMIA NakeT - cTepu/ibHaa 6apbepHas cucTema, NpeLoTBpaLyaroLLas
MUKPOBMONOrMYecKoe 3arpsasHeHe NpPoAyKTa.

» 3 cnoii. MakeT 13 aNtoMUHNEBOW (PONbIN: 3alMLLAeT CTEHT C NIEKAPCTBEHHBIM NMOKPbLITUEM OT
CBeTa, KMC/0poa 1 BIaXKHOCTH.

* 4 cnoii. MoTpebutensckas ynakoska (KapToOHHas KOpobka): 3alyumiiaeT ynakoBaHHble U3genms ot
MOBPEXAEHWIA.

* 5cnoin. TpaHCnopTUPOBOYHaAA ynakoBKa: 3alyuiiaeTt ynakoBaHHbIe N3AeNns BO Bpems
TPaHCMOPTUPOBKM.

PacluntpoBKa CUMBO/IOB ¥ HaAMMCel Ha MapKMPOBKe NpuBoaUTCS B Pasfene 22 HacTOsLLEl
VHCTPYKLM.

>  OTWKeTKa BHYTPEHHEro nakeTta, naketa M3 alOMUHUEBONM (hONbIv, NOTPEOUTENbCKON YNaKOBKK
[OMOSTHUTENbHO CHAabXeHbI LWECTLIO (6) CTUKepamy - KNEMKUMU 3TUKETKaMU yyeTa AN NPUKPenIeHns
K wuctopum 60M1€3HM NauueHTa, Monyvarowero wumnnaHtat (cm.Puc.2). Ctukepbl cofepxart
CeayoLLy0 UH(opMaLuio:

a) NAEHTU(MKALMIO U3rOTOBUTENS: NOTOTUN KOMNaHUU-U3roToBuTens «M1c/T)Polly;

b) cBefeHUsa 0 u3fenuun: Toproeas mapka «Firehawk Liberty», pasmep cTeHTa (AuameTp X 4iMHa) Mm;
C) CUMBO/ «HOMEp MapTumn»;

d) cMMBON «HOMEp MO KaTanory»

€) CMMBO/T «CPOK FOAHOCTM

f) wTpmx-Kog npoaykTa

MkroPort Firahawk Ubtrty ~ MkroPort Firahawk Ubtrty
® FR2208 BB
1Ot1 01790001 [10101790001
VAN
W Rl
Cr2020-MH16 2 2022-04-15 2020414-16 2022-04-15

PUCyHOK 2. MakeT cTuKepa (SBNSieTCA HEOTbEM/IEMOI YacTbl0 MapKUPOBKMN)

CTUKepbl ABNSETCA YaCTbI0 3TUKETOK (MO Kpato KaXAoro CTUKepa Ha 3TUKeTKe HaHeceHa nepgopauus
- Npo6uBKa OTBEPCTMWIA MO NMHUW OTPbIBA, NO3BONSAOLLAA NEFKO OTAENUTL CTUKEP OT MapKUPOBKK 1
BKNEUTb B UCTOPUIO BONE3HN MaLMEHTA).
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Nominal HovvaribMHiA

"y Msm m—r)_)guimRBm Pactotroa gawnuua paapwaa (N»P)
Diftf TMtar (mm) Jviaamvtp (Mvi)
PTMtiirt (kPa/atm) [JaanaHva (K a/amv)
Stontinnar BryTpalMwi avaviap

Oiamtter(mm) cranTa (Mv)

PerncrtpaunoHHoe ygoctosepeHue Ne oT XX.XX.20XX
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BOZ, C @HI/INNCKOr0 M KATACKOr 0 A3bIKOB Ha PYCCKMIA A3bIK

CEPTUPUNKAT

/NoroTun: CoeT KnTas No pa3BuTuio MexxayHapogHoi toprosnu CCPIT /

CoBeT KuTtas no pasBuUTUI0 MEXAYHapoAHOM ToproBau - KuTaiickas nanata Mex/ayHapo/Holi TOproBm
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CoBeT Kntaga no pa3BuTuio MexayHapoaHowm ToOproenaun

Kntamckaa nanarta mexayHapoaHOW TOProsBau

00 083°

CEPTN®UNKAT

Homep: 213100B0/012551

HACTOAWNMM YOOCTOBEPAETCHA, YTO: neyatb KomnaHuu «LllaHxain MalikpollopT Megukan
(Tpyn) Ko., ita.» (Shanghai MicroPort Medical (Group) Co., Ltd.) Ha npunaraemoin MHCTPYKUWI MO
MPUMEHEHWIO aBnseTcs NOAMHHOMN.

/Meyatb; CEPTUPUKALINA CCPIT/

CoBeT KuTtas no pasButuio
MeXAYHapOoAHON TOProBAw

/Mognucs/

MoAnuck YNonHOMOYEHHOTo nnua: Yoy
MuHpaHb

(nata: 7 ceHTs6ps 2021 T.)

/Meyats:/ CoBeT Kntas no passutuio
MEXyHapOoAHOM TOprosin *
CEPTUPUKALINA CCPIT

Beb6-caiiT fns npoBepku cepTudmkara; http://www.rzccpit.com/vaf/date.htm/
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levatb: «LLlaHxain MaiikpolopT Megukan (I'pyn) Ko., 1Tg.» (Shanghai MicroPort Medical (Group)
~Jo., Ltd.)/

LokTtop Yxaoxya YaHr (Dr. Zhaohua Chang)
Mpeacenatens 1 reHepanbHbIA AMPEKTop
«LLlaHxari Maiikpolopt Megukan (IFpyn) Ko., 1ta.» (Shanghai MicroPort Medical (Group) Co., Ltd.)
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[aHHOTO TEKCTa BbIMONHEH NEPEBOAYNKOM KOTspoBbIM AHTOHOM Vropesuyem]

Poccuiickas ®epgepauus
Nopog Mocksa
[BafuaThb NepBOro oKTA6PA 4Be T biCcAYM ABaALAT b NEPBOro roga

A, PoguHa YnbsiHa AnekceeBHa, BPEMEHHO UCNONHAOrLas 0693aHHOCT M HOT apuyca ropoga Moci \opcuka
Bnagnmupa KoHCTaHTMHOBKYA, CBUAET €bCTBYO NOANMHHOCT b NOANUCK NepeBofUnka KoTnape [HToHa
Mropesuua.

Moanwuck caenaHa B MOEM MPUCY T CTBUK.
JInyHoCTb NoAnucaBLLEero JOKYMeHT YCT aHOBMEHA.

3aperncTpup(TaHot. p~g{;"e: N9 77/2138~H/77-202J3-'4'<f'~P*{0
YnnayeHo 3a cos " énue HoTaplLLunuHoro aeiicTsua: 400py6. 00 Kor.
C 1' L) IX

Y.A. PoanHa

Bcero npouw Hy*"H0, NpOHYMepoOBaHO
nckpenneH”ney(wbk> 19'nucT(a)(oB)

BPNO
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