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Table 10.1-4; SPIRIT Family of Clinical Trials Principal Clinical Outcomes
from Latest Follow-up (Pre-market)
10.2  Post-Market Clinical Trials
Table 10.2-1: SPIRIT and XIENCE V Family Clinical Trial Designs
(Post-market)
Table 10.2-2: SPIRIT and XIENCE V Family of Trials Principal Clinical
Outcomes (Post-market)
10.3 Pooled Clinical Trials Analysis for Stent Thrombosis Subsequent to DAPT
Interruption / Discontinuation
Table 10.3-1: Stent Thrombosis (ARC Definite / Probable) Subsequent to
DAPT Interruption / Discontinuation through 730 days Versus No
Interruption; Pooled Data from 7 Pre- and Post-market Trials
11.0 STERILIZATION CONDITIONS
12.0 PACKAGING. USAGE
13.0 TRANSPORTATION AND STORAGE CONDITIONS
14.0 ENVIRONMENT PROTECTION REQUIREMENTS
15.0 DISPOSAL
16.0 DISCLAIMER WARRANTY AND LIMITATION OF REMEDY
17.0 PATENTS AND TRADEMARKS
18.0 GRAPHICAL SYMBOLS FOR MEDICAL DEVICE LABELING

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Page 3 of 34
a Abbott Instructions for Use (Russia)

Vascular  X|ENCE Alpine Everoiimus Eiuting Coronary Stent System
2018-2

1.0 MEDICAL DEVICE DESCRIPTION

11 Medical Device Name
The XIENCE Alpine Everoiimus Eluting Coronary Stent System (hereinafter "XIENCE
Alpine Stent System”. “XIENCE Alpine Stent”, “EECSS").

1.2 Details of Manufacturers

Legal Manufacturer: ABBOTT VASCULAR

3200 Lakeside Drive, Santa Clara, California, 95054, USA
Tel.: 408 845 3000, Fax: 408 845 3333

Manufacturing Sites:
- 26531 Ynez Road, Temecula, CA 92591, USA,
- Cashel Road, Clonmel, County Tipperary, Ireland;

Authorized Representative in Russia

Technoproject Ltd.

191 014 St. Petersburg, Mayakovskogo str., 22-24 lit. A, room 16N, Russian Federation
tel.: +7 (812) 272-97-87, 275-82-33

1.3 Technical Specification

Inner Member

Figure 1. XIENCE Alpine Everoiimus Eluting Coronary Stent System
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Flushing tool

Tubing cover

Figure 2. Flushing tool

The XIENCE Alpine Stent System includes the following sizes: 2.0, 2.25, 2.5, 2.75, 3.0,
3.25, 3.5, and 4.0 mm diameters; 8, 12, 15, 18, 23, 28, 33, and 38 mm stent lengths.
The 33 and 38 mm lengths are omitted for the 2.0 and 2.25 mm diameters.

XIENCE Alpine Everolimus Eluting Coronary Stents are balloon-expandable stents
composed of Co-Cr-W-Ni (ASTM F90) with a PBMA and PVDF-HFP/Everolimus coating.
The Small and Medium stent designs have the same 3-link, short/long crest design. In
order to allow for different expansion ranges, each design varies the number of short
and long crests per ring. The Small Stents have 3 short and 3 long crests per ring. The
Medium Stents have 3 short and 6 long crests per ring.

The XIENCE Alpine Delivery Catheter has a rapid-exchange (RX) co-axial design with
the balloon and stent at the distal end of the catheter. The proximal lumen provides for
inflation of the balloon with contrast medium and the central distal lumen permits a guide
wire to facilitate advancement of the catheter. The distal and intermediate portions of the
delivery catheter, the tip, and tapers of the balloon are coated with HYDROCOAT™
Hydrophilic Coating.

Radiopaque markers are positioned on the inner member underneath the balloon to

provide accurate positioning of the stent/balloon in the artery. The balloon is designed to
deliver an expandable stent of known diameter and length at specified pressures.
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Markers located on the proximal outer shafts (95 cm and 105 cm proximal to the distal
tip) help the physician gauge the delivery catheter position relative to the guiding
catheter tip. A shaft color change denotes the guide wire exit notch. Working catheter
length is 145 cm.

An adaption arm on the proximal end of the delivery catheter provides access to the
inflation lumen. It is designed with a Luer-lock fitting to facilitate connection to an inflation

device.

The available dose of Everolimus on the stent varies by size as follows:

Stent Diameter

(mm) (mm)

2.0, 2.25, 2.5, 2.75, 3.0, 3.25 B
2.0, 2.25, 2.5, 2.75. 3.0, 3.25 12
2.0, 2.25, 2.5, 2.75. 3.0, 3.25 15
2.0. 2.25. 2.5. 2.75. 3.0. 3.25 18
2.0.2.25. 2.5. 2.75. 3.0, 3.25 23
2.0, 2.25, 2.5. 2.75. 3.0. 3.25 28
2.5. 2.75, 3.0, 3.25 33

2.5, 2.75, 3.0, 3.25 38
3.5,4.0 8

3.5.4.0 12

3.5.4.0 15

3.5.4.0 18

3.5.4.0 23

3.5.4.0 28

3.5,4.0 33

3.5,4.0 38

Stent Length

In vitro Device Specifications are presented in a table be ow;

Stent
Diameter
(mm)

2.0
2.25
25

2.75
3.0
3.25
3.5
4.0

4.0

Stent Length
(mm)

8.12.15,18,23, 28
8,12.15,18,23, 28

8,12,15,18, 23, 28,
33. 38
8,12,15,18. 23, 28.
33. 38
8, 12, 15,18. 23. 28.
33. 38
8,12,15.18, 23. 28,
33. 38
8, 12, 15.18. 23. 28.
33,38
8. 12. 15. 18, 23. 28.
33
38
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Minimum
Guiding Catheter
Compatibility (ID)

5F (0.056"/1.42 mm)
5F (0.056” /1.42 mm)
5F (0.056"/1.42 mm)

5F (0.056"/1.42 mm)
5F (0.056"/1.42 mm)
5F (0.056"/1.42 mm)
5F (0.056"/1.42 mm)
5F (0.056"/1.42 mm)

6F (0.066"/1.68 mm)

*in vitro Stent

Nominal

Pressure
(atm)  kPa
10 1013
10 1013
10 1013
10 1013
10 1013
10 1013
10 1013
10 1013
10 1013

Drug Dose
(ug)

40
60
74
88
109
137
157
185

50

75

91
116
141
174
199
232

Rated Burst

Pressure (RBP)

(atm)
18
18
18

18
18
18
18

18

18

kPa

1824
1824
1824

1824

1824

1824

1824

1824

1824

Table 1

Table 2.

Stent
Free

Area
(%)

81
83
84

86
87
88
85
87

87
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» To confirm sterility has been maintained, ensure that the inner package sterile
barrier has not been opened or damaged prior to use.

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

» Special care must be taken notto handle or in any way disrupt the stent on the
balloon. This is most important during catheter 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, as this may
cause coating damage, contamination, or dislodgement of the stent from the
delivery balloon.

« Use only the appropriate balloon inflation media. Do not use air or any gaseous
medium to inflate the balloon, as this may cause uneven expansion and difficulty
in deployment of the stent. If gaseous medium is used and balloon rupture
occurs, there is the potential of causing air embolism and / or vessel injury.

5.2 Stent Placement

« Use guiding catheters which have lumen sizes that are suitable to accommodate
the stent delivery system.

» Do not prepare or pre-inflate the delivery system prior to stent deployment other
than as directed. Use balloon purging technique described under Section 9.3.3,
Delivery System Preparation.

» When pre-dilatation is performed, an appropriate balloon size should be used.
Failure to do so may increase the difficulty of stent placement and cause
procedural complications.

» The decision to pre-dilate the lesion with an appropriate sized balloon should be
based on patient and lesion characteristics. Direct stenting in less complex
coronary lesions has been shown to be as effective and safe as stenting with
pre-dilation for device lengths up to 28 mm in real-world settings. If pre-dilation
is performed, limit the length of pre-dilation by the PTCA balloon to avoid
creating a region of vessel injury that is outside the boundaries of the implanted
stent.

* When introducing the delivery system into the vessel, do not induce negative
pressure on the delivery system. This may cause dislodgement of the stent from
the balloon.

* Do not torque the catheter more than one (1) full turn.

* Implanting a stent may lead to dissection of the vessel distal and / or proximal to
the stent, and may cause abrupt closure of the vessel requiring additional
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coated stents has not been evaluated, and should be avoided. Placing muitiple
stents of different metals in contact with each other may increase the potential for
corrosion in vivo, although in vitro corrosion tests using an L-605 CoCr alloy stent
in combination with a 316L stainless steel alloy stent did not appear to increase
corrosion.

« The extent of the patient’s exposure to drug and polymer is directly related to the
number of stents implanted. A patient can receive up to four XIENCE Xpedition,
Alpine Everolimus Eluting Coronary Stents or other everolimus eluting coronary
stents from the XIENCE family (i.e., XIENCE V, XIENCE PRIME, XIENCE
Xpedition, XIENCE Alpine) depending on the number of vessels treated and the
lesion length. Those patients receiving bailout stenting will receive additional
XIENCE family stents. The use of multiple XIENCE family stents will result in the
patient receiving larger amounts of drug and polymer.

« The safety and effectiveness of the XIENCE Alpine Everolimus Eluting Coronary
Stent in patients with prior brachytherapy of the target lesion or the use of
brachytherapy for treated site restenosis in a XIENCE Everolimus Eluting
Coronary family stent have not been established. Both vascular brachytherapy
and the XIENCE Everolimus Eluting Coronary family stents alter arterial
remodeling. The potential combined effect on arterial remodeling by these two
treatments is not known.

5.3 Use in Conjunction with Other Procedures

* While vessel preparation in complex lesions may include the use of various
mechanical atherectomy devices, the safety and effectiveness of the XIENCE
Alpine stents have not been established in clinical trials with use of either
mechanical atherectomy devices (directional atherectomy catheters, rotational
atherectomy catheters) or laser angioplasty catheters.

5.4 Stent/ System Removal
» Stent delivery system removal prior to stent deployment:

If removal of a stent system is required prior to deployment, ensure that the guide
catheter is coaxially positioned relative to the stent delivery system, and
cautiously withdraw the stent delivery system into the guiding catheter. Should
unusual resistance be felt at any time when withdrawing the stent into the guide
catheter, the stent delivery system and the guide catheter should be removed as
a single unit. This should be done under direct visualization with fluoroscopy.

» Withdrawal of the stent delivery system / post-dilation balloon from the
deployed stent:

1. Deflate the balloon by pulling negative on the inflation device. Larger and longer
balloons will take more time (up to 30 seconds) to deflate than smaller and
shorter balloons. Confirm balloon deflation under fluoroscopy and wait 10-15

seconds longer.
2. Position the inflation device to “negative” or “neutral" pressure.
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3. Stabilize guide catheter position just outside coronary ostium and anchor in
place. Maintain guide wire placement across stent segment.

Gently remove the stent delivery system / post-dilation balloon with slow and
steady pressure.

5. Tighten the rotating hemostatic valve.

Notes:

1. Ifduring withdrawal of the catheter from the depioyed stent, resistance is
encountered, use the following steps to improve balloon rewrap:

0 Re-inflate the balloon up to nominal pressure.

0 Repeat steps 1through 5 above.

After successful withdrawal of the balloon from the deployed stent, should any
resistance be felt at any time when withdrawing the stent delivery system or post-
dilatation balloon into the guide catheter, remove the entire 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.

If it is necessary to retain guide wire position for subsequent artery / lesion
access, leave the guide wire in place and remove all other system components.

5.5 Post Implant

« If necessary to cross a newly deployed stent with a guide wire, balloon, delivery
system, or imaging catheters, exercise care to avoid disrupting the stent
geometry.

* Subsequent restenosis may require repeat dilatation of the arterial segment
containing the stent. The long-term outcome following repeat dilatation of stents
is unknown at present.

« Ifthe patient requires imaging, see Section 5.7 Magnetic Resonance Imaging
(MR!) Safety Information.

5.6 Use In Special Populations

5.6.1 Pregnancy

Pregnancy Category C: see Section 6.2 Pregnancy. This product has not been tested in
pregnant women or in men intending to father children. Effects on the developing foetus
have not been studied. Effects of a XIENCE V on pre-natal and post-natal rat

development were no different than the controls. When administered at oral doses of 0.1
mg/kg or above to animals, everolimus has shown reproductive toxicity effects including
embryo toxicity and foetotoxicity’ . Effective contraception is recommended to be initiated
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patient taking a drug with known interaction with everoiimus, or when deciding to initiate
therapy with such a drug in a patient who has recently received the XIENCE Alpine
stent.

5.9 Immune Suppression Potential

Everoiimus, the XIENCE Alpine stent active ingredient, is an immunosuppressive agent.
Immune suppression was not observed in the SPIRIT and XIENCE family of clinical
trials. However, for patients who receive several XIENCE Alpine devices simultaneously,
it may be possible for everoiimus systemic concentrations to approach
immunosuppressive levels temporarily, especially in patients who also have hepatic
insufficiency or who are taking drugs that inhibit CYP3A4 or P-glycoprotein. Therefore,
consideration should be given to patients taking other immunosuppressive agents or
who are at risk for immune suppression.

5.10 Lipid Elevation Potential

Oral everoiimus use in renal transplant and advanced renal cell carcinoma patients was
associated with increased serum cholesterol and triglyceride levels, which in some
cases required treatment. The effect was seen with both low and high dose prolonged
oral therapy in a dose related manner. When used according to the indications for use,
exposure to systemic everoiimus concentrations from the XIENCE Alpine stent is
expected to be significantly lower than concentration exposure usually obtained in
transplant patients. Increased serum cholesterol and triglyceride levels were not
observed in the SPIRIT and XIENCE family of clinical trials. Oral administration of
everoiimus in combination with cyclosporine has been associated with increased serum
cholesterol and triglyceride levels.

6.0 DRUG INFORMATION
6.1 Interactions with Drugs or Other Substances

Everoiimus is extensively metabolized by the cytochrome P4503A4 (CYP3A4) in the gut
wall and liver, and is a substrate for the countertransporter P-glycoprotein. Everoiimus
has also been shown to reduce the clearance of some prescription medications when it
was administered orally along with cyclosporine (CsA). Hence, everoiimus, when
prescribed as an oral medication, may interact with other medications that include (but
are not restricted to) inhibitors and inducers of CYP3A4 isozymes; absorption and
subsequent elimination of everoiimus may be influenced by drugs that affect these
pathways. Formal drug interaction studies have not been performed with the XIENCE
Alpine or XIENCE V stents because of limited systemic exposure to everoiimus eluted
from XIENCE V. However, consideration should be given to the potential for both
systemic and local drug interactions in the vessel wall when deciding to place the
XIENCE Alpine stent in a subject taking a drug with known interaction with everoiimus.

Everoiimus, when prescribed as an oral medication, may interact with the following
including, but not limited to:
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» CYP3A4 / P-glycoprotein isozyme inhibitors

o Antifungal agents (e.g., fluconazole, ketoconazole, itraconazole,
posaconazole, voriconazole)

0 Macrolide antibiotics (e.g., erythromycin, clarithromycin, telithromycin)

Calcium channel blockers (e.g., verapamil, nicardipine, diltiazem)

0 Protease inhibitors (e.g., ritonavir, atazanavir, saquinavir, darunavir,
indinavir, nelfinavir, amprenavir, fosamprenavir)

0 Other (e.g., cyclosporine, nefazodone, cisapride, metoclopramide,
bromocriptine, cimetidine, danazol, sildenafil, terfenadine, astemizole,
grapefruit / grapefruit juice, digoxin)

» CYP3A4 / P-glycoprotein isozyme inducers

0 Antibiotics (e.g., rifampin, rifabutin, ciprofloxacin, ofloxacin)

0 Anticonvulsants (e.g., carbamazepine, phenobarbital, phenytoin)

0 Non-nucleoside reverse transcriptase inhibitors (e.g., efavirenz,
nevirapine)

0 Glucocorticoids (e.g., dexamethasone, prednisone, prednisolone)

0 HMGCOoA reductase inhibitors (simvastatin, lovastatin)

0 Other (e.g., St. John's Wort)

For more detailed drug interaction information, please reference the most recent
everolimus drug label'.

o

6.2 Pregnancy

Pregnancy Category C: There are no adequate everolimus or XIENCE Alpine stent-
related studies in pregnant women. Effects of a similar stent, XIENCE V, on pre-natal
and post-natal rat development were no different than the controls. When administered
at oral doses of 0.1 mg/kg or above to animals, everolimus has shown reproductive
toxicity effects including embryotoxicity and foetotoxicity'~. Effective contraception is
recommended to be initiated before implanting a XIENCE Alpine stent and continued for
one year post-implantation. The XIENCE Alpine stent should be used in pregnant
women only if potential benefits of the stent outweigh potential risks.

The safety of the XIENCE Alpine stent has not been evaluated in males intending to
father children.

6.3 Lactation

It is unknown whether everolimus is distributed in human milk. Also, everolimus
pharmacokinetic and safety profiles have not been determined in infants. Consequently,
mothers should be advised of potential serious adverse reactions to everolimus in
nursing infants. Prior to XIENCE Alpine stent implantation, decisions should be made
regarding whether to discontinue nursing or conduct an alternate percutaneous coronary
intervention procedure.

2 Certican® UK label Mar 2015, Afinitor* EU authorization SPC Dec 2014, Votubia® EU SPC Sept 2014, Afinitoi* US label
Jan 2015, and Zortress® US label Sept 2015. Refer to www.MHRA.gov.uk,www.ema.europa.eu, and wvi/w.fda.gov for
the most recent versions of these SPC/labels.
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antiplatelet therapy is the appropriate PCI choice. Following PCI, should a surgical or
dental procedure be recommended, the risks and benefits of the procedure should be
weighed against the possible nsk associated with premature discontinuation of
antiplatelet therapy.

Patients who require premature discontinuation of antiplatelet therapy secondary to
significant active bleeding, should be monitored carefully for cardiac events and, once
stabilized, have their antiplatelet therapy restarted as soon as possible per the discretion
of their treating physicians.

9.0 CLINICIAN USE INFORMATION

9.1 Inspection Prior to Use

1. Carefully inspect the sterile package before opening and check for damage to the
sterile barrier. Do not use if the integrity of the sterile package has been
compromised.

2. Do not use after the “Use by" date.
3. Tear open the foil pouch and remove the inner pouch.

Note: The outside of the inner pouch is NOT sterile. Open the inner pouch and pass

or drop the product into the sterile field using an aseptic technique.

4. Prior to using the XIENCE Alpine EECSS, carefully remove the system from the
package and inspect for bends, kinks, and other damage. Verify that the stent
does not extend beyond the radiopaque balloon markers. Do not use if any
defects are noted. However, do not manipulate, touch, or handle the stent, which
may cause coating damage, contamination, or stent dislodgement from the
delivery balloon.

Note: At any time during use of the XIENCE Alpine EECSS, if the stainless steel
proximal shaft has been bent or kinked, do not continue to use the catheter.

9.2 Materials Required

Appropriate arterial sheath

Appropriate guiding catheter(s)

2 -3 syringes (10 - 20 ml)

1,000 u/500 ml heparinized normal saline (HepNS)
Rotating hemostatic vajve with appropriate minimum inner diameter (0.096 inch
[2.44 mm])

0.014 inch (0.36 mm) x 175 cm (minimum length) guide wire
Torque device

Guide wire introducer

Contrast diluted 1:1 with heparinized normal saline

Inflation device

Appropriate sized pre-dilatation angioplasty balloon
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» Appropriate sized post-dilatation honcompliant angioplasty balloon
» Three-way stopcock
« Appropriate anticoagulation and antiplatelet drugs

9.3 Preparation
9.3.1 Packaging Removal

Note: 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 of the inner pouch is NOT sterile.

5. Carefully remove the delivery system from its protective tubing for preparation of
the delivery system. When using a Rapid Exchange (RX) system, do not bend or
kink the hypotube during removal.

6. Remove the product mandrel and protective stent sheath by grasping the
catheter just proximal to the stent (at the proximal balloon bond site), and with
the other hand, grasp the stent protector and gently remove distally. If unusual
resistance is felt during product mandrel and stent sheath removal, do not use
this product and replace with another. Follow product returns procedure for the
unused device.

9.3.2 Guide Wire Lumen Flush

1 Flush the guide wire lumen with HepNS using the flushing tool supplied with the
product. Insert the flushing tool into the tip of the catheter and flush until fluid
exits the guide wire exit notch.

Note: Avoid manipulation of the stent while flushing the guide wire lumen, as this may
disrupt the placement of the stent on the balloon.

9.3.3 Delivery System Preparation
1. Prepare an inflation device / syringe with diluted contrast medium.

2. Attach an inflation device / syringe to the stopcock; attach it to the inflation port of
the product. Do not bend the product hypotube when connecting to the inflation
device / syringe.

With the tip down, orient the delivery system vertically.

Open the stopcock to delivery system; pull negative for 30 seconds; release to
neutral for contrast fill.

5. Close the stopcock to the delivery system; purge the inflation device / syringe of
all air.

6. Repeat steps 3 through 5 until all air is expelled. If bubbles persist, do not use
the product.

If a syringe was used, attach a prepared inflation device to stopcock.
Open the stopcock to the delivery system.
Leave on neutral.
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CAUTION: Referto product label for in vitro stent inner diameter, nominal
pressure, and RBP.

1 Prior to deployment, reconfirm the correct position of the stent relative to the
target lesion using the radiopaque balloon markers.

2. Deploy the stent slowly by pressurizing the delivery system in 2 atm increments,
every 5 seconds, until stent is completely expanded. Fully expand the stent by
inflating to nominal pressure at a minimum. Accepted practice generally targets an
initial deployment pressure that would achieve a stent inner diameter ratio of
about 1.1 times the reference vessel diameter (refer to product label for in vitro
stent inner diameter, nominal pressure, and RBP).

3. For long lesions, size the stent to the diameter of the most distal portion of the
vessel and expand stent to nominal pressure at minimum. 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.

4. Maintain pressure for 30 seconds for full expansion of the stent. Fluoroscopic
visualization during stent expansion should be used in order to properly judge the
optimum stent diameter as compared to the proximal and distal native coronary
artery diameters (reference vessel diameters). Optimal stent expansion and
proper apposition requires that the stent be in full contact with the arterial wall.

Note: See Section 9.6 Removal Procedure for instruction on withdrawal of stent delivery
system.

5. If necessary, the delivery system can be repressurized or further pressurized to
assure complete apposition of the stent to the artery wall.

Note: Do not exceed the labeled rated burst pressure (RBP) of 18 atm
(1824 kPa).

6. Fully cover the entire lesion and balloon-treated area (including dissections) with
the XIENCE Alpine stent, allowing for adequate stent coverage into healthy
tissue proximal and distal to the lesion.

7. Deflate the balloon by pulling negative on the inflation device for 30 seconds.
Confirm complete balloon deflation before attempting to move the delivery
system. If unusual resistance is felt during stent delivery system withdrawal, pay
particular attention to guiding catheter position.

Note: See Section 9.6 Removal Procedure for instruction on withdrawal of stent delivery
system.

8. Confirm stent position and deployment using standard angiographic techniques.
For optimal results, the entire stenosed arterial segment should be covered by
the stent. Fluoroscopic visualization during stent expansion should be used in
order to properly judge the optimum expanded stent diameter as compared to the
proximal and distal coronary artery diameter(s). Optimal expansion requires that
the stent be in full contact with the artery wall. Stent wall contact should be
verified through routine angiography or intravascular ultrasound (IVUS).

9. Ifthe deployed stent size is still inadequate with respect to reference vessel
diameter, a larger balloon may be used to further expand the stent. If the initial
angiographic appearance is suboptimal, the stent may be further expanded using
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a low profile, high pressure, noncompliant balloon dilation catheter. If this is
required, the stented segment should be carefully recrossed with a prolapsed
guide wire to avoid disrupting the stent geometry. Deployed stents should not be
left underdilated.

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

Nominal Stent Diameter Dilation Limit

2, 0- 2.5 mm 3.25 mn
2.75- 3.25 mm 3.75 mm
35 -4.0 mm 450 mm

10. If more than one XIENCE Alpine stent is needed to cover the lesion and balloon-

treated area, it is suggested that, to avoid the potential for gap restenosis, the
stents be adequately overlapped. To ensure that there are no gaps between
stents, the balloon marker bands of the second XIENCE Alpine stent should be
positioned inside the deployed stent prior to expansion.

11. Reconfirm stent position and angiographic results. Repeat inflations until optimal

9.6

stent deployment is achieved.
Removal Procedure

Withdrawal of the stent delivery catheter from the deployed stent:

1

4,
5.

Deflate the balloon by pulling negative pressure on the inflation device. Larger
and longer balloons will take more time (up to 30 seconds) to deflate than smaller
and shorter balloons. Confirm balloon deflation under fluoroscopy and wait

10to 15 seconds longer.

Position inflation device on “negative" or “neutral" pressure.

Stabilize guide catheter position just outside coronary ostium and anchor in
place. Maintain guide wire placement across stent segment.

Gently remove the stent delivery system with slow and steady pressure.
Tighten the rotating hemostatic valve.

If during withdrawal of the stent delivery catheter resistance is encountered, use
the following steps to improve balloon rewrap:

* Re-inflate the balloon up to nominal pressure.

* Repeat steps 1through 5 above.

Post stent delivery system withdrawal; Stent deployment confirmation

1

Confirm stent position and deployment using standard angiographic techniques.
For optimal results, the entire stenosed arterial segment should be covered by
the stent. Fluoroscopic visualization during stent expansion should be used in
order to properly judge the optimum expanded stent diameter as compared to the
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10.0 SPIRIT AND XIENCE FAMILY OF CLINICAL TRIALS

The XIENCE Alpine EECSS is based on the predicate devices XIENCE V EECSS,
XIENCE PRIME EECSS and XIENCE Xpedition EECSS.

The XIENCE Alpine EECSS uses the identical stent platform, identical drug coating
formulation, identical drug primer, identical nominal total drug content, and the identical
stent contacting balloon materials as the XIENCE PRIME EECSS and XIENCE
Xpedition EECSS.

The XIENCE Alpine EECSS differs from the XIENCE Xpedition EECSS only in the stent
delivery system. The XIENCE Alpine stent delivery system utilizes the same principle of
operation and materials as other Abbott Vascular RX stent systems and coronary
dilatation catheters.

Compared to the XIENCE V EECSS, the XIENCE Alpine EECSS has the same stent
security specification, same stent placement on the balloon between the balloon
markers, a similar tip entry profile, and a similar taper length for XIENCE Alpine stent
sizes up to 28 mm in length. Based on the identical nature of the XIENCE Alpine stent to
the XIENCE PRIME stent, performance of the XIENCE Alpine EECSS can be predicted
to be similar to the performance of XIENCE V and XIENCE PRIME. Therefore, clinical
trial data for XIENCE V and XIENCE PRIME are summarized in this section.

10.1 Pre-market Clinical Trials

Principal safety and effectiveness of the XIENCE V stent has been established from a
series of pre-market clinical trials. SPIRIT Il RCT was the pivotal randomized clinical
trial (RCT) that established the non-inferiority of the XIENCE V stent to the TAXUS®
Express® stent (TAXUS stent). The SPIRIT IV trial is a prospective, randomized, active-
controlled, single-blinded, multi-center evaluation of the XIENCE V stent compared to
the TAXUS Express stent (TAXUS stent) in the treatment of up to three de novo lesions
28 mm in length in native coronary arteries with RVD £ 2.5 mm to s 4.25 mm. The
SPIRIT IV trial established the superiority of the XIENCE V stent compared to the
TAXUS Express stent. The SPIRIT Small Vessel (SV) Registry is a prospective, single-
arm, open-label, US multi-center registry study that established the safety and
effectiveness of the XIENCE V 2.25 mm diameter stent. SPIRIT PRIME is a prospective,
open-label, multi-center nonrandomized clinical trial with two study arms using the core
size XIENCE PRIME and XIENCE PRIME LL stent system that established the safety
and effectiveness of the XIENCE PRIME and XIENCE PRIME LL stents. Tables 10.1-1
through 10.1-4 present the trial designs, angiographic results (for studies that required
angiographic follow-up), and principal clinical outcomes at 1-year and from latest follow-
up, respectively.
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Table 10.1-2; SPIRIT Family of Clinical Trials

SPIRIT lil RCT SPIRIT Small Vessel
. . 240 Days 240 Days
Angiographic
Results XIENCE V TAXUS 2,25 mm XIENCE V
(N=376) (N= 189) (N= 69)
(M= 427) (M= 220) (M= 69)
zrr;:]t)em LateLoss 164041 (342) 030053 (158)  0.20+0.40 (52)
In-Segment Late 14 4 039 (343) 0.26 +0.46 (158) 0.16 +0.41 (52)
Loss (mm)
In-Stent Binary 2.3% (8/343) 5.7% (9/158) 3.8% (252)
Restenosis
In-Segment 47%(16/344)  8.9% (14/158) 9.6% (5/52)

Binary Restenosis

Notes:

- Data are mean (mm) = SD or % (n/N).

- Nis total number of patients. M Is total number of lesions.

- SPIRIT Il and SV 240-day include follow-up window (240 * 28 days).

Table 10.1-3: SPIRIT Family of Clinical Trials

SPIRIT
SPIRIT IV SPIRIT Ill RCT Small SPIRIT PRIME
Vessel
XIENCEV ~ TAXUS ~ XENCEV ~ TAXUS  22>mm (Eggei ;‘ée Loggg'i';f)'/"”
(N=2458) (N=1229) (N=669) (N=33) ‘Wilan  (Nosoh arrid

4.0% 6.8% 5.3% 9.7% 8.1% 45% .

TLF (O7/2416)  (81/1195)  (35/655)  (3U319)  (1U136)  (18)399) 18104
5.5% 7.7% 8.5% 11.6% 11.0%

TVF (134/2416)  (92/1195)  (56/655)  (37/319)  (15/136) NA NA
41% 6.9% 6.0% 10.3% 8.1% 4.5% .

MACE (982416)  (82/1195)  (39/655)  (33319)  (11/136)  (18)399) (/70 (8104)
10% 13% 12% 13% 15% 0.8%

All Death (2572416)  (15/1195)  (8i6B7)  (4320)  (2136)  (3/399) 1.0% (1/104)

. 0.4% 0.4% 0.8% 0.9% 15% 0.3%

Cardiac Death  (1opa1e)  (5/1195)  (5657)  (31320) (2/136) (1/399) 0.0% (0/104)
19% 31% 27% 41% 15% 18% .

M (4572416)  (37/1195) (180655  (13319)  (2136) (799 8N (G109

Cardiac Death 2.2% 33% 3.4% 47% 2.9% 2.0% 4.8% (51104

o M (5402416)  (39/1195)  (220655)  (15/319)  (4136)  (8/399) :

Ischemia- 2.3% 4.6% 3.4% 5.6% 5.1% 2.5% 2.9% (3/104)

Driven TLR (56/2416)  (55/1195)  (220655)  (18/319)  (7/136)  (10/399) :

Ischemia-

: 2.2% 2.4% 3.2% 47% 5.9% 2.8% ;

Driven TVR, (5402416)  (20/1195)  (2U655)  (15/319)  (8136)  (11/309) 2% (3109)

Stent Thrombosis

ARC (Definite /  0.29% 110% 0.9% 0.6% 15% 0.5% 0.0% (07109

Probable) (72391)  (13/1181)  (6/650)  (2316)  (2136)  (2/399) 0%

ARC 0.3% 0.8% 0.8% 0.3% 0.7% 0.5% 0.0% (/109

(Definite) (6/2385)  (10/1183)  (5/650)  (1317)  (1138) (2399 :

Notes:
- All counts presented in this table are subject counts. Subjects are counted only once for each event for each time period.
1-year Includes the follow-up window (365 + 28 days) for all trials.
- TLF includes cardiac death, Ml attributed to target vessel and ischemia-driven TLR. SPIRIT SV and PRIME used clinically indicated
TLR definition rather than ischemia-driven TLR.
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- TVF includes cardiac death, MI, ischemia-driven TLR and TVR, non-target lesion. SPIRIT SV and PRIME used clinically indicated TLR
and TVR definition rather than ischemia-driven TLR and TVR definition, which was used for SPIRIT I, SPIRIT Ill, and SPIRIT IV.
- MACE includes cardiac death, Ml and Ischemia-driven TLR.

Tabie 10.1-4: SPiRIiT Famiiy of Ciinicai Triais
Principal Clinical Outcomes from Latest Fo low-up (Pre-market)

SPIRIT
SPIRIT PRIME
SPIRIT IV SPIRIT Il RCT Small . :
Clinical Trial
3 Years 5 Years Vessel
1 Year

2 Years

. Long

Core Size ;
XIEENCEV ~ TAXUS  XIENCEV  TAXUS 2.25 mm Lesion

(N 2458) (N=1229) (N«659)  (N° 333) )(<,'\IE’:\'C1:§4;’ (Ff\leg'jé% Registry

(N =104)
TLE 9.5% 11.9% 13.4% 20.6% 8.3% 4.5% 7.7%
(223/2348)  (138/1158)  (81/605) (59/286) (11/133) (18/399) (8/104)
13.3% 14.5% 20.3% 26.6% 12.0%
TVF (312/2348) (168/1158) (1230605  (76/286)  (16/133) N/A N/A
MACE 9.8% 12.3% 14.4% 22.0% 8.3% 45% 7.7%
(231/2348)  (142/1158)  (87/605)  (63/286) (11/133) (18/399) (8/104)
All Death 3.4% 5.2% 6.0% 10.3% 1.5% 0.8% 1.0%
(81/2348)  (60/1158) (37/621)  (31/300) (2/133) (3/399) (1/104)
Cardiac Death 1.4% 1.9% 2.7% 4.3% 1.5% 0.3% 0.0%
arciac (34/2348)  (22/1158) (17/621)  (13/300) (2/133) (1/399) (0/104)
M 3.1% 4.7% 4.6% 7.0% 1.5% 1.8% 4.8%
(73/2348)  (55/1158) (28/605)  (20/286) (2/133) (7/399) (5/104)
Cardiac Death or 4.5% 6.0% 7.1% 11.2% 3.0% 2.0% 4.8%
M (105/2348)  (70/1158) (43/605) (32/286) (4/133) (8/399) (5/104)
Ischemia-Driven 6.3% 7.9% 8.9% 12.9% 5.3% 2.5% 2.9%
TLR (148/2348)  (92/1158) (54/605) (37/286) (7/133) (10/399) (3/104)
Ischemia-Driven 5.6% 5.4% 8.8% 11.9% 6.8% 2.8% 2.9%
TVR, Non TL (132/2348)  (63/1158) (53/605) (34/286) (9/133) (11/399) (3/104)
Stent Thrombosis
Age(f? o 0.62% 1.73% 1.5% 1.9% 1.5% 0.5% 0.0%
faroblgiaﬁe) (14/2263)  (19/1098) (9/582) (5/268) (2/132) (2/399) (0/104)
ARC 0.49% 1.28% 1.2% 0.7% 0.8% 0.5% 0.0%
(Definite) (11/2263)  (14/1098) (7/582) (2/268) (1/132) (2/399) (0/104)
Notes;

- All counts presented in this table are subject counts. Subjects are counted only once for each event for each time period.

- Data Includes the follow-up window of + 28 days for all trials.

- TLF Includes cardiac death. Ml attributed to target vessel and ischemia-driven TLR. SPIRIT SV and PRIME used clinically indicated
TLR definition rather than ischemia-driven TLR.

- TVF includes cardiac dealh. M, ischemia-driven TLR and TVR. non-target lesion.

- MACE includes cardiac dealh. MI. and ischemia-driven TLR.

10.2 Post-Market Clinical Trials

The XIENCE V USA study is a prospective, multi-center, FDA-mandated post-market study to
evaluate the continued safety and effectiveness of the XIENCE V EECSS in real-world settings
after itwas commercialized inthe U.S., and also to support the FDA DAPT initiative. The
objective of the SPIRIT V Single Arm Study (SAS) was to continue the assessment of the
performance of XIENCE V EECSS in the treatment of patients with de novo coronary artery
lesions. XIENCE V India is a prospective, open-label, multi-center, observational, single-arm
registry to evaluate XIENCE V EECSS’s continued safety and effectiveness during commercial
use in real-world settings in India. Tables 10.2-1 through 10.2-2 present clinical trial designs,
principal clinical outcomes at 1 year and from latest follow-up, respectively.
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The results from these post-marketing clinical trials demonstrate safety and effectiveness of
XIENCE V in real-world settings. In addition, XIENCE V improved patient-reported outcomes
(including better quality of life, reduced angina frequency, improved angina stability, and reduced
physical limitation) at 6 months and the improvements were sustained for 1 year in coronary
artery disease patients.

Table 10.2-1: SPIRIT and XIENCE V Family Clinical Trial Designs (Post-market)

study Type!
Design

Number of
Subjects
Enrolled
Treatment

Lesion Size

Primary
Endpoint

Co-Primary
Endpoint

Clinical
Follow-up

Angiographic
Follow-up

XIENCE V

USA Phase 1

Cohort

¢ Multi-center
* Prospective

¢ Single-arm

8040

Per site
standard care

XIENCEV
USA Long-
Term Follow-
up Cohort
¢ Multi-center
¢ Prospective
¢ Single-arm

4663

Per site
standard care

No angiographic restrictions

ARC definite
and probable
stent
thrombosis up
to lyear
Cardiac death
or any Ml at
1year

14, 30,

180 days, and
1year

None
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ARC definite
and probable
stent
thrombosis
fromyear 1t0 5
Cardiac death
or any Ml from
year 1t0 5

2, 3and4
years

None

XIENCE V USA
AV-DAPT Cohort

Multi-center
Randomized
Double-blinded
Placebo control

868

Patients were
randomized to
receive either
thienopyridine or
placebo treatment
for additional 18
months along with
aspirin

MACE (composite
of all death. M,
and stroke)

12-33 months

ARC definite and
probable ST 12-
33 months

15, 24, 30, and
33 months

None

SPIRITV
(SAS)

¢ Multi-center
¢ Prospective
¢ Single-arm

2663

Maximum of one de
novo, native target
lesion per major
epicardial vessel or
side branch (no prior
stent implant, no
prior brachytherapy),
maximum of 4
planned EES

RVD =r 2.25

s 4.0 mm

Length s 28 mm by
visual estimation
Composite rate of all
death. MI, TVR at
30-day

None
30 days and 1and

2 years

None

XIENCE V
India

¢ Multi-center
¢ Prospective
¢ Single-arm

977

Per site standard
care

No angiographic
restrictions

ARC ST (Definite /
probable) 1 year and
yearly after through
3years

Cardiac death and
any Ml at 1year

14, 30,180 days
and 1, 2, and
3years

None
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Table 10.2-2: SPIRIT and XIENCE V Family of Trials

SPIRIT V(SAS) XIENCE V India
XIENCE V
USA Phase 1
1Year 1 Year 2 Years 1 Year 2 Years
XIENCE V XIENCE V XIENCEV ~ XIENCEV ~ XIENCEV
(N = 8040) (N = 2663) (N=2663)  (N=990) (N =990)
LF (ARG 9.4% 5.25% 7.49% 2.4% 3.4%
(ARC) (707/7522) (138/2627) (192/2562) (24/986) (32/942)
6.8%
TLF E137505) N/A N/A N/A N/A
All Death. Mi (ARC) and 7.04% 10.34%
VR NA (185/2627) (265/2562) NA NA
Cardiac Death or Ml 7.2% 4.23% 5.74% 1.9% 2.8%
(ARC) (545/7522) (111/2627) (147/2562) (19/986) (26/942)
0,
Cardiac Death or M o 4%/%"05) N/A N/A NA NA
1R 4.6% 1.90% 3.04% 1.2% 15%
(349/7522) (5012627) (78/2562) (12/986) (14/942)
VR non TLR 2.3% 1.45% 2.26% 0.1% 0.1%
, non (176/7522) (38/2627) (58/2562) (1/986) (1/942)
Al Death 2.6% 171% 2.97% 0.9% 17%
(194/7522) (45/2627) (76/2562) (9/986) (16/942)
. 14% 1.10% 187% 0.9% 17%
Cardiac Desth (10859522) (29/2627) (48/12562) (91986) (16/942)
6.3% 3.54% 4.45% 13% 16%
All M (ARC) (475/7522) (93/2627) (114/2562) (13/986) (15/942)
2.2%
AllM (A627505) N/A N/A N/A NA
Stent Thrombosis
» 0.81% 0.65% 0.79% 0.51% 0.53%
ARC (Definite / Probable) - 50/73g7) (17/2607) (20/2523) (5/986) (5/939)
. 0.54% 0.41% 0.43%
ARC (Definite) (40/7380) NA NA (41986) (41939)

Notes:
All counts presented in this table are subject counts. Subjects are counted only once l'or each event for each time period.
XIENCE V USA 1-year data include 42-day window or through randomization date if occurred earlier than 407 days for the second
enroliment phase. XIENCE V India 1-year data include 47-day window. SPIRITV 1-year data Include 26-day window.
SPIRIT V 2-year data include 28-day window. XIENCE V India 2-year data include 47-day window.
TLF (ARC) includes cardiac death. Ml attributed to target vessel (per ARC definition), clinically indicated TLR. TLF includes cardiac
death. MI attributed to target vessel (per protocol definition), clinically indicated TLR.
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based material (composed of Linear Low Density Polyethylene (LLDPE) used to cover
and protect the drug coated stent. The finished product stent system is inserted into a
high-density polyethylene (HOPE) dispenser coil. The dispenser coil is placed into a
Polyethylene (LLDPE)/Nylon/Polyethylene (LLDPE)/Tyvek® inner header bag, which is
heat sealed and given a product label. The inner header bag with a Tyvek portion allows
for steam, ethylene oxide (EO), and oxygen gas exchange during sterilization while
maintaining the sterile barrier. Header bags are placed into individual cartons and then
a corrugated box for shipping and EO sterilization. An Instruction for Use booklet (in
Russian) is placed in each product carton post sterilization, during addendum labeling
prior to shipping product to the region.

The product packaging ensures sterility and functionality until the expiry date stated on
the product labels. Labels are placed on the primary and secondary packaging for
accurate identification of the product, determination of its size, the lot number and
expiration date. The labels also include symbols regarding product warnings and
precautions.

13.0 TRANSPORTATION AND STORAGE CONDITIONS

Devices packaged by manufacturer may be transported by all modes of transport in
covered vehicles in accordance with the rules of transportation of goods for each type of
transport. The temperature at transportation should be between -20°C to +50°C with a
range of +2“C and Relative Humidity from 30% to 75% with a range of £ 5%.

Products should be stored at 158C - 30°C in an enclosed space in the original
manufacturer’s packaging for the labeled shelf life.

Shelf life of the XIENCE Alpine Everolimus Eluting Coronary Stent System is 3 years (36
months).

14.0 ENVIRONMENT PROTECTION REQUIREMENTS

The XIENCE Alpine Everolimus Eluting Coronary Stent System does not adversely
impact the environment

15.0 DISPOSAL

Products, which had contact with blood and/or other biological liquids of patients should
be disposed and eliminated in accordance with the requirements for handling medical
waste, established by SanPiN 2.1.7.2790-2010 for class B and other normative legal
acts of the Russian Federation.

Unused products, including the ones which expired (which had no contact with the
biological liquids of patients) should be disposed in accordance with the procedure of
disposal of solid domestic waste established by the legislation of the Russian Federation
for class A by SanPiN 2.1.7.2790.

16.0 DISCLAIMER OF WARRANTY AND LIMITATION OF REMEDY
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XIENCE, XIENCE V, XIENCE PRIME. XIENCE PRO, XIENCE Xpedition, and XIENCE
Alpine are trademarks of the Abbott group of companies.

Abbott Vascular
3200 Lakeside Drive

Santa Clara, CA 95054 USA

CUSTOMER SERVICE

TEL: (800) 227-9902

FAX: (800) 601-8874

Outside USA TEL: (951) 914-4669
Outside USA FAX: (951) 914-2531
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3 Abboltt MHCcTpyKUumna no npumeHeHuto (Poccus) Nvct 4 n3 32
Vascular CTteHT-cncTema KopoHapHas XIENCE Alpine,
BblAenfALWas NeKapcTBeHHbIV npenapaT 3BeponMyc

2018-2
(0,74 mm) (0.81-0,86 M)
ar
[ 7-
y y
YepTex CteHT-cuctema XIENCE Alpine
YCcTpoincTBo gns
NPOMbIBaHWSA
Konnayok
Hub color (lavender) LiBeT BTY/kM (n0oIeTOBbIN)
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Abbott WHCTpyKuusa no npumeHeHunto (Poccus) Jinct 513 32

Vascular CTeHT-cuctema kopoHapHasa XIENCE Alpine,
BblAensawuw,an nekapCTBEHHbI npenapaTt 3aBepoanmMyc
2018-2
Stainless steel tubing TpybKa 13 Hep>kaBetoLLeil cTanm
Blunt point (square cut) Tynoi KoHuMK (NpsIMOlA cpes)

PWCYHOK 2. YCTPOWCTBO A4Nsi NPOMbIBAHUSA

CteHT-cuctema XIENCE Alpine BbinyckaeTcs B clefyloLnx pasmepax: guameTp - 2.0, 2.25, 2.5, 2.75,
3.0, 3.25, 3.5, 4.0 mm; gnuHa - 8, 12, 15, 18, 23, 28, 33, n 38 Mm. CTeHTbl AnnHon 33 n 38 MM He
BbINycKaloTcA ¢ guametpom 2.0 n 2.25 mm.

CTeHT-cncTeMbl KopoHapHble XIENCE Alpine, Bblgensiouine neKapcTBEHHbI npenapat 3BepOMMYC,
npeAcTaBNAT co60i 6annoHHopacLlnpsemMble CTEHTbI, U3roTOBMEeHHbIE M3 cnnaeBa Co-Cr-W-Ni (ASTM
F90) ¢ PBMA un PVDF-HFP/Everolimus nokpbiTeM. CTeHTbl Masnoro W CpeAHero pguametpa
KOHCTPYKUMN MMEHT Of4MHaKOBbI 3-CBA3b, KOPOTKWUIA/AMHHBIA rpebeHb, Au3aiiH. [Ons obecneyeHus
pasNINYHOro YPOBHA [aBfIeHWS B KOHCTPYKUUW CTeHTa BapbWPyeT KOMYECTBO KOPOTKMX U AJIMHHbIX
nepemMblyeK Mexay Konbuamu. CTeHTbl Masoro gmamerpa MMeloT 3 KOPOTKMX U 3 A/IMHHbBIX MePeMbIUYKN
Mexay Konbuamu. CTeHTbl CpefHero guamerpa UMeT 3 KOPOTKMX U 6 O/IMHHBLIX NepeMbluKM MeXay
KofbLamu.

KoakcnanbHass cuctemMa fJocTaBkM 6bicTpoit 3ameHbl (RX) cTeHTa XIENCE Alpine npepctaBieHa
6an1/10HOM C MOHTMPOBaHHbIM CTEHTOM Ha AMCTa/lbHOM KOHUe KaTeTepa. [poKcMMasbHbIA MpocBeT
npegHasHayeH [75 BBefeHUS KOHTPAcTHOrO BellecTBa ANS pasfyBaHWs 6anioHa, LeHTPasibHbI
OUCTaNbHbIA MPOCBET MO3BOJISET BBOAUTL MPOBOAHMK C LEefbio 06/1eryeHns NpoaBMXKEHUS KaTeTepa.
[ucTtanbHad, cpefHAA 4acTb CUCTeMbl JOCTAaBKM, KOHUMK, W CY>Kalollasacs 4acTb 6asiioHa VMelT
rmgpogunbHoe NokpbiTe HYDROCOAT™ ™

PeHTreHOKOHTpacTHble MapKepbl PacnosfiokKeHbl B HWKHeM 4YacTu 6anjioHa MO3BO/ISAKOT OTC/NEXWUBATb
pabouyto AnvHYy 6GansioHa W LAVHY PacKpbITOro CTeHTa BO Bpems peHTreHockonuu. BannoH
npegHasHayeH AnA [OCTaBKU pacliMpAeMoro CTeHTa 3afjaHHOro guamerpa W A/IMHbI MPU 3ajaHHOM
YpOBHe faBfieHUA. [lBe MpoKCMMa/ibHble METKM Ha KaTeTepe CUCTeMbl A0CTaBKWM (PacronoXeHHble Ha
95 1 105 cM npoKcuManbHee AUCTANIbHOrO KOHUQA) YKasbIiBAOT Ha MOJSIOKEHUE CUCTEMbl AOCTaBKU
OTHOCUTENIbHO KOHUA MNPOBOAHWKOBOrO KaTeTepa Mpyv WCMONb30BaHUW Mfle4eBOro WM 6GefpeHHOro
poctyna. M3ameHeHMe LBeTa KaTeTepa yKasblBaeT Ha BbIXOAHOe OTBepcTue A1 NPoBOAHUKA. Pabouas
ANvHa KaTeTepa 145 cwm.

PykosiTKa Ha NPOKCMMa/lbHOM KOHLE CUCTEMbl AOCTaBKM o06ecnedymBaeT AOCTYN K WMHQASLMOHHOMY
KaHany. OH paspaboTaH ¢ Jlyep-3aMKOM (UTUHT gns o06nerdeHMs MOAKAOYEHMS K UHDASUUN
ycTpolicTBa.

JocTynHaa posa 3Beponumyca, cojepxauw,asaca B NOKPbITUM CTeHTa, 3aBUCUT OT pa3mepa
cTeHTa. CogepxaHune feKkapCTBEHHOro npenapata B KOpoHapHbiXx cTeHTax XIENCE Alpine,
BblAENAKLWMNX IBEPONMYC NpeacTaBNeHOB Tabnmuye HuUxXe.

Ta6bnuya 1.
OvameTp cTeHTa [OnvHa cTeHTa [Josa npenapata
(Mmm) (Mm) (mxr)
2.0, 2.25, 2.5, 2.75, 3.0, 3.25 8 40
2.0, 2.25, 2.5, 2.75, 3.0, 3.25 12 60
2.0, 2.25, 2.5, 2.75, 3.0, 3.25 15 74
2.0, 2.25, 2.5, 2.75, 3.0, 3.25 18 88
2.0, 2.25, 2.5, 2.75, 3.0, 3.25 23 109
2.0, 2.25, 2.5, 2.75, 3.0, 3.25 28 137
25,275, 3.0, 3.25 33 157
2.5, 2.75, 3.0, 3.25 38 185
3.5, 4.0 8 50
3.5,4.0 12 75
3.5,4.0 15 91
3.5,4.0 18 116
3.5, 4.0 23 141
3.5,4.0 28 174
3.5,4.0 33 199
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Abboltt MHCcTpyKumsa no npumeHeHuto (Poccus) et 6 n3 32
Vascular CTteHT-cucTema KopoHapHas XIENCE Alpine,
BblAenfAoLwasn NeKapCcTBEHHbIN NpenapaT 3Beponnmyc
2018-2

35,4.0 38 232
Cneundmkaums n3genus in vitro NpeAcTaBneHa B TabANLE HUKE.

Tabnmua 2.
*HoMWHanbHOe [lasnenne
" 3 AaBnexne DapLBa CooTHOWeEH
AnameTp MHAMaNbHbIA pacKkpbITUs Sannona (RBP) ne nnowagmn
crenTa [OnuHa cteHTa COBMECTUMBI CTEHTH! in Vitro CTeHTa K ero
(Mmm) NPOBOAHWNKOBbIW obuen
(Mm)
kaTteTtep (ID) naowagmn
(atm) kMa (atm) KMa (%)
2.0 8, 12, 15, 18, 23, 28 5F (0.056"/1.42 mm) 10 1013 18 1824 81
2.25 8, 12, 15, 18, 23, 28 5F (0.056"/1.42 mm) 10 1013 18 1824 83
2.5 8, 12, 15, 18, 23, 28, 5F (0.056"/1.42 mm) 10 1013 18 1824 84
33. 38
2.75 8, 12, 15, 18, 23, 28, 5F (0.056"/1.42 mm) 10 1013 18 1824 86
33, 38
3.0 8, 12, 15, 18, 23, 28, 5F (0.056"/1.42 mm) 10 1013 18 1824 87
33, 38
3.25 8, 12, 15, 18, 23,28, 5F (0.056"/1.42 mm) 10 1013 18 1824 88
33, 38
3.5 8, 12, 15, 18, 23, 28, 5F (0.056"/1.42 mm) 10 1013 18 1824 85
33, 38
4.0 8,12,15,18,23, 28, 5F (0.056"/1.42 mm) 10 1013 18 1824 87
33
4.0 38 6F (0.066”/1.68 mm) 10 1013 18 1824 87

y6e,£l,VITer B MOJ/IHOM packpbiTUM CcTeHTa. [laBneHue ANnA packpbiTUA CTeHTa A0/HKHO pacCcyuTbiBaTbCA C
YYETOM XapaKTepUCTUK NopakeHns.

TexHMUecKme XapaKTepUCTUKIN YCTPOICTBA /11 NPOMbIBaHUSA YKasaHbl B Tabnuue 3.

Tabnuua 3.
Hapy>kHbIi guamMeTp Wbl U3 HEPXXABEKOLLLEN CTann 0.01227+0.0004”
KOHUYMK vrbl Tynoii (KBagpaTHbIA cpes)

1.4 dopma BbINycka

CTepunbHO: [JaHHOe YCTPOWCTBO CTEPWU/IM30BAHO ra3006pasHbIM 3TUIEHOKCUAOM. ANUporeHHo. He
MCNONb30BaTb, €CNIN HapyLLeHa FrepMETUUYHOCTb YMaKOBKU.

[aHHoe yCTpOWCTBO MpeAaHasHauyeHO ANS OAHOPA30BOro MCMONb30BaHWSA. Ero Henb3s MCMoNb30BaThb
NMOBTOPHO [ANa APYroro nauueHTa, MOCKO/bKY Moc/ne MepBOro MPMMEHEHUss OHO YyTpayuBaeT
(byHKUMOHa/IbHblE CBOWCTBA. VI3MeHeHMe MexaHU4YeCKMX, (PM3NYECKUX W (MN) XUMUYECKMX CBOWMCTB
BCNeACTBME MOBTOPHOr0 NMPUMEHEHUS, OYUCTKM W (MNM) NOBTOPHOW CTepunmsaumy MOXKET NPUBECTU K
HapyLeHNO LEeNOCTHOCTU KOHCTPYKUMM U (MNKn) paspyLleHuto MaTepuanoB, 4YTO CnocobCcTByeT
3arpsisHEHNI0 yCTpoOCcTBa U3-3a 06pasoBaHMA Liened U (MIM) HaApbIBOB, CHWMKaeT 6e30MacHOCTb
NPUMeHeHUs ycTpoicTBa W (MNK)  yxyawaeT ero (QyHKUWOHaNbHble cBolicTBa. OTCyTCTBUE
OPUTMHA/IbHOM  MapKMPOBKM MOXET CTaTb MPUYMHOMA HEBEPHOr0 WCMONb30BaHUS U UCKIUUTL
BO3MOXHOCTb  OTCMeXuBaHuUs. OTCYTCTBME OpPUIMHA/IbHOM  YMAKOBKW  MOXEeT CTaTb  MPUUMHON
NOBPEXeHNA YCTPONCTBA, HapPYLUIMTb CTEPUIBHOCTL W co3f4aThb ANs nauumeHTa U (MM) Nosb3oBaTens
PUCK MOYyYeHUS TPaBMbl.

KomnnekTtaymsa: OgHa (1) CteHT-cuctema kKopoHapHasi XIENCE Alpine, Bbigenstouias eKapCcTBEHHbIN
npenapart 3BeponMMyc; 0gHo (1) ycTpoCcTBO AN NPOMbIBAHUA
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Abbott WHCTpyKumsa no npumeHeHuto (Poccus) et 9 n3 32
Vascular CteHT-cnctema kopoHapHas XIENCE Alpine,
BblAeNAoLWas fiekapcTBEHHbIN Npenapart 3BeposinMyc
2018-2

« [lpu BBOJE CUCTEMbI JOCTAaBKU B COCY[ He co3aaBaliTe B Heli oTpuULATENIbHOIO AaBfeHUs. 370
MOXEeT MPUBECTM KCMELLEHUIO CTeHTa ¢ 6asioHa.

e He noBopaumnBaiiTe KaTeTep 60/blle YyeM Ha 1 (04WH) NoSHbIA 060pOT.

e VIMNAaHTauusi CTeHTa MOXET MPUBECTM K PACC/IOEHUI0 CTEHKM COCyAa Ha AUCTa/bHOM U (Mnn)
NPOKCUMa/IbHOM OTHOCUTE/IbHO CTEHTA YYacTKe U BbI3BaTb OCTPOE 3aKPbITWE NpPocBeTa cocyaa,
Tpebytollee [OMNOMHUTENBHOrO BMellaTeNbcTBa (AKLL, XMpypruyeckoro BMmeLlaTeNbCTBa,
JOMONHUTENbHONM AUnaTauum, YCcTaHOBKM JONOMHUTENbHBIX CTEHTOB UM Ap.).

e HepaclWMpeHHbIi CTEHT MOXeT 6blTb BTSHYT TOMbKO B HanpaBnsiowmii  KarteTep.
HepaclunpeHHbIi CTEHT He credyeT MOBTOPHO BBOAWMTL B apTepuio Mocsie TOro, Kak OH 6bln
BO3BpalleH B HampaBnaowmii KateTep. Mocnegytollee nepeMeLeHne CTeHTA BHYTPb U HapyXy
yepes AUCTA/IbHbIA KOHEL, HaMpaB/soOLWEro KaTeTepa He AO/KHO BbIMOMIHSATLCS, TaK Kak CTeHT
MOXET 6bITb NMOBPEXAEH WM BbITECHEH BO BPeMsl BO3BpaTa B HampaB/soLLMiA KaTeTep.

« [EcAM BO BpeMsl y[afieHUsl HepacKpbITO CUCTEMbl KOPOHAPHOFO CTEHTa Bbl MOYYBCTBYETe
COMpoTUB/EHME, 06paTUTECh K PEeKOMeHfauusiM, MNpuBeAeHHbIM B pasgene 5.4 «Mepbl
NpefocTOPOXKHOCTU MPY U3B/EUEHUMN CTEHTA WM BCEl CUCTEMBI».

* He pacwmpsiiTe CTeHT [0 Tex nop, Moka OH He 6yAeT MpaBWIbLHO PacnosioXeH B cocyfe
(CmoTpuTe pasgen 5.4. Mepbl NPesoCTOPOXKHOCTU NPU U3BMEYEHWUM CTEHTa WM BCel
CUCTEMbI)

« [lns ycTaHOBKM CTeHTa cnefyeT BblGMpaThb 6anfoH, AnameTp KOTOPOro B Pa3fyTOM COCTOSIHWM
COOTBETCTBYET AMaMeTpy COCyZa. YCTaHOBKa CTeHTa C AMamMeTPOM, MpeBbIAOWUM AMaMETP
cocyfa, MOXeT TNpMBeCTM K paspbiBy cocyda. [ns Toro uto6bl 06ecneynTb MOSHOE
pacliMpeHune cTeHTa, B 6anioHe HEOGXOAMMO CO3AaTh AaB/IEHME HE HMXKXE HOMUHASILHOTO.

* He npeBbllwaiTe pacyeTHoe AaB/ieHWe paspbiBa 6annoHa (PAP), KOTopoe yka3aHo Ha
3TUKeTKe n3genus. Cneaute 3a jaBrieHMeM B 6annoHe B npouecce pasgyBaHus. PasgyBaHue
6annoHa Noj AaBfieHVEM, MPEBbILLAIOWMM 3HAaUeHMe, YKa3aHHOe Ha 3TUKETKe W3AeNnsi, MOXeT
NPUBECTM K paspbIBy 6asi/ioHa U MOBPEXAEHUIO UHTUMbI C PacC/oeHNeM CTEHKU COCYAa.

° [pn BbINONHEHWM MOCTAMNATALUN C UCMONb30BAHNEM HEKOMMJ/IAeHTHOr o 6annoHa HeO6XO,qVIMO
nogaep>XXmnBaTtb BbICOKOE faBJ/IEHUE.

e HepgocTaToyHoe paclIMpeHMe CTEeHTa MOXeT MpPUBECTM K ero CcMmelleHuto. Heob6xoaumo
TUlaTeNlbHO MoabupaTb pasmep CTeHTa AN ob6ecreyeHWUss ero MosIHOro MpuieraHnsl K CTeHKe
apTepun Mpu cayBaHWM 6annoHa. TpebyeTcs MPUAOKUTb BCE YCUAMS ANA MpeaoTBpaLleHUs
HenosIHOro paclunpeHns cTeHTa. O6paTuTecb K yKasaHusMm pasgena 9.0 «MHdopmauus o
K/IMHUYECKOM MPUMEHEHUN»

. YCcTaHOBKa CTEHTa MOXET CTaTb I'IpVI‘-II/IHOI7I NnepeKpbITUA OTBETB/IEHNA apTepun.

»  1I3BneYeHmne CTeHTa C MCMO/Ib30BaHWEM [OMONHUTENbHbIX CPeACTB (MPOBOAHMKOB, NeTeb Wn
32KMMOB) MOXET BbI3BaTb AOMO/HUTE/NIbHOE MOBPEXAEHWE COCYAWUCTOM CeTU U (UNKM) yyacTKa
cocyamcToro fgoctyna. K OCMOXHEHMSIM MOFyT OTHOCMTbCS KpPOBOTeYeHMe, rematoMa Wnm
thopMmpoBaHMe IOXKHON aHEBPU3MBbI.

. Mpn nevyeHUM MHOXECTBEHHbIX nopa>KeH|/||7| OfHOro cocyga BbINO/IHNTE CTEHTUPOBaHWUE
ANCTaNIbHOIO MOpaXkeHWA nepej CTEHTUPOBAHUEM MPOKCUMA/IbHOIO MopakeHws. BbinosnHeHue
CTEHTMPOBaHNA B YKa3aHHOM TMOpAAKE WCKMAKYaET MNeEpeKpeTune npoKCMMas/ibHOro CTeHTa BO
BpPeEMA pasMeLleHNA OUCTa/IbHOINo CTEHTa U CHMXXaeT BEPOATHOCTb NMOBPEXAEHNA N CMELLEHNA
NMPOKCMaJ/IbHOT O CTEHTA.

e [lpu HeO06XOAMMOCTM TMPUMEHEHUS] HECKOMbKMX CTEHTOB, BbIENSIOWMX NeKapCTBEHHOE
BELLECTBO, C/iefyeT MCMOMb30BaTh TO/IbKO CTEHTbl M3 aHa/IONMYHOMO MO COCTaBy Martepuana
(Hanpumep, CcTeHTbl KopoHapHble XIENCE ¢ NeKapCTBEHHbIM MOKPbITUEM C  WAEHTUUHBIM
cy6ecTpaToM U3 KobGanbTa U Xpoma). MoTeHUManbHoe B3aMMOfeicTBME C APYTMMK CTEHTaMMU C
NEKAPCTBEHHbIM MOKPbLITUEM, WM MOKPbITLIMA CTEHTaMW, He MOABEPrasiocb OLEHKe, U ero
cnefyeT u3beraTb. PasMelleHMe HeCKOMIbKUX CTEHTOB M3 pasHbIX MeTaslfioB, HaxoAslMXcs B
KOHTaKTe pyr C APYroM, MOXeT YBeIMUUTb BEPOSTHOCTb KOPPO3UM in vivo, HECMOTPS! Ha TO UTO
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Abbott VHCTpYKumsa no npumeHeHuto (Poccus) Nucet 13 n3 32
Vascular CTeHT-cucteMa kopoHapHas XIENCE Alpine,
BblAeNAoLlas fiekapcTBEHHbIN npenapaTt 3BeposinMyc
2018-2

5.10 lNoTeHyManibHOE MoBbIWeHNe YPOBHA NNNNA0B

MepopanbHOe BBeLeHWE 3BePOSIMMYCa MPU MepecafKe MOYKA Uy MaLMEHTOB C MOYEYHON KapuuHOMON
BCerga accouMmpoBanocb C MOBbIWEHHbIM YPOBHEM XOJIeECTEPMHA B CbIBOPOTKE W YPOBHEM
TPUIANLEPUAOB, YTO B HEKOTOPbIX CAyyasx TpeboBasno nedveHus. JaHHbln 3heKT Habnoganca npu
ONVTeNbHOW MNepopasibHOM Tepanun Kak C HU3KOW, TaK W C BbICOKOM A03MPOBKOM B 3aBMCUMOCTU OT
fo3bl npenaparta. lMpy 1MCNosb30BaHUM B COOTBETCTBUM C MOKa3aHUAMM MO MPUMEHEHUIO OXXWAAeTcs,
YTO BO3AENCTBME CMCTEMHbIX KOHLEHTpauUuin aBeponmmyca, Bblgenstowmxcs n3 cteHta XIENCE Alpine,
OyLeT 3HAUYNTENbHO HWXEe, YeM KOHLEHTpauus, 06bIYHO nosiyyaemas nepeHeCcLUMMU TpaHcnaaHTauuto
naumeHtamu. T[10BbilLeHWe YPOBHA XOJIeCTEPUHA W TPUTNULEPULOB B CbIBOPOTKE KpPOBWU Mpu
NPoBeAeHUN KAMHUYECKUX ucnbiTaHuin cTeHToB SPIRIT u XIENCE He Habntoganocb. lMNepopasnbHoe
BBefeHNe 3BEpPO/IMMyca B COYeTaHMM C LMKIOCMNOPMHOM accouMMpoBaHO C YBe/IMYEHMEM YPOBHA
X0J/1eCTEPMHA B CbIBOPOTKE KPOBU U MOBbILLIEHNEM YPOBHS TPUT/IULEPULOB.

6.0 NMH®OPMALMA O NEKAPCTBEHHOM CPEACTBE
6.1 B3aMmMogelicTBue ¢ ApyrMMun fiekapcTBeHHbIMM cpeacTBaMim

JBEPONMMYC B 3HAYNTENbHON cTeneHn metabonmsmpyetcs yutoxpomom P4503A4 (CYP3A4) B cTeHKax
KMLLEYHUKA W MeYeHU W aBAseTcs cybecTpatoMm gna 6enka-nepeHocumka P-ravkonpoTenHa. o 3Toi
NpPUYMHe BCacbiBaHWE W MOC/efyloLee BbIBeLeHNE 3BEpO/IMMYyCa MOXET 3aBUCETb OT Mpenapartos,
KOTOpble BAUSAIOT Ha 3TU NyTW. Takke 6b1J10 NPOLEMOHCTPUPOBAHO, YTO 3BEPOSIMMYC CHMXKAET K/MPEHC
HEKOTOPbIX PeuenTypHbIX MpenapatoB Mpy NepopasibHOM MPUMEHEHUN BMECTE C LUUKJ/IOCMOPUHOM A
(CsA). dopmanbHble uUccefoBaHMSA B3aMMOAENCTBUSA CTEHT-CUCTEMbl KopoHapHoii XIENCE Alpine,
BblAeNAOLWENA NeKapCTBEHHbIN npenapaTt 3BeposIMMyC C APYrMMU NIeKapCTBEHHbIMW MpernapaTamu He
npoBoANNNCL. 03TOMy MpU MPUHATUM pelleHns 06 ycTaHoBKe KopoHapHoro cteHTa XIENCE Alpine,
BbIJeNALLEro 3BeposuMyc, cnefyeT MNPUHUMATb BO BHMMaHWe BEPOATHOCTb KakK CUCTEMHOrO, Tak u
MecTHOro (B CTeHKe cOCyja) B3auMOAEWCTBUSA JIEKAPCTBEHHbIX [MpenapaTtoB Yy CYOBLEKTOB,
NPUHYMAatOLLMX MpenapaT, B3auMOAeNCTBYIOLLUIA C 3BEPOSIUMYCOM.

Mpy nepopasibHOM MpUemMe 3BEPONIMMYC MOXET B3aMMO/elicTBOBaTb C MpPeAcTaBeHHbIMU  HUXe
NeKapcTBeHHbIMU MpenapaTamMmy UM NALLEBLIMU NPOAyKTamMu™ "

e WHrnéutopbl nsopepmeHta CYP3A4/P-rnMKonpoTemHa:

0o MNpPOTUBOrpMOKOBbIe Mpenapatbl (Hanpumep, (AYKOHA30/, KeTOKOHAa30/, WTPaKoHason,
NnocakoHa3oJs1, BOPNUKOHa30/);

MaKpoNniHble aHTUOMOTUKM (Hanpumep, 3pUTPOMULIMH, KNapUTPOMULMH, TETMTPOMULMH);

o 6/10KaTOpPbl Ka/bLMeBbIX KaHaNoB (Hanpumep, Bepanamus, HUKapAUNuH, JUITnasem);

0 WHrMOUTOpbl NpoTeasbl (Hanpumep, PUTOHaBWp, arasaHaBup, CaKBUHABWP, AapyHaBup,
WHAWHABUP, HeNMHaBMP, amnpeHasup, ocamnpeHasup);

o gpyrue  (Hanpuwmep, LMKSIOCMIOPWH, Heda3o0H, umnsanpug, MeToK/IoNpamMug,
OpOMOKPUMTUH,  UUMETUAWH, AaHas3on, cunjeHadun, TepdeHaanH, acTeMu3on,
rpenndpyT/rpeinpyToBbIii COK, AUTOKCUH).

¢ WHaykTopbl n3oepmeHTa CYP3A4/P-rnMkonpoTenHa:

0 aHTMOMOTMKM (Hanpumep, pudamnuH, pugabyTuH, LMNpodaoKcaunH, ohA0OKCaLNH);

0 a@HTMKOHBY/bCaHTbI (Hanpumep, KapbamasenuH, heHobapbuTan, PeHNTOMH);

0 HEHYKNeo3naHble MHIMOMUTOPbl 06paTHOW  TpaHCKpunTasbl (Hanpumep, 3(aBUPEHS,
HeBMpanuH);

0  [/IIOKOKOPTUKOUAbI (Hanpumep, AeKcameTas3oH, MPeaHU30H, NPeaHU30/0H);

0  uMHrméutopsl MMI-KoA-pefykTasbl (CMMBACcTaTWH, N10BacTaTuH);

o [Apyrue (Hanpumep, 3Bepo60oi).

Ons nonydeHns 6onee Nogpo6bHON MHGOPMaLUM O B3aMMOAEWCTBUN C /IeKAPCTBEHHLIMU NpenapaTamu
CM. MOC/IeHIO MH(OPMaLMI0 Ha 3TUKETKe MpenapaTta sBepoinmyc\

A JICT HasHaueHys npenaparta Certican®, gata camoro noceaHero o6HosneHyst: 30 mapTa 2011 r. Novartis
"\ Pestome xapakTepuctu nzgenms Afinitor ®, gata nonyveHus paspelleHnst 8 mapta 2009 r., Novartis
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,\A/bbolu VHCTpyKumMs no npumeHeHuto (Poccus) Jlvct 16 n3 32
ascular CteHT-cnctema KopoHapHast XIENCE Alpine,
BblAENAIOWAN fIeKapCTBEHHbIM NpenapaTt 3BeposiMMyc
2018-2

Tpom603 neveHo4vHol apTepun (HAT)

lMeyeHOUHble paccTpoiicTBa (BK/OYAsA renaTuT Y OKENTYXyY)

MMNepuyyBCTBUTENIBHOCTb KaKTUBHOMY BELLECTBY WM APYTMM MPOU3BOAHbIM panamuinHa
MNoBbILLIEHHOE apTepunanbHoe faB/ieHune

MHekuns (6akTepuanbHble, TPUOKOBLIE, BUPYCHble WM MNpoCTelilne WHGEKUMM, BKIOYas
WH(eKUUN € ONMNOPTYHUCTUYECKMMU naToreHamu). CoobLLanocb 0 BUpYcax, CBSA3aHHbIX C
Bupycom Bupyca noavombl (PVAN) JC, cBfi3aHHbIX C MPOFrPeccUpyoLeii MHOXeCTBEHHOW
neiikosHuedanonatuen (PML), datanbHbIMM WHMEKUMAMM M CENCMCOM Y MaLUEHTOB,
nonyyaBLUNX NepopasibHbIA 3BEPOUMYC.

IMoyeyHbIn apTepranbHbIi U BEHO3HbIA TPOM603

V3mMeHeHNss pe3ynbTaToB 1abopaTopHbIX uccnefoBaHuii (MOBbIWEHWE YPOBHS KpeaTWHWHa B
CbIBOPOTKE,  MPOTEUHYPWUS,  TUMOK&/IMEMUS,  TUMEPrINKEMUS,  AUCAUNUAEMUSA,  BK/IOYasA
rUNepxosieCTEPUHEMUIO U TUMEPTPUTNNLEPULEMUIO, aHOMasbHble pe3ynbTaTbl TECTOB Ha
(PyHKLMIO NEeYEHUN, CHMKEHME TeMOrnobuHa, NMMMGoLNToB, HEMTPOPMIOB N TPOMOOLUTOB)
Jinmgoma 1 pak Koxm

TowHoTa

HehpoTOKCMYHOCTb (B KOMBMHALUMN C LIMKIOCMOPUHOM)

HenHpeKUMOHHbIN MHEBMOHUT (BKIOYas MHTepCTULMaNbHOe 3a60/1ieBaHNe NIErKmx)

AdTO3HbIN cTOMATUT

Bonu

[MaHKpeaTnT

MeprkapananibHbIiA BbINOT

Mepugepnyecknin oTek

MneBpanbHbIA BbINOT

MHeBMOHUA

JlnxopafoyHoe COCTOSAHME

BbicbinaHue

lMoyeyHan HefOCTATOUHOCTb

MHeKunss BEPXHUX AbIXaTe/lbHbIX NyTel

MHeKUNs MOUEeBbIBOAALLNX NyTel

BeHo3Hasa Tpomb6oambonus

PBoTa

YXyflleHne 3aKMBNeHUA paH (BKIOYas UHMeKUUN 1 numdgoLene)

8.0. OTBOP N JIEUEHVE NALUMEHTOB
8.1. MoabGop MHANBUAYaA/IbHBLIX BAPMAHTOB JleueHus

Mepen  ucnonb3oBaHuem  cteHTa un3  cepun  XIENCE  EECSS  cnefyeT  paccmoTpeTb
BbILLEMEPEUNC/IEHHbIE PUCKM U MPeMMyLLecTBa MHAMBUAYANbHO A8 KaXKAOro nauuveHta. [Momumo
npounx pakTopoB 0T6Opa MaUWEHTOB CleAyeT YUMTbiBaTb PUCK MPOBEAEHUS aHTUTPOMOOLMTapHOWIA
Tepanuu. Oco60 TWaTeNbHO c/iefyeT paccMaTpvMBaTb BOMPOC O BO3MOXHOCTM YCTaHOBKM CTeHTa
nauueHTam, HefaBHO MepeHecWMM O060CTpeHWe racTputa wWaM 0060CTpPeHue NA3BEHHON 60/1e3HU
Xenyfnka 1 [BeHauaTUnepcTHOM KULLKW.

AHTMarperaHTHble rnpenapaTbl A0/DKHbI MCMNO/b30BaTbCA COBMECTHO C¢ wu3genuem XIENCE EECSS
COrNacHO YyKasaHWsaM AMEpPUKAHCKOM KapAuosiorMyeckol Konnernv. AMepUKaHCKOlM —accouuaunu
Kapguonoros u O6LlecTBa CepeYHO-COCYAUCTON aHrMorpamm n MHTEPBEHLMOHHbLIX BMeELLATEeNIbCTB
(ACC/AHA/SCAI), a Takke pekomeHgaumin ESC. [Ona onpefgeneHnsi  KOHKPETHOW  CXeMbl
aHTUTPOMOOLUTAPHOW/aHTUKOAryNAHTHOM Tepanuu Bpady [AO0/DKEH PYKOBOACTBOBATHLCA O6LUMPHBLIMU
JaHHBbIMUW, MOJTYYEeHHbIMU B KIMHUYECKUX UCMbITaHuAX cTeHToB XIENCE, cOBpeMeHHbIMW [aHHbIMU O
BblAENAOWMNX fIeKapCTBeHHble npenapaTbl CTeHTax, [AeNCTBYIOLWMM WMHCTPYKUMAMM, a Takxke
KOHKPETHbIMU NOTPeBHOCTAMM KadKAOro naLlueHTa.

HeobxoAMMo cnefoBaTh TEKYLMM WHCTPYKLMSM Mo npepbiBaHuio DAPT. OTBETCTBEHHOCTb 3a
NPUHSTUE pelleHust 0 npepbiBaHU DAPT, MpUMHUMAaEMoe UCXOAs M3 COCTOSIHMS KOHKPETHOMO NalueHTa,
NeXWUT Ha nedalleM Bpade. B crydae HenpefiBUAeHHOTo MpepbiBaHuWs WM o0TKasa oT DAPT, KoTopoe
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A bboltt VHCTpYKumMa no npumMmeHeHuto (Poccus) et 20 n3 32
Vascular CteHT-cnuctema kopoHapHas XIENCE Alpine,
BblAeNA0WAN NekapCcTBeHHbIN npenapaTt 3BeposIMMYC
2018-2

BHVMAHWE! BHYTpeHHWUIA gnameTp CTEeHTa in vitro, HOMUHa/IbHOE gaBneHne n RBP ykasaHbl Ha
3TUKETKE N3Oenns.

1. MMepej packpbiTUeM CTeHTa YAOCTOBepbTecb B  MPaBWULHOCTM  €r0  Pacro/ioXeHus
OTHOCUTE/IbHO LIe/IEBOF0 MOPaXKEHUs, UCMOSb3ys PEHTFeHOKOHTPAacTHbIe METKM 6annoHa.

2. MegneHHO packpoiiTe CTeHT, yBelMuMBas [aBJfieHWe B CUCTeMe [OCTaBKM C Llarom B 2
aTMocepbl Kaxable 5 CeKyHS A0 Tex nop, Nnoka CTEHT MOSHOCTbIO He packpoeTcs. [MOAHOCTbIO
packpoiiTe CTeHT, JOCTUIHYB YPOBHSA AaBJ/IEHUS He HWKe HOMMHa/bHOro. B cooTBeTCcTBUM C
YTBEPXAEHHLIMU MPaKTUYECKUMN PEKOMEHJauMsaAMM HavanbHoe AaBJieHWe ANA  PacKpbITUs
CTeHTa [O0/DKHO paclupuTb CTEHT A0 BHYTPEHHero guametpa, B 11 pas3a MpeBbIALLEro
JOMKHBIA AuameTp cocyja (BHYTPEHHWI gmMaMeTp CTeHTa in vitro, HOMUWHaNIbHOE JaBJfieHWe U
RBP yKaszaHbl Ha 3TUKETKe n3genus).

3. MMpy CTEHTMPOBAHWM [/IMHHBLIX MOPAXEHWIA Heo6Xo4MMO BbI6paTb AMaMeTpP CTEeHTa B
COOTBETCTBUU C AMaMeTPOM HambGonee AUCTA/IbHOrO yyacTKa cocyfa W pacluMputb CTEHT A0
JAaBNIEHUSI He HWKe HOMUHanbHoro. MopgepxuBaliTe faBfeHue B TedeHue 30 cekyHn. [Mpu
Heo6XOAMMOCTM CUCTEMY [JOCTaBKM MOXHO MoAKayaTb WM AOMOMHUTENIbHO HadyTb, 4To6bl
[0BUTbLCA MOSTHOMO MPU/EraHUs CTeHTa KCTEHKe apTepum.

4, TMMopgepxusaliTe gaBneHWe B TedeHue 30 CeKyHa, 4UTOGbl 06ecrmeyYnTb MOSIHOE PacKpPbITUE
cTeHTa. TpM  packpbiBaHWM  CTeHTa  C/edyeT  WCMo/ib30BaTb  PEHTFeHOCKOMMUYECKYHO
BU3yannsaumio [N HaAneXxalleil OueHKM ero OnNTUMasbHOro AvameTpa OTHOCUTENbHO
ANaMeTPOB MPOKCUMANbHOTO W AWCTA/IbHOTO YYaCTKOB MWHTAKTHOM KOPOHApHOW apTepum
(Bo/mKHble AMamMeTpbl MpocBeTa cocyfa). [Ans onTUManbHOro paclivpeHUs U HafeXxallero
pasMelleHUsl CTeHTa OH [JO/DKEeH KOHTaKTUpoBaTb C apTepuasibHOW  CTEHKO  Bceid
MOBEPXHOCTbIO.

MpumeyaHne: VIHCTPYKUMM NO U3BMEYEHUIO CUCTEMbI JOCTaBKW CTEHTA MPUBELEHbI B pa3sgene 9.6.
«Mpouegypa U3BNeUYEHUs».

5. Tpu Heo6X0AUMOCTU CUCTEMY JOCTABKM MOXHO MOAKaYaTb WM JOMOSTHUTE/IbHO HadyTb, YTo6bI
A06UTHCS MOSTHOFO NMPWEraHNa CTeHTa KCTEHKe.

MpumeyvaHue: He npeBbllWaiTe yka3aHHOe Ha 3TMKETKe pacyeTHOe [JaBfieHue paspbliBa
6annoHa (RBP) 18 atm (1824 kIMa).

6. TlonHocTblo HakpoinTe cTeHTOM XIENCE Alpine Becb MOpaXeHHbIi y4yacToK M 06nacTb
BO34elicTBMS 6annoHa (BKIKOYAass pacc/ioeHus), B LOCTATOYHOM CTENeHWM MepeKpbIB CTEHTOM
3[0pOBble TKaHW NMPOKCMMasibHEe N AUCTa/IbHEE MOPaXKEHHOI0 y4YacTKa.

7. Cpayiite 6annoH, co3faB oTpuuaTeNbHoe AaBfieHWe B YCTPOWCTBe ANA pasgyBaHust Ha 30
cekyHa. lMepea NonbITKOW NPOABWMXKEHUS CUCTEMbl [JOCTaBKM yGeAuTecb B TOM, UTO 6assioH
MOJTHOCTLIO CMyLWeH. Ecav npu M3BfeUYeHnn CUCTEMbI JOCTABKU CTEHTA OLLyLLaeTcs HeobblYHOe
CONpPOTUB/EHME, HE06X0AUMO BHUMATeNbHO MPOBEPUTbL  MOJIOXKEHWE  MPOBOAHWKOBOIO
KaTeTepa.

MpumeyaHune: VHCTPYKUMM NO M3BMEYEHUIO CUCTEMbI JOCTaBKM CTeHTa NMpUBELEHbI B pa3jgene 9.6.
«[Mpoueaypa n3BneYeHns».

8. Y6eauTecb B MPaBWILHOM PACMONIOXKEHUN W PaCKpPbITUM CTEHTa C MOMOLLbI0 CTaHAapTHbIX
MeToAoB aHruorpadmn. [Onsi  [OCTUXKEHUS ONTUMasIbHbIX Pe3yfibTaToOB CTEHT  [AO/KEH
MOKpbIBaTb BECb CTEHO3MPOBaHHbIV CerMeHT apTepuu. [py pacluMpeHUn CcTeHTa cnegyeT
MCMO/b30BaTb PEHTIEeHOCKOMUYECKYH0 BU3yanunsaumio ansi Hagnexallei OUueHKW ONTMManbHOro
amameTpa pacKpbITOro CTeHTa OTHOCUTE/IbHO AMAMETPOB MPOKCMMAaNbHOrO W AMCTanbHOMO
YUYaCcTKOB KOPOHApPHOM apTepun. 1S oNnTUMaNbHOTr0 PacKpbITUSI CTEHT AO0/HKEH KOHTaKTUPOBaTb
C apTepuanbHON CTeHKOI BCeli MOBEPXHOCTbIO. Heob6X0AMMO YAOCTOBEPUTLCA B MOTHOM
KOHTaKTe CTEHTa CO CTEHKOl cocyfa C MOMOLLbI0 K/IacCUMYecKMX METOAOB aHruorpadum um
BHYTPWCOCYANCTOr0 yNbTPa3ByKOBOro uccnefoBaHus (BCY3W).

9. Ecnu gnameTp PacKpbITOro CTeHTa BCe e HeaocTaTo4YeH OTHOCUTENbHO AO/IXKHOro AMamMeTpa
npocBeTa Cocyfa, A4NA ero fasbHelillero packpbITWsi MOXHO MCMO/b30BaTh 6a/i/10H GOMbLLEro
pasmepa. Ecnm pesynbTaTbl aHrvorpagum He ONTUMasbHbI, CTEHT MOXHO AOMOSIHUTESIbHO
PacKpbITb C MOMOLLbIO APYFroro HU3KOMPOPWILHOro KaTteTepa Ans 6GafifioOHHOM aunatauuu
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,\A/bboltt VIHCTpYKUMS Mo npuMeHeHuto (Poccust) Nvct 21 n3 32
ascuiar CteHT-cuctema kopoHapHas XIENCE Alpine,
BbIAENAIOWAn /TeKapCTBEHHbIN NpenapaT 3BepoInMycC
2018-2

BbICOKOr0 [aBfieHusl. B 9TOM cny4yae uepe3 CTEHTUPOBAHHbIA CerMeHT cfiegyeT CcHoBa
MPOBECTM MPOBOAHWK C J-06pasHOil (hopMOli KOHUMKA, 4YTOBbl He [OoMNyCcTUTb fedopMauun
CTeHTa. MpOCBET PaCKpPbLITOro CTeHTA A0/IKEH GbITb MOTHOCTLIO AMNATUPOBaH (PacLLMpEH).

BHMMAHWE! Annataymsa cTeHTa 60/iee yKka3daHHbIX HUXe NpeaesnoB 3anpeLleHa.

HoMUWHanbHbIN AnaMeTp CTeHTa Mpeaen gunaraumu
2,0-2,5 mm 3,25 Mm
2,75-3,25 Mmm 3,75 Mm
3,5-4,0 mm 4,50 Mm

10. Ecnn Agns MNOKpbITUA MOPaXeHHOro yvacTtka M o6nactu Bo3gelicTBUA 6GansioHa Heobxoaumo
6onee ogHoro cteHTa XIENCE Alpine, B0 n36exxaHne BO3MOXXHOI0 pecTeH03a 3a30p0B MeXay
CTeHTaMu HeobxoAMMO o06ecneuynTb Haffexallee nepekpbiBaHWe CTEHTOB. s TOro 4tobbl
y6eauTbCcA B OTCYTCTBUM 3a30pPOB MexJy CTeHTaMW, HeobXoAMMO pasMecTUTb MeTKM 6asinoHa
BTOporo cteHTa XIENCE Alpine BHYTpX packpbITOro cTeHTa nepej paclunpeHnem.

11. MoBTOpHO Yy6efuTecb B MPaBUILHOCTU pa3MelleHUs CTeHTa W MpoBepbTe pesynbTaThbl
aHrviorpacgum. MoBTopANTe NpoLefypbl pasfyBaHusa [0 ONTMMANbHOTO PacKpbITWsSi CTEHTA.

9.6 lMpoueaypa naBeyeHUs
M3BneyeHne AOCTaB/IAIOLLENO KaTeTepa U3 packpbITOro cTeHTa

1. CpyiiTe 6annoH, co3gaB oTpuLaTesbHOe faBJfieHMe B YCTPOWCTBe AN pasfyBaHus. CayBaHue
6annoHoB 6onblUero pasmepa W AAMHbI 3aiimeT 60nblie BpemeHU (g0 30 CeKyHA), 4Yem
6a/1/10HOB MeHbLUero pasMepa v AMHbl. C NOMOLLbI PEHTreHOCKONUU YA0CTOBEPbTECH B TOM,
4yTo 6annoH cnancd, n nogoxante ewe 10-15 ceKyHS.

2. YcTaHOBMTE Ha YCTpOWCTBe ANS1 pasfyBaHMs oTpuuartencHoe (negative) mnM HelTpasbHoe
(neutral) paBneHwue.

3. CTabunusupyiite NOMOXeHWe TMPOBOAHMKOBOIO KaTeTepa CHapyXu OT YCTbsl KOPOHapHO
apTepuu 1 3ahMKCcUpyiiTe ero Ha MecTe. MPOBOAHMK [O/IKEH OCTaBaTbCA B CTEHTUPOBAHHOM
CermeHTe.

4. OCTOpPOXHO M3BNEKMTe CUCTEMY AOCTaBKU, Mef/IeHHO NPUKNaabiBas paBHOMepPHOe ycusue.
5. 3aTsHWTe BpallatoluMiics remocTaTuyeckuii Kiana.

Ecnv B npouecce W3BJ/IeUEHUS [OOCTaB/ISAOWErO0 KaTeTepa BO3HMKAeT COMPOTUB/IEHME.
npeanpuMmnTe cnegyolwme AelcTBUs, O1s1 Jydllero MOBTOPHOrO CBOpa4YMBaHUs GasfioHa
BbINOJSIHUTE AEeNCTBUS, NEPEUNCIEHHbIE HIXE

* [loBTOpHO pasgyiiTe 6an10H 40 HOMUHA/ILHOIO AaBfeHUS.
e [loBTOPWUTE BblLUENEPEUNC/IEHHbIE AeincTBUA 1-5.
Vi3BneyeHne cUCTeEMbl AOCTaBKN CTEHTa; MPOBEPKa PacKpbITUSA CTEeHTa

1. Y[ocToBepbTeCh B NPaBWUILHOM PAaCMONOXEHUM W PACKPLITUM CTEHTA C MOMOLLbIO CTaHAaPTHbIX
MeTOf0B aHrvorpatuu. [N  LOCTMXKEHWS ONTUMasIbHbIX Pe3yNbTaTOB CTEHT [AO0JIKEH
MOKpbIBaTb BECb CTEHO3MPOBaHHbLI CermMeHT apTepuu. [pu pacKpbiBaHWM CTEHTA cregyeT
MCMONb30BaTb  PEHTreHOCKOMUUECKY0  Bu3yanusauumio Ans  Haj/exalleid  OueHKM  ero
ONTUMasILHOTO AUAaMeTpa B PAaCKPbITOM COCTOSIHUM OTHOCUTE/TbHO AMaMeTPOB MPOKCUMASIbHOIO
M OUCTaNbHOTO0 Y4YacTKOB KOPOHapHOW apTepun. N8 ONTUMasbHOrO pPacKpbiBaHUS CTEHT
JO/MKEH KOHTAaKTMPOBaTb C apTepuasibHOM CTEHKO Bceil MoBepXHOCTbIO. Heo6xoaumo
YOOCTOBEPUTBLCA B MO/IHOM KOHTaKTe CTeHTa CO CTEHKOW CoCyAa C MOMOLLbI0 KNacCUYecKmx
MeTO[0B aHrvorpatun UM BHYTPUCOCYANCTOrO ybTPa3BYKOBOTo uccnegoBaHus (BCY3W).

2. Ecnn gna nokpbITms nopaxeHus u 061acTn Bo3fencTBms 6ansoHa Heo6xoaumo 60n1ee 04HOro
cteHTa XIENCE Alpine, BO n36exxaHne BO3MOXXHOFO0 PEeCcTeHO03a 3a30p0B MeXAy CTeHTaMu
Heobxo4MMO o6ecneyunTb Hagnexallee nepekpbiBaHWe CTEHTOB.
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Abbott

Vascular MHCTPYKUUA NO NPUMEHEHUIO (POCCI/IFI) nct 23 u3 32

CteHT-cnuctema KopoHapHasi XIENCE Alpine,
BblAeNSAK0LWAsA IeKapCTBEHHbIA MpenapaT 3BepoIMMyC
2018-2

CNenoro MHOFOLEHTPOBOro  KaMHuyeckoro ucnbitaHnsa SPIRIT IV 6bl0 NpoBefeHO CpaBHeHWMe
npumeHeHnss cteHToB XIENCE V n TAXUS Express (cteHT TAXUS) gna neyeHns go Tpex de novo
NnopaxeHUn <28 MM B MHTAKTHbIX KOPOHAPHbIX apTepusix C AO/DKHbIMU AMaMeTpamu MpocBeTa COCyoB
72,5 MM 1 <4,25 mm. B ucnbitaHim SPIRIT IV 66110 nokasaHo npeBocxogcTBo cteHTa XIENCE V nepef
cteHTOM TAXUS Express. B pamkax NpocneKTUBHONO HECPaBHUTE/IbHOINO OTKPbLITOr0 MHOIOLLEHTPOBOr0
pernctpoBoro uccnegosanusa B CLUA SPIRIT Small Vessel (SV) Registry (peectp SPIRIT gns cocygos
Masioro gnametpa) 6blia ycTaHOB/leHa 6e30NacHOCTb U 3PEKTUBHOCTb NpuMeHeHUss cTeHa XIENCE
V  anametpom 2,25 MM. B  pamkax  MpOCMeKTMBHOrO  OTKPbLITOFO  MHOrOLEHTPOBOIO
HepaHLOMM3NPOBAHHOIO  CPaBHUTENbLHOrO K/TMHNYECKOr0o ncnblTaHUA SPIRIT PRIME ¢
NCMNO/b30BaHMEM OCHOBHbIX pa3mepoB cuctem cTeHToB XIENCE PRIME u XIENCE PRIME LL 6biin
OUEHEHbI 6e30MacHOCTb W 3h(heKTUBHOCTb NpuMeHeHnss cTeHToB XIENCE PRIME n XIENCE PRIME
LL. B tabnuuax ¢ 10.1-1 no 10.1-4 npeacTaBneH gu3aiH MCNbITaHWA, aHrnorpaguyeckme pesynbTaThbl
(ona mnccnegoBaHUiA, KoTopble TpeboBanu HabNwAeHUA MeTogamu aHrmorpadun), a Takke OCHOBHbIe
K/IMHWYeCKMe pesynbTaTbl 4Yepes 1 rog v no mnocsegHNM [aHHbIM MOC/eonepayMoHHOro nepuoga
HabNtoaeHNA COOTBETCTBEHHO.

Ta6bnnua 10.1-1: AunsaiiHbl KNnMHUYeCKnx mncnbitanuii XIENCE V cepumn SPIRIT (nepef BbiNyCKOM
n3genmsa Ha pbIHOK)
KnuHuueckoe wucnbitaHne SPIRIT

SPIRIT Small PRIME
SPIRIT Il RCT SPIRIT IV Vessel Registry [aHHble onsa  [laHHble ana
OCHOBHbIX OJIMHHBIX
pa3vepoB nopaxeHuii

Tun/gp3aiiH ¢ MHOTOLEHTPOBOE  * MHOTOLEHTPOBOE  * MHOrMOLEHTPOBOE ¢ MHOMOLEHTPOBO ¢ MHOFOLEHTPOBOE

MCCNeAoBaHNst o paHOOMM3MPOBAHH ¢ PaHAOMM3VPOBAHH ¢ OTKPbITOE e ¢ OTKpbITOE

oe oe * HecpaBHWTE/NbHO * OTKPbITOE * HecpaBHWTE/NbHO
« poCTOe Cfieroe ¢ MNpocToe crienoe e e HecpaBHUTENlbH €
¢ aKTVBHO * aKTVBHO oe

KOHTpOMpyemoe KOHTpO/Mpyemoe

Konunyectso Bcero: 1,002 Bcero: 3,690 Bcero: 150 Bcero: 400 Bcero: 100

npusneyeHHbix XIENCE V; 668 XIENCE V: 2,460 2.25 vm XIENCE V  XIENCE PRIME XIENCE PRIME

Yy4YacTHUKOB TAXUS Express TAXUS Express
KoHTponb: 334 KoHTporb: 1,230"

JleveHve Oo pnByx de novo flo Tpex de novo [Jo AByx de novo [lo ABYX de novo [0 ABYyX de novo
MOPaXEHWA B pasHbIX MOPaKEHWUIA, He 6osiee NopaKeHuit B MOpadKeHuin B MOpavkeHMiA B
anuKapanasbHbIX [OBYX TOpaXeHWi B pasHbIX pasHbIX pasHbIX
cocyaax 0fiHOM anuKapamanbHbIX  ANuKapauasbHbIX  AnMKapayasibHbIX

anuKapayasibHOM cocyaax cocyaax cocyaax
cocyne

Pazvep HomxHbli  gnavetp JomkHbii  gvameTp JomkHbin - avameTp JomkHbin  guameTp XIENCE PRIME

nopaxeHns npoceeTa cocya: npoceeTa cocyfa: 2 mpoceeTa cocyaa: 2 mpoceeTa cocyga: 2 CS:
r25S3.75 mm 25S54.25 mn® 2.25<2.50 mv 2.25S4.25 mm JomxHbili guameTp
[nvHa: 1 28 mm OnvHa: s 28 Mv OnvHa: s 28 mv OnvHa: s 22 mv npoceeTa cocyaa: 2

2.25S4.25 Mv
OnvHa: s 22 mm

XIENCE PRIME LL:
JomkHblii  gpameTp
npoceeTa cocyga: 2
2554.25 mm
OvHa: > 22 MM un
132 Mm
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{nepen BLINYCKOM HIGENINA HA PLINOK)
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Abbott VHCTpyKumMa no npumMmeHeHuto (Poccus) Jinct 26 ns3 32

Vascular CreHT-cuctema kopoHapHas XIENCE Alpine,
BblAenstouas nekapcTBEHHbIV npenapar 3BeposinmMyc
2018-2
. 9.5% 11.9% 13.4%
HeynauHbii nexop, 20.6% 8.3% 4.5% 7.7%
FIEUCHIR TIOpEXEHIR gzy 234 338’ 115 (81605 (5opgg)  (11/133) (18/399)  (8/104)
HeypauHblii uexon  13.3% 14.5%
20.3% 26.6% 12.0%

/C'lg::l;/agglﬂ LieneBsoro g12/234 368/115 (123/605)  (76/286) (16/133) N/A N/A
CepbesHble kapananbHble ?220{723 4 (1124:;(/)?15 14.4% 22.0% 8.3% 4.5% 7.7%
OC/OXHEHNSA 8) 8) (87/605)  (63/286) (12/133) (18/399) (8/104)
Bcero netasibHbiX  3.4% 5.2% 6.0% 10.3% 1.5% 0.8% 1.0%
CXO[0B (81/2348) (60/1158) (37/621)  (31/300)  (2/133) (3/399) (1/104)

1.4% 1.9% 2.7% 4.3% 1.5% 0.3% 0.0%
OcraroBka cepaa (34/2348)  (22/1158)  (17/621)  (13/300)  (2/133) (1/399) (0/104)

3.1% 4.7% 4.6% 7.0% 1.5% 1.8% 4.8%
Wripapkr mvokapia MM) — 735548)  (55/1158)  (28/605)  (20/286)  (2/133) (7/399) (5/104)
OcTaroBKka cepaua wwm ?igoé;zs . 60% 7.1% 12%  30% 2.0% 4.8%
M § (70/1158)  (43/605)  (32/286)  (4/133) (8/399) (5/104)
PeBackynspuzaums 6.3%
f A S N NS N N O X
BC/IEACTBYE ULLIEMAV 8)
PeBackynsipusaups 5.6%
LieneBoro cocypa (i32723 " 5.4% 8.8% 11.9% 6.8% 2.8% 2.9%
BCeacTeme nemmn, (63/1158)  (53/605) (34/286) (9/133) (11/399) (3/104)
HeLerneBoe nopaxeHne 8)
Tpom60o3 cTeHTa
ESQTBepﬁeﬁ:'(’e”B" Bep"’;g 0.62% 1.73% 1.5% 1.9% 1.5% 0.5% 0.0%
Kl'laCCI/IdJVIKa{I,I/II/I ARC (14/2263)  (19/1098)  (9/582) (5/268) (2/132) (2/399) (0/104)
C”ﬁﬁfg;”me““"'x o 049% 1.28% 1.2% 0.7% 0.8% 0.5% 0.0%
KnaccudpukaLym ARC (11/2263)  (14/1098)  (7/582) (2/268) (1/132) (2/399) (0/104)

MNpumeyvaHusa:

- Bce 3HaueHus, npuBefeHHble B [aHHO Tabnule, OTPaxaloT KOSIMYECTBO YYACTHWMKOB. YUYACTHUKOB YUMTbIBAAN TOMLKO OAWH pa3 1S KaXAoro
COGbITVA B paMKax Kax/zoro nepuoja BpemMeHu.

* [laHHble BKKOYAIOT pesy/ibTaTbl 3a Nepuog HabMoaeHN + 28 CyTOK AN1A BCEX UCMbITAHWIA.

- HeypauHblii MCX0f NeyeHUs NOpPaxeHHOro ydyacTka BK/lOYaeT OCTAHOBKY cepfla, CBs3aHHbIii C LeneBbiM cocysom VIM u peBackynspusauyuio
LeneBoro nopaxeHus scnefcteve uwemun. B ncnbitanuax SPIRIT SV u PRIME wncnonb3oBannchb AaHHble O Cyvyasx pesackynspuaaumn
LLe/IEBOr0 NOPaXEHUA MO K/IMHUYECKUM MOKa3aHUAM, a He BCIEACTBUE WLLIEMUN.

'’ HeypauHblii Mcxod NeYeHWs LEeneBOro cCocyja BKAOYAeT OCTaHOBKY cepaua, VM, peBackynspusauuioo LEeNeBOro MopaxeHus WM cocypa
BC/IeICTBUE ULIEMUN, HELLeIEBOE MOPaxXeHNe.

> CepbesHble KapuasibHble 0CMI0XHEHNs BKNOYAOT OCTAHOBKY cepaua, M v peBackynsipusauuio LeneBoro nopaxeHns BCneAcTBUe ULLEMAN.

10.2 KnuHu4yeckme mncnbiTaHUA nocne BbIMyCKa n3gesina Ha PbIHOK

B CLUA 6bin0 npoBegeHo wuccnegoBaHme XIENCE V USA, npocrneKTUBHOE MHOMOLEHTPOBOE
caHKUMoHMpoBaHHOe FDA K/IMHUYECKOe UCMbITaHWE MOoc/e BbINycKa WU3Le/INA Ha PbIHOK, HarnpaB/ieHHoe
Ha OLUEHKY 40NT0CPOYHON 6e30MacHOCTN U 3h(heKTUBHOCTM MPUMeEHEHUSA cTeHT-cucTeMbl XIENCE V B
peasibHbIX YCMOBUAX MOC/Ne ero Bblnycka Ha pbiHOK CLUA, a Takke C Lefnbi MOALEPXKKU NHULMATYBbI
FDA no BHeApeHWIO ABOMHOW aHTUTpomboumTapHon Tepanum (DAPT). Llenblo HecpaBHMTENbHOrO
KNnHn4veckoro mnccnegoBaHus cteHta SPIRIT V Single Arm Study (SAS) 6b110 NPOAC/IKEHNE OLEHKN
3 PEeKTUBHOCTN NPUMEHEHUSA cTeHT-cucTembl XIENCE V npu fe4eHUM NaumeHTOB C BO3HUKLWINMY de
novo MOPaXXeHMUsIMU KOpOHapHoi apTepun. B VHanm 6b110 NpoBefeHO ucnbiTaHWe cTeHTa XIENCE V
India, NpocnekTMBHOe OTKPbITOE MHOMOLEHTPOBOE HecpaBHUTENIbHOE uccNefoBaHWE MO AaHHbIM
HabMOAEeHWIA, HanpaB/iIeHHOE Ha OLEHKY A0/ITOCPOYHON 6€30NacHOCTM U 3PNEKTUBHOCTU MPUMEHEHNUS
cTteHT-cuctembl XIENCE V B X0[e KOMMEPYECKOr0 NMPUMEHEHUSA B peasibHbIX YC/IOBUAX Ha TeppUTOpUn
WHgnn. B Ttabnuuax ¢ 10.2-1 no 10.2-2 npeacTaBfieH Au3aiH WUCNbITAHUA, OCHOBHbIE K/IMHUYECKME
pe3ynbTaTbl Yepe3 1 rog, a Takke nocnefHue AaHHble nepuoga MnocsieonepayoHHOro HabnaeHus,
COOTBETCTBEHHO.

Pe3ynbTaTbl 3TUX KIMHUYECKMX WUCMbITAHWI MOCe BbIMyCKa M3AeNNs Ha PbIHOK MNPOAEMOHCTPUPOBAIN
6e30MacHOCTb U 3p(PeKTMBHOCTL NpumeHeHnst cTeHTa XIENCE V B peanbHbIX ycrioBusax. Kpome Toro,
XIENCE V nokasan 60/ee BbICOKME pe3ynbTaTbl MO OUEHKE NauneHToB (BK/IOYasi MOBbILLEHME
KayecTBa D>KWU3HW, CHVDKEHWe 4acToTbl NPWUCTYNOB CTEHOKapAuW, MOBblILeHMEe CTabuabHOCTH
OTHOCUTENIbHO CTEHOKapAMN U CHWKEHWE OrpaHUyeHnin (pusndeckoli akTUBHOCTW) nocfne 6 Mecsiles, a
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'\A‘/b boltt WHCTpyKuma no npumeHeHuto (Poccus) inct 29 n3 32
ascuiar CteHT-cnctema kopoHapHast XIENCE Alpine,
BblAeNAoLWLas fiekapCTBEHHbIM NpenapaTt 3BeposinMyc
2018-2

OTO OTHOCUTCA W K MNauyuMeHTam, KOTOpPble MNPEeXAEeBPEMEHHO MNPeKpaTWIM WX MpepBann ABONHYH
aHTMTpoMbouunTapHyto Tepanuto (DAPT) uvepe3 1 mecsiy, nmocne MMnaaHTauMym KOPOHApHOro CTeHTa.
KnnHMYyeckne ucCnbITaHWs,, OMUCaHHble HMXKe W (M) ony6/IMKOBaHHblE B NuTepaType, 6bln
npoaHann3npoBaHbl Ha NMpeaMeT BbISIBEHUS KOPPENsuMn MeXxgy 4acTtoToii Tpomb6o3a cTeHTa n DAPT.
JaHHble (Tabnuua 10.3-1) npeacTaBASAOT CBOAHbIA aHanM3 Ha YpPOBHE MaUMEHTOB CrefyrLnx
K/IMHNYECKNX UCMbITaHWIA, NPOBEAEHHbIX 40 M MNOC/E BbIMyCKa Ha PbIHOK:

[0 Bbinycka Ha pbiHOK: SPIRIT I, SPIRIT I, SPIRIT 1V,

nocsie Bbinycka Ha pbiHOK: SPIRIT V, SPIRIT Women, XIENCE V USA, XIENCE V India.

Ta6bnuua 10.3-1. YactoTa Tpom603a CTeHTa MOC/ie MNpexXAeBpeMeHHOro npeKpaweHus unm
npepbiBaHus DAPT B TedyeHue 730 AHeit nocne Hadana npuema (NoATBepXAeHHbIX/BepPOoATHbIX
c/flyyaeB no kKnaccudpukaumm ARC) M Npy HenpepbIBHOM MNpuvemMe; CBOAHble AaHHble no 7

CBOAHble pe3ynbTaThl 7 UCMbITAHWUI (pe3ynbTaTthl 3a 2 roga)

N =11 219
DAPT npepBaHa DAPT npepBaHa Het npepbiBaHns
<30 cyToK >30-730 cyTOK DAPT
Mocnepytouwmnia Tpom603 251% 0.38% 0.66%
CTeHTa
(12/478) (13/3445) (44/6648)

(noaTBEPXAEHHbIE/BEPOSATHLIE)

11.0 YyCnoBuA CTEPUITN3ALNN

CteHT-cucTema KopoHapHass XIENCE Alpine, Bblgensiowas fieKapCcTBeHHbIA NpenapaT 3BepoMMyc,
NnocTaB/IsseTCA B CTEPU/IbHOM BUE.

Crepunusaums CTeHT-cucTeMbl KopoHapHoii XIENCE Alpine, BblgenstoLwlein neKapcTBeHHbIN npenapart
3BEPO/INMYC, MPOBOAUTCA C MOMOLLLIO 3TU/IEHOKCUAA.

MeauunHCKOoe n3genne npefHasHavyeHo 415 04HOPa30BOro NpMMeHeHUs. He NpMMeHATb MOBTOpPHO. He
NPUMEHATL B C/lyyae, ec/in yrnakoBKa BCKpPbITa Wv rnospexaeHa. MeiuUnHCKOe n3fenne annporeHHo.
Kaxgaa cepus u134envs, MU3roToBsieHHOro J660TT Backynsp, NPOXoAMT KOHTPO/b Ha npeameT
COOTBETCTBMSA MNPOM3BOLACTBEHHbIM CTaHfapTam, Mpouesypbl CepTUPUKALUN  CTepUIM3aLMoOHHOro
npouecca W nosiyyaeT CBUAETENbCTBO O COOTBETCTBMWU/HECOOTBETCTBUM MNPUHATLIM CTaHAapTam.
MpoayKThl, He yaoBAeTBOPAOLW e TpeboBaHUAM CTaHLAPTOB, Kpeann3aumm He JoNyCcKakTCs.

12.0 YINAKOBKA

Kaxgoe nsgenune ynakoBbIBalT B OTAE/IbHYIO YNAKOBKY.

CteHT-cuctema XIENCE Alpine wnmeeT 3awWTHYyHO 000/7104Ky, KOTOpasi MOKpbIBaeT 0611acTb
cTeHTa/6annoHa. 3awmTHaa o060/704Ka (COGCTBEHHOro NPOM3BOACTBA KOMMaHWM 3660TT Backynsap)
ABNSIETCA MaTepuasioM Ha MOMIMMEPHON OCHOBe (COCTOMT W3 JIMHEWHOr0 MOMN3TUMNEHa HU3KOW
nnoTHocTn (JIM3HI)), ncnonb3yeTca ANA MOKPbITUA U 3alWUTbl CTEHTA C /IEKAPCTBEHHbLIM MOKPbLITUEM.
KoHeuHbIli MpoAyKT NOMeLLAT B CNUPa/IbHYO OMNAETKY M3 NOAN3TU/IEHA BbICOKOM nnoTHocTu (M3HM).
CnvpanbHyl0 OM/eTKy MOMeLLaloT BO BHYTPEHHWUI NakeT (MaTepuanbl MakeTa -MofM3TUEH HU3KOW
nnoTHocTn (JIMOHM)/HennoH/TanBek®), repMeTUYHbIA C HAaHECEeHHOW 3TUKETKOW. BHYyTpeHHWI nakeT C
NOAMOXKOM 13 MaTepuana TaliBek obecneuymBaeT raso- M NapornpoHULLAEMOCTb MpU NpPOBeAeHUN
cTepuausaumMm  napom, 3TuNeHokcugoMm (30), ABNAACL MNpU  3TOM  NPEBOCXOAHbIM  MUKPOOHBIM
6apbepoM. [lakeT MoOMeLLaeTcs B WHAMBUAYA/IbHYIO KapTOHHYK KOPOOKY W 3aTeM B KOpo6 u3
roypoKapToHa Ans TPaHCNOPTUPOBKU U CTepunn3aumm 3TUIEHOKCUAOM. VHCTPYKUMSA N0 MPUMEHEHUIO
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MepeBEN ¢ aHIIMNCKOr0 S3blKa Ha PYCCKUIA A3bIK
npoeccMoHasibHbIN nepeBogUnK puropbes AnekcaHap Cepreesud /nognuck/

Poccuitickas degepauus
"opos MockBa
CefibMoOe HOA6PA ABe ThICAYM BOCEMHAALATOro roga

A, ABfeeBa EneHa ViBaHOBHa, BPEMEHHO MCMOMHAOLWAA 0693aHHOCTU HOTapuyca ropoja
MockBbl, MakapeHko Afekced AJieKceeBMYa, CBUAETENLCTBYHO MOAMIMHHOCTL  MOAMUCK
nepesoayvunka IN'puropbesa AnekcaHgpa Cepreesuya.

Moagnucb caenaHa B MOeM NPUCYTCTBUMN.
JINYHOCTBL NofgnucaBLLero JOKYMeHT yCTaHOB/eHa.
3apernctpupoBaHo B peectpe Ne 77/337-H/77-2018-Y<[-'3"A

B3bICKaHO rocyaapCcTBeHHOM nownuHbl (no Tapudy): 100 pyo.
YnnayeHo 3a 0KasaHue yCnyr npaBoBOro M TeEXHUYECKOro xapakrepa: 200 py6.

E.N. ABpeeBa/noagnuce/
"'epboBas neyatb HOTapuyca

Bcero npownTo, NpoHyMepoBaHo 1

CKperJseHo 68 (LecTbAecAT BOCEMb) JINCTOB
E.N.ABgeeBa /nognuce/

epboBas neyaTb HOTapuyca

Poccuinickas dPegepauns
Nopos MockBa
Cefbmoe HOSAA6PS ABe ThICAYM BOCEMHAALATOrO roja
A, ABfeeBa EneHa iBaHOBHa, BPeMEHHO UCMOMHAOLLAA 0693aHHOCTM HOTapuyca ropoja
MockBbl, MakapeHKo Anekces AnekceeBnya, CBUAETE/IbCTBYHO BEPHOCTb KOMUU C
npeAcTaB/IeHHOro0 MHE JOKYMEeHTa.
3apeructpupoBaHo B peectpe Ne 77/337-H/77-2018-Y<I"7c3*6

B3bICKaHO rocyapCTBeHHON MOLIHBI (M0 Tapudy):

YnnauyeHo 3a olllaen™M)y(lwyY? npMoBOro U TeXHb MM UL P XapaKTepa:

‘Of4- E.N.ABpeeBa

Cusl

y--
* 10
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Bcero npowuTo, npoHym”  1BaH”
CKpensieHo neyaTbio 69 ;T30<aecaT AeBATb)

E.N. Aspee
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