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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, Mayakevskogo 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 crestidesign. 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 theeatheter. 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.

Perucrpaums MU & Pocsppasragsope
www.nevacert.ru | info@nevacert.ru
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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-ecatheter
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:

Table 1
Stent Diameter Stent Length Drug Dose
(mm) (mm) (ug)
2.0, 2.25, 2.5, 2.75, 3.0, 3:25 B 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 14
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
2.5. 2.75, 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 il
3:5.4.0 18 116
3.5.4.0 23 141
35.4.0 28 174
35, 4.0 33 199
3.5,4.0 38 232
In vitro Device Specifications are presented in a table_be ow;
Table 2.
S Minimum *in’:;:)trrr?i:atlent Rated Burst Stent
tent Pressure (RBP Free
Diameter Sten(';nl_rﬁ?gth Guiding Catheter Pressure ( ) Area
(mm) Compatibility (ID) (atm)  kPa (atm) KPa %)
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
25 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"/142 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 (0.0567%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
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The technical characteristics of the flushing tool are presented in the table 3.
Table 3.

Needle outer diameter 0.0122” £0.0004”
Blunt Point Square cut

1.4 How supplied

Sterile - This device is sterilized with ethylene oxide gas. Non-pyrogenic. /Do not use if
the package is open or damaged.

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

Contents - One (1) XIENCE!Alpine Everolimus Eluting Corenary Stent System; one (1)
flushing tool.

20 INDICATIONS

The XIENCE Alpine Everolimus Eluting Coronary Stent System is indicated for
improving coronary luminal diameter in the following:

« Patients withjsymptomatic ischemic heart disease due to discrete de novonative
coronary artery lesions.

» For restoring coronary flow in patients experiencing acute myocardial infarction
who present within 12 hours of symptom-onset.

» For the'treatment of patients with concomitant diabetes, acute coronary
syndrome, dual vessel lesions (two(lesions in two different epicardial ‘vessels),
lesions residing within small coronary vessels; lesions where treatment results in
thejailing of side branches (lesions\with a side branch <2 mm in-diameter or an
ostial stenosis < 50%); for the treatment of elderly patients (age.s'65), and for
treatment of both men and women.

« “For the treatment of patients/presenting with in-stent restenosis/in coronary
artery lesions; chronic total occluded coronary artery lesions-(defined as coronary
artery lesions with TIMI flow~0Q and lasting longer than 3 maonths); and coronary
artery bifurcation lesions.

Perucrpanus MU 8 Pocappassansope
www.nevacert.ru | info@nevacert.ru
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In all cases, the treated lesion length should be less than the nominal stent length
(8 mm, 12 mm, 15 mm. 18 mm, 23 mm. 28 mm, 33 mm, or 38 mm) with a reference
vessel diameter of s 2.00 mm and * 4.25 mm.

3.0 CONTRAINDICATIONS

The XIENCE Alpine Everolimus Eluting Coronary Stent System is contraindicated for
use in;

» Patients who cannot tolerate, including allergy or hypersensitivityto; procedural
anticoagulation or the post procedural antiplatelet regimen.

» Patients with hypersensitivity,or contraindication to everolimus/or structurally
related compounds, or known hypersensitivity to stent components (cobalt,
chromium, nickel, tungsten/ acrylic, fluoropolymers), or with{ contrast sensitivity.

4.0 WARNINGS

» For single use only. Do-not resterilize or reuse. Note the product "Use by" date
on the package.

» Itis not recommended-to treat patients having a lesion’that prevents complete
inflation of an angioplasty balloon.

* Antiplatelet therapy should be administered post-procedure (See Section 8.1,
Individualization.of Treatment).

» This productshould not be used in patients who are not likely to comply with the
recommended-antiplatelet therapy

» Judicious selection of patients is necessary;-since the use of this device carries
the associated risk of stent thrombosis, vascular complications, and / or bleeding
events.

5.0 PRECAUTIONS
51 Stent'Handling

* Implantation of the stent should be-performed only by physicians who have
received appropriate training.

» ~Stent placement should only be’performed at centers where emergency coronary
artery bypass graft (CABG) is_available.

») 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 innerpouch is NOT

sterile.

Perucrpaums MU & Pocsppasragsope
www.nevacert.ru | info@nevacert.ru
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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 not tg 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 embolismi-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 technigue described under Section 9.3.3,
Delivery System Preparation.

* When pre-dilatation is performed, an appropriate balloon size should be used.
Failure to"de 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 te.avoid
creating a region of vessel injury that is outside the boundaries ofthe 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 catheterimore than one (1) full turn.

* Implanting a stent may leadto dissection of the vessel distal and / or proximal to
the stent, and may cause abrupt closure of the vessel requiring additional

Perucrpanus MU 8 Pocappassansope
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intervention (CABG, surgery, further dilation, placement of additional stents,-or
other).

An unexpanded stent may be retracted into the guiding catheter one time, only.
An unexpanded stent should not be reintroduced into the artery once it-has been
pulled back into the guiding catheter. Subsequent movement in and out through
the distal end of the guiding catheter should not be performed, as the_stent may
be damaged or dislodged during retraction back into the guiding catheter.

Should resistance be felt at any time during removal of the undeployed coronary
stent system, please refer to the steps provided in Section 6.4 Stent/ System
Removal.

Do not expand the stent if it.is not properly positioned in the vessel. (See Section
6.4 Stent/System Removal+ Precautions.)

The inflated balloon diameter of the system used to deploy:the stent should
approximate the diameter-of the vessel. Oversizing of the stent can result in a
ruptured vessel. To ensure full expansion of the stent, the balloon should be
inflated to a minimum_of nominal pressure.

Do not exceed RBP-as indicated on product label. Monitor balloon pressures
during inflation. Use of pressures higher than specified on product label may
result in a ruptured balloon with possible intimal damage and dissection.

When performed;’post-dilatation should be performed at high pressure with a
noncompliant balloon.

Under-expansion of the stent may result in stent movement. Care must be taken
to properly size the stent to ensure that the stent is in full contact with the arterial
wall upon=deflation of the balloon. All efforts,should be made to assure that the
stent is not/'under dilated. Refer to Section,9.0 Clinician Use Information,

Placement of a stent has the potential{o,compromise side branch patehcy.

Stent retrieval methods (use of additienal wires, snares, and / or forgeps) may
result-in additional trauma to the corenary vasculature and / or the yascular
access site. Complications may include bleeding, hematoma, or
pseudoaneurysm.

When treating multiple lesions within the same vessel, stent the distal lesion prior
to stenting the proximal lesion.-Stenting in this order obviates the need to cross
the proximal stent during placement of the distal stent, and reduces the chance
of damaging or dislodging the proximal stent.

When multiple DES stents/are required, only stent material with similar
composition (e.g., XIENCE Everolimus Eluting Coronary.family Stents with the
identical cobalt-chromium, stent substrate and identical drug-eluting polymer
coating) should be used. Potential interaction with other drug-eluting stents or

Perucrpanus MU 8 Pocappassansope
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coated stents has not been evaluated, and should be avoided. Placing mulitiple
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 allay 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 CoronaryyStents 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 vesselsitreated 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 priar-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 Conjunctioh 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 inte 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 alloon deflation under fluoroscopy and wait 10-15

seconds longer.

2. Position the inflation device to “negative” or “neutral" pressure.

Perucrpanus MU 8 Pocappassansope
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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.

» If the 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 toxieity effects including
embryo toxicity and foetotoxicity’ #Effective contraception is recommended to be initiated

Perucrpaums MU & Pocsppasragsope
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before implanting and continued for one year after implantation. While there is no
contraindication, the risks and reproductive effects are unknown at this time\

5.6.2 Lactation

See Section 6.3 Lactation. It is unknown whether everolimus is distributed in-human
milk. A decision should be made whether or not to discontinue nursing prior.to stent
implantation, considering the importance,of the stent to the mother.

5.6.3 Pediatric use

The safety and effectiveness of the XIENCE Alpine stent in pediatric'subjects have not
been established.

5.7. Magnetic Resonance Imaging (MRI) Safety Information

Non-clinical testing has demonstrated that the XIENCE Alpine stent, in single and in
overlapped configurations up o071 mm in length, is MR Conditional. A patient with this
device can be safely scanned-in a MR system meeting the following conditions:

» Static magnetic fieldtof 1.50r 3T
* Maximum Spatial gradient field of 2500 gauss/cm

* Maximum MR System reported whole-body-averaged specific absorption rate
(SAR) of 2.0 Wikg-(normal operating mode)

Under the scan conditions defined above, the XIENCE Alpine stent is expected to
produce a maximum-temperature rise of less than 3:3°C after 15 minutes of continuous
scanning.

In non-clinical testing, the image artifact caused by the device extends approximately 13
mm from the XIENCE Alpine stent when imaged-with a gradient pulse sequence‘and a
3T MRI system.

5.8 Drug-interactions

See Section6.1 interactions with Drugs or(Other Substances. Several drugs-are known
to affect everolimus metabolism, and other drug interactions may also occur, Everolimus
is known'to-be a substrate for both cytochrome P4503A4 (CYP3A4) and-P-glycoprotein
(PgP). Everolimus absorption and subsequent elimination may be influenced by drugs
that affect these pathways. Everolimus.has also been shown to reduce the clearance of
some-prescription medications when administered orally along with cyelosporine (CsA).
Formal-drug interaction studies have net been performed with the XIENCE Alpine stent
because of limited exposure to everolimus eluted from the stent. Therefore, due
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

*=Certican® UK label Mar 2015, Afinitoi® EU authorization SPC Dec 2014, Votubia* EU'SPC Sept 2014, Afinitor* US label
Jan 2015, and Zortress* US label Sept'2015. Refer to www.MHRA.gov.uk,www.ema:europa.eu, and www.fda.gov for
the most recent versions of these SPC/labels.

Perucrpaums MU & Pocsppasragsope
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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 expesure 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) inithe 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 orXIENCE V stents because ofdimited 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 asjan_oral medication, may interactwith 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. Jehn'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 infantssConsequently,
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* EUsauthorization 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.etropa.eu, and wvi/w.fda.gov for
the most recent versions of these SPC/labels:

Perucrpaums MU & Pocsppasragsope
www.nevacert.ru | info@nevacert.ru


http://www.ema.europa.eu

Page 15 of 34
3 Abbott Instructions for Use (Russia)

Vascular  x|ENCE Alpine Everolimus Eluting Coronary Stent System
2018-2

7.0 POTENTIAL ADVERSE EVENTS

Adverse events that may be associated with PCI treatment procedures and the use of a
stent in native coronary include, but are not limited to, the following;

» Allergic reaction or hypersensitivity to latex, contrast agent, anesthesia;.device
materials (cobalt, chromium, nickel, tungsten, acrylic, and fluoropolymers), and
drug reactions to everolimus, anticoagulation, or antiplatelet drugs

» Vascular access complications which may require transfusion or. vessel repair,
including;

0 Catheter site reactions
o Bleeding (ecchymosis,”00zing, hematoma, hemorrhage retroperitoneal
hemorrhage)
o Arteriovenous fistula, pseudoaneurysm, aneurysm, dissection,
perforation / rupture
o Embolism (air, tissue, plaque, thrombotic material or.device)
o Peripheral nerve injury
0 Peripheral ischemia
Coronary artery complications which may require additional intervention,
including;
0 Total occlusion-ar abrupt closure
o Arteriovenous fistula, pseudoaneurysm, aneurysm, dissection,
perforation /_rupture

Tissue prolapse / plague shift

Embolism «(air, tissue, plaque, thrombotic material, or device)

Coronary-or stent thrombosis (acute, subacute, late, very late)

0 Stenosis. orrestenosis

Pericardial complications which may require additional intervention, including;
0 Cardiac tamponade
0 Pericardial effusion
0 Pericarditis

Cardiac arrhythmias (including conduction“disorders, aspecific, atrial and

ventriculaparrhythmias)

Cardiacischemic conditions (including myaocardial ischemia, myocardial

infarction (including acute), coronary artery spasm, and unstable or stable” angina

pectoris)

Stroke./ cerebrovascular accident (CVA) and Transient Ischemic Attack’(TIA)

System organ failures;
0+ Cardio-respiratory arrest

Cardiac failure

Cardiopulmonary failure (including pulmonary edema)

Renal Insufficiency / failure

Shock

Blood cell disorders (including_Heparin Induced Thrombocytopenia (HIT)

Hypotension / hypertension

Infection

Nausea and vomiting

Palpitations, dizziness, and;syncope

Chest pain

Fever

o o o

O O oo

Perucrpaums MU & Pocsppasragsope
www.nevacert.ru | info@nevacert.ru



Page 16 of 34
a Abbott Instructions for Use (Russia)

Vascular  x|ENCE Alpine Everolimus Eluting Coronary Stent System
2018-2

 Pain
* Death

Adverse events associated with daily oral administration of everolimus in doses varying
from 1.5 mg to 10 mg daily can be found in the Summary of Product Characteristics
(SPC) and labels for the drug®. The risks described below include the anticipated
adverse events relevant for the cardiac population referenced in the contraindications,
warnings and precaution sections of the everolimus labels / SPCs and / or observed at
incidences > 10% in clinical trials with oralseverolimus for different indications. Please
refer to the drug SPCs and labels' for mere detailed information and lessfréquent
adverse events:
e Abdominal pain
* Anemia
» Angioedema (increased risk. with concomitant ACE inhibitor use)
» Arterial thrombotic events
» Bleeding and coagulopathy. (including Hemolytic Uremic Syndrome [HUS],
Thrombotic Thrombocytepenic Purpura [TTP], and thrombotic microangiopathy -
increased risk with concomitant cyclosporine use)
Constipation
Cough
Diabetes mellitus
Diarrhea
Dyspnea
Embryo-fetal toxieity
Erythema
Erythroderma
Headache
Hepatic Artery. Thrombosis (HAT)
Hepatic disorders (including hepatitis and jaundice)
Hypersensitivity to everolimus active substance, or to other rapamycin derivates
Hypertension
Infection.(bacterial, fungal, viral or protozoan infections, including infections with
opportunistic pathogens). Polyoma virus=associated nephropathy (PVAN)'JC
virus associated progressive multiple leukoencephalopathy (PML), fatal
infections and sepsis have been reported in patients treated with oral.everolimus.
Kidney arterial and venous thrombosis
Laberatory test alterations (elevations of serum creatinine, proteinuria,
hypokalemia: hyperglycemia, dyslipidemia including hypercholesterolemia and
hypertriglyceridemia; abnormal liver function tests; decreases in hemoglobin,
lymphocytes, neutrophils, and platelets)
Lymphoma and skin cancer
Nausea
Nephrotoxicity (in combination;with cyclosporine)
Non-infectious pneumonitis~(including interstitial lung disease)

3._Certican* UK label Mar 2015, Afinltor* EU authorization SPC Dec 2014, Votubia* EU'SPC Sept 2014, Afinitot* US label
Jan 2015, and Zortress™ US label Sept 2015. Refer to www.MHRA.gov.uk,www.ema.europa.eu, and www.fda.gov for
the most recent versions of these SPC/labels.
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Oral ulcerations

Pain

Pancreatitis

Pericardial effusion

Peripheral edema

Pleural effusion

Pneumonia

Pyrexia

Rash

Renal failure

Upper respiratory tract infection
Urinary tract infection

Venous thromboembolism
Vomiting

Wound healing complications (including wound infections.@and lymphocele)

8.0 PATIENT SELECTION.AND TREATMENT
8.1 Individualization of/Treatment

The risks and benefits deseribed above should be considered for each patient before
using a device from the family of XIENCE EECSS. Patient'selection factors to be
assessed should includejudgment regarding risk of antiplatelet therapy. Special
consideration should begiven to those patients with recently active gastritis or peptic
ulcer disease.

Antiplatelet drugs should be used in combination with the XIENCE EECSS per the
guidelines from the-American College of Cardiology, American Heart Association, and
Society for Cardiovascular Angiography and Interventions (ACC/AHA/SCAI) and ESC
guidelines. Physicians should use the information/from the large body of clinical
evidence for XIENCE stents, coupled with the cuarrent literature on drug-eluting stents,
current guidelines and the specific needs of individual patients, to determine the_specific
antiplatelet / anticoagulation regimen to be used:for their patients in general pragtice.

Current guidelines for the DAPT discontinuation should be followed and are
recommended. The decision to interrupt ordiscontinue DAPT is the responsibility of the
treating physician, taking into consideration-the individual patient's condition.” In case an
unanticipated interruption or discontinuation of DAPT is required any timerafter one
month fellowing XIENCE coronary stent.implantation, two-year data from the XIENCE
coronary/clinical trials show low stent thrembosis rates and no observedsincreased risk
for stent'thrombosis. Refer to Table 10:3-1 for rate information.

It is=very important that the patient comply with the post-procedural@ntipiatelet
recommendations. Premature discantinuation of prescribed antiplatelet medication could
result in a higher risk of thrombosis,) myocardial infarction, or death. “Prior to
percutaneous coronary intervention-(PCl), if a surgical or dental.procedure is anticipated
that requires early discontinuation o”ntipiatelet therapy, the interventionalist and patient
should carefully consider whether a drug-eluting stent and its associated recommended
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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 usg ifithe 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 thesinner 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 balloonmarkers. 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 ¢m=(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 productireturns 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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Note: While 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.

Note: If air is seen in the shaft, repeat Section 9.3.3 Delivery System Preparation, steps
3 through 5, to prevent uneven stent expansion.

9.4 Delivery Procedure
Prepare the vascular access sitelaccording to standard practice.

2. The decision to pre-dilate the lesion with an appropriate sized balloon should be
based on patient and lesion characteristics. If pre-dilatation is'performed, limit
the length of pre-dilation by the PTCA balloon to avoid creatinga region of vessel
injury that is outside the boundaries of the XIENCE Alpine stent.

3. For long lesions, size the stent to the diameter of the most distal portion of the
vessel.

Note: If choosing between two stent diameters for tight lesions, (choose the smaller
diameter stent and inflate. See product label for compliance information.

4. Maintain neutral pressure on the inflation device attached to the delivery system.
Open the rotating hemostatic valve as wide as possible:

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

6. Carefully advance the delivery system into the guiding catheter and over the
guide wire to thetarget lesion. When using a Rapid’ Exchange (RX) system, be
sure to keep the hypotube straight. Ensure guiding catheter stability before
advancing the stent system into the coronary artery.

Note: If unusual resistance is felt before the stent exits the guiding catheter, do not force
passage. Resistance may indicate a problem and the use of excessive force may result
in stent damage or dislodgement. Maintain guide wire placement across the lesion and
remove the delivery system and guiding catheter-as a single unit.

7. Advance'the delivery system over the guide wire to the target lesion under direct
fluoroscopic visualization. Utilize the radiopaque balloon markers to position the
stent‘across the lesion. Perform angiegraphy to confirm stent position._If the
position of the stent is not optimal, it-should be carefully repositioned or removed
(see_Section 9.6 Removal Procedure). The balloon markers indicate both the
stent edges and the balloon shoulders. Expansion of the stent should not be
undertaken if the stent is not properly positioned in the target lesion.

Note: Ifsremoval of a stent system is required prior to deployment, ensure:that the
guiding-catheter is coaxially positioned/relative to the stent delivery system, and
cautigusly withdraw the stent delivery_System into the guiding catheter.'Should unusual
resistance be felt at any time when withdrawing the stent towards the guide catheter, the
stent delivery system and the guiding catheter should be removed @as“a single unit. This
should be done under direct visualization with fluoroscopy.

8. Tighten the rotating hemastatic valve. The stent is now ready to be deployed.
9.5 Deployment Procedure
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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 labelfor in vitro
stent inner diameter, nominal pressure, and RBP).

3. For long lesions, size the stentito the diameter of the most distal portion of the
vessel and expand stent to neminal 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 Remaoval 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 coverthe 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. Canfirm 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 coronaryzartery 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 sizesis 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 ke further expanded using

Perucrpanus MU 8 Pocappassansope
www.nevacert.ru | info@nevacert.ru



Page 22 of 34
Abbott

Instructions for Use (Russia)
Vascular

XIENCE Alpine Everolimus Eluting Coronary Stent System
2018-2

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 coverithe-lesion and balloon-
treated area, it is suggested that, to avoid the potential far 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
stent deployment S achieved.

9.6 Removal Procedure
Withdrawal of the stentidelivery catheter from the deployed stent:

1. Deflate the balleon 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.

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

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

4. Gently-remove the stent delivery system with slow and steady pressure.
5. 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.
Poststent delivery system withdrawal; Stent deployment confirmation

1~ Confirm stent position and‘deployment using standard angiegraphic 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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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);

2. 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.

3. 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.

4. Reconfirm stent position and angiographic results to assess stented area.
Repeat inflations until optimal‘stent deployment is achieved. Ifpost-dilation is
necessary, ensure that the final stent diameter matches the reference vessel
diameter. Ensure that the stent wall is in contact with the artery-wall.

9.7 Post-deployment Dilation-of Stent Segments
1 All efforts should be taken to ensure that the stent is(not under-dilated.

2. If the deployed stentsize is still inadequate with respect to the vessel
diameter, or if full contact with the vessel 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 noncompliant-balloon catheter. If this is
required, the stented.segment should be recrossed. carefully with a prolapsed
guide wire to avoid-dislodging the stent. The balloon)should be centered within
the stent and sheuld not extend outside of the stented region.

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

Nominal Stent Diameter Dilatien Limit

2.0 - 2.5 mm 3. 25vmm
2.75- 3.25 mm 3.75 mm
35 - 40 mm 4.50 mm
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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 EECSSronly 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 ofithe XIENCE V stent compared.to
the TAXUS Expressstent (TAXUS stent) in the treatment of up to three de novo lesions
28 mm in lengthin 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 studiesthat required
angiographic follow-up), and principal clinical outcomes at 1-year and.from latest follow-
up, respectively.
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SPIRIT Small

SPIRIT IV Vessel Registry

¢ Multi-center
« Open-label
« Single-arm

¢ Multi-center

* Randomized

¢ Single-
blinded

* Active-
control

Total: 3,690
XIENCE V:
2,460

TAXUS Express
Control: 1,230’

Total: 150

Up tothree'de  Up to two de novo
novo lesions, lesions in different
maximum of two epicardial vessels
lesions per

epicardlal vessel

RVD; a 25 RVD: a 2.25
£4.25 mm* <2.50 mm

Length: S28 mm_Length: S28 mm Length: S28 mm

SPIRIT Il RCT
Study ) « Multi-center
Type/ Design  « Randomized
¢ Single-
blinded
¢ Active-
control
Number of Total: 1,002
Subjects XIENCE V: 668
Enrolled TAXUS Express
Control: 334
Treatment Up to two
de novo lesions
in different
epicardlal
vessels
Lesion Size RVD: a25
s 3.75mm
Primary In-segment-late
Endpoint loss at 240 days
Co-Primary TVFrat 270 days
Endpoint
Clinical Follow:-30, 180,240,
up 270 days,
1to 5years
Angiographicy. 240 days
Follow-up (N=564)

Ischemia-driven TLF (target lesion
target lesion failure) at 1 year
failure at 1 year

(composite of

cardiac death,

target vessel Ml

or ischemia-

driven TLR)

None None

30,180, 30 days; 240 days.
270 days, 1to/3years

1to 3 years

None 240-days (N  69)

' In the TAXUS stentarm, there was 1 subject who received 1 TAXUS* Libert** stent.
* RVDr 2.5 mm;t0's°3.75 mm and stent sizes up to 3.5 mm until 4,0 mm TAXUS is commercially available.

XIENCE Alpine Everolimus Eluting Coronary Stent System
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SPIRIT PRIME Clinical Trial

Core Size
Registry
¢ Multi-center
« Open-label
« Single-arm

Total: 400

2.25 mm XIENCE V XIENCE PRIME

Up to two de-novo
lesions in different
epicardial vessels

RVD:a 2.25
s 4.25'mm
Length: £ 22 mm

TLF (target lesion
failure) at 1 year

None

30,180 days,
1to 3years

None

Long Lesion
Registry
« (Multi-center
+~Open-label
«-Single-arm

Total: 100
XIENCE PRIME

Up to two de novo
lesions in different
epicardial vessels

XIENCE PRIME CS:
RVD: a 2.25

£4.25 mm

Length: £ 22 mm
XIENCE PRIME LL:
RVD: a2.5

£4.25 mm

Length: > 22 mm and
£ 32 mm

TLF (target lesion
failure) at 1 year

None

30,180 days,
1to 3years

None
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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;r?]t)e”t LateLoss 164041 (342) 030053 (158)  0.20+0.40 (52)
In-Segment Late 14 4 0,39 (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 4.7% (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 Isitotal number of lesions.

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

Table 10:2-3: SPIRIT Family of Clinical Trials

SPIRIT
SPIRIT IV SPIRIT lll RCT Small STIRIT PRIME
Vessel
XIENCEV) ™ TAXUS ~ XIENCEV ~ TAXUS -\2231m %’ergi ;‘ée Loggg'i-;f;on
(N=2458) (N=1229) (N=669) (N=339 WlThw  (Nouoh R

4.0% 6.8% 5.3% 9.7% 8.1% 4.5% .

TLF (O7P2416)  (81/1195)  (35/655)  (3U31G) © (1U136)  (18)399) 1104
5.5% 7.7% 8.5% 116% 11.0%

TVF (134/2416)  (92/1195)  (56/655)  (37/319)  (15/136) NA NA
21% 6.9% 6.0% 103% 8.1% 4.5% .

MACE (98/2416)  (82/1195)  (39/655)  A33319)  (11/136)  (18)399) (/70 (8104)
10% 13% 12% 13% 1.5% 0.8%

All Death (252416)  (15/1195)  (8i657) “=@320)  (J136)  (3/399) 1.0% (1/104)

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

Cardiac Death ') (1ooa1e)  (5/1195)  (5/657). ) (31320) (2/136) (1/399) 0.0% (0/104)
19% 31% 27% 41% 15% 18% .

M (4572416)  (37/1195)  (18/655) . (13319)  (2136)  (7399)\ , 8N (G104

Cardiac Death 2.2% 3.3% 3.4% 4.7% 2.9% 2.0% 4.8% (5/104)

o Mi (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% 28% ;

D /o (54l2416) (2011195) ((2U655)  (15319)  (8136)  (uifgg) 2% (3104)

Stent Thrombosis

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

Probable) (72391)  (1371181). ~ (6/650)  (2316)  (2136) .\ (2/399) 0%

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

(Definite) (612385  (10/1183)  (5i650)  (U317)  (U138)) (21399) :

Notes:
=—All counts presented in this table are subject counts. Subjects are counted only once for each eventfor 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 V.
- 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 ol :
Clinical Trial
3 Years 5 Years Vessel
1 Year
2 Years
- Long
Core Size ;
XENCEV ~ TAXUS  XENCEV  TAXUs  225mm &F Lesion

(N 2458) (N=1229) (N«659) (N° 333) )(<,'\IE’:\'C15"154;’ (';eg'ggly) 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 (31212348)  (168/1158)) “(123/605)  (76/286)  (16/133) N/A N/A
MACE 9.8% 12.3% 14.4% 22.0% 8.3% 4.5% 7.7%
(231/2348)  (142/1158)~ (87/605)  (63/286) (11/133) (18/399) (8/104)
All Death 3.4% 5.29% 6.0% 10.3% 15% 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% 15% 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% 15% 1.8% 4.8%
(73/2348)  (55/158) (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) “7(92/1158)  (54/605)  (37/286) (7133) (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) (91133) (11/399) (3/104)
Stent Thrombosis
Age(f? o 0.62% 1.73% 1.5% 1.9% 1.5% 0.5% 0.0%
faroﬁgioﬁe) (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) (@1/2263)  (14/1098) (7/582) (2/268) (1/132) (2/399) (0/104)
Notes;

- All counts presented inthis 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 effectiyeness 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-Ccoronary 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
usein real-world settings in India. Tables 10.2-1 through 10.2-2 presentclinical 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
Cardia¢c death
or any-Ml-at
1year

14, 30,
180.days, and
1year

None

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 4.0mm

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

None
30 days and 1and

2years

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 1 year

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 VIndia
XIENCE V
USA Phase 1
1Year 1 Year 2 Years 1 Year 2 Years
XIENCE V KIENCE 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 EE) NA N/A NIA NA
All Death. M (ARC) and 7.04% 10.34%
TVR N/A (185/2627) (265/2562) WA 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 42'%’05) N/A N/A NA NA
R 46% 1.90% 3.04% 12% 15%
(349/7522) (50/2627) (78/2562) (12/986) (14/942)
VR ronTLR 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% 110% 187% 0.9% 17%
Cardiac Desth (10859522) (29/2627) (48/2562) (91986) (16/942)
6.3% 3.54% 4:45% 13% 16%
Al M (ARC) (475/7522) (93/2627) (11412562)  (13/986) (15/942)
2.2%
Al M (165/7505) NA NA NA 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 (4/986) (4/939)

Notes:
All counts presented in this table are subject counts. Subjects are-eounted 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. SPIRIT V 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. FLF:includes cardiac
death. Ml attributed to target vessel (per protocol definition); clinically indicated TLR.
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10.3 Pooled Clinical Trials Analysis for Stent Thrombosis Subsequent to=DAPT
Interruption / Discontinuation

The XIENCE family of stents have demonstrated safety and effectiveness in multiple
trials in standard / low-risk and extended-risk real-world patients and demonstrated low
stent thrombosis (ST) rates.

This includes patients who discontinued orjinterrupted dual antiplatelet therapy (DAPT)
after 1 month post coronary stent implantation. Clinical trials described below and / or in
the published literature have been analyzed for stent thrombosis correlated with DAPT.
The data (Table 10.3-1) are from a pooled patient level analysis of the following pre- and
post-market trials:

Pre-market: SPIRIT IIl. SPIRIT 1ll, SPIRIT IV

Post-market: SPIRIT V, SPIRIT Women, XIENCE V USA. XIENCE V India

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 Frials

Pooled 7 Trials (2 year results)

N=11,219
DAPT Interrupted <30  DAPT Interrupted.>30- No Interruption of
days 730 days DAPT
Subsequent 2.51% 0.38% 0.66%
ST
(Def/Prob) (12/478) (13/3445) (44/6648)

11.0 STERILIZATION CONDITIONS

The XIENCE Alpine Everolimus Eluting Coronary Stent System is supplied sterile.

The XIENCE -Alpine Everolimus Eluting €oronary Stent System is sterilized with
ethylene oxide ‘gas.

Disposable~medical product. Do not re-sterilize. Do not use if the package’is open or
damaged. Medical device is non-pyrogenic.

Each lot of products produced by ABBOTT'WASCULAR is inspected to be-in compliance
with product specifications including sterilization process validation. AlDeclaration of
Conformity. with recognized global standards is issued by ABBOTT VASCULAR.
Products which are not compliant with) product specifications and the” required global
standards cannot be distributed.

12.0.) PACKAGING, USAGE
Each product is individually packed.

The' XIENCE Alpine Stent System has a protective sheath that.covers the stent/balloon
area. The protective sheath (manufactured in-house by Abbett-Vascular) is a polymer-

Perucrpanus MU 8 Pocappassansope
www.nevacert.ru | info@nevacert.ru
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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 (atjtransportation 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 15®C - 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 Corohary 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 envirenment

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 nermative 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

Perucrpanus MU 8 Pocappassansope
www.nevacert.ru | info@nevacert.ru
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Abbott Vascular has exercised reasonable care in the manufacture of thissdevice;
however, numerous factors beyond Abbott Vascular's control can affect this device and
the results obtained from its use. ABBOTT VASCULAR, THEREFORE, MAKES NO
WARRANTIES REGARDING THIS DEVICE AND EXPRESSLY DISCLAIMS ALL
WARRANTIES, WHETHER EXPRESS OR IMPLIED BY OPERATION OF-LAW OR
OTHERWISE, INCLUDING, BUT NOT LIMITED TO, ANY IMPLIED WARRANTIES OF
MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE./ ABBOTT
VASCULAR SHALL NOT BE LIABLE TO ANY PERSON OR ENTITY FOR ANY
INCIDENTAL OR CONSEQUENTIAL LOSS, DAMAGE, OR EXPENSE; DIRECTLY OR
INDIRECTLY ARISING FROM THE USE OF THIS DEVICE. NO PERSON HAS ANY
AUTHORITY TO ASSUME ANY LIABILITY ON BEHALF OF ABBOTT VASCULAR
WITH RESPECT TO THE DEVICE OR TO MAKE ANY GUARANTEE,
REPRESENTATION, OR WARRANTY WITH RESPECT TO THE DEVICE. The
exclusions and limitations set forth above are not intended to-and should not be
construed so as to contravene mandatory provisions of applicable law. If any term of
this Disclaimer of Warranty is held to be illegal, unenforceable or in conflict with
applicable law by a court of competent jurisdiction, the validity ofithe remaining portions
of this Disclaimer of Warranty shall not be affected.

Descriptions or specifications=in any Abbott Vascular printed«material are intended solely
to generally describe the device at the time of manufacture and do not constitute any
express warranties.

ABBOTT VASCULAR WILL NOT BE RESPONSIBLE FOR ANY DIRECT,
INCIDENTAL OR CONSEQUENTIAL LOSS, DAMAGE,; OR EXPENSE RESULTING
FROM REUSE, REPROCESSING, OR RE-STERILIZATION OF THIS DEVICE.

17.0 PATENTS AND TRADEMARKS

This product and /(Qrits use may be covered by one-or more of the following United
States Patents: 6,179,810;; 6,440,990; 6,629,994::6,656,220; 6,746,423; 6,887,219;
6,887,510; 6,890,318; 6,929,657; 6,939,373; 6,957%,152; 7,549,975; 7,828,766;
7,833,193; 7,906,066; 7,947,207; 8,043,553; 8,052,638; 8,075,583; 8,173,062;
8,221,112; 8,221,444, 8,308,711, 8,382,738, 8,388,575; 8,388,602; 8,394,055;
8,444,608, 8,444,802; 8,535,596; 8,540,927;.8,613,722. Other U.S. patents-pending.
Other patents.issued and pending outside ofthe U.S.

CERTICAN;-AFINITOR, VOTUBIA and ZORTRESS are trademarks of the:NOVARTIS
group of companies.

AMERICAN COLLEGE OF CARDIOLQGY is a trademark of the American College of
Cardiology Foundation.

AMERICAN HEART ASSOCIATIONsis a trademark of the American ‘Heart Association,
Inc!

TAXUS and TAXUS LIBERTE are‘trademarks of the Boston Scientific group of
companies.

Perucrpanua MU B PocagpaBranzope
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XIENCE, XIENCE V, XIENCE PRIME. XIENCE PRO, XIENCE Xpedition, and X CE
Alpine are trademarks of the Abbott group of companies. Q
Abbott Vascular @
3200 Lakeside Drive @
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CUSTOMER SERVICE @
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FAX: (800) 601-8874 IS ~a
Outside USA TEL: (951) 914-4669 3e)

Outside USA FAX: (951) 914-2531 @g@
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18.0 GRAPHICAL SYMBOLS FOR MEDICAL DEVICE LABELING

Ml REF = e

(86-F)
Manufacturer Catalogue number French size
(59F)
STERILE EO lexcursions]
Slerilized ustig ethylene Consult instnictians Excursions pennitted to
oxide for use tensperature range
LOT 25'C
(77°F)
Use by Batch code Do not reuse
O I_O Temperature
limitation
Date of manufaclure Inner diameter Outer diameter
#
Contents (numeral FLUSHING TOOL
NortpyTagenic répresents quantity of Guiding catheter Flushing tool
units inside)

(E D
Do not use if package

Stent length is damaged

MR Conditional Do not resterilize

©2018 Abbott




MepeBof, C aHI/IMIACKOI0 A3blKa Ha PYCCKUI A3bIK

«2660TT Backynap» Nelikcalig Apalis 3200, Ten.: 408-845-3000
r. CanTa-Knapa, wrat KanndopHus, 95054, CLUA dakc: 408-845-3743

Jlorotun
29 okTA6pa 2018 roga
CBUAETE/NBCTBO O AJOCTOBEPHOCTU U TOYHOCTU 3AABIEHUSA

A, Huseguta C. Pao, BbicTynasa B kayectBe Crapuiero creuvanucta OTtaenia HOpMaTUBHO-
NpaBoBOro perynnmpoBaHns KomnaHum «3660TT Backynsap», NoATBepxaal, YTto npunaraemas
WHcTpykuma no npumeHeHutio (Poccus) Ha meguumHckoe wusgenue CTeHT-cuctema
kopoHapHasa XIENCE Alpine, Bbigensildllas NekapCTBEHHbIA npenapar 9BeposiMmyc, no
UMEKLLMMCS Y MEHS CBEAEHVsIM, TIPEACTaBMsalT COO0M BEpPHbIA{)<TOUYHbIA W MNOHbINA
OPUTMHANBHBIA JOKYMEHT, HaxOAAWUNECH B MOEM PaCNOPSHKEHUN.

(nognucaHo)

Hueepguta C. Pao

Crapwwuin cneuynaauet OTaena HoOpMaTUBHO-
NnpaBOBOro peryampoBaHus

Wrat KannudopHus locyfnapCTBEHHbI HOTAPUYC UAN MHOE OO/HKHOCTHOE NnLo,
Okpyr CaHTta-Knapa ohopMuBLLEE HACTOsLLEe “CBUAETENbCTBO, YAOCTOBeEpseT
NCK/TOUYNTESIbHO JINYHOCTb IMLa, NOAMMCAaBLUEro AOKYMEHT,
K KOTOPOMY npunaraeTcs -HacTosllee CBUAETENbCTBO, U He
noATBEPXAaeT BEPHOCTb, TOUHOCTb UM AEACTBUTENBHOCTb
cogepXaHnsa ykasaHHOroe. AOKYMeHTA.

29 okTA6ps 2018 ropga=ko MHe, [DkoaHHe Mapu flakyHa MaHyanb, rocyaapcTBeHHOMY
HoTapuycy, nM4Ho sBWAacb Hueeguta C. Pao, Kotopasa Ha OCHOBaHMW [OCTATOUHbLIX
JokasaTesibCTB MOATBEPAUIA B MOEM MPUCYTCTBUKU, MTO OHA ABNSETCS /IULOM, MMA KOTOPOro
yKa3aHo B HaCTOSILLEM [OKYMEHTe, YNO/IHOMOYEHHbIM- Ha UCNOMHEHNE YKa3aHHOro AelicTBus,
a TakkKe 4YTO MNOCPEACTBOM ee MOAMMCK, MNOCTABMIEHHOW HAa HACTOSWEM [OKYMEHTE,
hmnsmueckoe WK =KOPUANYECKOE /L0, OT UMEHW M MO MOPYYEHWUIO KOTOPOre. AeincTByeT
BblLLEeyKa3aHHOe /iMLo, 00OPMUIO HACTOALMA AOKYMEHT.

Hactosawmm, nog’ ctpaxom HAKA3AHVA 3A JYDKECBUMAETE/IbCTBO B cQOTBETCTBUM C
3akoHogatensc¥BoM wrtata KanudopHus, yaoCToBepsto, YTO UHopMauus, npmeefeHHas B
ab3ale Bbllwe, ABNSEeTCA TOYHOW U BEPHOIA.

B NMOATBERXKXAEHMNE BbIWWEN3TOXEHHORFO LTamn;

CKPEN/IA HACTOALMIA AOKYMEHT BOJIbLWAA IOKOAHHA MAPK
COOCTBEHHOPYYHOW NOANUCHLIO 1 OOULNAIEHON MEYATb JIAKYHA MAHY3/1b
neyarblto, WTATA ['OcynapCTBEHHbIN
(noanucaxo) KAJTM®OPHNA HOoTapuyc — Lirar
JxoaHHa /Mapwn JlakyHa MaHyanb, KanndopHus
rocyaapCTBEHHbI HOTapuyc Okpyr CaHTta-Knapa

Jlnuen3una Ne 2178057
JinueHsna ncrekaet 1
aHBapsa 2021 roga

Abbott
O6eLaHne XnsHu

Perucrpanus MU 8 Pocappassansope
www.nevacert.ru | info@nevacert.ru
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Abbott VHCTpYKumMa no npumMmeHeHuto (Poccus) Jinct 1 u3 32
Vascular

CteHT-cuctema KopoHapHas XIENCE Alpine,
BblAeNSA0LWasa 1eKkapCTBEHHbIA Npenapart 3Bepo/IMMYC
2018-2

WHCTPYKUNA MO NMPUMEHEHWIO

CrteHT-cuctema kopoHapHas XIENCE Alpine, Bbigensawouwas nekapCTBEHHbIN

npenapar 3BeposIMmyc

CopepxxaHue

OMNMMCAHME MEAVLUMNHCKOIO N3OENNA

11

HaumeHoBaHve MeANLUUHCKOro-13aenms

1.2 CsBepeHnsa o Npon3BoanTensx
1.3 TexHu4yeckoe onucaHue

1.4

dopma Bblnycka

MOKA3AHUVA K MPUMEHEHUNIO
MPOTVNBOTMOKA3AHNA
MPEOOCTEPEXEHUA

MEPbI NMPEOOCTOPOXHOCTI

51 Mepbl NpefoCTOPOXHOCTN NP 06paLLeHNn CO CTEHTOM

5.2 Mepbl NpefoCTOPOXXHOCTU NPU YCTAHOBKE CTEeHTa

5.3 Mcnonb3oBaHMe B-coyeTaHun c 4pyruMmu npouegypammu

54 Mepbl NPefOCTOROXHOCTU MPU N3BMIEYEHUMN CTEHTA WU BCel
cucTemsl

55 Mepbl NPefoCTOPOXHOCTM Nocae nMniaHTaumu

5.6 Mepbl NPeoCTOPOXHOCTN MPU UCMNOJIb30BAHUN C 0COOLIMU
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5.9 MoTeHUNanbHOe nogaBieHne NMMYHNTETa

5.10 TlloTeHuManbHOEe NOBbIWEHNE YPOBHA NUNNA0B

NHPOPMAEMNA O NEKAPCTBEHHOM CREACTBE

6.1 B3anmopeincTeue ¢ gpyrumu ekapCTBEHHbIMY cpeacTBaMu
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BO3MOXXHbIE HEXXEJIATEJIbHbIE, NMOCJIEACTBUA
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Moa6op MHAMBMAYANbHbLIX-BAPUAHTOB IeYeHUs

NH®OPMALIMA O KIIMHNYECKOM TIPUUMEHEHNI

9.1 OcMOoTp nepepj uUcnosib30BaHNem
9:2 Heobxogumble maTepuansl
9.3 Moarotoska
9.3.1 M3BneyeHne uU3)ynakoBKu
9.3.2 MpombiBaHWE MpocBeTa A4 NPOBOAHMKA
9.3.3 MoagroToBKa cUCTEMbl AOCTaBKU
9.4 Mpouepypa gocTtaBky
9.5 Mpoueaypa packpbiTuA
9.6 Mpouepypa n3BnevYeHus
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Abbott MHCTpyKUMS no npuMeHeHuto (Poccus) vet 2 n3 32
Vascular

CTteHT-cucTema KopoHapHasa XIENCE Alpine,
BbleNstoLWas NeKapcTBEHHbI nNpenapaTt 3BepoiMMycC
2018-2

10.0 KIAMHUNYECKWE NCTIbITAHUA CEPUN SPIRIT N XIENCE

11.0
12.0
13.0
14.0
15.0
16.0

17.0
18.0

101

10.2

10.3

KnuHnyeckne ncnbiTaHua nepep BbiNyCKOM U3LENUSA HA PbIHOK
Ta6nuua 10.1-1: An3aiiHbl KNMHMYECKUX ncnbiTaHnini XIENCE V.
cepuun SPIRIT (nepepd BbINYyCKOM U34eNNA HA PbIHOK)

Tabnuua 10.1-2: AHrnorpacuyeckue pesynbTatbl MCCAeLOBAHNN
cepun SPIRIT (nepef BbINYyCKOM U34eUA Ha PbIHOK)

Tabnuua 10.1-3. OCHOBHble 1-nNeTHUE KIMHUYECKUE pe3ynpTaThl
ncnolTaHnini cepun SPIRIT (prepeps BbINYCKOM n3aennsa Ha/pblHOK)
Tabnuua 10.1-4: OCHOBHbIE OTAa/ieHHble KIMHUYECKUe pe3ynbTaThbl
ncnoiTaHnii cepumn SPIRIT(Repe BbinycKOM n3genns Ha pbliHOK)
KIMHUYecKUe UCMblTaHUA-AoCe BbiNyCcKa U3genus Ha pblHOK
Ta6bnuuya 10.2-1. An3saiidbl KTMHUYECKUX UcnbiTaHuii cepun SPIRIT u
XIENCE (nocne Bbinycka m3genns Ha pblHOK)

Tabnuua 10.2-2: OCHOBHble K/IMHUYECKME pe3ynbTaTbl UCNbITaHWUNA
cepuun SPIRIT n XIENCE V (nocne Bbinycka UsfeamnsHa pblHOK)
CBOAHbI aHaNU3 KAWHNYECKNX UCMbITAHUA B OTHOLEHUN TpoM6b603a
CTEeHTa, NocnenoBaBLIEero nocse npexaeBpeMeHHOro npekpaweHus
UKW NpepbiBaHUAABOWHON aHTUTPOMOOLMTapHO#n Tepanun (DAPT)
Tabnuua 10.3-1. YacTtota Tpomb603a cTeHTa nocne
npexaespeMeHHOro npekpaweHna wnm npepbiBaHnsa DAPT B
TeueHne 730 gHeli nocne Havana npuema
(noaTBEPXAEHHBIX/BEPOATHBLIX cnyyaeB no kAaccndgpukaunm ARC) n
npu HenpepbIBHOM Mpueme; CBOAHbIE AaHHbIe N0 7 UCNbITAHUAM [0
M nocsie BblYy,CKa Ha pbIHOK

YCNTOBUA CTEPUANSALIN A 77 T
YMNAKOBKA, MPUMEHEHVE

YCNTOBUA TPAHGMNOPTUPOBAHNA N XPAHEHUNA

TPEBEOBAHUSA K 3ALIMTE OXPAHE OKPYXXAIOLWEN CPEAbI

"VTARAL 7 M1

rapaHTMﬁHble o6sA3aTenbcTBaA U orpaHmnyeHwme

OTBETCTBEHHOCTU

MATEHTbI: TOPITOBbIE MAPKIA
MPAPNYECKNE CUMBOJIbl HA STUKETKE MEOVNUMHCKOIO U3OENMNA
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Cbboltt MHcTpyKumsa no npumeHeHunto (Poccus) Jlnet 3 n3.32
ascuiar CTeHT-cucTema KopoHapHas XIENCE Alpine,
BbleNstolLas NeKapcTBEHHbIV Npenapart 3BepoMMycC
2018-2

1.0 OMNMMCAHME MEAVLUMHCKOIO N34E/TNA

11 HanmeHoBaHue MegULUHCKOIo n3gennsa
CTeHT-cucTeMa KopoHapHasi XIENCE Alpine, Bblgensitoliasi /ieKapCTBEHHbIN npenapar 3BeposiMmyc,
(panee no Tekcty «cTeHT-cuctema XIENCE Alpine», «cTeHT XIENCE Alpine», «EECSS»).

1.2 CBefleHNdA 0 Npou3BoauTENE

MpounssognTens: 3660TT Backynsp

3200 Nelikcaig OpaliB, CaHTa Knapa, Kanudopwusa 95054, CLLA
Ten.: 408 845 3000, chakc: 408 845 3333

Ajpeca MecT Npou3BOACTBA

- 26531 WNHes Poya, Temekyna, Kanudophna 92591, CLLA,;
- Kawen Poyg, KnoHmens, rpacctso Tuanepapn, NpnaHams;

YNOoMHOMOYEHHbI NpeAcTaBUTeNb MPOU3BOANTENS HA TeppuTopun Poccun

OOO «TexHOoMpoeKT»

191014, r. CaHkTt-MNeTepbypr, yn. MaskoBckoro, g.22-24, nut.A, nom 16H

Ten.: +7 (812) 272-97-87, 275-82-33

1.3 TexHn4YyeckKoe onmcaHue

Single Arm
Strain relief
Hypotube

Mid Shaft
Guidewire Notch
Mid Lap Seal
Inner Member
Proximal Seal
Stent

Balloon

Distal Seal

Proximal “Markers
OutersMember to Hypotube Seal
Support Skive

Distal*Outer Member

Proximal Balloon Marker
Distal~Balloon Marker

Inner Member

OpaHoneunin nyap

LeTanb CHATMS HanpshKeHUs
mnoTpybka

CpegHuii wapTt

BbIXofHOI »KenoboK ynpaBnsieMoro npoBogHMKa
HenpoHuuaemas cpefHSs Mepembluka
BHYTpPEHHWI 31eMeHT
MpoKcManbHbIA KnanaH

CteHT

BannoH

[ncTanbHbIli KOHUMK

MpoKcuManbHble MapKepbil

BHELLIHWIA 31eMeHT KOHUa rMnoTpy6Ku
MoagepXXuBaroLnin cpes

[ncTanbHbili BHELWWHUIA-9/1IEMEHT
MNpokcMManbHbIA Mapkep 6annoHa
[uctanbHbIn MapkKep 6annoHa

PucyHok 1. CteHT-cuctema XIENCE Alpine
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Abbott WHCTpyKuusa no npumeHeHunto (Poccus) Jinct 5 1n3.32
Vascular CTeHT-cucTeMa kopoHapHasa XIENCE Alpine,
BblAeNnAlwWan nekapCcTBEHHbI Nnpenapat 3aBeponnMyc

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, 1 38 Mm. CTeHTbl ANUHON 33 1 38 MM He
BbINycKaloTcA ¢ guametpom 2.0 n 2.25 mm.

CTteHT-cucTeMbl kopoHapHble XIENCE Alping,  Bblgensiioline NeKapcTBeHHbIN fApenapaT 3Beposnmyc,
npeACcTaBNAT cob60i 6annoHHopacLlnpsembie CTEHTbI, U3rOTOB/EHHbIE M3 cnjaBa Co-Cr-W-Ni (ASTM
F90) ¢ PBMA un PVDF-HFP/Everolimus “RnokpbiTeM. CTeHTbl Masnoro (W, “CpefHero pguametpa
KOHCTPYKUMM UMET OAMHAKOBbIN 3-CBA3b;-KOPOTKUIA/A/IMHHLIA TpebeHb, An3anH. Ons obecneyeHuUsn
pasNINYHOro YpPOBHA [aBfIeHVUS B KOHCTPYKLUW CTeHTa BapbuMpPyeT KOMNYECTBO KOPOTKMX U AJIMHHbIX
nepemMblyeK Mexay Konbuamu. CTeHTbl Marfioro gmamerpa MMeloT 3 KOPOTKMX) U 3 A/IMHHBIX MepPeMbIUKN
Mexay Konbuamu. CTeHTbl CpefHero griamerpa UMeT 3 KOPOTKMX U 6 (ANUHHbLIX NepeMbluKM MeXay
KofbLamu.

KoakcnanbHass cucTtemMa fJocTaBkM _6bICTpoil 3ameHbl (RX) cTeHTa XIENCE Alpine npegctaBieHa
6an1/710HOM C MOHTMPOBaHHbIM CTEHTOM Ha AMCTa/lbHOM KOHUe KaTeTepa. [poKcMMasbHbIA MpocBeT
npejHasHayeH [75 BBefeHUS KOHTPacTHOro BellecTBa ANS pasfyBaHWs 6anoHa, LeHTPasibHbI
OUCTaNnbHbIA MPOCBET MO3BO/SAET.BBOAUTL MPOBOAHMK C LEefbio 06/1erYeHUs NPOoABMXKEHUS KaTeTepa.
[OucTtanbHad, cpefHAA 4acTb CUETeMbl JOCTAaBKM, KOHUMK, W Cy>KaloLlasacs 4acTb 6asiioHa VMerT
rmgpogunbHoe nokpbite HYDROCOAT ™

PeHTreHOKOHTpacTHble MapKEpPBI~PacnosioXKeHbl B HWKHeN 4YacTu’ 6an/ioHa MO3BO/ISAKT OTC/EXWUBATb
pabouyto AnvHy 6ansioHa W LVHY pacKpbITOro CTeHTa ,'BO' Bpems peHTreHockonuu. BannoH
npegHasHayeH ANA [OCTaBKU ' pacLIMpAeMoro CTeHTa 3afjaHHoro gnamerpa W AIMHbI MPU 3ajaHHOM
YpOBHe faBfieHUA. [lBe NMpoKEMMa/ibHble METKM Ha KaTeTepe CMCTeMbl A0CTaBKWM (PacronoXeHHble Ha
95 1 105 cM npoKcuMasibHee AUCTANIbHOrO KOHUQA) YKasbIBalOT Ha MOJSIOKEHUE CUCTEMbl AOCTaBKU
OTHOCUTENbHO KOHUA MNPOBOAHWKOBOrO KaTeTepa Mpyv WMCMNONb30BaHUW Mfle4eBOro WInM 6GefpeHHOro
poctyna. M3meHeHue LBeETa KaTeTepa yKasblBaeT Ha BbIXO4HOe OTBepcTue A1 NPoBOAHUKA. Paboyas
ANnHa KateTepa 145 cm.

PykosiTka Ha MpPOKCAMANbHOM KOHLE CUCTeMbl [OCTaBKy obecneydymBaeT AOCTYN K WUHMAALUOHHOMY
KaHany. OH paspaboTaH ¢ Jlyep-3aMKOM (UTUHI <418 06/7er4eHns MNOLKMIOYEHNSA K UHDNAUUK
ycTpolicTBa.

[JocTynHas posa“3BeponuMmyca, cojepxalwascsa-B MNOKPbITUM CTeHTa, 3aBUCWUI 'OT pasMepa
cTeHTa. CopgepXaHue feKapCTBEHHOro npenapata B KOPOHapHbIXx cTeHTax /XIENCE Alpine,
BblAENAWMNX9BEpPONNMYC NpeacTaBNeHOB Tabuye HuXe.

Ta6bnuya 1.
OvameTp cTeHTa [OnvHa cTeHTa [o3a 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




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 asnennd
5 naBnenve ﬂﬁ)a3pblsa COOTHOLEH
AnameTp MVIHI/IMaﬂbeI\l‘/I pacKpbITUS sannons (ARR) ne nnowaan
crenTa [OnvHa cTeHTa COBMECTUMBbIN CTeHTHl in vitro CTeHTa k ero
(Mmm) NPOBOAHNKOBLIA obuen
(Mm)
kaTeTtep (ID) naowagmn
(atm) kMNa (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 MO/IHOM packpbiTUM cTeHTa. [laBneHne A1A. packpbiTUA CTeHTa [AO/IKHO paccyuUTbiBaTbCA C
YYETOM XapaKTepuUCcTnK nopaxkeHus.

TexHMUecKMe XapaKTePUCTUKIN YCTPOICTBA /151 NPOMbIBAHUSA yKasaHbl B Tabnuue 3.

Tabnuua 3.
Hapy>XHbI AnaMEeTP, Urnbl U3 HepXKaBeloLL el cTanm 0.01227+0.0004”
KOHUYMK vrbl Tynoii (KBagpaTHbIN cpes)

1.4 dopma, BbINycka

CTepunnbHO: [JaHHOEe YCTPOWCTBO CTEPWUSIM30BAHO ra3006pasHbIM 3ITUEHOKCHUZOM. AnuporeHHo. He
MCNONb30BATb, €CNIN HapyLLeHa repMeTUUYHOCTL’YNaKoBKU.

[aHHOoe *yCTPOICTBO MpefHa3Ha4YeHO AN O4HOPa30BOro WMCMNofb30BaHWA. Er0 Henb3s MCNoib3oBaTb
NOBTOPHO ' AN APYroro nauveHTa, MOCKOMbKY MOCMe MepBOro MNPUMMEHEHUS OHO yTpaduBaeT
(byHKUMOHa/IbHbIE CBOWCTBA. VI3MeHeHME=MeXaHUYeCKNX, (PM3MYeCKNX W (Uan) XUMUYECKMX CBOWMCTB
BC/IE4CTBME MOBTOPHOrO0 MPUMEHEHUS, OUUCTKMA W (1MM) MOBTOPHON CTEpuUiM3aLnM MOXET NMPUBECTU K
HapYLUEHNIO LLeNIOCTHOCTM  KOHCTPYKUUW W (M) paspyLleHnio  MaTepuranoB, 4TO Croco6CcTByeT
3arpsi3HeHN0 yCTpoicTBa U3-3a 06pasoBaHMsA LWiened U (MM) HaApbIBOB, CHWMKaeT 6e30MacHOCTb
NPUMEHEHUS1  YCTpOWCcTBa ©  (UNW)- yXyAllaeT ero (QyHKUMOHa/lkHbIe cBoicTBa. OTCyTCTBME
OPUIFMHA/IbHOM  MapKMPOBKM  MOXKET Y.CTaTb MPUYNHONA HEBEPHOIr0 “UCMOMNb30BaHMUS U UCKIUUTL
BO3MOXHOCTb  OTCAeXmBaHusA. OTEYyTCTBME OpPUIMHANBbHOM  YNaKeBKW MOXET CcTaTb MNPUYMHON
NOBPeXAeHNA YCTPONCTBA, HapYLMTb CTEPUIBHOCTL W co3faThb ANAs=hauuneHTa U (MM) Nosb3oBaTens
PUCK MONYyYEHNSA TpaBMbl.

KomnnekTtaymsa: OgHa (1) CteHT-cuctema kKopoHapHasi XIENCE Alpine, Bbigenstouias eKapCcTBEHHbIN
npenapart 3BeponMMyc; 0gHo (1) ycTpoCcTBO AN NPOMbIBAHUA
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CTteHT-cncTema KopoHapHas XIENCE Alpine,
BblAenfALlWas NeKapcTBeHHbIV npenapart aBepoiMMyc
2018-2

NMOKA3AHVA K NMPUMEHEHUIO

CTteHT-cucTema KopoHapHas XIENCE Alpine, Bblaenstowias neKapCTBeHHbIM npenapaTr 3BepoMMyc,
npegHasHaveHa AnA pacllMpeHnsa jnameTpa NpocBeTa KOPOHAapPHbIX COCYA0B B CNeAyRLLIMX Cnyyasax:

Y NauueHToB C CMMMNTOMATMYECKOM ULLEMUYECKOW 60M1e3HbI0 cepALa, BO3HUKLUIEN BcrefcTBUe
OTAEeNbHbIX MOPaXKeHU MHTAKTHOW KOPOHApHOW apTepumn de novo.

[nsi BOCCTAHOB/IEHMST KPOBOTOKA B KOPOHApHbIX apTepusixX y MauMeHTOB €-0CTPbIM WH(apKTOM
MUOKapaa B TeueHue nepBbiX 12 4aCoB Mocsie MosiBfeHusl CUMMNTOMOB.

Onsa neyeHnss nauuveHToB (MY>XYWH. U DKEHLUMH) C COMYTCTBYHOLUUM caxapHbIM fuabeToMm,
OCTPbIM KOPOHAPHbIM CUHAPOMOM, -NOpaXKeHWEM [BYX COCYA0B(C NOPaXKEHUAMU B ABYX PasHbIX
anuKapananbHbIX cocyfax), ¢ MOPEKEHUAMU B MeSIKUX KOPOHAPHbIX Cocyfax; € NOpaXeHUsMun B
MesIKMX Cocyfiax, BMeLlaTelbCTBO B KOTOpble NpuBeeT KONOKNPOBaHUIO KPOBOTOKA B HOKOBbIX
BETBAX (MOPaXEHUS1 B MeCTe OTX0XAeHUS1 60KOBbIX BETBEN AMaMETPOM <2 MM WM CTEHO30M B
obnacTu yctba <50%); An1a SIEeYeHMA NOXUIbIX NauneHToB (>65 NeT).

[Ona nevyeHMss nauyMeHTOB CPECTEHO30M CTEHTMPOBAHHbIX YYACTKOB KOPOHApHbIX apTepuid; ¢
nopaxeHNAMN KOPOHApPHOW.apTePUM C XPOHMYECKOIM MNOMHOM OKKNto3neli (onpefensieMble Kak
nopakeHNWs1  KOpPOHapHOW. ~ apTepum ¢ 0 CTeneHbl. KPOBOTOKA No  WwkKane TIMI
NPOAC/IKNTENLHOCTLIO 6071ee 3 MeCALEB); C MOPAKEHMUSIMWU KOPOHApPHOW apTepun B obnacTtu

6utypkaymn.

Bo Bcex cnyyasx gnvHa MOPaKEHWs, fleYeHWe KOTOPOro OCYLLeCTB/ISIETCA, He AO/HKHA MpeBblwaTb
HOMWHA/IbHYI0 A/INHY CTeHTa (8 mm, 12 MM, 15 mm, 18 mm, 23-Mm, 28 MM, 33 MM W 38 MM) MNpu
[LO/MKHOM AnameTpe npocseTa cocyga >2,00 mm 1 <4,25 mm.

3.0

MPOTUBOIOKA3AHNA

MpuMeHeHMe cTeHT-cucTEMbl KopoHapHoit XIENCE Alpine, BblfensioLeii neKapcTBeHHbI npenapat
3BeposIMMyc, NPOTMUBOMOKa3aHo B CliefyOLWNX cryvasnx:

4.0

Perncrpanna MU

1]

MayneHTam C  HemnepeHoCcMMOCTbIO, BKMIOYasi  a/lepruyeckyto peakLto nnm
rMnepyyBCTBUTENLHOCTb, AHTUKOAryNSIHTHOW M aHTUTPOMGOLMTapHOl/ Tepamuu’ BO Bpems
BMeLlaTeAbCTBa W Mocre.

MauueHTam) ¢ TMMepYyBCTBUTENIBHOCTBLIO, WA KOTOPbIM MPOTUBOMOKA3aH. '3BEpPOIMMYC Wn
POACTBEHHbIE COEAMHEHUA, a TakKXkKe W3BECTHOM rMNepyYyBCTBUTENIbHOCTHIO. 'K KOMMOHEHTaM
cTeHTa. (KobanbTy, XpOMy, HVKeNo, BOAbGpamy, akpuioBoi cmose, PpTOpPHonMmepam), wWin
YYBCTBUTE/IbHOCTbIO K KOHTPAcTHOMY BELHECTBY.

MPEJOCTEPEXXEHWA

TofibKO Ans 04HOPAa3oBOro WCAOMb30BaHUA. [N 04HOPA30BOTO WCMONbL30BaHUSA, He
moaBepraTb MOBTOPHOM cTepunusauuun. O6paTUTe BHMMaHWe Ha\, JaTy WCTeYeHUs1 cpoka
FOAHOCTU B nosie «/Icnosib30BaTL 40».

He pekomeHayeTCsi feYnTb MALMEHTOB C MOPaXeHMeM, KOFOPOe 3aTpyAHSeT MOSIHYH
NHNSUMI0 6annoHa Anst aHrMeNAacTUKN.

AHTUTPOMGOLMTAPHYIO Tepanuio c/efyeT HasHauyaTb Nocse Npoueaypbl (cm. Pasgen 8.1 «8.1
Ny UHAWBUAYANbHbIX BAPUAHT OB IEYEHMNA0).

JaHHbIA  NpodyKT MpPOTMBOROKAas3aH MauueHTaM, KoTopble' Bpsii nv  6yayT cobnojatb
PEeKOMeHAaL MM Mo aHTUTPOMBOLMTapHOI Tepanun

CnefyeT OCyWeCTBAATL] FLlaTeIbHbIA 0T60P NauMeHTOB, MOCKO/IbKY MCMO/Ib30BaHME AaHHOTO
N30eNns CBA3aHO C PUCKOM BO3HMKHOBEHWSI TPOM603a CTEHTa, COCYAMCTbIX OC/OXHEHWA u /
UM KPOBOTEUEHMWIA.

Pocsppassansope
info@nevacert.ru
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CteHT-cuctema kopoHapHas XIENCE Alpine,
BblAeNSA0LWasn NeKapCTBEHHbIN NpenapaT 3BepoIMMyC
2018-2

MEPbI NMPEAOCTOPOXHOCTHN

5.1 Mepbl NPeAoCTOPOXHOCTY MPY 06GPALLEHUN CO CTEHTOM

MMnnaHTauma CcTeHTa [O/DKHA NPOBOAUTLCA TOMbLKO BpayamMiu, MpoLUeiluMi’ cneynanbHyo
NnoaroToBKYy.

YcTaHOBKAa KOPOHapHOro CTEHTa [O/KHa MPOBOAMTLCS TOMbKO B GOABHMLUAX, TAe ecTb
BO3MOXHOCTb MPOBeJeHNs IKCTPEHHOTO KOPOHAPHOIO LLYHTMpoBaHMs (AKLLY);

MakeT M3 pofibiM He obecneunBaéT CTepUIbHOCTb. CTepUbHOCTL 0BecneynBaeT To/IbKO
BMOXKEHHbI B MNakeT U3 (POSIbrM=BHYTPEHHWUIA KoHBepT (nakeT). CTepuUSIbHO TOJIbKO
coepXnmoe BHYTPEHHEro KOHBEPTa. HapyxHas MoBEpPXHOCTb (BHYTPEHHEro KoHBepTa
HECTEPW/IBHA.

UT06bl Y6eANTLCS B COXPAHEHMU-CTEPUTLHOCTU U3feNnsa, nepes WEAoNb30BaHNEM MpPoBepbTe,
YTO BHYTPEHHSSA CTepUNibHAs yHaKoBKa He Gbinia BCKPbITA UM NOBPEXKAEHA.

Mpn obpawieHnn cobnrAaliTe~0CTOPOXKHOCT, KOHTPONMPYINTe! HAKOHEUHVK HampaBstOLLEro
KaTeTepa BO Bpemsi [OCTaBKI _CTEHTa, ero yCcTaHOBKM U CHATWSA ‘GannoHa. Mepen M3BieYeHMEM
CUCTEMbI [IOCTAaBKWU CTeHTa. BM3yaslbHO MpPOBEpbTe MOMHYIO Aednsumnto GansioHa C MOMOLLbHO
(hnoopocKonuK, YTobbl M3GeXaTb MPOABWIKEHMSI HAMpPaBASIOWEro KaTeTepa B COCyf W
nocrieflytoLLero NoBpexagHus apTepuii.

Mpn obpalieHnn cobnfante npefesibHYH OCTOPOXHOCTL}, UTOObI M36eXaTb Kakoro-nmbo
CMELLEHMS WM MOBPEXAEHUS cTeHTa Ha 6annoHe. [laHHoe ycnoBue $IBNsieTCA Haumbonee
BaXKHbIM MpU M3BNeYeHUl, KaTeTepa M3 YNakoBKW, PasmeELLEHUN Ha MPOBOAHUKE, NPOLBUXEHUMN
yepe3 MNepexofHMK.. BpaLlaloLlerocss remMoctaTtMyeCKoro KnanaHa W 4epe3 pas3beM
NPOBOAHVKOBOI0 KaTeTrepa.

He BbINoNHAWTe ‘MaHMNyNAUNA U He goTparuBakTecb A0 CTeHTa NasibLaMu, MOCKOSbKY
3TO MOXET MOBPEAUTL €ro TMOKpbITUE, MPUBECTU- K 3arpsA3sHEHUI0 WM CMELLEHUI0 CTeHTa
OTHOCUTENIbHO Gafi/IoHa CUCTEMbI JOCTaBKU.

Vicnonb3yiTe . TONMbKO COOTBETCTBYIOWIME CPEAbl AAs  pasgyBaHust GannoHa. Henbssa
1CMONb30BaTh (BO3AYX WM [pyrve rasoBble CMec Ana pasgyBaHus 6aioHa, MOCKO/bKY 3T0
MOXET NPMBECTU K HEPaBHOMEPHOMY paclUMpeHuto GansioHa W 3aTPYAHUTbL PacKpbIThe CTeHTa.
B cnyyae WMCMoNb3oBaHMS rasoo6pasHoi cpefbl MPOUCXOAWUT paspbiB 6annioHa, «CyL,ecTByeT
BEPOSITHOCTb: BO3HUKHOBEHWS BO3AYLLHOM aMBOANN 1/ U MOBPEXAEHUS COCYLO0B:

5.2 Mepbl NpegoCTOPOXHOCTU NPU YyCTaHOBKe CTeHTa

VicnoabsyiiTe HanpaBnsioWMe KaTeTepblCsAOAXOAALMM pa3MepoM NpocBeTa Ans pasMelLLeHuns
CUCTEMbI IOCTaBKM CTEHTA.

MogroTaBnuBaTb CUCTEMY [OCTaBKM K packpbITUIO CTeHTa ~U npeaBapuTenibHO
pasgyBaTb 6afloH crieqyeT TO/IbKO B CTPOrOM COOTBETCTBMM C.'yKasaHusimu. CregyeT
VCAO/b30BaTh TEXHWKY NpoAyBKU=/GanfnoHa, onucaHHyl B pasfene 9.3.3. MoaroToBka
CUCTEMbBI 4OCTaBkKKn

Mpy  BbINOMHEHWWM  NpefBapUTENbHON  Aunatauum  UCMONb3yWTre 6GanNoOHHbLIA  KaTeTep
nogxoasuwiero pasmMepa. HeBbINONHEHWe [AHHOMO YKasaHUsA MOXeT YCNOXKHUTb MpoLlecc
pasmeLLleHUs CTeHTa U CTaTb MPUYUMHONA MPOLEefYPHbIX OCMIOXHEHUMA.

PewweHre 0 BbINOMHEHUU npeABapuUTeNbHOM AunataumyM nopakeHUs ¢ NoMollblo 6ansioHa
COOTBETCTBYHLLEr0 pasMepa APMHUMAETCA C YYETOM XapaKTePUCTUK MaumeHTa 1 MOopaxXeHus.
B peanbHbIX YyCNoBUAX, NPAMOE CTEHTUPOBaHWE B MEHee CAOXKHbIX NMOPaXKEHUSAX KOPOHAapPHbIX
apTepuii HaCTONbKO Xe 3NMEKTUBHO M 6e30MacHO, Kak CTEHTUpPOBaHME C NpeaBapuTe/bHbIM
paclumMpeHvem AN W3AEAWUn AnvHol Ao 28 wmM. [pu TApoBefeHUU npeaBapuTesibHOM
AvnaTtaumn orpaHuybTe MNPOJOSIbHbLIA pasMep MpeaBapuUTeNIbHOr0 pacliMpeHnss ¢ MOMOLLbIO
6annoHa UYTKA, uTob6bl nNpefoTBpaTUTL MOBPEXAEHME cocyda 3a npefenaMmy yyacTka
ycTaHoBKM cTeHTa XIENCE Alpine.

Perucrparus MU 8 Pocappasransope

1]

info@nevacert.ru
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CteHT-cnctema kopoHapHas XIENCE Alpine,
BblAeNSA0LWAasa IeKapCTBEHHbIN NpenapaT 3BepoIMMyC
2018-2

Mpy BBOfE CUCTEMbI JOCTABKM B COCY[ He CO3faBaiiTe B Heil oTpuLATeNbLHOro AaBneHns. 3To
MOXEeT MPUBECTM KCMELLEHUIO CTeHTa ¢ 6asioHa.

He noBopauvBaiiTe KaTeTep 60nblue YeM Ha 1 (0AMH) NOMHbIA 060POT.

VIMNiaHTaums cTeHTa MOXKeT MPMBECTU K PacC/OeHUI0 CTEHKM COCyAa Ha AUCTaNbHOM U (Mnn)
NPOKCUMa/IbHOM OTHOCUTE/IbHO CTEHTA YYacTKe U BbI3BaTb OCTPOE 3aKPbITUE NPOCBeTa cocyaa,
Tpebytollee [ONOMHUTENBbHOrO BMellaTeNbeTBa (AKLL, XuMpypruyeckoro’ BmellaTeNbCTBa,
JOMONHUTENbHONM AUnaTauum, YCcTaHOBKM JONOMHUTENbHBIX CTEHTOB 1M Ap.).

HepacluvpeHHbIii  CTEHT MOXeT ;0bITb BTAHYT TOMbKO B  HampaBalolMiA  KaTeTep.
HepaclunpeHHbIi CTEHT He creAyeT. MOBTOPHO BBOAWTL B apTeputo .MoC/e TOro, Kak OH 6bln
BO3BpalleH B HampaBnaloWwmii KaTeTep. Mocnegytollee nepeMeLeHUE CTeHTa BHYTPb U HapyXy
yepes AUCTA/IbHbIA KOHeL, HanmpaBASIOLWEro KaTeTepa He 4O/KHO BBIMOSIHSATLCS, TaK Kak CTeHT
MOXET 6bITb NMOBPEXAEH WM BbITECHEH BO BPeMsl Bo3BpaTa B HanpaB/soLLMiA KaTeTep.

Ecnv Bo Bpemsi yfaneHUsi HEpPacKpbITOi CUCTEMbl KOPOHAPHOTO) CTeHTa Bbl MOUYBCTBYETE
COMPOTMBAEHME, 06paTUTECB~.K PEKOMEeHAauusiM, NpuBefeHHBIM B pasgene 5.4 «Mepbl
NpefocTOPOXKHOCTU MPY U3BMAEUEHUMN CTEHTA UMM BCEl CUCTEMBbI,

He pacwmpsiite CTeHT [0 Tex Mnop, Moka OH He 6yfeT MpaBW/IbLHO PacnosioXeH B cocyfe
(CmoTpuTe pasgen 5.4. “Mepbl NPesocTOPOXKHOCTU NPU._M3BNEYEHUN CTEHTa WM BCel
CUCTEMbI)

[Nsi ycTaHOBKM CTeHTa.CnefyeT BbiGUpaTh 6anfoH, ANamMETP 'KOTOPOro B Pas3fyToOM COCTOSIHWM
COOTBETCTBYET AMamMeTpPy COCYfa. YCTaHOBKA CTEHTA C AMAMETPOM, MPEBbILIANWMM ANaMETP
cocyfa, MOXeT TNPUBECTM K paspbiBy cocyda. [as=Toro uto6bl 06ecneynTb MOSHOE
pacliMpeHne CTeHTa, B'6anioHe HeO6GXOAMMO CO3AaTh AaB/eHNE HE HMXKXE HOMUHASILHOTO.

He npeBbllWaiiTe pacueTHoe AaBfieHVe paspbiBajbéannoHa (PAP), KoTopoe yka3aHOo Ha
3TUKeTKe n3genus. Cneaute 3a jaBrieHMeM B 6anngHe B npouecce pasgyBaHus. PasgyBaHue
6annoHa noj AaBAEHMEM, MPEBbILLAIOLMM 3HAUeHUE; YKa3aHHOe Ha 3TUKETKe W3AeNNsi, MOXET
NPUBECTM K paspbIBy 6asi/ioHa U MOBPEXAEHUI0 UHTUMbI C pacc/oeHNeM CTEHKU COCYAa.

[pn BbINONHEHWM MocTAMNATaLUN C UCMONb30BAHUEM HEKOMM/IAEHTHOr0O 6annoHa HeO6XO,qVIMO
nogaep>XXnBath. BbICOKOE faB/IEHUNE.

HepocTaToyHoe paclivMpeHuMe CTeHTA MOXET NPMBECTU K ero cMelleHuto: Heo6xogmmo
TUlaTeNbHO MoA6UpaTb pasmep CTeHTa A5 06ecrneyeHnss ero rosHOro MpuneraHnsl K CTeHKe
apTepun mpu cayBaHWM 6annoHa. Tpebyeres NPUAOKUTb BCE YCUAUS ANa MPEAoTBpaLLeHUs
HEnosIHOTE ‘paclumpeHns cTeHTa. O6paTuTecb K yKasaHusM pasgena 9.0-«WHdopmauus o
K/IMHUYECKOM MPUMEHEHUN»

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

V3BpeUeHMe CTeHTa C MUCMO/b30BaHieM. oNoNHUTENbHbIX CPeAcTB (MPOBOAHMKOB, NeTeNb Wn
32KIUMOB) MOXET BbI3BaTb AOMO/HUTENIbHOE MOBPEXAEHWE COCYAMNCTOR/CeTU U (UNK) yyacTKa
cocyamcToro fgoctyna. K OCMOXHEHWSIM MOFyT OTHOCMTbCS KpOBOTeYeHMe, rematoMa Wnm
dhepMMpoBaHUEe TIOXKHON aHEBPU3MbLs

rlpl/l NneYyeHMn MHOXXECTBEHHbIX nopa>KeH|/||7| OfHOro cocyga BbINO/IHATE CTEHTUPOBaHWUE
ANCTaNIbHOrO MOpaXkeHUA nepef CTEHTUPOBAHUEM MPOKCUMA/IbHOLO ~MopaXkeHnA. BbInosnHeHue
CTEHTMpOBaHNA B YyKa3aHHOM /MAOpPAAKE WUCKMA4YaeT nepekKpeTue, “APOoKCMMa/iIbHOro CTeHTa BO
BpeMAa pasMeweHUA ONCTaNIbHOFO. CTEHTA U CHMXKaeT BEPOATHOCTbMOBPEXAEHNA U CMELLLeHUA
NMPOKCMaJ/IbHOT O CTEHTA.

Mpy  Heo6X0AMMOCTM MNPUMEHEHUS HECKOMbKUX CTEHTOB,  “BbIAENAOWNX NeKapCTBEHHOE
BeLlecTBO, CcfejyeT UCMNOb30BaTb TO/IbKO CTEHTbLI M3 aHaIOFMYHOro Mo CoCTaBy MaTepuana
(Hanpumep, CcTeHTbl KopoHapHble XIENCE ¢ nekapCcTBeHHbIM MOKPbITMEM C WAEHTUYHbIM
cybcTpaTom M3 KobanbTa M Xpoma). [oTeHUMaibHOe B3aMMOLeCcTBME C APYTMMU CTEHTaMu ¢
NeKapcTBEHHbIM MOKPbLITUEM, WM MNOKPLITLIMXA CTEHTaMW, He NOABEeprasocb OLeHKe, W ero
cnefyeT m3beratb. PasMelleHMe HECKONbKUX CTEHTOB W3 pasHbIX METaoB, HaxoAsAwmxcs B
KOHTaKTe ApYr C APYrOM, MOXET YBe/IMYUTb BEPOATHOCTb KOPPO3MM in Vivo, HECMOTPS Ha TO 4TO

Pocsppassansope
info@nevacert.ru
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UCMbITAHWSI Ha KOPPO3MIo in Vitro ¢ wucrnofb3oBaHWeM cTeHTa M3 cnnaBa L:605 CoCr B
coueTaHMM CO CTeHTamMy U3 HepXaBelolleli cTanu 316L He MpPOAEMOHCTPUPOBAIU
pacnpocTpaHeHUss KOPPOo3nM.

e« CrTeneHb BO3JENCTBMA Ha MNaumeHTa JIeKAPCTBEHHOro cCpeAcTBa M NOAMUMEpa  HanpsMyto
CBsi3aHa C KOMNYeCTBOM MMMIaHTUPOBaHHbIX CTEHTOB. MMauneHTy MOXET ObITb)yCTaHOB/IEHO [0
YeTblpex CTEHTOB KOpOHapHbIXx XIENCE Xpedition ¢ neKapCTBEHHbIM MOKPBITUEM 3BEPOIUMYC
Ha CWUCTEMe [JOCTaBKM WM JPYrux CTEHTOB KOPOHAPHbLIX C JIEKAPCTBEHHBLIM MOKPbITUEM
3BEpPONIMMYC Ha cucTeMe pgocTaBku .u3 cemelictBa XIENCE (XIENCE-V, XIENCE PRIME,
XIENCE Xpedition, XIENCE Alpine) B 3aBMCMMOCTW OT KoNn4yecTBa obpabarbiBaeMbiX COCYA0B
W AnHBI nopaxkeHus. MauymeHTam, AOABepPraeMbIM HEOT/IOXHOMY CTEHTMPOBaHUIO, MOryT 6bITb
YyCTaHOB/EHbI AOMNOMHUTENbHbIE CTEHTbl M3 ceMeincTBa XIENCE. Mchnonb3oBaHMe HECKObKUX
cTeHTOoB M3 cemelictBa XIENCE MpYBOAUT K yBENIMUEHWIO [03bl JIEKAPCTBEHHOrO BeLLecTBa U
nonnmepa, Nosay4yaemMon naunmeHToM.

BesonacHocTb U 3((PeKTUBHOECTb KOpOHapHbIX cTeHTOB XIENCE Alpine, Bbigenstowmx
NIeKapCTBEHHbIN npenapaTt 3BEPONMMYC MpY NledeHUM NauuMeHTOB-C 6paxmuTepanueli Lenesoro
nopaxkeHNWs WM UCNOMb30BaHUe 6paxuTepanun LN pPecTeHo3a npu  CTeHTUPOBAHUMU
KOPOHApPHbIX COCYJ0B C UCMOAb30BaHNEM CTEHTOB KOPOHApHbIX, ‘BbIAENSAOLMNX NeKAPCTBEHHbIN
npenapat aBeposmmyc, u3 cemelictBa XIENCE He ycTaHOBMeHbIl. Kak CTeHTbI 4159 COCYAMCTOM
6paxuTepanuu, TaK W ,CTEHTbl KOPOHapHble, BblAeNAOWNe JeKapCTBEHHbIM npenapat
sgeponumyc, XIENCE npuMBOAAT K apTepuasibHOMY pemMofennpoBaHuio. [loTeHUManbHoe
KOMOMHMPOBaHHOe BO3AEMiICTBME HA PEMOAENMPOBAHUE ) apTepuili  C  MCMO/Ib30BAHUEM
YKa3aHHbIX ABYX METOAOB'/IEYEHNA ABNAETCA HEN3BECTHbLIM:

5.3 Vcnonb3oBaHWe B coYeTaHnn ¢ ApyrMMun npouenypamMu

B To BpemMs Kak MOArOTOBKa COCYLOB MpU NleYeHUN CNOXHBIX MOPaXEeHWU MOXET BK/IOYaTb B cebs
MCNOMb30BaHWe  pa3INYHbIX. MeXaHUYeCKUX aTepeKTOMUYEeCKMX YCTPOMCTB, 6e30macHoOCTb W
3 (heKTUBHOCTb CTEHTOB/XIENCE Alpine He ObInn ycTaHOBAEHbI B paMKax K/INHUYECKUX UCMbITaHWi C
MCNOMb30BaHUEM MeXaHUYeCKMX aTepIKTOMUYECKMX YCTPOWCTB (HampaBfieHHbIX aTepeKTOMUYECKUX
KaTeTepoB, BpalLlaloWNXes aTepIKTOMUYECKMX KaTeTePOB) WM  Na3epHbIX aHrMonIacTUYecKmx
KaTeTepoB.

5.4 Mepbl NpefoCTOPOXHOCTU NPU U3BMEUYeHU CTeHTa UK BCeli cucTembl
» l3B/ieyeHne cUCTEMbl OOCTABKU CTEHTA MEpen ero packpbITvem

Ecnu neped packpbITVeM CTeHTA MOTPebyeTcs W3BMeYb CUCTEMY [0CTaBKM, y6efMTecb B TOM, 4TO
MPOBOAHVKOBBIA. KaTeTep PacnonoXeH KOaKCUasIbHO)C CMCTEMOI OOCTaBKWU, U OCTOPOXKHO W3BMEKWTE
CUCTEMY JOCTABKM B MPOBOAHUKOBLIV KaTeTep. EcAv B KaKoW-N1M60 MOMEHT Mpy USBAEYEHUWN CTEHTA B
MPOBOAHMKOBBHA, KaTeTep BO3HMKAET Heo6blYHOE COMPOTUMB/IEHME, CUCTEMY MAOCTaBKM CTeHTa MU
MPOBOAHMKOBLI KaTeTep HEoGXOAMMO W3BAEYb KaK efuHOe Lenoe. Ty «Apouesypy cnegyet
BbIMOMHATL MO HeMocpeACTBEHHOM PeHTreHOCKONUYecKoi Busyanusawmei.

N3B/eueHne cUCTEMbl [AOCTaBKUSCTeHTa/6an/ioHa nocne gunataly u3 packpbITOro
cTeHTa:

1.. CpyliTe 6annoH, co3gas oTpuuate/ibHOe AaBNeHUe B YCTPONCTBE 414 pasgyBaHus. CoyBaHue
6ann10HOB 60/blUero pasMepasu 4vHbl 3alimeT 6onbule BpemMeHU (f0 30 ceKyHZ), Yem
6an1/10HOB MeHbLUEero pasMepa-u-AnuHbl. oj KOHTPO/eM PeHTreHockonuu ybefuTecb B TOM,
yTo 6aNN0H cAynca, v nofoxauTe ewe 10-15 ceKyHA.

2. YCTaHOBMTE Ha YCTPOMCTBE~AAA pasfyBaHMs oTpuuaTenbHOE (negative) mnuM HeliTpanbHoe
(neutral) gaBneHue.

3. CTabunusmpyiite MNOMOXEHME MPOBOAHMKOBOFO KaTeTepa “GHapyXuW OT YCTbs KOPOHApHO
apTepum U 3aUKCUPYIATE’ ero Ha MecTe. Y[AepXKMBaliTe  NMPOBOAHWK B CTEHTUPOBAHHOM
CermMeHTe.

4, OCTOpPOXHO W3BMIEKWUTE CUCTEMY AOCTaBKW/Ga/NoH nocne gunatauuun, meaneHHo NpUKIadbiBas
paBHOMeEpHOE ycusue.
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5. 3aTAHuMTe BpaLLalOLMIACA reMocTaTUYeCKUii KnanaH.
MpumeyaHua:

1. Ecnuv B npouecce uU3BJ/evYeHUA KaTteTepa W3 pacKpbITOro CTeHTa BO3HUKAaET CoNnpoTUB/eHME,
Ana nyduwero noBToOpHOro ceopavmBaHuA 6a51n10Ha BbINOJIHUTE ,El,eVICTBI/IH, frepevncrsieHHble
HWXe:

* [loBTOpHO pa3gyiiTe 6an10H 40 HOMUHA/ILHOIO AaBNEHUS.
e TloBTOpUTe BbiLLENepevncneHHble fedcTBusa 1-5.

2. MMocne yCnewHoro mns3BJie4eHUA 6annoHa u3 PacKpbITOro CTeHTa, ec/in Bbl/ NMOYYBCTBYETE KaKoe-
nméo conpoTmnBneHmne nNpu U3BJEYEHNN CUCTEMbI NOCTaBKW CTEHTaA WIN 6asiaoHa nocne annartaymnn
B Hal'lpaBl'IﬂlOLLl,l/IVl KaTeTep, U3BJIEKUTE BCHO CUCTEMY LIE/IMKOM.

e HeBbINonHeHMe yKasaHHbIX AeACTBUIA M (MNK) MPUNOXKEHUE UYPE3MEPHbIX YCUNuiA K cucTeme
[OCTaBKN MOXKET MPUBECTM K OTCOEAUHEHWIO WM MOBPEXAEHMIO (CTEHTA U (M) KOMMOHEHTOB
CUCTEMbI [OCTaBKMU.

e Ecnu Heo6X0ANMO COXPaHWUTL TIO/IOXKEHME NPOBOAHMKA ANs MOCMEAYIOWEro 4OoCTyna KapTepum
WM MOPaKEHUIO, OCTaBbTE “APOBOAHUK HAa MeCTe U W3BNEKUTE BCE OCTallbHble KOMIMOHEHTHI

CUCTEMBDI.

5.5 Mepbl NpefoCcTOPOXKHOCTU-OC/1E NMM1aHTaunmn

e Tpn Heo6XOAMMOCTM | TEpeKpeliMBaHMSl  PasBepHYTOTo CTeHTa C  MCMOo/ib30BaHMeEM
HanpaBnsloWero MpPoBoAHMKA, 6annoHa, CUCTEMbL® AOCTAaBKM WM KaTeTepoB  A/is
BU3yanusauum, ctaparitecb usberaTb HapyLLIEHUS TeOMETPUM CTeHTA.

« [Mocnegyowunii pecTeHo3 MOXeT MnoTpe6oBaTb “FAOBTOPHOM AvnaTauuyu apTepuasnbHOro
CerMeHTa, B KOTOPOM pacrnosioXeH CTeHT. [o/rocpouHble pe3ynibTaTbl MOBTOPHON gunataymu
CTEHTOB Ha CeroAHsIlUHNI feHb HEeU3BECTHbI.

. Ecnn  nayveHTy Tpebyetca nposegeHue ‘MPT, cm. Pasgen 5.7 «[lojoxeHne o
coBMecn3nmMoeT n ¢ MPT».

5.6 Mepbl NPefoCTOPOXHOCTU MPU UCMO/b30BaHNM Y 0COGbLIX FPpynmn NauMeHToB

5.6.1 bBepemMeHHoCTb

BepemeHHocTb~kaTeropum C.” cm. Pasgen 6.2° «bepemeHHocTb». [laHHOe W3fenve He 6bI10
NPOTECTUPOBAHO Y 6epeMeHHbIX XXEHLUMH 1 MYXXUUH, KOTOpble rOTOBATCA CTaTb oTUamu. Bo3sgeiicTBue
n3genvs Ha-passmBaroLmiica nnog He m3yyeHo.” BosgelictBne XIENCE V Ha pasBuTue MOAOMbITHbIX
KpbIC BO BPEMSA AOPOAOBOr0 W MOCTHATA/BHOrO MepuofoB He MPOLEMOHCTPWUPOBAIO OT/MYMA OT
KOHTPO/MbHBLIX rpynn. Mpy BBefeHUW nepopasibHbIX 03 0,1 Mr/Kr unm BbIlwe HKMBOTHBIM 3BEPOSIUMYC
LEMOHCTPUPOBaN PENpPoOLYKTMBHYIHO TOKCMYHOCTb, BK/IOUasi TOKCMYECKOe BO3JENCTBME Ha 3MOPUOH 1
(heTOKOTOKCUYHOCTb\ 3(PeKTUBHYIO KOHTPALENUUI0 PeKOMeHAYeTCs HauMHaTb Mepej UMmnnaHTauuen
W npojo/nKaTb B TeyeHWe OfHOro ““Foja nmnocse uUMNAaHTauuu. HeemMoTpsa Ha OTCITCTBUE
NPOTUBONOKa3aHWU PUCKN 1 PenpoayKTUBHbIE BO3AENCTBUSA Ha CErOAHSALUHUIA IeHb HEU3BECTHbIN.

5.62 ) NakTauyus

CM. Pasgen 6.3 «JlakTauus». MNMoTeHLaNnbHOe NPOHMKHOBEHWE 3BePOANUMYCa B MaTePUHCKOE MO/OKO
ABASAETCSA HeM3BeCTHbIM. Heob6X0AUMO! NPUHATL pelleHne 0 NPeKpaleHU naktauum Ao MMnaaHTaumm
CTEHTa, yuNTbiBas BXKHOCTb MPOLUEAYPbl CTEHTUPOBAHUSA 471 MaTepW

Certican® UK label Mar 2015, Afinitor EU authorization SPC Dec 2014, Votubia EU SPC Sept 2014, Afinitor US label Jan
2015, and Zortress® US label Sept 2015. Refer to www.MHRA.gov.uk,www.ema.europa.eu, and www.fda.gov for the most
recent versions of these SPC/labels.
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5.6.3 TegnaTpus
Be3onacHocTb M ahhekTMBHOCTL cTeHTa XIENCE Alpine B negnatpuun He yCTaHOBMEHb.

5.7 MNMonoxeHne o coBmectumocTtn ¢ MPT

JOKNMHNYecKMe UCMbITaHUA MoKasas/n, YTO YCTaHOBKa Kak OJHOr0 CTeHTa, TaK U CMETeM U3 HECKONbKUX
nepekpbiBatowmxca cTeHToB XIENCE Alpine o6uweidi pgnvHoii o 71 -MMm He SBNseTcA
NpoTMBOMNOKasaHveM KnposegeHuto MPT. BezopacHocTb MPT ycTaHOBeHa Ans eAefy oL X YCIOBUIA:

e CTaTMYeCcKOoe MarHWTHOE NoJe HanpPsXeHHOCTb 1,5 wm 3 Tn;

*  MNPOCTPaHCTBEHHbIV rpagueHT He 6ofee 2500 c/ewm;

*  MakcuMmanbHas yfhenbHas nornouwiaemas mMowlHocTb (SAR), ycpeaHeHHas gns Bcero tena - 2,0
BT/kr (06blYHbI pabounii peXxxMM) Npy CKaHMpoOBaHWW B TeueHWE He 6onee 15 MUHYT Ans
Ka>K[0i1 nmocnefoBaTe/IbHOCTH.

B ycnoBmsax ckaHMpoBaHMWA, onucaHHbIX Bbille, oxupgaeTcs, 4To cTeHT XIENCE Alpine gocturHer
MaKCMMasIbHOro MoBbILeHWs TeMnaepaTtypbl MmeHee 3,3 °C No UCTEMEHMW 15 MWHYT HenpepbIBHOIO
CKaHMpoBaHWA.

Mpy  HEK/IMHMYECKMX  UCALITAHUAX  AedeKTbl n306parkeHns, BbI3BaHHble  U3[ENNEM,
pacnpocTpaHATCA Ha pacCcTOAHUM NpubanM3nTenbsHo 13 MMy 0T cTeHTa XIENCE Alpine nipu
BU3yanmsaumum C UCMosb3oBaHMeM MOCNefoBaTeNlbHOCTU FPafMeHTHbIX wuMnynscoB U MPT c
WHAYKLMWeA MarHUTHoro nomas. 3 Thn.

5.8 B3anmogeiicTBre c-AEKapPCTBEHHbIMU CpeAcTBamMu

Cm. Pasgen 6.1 «BsaumopgeiicTBue ¢ ApyruMu nekapcTBEHHbIMU cpefacTBamMu». VI3BECTHO, 4TO
HeKOTOpble IeKapCTBEHHbIE CpeAcTBa O0KasbIBalOT BUSHUE ‘Ha MeTabo/M3M 3BeposIMMYyca, a Takxke
CNOCO6HbI BbI3bIBaTb ApYrMe B3aMMOLENCTBUSA C JIeKAPCTBEHHbIMW cpeacTBaMu. WM3BeCTHO, 4TO
3BEPONMMYC fIBNSETCA. Cyb6CcTpaToM Kak ansa  uutoxpoma P4503A4 (CYP3A4), Tak u gna P-
rnvkonpotenHa (PgP)- delicTBue 3Beponmmyca v ero Mocnefytoliee BblBeAeHMe MOryT 3aBUCETb OT
OKasbIBaWLLMX BO3AeMCTBME Ha [aHHbIE MPOLLECChl NIEKAPCTBEHHbIX CPeACTB. Takke W3BECTHO, 4TO
3BEPOJ/IMMYC COKpawiaeT MpPOAO/IKUTE/IbHOCTL BbIBEAGHUS M3 OPraHm3Ma HEKOTOPbIX “PeLenTYPHbIX
npenapaToB npu ‘MepopanbHOM BBEAEHUMW COBMECTHO C uukaocrnopuHoMm (CsA). ©OduumanbHble
nccnefoBaHNA B3aMMOJENCTBUA C JIEKAPCTBEHHbLIMW cpefcTBaMy Ha cTeHTe XIENCE Alpine He
NPOBOAUNNCL M0 MPUYUHE OrpaHWUYEeHHOro BO3AENCTBMSA CTEHTA KOPOHAPHOroj, BbIAENAOLLEr0
NleKapCTBeHHbI ApenapaT 3aBeposiMmMyc. MoaTomy-caefyeT YAeNnUTb AO/HKHOE BHUMaHUE BO3MOXHOCTU
KaK CMCTEMHOIO;. TaK W /IOKa/IbHOro B3aMMOfEeNCIBUSA NeKapCTBEHHbIX CPeACTB B CTeHKe cocyga npuv
NPUHATUN  pelteHns 06 ucnonb3oBaHMM cTeHTa XIENCE Alpine Ha nauyuveHTax, NpUHUMAIOLLNX
NleKapCTBeHHbIe CpeAcTBa C W3BECTHbIM B3aMMOLEACTBMEM C 3BEPOSIMMYCOM/ VMM MpU MNPUHATUN
pelleHna o/Havane sie4eHUs LaHHbIMW npernapataMmy naumeHTa, HeAaBHO MPOXOAWMBLUEIO fieYeHUe ¢
npumMmeHeHuem cteHTa XIENCE Alpine.

5.9 [oTeHUManbHOoe nofaB/ieHne UMMyHUTeTa

3BeposuMyc, akTuBHblli uMHrpegmeHT XIENCE Alpine, npeactaBnsieT co6oli MMMYHOCYNpeccUBHOe
cpeacTBo. lMofgaBneHne u3genvem UMMMYHUTETa MNpY NPOBEAEHUN KVHUYECKUX WUCMbITaHUA CTEHTOB
cemerietBa SPIRIT u XIENCE He {Ha6bnwopanock. TeM He MeHee, [ MalMeHTOB, KOToOpble
OLHOBPEMEHHO MNPOXOAAT Tepanuio/ /HeCKonbkmmMu unsgenusammn  XIENCE Alpine, He uWCKo4YeHa
BO3MOXHOCTb JOCTVDKEHUSA UMMYHOCYHAPECCUBHbIX YPOBHEN CUCTEMHON “KOHLEHTpaL MM 3BeponmMmyca, B
0COOEHHOCTW Yy MauMeHTOB, KOTOPbIEYTaKXKe MMEIT MEeYEeHOUHYH HefOCTaTOYHOCTb WM NPUHUMAOT
Apenapatbl, uHrnbmpyowme CYP3A4 nnn P-rnukonpoTevH. Mo jaHHOM NpuyunHe cnefyeT ¢ 0co6oi
TLWaTeNbHOCTb  paccMaTpuBaTh = . MPoLeAypy  JledeHna  MauueHToB,  NpUHUMaKWUX  gpyrue
MMMYHOCYMpeccopbl UM NMOoABEePXEHHbLIX PUCKY NOAaBMeHUA UMMYHUTETA.
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5.10 lNoTeHyManibHOE MoBbIWeHNe YPOBHA NNNNA0B

MepopanbHOe BBeLeHWE 3BePOSIMMYCa MpU MepecafKe MOYKA Uy MaLMEHTOB C NMOYeYHOId KapLUHOMON
Bcerja accounmpoBasiocb C MOBbIWEHHLIM YPOBHEM XOJIeCTEPUHA B CbIBOPOTKE W YpPOBHEM
TPUIANLEPUAOB, YTO B HEKOTOPbIX Clyyasx TpeboBasno nedveHus. JaHHbln 3hdekT Habnoganca npu
ONVTeNbHOW MNepopasibHOM Tepanun Kak C HU3KOW, TaK W C BbICOKOM A03MPOBKON( B)3aBUCUMOCTU OT
fo3bl npenaparta. lMpy 1MCNosb30BaHUM B COOTBETCTBUM C MOKa3aHUAMM MO MPUMEHEHUIO O0XXWAAeTcs,
YTO BO3/eNCTBUE CUCTEMHbIX KOHLEHTpaLunii aBeponnmyca, Bblgenstowmxcsa ns credta XIENCE Alpine,
OyfeT 3HAUYNTENbHO HWXEe, YeM KOHLEEHTpauums, 06bIYHO nosiyyaemas MnepeHeCLLMMIY TpaHcnaaHTauuto
nauyeHTamu. [1oBbilLlEHNEe YPOBHA XONecrepuHa W TPUTNULepuaoB B CbIBOPOTKE KPOBUM Mpw
NPoBeAeHUN KAMHUYECKUX ucnbiTaHuin cTeHToB SPIRIT u XIENCE He Habnteganocb. lMNepopasnbHoe
BBefEHNEe 3BEPO/IMMYyCa B COYeTaHUU C =LUKNOCMNOPUHOM accoLMMpoBaHo € yBeMYeHeM YPOBHA
X0J/1eCTEPMHA B CbIBOPOTKE KPOBU U MOBbILWEHNEM YPOBHS TPUT/IULEPULOB.

6.0 NMH®OPMALMA O NEKAPCTBEHHOM CPEACTBE
6.1 B3aMmogelicTBue ¢ ApyrMMmu-JiekapcTBeHHbIMM cpeacTBaMi

DBEPONMMYC B 3HAYUTENbHON cTeneHU meTtabonmsmpyetcs ymtoxpomom-P4503A4 (CYP3A4) B cTeHKax
KMLLEYHUKA U MeYeHU W aBnseTcs./CybcTpatoMm ana 6enka-nepeHocumka P-ravkonpoTenHa. Mo 3Toi
NpPUYMHe BCacbiBaHWE W MOC/efyrollee BbIBeLeHNE 3BepOosIMMYyca MOXET 3aBUCETb OT Mpenapartos,
KOTOpble BAUSAIOT Ha 3TU NyTW. TakXke 6b1s10 NPOLEMOHCTPUPOBAHO, YTO 3BEPOSIMMYC CHMXKAET K/MPEHC
HEKOTOPbIX PeuenTypHbIX MPerapatoB Mpy NepopasibHOM MPUMEHEHUN BMECTE C LUKJ/IOCMOPUHOM A
(CsA). dopmanbHble uccnefoBaHWA B3auMOAEWCTBUA CTeHT-cueTembl KopoHapHoii XIENCE Alpine,
BblAeNAOLWENA NeKapCTBEHHbIA. NpenapaT 3BeposIMMyC C APYrMIA N1eKapCTBEHHbIMW MpernapaTamu He
npoBogunuck. MoaToMy NpU OPUHATAM pelleHns 06 ycTaHoBKe KopoHapHoro cTeHTa XIENCE Alpine,
BbIJeNALLEro 3BeposMMyC, cnefyeT MPUHUMATb BO BHMMAHWE BEPOATHOCTb KakK CUCTEMHOrO, Tak ”
MecTHOro (B CTeHKe Cocyja) B3auMOAEWCTBUSA IeKaPCTBEHHbIX MpenapaTtoB Yy CYOBLEKTOB,
NPUHYMAaOLLMX Mpenapat,. B3auMOoAeNCTBYIOLLUIA C 3BePOSIMYCOM.

Mpy nepopasibHOM MPMEME 3BEPONIMMYC MOXET B3aMMOgelicTBOBaTb C MPeACcTaBMeHHbIMU HUXe
NeKapcTBeHHbIMU NMpenapaTamMmy UM NALLEBLIMU NPOAYKTaMIA™:

¢ WHrubutopbl“usodepmerta CYP3A4/P-rnkonpetenHa:

0 MNpPOTUBOrpMOKOBble Mpenapatbl (Hanpumep, (AYKOHa30/, KeTOKOHAa30/1,; WUTPaKoHason,
nocakoHa3oJ/l, BOPMUKOHa30/);

MaKpoaAnLHble aHTUOMOTUKM (HaNnPUMEP;-IPUTPOMULIMH, KNapUTPOMULMH, TEANTPOMULMH);

o 6/10KaTOpbl Ka/bLMeBbIX KaHaN0B (HanpuMmep, Bepanamusl, HUKapAUNUHSAUATNA3EM);

0 WHEUMBUTOPbI nNpoTeasbl (Hanpumep,/ pUTOHaBUp, artasaHaBup, CaKBUHaBWP, AapyHasBup,
WHAWHABUP, HeNUHaBMP, amnpeHaBup, pocamnpeHasup);

o Apyrue  (Hanpuwmep, LMKIIOCMOPWH, Heda3o0H, umnsanpup, MeToK/IoNpamMug,
OpOMOKPUMTUH,  UUMETUAWH, <daHas3on, cungeHapun, TepdeHaanH, acTeMuson,
rpenndpyT/rpeinpyToBbI COK, (ANIOKCUH).

¢ UHpykTopbl n3oepmeHTa CYP3A4/P-LAMKONpoTeMHa:

0./ aHTMONOTMKM (Hanpumep, pudamnnH, pugabyTuH, LMNpodIoKcaunH, 0hIOKCaLNH);

0 )’ aHTUKOHBY/bCaHTbI (Hanpumep, “KapbamasenuH, eHobapbuTan,/ PeHNTOnH);

0 HeHyKJleo3ufHble WHIMOMTOPblI 00paTHOW  TpaHCKpunTasbl(s(Hanpumep, 3daBUpPEH3,
HeBMpanuH);

0  [/IIOKOKOPTUKOUAbI (Hanpumep, AeKcameTas3oH, MPeaHU30H, NPEAHN30SI0H);

0o uHrMéutopbl Ml -KoA-pefyKTasbl (CMBacTaTUH, N0OBaCTaTUH);

o [Apyrue (Hanpumep, 3BepoO0N).

[ns nonydeHuns 6onee nogpo6bHOW- MHGOPMALUM O B3aMMOAENCTBUKU=C IeKAPCTBEHHLIMU NpenapaTamu
CM. MOCNeHIO MH(OPMaLMI0 HA 3TUKETKe MpenapaTta aBeponnumyc\

A JICT HasHaueHys npenaparta Certican®, gata camoro noceaHero o6HosneHyst: 30 mapTa 2011 r. Novartis
" Pestome xapaktepuctu nagenus Afinitor ®, gata nonyyeHns paspelueHns 8 mapta 2009 r., Novartis
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6.2 bepeMeHHOCTb

BepeMeHHOCTb KaTeropum C: COOTBETCTBYHOLMX WCCNeA0BaHUI BO3JeACTBMA 3IBepPOSIMMYCA WU
cteHTa XIENCE Alpine ¢ yyactnem 6epeMeHHbIX XEHLUMH He NMpoBOAMAOCL. Bo3gelcTBME n3gennsa Ha
passuBawLMiica nnog He msydeHo. BosgenctBrne XIENCE V Ha pa3BuTue NOAONbITHBIX KPbIC BO BPEMS
[OpPOLOBOro W NOCTHATa/IbHOr0 MepuoaoB He MPOLEMOHCTPUPOBASIO OTANYUIA OT KOHTPO/IbHbLIX Fpymn.
Mpy BBeAeHUU NepopasibHbIX f03 0,1 MI/KI WK Bbille Y >XMBOTHbIX 3BePOSIMMYC) Nnokasas 3PGeKThbl
PenpoayKTUBHOW  TOKCMYHOCTHU, BK/IHOYasl | TOKCUYECKOe BO3feNCTBUE Ha  3M6puUOH n
(PETOKOTOKCUYHOCTbL'* PeKOMEHAYeTCA MPUMEHATL 3PHEKTUBHYH KOHTpaUenuuio-mepes umnnaHTauuei
cteHa XIENCE Alpine v npogonxkatb ee-rpuMeHeHWe B TeYeHMe OAHOro roga-nocne MMnaaHTauumn.
CteHT XIENCE Alpine cnegyeT Mcrnonb3oBaTb G6epeMeHHbIM >XEHLIMHAM TONbKO B TOM C/ly4ae, ecnu
noTeHUMaNbHble NPenMyLLecTBa CTeHTa APEBbLILLAIOT NOTeHUNaNbHbIE PUCKU.ETO NMPUMEHEHNS.

BesonacHocTb cTeHTOB XIENCE Alpine 4058 My>UrH, TOTOBSALLMXCA CTaTb OTWAMW, HE UCCefoBasnach.

6.3 Naktayms

Hen3BecTHO, NPOHMKaET NN 3BEPOAMMYC B MaTepuMHCKOe MOMIOKO. Kpome Toro, Ans feTel rpygHoro
Bo3pacTa He 6blan onpegeneHbl’ Npopuam (apMakKoOKMHETUKM 14 6e30nacHOCTU 3BeposiMmyca.
CnepoBaTesibHO, KOPMSILLMX MAaTepeil crnegyeT WUHHOOPMUPOBATH 0“BO3MOXHbIX Cepbe3HbIX MO60YHbIX
peakumMsax Ha 3Beponumyc y'(pyaHbix peTell. [Mepef wmMmnaaHTaumelr cteHTa XIENCE Alpine
HEeoOX0AMMO MPUHATbL pelleHne OTHOCUTENbHO TOro, CnefyeT AW-PeKpaTuUTb NakTauuo Uan rnpoBecTu
anbTepHaTUBHYIO NMpoueaypy, YPeeKoXXHOro KopoHapHoOro BMeLLaTeAbLCTBA.

7.0 BO3MOXXHbIE HEXEJIATE/IbHbIE NMOCNEACTBUA

HeGnaronpuaTHble CO6GBITUS, KOTOpble MOFYT 6biTb CBsi3aHbl C  Npouegypamn  YpecKOXXHOro
WHTEPBEHLIMOHHOIO fleY4eHns M UCMONb30BaHMEM CTeHTA' Ha HATUBHOM KOpOHapHOl apTepuu,
BK/IOYAIOT, HO He OrpaHUUMBalOTCS CEAYOLMMNA:

o Anneprudeckas  peakumss WM TuUNepuyBCTBUTEABHOCTb K flaTeKCy, KOHTPacTHOMY areHTy,
aHecTe3nu, ~MaTepManaMm ycTpoicTBa (Ko6anbT, XpOM, HUKeb, BONb(Ppav= akpun W
(hTOPNONVMEPBI), a TaKXKe peakumn Ha 3BEPOIMMYC, aHTUKOArynsHTbl UM aHTUarperaHThbl

e OCnoXHeHUsT COCYAUCTOro LOCTyna, KOTOpble MOryT NoTpe6oBaTb MepenvBaHWs KpPOBU WM
BOCCTaAHOBJIEHNS COCYAMCTOM CTEHKM, BK/OYas:

o Peakuumn B MecTe pasMeLleHUs KaTeTepa

o “KpoBoTeueHue (3KXMMO03, MpocayuBaHue, remMaToma, KpPOBOM3USHKE, 3abploLLIMHHOEe
KPOBOW3MSIHUE)

o “ApTepuoBeHO3Has (PuUCTyna, NcesfloaHeBPU3M, aHEBPU3MA, ANCCEKLUS,
nepgopauuns/paspbiB cocyaa

o, OMm60n1a (BO3a4yX, TKaHb, HajeT, TPOMBOTUYECKMI MaTepran UK. yCcTPOMCTBO)

o [MoBpexaeHne Nepuhepmnyeckoro Hepsa

o [Nepudepunyeckas nemmst

e /OcnoXHeHUs1 B 0611aCTN KOPOHApHO apTepun, KOTopble MOTYT NoTpe6oBaTh AONO/HUTENIBHOMO

BMeLlaTeNbCTBa, BK/OYas cnefyfoLlee:
o [MonHasa okkMO3MA UM BHE3aNnHoe 3aKpbITye cocya
o ApTepuoBeHO3Has ucTtyna, nceBAoaHeBpPU3M, aHeBpU3Ma, auccekums,
neptopauunsa/paspbiB cocya

Mponanc TkaHW/ cMmeLleHne 6NsALWLKN

ambonusa (Bo3gyX, TKaHb, O6M1sALLIKA, TPOMOOTUYECKUI MaTepran unm ycTpoiiCcTBO)

KopoHapHbIi nnn TpomM603 cTeHTa (OCTPbIA, NOAOCTPLIA, 'MO3AHNIA, O4YEHb MO34HWIA)

CTeHO3 WUNn pecTeHo3

O o o o

Ceptudhukar Certican ® UK Mar 2015, ceptudomkar Afinitor ®EU SPC Dec 2014, Votubia ®EU SPC, ceHTs6pb 2014 roga,
norotvin Afinitor® US Jan 2015 n neiibn Zortress ®US ceHTa6pb 2015 roga. Cv. Www. MHRA.gov.uk,www.ema.europa.eu 1
www.fda.gov anst nocnepHmx Bepeuin aTmx SPC / METOK.
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MepukapgnanbHble  OCNOXHEHWUSA,  KOTOpble  MOryT  notpe6oBatb  AOMQSIHUTENIBHOIO
BMeLlaTeNbCTBa, B TOM YnUC/e:
o CepgeyHaa TamnoHaga
o MepukapgnanbHbIA BbINOT
o [epukapgut
CepgeyHble apuTMuM (BKIKOYasA HapyLLeHUs NpPOBOAMMOCTM, cneuuduyeckiue; npescepiHble u
XenyaouKoBble apuTMni)
CepfeyHble ULIEMUYECKME COCTOAHMSA (BK/OYAA WLLIEMUIO MMUOKapAa,: MHMapKT MuokKapaa
(BkMoyass  oCTpbIli), cnasMm KOPOHApHOW apTepum U HecTabUNbHYD) WK CTabUAbHYIO
CTEHOKapaunio)
MHcynbT / TpaH3MTOpHasa mwemudeckas ataka (TIA)
HapylieHuss paboTbl opraHos:
o CepfgeyvHo-pecnupaTopHbiii apecT
o CepjgeyHasa HefoCTATOYHOCTb
o CepjaeyHo-neroyHas HEAOCTATOYHOCTb (BK/OYAsA OTEK SIEFKUX)
o [oyeyHasa HefOCTATOYHOCTL/OTKA3 MOYEK
o Lok
PaccTpoicTBa KIeToK KpoBu (BK/OYas MHAYLMPOBAHHYO renapuiomMm TpomboumToneHuto (HIT))
MMNOTOHNA/TUNEPTOHNS
VHeKLMOoHHble 3a601eBaHUsA
TowHoTa 1 pBOTa
CepgauebuneHne, ronoBaKpy>xeHmne n 06MopoK
Bonb B rpyau
Jlnxopagka
[pyrne 6onm
JleTanbHbIN MCXOA

HebnaronpusaTHble BO34EWCTBUSA, CBA3aHHbIE C eXeAHeBHbIM., NepopanbHbIM BBeAeHMEM 3BeponMMyca
B fo3upoBke oT 1,5 mMr7go 10 mr B feHb, onucaHbl B CBOAKe XapakTepuctmk npogykta (SPC) u Ha
3TUKeTKe npenapata® , OnucaHHbIe HWKE PUCKW, BKIHQHAIOT B CebA 0Xujaemble HebnaronpusATHbIE
BO3JeNCTBMSA, UMEKOLLUE OTHOLLEHNe KCTpajaloWwmnM Kapauonormiyeckumm 3abonesaHnaMu-nayneHTam,
Ha KOTOpble CCbINATCA B JIPOTUBOMOKA3aHUAX, TPeAYNPeXAeHnaX W NpefoCTepexXeHUsAX Ha
3TUKETKaX/KPaTKNX ;XapaKTepUCTMKaxX JleKapCTBEHHbIX=CPeACTB C COAepXaHuWem 3BeponvMyca wwunm
KOTOpble HabnaalTca ¢ 4acToTor >10% npu BbIMOAHEHUN KIMHUYECKMX UCMbITAHUA C-AepopasibHbIM
BBefeHWeM 3BeponMmyca Mo pasMyHbIM MokasaHWsaM. O3HaKOMbTECb C COAepXaHMeM  KpaTKux
XapaKTepuUCTUK “JIEKApCTBEHHOr0 CpeAcTBa U “3TUKETKWN Ana  MojyydeHuss 6onge  mofpo6Hoi
NHopMaLMN 0“CIefYOLLMX MeHee YacTbIX MOBOYHLIX ah(heKTax:
* bBonb BXKMBOTE
*  Manokposue
*  AHCMOANCTPOGUSA (NOBbILLEHHbIN PUCK C-APUMEHEHNEM MHIMbuTopa Alrld)
e ApTepuranbHbie TPOMOGOTMYECKUE BO3AENCTBUS
* KpoBoTeueHue u Koarynonatusi (B TOM 4nc/lie reMOSIMTUYECKUIA ypeMuyecknin cuHgpom [YC],
TpomboTMUecKas TpombouuToneHndeekaa nypnypa [TTI1] n Tpom6oTUHEEKAA MUKpPOaHrnonaTuns
C FOBbILUEHHbIM PUCKOM BO3HWKHOBEHWS NpY COBMECTHOM MCMONb30BAHMU LIMKIOCNOPUHA)
3anop
Kawens
CaxapHblli gnabeTt
Anapesa
Ofplwka
3M6pM0/heTOTOKCUYHOCTb
dputema
SpuTposepmMus
MonoBHas 601b

Cepmudoukar Certican UK Mar 2015, ceptudmkar Afinitor EU SPC Dec 2014, Votubia EU SPC, ceHTs16pb 2014 rogg,
norotvin Afinitor® US Jan 2015 v neitbn Zortress ®US ceHTs6pb 2015 roga. Cv. Www.MHRA.gov.uk,www.ema.europa.eu u
www.fda.gov anst nocnegHux sepcuii atnx SPC / MeTok.
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Tpom603 neveHo4vHol apTepun (HAT)

lMeyeHOUHble paccTpoiicTBa (BK/OYAsA renaTuT Y OKENTYXyY)

MNepuyBCTBUTENIBHOCTb KaKTUBHOMY BELLECTBY WM APYTMM MPOU3BOAHbIM pamaMuLnHa
MNoBbILLIEHHOE apTepunanbHoe faB/ieHune

MHekums (6akTepuanbHble, TPUOKOBLIE, BUPYCHble WM npocTeliwmne WHPEKUMM, BKIOYas
WH(eKUUN € ONMNOPTYHUCTUYECKMMU naToreHamu). CoobLLanocb 0 BUPYEax, CBSA3AHHbIX C
BMpycom Bupyca nonuombl (PVAN) JC, cBSi3aHHbIX C MPOrPecCUpyoLieil MHOXECTBEHHOWA
neinkosHuedanonatvein (PML), ¢aTtaibHbIMWU UHPEKUMAMU U CEMCUEOM Y NaLMEHTOB,
nonyyaBLUMX NepopasibHbIA 3BEPOMMYC.

IMoyeyHbIn apTepranbHbIi U BEHO3HbIA* TPOM603

Vi3mMeHeHNss pe3ynbTaToB fabopaTopHbIX uccnefoBaHuii (MNOBbILWEHWE )YPOBHSA KpeaTWHWHA B
CbIBOPOTKE,  MPOTEVMHYPUS, TUAOKaIMEMUS,  TUMNEPTIMKEMUS,  AUCAUNUAEMUS,  BK/OYas
rUNepxosieCTeEPUHEMUIO U TUMNEPTPUINNLEPUAEMUIO, aHOMasbHbIE ~pe3ynbTaTbl TECTOB Ha
(DYHKUMNIO NeYeHW, CHMXXEHME TeMOorobuHa, MMmMGoumnToB, HENTPOPUA0B N TPOMOOLMTOB)
Jinmgoma 1 pak Koxm

TowHoTa

HethpoTOKCMYHOCTb (B KOMBUHALMN C LIMKIOCMOPUHOM)

HenHMhEeKUNOHHBLIA NHEBMOHWUT (BKIOYas MHTEpPCTULMabHOe 3a60neBaHme Nerkux)

AdTO3HbIN cTOMATUT

Bonu

[MaHKpeaTnT

MeprkapananibHbIi BbIMOT

Mepugepnyecknin oTek

MneBpanbHbIA BbIMNOT

MHeBMOHUA

JlnuxopafoyHoe COCTOSRHME

BbicbinaHue

lMoyeyHan HefOCTATOUHOCTb

MHeKUns BEPXHUX AbIXaTe/IbHbIX NyTel

MHeKUNs MOYeBbIBOAALLNX NyTel

BeHo3Hasa TpomMboam6b60nus

PBoTa

YXy[LeHUE 3aXKMBNEHUA paH (BKIOYas MHMEKUMN 1 nuMdoLene)

8.0. OTBOP NJEYEHWE NALUMEHTOB
8.1. MoabGop/MHANBUAYa/bHbLIX BAPMAHTOB JIeUeHMs

Mepes wuemonb3oBaHvem  cTeHTa M3 “.cepum  XIENCE  EECSS  cnegyet  paccMoTpeTb
BblLLIeNepeyncNieHHble PUCKN W MPEUMYLLLECTBA WHAUBMAYaANbHO AN KaKAOroy nauveHTta. [lomumo
npounx JakTopoB 0T6Opa MauWeHTOB CledyeT Y4YuTbiBaTb PUCK MPOBeAeHUSI. aHTUTPOMBOLMTapHOMIA
Tepanuu=._0OC060 TLWaTeNbHO c/iefyeT paccMmaTpvMBaTb BOMPOC O BO3MOXHOETM YCTaHOBKM CTeHTa
nauveHTam, HefaBHO nepeHecWMM O0O0OCTpPeHWe racTputa wWaM 0060CTpPeHMEe NA3BEHHON 60/1e3HU
XenynKa-1 [BeHaaLaTUNepcTHOM KULLKW.

AHTUArperaHTHble npenapaTtbl [LO/DKHbL. NCMNOMNb30BaTLCA COBMeCTHO C mn3penvem XIENCE EECSS
COrjlacHo0  yKasaHWsM AMepUKaHCKOM ““KapAno/IorMyeckoli Konnernm. “/AMepUKaHCKol —accouuaumnu
Kapaponoros u O6LlecTBa CepAeYHO-COCYAUCTON aHrnorpamm n MHTEPBEHLMOHHbLIX BMELLATEe/IbCTB
(ACC/AHA/SCAI), a Takke pekomMeHgaumini ESC. [Ona onpegeneHns  KOHKPETHOW  CXeMbl
aHTUTPOMOOLUTAPHOW/aHTMKOAryNAHTHOM TepanuuM Bpady A0/DKEH PYKOBOACTBOBATHCA O6LUMPHBLIMU
LAHHBIMMW, MOJTYYEeHHbIMU B KIUHUYECKUX UcnbITaHuAaX cTeHToB XIENCE, coBpeMeHHbIMW [aHHbIMU O
BbIENAIOWNX fleKapCTBEHHbIE .Openapatbl CTeHTaX, [LeACTBYIOWUMM  UHCTPYKUMAMK, a Takke
KOHKPETHbIMU NOTPEeBHOCTAMM KadKAOro naLueHTa.

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

Peructpauus MH s Pocsapassansope
1| info@nevacert.ru




a Abbott VHCTpyKumsa no npumeHeHuto (Poccus) Nucet 17 u3.32
Vascular CTeHT-cucTema kopoHapHas XIENCE Alpine,
BblAeNALWasn NeKapCcTBEHHbIN NpenapaT 3BeponMyc
2018-2

notpe6osanocs B N060e BpemsA MO UCTEYeHUW OLHOr0 Mecsua MNocne UMNIaHTauuu (KopoHapHOro
cteHTa XIENCE, gaHHble KIMHUYECKUX McnbiTaHMid no cteHTam XIENCE 3a 2 roga cBMAETENbCTBYIOT O
HW3KOM MoKa3aTesie YacToTbl TpoMb03a CTEHTA WM OTCYTCTBMW MOBbLILWEHHOrNO pycka TPpembo3a CTeHTa.
MHhopmMauma o nokasatensax 4actoTbl npueegeHa B Tabnuuye 10.3-1.

OueHb BaXHO, 4TO6bI nNauueHT cob6nwhan pekoMeHjaunum Mo aHTUTpPOMO6OUMTApHON Tepanuu
nocne nposefeHna npouepypbl. [lpexaeBpeMeHHoe npekpaweHne npuemMa HasHayYeHHoro
aHTuTpomMboLMTaApPHOro npenapaTa MOXeT MNOBbIWATb PUCK TPoM603a, MHPAPKTa Mmuokapaa unm
neTanbHoro ucxoga. Ecnu po npoBefeHUS UYPECKOXHOIo KOpoHapHoro smewaTenbscTBa (YCKB)
nayneHTy nnaHMpyeTCHA NpoBefeHne Xupyprudeckoi onepaunm unm nevyeHve 3y6oB, KOTOpble MOTY T
norpeboBaTb MNpexAeBPeMEHHOro npekpalieHus aHTuWTpombounMTapHOR, Tepanuu, Bpady w
nauMeHT [O/DKHblI Cepbe3HO 0b6cyaAnThy, ABNSeTCA /M ycTaHoBKa CTEeHTa, Bblagenswwero
nekapcTBEHHbIA npenapaT, W cBA3aHHaa C 3TWMM peKOMeHAOBaHHag .aHTWTpombounTapHas
Tepanusa, noagxogsawmm Bbl6bopom UYCKB.) Ecnm nocne UYCKB nauneHEY 6yaeT pPeKOMeHAOBaHO
npoBefieHne XMpypruyeckoro BMewaTenbCcTBa NN NevyeHne 3y60B, TO CneayeT B3BECUTb PUCKU U
npevmyuiecTBa npoueaypbl B CPaBHEHUN C BO3MOXHbIM PUCKOM, CBA3A@HHbIM C MpeXAeBpeMeHHbIM
npekpaw,eHmeMm aH TUTpoMbOoLNT apHOW Tepanuu.

MaunMeHTbl, KOTOPbIM TpebyeTCH NpekpalieHne aHTUTpPoOMGOUMTapHOA Tepanuum Ha dqoHe
BbIPAXEHHOI0 KPOBOTEUYEeHUs, A0/KHbI HAXOAUT bCSA NO4 TUaTeNbHbIM MEAUULMHCKUM HabnogeHnem
ONA BbIABNEHUS CEPAEUYHO-COCYAUCTbIX OCMOXHEHWI;, nocne cTaGunusauum cocTosiHUA cneayeT
BO306HOBNTb aHTUTPOMGOLMTAPHYI0 Tepanuio Kak MOXHO paHblue. PelleHne o BO30GHOBNEHUU
aHTUTpPOMGOUMTAPHON Tepanuu npuiumaeT fnedaliuii spad

9.0 MHPOPMALIA O KIUHNYECKOM MNMPUMEHEHN

9.1 OcmoTp nepef NENoNb30BaHUEM

1. TwaTeflbHO OCMQTPMTE CTEPU/IbHYIO YMaKoBKY MepeA. BCKPbITUEM U y6efuTecb B OTCYTCTBUU
MOBPEeXAEHU CTEPUNbHOro Gapbepa. He wucnonb3yliTe w3genue B C/y4vae HapyLlUeHWs!
LLe/TOCTHOCTMN CTEPUSIbHOI YNaKOBKM.

2. He ucnonb3yiiTernsgenme nocse UCTeUEHUs] CPOKa-rofHOCTM.
3. HapgopBuTe AaKeT M3 oI 1 U3BNEKUTE BHYTPEHHUIA MaKeT.

MpumedaHue:. HapyxHas 4acTb cTepunbHorol naketa HE siBNsieTcs cTepuibHoil. OTKpoiiTe
BHYTPEHHWI MAKET M MOMEeCTUTe W3B/IeYEHHOE-N3aeNINe B CTEPUSIbHYIO 30HY C_MNpuUMeHeHueM
acenTUYecKoro MeToa.

4. Mepeg-ucnonb3zoaHnem unsgenmsa XIENCE-Alpine EECSS akkypaTHO W3B/eKUTE CUCTEMY U3
YNakoBKM W OCMOTpUTE €e Ha TMpEaMeT OTCYTCTBUSA nepernéos, 'BMATUH U MNPOYMUX
noBpexaeHuin. Y6eamTecb, 4TO CTEHT He BbIXOAUT 3a npefenbl PeHTreHOKOHTPACTHbIX
mMapkepoB 6annoHa. He mcnonb3yinTe.u3genne npu Haamuumn geekToB. He ncnonb3yiTe, He
npuUkacahTecb W He BbINONHANTE (ONepauuii co CTEHTOM, KOTOPBIE MOryT MpUBECTU K
NoBPeXAeHNI0 060/104KN, 3arpA3HEHWUIO WAN CMELLEHWUIO CTeHTa MO <QTHOLUEHUIO K 6asioHy
CUCTEMbI JOCTaBKM.

MpumevaHue: Mpyu o06Hapy>XeHUN nepermndéa WM BMATUHbI Ha MPOKCUManbHOM LWadgTe n3genuns
XIENCE Alpine EECSS 13 Hep)XaBeloLeli CTanm He UCMoNb3yinTe faHHOe n3fenue.

9.2 Heob6xogumble maTepuansbl
o) MOAXOAALLNIA apTepuasbHbIA APOBOAHUK
e MoAxoAswmii (-e) NPOBOAHNKOBLINV (-€) KaTeTepbl;
e 2-3 wnpuya (10-20 mn);
e renapuHM3NpoOBaHHbIN uanoenornyecknin pacteop, 1000 EA/S00 mn (HepNS);
e BpalawLWNACA FemMocTaTMYeCcKMii KnamaH C MWHAMaIbHbIM BHYTPeHHUM auametpom 0,096
aroima (2,44 mm);
e npoBogHuk 0,014 aoinma (0,36 Mm) X 175 cM (MUHMMaSIbHAA LINHA);
*  TOBOPOTHOE YCTPOICTBO
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KOHTPaCcTHOe BelLlecTBO, pa3BefjeHHOe (hM3M00rMYECKUM PacTBOPOM B nponopuun)1:1;
YCTPOWMCTBO AN pa3fyBaHMs 6asioHa;

6annoH coOTBETCTBYIOLLLEr0 pasMepa 4N nNpegunaTaumoHHOM aHrMOMIacTUKM

6annoH COOTBETCTBYIOLLLETO pasmepa ans nocTAnNaTauMoHHOM
HEKOMM/TAaeHTHOW aHrMonIacTuKm

TPEeXX040BOM 3aMOpPHbIA KpaH;

COOTBETCTBYIOLLME aHTUKOATYNSAHTHbIE U aHTUTPOMGOLMTApHbIE Npenapathbl

9.3 MoaroToBKa
9.3.1 M3BNne4yeHne N3 ynakoBKMU

MpumeyaHune. MNMakeT M3 ponbru He ofecneymBaeT CTepuNbHOCTb. CTEPUIbHOCTL obecneynBaeT
TOIbKO BMIOXEHHbIA B NakeT U3 (OAbrn BHYTPeHHUIA nakeT. CTepuabHO TO/LKO COAepXUMoe
BHYTPEHHero rnaketa. Hapy>xHast MoBepXHOCTb BHyTpeHHero naketa HECTERV/bHA.

1. OCTOPOXHO W3BNEKUTE CUCTEMY [OCTaBKU W3 3alMTHbIX TPYBOK 15 ee MOoAroToBKW. [pu
NCMNO/Ib30BaHUM CUCTeMbl ObIETPO 3aMeHbl (RX) He MepekpydiBaniTe U He crubalite TpyoKy
hypotube B npouecce n3BneYeHus.

2. CHUMWTe OMpaBKy W3[enms. U 3alUTHYI0 060M0YKY CTeHTa,3axBaTWB OfHOIM pyKoii KaTeTep
HECKO/IbKO MPOKCUMasIbHEE) CTEHTA (B MPOKCUMA/IbHOM KOHLle CoeanHeHMs 6annoHa), a BTOpOi
- 3@ MpefoxpaHuTeNb CTEHTA, WM OCTOPOXHO MOTAHYB €ro-B AWCTa/IbHOM HanpaefieHun. Ecniu
MU CHATWUM OMPaBKW-U30e/Ms U 3alMTHOM 060/I0UKI-CTEHTa OLlyLLAeTCs HeobbluHOe
CONPOTMBIEHME, He .MCA0Mb3yliTe Takoe M3fenve W 3aMeHUTe ero HoBbIM. [nsi Bo3BpaTta
Hencrnosib30BaHHOM0 'YeTpoiicTBa C/iefyiiTe COOTBETCTBYIOILE Npoueaype.

9.3.2MpomMblBaHNe NpocBeTa ANA NPOBOAHUKA

1. MpombiBaliTe NpPOCBET AN MPOBOAHMKA TenapuUHU3MPOBaHHBLIM (IM3MOM0TMUECKUM PacTBOPOM
(HepNS) ¢ nomoLlblo YCTpoiCTBa A4/ MPOMbIBaHWS, MOCTABSEMOro BMeCTe C W3Ae/MeM.
BcTaBbTe YCTPOWCTBO AN1s1 MPOMbIBaHMS B KOHUMK) KaTeTepa U MpoMbIBaiiTe KaTeTep, MoKa
XWUAKOCTb He MESIBUTCS M3 BbIXOLHOI0 0TBEPCTUSI. AT NMPOBOAHNKA.

MpumedyaHue. WN36eraiiTe MaHWNYNAUMA CO CTEHTOM=, B MPOLlECCe MPOMbIBaHUA TpocBeTa A/
NPOBOAHMKA, TaK KaKaTo MOXET MPUBECTM KCMELLEHNIO ‘eTeHTa Ha 6ansioHe.

9.3.3MoaroroBkKka CMCTEMbI 4OCT aBKu

1. ToAroToBbTe YCTPOMCTBO [ANs pasfyBaHWs WAM  WNpul, C¢ pas3GaBfeHHbIM  PacTBOPOM
KOHTPACTHOrO BeLLecTBa.

2. MopaceeAnHNTe YCTPOICTBO ANS pasgyBaHus WM LUMNPWL, K 3anopHOMY KpaHy; NoAcoeAuHUTE K
nopTy=ans pasgyBaHua u3genvsa. He nepekpyumsalite TpybkKy hypotube npu coegunHeHum
N30EMUS C YCTPOCTBOM 11 pasAyBaHUs UM LUNPULIEM.

3. OpUEHTMPYIiTE CUCTEMY IOCTABKM BEPTUKa/IbHO KOHUMKOM BHUS.

4. OTKpONTe 3amnopHbIi KpaH Ha cucTeme [OCTaBKW; co3jaiTe oTpuuatesibHoe faBneHue Ha 30
CeKYH[; OTNycTUTe AN BO3BpaTa=K HenTpasbHOMY AaB/IEHUIO M Baf0NHEHUS KOHTPaCTHbIM
BeLLLeCTBOM.

5, )3aKpoiiTe 3anopHbIii KpaH Ha GUCTEMe AOCTAaBKU; BbIMyCTUTE BeCb-BO3AyX U3 YCTpoOCcTBa ANst
pasgyBaHus/wnpuua.

6. [oBTopsiiTe pAeiicTBMSA 3-5/[0- Tex MNop, MoKa Becb BO3fAyxX He 6yaeT BbiMylleH. Henb3s
MCNONb30BaTh U3feNne, eC/iv 0CTanncb Ny3bIpbKY BO3AyXa.

7. Ecnu ncnonb3oBasncs LWFAPNL, NOACOEAMHUTE MOATrOTOBIEHHOE YCTPOWMCTBO AN1s pasfyBaHUs K
3aropHOMY KpaHy.

8. OTKpOiiTe 3aMopHbIii KpaH Ha CMCTeMe JOCTaBKU.

9. [aBfeHue [O/MKHO ocTaBalics HeliTpanibHbIM.
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MpumeyaHue. [lpu BBOAE CUCTeMbl AOCTaBKM B COCYJ He co3jaBaiiTe B CUCTEME AOCTaBKM
oTpULaTeNIbHOro JaBneHns. ATO MOXET NMPUBECTU KCMELLLEHMIO CTeHTa ¢ 6asioHa.

MpumeyaHue. Ecnv B KaTeTepe BUAEH BO3AyX, MOBTOPUTE AeicTBMA 3-5 npolesypbl; ONMcaHHOR B .
«9.3.3 MoAroToBKa CMCTEMbI JOCTaBKN» BO M36eXaHNe HepPaBHOMEPHOIO pacluVMpeHusi CTeHTa.

9.4 Mpouefypa focTaBKU
1. MoaroToBbTE MECTO COCYAMCTOrO AOCTYNa B COOTBETCTBUM CO CTaHAapPTHOW NPaKTUKON.

2. PelleHWe 0 BbINOMHEHNN NpeLBapPUTENIbHON AunaTauuu MopaxeHus Lc JNOMOLLbI0 6anioHa
COOTBETCTBYIOLLEr0 pasMepa MPUHUMAETCA UCXOL4A U3 XapaKTePUCTUK MauneHTa 1 nopaxeHus.
B peanbHbIX yCnoBusx 6bl10 AOKa3aHO, 4YTO MPSAMOE CTEHTUPOBaHWE B MeEHee C/I0XHbIX
MOPaXeHMSAX KOPOHapHbIX apTepwit. C MOMOLLbI0 YTBEPXAEHHOr0 YCTPOMCTBA ANS1 CTeHTa
XIENCE Alpine EECSS (XIENCE- V' EECSS) anvHoii 40 28 MM HaCTONbKO e 3PHeKTUBHO ©
6esonacHoO, KaK CTEHTMPOBAHMWE™C npeABapuTe/ibHbIM paclwmnpeHnemM. [pu npoBefeHUN
npeaBapuTenbHON AunaTtaunin  orpaHWYbTe MPOJO/bHbLIA spa3mep nNpesBapUTeIbHONo
paclimpeHns ¢ nomowbio 6aasoHa YTKA, uTobbl MNpefoTBpatMTb MOBpeXAeHWe cocyfa 3a
npegenamm yyactka yctaHoBku cteHTa XIENCE Alpine.

3. MMpv CTEHTUPOBAHWM [OSIMHHBLIX TMOPaXeHUA Heo6XoAMMO “Bbl6paTb [AMaMeTp CTEeHTa B
COOTBETCTBUU C AnaMeTpoM_Hanboee AUCTAIbLHOMO yYacTKa cocyaa.

MpumeyaHue. Mpn Bbi6ope MeXay [ABYMS AMaMeTpaMu CTeHTa. ANS Y3KMX MOPaKeHWn cregyeT
Bbl6paTb M pasgyTb CTEHT MeHbLUero guametrpa. CM. COOTBETCTBYIOWYIO MHDOPMALMIO HA 3TUKETKe
nspfenus.

4, TMMopfepxusaliTe HeliTpanbHbIM faB/ieHWe B YCTPONCTBE-ANSA pasgyBaHUs, NPUCOEANHEHHOM K
cucTeme JoCTaBKM. OTKPOITe BPaLLAOLNIACA reMocTaFuIecKnii KnanaH Kak MOXHO LUMpe.

5. HageHbTe cMCTeMy [OCTaBKM Ha NMPOKCUMasbHbIV KOHEL MPOBOAHMKA, YAEPXKMBAs AUCTaNIbHbIN
KOHeL, NPOBOAHUKA B Lie/IeBOM MOPaKeHUN.

6. OCTOPOXHO NPOABUHbLTE CUCTEMY AOCTaBKWM B NPOBOAHUKOBBLIA KaTeTep W Yepe3 NPOBOAHUK [0
LeN1eBOro MOpPaXeHHOro yyactka. Npu Mcnonb3oBaHUM CUCTEMbI AOCTaBKU ObICTPOA 3aMeHbl
(RX), Tpybka  hypotube pomkHa O6bITb MO/HOCTLIO pacnpsMieHa. Y[OCTOBEPbTECb B
CTabubHOCTW=MONOXEHNA MPOBOAHWKOBOIO KateTepa Mepej BBeAeHWEM CUCTEMbI CTeHTa B
KOPOHapHy;apTepuio.

MpumeyaHue. EcCnne 40 MOABMEHUS CTeHTa M3 MPOBOAHMKOBONO KaTeTepa oulyliaercss HeobblUHOe
COMPOTMBIIEHNE, He NPUKNaAbIBaiiTe yCUnna Ansl ero NpoABuKeHUsi. ConpoTUBeHNE MOYKET YKasblBaTb
Ha Hanuune NpPoO6GAEMbl, a NMPUIOXKEHNE W36bITOYHORO YCUMS MOXET MPUBECTV K-HOBPEXAEHWUIO WUn
CMelleHMIo CTFeHTa. [lpoBeguTe HanpaBAsOWUAY MPOBOAHMK 4epe3 TMOBPEXAEHHbI YuyacToK U
N3BNEKNTE CUCTEMY JOCTAaBKM W MPOBOLHNKOBBIA KaTeTEP Kak efMHOe Liesoe.

7. TpodBUHbTE CWUCTEMY [AOCTaBKM J [0, MPOBOAHMKY [0 MOPaXEHHOTO YyyacTKa nog
HeMoCpeACTBEHHOM  PEHTreHOCKOMWYECKOW Bu3yanusauuein. [ns  YCTaHOBKM CTEeHTa B
MOPaYKEHUM WCNONb3YATe PEHTreHOKOHTPAcTHble MeTKM Ha 6annoHe. . [ns MOATBepPXAeHUS
MpPaBMILHOCTV  MOMOXEHWS] CTeHTa. BbIMOMHMTE aHruorpaduio. ECAM CTeHT pacrosioXeH
HEONTUMaNbHO, CRefyeT OCTOPOXHO W3MEHWTb ero MofiokeHue WAW W3Bnedb (cM. n. 9.6
«Mpouenypa u3BneyeHUs»). MeTKaMu Ha 6GanfioHe 0603Ha4YeHbl, KaK Kpas CTeHTa, TaK W
BbICTyNbl 6annoHa. He cnefyeT BbINONHATL pPaclUMpPeHne CTeHTa, ecfiM OH HemnpaBUbHO
PacrnofioXeH B LIeJIeBOM MOPaXKeHNN.

MpumMeyaHme. Ecnv neped packpbITUEM, CTeHTA NOTPeGYeTCs M3B/eUb CUCTEMY [OCTaBKM, Y6eANTeCh B
TOM, ) YTO MPOBOAHMKOBBIN KaTeTep /PACMONOXEH KOAKCUMA/IbHO C CUCTEMOI [OCTaBKWU, U OCTOPOXHO
U3BAEKNTE CUCTEMY [OCTAaBKM B MPOBOAHUKOBLIV KaTeTep. EC/iM B KaKOW-IM60 MOMEHT MW U3BeYeHUN
¢TEHTA B NPOBOAHMKOBLI KaTeTep BO3HMKAET Heob6bIUHOE COMPOTMBIIEHNE, CUCTEMY JOCTABKM CTEHTa U
MPOBOHMKOBbLIi KaTeTep Heo6XeAMMO W3BfeYb KaK eAuHoe HefAoe. Ty nNpouedypy creayet
BbIMNO/HATL M0J HEMOCPeACTBEHHOV PEHTreHOCKOMMUECKoi BM3yanusatmei.

8. 3aTAHWTe BpallalolLmiica remMocTaTMUecKmii KnanaH. Tenepb CTEHT MOXHO PacKpbIBaThb.

9.5 Mpouefypa packpbiTud
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Abbott VHCTpyKuma no npumeHeHuto (Poccuns) Nuncet 20 1332

Vascular

CteHT-cnuctema kopoHapHas XIENCE Alpine,
BblZENS0LANA /IEKapCTBEHHbIA NpenapaTt 3BeposIMMycC
2018-2

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

1

lNMepes packpblTUEM CTeHTa YAOCTOBEPbTECb B  MPaBWIbLHOCTM  ero” \pacrofioxeHus
OTHOCUTE/IbHO LETIEBOro nopaxeHusd, MCnosib3ysa PpeHTreHOKOHTPacTHbIE METKU 6annoHa.

MegfneHHO packpoliTe CTeHT, yBelMuMBas [aBJfieHWe B CUCTeMe [0CTaBKM C Larom B 2
aTMocepbl KaxXable 5 CeKyHS A0 Tex nop, noka CTEHT MOSHOCTbIO He packpoeTcs. TMOAHOCTbIO
packpoiiTe CTeHT, JOCTUIHYB YPOBHSA AaBJ/IEHUS He HWKe HOMMHa/IbHOFO. B cooTBeTCTBUM C
YTBEPXAEHHBIMW NPaKTUYECKUMN pPEKOMeHJaLuMAMU HayanbHOe [aB/eHue ANA  pacKpbITuA
CTeHTa [AO0/HKHO paclMpUTb CTEHT /A0, BHYTPEHHero AuameTpa, B 1,1 "pasa npesblllaloLLero
JOMKHBIA AuameTp cocyja (BHYTPEHHUIA AMaMeTp CTeHTa in vitro, HOMWHaNIbHOE JaBrfieHue U
RBP yKaszaHbl Ha 3TUKETKe N3aenuns).

Mpu  CTEHTUPOBAHUWN [IMHHLIX._ MOpaXkKeHWit Heo6XoAMMO BbIGPaTbL AMaMeTp CTeHTa B
COOTBETCTBUU C AMaMeTPOM Hawmbonee AUCTA/IbHOrO yyacTKa COCYfa W pacluMpuTb CTEHT A0
JAaBNIEHUSI He HWKe HOMUHanbHoro. Mopaepxusaiite gaBneHue. B TeueHue 30 cekyHn. [Mpu
He06XOAMMOCTM CUCTEMY [JOCTAaBKM MOXHO MoAkKayaTb WM AONONHUTENIbHO HadyTb, 4TO6bl
[A0BUTbLCA MOSTHOMO MpPUeraHus cTeHTa KCTEHKe apTepum.

Mogaepxusaiite faBneHue-B TeuyeHne 30 CEKyHA, 4ToGbl _06ecneuynTb MOMHOe PacKpbIThe
cTeHTa. TpM  packpbiBaHWM  CTeHTa  CcredyeT  WCMOAb30BaTb  PEHTFEHOCKOMMUYECKYHO
BU3yanusaumio [N HagfAeXalleil OueHKM ero OnNTUMagbHOro AvameTpa OTHOCUTENbHO
ANaMeTPoOB MPOKCUMAanbHOTO U AWCTA/IbHOTO YYaCTKOB-. MHTAKTHO/ KOPOHApHOM apTepum
(Bo/mKHble AMamMeTpbl ~OpocBeTa cocyfa). [Ans onTUMasbHOro pacluvMpeHuUs U HafeXxallero
pasMeLleHUsl CTeHTA /OH [JO/DKEH KOHTaKTUPOBaTb..C apTepuasibHOWi CTEHKO  BCceid
MOBEPXHOCTbIO.

MpumeyaHne: VIHCTPYKUMM NO U3BNEYEHUIO CUCTEMbI JOCTABKM CTEHTA MPUBELEHbI B pasjene 9.6.
«Mpouegypa U3BNeyYeHus».

5.

Mpy HeO6XOAMMOCTU CUCTEMY AOCTABKU MOXHO MofgKayaTb WM AOMONHUTENLHO HagyTb, UTOGI
A06UTBCS MOSTHOIO0 NPWIEraHNa CTeHTa KCTEHKe.

MpumeyvaHue: HernpeBbllWwaiTe yka3aHHOe Ha =3TMKeTKe pacyeTHOe JaBfieHue paspbliBa
6annoHa (RBP) 18 atm (1824 kla).

6.

MonHocTbia./ HakpoiiTe cTeHTOM XIENCE [Alpine Becb MNOpaXeHHbI Yy4acTOK” U 06nacTb
BO34elicTBMST 6annoHa (BKIHOYAash pacc/ioeHUst), B LOCTATOYHOM CTENeHW MepeKpPbIB CTEHTOM
3[0pPOBbI€ TKaHN NMPOKCMMasibHEE N AUCTa/IbHEE MOPaXKEHHOr0 y4YacTKa.

CpyiiTe~0annoH, co3faB OTpULATENbHOE. JaB/fieHUe B YCTPOWCTBe Ans pasmyBaHus Ha 30
CeKyHA. Tlepef NOMbITKOM MPOABMKEHUSI “CUCTEMbI [JOCTaBKU y6efuTecb BFFOM, 4TO GasiioH
MOJTHOCTLIO CMyLeH. Ecv npu M3BfeueHun CUCTEMbI OCTABKU CTEHTA OLLyL[aeTcs HeobblYHOe
COMPOTUB/EHME, HEOOGXOAMMO BHMMATENIbHO MNPOBEPUTb  MOMOXEHME: MNPOBOAHVMKOBOIO
KaTeTepa.

MpuMedaHune: NHCTPYKLUUM N0 U3BJIEYEHWIO CUCTEMbI JOCTaBKWN CTeHTa MPUBEAeHbI B pasgene 9.6.
«Mpouenypa U3BneUYeHus».

8.

Perncrpanna MU

1]

Y6eauTecb B MPaBWIbLHOM PaCHONTOXEHUM W PacKpbITUM CTeHTa ‘C \MOMOLLbI0 CTaHAapTHbIX
MEeTOAO0B aHrvorpadum. [ns FAOCTUXKEHUS  ONTMMa/lbHbIX PesyAbTaToB CTeHT [OJIXKeH
MOKpbIBaTb BECb CTEHO3MPOBaHHbLI CerMeHT apTepuu. [py paclivpeHUW CcTeHTa cnegyeT
NCMo/sb30BaTb PEHTIEeHOCKOMUYECKYI0 BU3yanunsaumio ansi Hagnexalleid OUueHKM ONTMManbHOro
amameTpa pacKpbITOro CTeHTa’ OTHOCUTE/IbHO AMAMETPOB MPOKCMMaNbHOrO W AMCTasbHOMO
YUYaCcTKOB KOPOHAPHOM apTepuy!"[Ans oNnTUMaNbHOTr0 PacKpPbITUS=CTEHT A0/HKEH KOHTaKTUPOBaTb
C apTepuanbHOl CTEHKOW( BCeii MOBEepPXHOCTbIO. HeoGXoAumMo YAOCTOBEPUTLCS B MO/THOM
KOHTaKTe CTEHTa CO CTEeHKOl cocyfa C MOMOLLbI0 K/IacCUMYECKMX METOAOB aHruorpadum umm
BHYTPWCOCYANCTOr0 yNbTPAa3BYKOBOro uccnefoBaHus (BCY3).

ECnu guaMeTp pacKpbITOro CTEHTa BCE XK€ HefoCTaTOYeH OTHOCMTENIbHO [O/KHOro AnameTpa
npoceeTa cocyfa, ANs ero fasnbHeiwero packpbIiTUs MOXHO MCMOMb30BaTb 6anfoH 60/bLUero
pasmepa. Ecnm pesynbTaTbl aHrvorpagum He ONTUMasbHbI, CTEHT MOXHO AOMOSIHUTESIbHO
PacKpbITb C MOMOLLbIO APYFroro HU3KOMPOPWILHOro KaTteTepa Ans 6GafifioOHHOM aunatauuu
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BbICOKOr0 [aBfieHUsl. B 9TOM cny4yae uepe3 CTEHTUPOBAHHbIM CermMeHT clefgyeT cHoBa
MPOBECTM MPOBOAHWK C J-06pasHOil (hopMOli KOHUMKA, 4YTOBbl He [OoMNyCcTUThL gedopMauun
cTeHTa. MpOCBET PacKpbITOro CTEHTA O/IKEH ObITb MOMHOCTLIO AMNATUPOBaH (PaclliMpeH).

BHMMAHWE! Annataymsa cTeHTa 60/iee yka3daHHbIX 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 MNOpPaXKeHHOF0. yvacTKa M o6nactu Bo3gelicTBUSA 6ansioHa HeobxoAumo
6onee ogHoro cteHTa XIENCE Alpine, B0 n3bexxaHne BO3MOXXHOIMQ-peCcTeH03a 3a30p0B MeXay
CTeHTaMu HeobxoAMMO obecneunTb Haffexallee NepekpbiBaHWe CTeHTOB. 8 Toro 4tobbl
y6eauTbCcA B OTCYTCTBUM 3a30P0OB MexJy CTeHTaMW, HeobxoAMMO“pasmMecTUTb MeTKM 6asinoHa
BTOporo cteHTa XIENCE Alpine BHYTpX pacKpbITOro cTeHTa Nepes paclunpeHmnem.

11. MoBTOpHO Yy6efuTecb B MPaBUILHOCTU pa3MeLleHUs CTeHTa W NpoBepbTe pesynbTaThbl
aHruorpadguu. MoBTopsiiTe ApoLeaypbl pasgyBaHusl 0 ONTUMAa/IbHOFO PacKpbITUS CTeHTa.

9.6 lMpoueaypa naBeyeHUs
Vi3BNneyeHne foOCTaB/IAOLLErO KaTteTepa 13 packpbITOro CTeHTa

1. CpyliTe 6anoH, co34aB '0TpuLLATE/IbHOE faBJ/IeHUE B YCTPONCTBe ANsl pasgyBaHus. CayBaHue
6annoHoOB 6o/blUerg “pasMepa M AvHbI 3alimeT 6onbule BpemeHU (f0 30 ceKyHZ), 4em
6an1/10HOB MeHbLUero-pasMepa v AMHbl. C NOMOLLbIO /PEHTIeHOCKONUN YA0CTOBEPbTECH B TOM,
4yTo 6annoH cnancd;. m nogoxante ewe 10-15 ceKyHS:

2. YcTaHOBMTE Ha YCTpOWMCTBE ANS1 pasfyBaHMs oTpuiatencHoe (negative) wnM HelTpasbHoe
(neutral) paBneHue.

3. CTabunumsupyiiTeé NonoXeHne MPOBOAHUKOBOIO KaTeTepa CHapyXu OT YCTbsl KOpPOHapHO
apTepuu 1 3ahuKcupyiiTe ero Ha MecTe. MPOBOAHMK [JO/IKEH OCTaBaTbCA B CTEHTUPOBAHHOM
CermeHTe.

4. OCTOpPOXHO./M3BNEKMTe CUCTEMY AOCTaBKU, MEAAEHHO NPUKNaabiBas paBHOMepHOe ycunme.
5. 3aTsAHWTe Bpallatouiics remocTaTnyecKuii=KianaH.

Ecnv B npoligcCe WM3BJ/IeUEHUST [OOCTaB/IsHOILEro KaTeTepa BO3HMKaeT “€ONpOTMBIIEHME.
npeanpuMmuTe=cnegyolume AelcTBUs, O/ Jydllero MOBTOPHOrO CBOpayMBaHUs GasfloHa
BbINOJSIHUTE AENCTBUS, NEPEUNCTIEHHbIE HIKE

* [loBTOpHO pa3gyiiTe 6an10H 40 HOMUHANALHOIO AaBieHUS.
» TloBTOpUTE BblLLENepPeYnC/IeHHbIe AeiAcTBMA 1-5.
Vi3BneyeHue cncTtemMbl JOCTaBKM CTEHTA; MPOBEPKa PacKpbITUA CTEHTa

1. ¥ noCToBepbTeCh B NPABULHOM PACMONOXEHUN W PACKPLITUM CTEHTA ¢/ TIOMOLLbIO CTaHAaPTHbIX
METOA0B aHruorpadvun. [ns ~00CTUXEHUS ONTUMa/IbHbIX Pe3Yy/lbTaToB CTeHT  [A0/KeH
MOKpbIBaTb BECb CTEHO3MPOBaHHBLIA cermMeHT apTepuu. [py pacKpbiBaHWM CTEHTA cregyeT
MCMONb30BaTb  PEHTTEHOCKOMUYECKYHD  BU3yanm3aumio  4Nns ““Hafgnexalleid  OLeHKU ero
ONTUMasILHOIO AUaMeTpa B PACKPbITOM COCTOSIHUM OTHOCUTENbHO IMaMeTPOB MPOKCUMASIbHOIO
N OUCTaNbHOTO0 Y4YyacTKOB /KOpOHapHO apTepun. N8 ONTUMAaIbHOrO pPacKpbiBaHUS CTEHT
JO/MKEH KOHTAaKTUPOBaTb /€. -apTepuasibHOM CTEHKO BCeid-MoBepXHOCTbIO. Heo6xoaumo
YOOCTOBEPUTBLCA B MOMIHOM “KOHTaKTe CTeHTa CO CTEHKOW COCYAa C MOMOLLbIO KNacCUYecKmx
MeTO[0B aHrvorpatun Wi BHYTPUCOCYANCTOr0 yNbTPa3BYKOBOTO mccnegoBaHus (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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3. [Ona Toro u4Tobbl YAOCTOBEPUTLCA B OTCYTCTBMM 3a30POB MeXAy CTeHTamul | HeobXxoanmmo
pasmMecTUTb MeTKM 6annoHa BToporo cteHTa XIENCE Alpine BHYTpM pacKpbITOFO CTeHTa nepej
pacLunpeHvem.

4. YpocToBepbTeCb B MPaBWIbHOCTU  pa3MeLLleHWsi CTeHTa W MNpoBepbTe  pe3ynbTaThbl
aHruorpacgun. MNoBTOpsATe NpoLeaypbl pasfyBaHWUs 4O ONTUMa/IbLHOTO PacKpbiTusi cteHTa. Mpu
HEeoOX04MMOCTU BbIMOSIHEHWUS MOBTOPHOM Aunataumyn yb6eauMTecb B TOM, UTO KOHEYHbI
AnaMeTp CTeHTa COOTBETCTBYET AO/HKHOMY AuaMeTpy cocyja. Y6eiunTeck B NOMHOM KOHTaKTe
CTEHTa C apTepuasibHO CTEHKOMN.

9.7 Avnatauna CTeHTUPOBAaHHbIX CErMEHTOB MOC/ie PacKpbITUA CTeHTa

HeobX0AMMO MPUHSATL BCE Mepbl A5 06ecrneyYeHUss MOMHOM AvnaTauum' creHTa. Ecnm guameTp
PacKpbITOr0 CTeHTa BCe XXe HegocTaToueH) (B CpaBHEHUW C AMAaMeTPOM ~€OCyAa) WU He yAanocb
06€ecrneYnTb MOMHbIA KOHTAKT CTeHTa cOo(CTeHKolW cocyfa, ANs ero fasbHelllero pacluvpeHusi MOXHO
1cnonb3oBaTh 6annoH Gonblero pasmepa. CTEHT MOXHO AOMOMHUTENBbHE. pacluMpUTb C MOMOLLbHO
APYroro HW3KOMPOMUAbLHOro KaTeTepa.Ans 6anfoHHOM AunaTauun BBICOKOro fAaBneHust 60/bLUero
pasmepa. B 3TOM criydae uepe3 CTEHTMPOBAHHbIA CErMeHT cnefyeT “H0BTOPHO OCTOPOXHO MPOBECTU
NPOBOAHMK ¢ J-06pasHoii hoOpMOi KOHUMKA, YTOBblI He JONYCTUTb CMELleHUsl cTeHTa. BanioH AoskeH
ObITb PACMOOXKEH B LIEHTPe CTEHTa-U He [JO/IXKEH BbIXOAWUTb 3a Mpefe/bi-CTEHTUPOBAHHONO yJacTKa..

BHUMAHWE! Onnatauma cteHTa 601ee ykasdaHHbIX HUXe NpeaesnioB 3anpeleHa.

HoMunHanbHbIN gnameTp CTeHTa Mpegen gunaraunun
2,0-2,5 mm 3,25 Mm
2,75-3,25 mm 3,75 Mm
3,5-4,0 Mm 4,50 mm

10.0 KMTMHNYECKUNE NCTIBITAHNA CEPUN SPIRIT A-XIENCE

XIENCE Alpine EECSS co3gaHa Ha OCHOBe cepTuduLmpoBaHHbIX u3genuin XIENCE V EECSS,
XIENCE PRIME EECSS' n XIENCE Xpedition EECSS.

[Onsa Habopa [NS,/yCTaHOBKN BbIAENAIOLLEN0 3BePOANMYC KopoHapHoro cTeHTa XIENCE Alpine
ucnonbsytotca uageHTndHaa ¢ XIENCE PRIME EECSS u XIENCE Xpedition EECSS. nnaTtdopma
CTEHTa, WAeHTMYHAasA (opmyna NeKapCTBEHHOrO =OKPbITUSA, WAEHTWYHAsA feKapCTBEHHas OCHOBA,
WAEHTUYHOE HOMMWHa/NIbHOE cofepXXaHWe NeKapCTBEHHOro npenapara W WAEHTUYHBIE MaTepuanbl
6ann10Ha, KOHTAKTMPYHOLWME CO CTEHTOM.

CTteHT-cucTema=kopoHapHaa XIENCE Alpine, Bblensiowias fekapcTBEHHbIA npenapar 3BeposiMmyc
oT/IM4aeTcs OF.CTeHTa KopoHapHoro XIENCE Xpedition TonbKo cucTeMoli JOCTaBKM CTeHTa. B cucteme
poctaBkm cteHTa XIENCE Alpine 1cnofnib3oBaHbl Te >Xe MPUHUMNbI paboTbl WU-_MaTepuanbl, 4YTO U B
Apyrnx cueremax [OoCTaBKW OBbICTPOlM 3aMeHbl) M KOPOHApHbIX AvnaTauMOHHbIX/ KaTeTepoB KOMMaHun
3660TT Backynsp.

XapaKTepucTnky 6e30MacHOCTM, pacnosiodkeHne cTeHTa MeXAy MeTKamuy “Ha 6annoHe, npodunb
BBEAEHUA  KOHUVKA, L/IMHA KOHMYECKOro /KOHUMKa cTeHT-cucTembl XIENCE Alpine annHoi go 28 mMm y
cTeHT=eucTeMmbl XIENCE Alpine Te e, /410 1 y cteHTa XIENCE V. Ha oCHOBaHWM TOro, 4YTO CTEHThbI
XIENCE Alpine n XIENCE PRIME MAEHTUYHbLI, MOXXHO MNpPEeAMNo/IOKNTb, YTO MNPUMEHEHME CTEHT-
cuctembl XIENCE Alpine MOXeT 6bITh €T0Mb Xe 3h(PeKTUBHbIM, Kak 1 cTeHTbl XIENCE V n XIENCE
PRIME. TMo3aToMy faHHble KAMHMYECKUX wucnbiTaHuii ana cteHToB XIENCE V n XIENCE PRIME
0606LeHbl B 3TOM pasgerne.

10.1 KnMHMyeckne UcnbITaHNS NEPen BbINMyCKOM M3Ae/nsl Ha PbIHOK

OCHOBHble XapaKTepucTUKN 6e30RaCHOCTU U 3PpheKTUBHOCTU cTeHTaXIENCE V 6bin ycTaHOB/EHbI B
CEpUM  KJIMHUYECKWUX WCMbITaHW/A nepej BbINYCKOM UW3A4eNWsi Ha pbiHOK. B pamkax onopHoro
K/MHNYECKOr0 paHioMum3npoBaHHOro ucnbitaHusa SPIRIT Il RCT 6b110 ycTaHOBMNEHO, YTO nokKasaTenu
ahheKTMBHOCTM 1 6e3onacHocTu cTeHTa XIENCE V He Huxe nokasateneii cteHTa TAXUS® Express®
(cteHT TAXUS). B pamkax npocneKTUBHON0 paHAOMMU3NPOBaHHOI0 aKTUBHO KOHTPOMPYEMOr0 MPOCTOro

Peructpamus MU s Pocsppasransope
www.nevacert.ru | info@nevacert.ru
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CNenoro MHOrOLEHTPOBOr0 K/AUHWYECKOro wucnbiTaHus SPIRIT IV 6b1710 NpoBefeHO ) cpaBHeHMUe
npumeHeHnss cteHToB XIENCE V n TAXUS Express (cTeHT TAXUS) gna nedeHus A0 Tpex de novo
NnopaxeHUn <28 MM B MHTAKTHbIX KOPOHAPHbIX apTepusix C AO/DKHbIMU AMaMeTpamu MpecBeTa CoCcyoB
72,5 MM 1 <4,25 mm. B ucnbitaHnm SPIRIT IV 66110 nokasaHo npeBocxogcTBo cTeHTa XIENCE V nepefg
cteHTOM TAXUS Express. B pamkax npocrneKTUBHOro HeCPaBHUTENIbHOI0 OTKPbLITOrO-MHOrOLEHTPOBOI0
peructpoBoro uccnegosaHnsa B CLLUA SPIRIT Small Vessel (SV) Registry (peectp SPIRIT gns cocypos
Masioro gnametpa) 6blia ycTaHOB/leHa 6e30NacHOCTb M 3PEKTUBHOCTb NpuMeHeHns cteHa XIENCE
V  anametpom 2,25 MM. B  pamkax  MpOCMeKTMBHOrO  OTKPbLITOr0 ' MHOrOLEHTPOBOI0
HepaHAOMM3NPOBAHHOIO  CPaBHUTENbLHOrO K/IMHUYECKOro ncnblTaHUA SPIRIT PRIME ¢
NCMNO/b30BaHMEeM OCHOBHbIX pa3mepoB cuctem cTeHToB XIENCE PRIME un XIENCE PRIME LL 6biin
OUEHEHbI 6e30MacHOCTb N 3(heKTUBHOCTL NpMMeHeHUss cTeHToB XIENCE PRIME n XIENCE PRIME
LL. B tabnuuax ¢ 10.1-1 no 10.1-4 npeactaBneH gusaiH MCNbITaHWA, aHrnorpaguyeckme pesynibTaThbl
(ons uccnegoBaHUiA, KoTopble TpeboBanu HabnogeHMA MeTofamMy aHrmorpagun), a Takke OCHOBHbIE
K/IMHWYeCKMe pesynbTaTbl 4Yepe3 1 rofg v no mnocsegHNM JaHHbIM MOCNeonepayMoHHOro rnepuoga
HabNtoaeHNA COOTBETCTBEHHO.

Tabnuua 10.1-1: AunsaliHbl kNnuHUbecknx ucnbitaHnin XIENCE V cepun SPIRIT (nepen, BbiNyCcKOM
n3genmsa Ha pbIHOK)
KnuHuueckoe wucnbitaHne SPIRIT

PRIME

SPIRIT Il RCT SPIRIT IV i Reggt'}‘ya" JakHble  pna [aunble  ans
OCHOBHbIX OJIMHHBIX
pa3vepoB nopaxeHuii

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

MCCNeAoBaHNst o paHOOMM3MPOBAHH * PaHAOMM3VPOBAHH ¢ OTKPLITOE e * OTKpbITOE

oe oe * HecpaBHUTENBLHO * OTKPbITOE * HecpaBHWTE/NbHO
¢ MPOCTOE C/lenoe ¢ npocToe crenoe e e HecpaBHUTENlbH €
¢ aKTVBHO * aKTVBHO oe

KOHTpOMpyemoe KOHTpO/Mpyemoe

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

npusneyeHHbix XIENCEV; 668 XIENCE V: 2,460 2.25Mm XIENCE V  XIENCE PRIME XIENCE PRIME

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

JleyeHne [o-mByx de novo [lo Tpex de novo[o) aByx de novo [lo AByX de novo fo. AByx de novo
NOPaXeHW B pasHbIX NOpaXeHuin, He 6onee NopadKeHWi B MOpavkeHuin B/ MOpaXeHuit B
nnKapananbHbIX [OBYX  TOPaXeHWi B pasHbiX pasHbIX pasHbIX
cocyax 0fiHOM anuKapamanbHbIX  AnNuKapauasibHbIX-. SnMKapayasibHbIX

anuKapayasibHOM cocyaax cocyaax cocyaax
cocyne

Pazvep HomkHbli  anaveTp JomkHbii  gvameTp JomkHbin - avameTp JomkHbin  auameTp XIENCE PRIME

nopaxeHns npoceeTa cocya: npoceeTa cocyga: 2 mpoceeTa cocyga: 2 mpoceeTa cocypa: 2 CS:
r25S3.75 mm 2.5S54.25 M 2.25<2.50 mv 2.25 S4.25 MM JomxHbili guameTp
[nvHa: 1 28 mm OnvHa: s 28 v OnvHa: s 28 mv [nvHa: s 22 vv 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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KnuHunyeckoe wvcneitadve  SPIRIT
. PRIME
SPIRIT Il RCT SPIRIT IV \S/E'SF;"BT' Regigt”r;/a" JaHHble  ans & JaHHble  ans
OCHOBHbIX OJIMHHBIX
pa3vepoB nopaxeHuii
MepBnYHbI Mo3gHss noteps HeyaauHblIv uexop, HeypauHbli - ucxof, HeypauHblid - Ucxofy HeypauHbidi - vcxop,
Kputepuii NpocBeTa B CErMeHTe JIeHeHNss  LIENeBOro fleYeHns  LeNeBOro JIeUeHNs LIENEBOro SliedeHnst  LieNeBoro
yepes 240 cyTok nopaxeHus ropaeHnst ropaxeHns NopaXxeHWs
BCNEACTBUE MLWEMUWN BCeACTBMe BCNeAcTBMe BCNeAcTBMe
yepes 1 rog viwemmn  yepes 1wvwemum depe3 1 uwemmm uyepes 1
(komBVHaUWS rog rog rog
OCTaHOBKM | =Ccepaua,
CBSA3aHHOIO c
LieneBbIM_ = cocy10M
MHbapKTa | Mrokapaa
v wm
peBackynspuzaums
LieNeBoro  MopaxeHns
BCEACTBME MLLEMUN)
MepBnYHbIi HeypauHblii vcxopq, Her Het Her Het
COCTaBHOM JleYeHns  LeneBsoro
Kputepuii cocyfa u4epes 270
CyTOK
KnuHnuyeckoe 30, 180, 240, 27030, 180, 270 cyToK, 30, 240 cyToK, 30,180 cyTok, 30,180 cyTok,
HabnogeHne CYTOK, 1-3 roga 1-3roga 1-3roga 1-3roga
1-5 net
AHrvorpadmye 240 cyTok Het 240 cyTtok (N =69)" Her Her
ckoe (N =564)
HabnogeHne

' B rpynne cteHta TAXUS 6bin 1 cy6bekT, . KoTopomy yctaHoBunu 1 cteHT TAXUS®Liberte®:stent.
B npogaxe AocTynHbl cTeHThl TAXUS pasmepamu ot 3,5 MM 0 4,0 MM A1 COCYA0B/C AOMKHLIMU AnaMeTpaMu npocseTta cocyaos £ 2.5 mm u £

3.75 Mm.

Tabnuua 10.1-2: ~AHrvorpaduyeckme pesynbTalbl™ uccnegoBanuii cepum SPIRIT (nepeg
BbIMYCKOM U34eanUs’ Ha PbIHOK)

SPIRIT Il RCT SPIRIT Small Vessel
240 cyTOK 240 cy oK
AHrvorpaduyeckue pesynbTarbl
XIENCE V TAXUS 2.25 mm XIENCE V
(N=376) (N=188) (N=69)
(M=427) (M=220) (M=69)
Mo3aHsAsA noTepst NpoceeTa B CTeHTE (MM)
0.16 +0.41 (342) 0.30 £0.53 (158) 0.20 £0.40 (52)

[Mo3aHasA -noTepss MpocBeTa B CermMeHTte

(M)

BMHaprIVI PECTEHO3 CTEHTa

BMHaprIVI PECTEHO3 CErMeHTa

MpymevaHusa:

0.14%0.39 (343)

2:3% (8/343)

4.7% (16/344)

-\ [laHHble npeAcTaBneHbl kak cpefHee 3HaveHne (Mm) = SD unmn % (n/N).
- N- obuee konmMyecTBO nauneHToB. M- obLyee KONMYECTBO NOPAXEHNA.
- MpogonxutensHocTb nccnegosaHuii SPIRIT Il u SV coctaBnna 240 cyTok ¢ nepnmofom HabnwogeHuii (240 + 28 cyTokK).

0.26 +0.46 (158)

5.7% (9/158)

8.9% (14/158)

0.16 +0.41 (52)

3.8% (2/52)

9.6% (5/52)
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Ta6bnnua 10.1.-3.

HeynauHblin  ucxop,
neyeHus
NopavkeHVst
HeypauHblii  voxcan,
JleYeHns LieneBoro
cocyfa
CepbesHble
KapayasbHble
(XnoxHeHus
Bcero netanbHbIX
1cxoaos

OcTaHoBKa cepaua

WHdpapkT
Mvokapga (VM)
OcTaHoBKa cepaua
wm VM
PeBackynsipuzauys
Lienesoro
NopaXxeHWs
BCeAcTBMe
neMum
PeBackynspuzauys
Lenesoro cocyga
BCNeAcTBMe
nLLeMmm,
HeLenesoe
ropaxeHvie
Tpom603 cTeHTa
MoaTBepXaeHHbIX/
BEPOSATHbIX
cnyyaes
Knaccucmkaumm
ARC
MoaTBepXAEHHbIX
crnyyaes no
Knaccmdmkaumm
ARC

MNpymeyaHus:

no

Bce 3HaueHUs;-NpuBefEeHHbIe B [aHHON Tabnuue, OTpaxaloT KOANYeCTBO YYaCTHUKOB. YUACTHWUKOB YUMTbIBA/IM TOAbKO OAWH pa3 Ans ka>toro

VHCTpyKLMS No npuMeHeHuto (Poccus)
CteHT-cuctema kKopoHapHasa XIENCE Alpine,

BbIZENSA0LWANA /IEKAPCTBEHHbIA NpenapaTt 3Bepo/IMMYC

2018-2

Jinct 25 u3'32

OcCHOBHbIe 1-fieTHUEe KIMHNYeCKne pesynbTaTbl UcnbiTaHui cepun SPIRIT

SPIRIT IV

XIENCE
%
(N=2458)

4.0%
(97/2416)

5.5%
(134/2416

)

4.1%
(98/2416)

1.0%
(25/2416)
0.4%
(10/2416)
1.9%
(45/2416)
2.2%
(54/2416)

2.3%
(56/2416)

2.2%
(54/2416)

0.20%
(712391)

0.3%
(6/2385)

TAXUS
(N=1229)

6.8%
(81/1195)

7.7%
(92/1195)

6.9%
(82/1195)

1.3%
(15/1195)
0.4%
(5/1195)
3.1%
(37/1195)
3.3%
(39/1195)

4.6%
(55/1195)

2.4%
(29/1195)

1.10%
(13/1181)

0.8%
(10/1183)

CO6bITUS B paMKax Kaxaforo nepnoja BpeMeHu.
- Mog cpokom B Lroa noapasymesaeTca nepunof B 365 + 28 CyTOK ANS BCEX KIMHUYECKNX UCMbITAHWUA.

SPIRIT lll RCT
XENCE  rayss
(N=eeg) (=339
5.3% 9.7%
(365/655)  (31/319)
85% 11.6%
(56/655)  (37/319)
6.0% 10.3%
(39/655)  (33/319)
12% 13%
©l657)  (41320)
0.8% 0.9%
(5I657)  (3/320)
2 7% 41%
(18/655)  (13/319)
3.4% A4.7%
(22/655)  (15/319)
3.4% 5.6%
(22/655)  (18/319)
3.2% 4.7%
(2U655)  (15/319)
0.9% 6%
60650) (2316
0.8% 0.3%
(5/650) “~(U317)

SPIRIT  Small
Vessel

2.25 mm
XIENCE V
(N=144)

8.1%
(11/136)

11.0%
(15/136)

8.1%
(11/136)

1.5%
(21136)
1.5%
(21136)
1.5%
(21136)
2.9%
(4/136)

54%
(7/1136)

5.9%
(8/136)

1.5%
(21136)

0.7%
(1/138)

KnnHun4yeckoe

nccnegosadume

PRIME
[aHHble
ons
OCHOBHbIX
pasvepoB
(N=401)

45%
(18/399)

N/A

4.5%
(18/399)

0.8% (3/399)
0.3% (1/399)
1.8% (7/399)

2.0% (8/399)

2.5%
(10/399)

2.8%
(11/399)

0.5% (2/399)

0.5% (2/399)

SPIRIT

[aHHble ana
ONMHHBIX
nopaxeHuii
(N=104)

7.7% (8/104)

NA

7.7% (8/104)

1.0% (1/104)
0.0% (0/104)
4.8% (5/104)

4.8% (5/104)

2.9% (3/104)

2.9% (3/104)

0.0% (0/104)

0.0% (0/104)

- HeypauHblii Mexof NeyveHWs NOPaXeHHOro y4yacTka BK/OYaeT-OCTaHOBKY cepua, CBA3aHHblii C LeneBbiM cocyfoM VIM un peBackynspusaumio
LleN1eBoro nopaxeHuns BCNeACTBME ULIEMUU.

- HeypauHblii cxo4 NedveHVs LeneBoro cocyfa BK/KOYAET/ 0CTaHOBKY cepgua, WM, pesackynsapusauuio, “U4enesoro nopaxeHns wmm cocyga
BC/Ie[iCTBUE MWEeMUN, HeleneBoe nopaxeHune. B ucnbitanusax SPIRIT gna SV n PRIME ncnonb3oBanunch fldHHble 0 ciyvasix pesackynspusauun
Lie/1eBOrO-fI0PaXKeHNs UM cocy/a Mo KIMHUYECKUM NoKasaHusaM, a He BC/ieACTBue uemum, kak B ucnoitanmax SPIRIT II, SPIRIT lIl n SPIRIT IV.

‘ CepbesHble KapananbHble 0CNOXHEHWUSA BKIIOYAOT OCTAHOBKY cepgua, VIM n peBackynsapusaumio Lenesoro nopaxeHns BCNeACTBUE ULLEMUN.

Tabanua 10.1-4: OCHOBHble OTAaNeHHble KTMHNYECKNe pesynbTaTbl UCNbiTaHu cepun SPIRIT
(Nnepen BbINYCKOM U3AEeNUS Ha PbIHOK)

KnuHuueckne
SPIRIT IV SPIRIT Il RCT \S/Egg Small e nyiranms SPIRIT
3roga 5neT 2 rona PRIME

A 1rog

[aHHble ﬂﬁ:“b'e
XIENCE TAXUS XIENCE TAXUS 2.25 mm  ansa IMHHBIX
\Y (N=1229) (N=333) XIENCE V OCHOBHbIX - opaKeHM
(N=2458) (N=669) (N=144) pa3mepoB o

(N=401) (MN:lO4)
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. 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/IOXHEHUA 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%
CXOL0B (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%
Wrcpapkr mvokapaa MM) 735548y (551158) ) (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%
uenesoro  rnopaxewn  (148/234 ZégIO?lSS) ?5'%05) (1327./920/806) ?7'/310/303) (21'8%’99) (23'?;/004)
BCneacTsme nemMmn 8)
PeBackynsipuzaums 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)
HeLeneBoe nopaxkeHne 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%
KnacevdmkaLm ARC (114/2263)  (14/1098) (7/582) (2/268) (1/132) (2/399) (0/104)

MNpumeyvaHusa:

- Bce 3HaueHus, npuBefeHHble B faHHO Tabnule, OTPaxaloT KOJIMYECTBO YYACTHMKOB: YUYACTHUKOB YUMTbIBAAN TOMbKO OAWH pa3 1S KaXAoro
COGbITVA B paMKax Kaxzoro nepuofa BpemMeHu.

* [laHHble BKKOYAIOT pesy/bTaTbl3a.nepnog HabniogeHnin + 28 CyToK ANA BCeX UCALITaHWIA.

- HeypauHblii uCxof, neyeHUs NOPakeHHOro ydyacTka BK/lOYaeT OCTAHOBKY cep/lia, CBsi3aHHbIii C LeneBbiM cocysom VIM n pesackynspusauyuio
LeneBoro nopaxeHus scnefcteve wuwemun. B ncnbitanusax SPIRIT SV u PRIME wncnonb3oBannchb AaHHble O Cayvyasx pesackynspuaaumn
LLle/IEBOr0 NOPaXEHUA MO KIUHUYECKMM MOKA3aHUAM, a He BCIEACTBUE WULLIEMUN.

' HeypauHblii ncxop neyeHus. LleneBoro cocyja BKIOYaeT OCTAHOBKY cepaua, VIM, pesackynspusauuio LeNeBoro MopaxeHust unm cocyga
BC/MIEACTBME ULLIEMWN, HELL@AEBOE NOpaeHue.

> CepbesHble KapnasibHble 0C/I0KHEHNS BKNIOYAIOT OCTAHOBKY cepaua, M 1 peBackynspusauuio LeneBoro nopaxeHns BCneAcTBue ULLEMNN.

10.2 KnuHu4eckme,ncnbiTaHUAa nocne BbINyCKa U3aesima Ha PbIHOK

B CLUA 6bljos ‘npoBegeHo  uccnegosaHve XIENCE V  USA, npocrneKTUBHOE ~“MHOrOLEHTPOBOE
caHKUMoHMpoBaHHoe FDA K/IMHUYECKOe UCMbITAHME MOc/e BbIMycKa U3LE/NA Ha PbIHOK, HarnpaB/ieHHoe
Ha OLEHKY AOAFOCPOYHOM 6e30NacHOCTU U 3D(HEKTUBHOCTU NPUMEHEHUA cTeHT-cucTembl XIENCE V B
peasibHbIX YEAOBUAX MOCNE ero BblNycka Ha PbIHOK CLUA, a Takke C Lenbi MOAAEPXKKU NHULMATYBbLI
FDA no BHeApeHWtO [BOWHOW aHTUTpombouwuTrapHoii Tepanun (DAPT). Llenbl HecpaBHUTENbHOIO
K/IMHMYeCKOro nccnegosaHus cteHTa SPIRITV Single Arm Study (SAS) 6bu10. NPOAO/XKEHNE OLEHKU
3 PeKTUBHOCTN NPUMeHeHUs cTeHT-cucTembl XIENCE V npu fevyeHUM nNauueHTOB C BOHUKLWINMU de
novo MOPAXeHUSAMN KOPOHapHON apTepuun-B VHamMn 6bino npoBefeHo ucnbiTaHue cteHTa XIENCE V
India, 'APOCNEKTMBHOE OTKPbITOE MHOLOLEHTPOBOE HecpaBHUTENIbHOE WCC/efoBaHNe MO AaHHbIM
HabngeHn, HanpaBneHHOe Ha OLEHKY [A0/1T0CPOYHON 6€30MacHOCTU U IPEKTUBHOCTU NPUMEHEHUSA
cteHT=cuctembl XIENCE V B X0[e KOMMEPYECKOr0 NMPUMEHEHUSA B peasibHbIX YC/TOBUAX Ha TeppUTOpUNn
WHaun. B Ttabnuuax ¢ 10.2-1 no 10252 npeacTaBfieH Au3aliH WUCNbITAHWA, OCHOBHbIE K/IMHUYECKME
pesynbTaTbl yepe3 1 rog, a Takke moclefHWe AaHHble nepuoga nocsieonepayoHHOro HabnaeHus,
COOTBETCTBEHHO.

Pe3ynbTaTbhl 3TUX KIMHUYECKMX UCAbITaHWI Nocne BbIMyCKa M3genNnssHa pPbIHOK MNPOAEMOHCTPUPOBaIN
6e30nacHOCTb M 3aPeKTUBHOCTb-APMeHeHNs cTeHTa XIENCE V B-peanbHbIx ycnoBusx. Kpome Toro,
XIENCE V nokasan 060/iee BbICOKMe pe3ynbTaTbl MO OLEHKEe MauueHToB (BK/IOYas MOBbILIEHME
KayecTBa D>KWU3HW, CHVDKEHWe 4acToTbl NPWUCTYNOB CTEHOKapAuW, MOBblILeHMEe CTabuabHOCTH
OTHOCUTENIbHO CTEHOKapAMN U CHWKEHWE OrpaHUyeHnin (pusndeckoli akTUBHOCTW) nocfne 6 Mecsiles, a
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TaKXKe COXpaHeHWe MNOMNOXKMTENbHbIX Pe3ynbTaToB B TeyeHWe 1 roga y nauueHTOB cl MLLEMUYECKO
60ne3HbI0 cepaua.

Ta6bnuua 10.2-1. AnsaiiHbl KAMHUYecKux mcnbitaHuin cepmn SPERIT n XIENCE-(fnocne Bbinycka
n3agennst Ha pbIHOK)

KoropTtHoe Eggﬁg;:%im e KoropTHoe
uccneposaHue XIENCE V USA  /ccneposaHve SPIRIT V XIENCE V
XIENCE V USA " XIENCE V USA AV-  (SAS) India
thaza 1 [0NrocpoyHoe DAPT
HabnoaeHue
Tun/gnsaiH * MHOFOLEHTPOBO  * MHOrOLEHTPOBO ¢ MHOTOLEHTPOBOE ¢ MHOTOLEHTPOBO  * MHOrOLIEHTPOB
nccnenosaHust e e ¢ paHAOMM3MPOBaH e oe
* MpOCNeKTVBHOE ¢ Np(XMeKTMBHOe Hoe * MPOCHEKTVBHOE  * MNPOCMEKTMBHOE
* HECpaBHWTE/NIbH ¢ HecpaBHUTENbH ¢ [BOVHOE criernoe * HECpaBHWTE/NIbH * HEeCcpaBHUTESb
oe oe ¢ nnaue6o- oe Hoe
KOHTpONMpyemoe
Konnyectso 8040 4663 868 2663 977
NPpUB/IEYEHHbIX
y4acTHUKOB
JleyeHne CraHfapTHOe, CraHpapTHoe, MaumeHTsb! 6bUM . He 6onee ogHoro  CraHgapTHOe,
CcorfiacHo CornacHo paHAoMM3VPOBaHbI de novo  cornacHo
npasuiam npasuiam Ha No/lyYaroLLMX  MHTaKTHOTO npasunam
yupexaeHus YUpexaeHys BMeCTe G- LleneBoro yUpexaeHs
acrnmp1HoM nopaxeHnss  Ha
Tepanuio 60/1bLLOV
TUEHONMVPUANHOM anuKapanasbHbIi
wwm  nnaue6or) B cocyq wim
TeueHve 6OKOBYlO  BETBb
[0MOHUTENBHBIX (6e3
18 mecsLeB npeasapuTesibHo
A vMnIaHTaummn
CTEHTa, 6e3
npeasapuTesibHo
i BpaxuTepanin),
He 6onee 4
M1aHOBbIX
CTEHTOB,
BblAENAOLLNX
9BEPO/IMMYC
Pazvep Be3 aHrvorpadmyeckmx orpaHuyeHni LomkHbIl Be3
nopaxeHusi anavetp aHrvorpadomyeck
npoceeTa cocyda’ \WX orpaHuyeHui
=a225S4.0 MM
OnvHa 71 28 M
corfiacHo
BU3ya/IbHO
oLeHke
MepBrYHbINi MoaTteBepxaeHHbli  MoaTBepaeHHbIA  CepbesHble KombuHupoBaHHa  MoaTBepkaeHHbI
Kputepuii W BEPOSITHbIA WM BEPOATHBIA  KapauasibHble A yactota i/ BEPOSITHBIN
cnyyaii Tpom6o3a  Cfyyali TPOM603a  OC/IOXHEHUA o6LLero cnyyali nogvema
CTeHTa no CreHTa no (KOMGVHVMpPOBaHHas:  KOMMYECTBA cermeHta ST o
KnaccudmkaLmm Knaccvdmkaumn BCEr0  fleTa/lbHbIX  NIETaSIbHbIX KnaccvdmkaLmn
ARC, oo 1roga ARC, of =00 5 wucxogoB, WM U UCXOMOB, MM, ARC, 1 rog wu
ner WNHCYNbT) 12-33  peBacky/isipu3aum  exerogHo Ao 3
Mecsua a Lenesoro  fiet
cocyAa, Yepes 30
CYTOK
MepBNYHbI OcraHoBKa OcraHoBka MoaTBEPXAEHHbI Het OcraHoBka
cocTaBHOM cepaua wwm  cepiua wm N BEPOSITHBIN cepaua wim
Kputepuii No6oi UM, uepes /oGO UM, oT 1 cnaydaii  nogbema 6o M,
1 Do.5 net cermeHta ST o yepes 1rog,
KnaccudmkaLmm
ARC, 12-33 mecsua
KnuHnueckoe 14, 30, 180 cytok 2, 3un4roga 15 24, 30 w33 30 pgHeir m 1 wn 14, 30, 180 aHei
HabnoaeHve nlrop MecALEeB 2ropa n1,2n3roga
AHrvorpacgmue  Het Het Het Het Het
ckoe

HabnogeHne




a ,\A/bboltt VHCTpyKumMa no npumMmeHeHuto (Poccus) Jinct 28 13,32
ascular CteHT-cnctema kopoHapHast XIENCE Alpine,
BblAeNA0WAan NekapcTBeHHbIN npenapaTt 3BeposIMMYC
2018-2

Ta6bnuua 10.2-2: OCHOBHble K/IMHUYECKUE pe3ysbTaTbl UcnbiTaHuii cepun SPIRIT mn XIENCE V
(nocne BbiNycka M3aennsa Ha PbIHOK)

XIENCE V USA SPIRITV (SAS) XIENCE V India
(f?gz L 1lrog 2ropga 1lrog 2roga
XIENCE V XIENCE V XIENCE V XIENCE V. XIENCE V
(N=8040) (N=2663) (N=2663) (N=990) (N=990)
HeypauHbli  uncxon, nedvenns  9.4% 5.25% 7.49% 2.4% 3.4%
LieN1eBOro NopavkeHus (ARC) (707/7522) (138/2627) (1922562) (24/986) (32942)
HeypauHblli  mcxog, neyeHvs  6.8% He He
MOpaKeHMs (513/7505) He MIMEHIMO o erimo fpuvervo 11 MPMMEHAMO
Bcero neta/ibHbIX  MCXOZOB,
M (ARC) " 7.04% 10.34% He
peBackynapusaLmsa  LieNeBoro He npvmeHmo (185/2627) (265/2562) NPUMEHNMO He npumeHimo
cocyna
OcraHoBka cepgua wm UM 7.2% 4.23% 5.74% 1.9% 2.8%
(ARC) (545/7522) (111/2627) (147/2562) (19/986) (26/942)
0,
OcraHoBka cepaua wim VM ?éig;7505) He npymeHymMo :'SMM EHAMO |I'_I|§I/IM EHIMO He npumeHuvo
PeBackynspuzaums  Lenesoro  4.6% 1.90% 3.04% 1.2% 1.5%
MopaxeHst (349(7522) (50/2627) (78/2562) (12/986) (14/942)
P
CRACIYTIAPUIALIIA  LSTEBOTO 5 a04, 1.45% 2.26% 0.1% 0.1%
cocyha, HELENEBOE  (176/7522) (38/2627) (58/2562) (1/986) (1/942)
nopaxeHvie
BCEr0 N1ETa/TbHbIX VICXOIOB 2.6% 1.71% 2.97% 0.9% 17%
A (194/7522) (45/2627) (76/2562) (9/986) (16/942)
o 1.4% 1.10% 1.87% 0.9% 1.7%
CTaroBka cepiua (108/7522) (29/2627) (48/2562) (9/986) (16/942)
6.3% 3.54% 4.45% 1.3% 1.6%
Baero VM (ARC) (475/7522) (93/2627) (114/2562)  (13/986) (15/942)
2.2% He He
Bcero M (162/7505) He npymMeHvvo NPYMEHIMO MPUMEHVMO He npumvernmo
Tpom603 cTeHTa
MoaTBePKAEHHbIX/ BEPOSITHBIX o 810/ 0.65% 0.79% 0.51% 0.53%
ancqaee N0 KNacCUKALIN 6750 (17/2607) (20/2523) (5/986) (5/939)
MoaTeepXaeHHbIX-CydaeB no  0.54% He 0.41% 0.43%
Knaccudpmkaumm ARC (40/7380) He rpuyermo NPYIMEHUMO (4/986) (4/939)
MpumMeyaHus:

- Bce 3HaueHus, MpuBefeHHble B JaHHO Tabnuue, OTpaxatoT KOAMYECTBO YYACTHWMKOB. YUACTHUKOB YYMTbIBa/IM TOIbKO OAWH pas3 Ans KaxAoro
CO6bITUS B pAMKAX Ka>»3[0r0 Neproa BpeMeHHU.

- [aHHble uenbiTaHnii XIENCE V USA 3a 1 rog BkAlOYaloT JONONHUTENbHbIA nepuof 42 CyTOK WM y4uTblBaloT gaTy paHgomusauumn, ecnu
nofiyyeHbf=paHee uyem uyepes 407 cyTok Ana BTOpoi ha3bl ucnbiTaHWidi. [JaHHble ucnbiTaHwnii XIENCE WV India 3a 1 roga BkaouaroT
[ONONHUTEABHBIA Nepuop 47 cyTok. [laHHble ucnbitanuii SPIRIT V 3a 1 rog BKAKOYAOT 4ONONHUTENbHbI NEPUOS 28 CYTOK.

- [JanHble ncabiTanunii SPIRIT V 3a 2 rofga BKAOYaOT JONOAHUTENbHbIV nepuog 28 cyTok. [aHHble ucnbitaHuit XIENCE V India 3a 2 roga BkniovaoT

[ONONHUTENbHBI Nepuop, 47 CyTOK.

- Heypaumblii ncxog neveHns nopaxenus (ARC) BKkNoYaeT OCTaHOBKY cepfua, CBA3aHHblli C LenesbiM cocygom UM (no onpegenennio ARC) n
peBacKyNfApu3aLmnio Lies1eBoro NopaxeHns no KANHUYeCKNM nokasaHusm. HeyaauHblil UCXO[, NeveHns NOPaXeHWs BKKYaeT OCTaHOBKY cepaua,
CBs3aHHbIli C LienesbiM cocyfom VIM (no onpefeneHntio_NpoTokona) 1 peBackynsipusaumnio LeneBoro NopaxeHns no KAMHUYECKMM noKasaHusM.

10:3 CBOAHbIi aHaNnM3 KIUHUHMECKUX WCMbITaHU B OTHOLWEHUM TPoMb603a CTEeHTa,
nocnefoBaBlUero Mnocsie NpexaeBpeMeHHOro npekpaweHus S UM  npepbiBaHUSA  ABOWHOMN
aHTuTpomboLumTapHoii Tepanun=(DAPT)

CTeHTbl cepum XIENCE nokasanin 6e30MacHOCTb U 9P(eKTUBHOCTb B MHOTOUMC/IEHHBIX UCTILITAHUSIX B
006bIYHbIX TFpynnax W Trpynnax peasbHbIX MaUMEHTOB C HU3KUM/BBLICOKMM PUCKOM, a TaKxke
NPoAEeMOHCTPUPOBAIN HU3KYIO YacTOTy PasBUTUS TPOM603a CTeHTa.




'\A‘/b boltt VHCTpYKumMa no npumeHeHuto (Poccus) Jinct 29 13,32
ascuiar CteHT-cnctema kopoHapHast XIENCE Alpine,
BblAeNAoLWLas fiekapCTBEHHbIM NpenapaTt 3BeposinMyc
2018-2

OTO OTHOCUTCA W K MNauyuMeHTam, KOTOpPble MNPEeXAEeBPEMEHHO MNPeKpaTWIM WU npepBain ABONHYHO
aHTuTpombouuTapHyto Tepanuio (DAPT) uyepe3 1 mecsiy, nocne MMMaHTauMM KOPOHAPHOro CTeHTa.
KAnHMYyeckne ucnbITaHWs,, OMUCaHHbIe HMXKe W (M) ony6/IMKOBaHHblE B NuTepaTtype, 6bln
npoaHan3npoBaHbl Ha NMpeaMeT BbISIBEHUS KOPPENsuMn MexXxgy 4acTtoToi Tpombosa 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,

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

Ta6bnuua 10.3-1. YactoTa Tpom603a CTeHTa MOC/ie MNpPexXAeBPeMEHHOro npeKkpaweHus unm
npepbiBaHus DAPT B TeuyeHue 730-OHeit nocne Hadana npuema (NoATBepPXAeHHbIX/BePOATHbIX
c/flyyaeB no Knaccudpmkaumm ARC) M Npy HenpepbIBHOM MNpuvemMe; CBOAHble AaHHble no 7

CBoAHble pe3ynbTaThl 7 UCMbITAHWUI. (pe3ynbTaThl 3a 2 roga)

N =11 219
DAPT npepBaHa DAPT npepBaHa Het npepbiBaHua
<30 cyToK >30-730-cyTOK DAPT
Mocnepytouwmnia TpoOM603 251% 0.38% 0.66%
CTeHTa
(12/478) (13/3445) (4416648)

(noaTBEPXAEHHbIE/BEPOATHbLIE)

11.0 yYCnoBuA CTEPUITN3ALNN

CTeHT-cucTeMa KopoHapHast XIENCE Alpine, Bbifensilouas /eKapcTBeHHbIN npenapat: 3Beponmyc,
nocTaB/fifleTCA B CTEPUILHOM BUJE.

Ctepunusaumnsa CTeHT-cucTeMbl kopoHapHoit XIENCE-Alpine, BblaenstoLLein neKapcTBeHHbIN npenapat
3BEpoONIMMYC, NPOBOAUTCA C MOMOLLIbIO 3TUNEHOKCU A,

MeanunHckoe n3genve npefHasHavyeHo Ana ogHoOpPa3oBoro npuMeHeHus. He npumeHATsL NOBTOPHO. He
NPUMEHATL B C/1yYae, ec/in yrnakoBKa BCKpbITa WiM-noBpexaeHa. MeiuUNHCKOe U3LeNre annporeHHo.
Kaxgaa cepua_/n3fenvs, U3roToB/ieHHOro J660TT Backynsp, NpoOXoAWMT KOHTPOSb Ha npeameT
COOTBETCTBMA._ TIPOM3BOACTBEHHbIM CTaHfapTam; npouefypbl CePTUPUKALUN (CTepUnmM3aLMoOHHOro
npouecca W_nosiyyaeT CBUAETENbCTBO O ~COOTBETCTBMWU/HECOOTBETCTBMM MNPUHATLIM CTaHAapTam.
MpoayKThbl, ‘He yaoBAeTBOPAOLW e TpeboOBaHUAM CTaHLAPTOB, Kpeanns3aunmn He AoNyCcKalTCs.

12.0 YNMAKOBKA

Kaxgoe-13fenune ynakoBbIBalOT B OTAE/IbHYIO YNAKOBKY.

CteHt=cucTema XIENCE Alpine VMEET 3awuTHyt0 060/104KYy, KOTOpas MOKpbIBaeT o06nacTb
cTeHTa/bannoHa. 3awmTHaa 000104Ka~(COGCTBEHHOro NPOM3BOACTBa KomMNaHuM 3660TT Backynsap)
ABMSAETCA MaTepuasioM Ha MOMMMEPHOW OCHOBe (COCTOMT W3 JIMHEWHOr0 MOMN3TUNEHa HU3KOW
naoTHocTn (JIM3HIT)), ncnonb3yeTcs. AAA MOKPbITUA U 3alUTbl CTEHTA-C/IEKAPCTBEHHbLIM MOKPbLITUEM.
KoHeuHbIli MpoAyKT NOMeLLAlT B CMWPASbHYIO ONEeTKY M3 NOAN3TUIEHa 'BbICOKON nnoTHocTu (M3HM).
CrivpanbHylo OneTKy MOMewaoT(BO BHYTPEHHWUI NakeT (MaTepua/ibl’ MakeTa -MofM3TUEH HU3KOW
RAOTHOCTK (JIMOHM)/HeliNnoH/TaliBEK®), repMeTUYHbINA C HAaHECEHHOM \TUKETKOW. BHYTpeHHWIA MakeT ¢
MOAJ/IOKKOM U3 MaTepuana TaliBeK ob6ecneumBaeT raso- U MapoRpPOHULAEMOCTb NpU MPOBEAEHUN
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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a Cbboltt MHCTpyKuma no npumeHeHunto (Poccus) Nunct 30 13,32
ascular CTteHT-cuctema KopoHapHasa XIENCE Alpine,
BbleNstolLas NeKapcTBEHHbIV npenapaTt 3BepoIMMYycC
2018-2

(Ha pycCKOM s3blKe) MOMELLAeTCsl B Kaxdylo YMakoBKy MpodyKuuu mocse cTepunusaymun. 3To
MPOVCXOAUT BO BPEMSI HAHECEHUSI MapKWUPOBKYM MPSIMO Nepej OTrNpaBKoli B PErvoH.

YnakoBKa NPOAyKTa rapaHTUPYeT CTePUIbHOCTb U (DYHKUMOHA/ILHOCTb 40 MCTeYeHus ‘cpoKa FogHOCTM,
YKa3aHHOr0 Ha 3TUKETKe M3fenvs. STUKETKU pasMeLLaloTcsl Ha MepBUYHON UM BTOPUYHOIA YNaKoBKU ANs
TOYHOW MAEHTUPMKALUM NpPoayKTa, OMpefesieHUsl ero pasmepa, HOMep JioTa W-CpokKa FogHOCTU.
3TUKETKA TaKKe BK/OYaeT npegynpeanTenbHblie CUMBO/bI U CBEEHUSI 0 Mepax NPefoCTOPOXKHOCTY.

13.0 YCNoBA TPAHCIIOPTUPOBAHUNA N XPAHEHNA

YcTpoilicTBa B 3aBOACKOW  yrMakoBKe TPaHCOOPTUPYHOT Jo6bIM  BUAOM TpaHCNopTa, B  KpbITbIX
TPaHCMOPTHbIX CPefCTBax, B COOTBETCTBUM ‘C=TpebOBaHUAMN K TPAHCNOPTUPOBKE-TOBAPOB, OTAE/bHbIX
LN KaXKA0ro BMAa TpaHcnopTa.

TemnepaTypa TPaHCNOPTUPOBKM [O/MKHA .cocTaBnATb 0T -20°C pgo +50°C ) (x2°C), OTHOCUTe/NbHas
BNaXHOCTb - 0T 30% [0 75% (+ 5%).

XpaHuTb u3genua cregyet npu Tempaepatype 15°C - 30°C B 3aKpbITOM’ TEMHOM TOMELLEHUN B
OpPUrMHasIbHOM YNaKoBKe, B TEYEHWE AOMYCTMMOI0 CPoKa XpaHeHUs.

Cpok xpaHeHusi CTeHT-cucTeMbl KopoHapHoii XIENCE Alpine, BblfensitoLieli neKapCTBeHHbIA npenapaT
aBeponmmyc, coctasnseT 3 roga (36=MecsiLeB).

14.0 TPEBEOBAHUSA K OXPAHE-OKPY>KAFOLLEN CPEAbI

CTeHT-cucTeMa KopoHapHast XIENCE Alpine, Bblfenstoliasi NeKapcTBEHHbIV npenapaT 3BeposiuMyc, He
0Ka3bIBaeT HEraTVMBHOIO BMSIHUSI"HA OKPYXXaloLLyto Cpeay.

15.0 YTUIN3ALUNA

M3gennsa, umeBLUME KOHTAKT. C KPOBbIO W/WAW APYrUMM GUBAOrMUYECKUMN >KMAKOCTAMM NaLMEHTOB,
nogsexar yTUaM3auuun ~MU. YHUUTOXEHWIO B COOTBETCTBMU. C TpeboBaHMAMW K obOpalleHunio c
MEAULMHCKUMM  0TX04aMWu; YCTaHOBMeHHbIMU CaHlMnH 271.7.2790-2010 no knaccy b ” UHbIMK
HOpPMaTUBHO-NPaBOBbIMU aKTamun Poccuiickoi ®Peaepaumui

Hencnonb3oBaHHble W3L4eNUA, B T.M. C WUCTEKIUMM CPOKOM TrOAHOCTM (He WMeBLUME KOHTaKTa ¢
610N10rMYECKNMU XUAKOCTAMU NALMEHTOB) AO/MKHbI 6bITh YTUIM3NPOBaHbI B COOTBETCTBUUC. MOPSAAKOM
yTunusaumm TBepabiX’ 6bITOBbIX OTXO4OB, YCTAHOBAEHHbIM  3aKOHOAATe/IbCTBOM ( Poccuiickol
degepaymmn no knacey A CanluH 2.1.7.2790.

16.0 FTAPAHTUNHBIE OBA3ATE/IbCTBA N OFPAHNYEHME OTBETCTBEHHOCTN

3660TT Backynsdp ocyLlecTBASAET HEO06XO0AUMbIV YPOBEHb KOHTPOSbHbIX AeACTBUI ‘ApU M3rOTOB/EHWUMU
OMUCAHHOI0 W3LeNus; OfHaKo, MHOFOYUCNEHHBbIE) (PaKTOpbl, Haxoaswnecs BHe! KOHTpons 3660TT
Backynsp MOLYT OKasblBaTb B/IMAHME Ha U3AeNVeN pe3ynbTaTbl, NOAYYeHHbIE NPU EFO UCMOSb30BaHMS.
3BBOTT BACKY/AP, C/EAOBATE/bHO; ~AAET HUKAKUX T[APAHTUA. OTHOCUTE/IbHO
OMNCAHHOIO W3OEANSA, U OTKA3bIBAETCA OT BCEX T[APAHTUN, HABHbIX WA
MNOAPA3IYMEBAEMbIX, B CUTY 3AKOHA /N NHBIX, BK/KOYAA, HO HE' OrPAHNYUMBAACDH
NOBbIMW;~ MOAPA3YMEBAEMbIMU  ‘FAPAHTUAMW  TOBAPHOW ““RAPUrOAHOCTV WA
nprogHoCcT»n  ang KOHKPETHOW LUENN. S9BBOTT  BACKYNAP HE  HECET
OTBETCTBEHHOCTW TMEPEfA JIOBbIM /VLUOM WA OPFAHUSALIMEMN 3A  JIKOBbIE
CNYYANHBIE W KOCBEHHBIE YBBITKW, YUWEPE W PACXOAb!, -TIPAMO W KOCBEHHO
CBABAHHbLIE C WCMNOJ/IbABOBAHVMEM OAHHOIO W3AENNA. HW-OONH TMPEACTABUTE/Ib
3bBOTT BACKYNAP HE WMEET [IPABA BHOCUTb W3MEHEHV/A~B BbILUEYTNOMAHYTbLIE
CBEOEHWA WIN BPATbH AOMNMONHWUTENIbHBLIE OBA3ATE/IbCTBA W/ OTBETCTBEHHOCTbL B
CBA3N ¢ MPUMEHEHVEM OAHHOIL O N3AEJTNA. NckniodeHNA 1 OFpaHNYeHUs, U3/10XKEHHbIE BblLLe,
He“safyMaHbl W He [O/KHbl TONKOBATbCA Tak, 4T0Obl MPOTUBOPEUYUTH 0653aTesibHbIM MNOIOKEHUAM
APUMEHVMbIX 3aKOHOAATeNbHbIX. @KToB. B cnyyae npusHaHUA_“Kakoro-iméo YCnoBus AaHHbIX
FapaHTuliHbIX 0683aTeNbCTB HE3aKOHHbIM, HeAeCTBUTENbHBLIM WIN-APOTUBOPEYALLUM AeACTBYOLEMY
3aKOHOAATeNbCTBY CYAOM  KOMMETEHTHOW  HOPUCAMKLMK, OCTasibHble  MOMIOXKEHUS  HACTOALLUX
CapaHTUiHbIX 0683aTeNbCTB 3TO 3aTparnBaTb He AO/HKHO.

OnucaHna unn cneundmrKaummn, npeacTaBfeHHble B N06bIX NevaTHbIX MaTepuanax 3660TT Backynsp,
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3 Cbboltt VHCTpYKuus no npumeHeHnto (Poccus) Nucet 31 13132
ascuiar CteHT-cuctema kKopoHapHast XIENCE Alpine,
BblAEeNAI0WAN f1ekapCTBEHHbIN npenapaTt 3BepoMMyC
2018-2

npegHasHadyeHbl  UCKNKYUTE/IbHO  ANA 06LLI,BFO onncaHumA n He npeacrtaBiAOT KaKunx-nn6o
AOMOTHNTENIbHbIX FapaHTVII7I.

9BBOTT BACKYIIP HE HECET OTBETCTBEHHOCTU 3A JIIOBbIE  MPAMbIE,
HEMPEAHAMEPEHHbBIE WM KOCBEHHBIE YBbITKW, YWEPE WK PACXOAbl, BO3HVKLLVIE
N3-3A MOBTOPHOIO MCMOMb30BAHUA WK MOBTOPHOW CTEPWUAN3ALAM OMNCAHHOIO
N3OENS.

17.0 MATEHTbI N TOPITOBbIE MAPKA

HacTosiliee n3genue W/mvmm ero UCronb30BaHWe MOXET MOKPbIBATbCA OfMH M3VCNeAylowmx naTeHToB
CLUA: 6,179,810; 6,440,990; 6,629,994; 6,656,220; 6,746,423; 6,887,219;-6,887,510; 6,890,318;
6,929,657;6,939,373; 6,957,152; 7,549,975; 7,828,766; 7,833,193; 7,906,066; 7,947,207; 8,043,553;
8,052,638; 8,075,583; 8,394,055; 8,444,608; 8.444,802; 8,535,596;,8,540,927; 8,613,722. B
OTHOLWEHUN Apyrux naTteHToB CLLA oXuaaeTcsl pelleHue 0 Bbljaye naTeHTa.-[pyrve nateHTbl BbljaHbl
UM OXMUAAIOT pelleHns o Bbljade natenTa 3a npegenamu CLUA

CERTICAN, AFINITOR, VOTUBIA 1 ZORTRESS s#aBnaiTCcA TOProBbiMM Mapkamu rpymnnbl
KomnaHuii «<HOBAPTUC».

AMERICAN COLLEGE OF_CARDIOLOGY sBnsieTcd TOPIOBOA MapKoii AMeEpPUKaHCKOM
KapAnonornyeckol Konnernu.

AMERICAN HEART ASSQCIATION saBnseTca TOProsoi Mapkoii AMepuKaHCKO accouuauum
Kap4mosoros.

TAXUS u TAXUS LIBERTE saBAAOTCA TOProBbIMW .Mapkamy rpynnbl KOMMaHWiA «BOCTOH
CaHTNdnK».

XIENCE, XIENCE V, XIENCE PRIME, XIENCE PRO, XIENCE Xpedition n XIENCE Alpine
SBNAIOTCS TOProBbIMIA MapkamMu rpynmbl KOMMNaHuii «3660TT».

1326601T Backynsp
3200 Jlelikcang-Apaiis

CaHTa Knapa, ‘KanugopHusa 95054 CLLUA

OTaen no paboTe C KNMeHTaMu

Ten: (800):227-9902

dakc: (800)601-8874

3a npegeaamu CLUA Ten: (951) 914-4669
3a npegenammn CLLUA dakc: (951) 914-2531

Perucrpanus MU 8 Pocappassansope
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a ,\A/bboltt VHCTpyKumMs no npumeHeHuto (Poccus) Jlvct 32 14332
ascular CteHT-cnctema KopoHapHast XIENCE Alpine,
BblAeNA0LWas fIekapCTBEeHHbIN npenapaTt 3BepoIMMYC
2018-2

18.0 FTPAPNYECKNE CMMBOJIbl HA STUKETKE MEAVUMHCKOIO N34ENNA

L1 REF F 1 30

V3 oTOBUTENb Homep no Katanory Pasmep B PpeHuax F(86°1F)
155
[ ]
STERILE EO O 3 ( ) o
TemnepaTypHblii
CTtepunuszaums ObpatnTech K [AmanasoH
OKCWIOM 3TUNEHa WHCTPYKUMn No
NPUMEHEHUIO

[I()tl 25C

Wcnonb3oBathb 0 Koz napTum 3anpeTt Ha NOBTOpPHOE {77F)
MCMONb30BaHNE

|’ ' “ TemnepaTypHble
orpaHuyeHnst

Jata n3rotoBneHms BHelwHWW guameTp

BHYTPEHHWI AuameTp

)I( FLUSHINGTO0L
Copepxnmoe (Lngpa YCTpoOncTBO 414

AMMpOreHHo yKasblBaeT Ha MPOBOAHUKOBBIIA NPOMbIBAHWA
KO/IMYECTBO eAnNHUL KaTeTep

BHYTPY YMaKoBKW)

(b D

He cTepunusoBathb finvHa cTeHTa
MOBTOPHO

He 1cnonb3oBaTh, €c/in
ynaKoBKa MoBpexjeHa

MP-coBMeCTUMBbI
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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, ABgeeBa EneHa ViBaHOBHa, BPeMEHHO WCMOJHALOWAA 0683aHHOCTM HOTapuyca ropoga
MockBbl, MakapeHko Afnekced AJieKceeBMYa, CBUAETENLCTBYIO MNOAMIMHHOCTL  MOAMUCK
nepesoayvunka IN'puropbesa AnekcaHgpa Cepreesuya.

Moagnucb caenaHa B MOeM NPUCYTCTBUMN.
JINYHOCTBL NognucaBLLEro JOKYMeHT ycTaHOB/eHa.
3apeructpupoBaHo B peectpe Ne 77/337-H/77-2018-Y<I-'3["A

B3biCKaHO rocyaapcTBeHHOM nownuHbl (no Tapudy): 100 pyo.
Ynna4yeHo 3a oKasaHue ycnyr npaBoBOro 1 TexHM4eckoro xapakrepa: 200 py6.

E.N. ABgeesa/nognuce/
"'epboBas neyatb HOTapuyca

Bcero npownTo, NpoHyMepoBaHo 1

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

epboBas neyaTb HOTapuyca

Poccuinickas dPeaepauns
Nopos MockBa
CefbMmoe HOSA6pS ABe ThICAYM BOCEMHAALATOrO roja

A, ABfeeBa EneHa lABaHOBHa, BpeMeHHO UCMOMHAOLWAaA 0693aHHOCTM HOTapuyca.ropoja
Mocksbl, MakapeHKa-Anekcesa Anekceesnya, CBUAETENLCTBYIO BEPHOCTb KOMUK C
npeAcTaB/IeHHOro MHE AOKYMeHTa.
3apervctpupoBaHo B peectpe Ne 77/337-H/77-2018-Y<I"7c3*6

B3bICKaHO rocyapCTBEHHON MOLLIMHBI (M0 Tapudy):

YnnayeHo 3a ollaen™)y(wy4Y? nptoBOro M TeXHb MM L p XapakTrepa:

‘Of4- E.V.ABpeeBa

Cusl

y--
* 10
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