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COOK'

MEDICAL

INSTRUCTIONS FOR USE

EVOLUTION COATED ESOPHAGAL NITINOL STENT-ENDOPROTHESIS

PURPOSE:

This device is used to maintain patency of malignant esophageal strictures and/or to seal tracheoesophageal
fistulas.

The Evolution Esophageal Stent System is represented by the versions mentioned below:

-Evolution Esophageal Stent System - Partially Covered (EVO-20-25-8-E; EV0O-20-25-10-E; EVO-
20-25-12.5-E; EVO-20-25-15-E)

-Evolution Esophageal Stent System - Fully Covered (EVO-FC-R-18-23-8-E; EVO-FC-R-18-23-10-
E; EVO-FC-R-18-23-12-E; EVO-FC-R-20-25-8-E; EVO-FC-R-20-25-10-E; EVO-FC-R-20-25-12-E)

The Evolution Esophageal Stent System consists ofthe following two components:
SelfExpanding Metal Stent
Stent Delivery System (made up ofthe handle and introducer)

Stent Delivery System

The Stent Delivery System is common to the aforementioned devices - it is very similar to traditional ‘Push-
Pull’ stent delivery systems. It consists of two catheters that operate co-axially to one another (inner and
outer catheter) and a handle. The handle allows for desheathing to deploy the stent and resheathing
recapturing the stent during stent deployment.

Differences in the construction of the Self Expanding Metal Stents in the aforementioned versions are
described below:

Evolution Esophageal Stent System - Partially Covered fEVO-20-2S-8-E; EV0O-20-25-10-E; EVO-20-
25-12.5-E; EVO-20-25-15-E)

The stent is woven from a single strand ofnitinol wire. The stent foreshortens due to its design. It is formed
with a flange at either end. The increased diameter of the stent at the flanged ends provides resistance to
migration. The proximal and distal ends of the stent are designed with rounded “crowns”, to potentially
reduce tissue trauma. A silicone membrane applied to the stent covers the complete body of the stent along
with part ofboth flanges. The covering is intended to reduce the risk of tissue ingrowth and provides a seal
for tracheoesophageal fistulas. To aid in visibility under fluoroscopy there are four tantalum bands at either
end of the stent. The device has a lasso loop woven through the crowns on the proximal end of the stent
(first lasso loop). A second lasso loop is woven through the loops formed by the first lasso loop. This lasso
loop assembly can be used to reposition the stent during the initial placement procedure if derired. (Fig. 1)
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Figure 1: Evolution Esophageal Stent- Partially Covered (EVO-20-25-8-E; EVO-20-25-10-E; EVO-20-
25-12.5-E; EV0-20-25-15-E)

Evolution Esophageal Stent System - Fully Covered (EVO-FC-R-18-23-8-E: EVO-FC-R-18-23-10-E:
EVO-FC-R-18-23-12-E: EVO-FC-R-20-25-8-E; EVO-FC-R-20-25-10-E: EVO-FC-R-20-25-12-E>
The stent is woven from a single strand of nitinol wire. The stent has flanges at both ends of the stent. The
increased diameter ofthe stent at ti\e flanged ends is intended to provide resistance to migration. The stents
have a silicone membrane covering. For this version ofthe stent - a silicone membrane applied to the stent
covers the complete stent except for sections of every crown (at both ends of the stent) where a hole is left
open to allow the lasso loop to pass through. The covering is intended to reduce the risk oftissue ingrowth
and to provide a seal for tracheoesophageal fistulas. To aid in visibility under fluoroscopy, there are four
tantalum marker bands at either end of the stent. The device at both stent ends has a lasso loop woven
through the crowns on the end of the stent (first lasso loop). A second lasso loop (grasping lasso loop) is
woven through the loops formed by the first lasso loop and contains a green grasping feature. The green
grasping feature is gripped to allow repositioning of the stent directly after placement or is used for stent
removal in benign indications, (reference Fig. 2).

Figure 2: Evolution Esophageal Stent-Fully Covered (EVO-FC-R-18-23-8-E; EVO-FC-R-18-23-10-E;
EVO-FC-R-18-23-12-E; EVO-FC-R-20-25-8-E; EVO-FC-R-20-25-10-E; EVO-FC-R-20-25-12-E).

Construction

1Fr=0.33
Part Number Introduction Introduction Stent Stent Diameter
System Diameter ~ System Length  Length
Evolution Esophageal Stent System - Partially Covered
EVO-20-25-8-E 24 Fr/ 792 mm 78cm * 3cm 8cm Body - 20mm (£10%),
(£10%) (¥10%) Flange —25mm (+10%)
EV0-20-25-10-E 2 4Fr/ 7.92 mm 78cm* 3cm 10cm Body - 20mm (£10%),
(£10%) (£10%) Flange - 25mm (+10%)
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Part Number

EV0O-20-25-12.5-E

EVO-20-25-15-E

Evolution Esophagea

EVO-FC-R-18-23-8-E

EVO-FC-R-18-23-10-E

EVO-FC-R-18-23-12-E

EVO-FC-R-20-25-8-E

EVO-FC-R-20-2540-E

EVO-FC-R-20-25-12-E

Introduction
System Diameter

24 Fr/
(£10%)
24 Fr/
(£10%)

24 Fr/
(£10%)
24 Fr/
(£10%)
24 Fr/
(£10%)
24 Fr/
(£10%)
24 Fr/
(£10%)
24 Fr/
(£10%)

7.92 mm

7.92 mm

7.92 mm

7.92 mm

7.92 mm

7.92 mm

7.92 mm

7.92 mm

Stent Diameter

Body e 20mm (x10%),
Flange - 25mm (£10%)
Body - 20mm (x10%),
Flange - 25mra (+10%)

Body - 18mm (+10%),
Flange-23ram (+10%)
Body — 18mm (x10%),
Flange - 23mm (£10%)
Body — 18mm (+10%),
Flange - 23mm (+£10%)
Body - 20mm (+10%),
Flange - 25mm (£10%)
Body - 20mm (£10%),
Flange -- 25mm (£10%)
Body - 20mm (x10%),

Introduction Stent
System Length  Length
78cm+ 3 cm 12.5cm
(+£10%)
78cm +£3 cm 15cm
(£10%)
Stent System - Fully Covered
78cm £ 3cm 8cm
(£10%)
78cm £ 3cm 10cm
(£10%)
78cm £ 3cm 12 cm
(x10%)
78cm £ 3 cm 8 cm
(x10%)
78cm £ 3 cm 10 cm
(£10%)
78cm* 3cm 12 cm
(x10%)

Allowance / tolerances of the dimensional parameters
Unit: mm Tolerance: +10%

Stent Length * Silicone
length

80 50

100 70

125 95

150 120

* The length indicates the actual length ofthe stent at nominal stent diameter.

Unit: mm Tolerance: + 10%

Membrane

Stent Length *\ Silicone Membrane

Length

80
100
120
80
100
120

20

Stent Diameter

Stent Body Diameter

18

20

Flange-25mm (x10%)

Stent Diameter
Stent Body Diameter

23

25

* The Length indicates the actual stent length at nominal stent diameter.

Unit: mm Tolerance: = 10%

Introducer System Tip Length

=
51
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Stent Flange Diameter

25

Stent Flange Diameter

Introducer System Tip )

Gl
1.83

G2
10



Unit: mm Tolerance: £10%
The length ofthe outer catheter
758

Change of length
The length ofthe stent must be +15% / -5% of its nominal dimension post deployment.
All test articles met the predetermined acceptance criteria, demonstrating an accurate stent deployment.

Radial Resistance at 37° C

Radial Force Testing

Acceptance criteria - the stent radial force must be > 20N at a stent diameter of 10mm (pass: min 29.22N,
max 46.52N).

Radial force testing was conducted on 8cm stents. The testing was carried out on the machine solutions
radial expansion force gauge tester. The temperature within the tester was maintained at 37®€C + 2RC. Radial
force at a diameter of 10mm was measured. Each stent was compressed from an initial, fully expanded
diameter to a final diameter of 9mm at a rate of 0.5mm/s. The test article was allowed to expand back to
the initial diameter at the same rate. Three compression expansion cycles were performed. Forces were
established from the 3rd cycle.

Deployment & Recapturing Force Testing
To allow the testing to be completed the handle was removed from the test articles. The position of the
*point-of-no-return” position and the 75% deployment indicator were marked on the test articles. The
testing took place in a water bath set to water bath to 37*C + 2BC (this simulated body conditions). A 0.035”
wire guide was introduced through the delivery system. The test article was attached to the force gauge
using the luer lock.

Deployment Force:

The force gauge was set to record maximum compressive load. Using a slow uniform motion, the shuttle
was moved towards the force gauge until 50% of the stent was deployed. This position corresponds to the
“point-of-no-retum” position. The maximum force was recorded. Note: This corresponds to stent
deployment.

Recapturing Force:

The force gauge was set to record maximum tensile load. Using a slow uniform motion, the shuttle was
moved away from the force gauge from the “point-of-no-retum” position until the stent is tully recaptured.
The maximum force was recorded. Note: This test corresponds to stent recapturing.

As part ofthis test each test article was recaptured a total of 5 times.
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Results and Acceptance Criteria:

All the test articles met the acceptance criteria outlined in the following table.

Table: Deployment and recapturing forces: Acceptance criteria and results.

Test Type Acceptance Criteria Results Pass/ Fail
Deployment The stent deployment force must  Deployment Forces:
Force Testing be below 40N when deployed Min: 19.15N
from a full length delivery Max:31.35N Pass
system into a water bath heated ~ Note: all deployment values for
to 37®C + 2°C after the stenthas  each of the 6 cycles were <40N.
been recaptured up to 5 times.
Recapturing The stent recapture force must Recapture Forces:
Force Testing be below 40N when recaptured Min: 24.10N
up to 5times into a full length Max:31.70N Pass
delivery system using water Note: all recapture values for each
heated to 37°C+2°C. ofthe 5 cycles were <40N.

Connection Strength

1.

Distal Tip Joint Strength

+ Mean-3.981 SD.> 15N

Marker Band Joint Strength

* Mean-3.981 SD.>5N

Bilumen Tubing Joint Strength

* Mean-3.064 x standard deviation > 45N

Outer Tubing Flare to connector cap Joint strength
* Mean-3.064 Xstandard deviation > 5kg
PEEK Tubing Flare Joint Strength

e Force at failure for all samples > 45N

PERT Tubing to Handle Cannula Joint Strength
» Force at failure for all samples > 45N

Cannula to Nitinol Wire Joint strength

e Mean- 3.064 x standard deviation > 15N

Fatigue Testing

Objective:

specified number of cycles.

Number of Samples: A total number often (10) stents were used in this study (Five 18 mm body x 23 mm
flange diameter and five 22 mm body x 27 mm flange diameter). The 2 sizes tested bracket the 20mm body

x 25mm flange size option.

Acceptance Criteria and Results:
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To evaluate the fatigue life of the Evolution Esophageal Self Expanding Metal Stent by
subjecting it to time-accelerated, physiologically-modelled, diameter-controlled radial compression for a



Table; Acceptance Criteria and Results: Stent 18mm Body, 23mm Flange.

Test Article Acceptance Criteria Result
Evolution The stents must remain intact. Pass
Esophageal Fully ~ The stents must keep their cylindrical geometry. Pass
Covered Stent The stent wires must not break during the test. Pass
(18 mm body x The marker bands must remain on the stents and not become detached.  Pass
23 mm flange The lasso loop material shall not break during the test. Pass
diameter) The silicone covering must remain on'the stent and not become Pass
detached from the body ofthe stent. Some localized delamination or
n=>5 holes in the silicone are acceptable.

Table: Acceptance Criteria and Results: Stent 22mm Body, 27mm Flange.

Test Article Acceptance Criteria Result
Evolution The stents must remain intact. Pass
Esophageal Fully  The stents must keep their cylindrical geometry. Pass
Covered Stent The stent wires must not break during the test. Pass
(22mmbody X The marker bands must remain on the stents and not become detached.  Pass
27 mm flange The lasso loop material shall not break during the test. Pass
diameter) The silicone covering must remain on the stent and not become Pass
detached from the body of the stent. Some localized delamination or
n=5 holes in the silicone are acceptable.

Analysis: The test samples met all ofthe predetermined acceptance criteria demonstrating acceptable radial
sling fatigue.

All ofthe above results apply to all stent designs: Evolution esophagus stent system - partially coated
(EVO-20-25-8-E; EVO-20-25-10-E; EVO-20-25-12.5-E; EV0O-20-25-15-E); The Evolution esophagus
stent system is fully coated (EVO-FC-R-18-23-8-E; EVO-FC-R-18-23-10-E; EVO-FC-R-18-23-12-E;
EVO-FC-R-20-25-8-E; EVO-FC-R-20-25-10-E; EVO-FC-R-20-25-12-E).

INSTRUCTIONS FOR USE
Evolution Esophageal Stent System - Partially Covered (EVO-20-25-8-E: EV0O-20-25-10-E: EVO-

20-25-12.5-E: EVO-20-25-15-E>

CAUTION: U.S. Federal Law restricts this device to sale by or on the order of a physician (or properly
licensed practitioner).

IMPORTANT INFORMATION
Please review prior to use.

INTENDED USE

This device is used to maintain patency of malignant esophageal strictures and/or to seal tracheoesophageal
fistulas.

STENT DESCRIPTION

This flexible, self-expanding stent is constructed of a single, woven, nitinol wire. The stent foreshortens
due to its design. The stent has a flange at both ends to aid in preventing migration. A silicone membrane
applied to the stent covers the complete body of the stent along with part of both flanges in the partially
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covered stent. The covering is intended to reduce the risk of tissue ingrowth and to provide a seal for
tracheoesophageal fistulas. The total length of the stent is indicated by radiopaque markers on the inner
catheter, indicating the actual length of the stent at nominal stent diameter. To aid in visibility under
fluoroscopy there are four tantalum bands at either end ofthe stent. There is a lasso at the proximal end of
the stent, the purpose of which is to reposition the stent in the event of incorrect placement. The proximal
and distal ends of the stent are designed with numerous rounded “crowns” to potentially reduce tissue
trauma.

DELIVERY SYSTEM DESCRIPTION

Stent is mounted on an inner catheter, which accepts a .035 inch wire guide, and is constrained by an outer
catheter. A pistol-grip delivery handle allows controlled stent deployment or recapture. The position of the
red marker on top ofthe handle in relation to the “point-of-no-retum” position on the handle label indicates
the point after which it is not possible to recapture the deployed stent.

CONTRAINDICATIONS

Those specific to upper Gl endoscopy and any procedure to be performed in conjunction with stent
placement.

Additional contraindications include, but are not limited to: total esophageal obstruction, strictures that
cannot be dilated a minimum size as outlined in the precautions section, placement requiring positioning of
stent within 2 cm of the cricopharynx, surgical resection candidates, hiatal hernia and gastric prolapse in
the esophageal area, patients with a perforated esophagus, placement in actively bleeding tumors, benign
diseases.

Relative contraindications include, but are not limited to: uncooperative patient, coagulopathy, tracheal
compression, recent myocardial infarction, cervical arthritis with fixed cervical spine, large tumor mass
occupying the mediastinum, nonobstructive tumor, gastric outlet obstruction, necrotic esophageal mucosa,
acutely angled stenosis.

POTENTIAL ADVERSE EVENTS

Those associated witli upper Gl endoscopy include, but are not limited to: allergic reaction to contrast or
medication, aspiration, cardiac arrhythmia or arrest, fever, hemorrhage, hypotension, infection, perforation,
reflux, respiratory depression or arrest, vomiting.

Additional adverse events include, but are not limited to: airway compression; allergic reaction to nickel;
aortoesophageal fistula and arterioesophageal fistula; chest or retrosternal pain; death (other than due to
normal disease progression); dysphagia; edema; erosion or perforation of stent into adjacent vascular
structures; esophageal ulceration and erosion; esoph?itis; fistula involving trachea, bronchi or pleural
space; food bolus impaction; foreign body sensation or reaction; gas bloat; inadequate stent expansion;
intestinal obstruction secondary to migration; mediastinitis or peritonitis; nausea; pain/discomfort;
reocclusion; sensitivity to metal components; sepsis; stent misplacement and/or migration; tracheal
obstruction; tumor ingrowth or overgrowth; wire entrapment.

PRECAUTIONS

A complete diagnostic evaluation must be performed prior to use to determine proper stent size.

Stent should be placed using fluoroscopic monitoring.

Stent should only be placed with the Cook delivery system, which is provided with each stent.

Note: Prior to advancing system, area to be stented should be dilated to:

For (18mm x 23mm) stent-am inimum of9 mm and a maximum of 11mm. Ifarea is dilated greater than
11 mm, stent may migrate.
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For (20mm x 25mm) stent - a minimum of 10 mm and a maximum of 14 mm. If area is dilated greater
than 14 mm, stent may migrate.

This device is intended for palliative treatment only. Alternate methods of therapy should be investigated
prior to placement.

Long-term patency ofthis device has not been established. Periodic evaluation is advised.

This device shortens upon deployment. With proximal strictures near the upper esophageal sphincter,
deployment should be performed under fluoroscopic visualization as this may enhance placement accuracy.
Do not use this device for any purpose other than stated intended use.

Stent cannot be retrieved after the deployment threshold has been passed. The position of the red marker
on top of the handle in relation to the point-of-no-retum position on the handle label indicates when the
threshold has been passed.

Use of this device is restricted to a trained healthcare professional.

WARNINGS

The stent is not intended to be removed and is considered a permanent implant. Attempts to remove stent
after placement may cause damage to esophageal mucosa.

This device is designed for single use only. Attempts to reprocess, resterilize, and/or reuse may lead to
device failure and/or transmission of disease.

If package is opened or damaged when received, do not use. Visually inspect product with particular
attention to kinks, bends and breaks. If an abnormality is detected that would prohibit proper working
conditions, do not use. Please notify Cook for return authorization.

This stent contains nickel, which may cause an allergic reaction in individuals with nickel sensitivity.

Do not introduce the endoscope into the stent as displacement may occur.

After stent placement, alternative methods of treatment such as chemotherapy and radiation should not be
administered as this may increase risk of stent migration due to tumor shrinkage, stent erosion, and/or
mucosal bleeding.

The risk of perforation and erosion into adjacent vascular structures or aortoesophageal and
arterioesophageal fistulas may be increased with pre- or post-operative chemotherapy and radiation, longer
implantation times, aberrant anatomy, and/or mediastinal contamination or inflammation.

MR INFORMATION
l

This symbol means the device is MR Conditional

Non-clinical testing has demostrated that Evolution Esophageal Stents are MR Conditional. A patient with
this device can be safely scanned in an MR system meeting the following conditions:

Static Magnetic Field

Static magnetic field of 3.0 Tesla or less

Maximum spatial field gradient of 1900 gauss/cm (19 T/m)

Maximum MR system reported, whole body averaged specific absorption rate (SAR) of 2 W/kg (Normal
Operating Mode)

MRI-Related Heating

15and 3.0 Tesla Systems

Non-clinical testing was conducted under the following conditions and produced a maximum temperature
rise of4.4*C:
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« A maximum whole body average specific absorption rate (SAR) of 3.8 W/kg (corresponding to a
calorimetry measured value of3.1 W/kg) for 15 minutes of MR scanning ina 1.5 Tesla Magnetom (Siemens
Medical Solutions, Malvern, PA, Software Numaris/4) MR scanner.

« A maximum whole body average specific absorption rate (SAR) of 3.0 W/kg (corresponding to a
calorimetry measured value of2.8 W/kg) for 15 minutes of MR scanning in a 3.0 Tesla Excite (GE Electric
Healthcare, Milwaukee, WI, Software G3.0-052B) MR scanner.

Image Artifacts

In nonclinical testing, the image artifact caused by the device extends approximately 7 mm from the
Evolution Esophageal Stentwhen imaged with a spin echo pulse sequence and a 3 T MR system.

The safety of MR imaging using a local transmit/receive RF coil in areas immediately adjacent or directly
involving the implant has not been established and is therefore not recommended.

The safety of performing MR imaging in patients with overlapping stents or other device(s) in the
esophagus has not been established and is therefore not recommended.

EQUIPMENT REQUIRED

Stent and delivery system

Esophageal Balloon Dilators or Bougie Dilators
.035 inch wire guide

PATIENT PREPARATION

1. Intubate the patient using an endoscope per standard procedure. Assess the stricture location and
dimensions upon direct visualization.

2. Ifrequired, dilate stricture to a minimum size as outlined in the precautions section using Balloon Dilators
or Bougie Dilators.

3. Endoscopically locate and mark upper and lower margins of lesion with radiopaque marker. Caution:
Accurate marking of lesion borders is essential for proper stent placement.

4. The esophageal stent should be at least 4 cm longer than the stricture, allowing for approximately 2 cm
longer at either end of the stricture.

5. Place a .035-inch wire guide, floppy tip first, through accessory channel, through stricture, until it is
fluoroscopically visualized in stomach. Leave wire guide in place and remove endoscope.

E4STRUCTIQNS FQR USE

Stent Placement

1. Remove stent delivery system from the package and protective tubing.

2. Using fluoroscopic guidance, introduce and advance the delivery system in short increments over the
pre-positioned wire guide into the esophagus.

3. To ensure that stent will bridge stricture after deployment, fluoroscopically position radiopaque markers
on inner catheter beyond extremities of stricture to be crossed.

4. Confirm desired stent position fluoroscopically and deploy stent by removing red safety guard from the
handle. (Fig. 1)

5. Continue deploying stent by squeezing trigger. Note: Each trigger squeeze will deploy stent by an equal
amount.

6. If stent repositioning is required during deployment, it is possible to recapture stent. Note: It is not
possible to recapture stent after passing point-of-no-retum, indicated when red marker on top ofthe handle
has passed the point-of-no-retum position on the handle label. (Fig. 2)

7. To recapture stent, push direction button on side of delivery system to opposite side. (Fig. 3) Note: Hold
thumb on button when squeezing trigger for first time to recapture.

8. Continue squeezing trigger as required to recapture stent by desired amount.

9
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9. To resmne deployment, push button to opposite side again and hold thumb on button for first stroke
while squeezing trigger. (Fig. 4)

10. When stent point-of-no-retum has been passed, pull safety wire out of delivery handle near wire guide
port. (Fig. 5)

11. Continue deploying stent by squeezing trigger.

12. After deployment, fluoroscopically confirm full stent expansion. Once full expansion is confirmed,
delivery system can be safely removed. Note: You may introduce endoscope and advance to the upper
margin ofthe stent to endoscopically confirm position and patency ofthe stent.

13. To reposition stent directly after placement, grip the white lasso at proximal-end of stent with forceps
and reposition stent to desired area.

POST PROCEDLItE

* Observe the patient for development of any complications of endoscopy, esophageal dilation or stent
placement. During the first 24 hours, vital signs should be monitored, and clear liquid given in an upright
position. Patients being treated for fistula should have no fluids or food by mouth until successful seal of
fistula has been confirmed.

« Subsequent follow-ups (such as endoscopy and/or chest x-rays) with patient should be performed at the
physician’s direction.

PATIENT COUNSELLING INFORMATION

* After stent placement, post 24 hours, the patient should be instructed to chew food well or eat soft or
pureed food and to drink fluids before and after meals.

« Patients with stents placed in the distal esophagus or across the GE junction may be instructed to elevate
the head ofthe bed and may be prescribed acid suppression therapy to minimize gastric reflux into the stent.

Upon completion of procedure, dispose of device per institutional guidelines for biohazardous
medical waste.

10
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INSTRUCTION FOR USE
Evolution Esophageal Stent System - FuUv Covered (EVO-FC-R-18-23-8-E; EVO-FC-R-18-23-10-
E; EVO-FC-R-18-23-12-E; EVO-FC-R-20-25 8-E: EVQ-FC-R-20-25-10 E; EVO-FC-R-20-25-12-E1

CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician (or a properly
licensed practitioner).

IMPORTANT INFORMATION
Please review prior to use.

1
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INTENDED USE
This device is used to maintain luminal patency ofthe esophagus in cases of: obstruction caused by intrinsic
or extrinsic malignancies, refractory benign strictures, or to seal tracheoesophageal fistulas.

MALIGNANT AND BENIGN

The above symbol means the following: Malignant and Benign.

STENT DESCRIPTION

This flexible, self-expanding stent is constructed of a single, woven, nitinol wire. The stent foreshortens
due to its design. The stent has a flange at both ends to aid in preventing migration. The stent has a silicone
membrane covering. The covering is intended to reduce the risk oftissue ingrowth and to provide a seal for
tracheoesophageal fistulas. The total length of the stent is indicated by radiopaque markers on the inner
catheter, indicating the actual length of the stent at nominal stent diameter. To aid in visibility under
fluoroscopy there are four tantalum bands at either end of the stent. There is a lasso at the proximal and
distal ends of the stent that allows repositioning of the stent directly after placement or is used for stent
removal in benign indications. There are radiopaque markers on the proximal and distal ends of the stent.

The proximal and distal ends of the stent are designed with numerous rounded “crowns” to potentially
reduce tissue trauma.

DELIVERY SYSTEM DESCRIPTION

The stent is mounted on an inner catheter, which accepts a .035-inch wire guide, and is constrained by an
outer catheter. A pistol-grip delivery handle allows controlled stent deployment or recapture. The position
of the red marker on top of the handle in relation to the “point-of-no-retum” position on the handle label
indicates the point after which it is not possible to recapture the deployed stent.

CONTRAINDICATIONS

Contraindications include those specific to upper gastrointestinal (GI) endoscopy and any procedure to be
performed in conjunction with stent placement.

Additional contraindications include, but are not limited to:

« total esophageal obstruction

* strictures that cannot be dilated to a minimum size as outlined in the precautions section
* placement requiring positioning of stent within 2 cm of the cricopharynx

* surgical resection patients

« hiatal hernia and gastric prolapse in the esophageal area

* patients with a perforated esophagus

* placement in actively bleeding tumors

* placement in polypoid lesions

Relative contraindications include, but are not limited to:

* uncooperative patient

ecoagulopathy

e tracheal compression

« recent myocardial infarction

« cervical arthritis with fixed cervical spine

* large tumor mass occupying the mediastinum

* nonobstructive tumor
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« gastric outlet obstruction

« necrotic esophageal mucosa

* acutely angled stenosis

« placement in an esophago-jejunostomy (following gastrectomy)

POTENTIAL ADVERSE EVENTS

Those associated with upper Gl endoscopy include, but are not limited to: allergic reaction to contrast or
medication, aspiration, cardiac arrhythmia or arrest, fever, hemorrhage, hypotension, infection, perforation,
reflux, respiratory depression or arrest, vomiting.

Additional adverse events include, but are not limited to: airway compression; allergic reaction to nickel;
aortoesophageal fistula and arterioesophageal fistula; chest or retrosternal pain; death (other than due to
normal disease progression); dysphagia; edema; erosion or perforation of stent into adjacent vascular
structures; esophageal ulceration and erosion; esophagitis; fistula involving trachea; bronchi or pleural
space; food bolus impaction; foreign body sensation or reaction; gas bloat; inadequate stent expansion;
intestinal obstruction secondary to migration; mediastinitis or peritonitis; nausea; pain/discomfort;
reocclusion; sensitivity to metal components; sepsis; stent misplacement and/or migration; tracheal
obstruction; tumor overgrowth; wire entrapment.

PRECAUTIONS
» A complete diagnostic evaluation must be performed prior to use to determine proper stent size.
» The Evolution Esophageal Stent - Fully Covered should be used with caution and only after careful
consideration in patients with:

» Significant preexisting pulmonary or cardiac disease.

« Conditions where esophageal stenting may cause a secondary tracheal stenosis.

* Prior gastric pull up operations resulting in altered anatomy.
« Stent should be placed using fluoroscopic monitoring.
*Prior to advancing the system, physician discretion should be used to determine if dilation is required. If
required, dilate area to be stented to a diameter that is at least equal to the diameter of the delivery system
and a maximum of 11 mm.
* Long-term patency of this device has not been established. Periodic evaluation is advised.
« This device shortens upon deployment. With proximal strictures near the upper esophageal sphincter,
deployment should be performed under fluoroscopic visualization as this may enhance placementaccuracy.
* For Malignant use, alternate methods oftherapy should be investigated prior to placement.
* The stent should only be placed with the Cook delivery system, which is provided with each stent.
* Do not use this device for any purpose other than the stated intended use.
* Use ofthis device is restricted to a trained healthcare professional.
* Stent cannot be retrieved after the deployment threshold has been passed. The position of the red marker
on the top of the handle in relation to point-of-no-retum position on the handle label indicates when
threshold has been passed.

WARNINGS

» The safety and effectiveness of leaving this stent in place, or removing tlie Evolution Esophageal Stent -
Fully Covered from a benign lesion beyond 8 weeks has not been established.

« Exercise care when removing a stent that has significant overgrowth around the stent ends.

« It is not intended to remove a stent fi-om a malignant lesion once original placement has been completed
and confirmed. Attempts to remove the stent after placement in a malignant lesion may cause damage to
the esophageal mucosa.

« Stenting across the gastroesophageal junction may increase the risk of migration.
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« This stent contains nickel, which may cause an allergic reaction in individuals with nickel sensitivity.

* The effectiveness ofthe delivery system cannot be guaranteed if the stent has been recaptured more than
5 times.

« Testing of overlapping stents has not been completed and is not recommended.

« This device is designed for single use only. Attempts to reprocess, resterilize, and/or reuse may lead to
device failure and/or transmission of disease.

« If package is opened or damaged when received, do not use. Visually inspect with particular attention to
kinks, bends and breaks. Ifan abnormality is detected that would prohibit proper working condition, do not
use. Please notify Cook for return authorization.

Do not introduce the endoscope into the stent, as displacement may occur.

* After stent placement, alternative methods of treatment such as chemotherapy and radiation should not be
administered as this may increase risk of stent migration due to tumor shrinkage, stent erosion, and/or
mucosal bleeding.

» The migration rate may be increased by absence of a tumor abutment in benign esophageal stenoses,
esophageal fistula without stenoses, incorrect sizing of the stent, or in cases of malignant stenoses where
radiotherapy and/or chemotherapy is employed.

o The risk of perforation and erosion into adjacent vascular structures or aortoesophageal
andarterioesophageal fistulas may be increased with pre- or post-operative chemotherapy and radiation,
longer implantation times, aberrant anatomy, and/or mediastinal contamination or inflammation.

ivm INFORMATION

This symbol means the device is MR Conditional

Non-clinical testing has demonstrated the Evolution Esophageal Stents are MR Conditional. A patient with
this device can be safely scanned in an MR system meeting the following conditions:

Static Magnetic Field:

» Static magnetic field of 3.0 Tesla or less

» Maximum spatial field gradient of 1900 gauss/cm (19 T/m)

* Maximum MR system reported, whole body averaged specific absorption rate (SAR) of 2

WI/Kg (Normal Operating Mode).

MRI-Related Heating

1.5 and 3.0 Tesla Systems:

Non-clinical testing was conducted under the follovring conditions and produced a maximum temperature
rise of4.4 °C:

* a maximum whole body average specific absorption rate (SAR) of 3.8 W/kg (corresponding to a
calorimetry measured value of 3.1 W/kg) for 15 minutes of MR scanning in a 1.5 Tesla Magnetom (Siemens
Medical Solutions, Malvern, PA, Software Numaris/4) MR scanner.

* a maximum whole body average specific absorption rate (SAR) of 3.0 W/kg (corresponding to a
calorimetry measured value of2.8 W/kg) for 15 minutes of MR scanning in a 3.0 Tesla Excite (GE Electric
Healthcare, Milwaukee, WI, Software G3.0-052B) MR scanner.

Image Artifacts

In non-clinical testing, the image artifact caused by the device extends approximately 7mm from the
Evolution Esophageal Stent when imaged with a spin echo pulse sequence and 3T MR system.
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The safety of MR imaging using a local transmit/receive RF coil in areas immediately adjacent or directly
involving the implant has not been established and is therefore not recommended.

The safety of performing MR imaging in patients with overlapping stents or other device(s) in the
esophagus has not been established and is therefore not recommended.

EQUIPMENT REQUIRED

« Stent and delivery system

« Esophageal Balloon Dilators or Bougie Dilators
«.035 inch wire guide

PATIENT PREPARATION

1. Intubate tile patient using an endoscope per standard procedure. Assess the stricture location and
dimensions upon direct visualization.

2. If required, dilate stricture to a minimum size as outlined in the Precautions section using Balloon
Dilators or Bougie Dilators.

3. Endoscopically locale and mark upper and lower margins of lesion with radiopaque marker, internal or
external, or use an injectable radiopaque substance. Caution: Accurate marking of lesion borders is
essential for proper stent selection and placement.

4. The esophageal stent should be at least 4 cm longer than the stricture, allowing for approximately 2 cm
longer at either end of the stricture.

5. Place a .035 inch wire guide, floppy tip first, through accessory channel, through stricture, until it is
fluoroscopically visualized in stomach. Leave wire guide in place and remove endoscope.

INSTRUCTIONS FOR USE

Steat Placement

1. Remove stent delivery system from the package and protective tubing.

2. Using fluoroscopic guidance, introduce and advance the delivery system in short increments over the
pre-positioned wire guide into the esophagus.

3. To ensure that the stent will bridge stricture after deployment, fluoroscopically position radiopaque
markers on inner catheter beyond extremities of stricture to be crossed.

4. Confirm desired stent position fluoroscopically and to enable stent deployment remove the red safety
guard from the handle. (Fig.l)

5. Continue deploying stent by squeezing the trigger. NQTE: Each trigger squeeze will deploy the stent by
an equal amount.

6. If stent repositioning is required during deployment, it is possible to recapture the stent. NQTE; It is not
possible to recapture the stent after passing point-of-no-retum, indicated when the red marker on top ofthe
handle has passed the point-of-no-retum position on the handle label. (Fig.2)

7. To recapture the stent, push the direction button on the side of the delivery system to the opposite side.
(Fig.3)

NOTE: Hold thumb on button when squeezing the trigger for the first time to recapture.

8. Continue squeezing the trigger as required, to recapture the stent by desired amount.

9. To resume deployment, push the button to the opposite side again and hold thumb on the button for first
stroke while squeezing the trigger. (Fig.4)

10. When stent point-of-no-retura has been passed, pull and remove the safety wire completely out of the
delivery handle near the wire guide port to allow full stent deployment. (Fig.5)

11. Continue deploying the stent by squeezing the trigger.

12. After deployment, fluoroscopically confirm full stent expansion. Once full expansion is confirmed, the
delivery system and wire guide can be safely removed.
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NOTEj You may introduce endoscope and advance to the upper margin of the stent to endoscopically
confirm position and patency ofthe stent.

Stent Repositioning Technique

To reposition the stent directly after placement, grip either the proximal or distal-end green lasso with
forceps and reposition the stent to the desired area. (Fig.6)

Stent Removal Technique (Benign Indications Only)

1. Locate the proximal and distal-end green lasso of the stent by direct endoscopic visualization.

2. With forceps, gently apply tension to each green lasso to mobilize the distal and then the proximal end
of the stent from the esophageal wall. (Fig.7)

3. Once the stent has been mobilized, grasp the green lasso at proximal end of stent securely and pull gently
to collapse proximal end of stent and gently remove the stent. (Tig.8)

POST PROCEDURE

* Observe the patient for development of any complications of endoscopy, esophageal dilation or stent
placement. During the first 24 hours, vital signs should be monitored and clear liquid given in an upright
position. Patients being treated for fistula should have no fluids or foods by mouth until successful sealing
of fistula has been confirmed.

« Subsequent follow-ups (such as endoscopy and/or chest x-rays) with patient should be performed at the
physician’s discretion.

PATIENT COUNSELLING INFORMATION

« After stent placement, post 24 hours, the patient should be instructed to chew food well or eat soft or
pureed food and to drink fluids before and after meals.

« Patients with stents placed in the distal esophagus or across the GE junction may be instructed to elevate
the head of the bed, and may be prescribed acid suppression therapy to minimize gastric reflux into the
stent.

Upon completion of procedure, dispose of device per institutional guidelines for biohazardous
medical waste.
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MATERIALS

Evolution Esophageal Stent System-Partially Covered (EVO-20-25-8-E; EVO-20-25-10-E; EVO-20-25-
12.5-E; EVO-20-25-15-E)

All materials mentioned in the table below are common to both the Evolution Esophageal Stent System-
Partially Covered and Evolution Esophageal Stent System-FuUy Covered unless indicated as follows:
Note A: Used in the Evolution Esophageal Stent System-Partially Covered.

Note C: Used in the Evolution Esophageal Stent System-Fully Covered EVO-FC-R-18-23-8-E; EVO-FC-
R-18-23-10-E; EVO-FC-R-18-23-12-E; EVO-FC-R-20-25-8-E; EVO-FC-R-20-25-10-E; EVO-FC-R-20-

catheter)
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25-12-E
Cowponen! Material Patient
Stent
Stent wire Nitinol wire Yes
Nitinol alloy (nickel-titanium)
Nickel 54.5 -57.0
Carbon 0.05 Max
Oxygen 0.05 Max
Hydrogen 0.005 Max
Titan Decisive
Silicone membrane Nusil silicone grade MED-4755 Yes
Marker Bands Tantalum NM-0010 Yes
Lasso loop Force Fibre Suture Yes
Ultra high molecular weight Polyethylene Tecafine
Lasso loop»” Polytetrafluorethylene (PTFE) Impregnated Polyester 1113-T Yes
TevdekSuture
Grasping Feature Polytetrafluorethylene (PTFE) Impregnated Polyester 1113-T Yes
TevdekSuture
Introducer System
Introducer system tip Pebax witli 40% barium Yes
(inner catheter)
Tubing (inner catheter)  Polyetheretherketone PEEK 381G Yes
Marker bands Platinum with 10% iridium Yes
Pusher (inner catheter)  Polyethylene radiopaque tubing 30413 Yes
Cannula Stainless steel 304 No
Support cannula (inner  Stainless steel 304 Indirect
catheter)
Outer catheter Pebax, braided with stainless steel, fluorinated ethylene Yes
propylene lined. Bismuth subcarbonate in Pebax tip
Outer catheter Pebax, braided with stainless steel, PTFE lined. Bismuth Yes
subcarbonate in Pebax tip
Bilumen tube (inner Vestamid Yes



Retention wire

Retention wire cannula

loop
Introducer support

cannula (inner catheter)

Retention wire
protection
PERT Distal Collar

Various Components

Lubricante
Adhesive
Adhesive
Primer
Solvent
Nusil Primer

Suture
NoeA

NoteC

COMPLIANCE WITH RELEVANT REGULATIONS AND TECHNICAL STANDARDS
Cook Ireland Ltd manufacture all medical products in accordance with Medical Devices Directive

93/42/EEC.

Nitinol

Nitinol alloy (nickel-titanium)
Nickel 54.5 -57.0

Carbon 0.05 Max

Oxygen 0.05 Max

Hydrogen 0.005 Max

Titan Decisive

Stainless steel 304
Stainless steel 304

Polytetrafluorethylene (PTFE) Impregnated Polyester 1113-T
TevdekSuture

Stainless Steel 304

Handle

Acetal / Polycarbonate grade Lexan/ Stainless Steel 304 with
PTFE coating / Polychloropren Neoprene / glasscord Kevlar-
49/ polyamide 6/ Stainless Steel 304 / Aluminium / 10%

glass-filled polycarbonate (compound 80020) / polycarbonate
(compound 80130) / polycarbonate (compound 80130) /
Acrylonitrile butadiene styrene blend (ABS POLIMAXX
GAB800)

Consumables

Silicone liquid MED-400
Loctite4061

Loctite 20268/26073/4013
Loctite 7701

Toluene

MED®6-161

Tevdek
Polytetrafluorethylene (PTFE) 1113-T (TevdekSuture)
Impregnated Polyester 6211

All of Cook facilities are also certified to ISO 13485 (2016) Quality Management System.

DISPUTE RESOLUTION PROCEDURE
Please notify Cook for return authorization.

Cook Medical Europe Ltd

ONIALLORANROAD

NATIONAL TECHNOLOGY PARK

LIMERICK, IRELAND
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Yes

Yes

No

Yes
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TEL: +353 61 334440 FAX: +353 61 334441
WWW.COOKMEDICAL.COM

WARRANTY INFORMATION

Authorized representative on the territory of the Russian Federation - Company “SCHAG” (ZAO
“SCHAG”)- Russia, 119002, Moscow, Karmanitzki per. 9, floor 5, office 501

Tel. (495) 95643-09;

Fax (495) 956-1310,

e-mail: info@schag.ru

The shelf life of products is 2 (two) years. Manufacturer’s warranty extends to the quality of products.

SHELF LIFE

The “use by” date as denoted by symbols on the labeling. The shelf life is shown by indication the time of
manufacture (factory symbol) to the slated expiration date (hourglass symbol). The difference between both
dates is the shelflife.

Evolution Esophageal Stent System - Partially Covered tEVQ-20-25-8-E; EVO-20-25-10-E; EVO-20-25-
12.5-E: EVO-20-25-15-E). Evolution Esophageal Stent System - Fully Covered (EVQ-FC-R-18-23-8-E:
EVO-FC-R-18-23-10-E: EVO-FC-R-18-23-12-E: EVO-FC-R-20-25-8-E: EVO-FC-R-20-25-10-E: EVO-
FC-R-20-25-12-E1- have a two (2) year shelf life.

STERH”ZATION DETAILS

These devices are supplied sterile in peel open packages utilizing an EtO (Ethylene Oxide) validated method
to a sterility assurance level (SAL) of 10”. These devices are intended for one-time use, sterile if unopened
or undamaged. Do not use the product if there is doubt as to whether the product is sterile.

CONTENTS OF DELIVERY
EVOLUTION coated esophageal stents with nitinol are delivered individually in a sterile package, which
is hermetically sealed, complete with a delivery system and instructions for use.

Weight, ¢ Product weight without

(£5%) packaging, g
RPN (£5%)
EVO-20-25-8-E 780 726.5
EVO-20-25-10-E 775.4 721.9
EVO-20-25-12.5-E 775.9 722.4
EVO-20-25-15-E 788.2 734.7
EVO-FC-R-18-23-8-E 1,182.9 778.0
EVO-FC-R-18-23-10-E 1,206.5 801.6
EVO-FC-R-18-23-12-E 1,181.1 776.2
EVO-FC-R-20-25-8-E 1,1915 786.6
EVO-FC-R-20-25-10-E 1,190.3 785.4
EVO-FC-R-20-25-12-E 1,185.5 780.6

CONDITIONS OF USE
These products are used in medical institutions.
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STORAGE RULES

These devices should be stored in a dry location, away jfrom temperature extremes / these devices should
be stored in a dark, dry, cool place, with avoidance of extended exposure to light.

TRANSPORTATION RULES
Transportation shall account for the type of transportation employed, the destination, the vendor used for

transportation and an estimation of the frequency and harshness of any handling required during
transportation.

PACKAGING AND LABELLING

Supplied in the individual packaging, which should show no signs of damage or opening. Upon detecting
the bends, breaks and other defects the device cannot be used.
The label ofthe device shows the following device parameters:
- the name of the medical device;

- trademark ofthe manufacturing company;

- catalog number;

- device diagram with dimensions;

- link to the glossary of symbols;

- method of steriliA4tion;

- number ofthe series (lot);

- symbol "use before”;

- symbol "date of manufacture™;

- symbol "prohibition of reuse";

- the symbol "refer to the instructions for use™;

- symbol "be careful!";

- symbol “to sale by or on the order of a physician”;

- site of the manufacturing company;

- barcodes;

- the logo of the manufacturing company;

- name ofthe manufacturing company;

- address of the manufacturing company;

- symbol ofthe presence ofthe CE certificate.
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REPAIRS
Devices are supplied sterile and for single-use only. Do not attempt to reuse or carry out maintenance.

DISPOSAL RULES

Upon completion of procedure, the devices are to be disposed of as per institutional guidelines for
biohazardous medical waste. For EU countries - in accordance with Council Directive 93/42/EEC/ For
Russian Federation - in accordance with national requirements, regulated by sanitary rules and norms
2.1.3684-21 of January 28,2021 ’Sanitary and epidemiological requirements for the maintenance of
the territories of urban and rural settlements, for water bodies, drinking water and drinking water
supply, atmospheric air, soils, living quarters, operation of industrial, public premises, organization and
implementation of sanitary and anti-epidemic (preventive) measures . Epidemiologically hazardous
waste - class B.

Regulato”™ Affairs Specialist Date

Cook Ireland Ltd.
O'Haloran Road
National Technology Park
Limenick, Ireland
Company Registration No. 230176
VAT Registration No. IE8203176 O
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MepeBof C aHIIMINCKOTO A3blKa Ha PYCCKUIA A3bIK

HoTapuanbHasa KoHTOpa
Haina LWnxu

6/7, T neHTyopT Yyn.,

Nnmepuk

WpnaHans

TenegoH +353 61 414355

dakc+ 353 61 414738

AnekTpoHHaa noyta nshechv@sellors.ie

BCEM 3ANHTEPECOBAHHBLIM NNUAM, A, Haiin Wwuxn, HOTapuyc, JOMKHbIM 06pa3om
YNOSTHOMOYEHHbIN U NPUCATHYBLUWIA, BeAYW WA aena no agpecy: 6/7 FneHTBOp yA., . JInMepuk,
Pecnybnuka Mpnangns, HACTOALWNM NOATBEPX A, 4TO 4 3HAKOM C cepTuduKaTamu,
KOTOpble nepuogmyecku BbinyckaeT komnauus Cook Ireland Ltd., u 4To npunaraemblii
LOKYMEHT fABNAeTCA oOpuruHanom WHCTpykuuei no npumeHeHuto Ha MW  CTeHTbI-
3HAONPOTE3bl NULLEBOAHbIE HUTUHO/OBbIE NOKPbITble EVOLUTION, KoTopbIi 8 nognucan

n CKpenmn nevyarbo, U 4YTO OPUTUHaN, KOTOprVI obIN npeactaBieH MHE Ha paCcCMOTPEHWE,
ABNAeTCcA NOANTNHHbBIM.

TAKXE A MOATBEPXJAHK HacToAwMM AokymeHTOM no 3anpocy Cook lIreland Ltd., uTo
faHHas KoMMaHus BefeT 6usHec no agpecy: O’XannopaH Poyg, HawHn TekHonomxu Mapk, B
ropoge Jlumepuk, Vipnangumsa, ons COOTBETCTBYHOLWMX KOMMETEHTHbIX OpraHoB B Poccuinckoli
Pefepaunn n 4na BCEX, KOTO 3TO MOXET KacaTbCs.

B NMOATBEPXAEHWE UEIO A ctaBnto CBOK MOAMUCH N MeyaThb.

/nognucaHo/ 9 asrycra 2021 r.
Haiin Wnxu Jata
HoTapuyc

LWramn:

Hain LWnxu

HoTtapuyc

6/7 CneHTBOP YN., I. JINMEPUK

MoXXMN3HEHHas NULEeH3NA OTTUCKHasA neyaTb HOTapuyca
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Kpyrnas neuars:
[OenaptameHT VIHOCTpaHHbIX fen
n Toprosau

AMOCTWNb
(Faarckas KoHBeHUMA OT 5 okTs6ps 1961 roaa)
CTtpaHa: MPNAHONA
[laHHbI rocyaapCTBEHHbIV
OOKYMEHT Obln1 NOANMCaH: Haiin LWnxu

BbICTYNatoLLell B KaYecTBe: HoTtapuyc
CKpEn/eHo NeyaTbo/WTaMmnom:

3aBepeHo
5. B I. Kopk
6  16.08.2021 1.
7. JenaptameHTOM MHOCTpaHHbIX en n Toprosnu
8  Ne0909742021
9. Meyvatb/wtamn: AenaptameHT NHoCcTpaHHbIX den"v Toprosnu
10. Moanuce: /noagnuncaHo/

HacTtoAawuii anocTunb noAgTBepXAaeT TONbKO MNOAAMHHOCTb MNOAMWCK W [JOMKHOCTb Auua, NOANUCABLUErO
ny6ANYHBIA [AOKYMEHT, W, rAe BO3MOXHO, NOAAMHHOCTb Me4yaTu WAM WTamna Ha Ny6/MYHOM [AOKYMEeHTe.
HacTosiMM anocTW/b He NOATBEPXAAET COAEPXaHNA LOKYMEHTa, A1 KOTOPOro OH 6bla BbiNylWeH. ANns NpoBepKu
BbIMYyCKa HacToAwWwero anoctuns cMm. www.authentications.dfat.ie

Homep cboky: 327419
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Norotnn Cook Medical

MHCTPYKUWA MONPUMEHEHUIO
CTeHTbl-aHAONPOTE3bI NUUW,EBOAHbIE HUTUHONOBLIE NOKPbITbie EVOLUTION

HA3HAUEHVE
[laHHble YCTpOiCTBa MpefHa3HauyeHbl ANS MNOAAEPXKW MPOXOAMMOCTM MPU 3M10KAYECTBEHHbIX
CTPUKTYpax NuuieBoAa U/ Unv Ans 3akpbiTUs TPaxXeonuiLeBOAHbIX CBULLENA.

CTeHTbI-3HAONPOTE3bI NULeBoAHble Evolution Esophageal Stent System npeacTaBneHbl B
YyKa3aHHbIX HUXKe BEPCUAX:

- CTEHTbI-3HAOMNPOTEe3bl MULLLEBOAHbIE - YACTUYHO MOKpPbITbie Evolution Esophageal Stent
System - Partially Covered (EVO-20-25-8-E; EV0O-20-25-10-E; EV0O-20-25-12.5-E; EVO-
20-25-15-E)

- CTeHTbI-3HONPOTE3bl MUNWBOAHLIE - TMOSIHOCTLIO MOKPbLITbie Evolution Esophageal
Stent System - Fully Covered (EVO-FC-R-18-23-8-E; EVO-FC-R-18-23-10-E; EVO-FC-R-
18-23-12-E; EVO-FC-R-20-25-8-E; EVO-FC-R-20-25-10-E; EVO-FC-R-20-25-12-E)

CTeHTbl NULLeBoAHbIe Evolution cocToAT M3 ABYX CNeyounx KOMNOHEHTOB:
- CamopasBepTblBaOLMIACA METANINYECKUIA CTEHT
- CucTema 0CTaBKM CTeHTa (COCTOMT U3 PYKOSITKM U UHTPOAbOCEPA)

Cucrtema JoCTaBKM CTeHTa

CucTtema [OCTaBKM CTeHTa ABNSETCA OAMHAKOBOW [NA BbIWEYNOMSAHYTbIX YCTPOWCTB - OHa
OYeHb MOX0Xa Ha TPagULMOHHbIE CUCTeMbl AOCTaBKM CcTeHTOB «Push-Pull». OHa cocTtouT un3
ABYX KaTeTepoB, KOTOpble paboTalT KoakcuanbHO ApYr Apyry (BHYTPEHHWIA W BHELIHWIA
KaTeTep), U PYKOATKU. PyKOATKa N03BOJIAET yAanuTb 060/104KY U pa3BepHYTb CTEHT, a Takxe
YAEePXNBaTb CTEHT NPU €ro NOBTOPHOM pa3BepTbiBaHUMN.

Pasnnuma B KOHCTPYKLUMWN BbILLIEYNOMAHYTbIX Bepcmﬁ camMopacwmnparowmnxeca MeTanimyecknx
CTEHTOB OMMCaHbl HVXXe:

/nognucao/ OTTUCKHAsA NeyaThb HOTapuyca
LTamn:

Haun LLnxu

HoTapuyc

6/7 I'neHTBOPYN., T. JTnMepnK

Mo>KW3HEHHas NnLEH3NA

09.08.2021 .
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CTCHTbI-3HAONPOTE3bl NMULLEBOAHbIE - 4YAaCTUYHO NOKpPbITbIe Evolution Esophageal Stent
System - Partially Covered (EV0-20-25-8-E; EVO-20-25-10-E: EV0O-2Q-25-12.5-E: EVO-
20-25-15-E)

CTeHT M3roTOB/IEH U3 OAMHAPHON HWTWHONOBOW MPOBONOKMW. bnarogaps CBOeW KOHCTPYKLUK,
A/IMHA CTeHTa MOXeT YyMeHbwaTbcA. CTeHT uWMeeT pacluMpeHns Ha 060MX  KOHLAX.
YBeNUYEHHbI AnameTp CTeHTa Ha 060MX KOHLAx npefHasHayeH Ana obecneyeHus
conpoTMBaeHns  Mmurpauun. [poOKCUManbHbIA U AUCTaNbHbIA  KOHUbI CTEHTa UMEIT
3aKpYr/NeHHbIE «KOPOHbI», YTO MOTEHLMANbHO CHWXXaeT TpaBMMUpOBaHWe TKaHeil. CUInKoHOBas
mMembpaHa, HaHeCeHHas Ha CTEHT, MOKpbIBAeT BCe Te/i0 CTEHTAa BMECTe C 4acTbio 060MX
paclpeHnin Ha KOHUax cTeHTa. MoKpbITUe NpegHasHayYeHo 415 CHMOKEHUSA pUCKa npopactaHus
TKaHen W repmeTusaLuM TPaxeonuLeBOAHbIX CBULWER. ONA ynyylweHus BUAMMOCTU Mpu
PEHTIEHOCKOMUN Ha KaXAO0M KOHLle CTEHTa eCTb YeTbipe TaHTaN0BblX KO/blia. YCTPOWCTBO
MMeeT MeT/o, NPOTAHYTYH Yepe3 KOPOHKM Ha NPOKCMMa/JibHOM KOHUe CTeHTa (nepsas netns).
BTopas nmetns BnneTeHa B neT/iv, o6pa3oBaHHble MepBOi MeTnel. TO nepenneTeHue neTenb
MOXHO WUCNONb30BaTb NS  W3MEHEHWS MONOXEHWA CTeHTa BO BpeMmMsa  npoueaypbl
nepBOHa4anbHOW YCTaHOBKW, C/in 3TO Heo6xoaumo, (puc. ])

£ComIxbl cTeHXxa
J6e3 MNOKPbI X119 L

PucyHok 1: CTeHTbI-3HAONPOTe3bl NULWEBOAHbIE - YAaCTMYHO MOKpbIThie Evolution (EV0O-20-25-8-E; EV0O-20-25-
10-E; EV0O-20-25-12.5-E; EV0-20-25-15-E)

CTeHTbI-3HA0MPOTE3bI NMULLEBOAHbIE - MOMTHOCTLIO MOKPbITble Evolution Esopha2cal Stent
System - Fully Covered (EVO-FC-R-18-23-8-E: EVO-FC-R-18-23-10-E: EVO-FC-R-18-23-
4 12-E: EVO-FC-R-20-25-8-E: EVO-FC-R-20-25-10-E; EVO-FC-R-20-25-12-E)

CTeHT M3roToB/IEH U3 OAWHAPHOMW HUTUHOMOBOW MPOBONOKU. Bnarofaps CBOeW KOHCTPYKLUMK,
ONVHA CTeHTa MOXeT YyMeHblwatbcs. CTeHT MMeeT pacwupeHuMs Ha 060MX  KoHuax.
YBENVNYEHHbI guaMeTp CTeHTa Ha 060MX KOHUAx npeAHasHayeH pAna obecnevyeHus
conpoTusneHns murpaymn. CTeHTbl NOKPbITbl CUIMKOHOBOW MeM6paHoii. [ns 3Toil Bepcuu
CTeHTa CUINKOHOBas MeMbpaHa, HAHECEHHAs Ha CTEHT, NOKPbIBAET BECb CTEHT, 3a UCK/IIOUYEHNEM
Yy4acTKOB KaX/0l KOPOHbI (Ha 060MX KOHLax CTEHTA), 3TV OTBEPCTUA OCTAOTCA OTKPbLITbIMU ANS
nNpoxoXaeHus netnu. MokKpbiTUe NpefHa3Ha4YeHO AN CHUXKEHMA pUCKa NpopacTaHWUa TKaHein n
repmeTm3aumnm TpaxeonuuieBOAHbIX CBULLENA. AN ynydlleHns BUAUMOCTY NPU PEHTITEHOCKOMUH
Ha KaXAOM KOHLe CTeHTa eCTb YeTbipe TaHTaN0BbIX KOMbLA. YCTPOWCTBO Ha 060MX KOHLAx
CTEHTa MMeeT MeTNo, BNETEHHYI0 B KOPOHKM Ha KOHLe cTeHTa (nepBas neTtns). Bropas netns
(3axBatblBatoLlas MeTns) MPOXOAWUT 4Yepe3 MeTnv, o6pa3oBaHHble MepBOM NeTnei, M uMmeet
3axBaTblBalOWMWIA 371eMeHT 3e1eHOro LBeTa. 3axBaTblBalOWWi 371eMeHT 3e/IeHOro  LBeTa
NCNoNb3yeTca AN U3MEeHEeHUs NOJIOXKEHUA CTeHTa cpa3y Mocne YCTaHOBKM WM UCMONb3yeTcs
ONS yAaneHns cteHTa npu fobpokavyecTBeHHbIX 06pasoBaHuax, (puc.
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MeTtns CunnkoHoBas mem6paHa MapKepHoe KonbL0 KopoHbl
M HATUHONOBAsA NPOBO/IOKA

PucyHok 2: CTeHTbI-3HLONPOTE3bl MUL,EBOAHbIE - MOMHOCTLIO NOKpbITbie Evolution (EVO-FC-R-18-23-8-E; EVO-
FC-R-18-23-10-E;EVO-FC-R-18-23-12-E;EVO-FC-R-20-25-8-E;EVO-FC-R-20-25-10-E; EVO-FC-R-20-25-12-E)

TEXHNWYECKWNE XAPAKTEPUNCTUKWN

1Fr=0,33 Mm
Homep n3genus [OunameTp cuctembl  [nunHa OnvHa [namveTp cTeHTa
BBeIeHN CUCTEMBbI CTeHTa (Mm)
(Fr) BBeAeHus  (cm)
(cm)

CTeHTbI-3HA0MPOTE3bl NULLIEBOAHbIE - YACTUYHO NOKPbITbIE Evolution Esophageal Stent System -
Partially Covered

EVO-20-25-8-E 2 4Fr/ 7,92 wm 78 3 8:1%)  Kopnyc-~ 20 (+10%)
(J_rx%) PaclumpeHuns -25 (+10%)
EVO-20-25-10-E 2 4Fr/ 792 MM 78 £3 0:1%)  Kopnyc- 20 (+10%)
(i:[%) PaclumpeHuns -25 (£10%)
EVO-20-25-12.5-E 24 Fr/ 792 MM 78 £3 125 (£10%) Kopnyc - 20 (+10%)
(J_rﬁ)) PacwumpeHus -25 (£10%)
EVO-20-25-15-E 24 Frl 7,92 wm 78%3 15 (+10%)  Kopnyc - 20 (+10%)
109 Pacwumpenmst -25 (£10%)

CTeHTbI-aH4ONPOTE3bl NULLEBOAHbIE - MOMHOCTLI NOKPbIThIe Evolution Esophageal Stent System
- Fully Covered

EVO-FC-R-18-23-8-E 24 Fr/ 7,92 MM 783 8:1%)  Kopnyc- 18 (x10%)
(tﬁ)) Paclumperuns -23 (£10%)
EVO-FC-R-18-23-10-E 24 Fr/ 792 wm 78+3 10X  Kopnyc- 18 (x10%)
19 PaclumpeHns -23 (+10%)
EVO-FC-R-18-23-12-E 24 Frl 7,92 MV 78+3 Pk  Kopnyc- 18 (x10%)
(i:@f)) Paclumpenuns -23 (+10%)
EVO-FC-R-20-25-8-E 24 Fr/ 792 MV 78+3 8+13)  Kopnyc- 20 (x10%)
X3 Pactumpens -25 (+10%)
EVO-FC-R-20-25-10-E 24 Fr/ 7,92 MM 78+3 01  Kopnyc- 20 (+10%)
(tj@o) PaclumpeHus -25 (+10%)
EVO-FC-R-20-25-12-E 24 Frl 7,92 mm 7843 12:X%)  Kopnyc- 20 (x10%)
X9 PaciumpeHust -25 (£10%)

JonycTmoe 0TKNOHeHWe / JOMYCKW pa3MepHbIX NapaMeTpoB

Cekuus: mm Jonyck: +10%

[nnHa cteHTa* OnuHa  cunmkoHoBoi  [lvameTp cTeHTa
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MeMOpaHbI Junametp
CTEeHTa
80 50 (+10%)
70 (£10%
()] 0 (£10%) 2

125 9&&110%)
150 + X9

Koprnyca [umetp

* [INVHA YKa3blBaeT (haKTUYECKYIO A/IMHY CTEHTA NPY HOMVHAILHOM AVAMETPE CTeHTa

Cekupa: mm Jonyck: +10%

. JunameTp cTeHTa
OnvHa  cteHTa*/  [nuHa

CUNNKOHOBOA M9M6paHb| [vaveTp Kopnyca cTeHTa

80

10)] 18
10

80

()] D
10

pacLLMpeHns
CTeHTa
25
Junawvetp pacLumpeHmns
CTeHTa
23
25

* [17MHa YKa3bIBaeT (haKTNYECKYIO A/IMHY CTEHTA NPY HOMUHA/ILHOM AVaMeTpe

Cekuusa: mm Jonyck: £10%

[NvHa KOHYMKa CUCTeMbl JOCTaBKM

A0CTaBKM
F rn
51 1,83

< F

BHyTpeHHUI anameTp

KOHYNKa CUCTEMDI

M2

10

Y, 7

i

Pucynok 3 Cucrema nocraBku, KoHUUK (BHyTpennuif karerep)

Cekuus: mm Jonyck: £10%
[JnnHa BHellHero kaTeTtepa
758

N3MeHeHWe A/INHBI

T
(6)Cucrema rz

AOCTaBKH,
KOHMHK

[nvHa cTeHTa mocne pas3sepTbiBaHUA J0MXKHA cocTaBnAaTb + 15% / -5% 0T ero HOMWHaNbLHOTO

pasmepa.
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Bce o6pasubl AnS UCMbITaHWA COOTBETCTBOBaNAM 3afaHHbIM KPUTEPUAM NPUEMIeMOoCTH,
LAEMOHCTPUPYS TOYHOE PacKpbITUE CTEHTA.

PagnanbHaa npo4yHocTb npu 37® C

TecTupoBaHve pafuanbHol cunbl - KpuTepuil npuemnemoctTv - pagunanbHas cuia CTeHTa
N0/MKHa 6bITb> 20H npn anameTtpe cTeHTa 10 MM (NpoxoaHoi: MuH 29,22H, makc 46,52H).
TecTupoBaHue pagnanbHON CWbl MPOBOAWUIOCH HAa CTEHTaX, AMaMeTpoMm 8cw|. TecTupoBaHue
NpoOBOAUNOCL HA TecTepe C pafuanbHbIM pacliupeHremMm CUI0OBOr0 fJatymka. Temnepartypa
BHYTpUW TecTepa noggepxusanacb Ha yposHe 37°Cx 2R C. M3mepanacb paguansbHas cuna npu
anametpe 10 MM. Kaxgbli CTEHT CXWManM OT HayanbHOro MOSIHOCTbIO PaCLUIMPEHHOr0
AvameTpa [0 KOHeYHoro guametpa 9 MM co ckopoctbto 0,5 mMm / c. MicnbiTyemoMy U3Lenunto
[aBann BO3MOXHOCTb PaclUMPUTLCA 4O WCXOLHOrO AmameTpa C TOW e CKOpOCTbi. bBbino
BbINMOJ/IHEHO TPY UMKNA CXaTusa-pacinpeHuns. Ony6amkosaH pesynbTaT 3-ro LUnKna.

MpPOYHOCTb YCTAHOBKM CTEHTa M 3axBaTa
4 YTo6bl MPOBECTU WCCMEf0BaHME, PYKOATKA Oblna yhaneHa ¢ TecToBbIX 06pasuoB. lMonoxeHue
«TOYKW HeBO3BpaTa» W WHAMKATOP pas3BepTbiBaHUA 75% ObINM OTMeYeHbl Ha TEeCTOBbIX
obpasyax. MccnegosaHme NpoBOAMIOCE B YCNOBUAX BOAAHON 6aHW npu Temnepatype 37®C+2°C
(B ycnosmsx MMmuTaLum YenoBeyeckoro tena). Yepes cuctemy nogauu 6bi1 BBELEH MPOBOAHUK
anameTtpom 0,035 pgrovima. TecToBblii 06pasel, 6bI1 NPUCOEAMHEH K AaTUYUKY CWbl C NOMOLLbIO
3amMka Jlo3apa.
CTaycTaHoBKM:
Bbln ycTaHOB/IEH CUMOBOM AaTuyMK C Lebl PUKcauMm MakCMManbHON Harpys3ku Mpu cxaTum.
Vcnonb3ya mMefneHHOe paBHOMEPHOE [ABMXXKEHWE, Ye/lHOK Mnepemeltany K AaTynky CUibl A0 Tex
nop, Noka He passepTbiBasocb 50% cTeHTa. 3TO MNONOXKEHNE COOTBETCTBYET MOJIOXKEHUIO «TOYKU
HeBo3BpaTa». bblf0 3aUKCUpPOBaHO MakcMMasbHOe ycunue. NMpumeyaHue: 3TO COOTBETCTBYET
pa3BepTbIBaHUIO CTEHTA.

CTa 3axeaTa:

Mcnonb3ys MelneHHOe paBHOMEPHOe [BMXXKEHWe, YeNHOK nepemellany OT AaTyumka CUNbl U3
MOMOXEHMNSA «TOYKA HeBO3BpaTa» [0 TexX MOp, MOKa CTEHT He Obl MOMHOCTbI0 3axBayeH. bbino
3a)MKCMPOBaHO MakcumanbHoe ycunume. NMpumeyaHme. ITOT TeCT COOTBETCTBYET NMOBTOPHOMY

3axBaTy CTeHTa. B pamkax 3TOro MccnefoBaHMs KaX[blii TECTOBbIVi 06pasel, Gbin 3axBayeH B
06LLeii CNOXHOCTKM 5 pas.

Kputepun npreMneMocTu 1 pe3ynbTathl:
Bce TecToBble 06paslbl COOTBETCTBOBaIM KPUTEPUAM MPUEMIEMOCTU, KOTOpble YyKasaHbl B

cnegytoleit Tabnuue.

Tabnuua: Cunbl pa3eepTbiBaHMS 1 NOBTOPHOIO 3axBaTa: KpUTEPUAM MPUEMNEMOCTH 1 Pe3y/bTaThl

Twn Kputepuii npvémoyHoro PesynbTarhl MpoligeHo/ He
TECTMpPOBaHMA KOHTpONA npoiiaeHo
TecTuposaHue Cusibl YCTAHOBKM CTeHTa JO/MKHbl  CrrblyCTaHOBKM:

CW/bl YCTAaHOBKM  ObITb HXKe 40H npu ycTaHOBKe HA  MuH: 19,15H MpoligeHo

nofiHyt0  4/iMHy 13 cuctembl Makc:31,35H

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



NOCTaBKM Ha NOAOrPeToil BOAHOM
b6aHe npu Temnepatype 37°C =+
2RC nocne TOro, Kak CTeHT 6yget
3axsayeH fo 5 pas.

TecTunpoBsaHue Cunbl 3axBata CTeHTa [AO0/DKHbI

CWU/bl 3aXBaTa 6bITb HWKe 40H npw 3axBate Ao 5
pas Ha MOSIHYK AJINHY CUCTEMbI
[lOCTaBKW, 1CNOMb3ya MOLOrPeTYIO
Boay go 37°C + 2°C.

MpoyYyHOCTbL COegUHEHNA

1. MpoYHOCTb KPEenJeHusa ANCTasibHOIo KOHYUMKa
* CpepHee - 3,981 CA> 15H

2. TIpOYHOCTb KpenaeHNns MapKepHOi NeHThbI

e CpepgHee - 3,981 CA4 > 5H

lNprmeyaHue: Bce 3HaYeHUs

YCTaHOBKW NS KaXKAoro u3
NKNOB Obin <40H

Cunbl 3axBaTa:

Mwn: 24,HOH

Makc:31,70H

MpuMeYaHuin: Bce 3HaYeHUs
3axBara [Ji1 Kaxgoro m3 5
LMKI0B 6b1n <40H

3. MpoYHOCTb COEAUHEHUSA MUMNNMETPOBbIX TPYBOK
e CpepgHee - 3,064 XgonycTuMoe OTKNOHeHUe > 45H

4. TIpOYHOCTb KpPen/jieHNs pacliMpeHHON BHelW Hell TPYOKM K KPbILLKe COeMHEHUSA
e CpepgHee - 3,064 x gonycTumMoe OTKNOHeHMe > 5Kr
5. MPOYHOCTb KpenjeHns pacllMpeHHOW CUCTEMbI ANA BHYTPUBEHHbIX NHDY3UR NMIIK

o Cwuna npv paspyleHmm gna scex o6pasuos > 45H

MpoiigeHo

6. MPOYHOCTb KpenaeHUss MONMITUNEHOBOW CUCTEMbl /1S BHYTPUBEHHbIX WHDY3Mii K

pyKoATKe
e Cwuna npu paspyLueHumn ans scex obpasuos > 45H

7. TIPOYHOCTb KpenjeHnsa KaHIN K HATUMHONO0BON NPOBOMOK!

e CpegHee - 3,064 x fonycTnMMoe OTK/IOHeHMe > 15H

McnbiTaHWe Ha cTapeHue

Llenb: OueHUTb JONTOBEYHOCTL CaMOopaclunpsatoLeroca MeTanindeckoro cteHta Evolution ang
nuuieBoda NyTeM YCKOPEHHOro, hM3nonornyeckn cMoaenMpoBaHHOr0 U KOHTPOMPYEMOro Mo
AVameTpy pagnansHOro cxxaTus B TeHeHue 3aaHHOro KoninyecTsa LMK/IO0B.

KonunyectBo 06pa3uoB: B aTom nccnefgoBaHun B 06LLEeR CNOXHOCTY ObII0 NCMOMNb30BAHO AECATb
(10) cteHTOB (5 CTEHTOB 18 MM X 23 MM AMamMeTPOM PaCLIMPEHUs U 5 CTEHTOB 22 MM X 27 MM
ANaMeTpOM paclimpeHus). TecTupyemble 2 Tunopasmepa YyCTaHaBAMBAKOT KPOHLWTEAH Ans
BapmaHTa pasmepa kopnyca 20 MM 1 paclimpeHums 25 mm.

KpuTepuii NpuemMnemMocTyi 1 pesynbTaTbl:

Tabnuua: Kputepuin npriemnemMoct 1 pesynbTatbl: CTEHT € AuameTpoM Kopryca 18 MM, pacluvpeHus 23

MM.
TecToBbI 06pasey,  KpuTtepuii npriemnemocT

CteHT  Evolution CTeHT A0MKeH 0CTaBaTbCs HEM3MEHHbIM
Esophageal Fully CTeHTbl 4OMKHbI AEPXKaTb CBOKO LUINHAPUYECKYIO FEOMETPIIO
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TecToBbI 06pazel;,  KpuTepuii npuemnemocTy PesynbTar

Covered Stent LieNIOCTHOCTb MPOBOJIOKM CTEHTA He [O/MKHA HapyliaTbcsi Ha [pOXOfHON
MO/HOCTbO MPOTSHYKEHNN TECTUPOBaHWS!
MOKPbITbIA MapKepbl [JO/MKHbI 0CTaBaTbCs HAa CTEHTaX W He OTAeNsTbes oT  [poxogHoi

(ouameTp  CcTeHTa CTeHTa
18 mm X 23 MM  Martepan neTaM He [AO/MKEH Hapywatbcsi BO  Bpems  [poxogHoi

Lnametp TeCTMPOBaHMS.

pacLunpeHus) CWNMKOHOBOE MOKPbITWE [OMKHO OCTaBaTbCsl He CTeHTe U He [1POXOAHOA
OTAeNATbCA OT Kopnyca CTeHTa. HekoTopble NOKanM30BaHHbL[e

n=5 OTC/MIOEHVE WM OTBEPCTUS B CWIMKOHE  ABNAKOTCH

npruemMneMbIMN.

TecToBbIN 06pasel, KpuTepwuii npremneMocTu Pe3ynbTtar
CreHt Evolution CTeHT go/mKeH 0CTaBaTbCst HEM3MEHHbIM MpoxoaHoli
Esophageal Fully CTeHTbl JO/MKHBI  flepXaTb  CBOK  LUMAMHApUYecKyto [poxogHoid
Covered Stent  reometpumio

MOHOCTbHO LlenoCcTHOCTb  TPOCMKOB  He [O/KHA Hapywatbcsi Ha [1poxogHoi
MOKPbITbIV MPOTSHKEHNN TECTUPOBAHMSA

(amameTp cTeHTa 22 Mapkepbl 4O/MKHbI OCTABaTbCA Ha CTEHTAX W He OTAenATbea  MpoXoaHoi
MM X 27 MM AMaMETP  oT cTeHTa

pacLUVpeHns) Matepuan noOucKoBOW NETAM He AO/KEH Hapywatbcsi Bo  [1poxofHoin
Bpems TeCTUPOBaHMS.

n=>5 CWNMKOHOBOE MOKPbITUE [OMKHO OCTaBaThCs He CTEHTE U He  [1POXOAHOIA
OTAenaTLCA oT Kopnyca CTeHTa. HekoTopble

NNOKa/IN30BaHHbIE OTC/I0EHME WAN OTBEPCTUA B CU/IMKOHE
ABNAKOTCA MPUeMIEMbIMN.

PesynbTaThl: Bce TecToBble 06pasibl COOTBETCTBOBa/IM OMPEAENEHHBIM KPUTEPUSM MPUEMOYHOTO
KOHTPONS, IEMOHCTPUPYS MPUEM/IEMbII YPOBEHb YCTaNOCTV PaAMyCHOI NETN.

Bce yKasaHHble pe3ynbTaTbl PacnpocTPaHATCA Ha BCe BapuUaHTbl UCMONHEHUSA CTEHTOB:
CTeHTbI-3HAONPOTE3bl NMULLEBOAHBbIE —YacTUYHO MOKPbITbie Evolution Esophageal Stent
System - Partially Covered (EVO-20-25-8-E; EVO-20-25-10-E; EV0-20-25-12.5-E; EVO-
20-25-15-E); CTeHTbI-3HAONpOTEe3bl NULLEBOAHbIE - MOJMIHOCTbI MNOKPbLITbie Evolution
Esophageal Stent System - Fully Covered (EVO-FC-R-18-23-8-E; EVO-FC-R-18-23-10-E;
EVO-FC-R-18-23-12-E; EVO-FC-R-20-25-8-E; EVO-FC-R-20-25-10-E; EVO-FC-R-20-25-
12-E).
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MHCTPYKUNA no MPUMEHEHWIO
CTeHTbI-3HA0NPOTE3bl NULLEBOAHbIE —4aCTUYHO NOKPbITbie Evolution Esophageal Stent
System - Partially Covered (EVO-20-25-8-E: EV0O-20-25-10-E; EV0O-20-25-12.5-E; EVO-
20-25-15-E)

BHNMAHWME. ®epepanbHblii 3akoH CLLA paspelsaeT npogaxy 3Toro ycTpoiicTBa TOMbKO
HernocpeLCTBEHHO BpayaM (MW NPaKTUKYKOWWM CneunannctaMm, MMeKLWUM HaLnexallyro
NNLLEH3UIO) MK MO UX HA3HAYEHMIO.

BAXHAA NHPOPMALINA
MoxanyicTa, 03aKOMbTECb C MHOpMaLIMel Nepea NCNoNb30BaHNEM YCTPOCTBA.

MOKA3AHUA KTTPUMEHEHWNIO

[laHHOe YCTPOICTBO MCNOMb3yeTca AN MOAAEePXKaHUs MPOXOAMMOCTU MNpU 3/10KAUECTBEHHbIX
CTPMKTYpax NuLLEeBoaa u/ Unn ANns 3aKpbiTUS TPaxeonuileBoAHbIX CBULLEN.

OMMCAHWME CTEHTA

3T0 rmnbKuin, camopaclNPAKOWMIACA CTEHT CMNNEeTeHHbIl W3 OAWHAPHOW HUTWMHOMOBOW
npoBONOKK. Bnarogaps cBoeii KOHCTPYKLMMW, ANIMHA CTEHTA MOXeT yMeHbuaTbca. CTEHT nmeeT
paclyMpeHns Ha 060MX KOHLAX, 4Tobbl MpeaoTBpaTUTL MuUrpayuio. CUMKoHOBas MeMbpaHa,
HaHeCeHHas Ha CTEHT, MOKPbIBaeT BCe TeNO CTeHTAa BMEeCTe C 4acTblo 060MX pacLIMPEHWA.
MOKpbITME MpeAHa3HAYEHO ANS CHUXKEHWA pUCKa MpopacTaHUs TKaHel W repMeTm3aunmu
TpaxeonuileBoAHbIX CBUWEA. O6was ANMHa cTeHTa 0603HayeHa PEeHTIFeHOKOHTPACTHbIMY
MapKepamy Ha BHYTPeHHEM KaTeTepe C YKa3aHMeM (haKTMYeCKON [ANUHbI CTeHTa Mpu ero
HOMUWHaNbHOM AnamMeTpe. NS ynyyleHns BUAUMOCTM MPY PEHTTEHOCKONUU Ha KaXXAOM KOHLE
CTeHTa eCTb YeTblpe TaHTaN0BbIX KOMbLa. Ha NpoKCMManbHOM KOHLe CTEHTa MMeeTcs MeTns,
LeNb KOTOPOW - MepeycTaHOBUTb CTEHT B C/y4yae €ro HenpaBU/IbHOTO pasMeLleHus.
MpoKCMManbHbIA U AUCTaNbHbIA KOHUbl CTEHTa MMEKT MHOroymcneHHble 3akpyrneundbie
«KOPOHbI», YTOObI MOTEHLNA/IBHO YMEHbLIUTL TPABMUPOBaHNE TKaHEe.

OMMCAHUME CNCTEMbI JOCTABKN

CTeHT YyCTaHOBNEH Ha BHYTPEHHEM KaTeTepe, KOTOPbIA COBMeCcTUM C npoBogHukom 0,035
AtOAMa 1 OrpaHMYeH BHeWHUM KaTeTepoM. CucTema J0CTaBKM C PYKOSTKO/ NUCTONETHOro Tuna
Mo3BONSET KOHTPONUPOBATb pPa3BepTbiBaHME WAU MOBTOPHbIA 3axBaT CTEHTA. 1bnoxennc
KpacHOro MapKepa BBEpXy PYKOSTKM MO OTHOLUEHWIO K MOMOXEHWIO «TO4YkKa HeBO3BpaTa» Ha
3TUKETKE PYKOATKM YKasblBaeT TOYKY, MOC/ME KOTOPO HEBO3MOXHO MOBTOPHO 3axBaTUTb
pa3BEPHYTbINA CTEHT.

MPOTUBOTMOKA3AHWNHA

lMpoTMBOMOKa3aHMA BKAKOYAKOT Te, KOTOPbIE OTHOCATCA K 3HAOCKONMUMN BEPXHUX 0TAenoB XKKT u
K Nt06bIM Npoueaypam, KOTOpbIe 4O/MKHbI NMPOBOAUTLCA B COYETAHMM C YCTAHOBKOM CTEHTA.
JononHuTenbHble MPOTMBOMNOKA3aHUSA BK/KOYAKT, MOMWUMO MPOYEro: MOJMHY 06CTPYKLUUIO
nuwWeBosa, CTPUKTYpPbl, KOTOpPble He MOryT O6biTb paclMpeHbl 4O MWUHUMAaNbHOrO pasmepa,
yKaszaHHOro B pasfene «Mepbl MpefoCTOPOXHOCTU»; YCTAHOBKY, TPebylowyt pasmeLleHuns
CTeHTa B npefenax 2c1v| OT KPpUKO(apuHrca; KaHAULATOB Ha XUPYPTUUYECKYHO PE3EKLNIO; TPbIXKY
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NULLEBOLHOr0 OTBEPCTMS AuadparMbl U Nponanc xenyfgka B 061acTv nuiLeBoja; NauneHToB C
nepopmMpoBaHHbIM  MWLLEBOAOM, pa3MelLeHUs B aKTMBHO  KPOBOTOYALLMX  OMYXONsX;
L06pokayecTBeHHble 3a601eBaHMs.

OTHOCUTEeNIbHbIe NPOTUBOMNOKA3aHWA BK/IOYAKOT, NOMUMO MPOYEro: HEKOHTAKTHbIX MaLWeHTOB,
KoarynonaTumito, KOMMPECCUI0 Tpaxew, HeAaBHO MepPeHECEHHbI WH(ApKT MUOKapaa, LenHbli
apTpUT C (PUKCUMPOBAHHBLIM LLEAHbIM OTAENOM MNO3BOHOYHMKA, 60/blIMe ONyX0neBble
obpa3oBaHWsA  3aHMMalOLiMe  CPefOCTeHMe, HEeOOCTPYKTMBHYI  OMyXOflb, OBCTPYKLMIO
NMpUBpaTHMKA >Xenyfka, HEeKPOTUYECKYH CAM3NCTY0 060/104KYy NULLEBOAA, OCTPOYrO/bHbIiA
CTEHO3.

NOTEHUMNANbHBIE HEXXENATE/NIbHbBIE ABJTEHNA

MoTeHuManbHble HeXenarte/bHble ABNEHUSA, KOTOPble CBA3aHbl C 3HAOCKOMUEN BEPXHUX OTAEN0B
JKKT, BKAWOYalT, MNOMMMO TMPOYero: aafepruyeckyro peakumio Ha KOHTpacTt wau
MeAVKAMEHTO3HOe /evyeHue, acnumpauuto, CepAevyHyr0 apuTMUIO WAUM OCTAHOBKY Cepaua,
NNXO0PajKy, KpOBOTeYEHUe, TUMOTEH3UD, UHMEKUMIO, nepdopaluto, peioKe, AbIXaTeNbHYI0
4 HeA0CTaTOYHOCTb UM OCTAHOBKY JblXaHWA, PBOTY.

[ONoNHUTENbHBIE  HEeXenaTe/lbHble  AB/IEHUSA  BK/KOYAKOT, MOMWMO  MPOYEero:  cxartue
AbIXaTeNbHbIX MyTeW; annepruyeckas peakuus Ha HUKeNlb; aopToasodarcanbHblil CBULL, W
apTepHo3a3oareasnbHblii cBUL,; 601b B TpyauM WAM 3a TPYAMHON; cMmepTb (KpoOMe cry4vaeB
HOpPMa/sIbHOro X04a pasBuTUA 60Me3HN); gucarvsd; oTeK; 3po3nsa WNU nepgopauns CTeHTa B
COCefjHVWEe COCYAMCTble CTPYKTYpbl; W3bA3BJEHWE W 3p0O3NA NULLEBOAA; 330(haruT; CBULL C
nopaxeHvem Tpaxen, GPOHXO0B WAW NeBpanbHOM MNONOCTU; 3aKynopKa MULLEBbIM KOMKOM;
owyuieHvie NN peakums Ha WHOPOLHOE Teno; B34yTWE XMBOTA; HeAOCTaro4yHoe pacluuvpeHune
CTeHTa; HENnpPoOXOoAMMOCTb KWLLIEYHWKA, Bbl3BaHHAA MWUrpauunein; meanacTUHUT UNN MEPUTOHUT,
TOWHOTA; 60/b/AMCKOMMOPT; MOBTOPHAA OKK/NHO3UA; YYBCTBUTENIbHOCTb K METa//INYECKUM
KOMMOHEHTaM; CEeMncuc; CMeLLeHne U/unm Mmurpaumnsa cTeHTa; 06CTPYKLMA Tpaxen; BpactaHne unm
paspacTaHue Onyxosu; 3aCTpeBaHue NMpoBO/OKMW.

MEPblI MPEAOCTOPOXHOCTW

Mepes uCnoiib30BaHMEM CTeHTa HeOOXOAMMO MPOBECTU MOJIHYK AWArHOCTUYECKYH OLEHKY,
4yTOObI ONpeaennTb NPaBUbHLIA pa3mep CTEHTA.

CTeHT cneflyeT ycTaHaB/IMBaTb MO PEHTITeHOCKONMYECKUM KOHTPOJIEM.

CTeHT cnefyeT ycTaHaB/MBaTb TO/MIbKO C cucTeMoil goctaBkm Cook, KoTopas MocTaBnseTcs C
KaXKbIM CTEHTOM.

MpumeyaHune: nepes BBeAEHWEM CUCTEMbl, ClefyeT paclwuputb 06/1acTb CTEHTMPOBAHMUA
cnefyowmm obpasom:

Ona cteHTa 18 MM X 23 MM - MWHUMYM Ha 9 MM M Makcumym Ha W MM. Ecnn ob6nactb
pacwupeHa 6onee yem Ha ]1MM, CTEHT MOXeT MUTPUPOBaTh.

Onsa cTteHTa 20 MM X 25 MM - MUHMMYM Ha 10 MM K Makcumym Ha 14 mm. Ecnm obnacTb
pacwmpeHa 6onee 4em Ha 14 MM, CTEHT MOXET MUTPUPOBATbH.

[laHHOe yCTpOWCTBO NpefHa3HaYeHO TONbKO AN1A NafaMaTUBHOIO fevyeHus. epes yCTaHOBKOWA
[O/MKHbI ObITb N3YYeHbl aNbTEPHATUBHbIE METOAbI Tepanuu.

[onroBpeMeHHass MNpPOXOAMMOCTb [aHHOr0 YCTPOWCTBAa He YyCTaHOB/ieHa. PekomeHpayeTcs
nepuognyeckas oueHKa CTeneHn NPoxXoanUMoCTH.
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3T0 YCTPOICTBO yKOpauMBaeTcs Npu pasBepTbiBaHWMU. Mpn NPOKCHUMasbHBIX CTPUKTYpax psagoM
C BEPXHUM  COMHKTEPOM  MuLLeBOJA  pasBepTbiBaHWE  chefyeT  BbINOMAHATb  M0f
PEHTIeHOCKOMMWYECKOW  BM3yanusauumeid, MNOCKONMbKY 3TO  MOXET MNOBbICUTb  TOYHOCTb
pasMeLleHuns.

He mcnonb3\liTe 3TO YCTPOWCTBO ANS KaKUX-NM60 Leneid, KpoMe 3asiBIEHHOr0 MCMO/b30BaHUS
HO Ha3HaYeHW!Ho.

CTeHT He MOXeT 6biTb U3BMEUEH NOC/e TOro, KakK MpoiieH Nopor pa3BepTbiBaHMSA. MMonoXxeHue
KpacHOro mapkepa BBEpXY PYKOSTKM MO OFHOLEHWI0 K MOMOXEHUIO TOYKM HEBO3BpaTa Ha
3TUKETKE PYKOSITKM YKa3blBaeT, KOra nopor 6bia NpoiiaeH.

Mcnonb3oBaHWe 3TOr0 YCTPOICTBA pa3pelieHo TONbKO 06YyYeHHOMY MeAULUHCKOMY NepcoHany.

MNMPEAYNMPEXAEHUNE

CTEHT He MOANEXWUT W3BMNEYEHMIO U NpeAHa3HauyeH A1 MOCTOSAHHON MMMNaHTauuM B Teno
nauueHTa. [MONbITKM YAanWTb CTEHT MOC/ME YCTAHOBKM MOFYT MPUBECT K MOBPEXAEHUIO
CNU3UCTOV 060104KMN NULLEBOAA.

STO yCTpOICTBO nNpegHasHauyeHo TONMbKO [s 0[HOPa30BOro UCMo/Mb30BaHMA. [MOMbITKY
MOBTOPHON 06pPaGOTKM, MOBTOPHOW CTepuUAM3aLUuM W/UAKM MOBTOPHOTO WCMOMb30BAHUS moi vt
MPUBECTM K 0TKa3y YCTPOICTBa W/MNu nepegave 3a60n1eBaHmMS.

Ecnv ynakoBKa OTKpbITa WM TMOBPEXAeHa Mpu MOMYyYeHWM, He WCMONb3yiiTe YCTPOIACTBO.
Bu3yanbHO OCMOTpPUTE YCTPOICTBO, o6Gpaliasi 0Cco60e BHUMaHWe Ha Neperuntbl, WU3rnGbl K
n3nombl. Ecnu o6Hapy>keHa HEMCMPaBHOCTb, KOTOpasi MellaeT HOpMarbHbIM YCNOBUSM PaboThl,
He WCMONb3yiTe YCTpoiicTBO. [loxanyiicta, coobwute 06 3ToM B Ko.mMmaHuto Cook ans
MoNy4YeHus paspeLleHns Ha BO3BparT.

3TOT CTEHT COAEPXUT HUKENb, KOTOPbI MOXET Bbl3BaTb affepruueckyro peakLuto y nofei ¢
YYBCTBUTENLHOCTHIO K HUKENIO.

|'e BBOAWUTE 3HAOCKON B CTEHT, TaK KaK MOXET NMPOM30ATN CMeLLeHNe CTEHTA.

Mocne yCTaHOBKW CTEHTA He cneayeT NMPUMEHSATb anbTepHaTUBHbIE METOAbI NEUEHNs, TaKne Kak
XMMUoTEpanus 1 o6nyuYeHne, NOCKO/bKY 3TO MOXET YBENUUYUTb PUCK MUTPaLUM CTEHTa W3-3a
CXKaTUs ONyXONK, 3PO3NKN CTEHTA U/UNN KPOBOTEUYEHUS CIM3UCTON 060M0UKM,

4 Puck nepgopauuv M 3p03UM  COCEAHMX COCYAWUCTbIX CTPYKTYp WAW  (OPMUpPOBaHUS
aopToasodareanbHbiX U apTepro3sodareanbHbiX CBULLEKA MOXeT ObiTb YBENMYEH Mpy
NpoBeAeHUM Npea- UK MOCNeoNnepaLnoHHOW XMMoTepanun 1 06nydeHns, 6onee AIUTENbHOM
BPEMEHM MMMNAHTALUUN, OTKNOHEHMSX B aHATOMWW W/UNU KOHTaMUHAUUW WM BOCMANeHWUn
cpeaocTeHus.

NMH®OPMAL KA O BE3OMACHOCTUW MPT

3TOT CMMBON 03Ha4yaeT, 4YTO YCTPOWCTBO COOTBETCTBYeT TpeboBaHWMAM 6Ge3onacHOCTU npu
nposegeHun MPT.

[OKNMHNYeCKMe WCMbITaHWA MOKasanW, 4YTO MULWEeBOAHbIE CTeHTbl Evolution ycnosHO
coBMecTUMbl ¢ MPT. MauuneHTa ¢ 3TUM YCTPOKCTBOM MOXHO 6e30MacHO CKaHMpoBaTb B CUCTEME
MPT npu cobntogeHnn cneayounx ycnoBuii:

CTaTnyeckoe MarHMTHOe noJse

CrtaTnyeckoe MmarHuTHoe none 3,0 Tecna nnun MeHbLUe
10
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MakcuManbHbli NPOCTPAHCTBEHHbIN rpagneHT nons paseH 1900 raycc/cm (19 Tn/m)
MakcumanbHasa ycpeAHeHHas YyfAenbHas CKOPOCTb MOr/IOWeHNA U3/lyYeHUss BCEM TesiOM
yenoseka (SAR) no faHHbIM MPT-cuctembl coctaBnset 2 BT/Kr (HOpManbHbIi paboumnini pexxmm)
Harpes, cBfi3aHHbIli ¢ MPT

Cuctembl Tecna 1,51 3,0

[OoKNMHMYeCKMe UCNbITaHUA NPOBOAMANCH B CReAYHOWMUX YCNOBUAX U NMOKa3anum MakcMManbHoe
nosbILWEHNe TeMnepartypsbl Ha 4,4° C:

* MakcumanobHaa ycpefHeHHas Yy[e/ibHas CKOPOCTb [MOr/IOWEHNA W3NYyYEHUA BCEM TeI0M
yenoseka (SAR) 3,8 BT/Kr (COOTBETCTBYET M3MEPEHHOMY KanopUMETPUYECKOMY 3Ha4YeHuo 3,1
Bt/kr) B TeyeHne 15 mmHyT MPT-cKkaHupoBaHusa Ha 1,5 Tecna Magnetom (Siemens Medical
Solutions, Malvern, PA. MporpammHoe obecneveHne Numaris / 4) MPT ckaHep.

* MakcumanbHas cpefHAa yaenbHas MOLWHOCTb MOT/IOWEHNSA U3/TyYeHUs BCeM TefloOM YesioBeka
(SAR) 3,0 BT/Kr (COOTBETCTBYET M3MEPEHHOMY KanopMMeTpUyecKoMy 3HayeHuto 2,8 BT/Kr) B
TeyeHue 15 mmHyT MPT-ckaHuposaHua B 3,0 Tecna Excite (GE Electric Healthcare, Milwaukee,
WI, MporpammHoe obecneyeHne G3.0-052B) MPT ckaHep.

ApTedaKTbl N306paXKeHuns

JOKNNHWYecKne nUcnbiTaHUA nokKasaam, YTo Npu ckaHMpoBaHuu B cucteme MPT MoOLWHOCTLIO 3
Tc Cc npvMeHeHMeM nocnefoBaTe/IbHOCTU WMMYNbCOB CMWH-3X0, CTEHT Cco3faeT apTedakT
n300paxeHns, BbIXOAALLMIA 3a Npefenbl NULWEBOLHOrO cTeHTa Evolution npn6ansnTensHo Ha 7
MM.

BesonacHocTb MPT-ckaHMpOBaHWA C WUCMONb30BAHWEM JIOKA/IbHON PagMo4yacTOTHON KaTyLUKW
nepefaun/npuema B 061acTAX, HENOCPEACTBEHHO TMpUIEralWmMx K UMMNAHTATy WK
HernocpeACTBEHHO CBA3aHHbLIX C HUM, He 6bl/ia YCTaHOB/IEHA M MO3TOMY He peKOMEeHAyeTCs.
BesonacHocTb npoBefeHMs MPT y MauneHToOB C MepeKkpbliBaOWMMNCA CTEHTAMU UMW APYTUMUA
YyCTpOWCTBaMM B NULLEBOJE He 6blfia YCTAHOB/IEHA U MO3TOMY HE PEKOMEHAYeTCs.

HEOBXOOVMMOE OBOPYAOBAHWE:

e CTeHT v cucTeMa LOCTaBKM.

e )KenypouHblii 6anN0HHBIA gunaTaTop Uam 6yXXu-paclimpuTenm.
e TpoBoaHuk 0,035 atoinma.

MOArOTOBKA MALMNEHTA

1. MposegnTe UNTMGaynto nNaymeHTa ¢ NOMOLLbIO 3HAOCKOMNA B COOTBETCTBUM CO CTamaapntoi
npoueaypoir. OueHWTe pacnonioXXeHue W pasmepbl  CTPUKTY'Pbl  BO  Bpems  NPAMOM
3HAOCKOMMUYECKON BU3yanmnsaLuu.

2. Mpn Heo6X0[MMOCTI, paclimpbTe CUPUKTYPY A0 MUMU.MAMbLIOIO HEO6XO0AMMOK pasmepa, Kak
yKazaHo B pasgene «Mepbl NpegoCTOPOXXHOCTU», C MOMOLLbIO OGaNNOHHbLIX AMNaTaropoB WAn
6y>XXen-paclunpuTenei.

3. DHAOCKONUYECKMN onpefennuTe U OTMeTbTe PEHTFeHOKOHTPACTHbIMWU MapKepaMu BEepXHWId W
HWKHUIA Kpas nopaxeHus. OCTOPOXHO: ANA NpaBUIbHON YCTaHOBKU CTeHTa Heobxofguma
TOYHasA MapKMPOBKaA rpaHnL, NOPaxKeHUs.

4.1 1MWeBOfHbIV CTEHT LO/MKEH ObITb KaK MMHUMYM Ha 4 CM A/IMHHEE CTPUKTYPbI, YTO NO3BOANT
eMy nepekpbiBaTb CTPUKTYPY KakK MUHUMYM Ha 20M C KaXA0ro KoHua.
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5. Mposennte npoBogHuK 0,035 ftoiima (TMO6KMM KOHYMKOM Brepen) 4vepe3 pabounii KaHan
3HAOCKOMA U Yepe3 CTPUKTYPY, MOKa OH He ByjeT (P/IFOOPOCKONMYECKN BU3Yyanu3npoBaTbCs B
Xenygke. OcTaBbTe MPOBOAHMK HAa MeCTe U U3BEKUTE 3HAOCKOM.

NWHCTPYKUWW MO NPUMEHEHWIO

PasmelleHmne CTeHTa

1. i3BneknTe cuctemy [OCTaBKW CTEHTA U3 YNaKOBKM U CHUMUTE 3alUTHYIO TPY6KY CO CTEHTa.
2. Vcnonb3ys (H0OPOCKOMUYECKUIA KOHTPONb, BBeAWTE W NpPoABUraiTe CUCTEMY [AOCTaBKU
KOPOTKUMMW LLaramu rno rnpejsapuTebHO YCTaHOBIEHHOMY MPOBOAHUKY B MULLEBOL.

3. Utobbl ybeamTbes, 4TO CTEHT OyfeT NepekpbiBaTb CTPUKTYPY MOC/AE pPasBepTbiBaHMA, MOA
(1IOOPOCKONNYECKMM  KOHTPONEM  PacrnonoXWTe  PEHTreHOKOHTPAcTHble  MapKepbl  Ha
BHYTPEHHeM KaTeTepe 3a npejenamMmu 3aToin CTPUKTYPbI.

4. ToATBEPAMTE XXenaemoe MNONOXeHWe CTeHTa (DIHOOPOCKOMUYECKM U HauuHaiTe packpbiTue
CTEHTa, YAaNnB KpacHbIii NpejoxpaHnuTenb ¢ PYKOATKH, (puc.

5. MpopomkainTe pa3BepTbiBaHWe CTEHTA C MOMOLLbIO CMYCKOBOro MexaHusma. [MpumevaHue.
Mpy KaXZOM HaXaTUM Ha CMyCKOBOW MeXaHW3M CTEHT pacKpbiBaeTcs Ha OfUHaKOBYHO
BE/INYVHY.

Ecnv BO Bpems pa3sBepTbiBaHWA TpebyeTcs MNOBTOPHOE MO3ULMOHMPOBaHWE CTeHTa, TO
BO3MOXEH [MOBTOPHbIA 3axBaT CTeHTa (3akpbiTMe cTeHTa). [lpumedvaHue. HEBO3MOXHO
MOBTOPHO 3axBaTWUTb CTEHT MOC/e MNPOXOXAEHUS TOYKM HEeBO3BpaTa, Ha YTO YKasblBaeT TOT
MOMEHT, KOrfa KpacCHbli MapKep Ha BEpPXHEW 4acTu PYKOATKM MNpowlesl MO3ULUI0 TOYKM
HeBO3BpaTa, YKa3aHHY Ha HpomapkupoBaELLION wkane pykosaTku, (puc. 2)

7. YTO6bI MOBTOPHO 3axBaTWTb CTEHT, MPOTOJIKHNUTE KHOMKY HanpaBneHUs, pacrosioXeHHYHo
COOKY Ha CMCTeMe J0CTaBKU, B MPOTUBOMOJIOXHYO CTOPOHY, (puc. 3)

MpumeyaHue: yaep>upainTte 601bLIONA Nanel Ha KHOMKE MpPU NepBOM HaXaTuu Ha CMNyCKOBOW
MeXaHW3M [/19 MOBTOPHOrO 3axBaTa.

8 MpofomkaitTe HaxXuWmaTb Ha CMNYCKOBOM MeXaHU3M MO0 Mepe Heob6XOAMMOCTM, 4TOObI
MOBTOPHO 3aXBaTUTb CTEHT (CBEPHYTb CTEHT) Ha Xenaemyto BENNYNHY.

9. Y106bl BO306HOBMTbL pasBepTbiBaHWe, CHOBA MPOTO/IKHUTE KHOMKY B MPOTUBOMOOXHYIO
CTOPOHY W Yy/epXxwuBaiiTe 60NbLIOA Manew Ha KHOMKe BO BPEMS MepBOro [BUXKEHUSA,
O4HOBPEMEHHO HaXMMas Ha CMyCKOBOW MeXaHu3M, (puc.4)

10. Mocne NPOXoXAeHNA TOUYKN HEeBO3BpaTa CTEHTA, BbITAHUTE NPEAOXPAHUTENIbHYIO NPOBO/IOKY
13 PYKOATKMN AOCTaBKW, pacnosiaraloLytocs pagom ¢ NopToM NpoBoAHMKa, (purc.5)

11. MpopgonxaiTe pa3BepTbiBaHNE CTEHTA C MOMOLLbIO CMYCKOBOIO0 MeXaHU3Ma.

12. Mocne pa3BepTbiBaHUS PIOOPOCKONMMNYECKN NOATBEPANTE NOMHOE pacKpbliTue cTeHTa. [ocne
MOATBEPXAEHUA [MOMIHOTO PAaCcKpbITUA, CUCTEMY AoCTaBioLl MOXHO OCTOPOXHO YyAanuTb.
MpumMmeyaHue. Bbl MOXeTe BBECTW 3HAOCKOM W MepeMecTUTb ero K BepXHEMY Kpaw CTeHTa,
4TOObI 3HAOCKOMUYECKM MOATBEPAUTL NMONOXKEHWE U NMPOXOAUMOCTb CTEHTA.

13. YT06bl M3MEHUTL MONOXKEHME CTEHTa cpa3y mocne yCTaHOBKW, BO3bMUTECH 3a Genyto neTto
Ha NPOKCMMa/IbHOM KOHLe CTEHTA WunuamMmm 1 nepeMecTuTe CTEHT B HYXHYI 06/1aCTb.

MOCNE MPOUELYPBI

e HabnwopgaiiTe 3a nayMeHTOM Ha MpeAMeT pa3BUTUA  KakKuX-Nnbo OCNOXKHEHWW nocne
3HAO0CKOMMU, pacluMpeHns NpoceeTa NULLeBoAa MM YCTaHOBKM CTeHTa. B TeueHue nepBbix 24
4acoB CcneayeT KOHTPOAMPOBaTb XXM3HEHHO BaXHble (YHKUMW W faBaTb MNWUTb MPO3PadYH>TO
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XUAKOCTb B BEPTUMKANbHOM MOMOXeHMMW. [MauneHTbl, non\talowmc neyeHune OT CBULLA, He

AO/MKHbI NPUHUMATL XUAKOCTb WA NULLY Yepe3 poT A0 TexX Mop, Noka He 6yaeT NOATBEPXKAEHO
yCMeLwHOoe 3aKpbiTUe CBULLA.

* [Nocnegyrouine HabnwogeHUs (Hanpumep, 3HAOCKONWUA W/WNW PEHTIeH TPYAHON KNeTKK)
nauueHTa LOKHbI NPOBOAMTLCA MO \TCa3aHMIO Bpaya.

NHO®OPMALUNMA ANA NAUMEHTA
» Yepes 24 yaca moc/e yCTaHOBKW CTeHTa, NauueHTa crneayeT NPOMHCTPYKTUPOBaTh O TOM, YTO

OH [0/KEeH XOpOLIO TMepexeBblBaTb MUY, €CTb MATKYH WA MNPOTEPTYH MUY W HUTb
XWUAKOCTb [0 U NOCNe efbl.

e MMayMeHTaM cO CTeHTamW, YCTaHOBNEHHbIMW B AUCTaNbHOM OTAene MulLeBoAa WU 4vepes
ractpoasodareasnbHblii nepexod, MOryT 6biTb aHbl PEKOMEHAALMMN NOAHSATL U3Tr0N0BbE KPOBATH,
TaKXe UM MOXeT 6blTb Ha3HauyeHa Tepanus AN NOJABNEHUS KWUCMOTHOCTU, YTOGbI CBECTM K
MUHUMYMY XXeNya0UHbI1 peditOKC B CTEHT.

Mo 3aBepLUeHNN NpoLeaypPbl YTUNN3NPYIATE YCTPOCTBO B COOTBETCTBMM C MHCTPYKLUUSIMU
YUpeXAeHnsa no yTUuamnsaumm 61Monornyeckn onacHbiX MeAULMHCKMUX 0TX0/0B.
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NHCTPYKUWNA no NMPUMEHEHWIO
CTeHTbI-3HAONPOTE3bl MULLEBOAHbIE - MOMHOCTLIO NOKPbIThie Evolution Esophageal Stent
System - Fully Covered (EVO-FC-R-18-23-8-E: EVO-FC-R-18-23-10-E: EVO-FC-R-18-23-
12-E; EVO-FC-R-20-25-8-E: EVO-FC-R-20-25-10-E; EVO-FC-R-20-25-12-E)

t BHUMAHWE. depepanbHbiii 3akoH CLUA orpaHuymBaeT npofjaxy 3TOro yCTPONCTBa TONbKO
BpayaM (MM NPaKTUKYIOLWMUM cneunanmcrTam, UMerLWnM Haanexawy AUUeH3no) nim no ux
Ha3Ha4yeHuto.

BAXHAA NH®POPMALNA
MoxanyicTa, 03aKOMbTeCb C MH(hOpMaL el nepes MCNob30BaHNEM YCTPOCTBA.

MOKA3AHNA K MPUMEHEHWIO

970 YCTPOACTBO MCMONMb3yeTcs AN MNOALEPXaHUS NPOXOAMMOCTM NPOCBETa NUWEeBoja B
Cnyyasx: O6GCTPYKUWMW, BbI3BAHHOW BHYTPEHHUMMW WUAU  BHEWHWMWU  3710Ka4eCTBEHHbIMU
HOBOO6pPa30BaHNAMM, pedpakTePHbIMU [06POKAYECTBEHHBIMU CTPUKTYpaMU UK ANS 3aKPbITUA
TpaxeonuueBoAHbIX CBULLEA.

MALIGNANT AND BENIGN

BbIUJeyKaSB.HHbII‘/’I CMMBO/T 03HAYaEeT: 3/1I0KAYEeCTBEHHbIN U ,ﬂ,O6p0Ka‘-IeCTBeHHbIVI
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OMMNCAHWNE CTEHTA

370 rabkuii, camopacWwuMpsAOWUACA CTEHT CMAETEHHbIA U3  O4WHAPHON HUTUHOOBOWA
NMpoBOJIOKW. Bnarogaps CBOe KOHCTPYKLUUW, ANINHA CTEHTA MOXET yMeHblaTbcA. CTEHT UMeeT
pacluMpeHns Ha 060MX KOHLAaX, 4To6bl MpeAoTBPaTUTb MUrpaumto. CTEHT NOKPbIT CUIMKOHOBO
MeM6paHoii. T[1OKpbITME NpefHa3HAYeHO AN CHWKEHUS pUCKa NpopacTaHus TKaHeild w
repMeTmsaumm  (haxeonuuieBOAHbIX  cBUWeidl. O6wWas  AnMHAa  CTeHTa  0603HayeHa
PEHTTEHOKOH(ACTHbIMW MapKepaMyW Ha BHYTPEHHEM KaTeTepe C YKasaHMeM (haKTU4ecKoin
ONVHBI  CTEHTa NpWM ero HOMWHanbHOM pAuamede. [nd  ynyylweHUs BUAUMOCTU  Mpw
PEHTFEHOCKOMUM HA KaXAOM KOHLUEe CTeHTa eCcTb YeTblpe TaHTaNoOBbIX Ko/bua. Ha
NMPOKCMMaNbHOM W AWUCTA/IbHOM KOHLAX CTeHTa WUMeeTcs MeT/s, KOTopas NO3BONSET U3MEHATb
MOJIOXKeHWEe CTEHTa cpa3y MocC/fe YCTAHOBKW WM WUCMOMb3yeTca AN yAaneHWs CTeHTa Mnpu
[06POKaYeCTBEHHbIX MOKa3aHMsAX. Ha NpoKcMManbHOM ¥ AUCTaNbHOM KOHLAX CTEHTa MMelTCs
PEHTreHOKOH(MACTHble Mapkepbl. [pOKCUManbHbIi U AUCTaNbHbIA  KOHLUbl CTEHTA WMEKT

MHOTOYMCNEHHbIE 3aKPYT/IEHHbIE «KOPOHbI», YTOObI MOTEHLMANbHO YMEHbLWMNTL TPaBMUpPOBaHMe
TKaHen.

OMMCAHUME CNCTEMbI AOCTABKW

CTeHT yCTaHOB/IEH Ha BHYy(eHHeM KaTeTepe, KOTOPbIA COBMeCTMM C npoBoAHuMKoM 0,035
At0iiMa, U 0(haHUYeH BHELWHUM KaTeTepoM. CucTema AOCTaBKM C PYKOSTKON MUCTONMETHOrO
TMna No3BoNseT KOH(PONMpOBaTb pas3BepTbiBaHWe WM 3axBaT CTeHTa. [10/10XKeHMe KpacHOro
MapKepa BBEPXY PYKOATKM MO OTHOLUEHWIO K MOMIOXEHUIO «TOYKM HeBO3BpaTa» Ha 3TUKETKe

PYKOATKN YKa3blBa€T TOYKY, [OCne KOTOpOVI HEBO3MOXXHO MOBTOPHO 3aXBaTUTb DQSBepHyTbIVI
CTEHT.

MPOTNBOMOKA3AHUA

MpoTMBOMOKa3aHMA BKOYAIOT Te, KOTOPbIE OTHOCATCHA K 3HAOCKOMNUU BepXHUX 0TAenoB XKT un
K 106bIM NpoLesypamM, KOTOpble LO/MKHbI MPOBOAUTHLCSA B COYETaHUM C YCTAHOBKOW CTEHTA.
JlononHuTeNnbHbIE MPOTUBOMOKa3aHNA BKIOYAKOT, MOMUMO MPOYEro:

* MOJIHYI0 06CYKLMIO NULLEBOLAE;

* CTPUKTYpPbI, KOTOPble He MOTYT 6bITb paclnpeHbl 4O MUHWMaNbLHOTO pasmepa, YKasaHHOro B
pasgene «Mepbl NPefOCTOPOXHOCTUY;

* YCTaHOBKa, TpebytoLas pasMeLLeHns CTeHTa B Npejenax 2cm ot KpuKo®apuHrea;

* KaHAMAATOB Ha XMPYPTUYECKYIO Pe3eKumio;

* TPbDKY NULLEBOAHOIO OTBEPCTMA Auaparmbl U NPoNanc Xxenyaxka B 06nacT nuLLeBosa;

* MNayMeHTOB C Nep(opPUPOBaHHbLIM MULLEBOLOM;

* pasMeLleHne B aKTVBHO KPOBOTOYALLUX OMYXONAX;

* pasmelLeHue Npu NOMUMOBUAHLIX NOPaXKEHUAX;

OTHOCKTENbHbIE NPOTMBONOKA3aHWSA BK/IOYAKOT, MOMUMO MPOYero:

* HEKOHTAKTHbIX NauWeHTOB;

* KOarynonartuio;

* KOMMpPeccuto Tpaxeu;

* HeJaBHO NepeHeCeHHbI NH(apKT MUOKapaa;

* LIEHbIA apTPUT C PUKCMPOBAHHbIM LLEAHBLIM OTAEN0M MO3BOHOUHUKA;

» 60nblKe onyxonesble 06pa3oBaHns, 3aHMMalOLLNe CPeJOCTEHME;
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* HeoOCTPYKTMBHYHO OMyXO/b;

* 06CTPYKLUMIO NPUBPATHUKA XeNyKa;

* HEKPOTMYECKYH CNU3NUCTYI0 000/104KY NULLEBOAA;

* OCTPOYrO/bHbI CTEHO3;

* pasmMelleHue Ha MecTe 330(haroetoHOCTOMUKN (NOC/e racTPIKTOMUN).

MOTEHUMANBHbBIE HEXXENATEJ/IbHbIE ABJTIEHNA

MoTeHUManbHble HeXenaTenbHble ABNEHUSA, KOTOPble CBA3aHbl C 3HAOCKONMEN BEPXHUX OTAENOB
XKKT, BKNOYaOT, MOMUMO MPOYEro: anfepruyeckyto peakuumo na KOHTpacT WM
MeLMKaMeHTO3HOe JlevyeHne, acnupauuto, CepaevyHyr0 apuTMUIO WAM  OCTAHOBKY Cepaua,
NNXOpPafKy, KpoBOTeYeHWe, TMNOTEH3NI0, UH(eKUUto, nepdopanmnio, pedtoKe, AblXaTebHYHo
HeLOCTaTOYHOCTb UM OCTaHOBKY AblIXaHWS, PBOTY.

[loNoNHUTENbHbIE  HeXenaTe/fbHble  ABIEHWA  BKIKOYAOT, MNOMWMO  MNPOYEro:  cxatme
AblXaTeNbHbIX NyTel, annepruyeckas peakuyuMs Ha HUKeNb; aopTo33odareasibHbll CBULY, W
apTepvoa3odareanbHblii cBuW,; 601b B Trpyan WAM 3a TPYAWHOW; CMepTb (KpOMe Ciy4aes
HOpPManbHOrO0 X04a pa3BuTUS 60M1e3HN); Ancharns; oTek; 3po3uma wan nepgopayms CTeHTa B
COCefHME COCYAWUCTble CTPYKTYPbl; W3bA3BAEHME W 3p03Ms NULLEBOAA; 330(harnT; CBULLY C
nopaXeHnem Tpaxen, GPOHXOB WAN NNEBPanbHOW MOMOCTU; 3aKyrnopka MULEBLIM KOMKOM;
Ol YLIEHME UMW peakUUs Ha MWHOPOAHOEe TeNo; B3AYyTWE XKMBOTA; HeAOCTaTOYHOE pacluiupeHue
CTEHTa; HEeNnpPOXOAUMOCTb KWLLEYHMKA, Bbl3BaHHasA MWrpauuen; MegnacTUHUT WAnN NepuTOHWUT;
TOWHOTA; 60/b/ANCKOMGOPT; MOBTOPHAA OKKIKO3MA; YYBCTBUTENbHOCTb K METaN/IMYeCcKUM
KOMMOHEHTaM; CENcUC; CMeLLeHne U/uam Murpaumns CTeHTa; 06CTPYKUMA Tpaxeu; paspacTaHue
OMyXO0/n; 3acTpeBaHve NPOBO/IOKN.

MEPbI MPEAOCTOPOXXHOCTW
* [epe “CMNonb3oBaHUEM CTeHTa He06X04MMO MPOBECTU MOSHYHO AMArHOCTUYECKYHO OLeHKY,
4yTOObI ONPELENNTb NPaBUbHbIN pasMep CTeHTA.
e T1ONHOCTBIO MOKPLITHIA  NULWLEBOAHLIA  CcTeHT Evolution cnegyet wmcnonb3oBatb C
OCTOPOXXHOCTbIO M TONLKO NOC/E TWaTebHOr0 PaCCMOTPEHUS Y NALUEHTOB C:
* CEpPbe3HbIM paHee CyLLeCTBOBABLUMM /IEFrOYHbIM MW CEPAEYHbIM 3a60/1IEBaHMEM.
* COCTOSIHMAMM, NPU KOTOPbIX CTEHTUPOBaHWe NuLieBOAa MOXET Bbi3BaTb BTOPUYHbINA
CTEHO3 Tpaxewu.
e NpeablAyWMMK OMepauusMnm no MOATATUBAHMIO XXeNnyfaKa, MPUBEALUNE K WM3MEHEHUIO
aHaToOMUN.
» CTeHT ciefyeT yCcTaHaBNMBaTb NOA (h1H0OPOCKONMNYECKUM KOHTPO/IEM.
e Mepea NPOABMXKEHWEM YCTaHOBOYHOIM CUCTEMbl, Bpay AO/MKEH MO CBOEMY YCMOTPEHUIO
onpeaennTb, TpebyeTcs NN pacllMpeHne nNpocBeTa nuuwesoda. Mpn Heo6XxoaMMOCTH, paclLnpbTe
06nacTb, NOANMEXALLYH CTEeHTMPOBaHMIO, A0 AMameTpa, KOTOPbIil, NO KpaiHei Mepe, paBeH
AnameTpy CUCTEeMbl JOCTaBKKU, HO He 6onee 1 wm.
« [lonroBpemMeHHasi MPOXOAUMOCTb [AaHHOFO YCTPOWCTBA He YyCTaHOBNeHa. PekomeHpyeTcs
nepuoamyeckas oueHKa CTeneHn NPoXoaMMOCTH.
e OTO YCTPOWCTBO YKOpauuMBaeTCsa MNpu pasBepTbiBaHUMMW. [pyv MNPOKCUMMA/bHbLIX CTPUKTYpax
pPALOM C BEPXHMM CHMUHKTEPOM MNULLEBOAA pas3BepTbiBaHWEe ChneAyeT BbIMNOAHATL MO
PEHTreHOCKOMWYECKOl  BU3yanm3auuei, MOCKOAbKY 3TO  MOXEeT MNOBbICUTb TOYHOCTb
pasmeLleHus.
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e Mpy UCNONb30BAaHUU ANS 3/10KAYECTBEHHbIX HOBOOOpA30BaHWiA nepef YCTaHOBKOW cneayet
N3yunTb aNbTePHATVBHbIE METOAbI TEPANunu.

» CTEHT cneflyeT ycTaHaBAMBaTb TOMbKO C CUCTEMOI focTaBkm Cook, KoTopas NOCTaBNseTcs C
KaXKAbIM CTEHTOM.

e He ncnonb3ayiiTe 3T0 YCTPOICTBO ANS KaKUX-NMGO Leneld, KpOMe 3asB/IEHHOr0 1CMNONb30BaHUA
MO Ha3HauyeHuto.

* lAcnonb3oBaHMe 3TOr0 YCTPOWCTBA Pa3pelleHO TONbKO O06Y4YeHHOMY MeAMLUHCKOMY
nepcoHany.

e CTEHT He MOXET 6blTb U3BMIEUEH NOC/Ee TOrO, Kak NPoiiAeH Nopor pa3BepThbiBaHUSA. [M0N0XEHME
KpacHOro mapkepa BBEpPXY PYKOSTKM MO OTHOLIEHWIO K MONOXEHMIO TOYKM HeBO3BpaTa Ha
3TUKETKE PYKOSTKM YKasblBaeT, KOrAa nopor 6bi/1 NpoiiaeH.

NPEAYMNPEXOEHWA
» BesonacHoCTb U 3((EeKTUBHOCTb OCTaBMIEHUS 3TOr0 CTeHTa Ha MecTe WU  yAaneHus
MOMHOCTbLIO MOKPLITOrO MNULLEBOAHOr0 cTeHTa Evolution M3 go6poKa4yeCTBEHHOIO MOPaXeHWs
nocne 84e,u,em> He YCTaHOB/IEHa.
o Cob6ntojante OCTOPOXHOCTb MNPU  W3B/JEYEHUW CTEHTa, KOTOPbI WMeeT 3HAuYUTeNbHOe
paspacTaHue TKaHW BOKPYT KOHLOB CTeHTa.
* CTEHT He NOANeXUT U3BMIEYEHNIO N3 3/10KaYeCTBEHHOr0 HOBOOGPa30BaHMS NOC/e 3aBepLUeHus
M NOATBEPXAEHMUS MepBOHaYabHON yCTaHOBKWU. MONbITKA yAanuTb CTEHT MOCNAe YCTaHOBKW B
3N10Ka4YeCTBEHHOe HOBOOOpa3oBaHMe MOryT BbI3BaTb MOBPEXAEHWe CAU3UCTON 0607104KK
nuwiesosa.
» CTeHTMpOBaHMe Yepe3 racTpoasodareanbHblil Mepexos MOXeT YBENUYNUTb PUCK MUTPaLUN.
* DTOT CTEHT COAEPXUT HUKe/b, KOTOPbIA MOXET BbI3BaTb a/lIepPrmyeckyro peakumnto y nogen c
YyBCTBUTENIbHOCTBIO K HUKENIO.
* 3((EKTNBHOCTb CUCTEMblI [OCTaBKM He MOXeT OblTb rapaHTMpoBaHa, eCcnnM CTEHT Obif
NMOBTOPHO NepeycTaHOB/eH 6onee 5 pas.
* He pekomeHayeTCs yCTaHOBKa MePEKPbIBAIOLLNXCA CTEHTOB, MOCKO/bKY UX TECTUPOBaHME He
3aBepLUEeHO.
e OTO YCTPOWCTBO MpefHasHayeHO TOMbKO ANf OAHOPa30BOro WCMO/b30BaHUA. [OMbITKM
MOBTOPHON 06paboTKW, MOBTOPHOW CTepuan3aLunm u/uanm NOBTOPHOTO WUCMOMIb30BaHWUA MOTYT
NpMBECTU K 0TKa3y YCTpoWcTBa n/mnu nepefave 3aboneBaHus.
« Ecnn ynakoBka OTKpbITa WKW MOBPeXJeHa npu MOMYYEHUWU, HC WCNONb3YlTe YCTPOMCTBO.
BusyanbHO 0oCMOTpUTE YCTPOICTBO, obpauiasd o0coboe BHMMaHWe Ha Meperndbl, U3rnobl K
n3nombl. Ecnum o6HapyxeHa HeWCNpaBHOCTb, KOTOpas MellaeT HOpManbHOMY paboyemy
COCTOAHWIO, He UCMNonb3yhTe YCTPONCTBO. [loxanyicTa, 3anpocute B KoMmnaHuum Cook
pa3pelleHne Ha BO3BpaT.

IE BBOAMTE 3HAOCKON B CTEHT, TAK KAK MOXET MPOM30ATH CMeLLeHne CTeHTa.
 Mocne ycTaHOBKM CTeHTa He cneAyeT MPUMEHATb afbTepHATUBHbIE METOAbl /IeYeHUs, Takume
KaK XumuoTepanus u fy4yeBas Tepanus, MOCKOSIbKY 3TO MOXeT YBeNUYUTb PUCK MuUrpauuu
CTEHTA W3-32 YMeHbLUEHWS ONyXO0NW, 3pO3NW e3eHTa W/MAN KPOBOTEYEHUS U3 CIU3UCTON
060/104KN.
» CKOpOCTb MUrpaLuyv MOXET YBeNMYMBATbCA W3-3a OTCYTCTBMSA OMOPbI B BUAE OMYXONU npu
[0OpOKayYeCTBEHHbIX CTEHO3aX MULLEBOAA, NMULLEBOAHbLIX CBMLLaX 6e3 CTeHO30B, HENPaBWUILHOMO
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pasmepa CTeHTa WAM B CAy4yasiX 3/10KaYeCTBEHHbIX CTEHO30B, KOrfja WCMONb3yeTcs fydeBast
Tepanusa u/ unn xmmuoTtepanus.

e PucK nepgopaymm v 3po3nMmu COCEeAHUX COCYAMCTbIX CTPYKTYpP WM aopToaszodareasbHbiX W
apTepnoasodareanbHbiX CBUILIEH MOXeT O6biTb YBEMYEH NpU  MPOBEAEHUU Npea- WUnu
nocneonepaunoHHoO XumuoTepanum W nydyeBol Tepanuu, 6onee [AANTENbHOM BpeEMEHU
W.MMNaHTaUUW. aHOMa/IbHO aHAaTOMUMW /UM KOHTaMUHALMUSA UK BOCNaneHNn cpeoCTeHNs.

MHPOPMALUUMA O BESOMACHOCTUW MPT

3TOT CMMBO/ 03HAYaeT, YTO YCTPOMNCTBO COOTBETCTBYET TpeboBaHMAM 6€30MacHOCTM Npu
nposegeHnn MPT.

[ oKnnHn4Yeckne UCMbITaHUA MOKasanu, 4To NULWEBOAHbIE CTeHTbI Evolution ycnoBHO
coBMecTUMbI ¢ MPT. MauneHTa ¢ 3TUM YyCTPOMCTBOM MOXHO 6€30MacHO CKaHMpPOBaTb B cUCTEME
MPT npwu cobnogeHnn cnegytowmx ycnoBuii:

CraTtuyeckoe marHMTHoOe nose

Cratnueckoe marHutHoe nose 3,0 Tecna nnn mMeHblue

MakcumanbHbIi NPOCTPAHCTBEHHbIV rpagueHT nons paseH 1900 raycc/cm (19 Tn/m)
MakcvmanbHaa YyCpefHeHHas YAe/nbHasd CKOPOCTb TMOr/IOWeHNs W3flyYeHUs BCeEM TesioM
yenoseka (SAR) no gaHHbIM MPT-cuctembl coctanseT 2 BT/Kr (HOpManbHbIl paboynii pexxmm)
Harpes, cBA3aHHbIN ¢ MPT

Cuctembl Tecna 1,5 n 3,0

LJOoKNMHNYecKne UCNbITaHNA NPOBOAWUINCE B CNEeAYIOLWMNX YCNOBMAX WU NOKasain MakcuManibHOe
MoBbIWEHNE TemMepaTypbl Ha 4,4® C:

* MakcumanbHas cpefHas yhenbHas MOLHOCTb MOMMOWEHNA N3NYYeHU BCeM TEIOM YesloBeKa
(SAR) 3,8 BT/Kr (COOTBETCTBYET M3MEPEHHOMY Ka/nopumeTpuyeckomy 3HadeHuto 3,1 BT/kr) B
TeyeHne 15 muHyT MPT-ckaHupoBaHusa Ha 1,5 Tecna Magnetom (Siemens Medical Solutions,
Malvern, PA, MNporpammHoe o6ecneyeHvie Numaris / 4) MPT ckaHep.

* MakcumanbHas cpefHss yaenbHas MOWHOCTb MOrOWEHNS U3TyYeHUS BCEM TeIOM 4YefioBeka
(SAR) 3,0 BT/Kr (COOTBETCTBYET M3MEPEHHOMY KanopmMeTpuyecKomy 3HayeHuto 2,8 BT/Kr) B
TeyeHue 15 muHyT MPT-ckaHupoBaHus B 3,0 Tecna Excite (GE Electric Healthcare, Milwaukee,
WI, MporpammHoe obecneyeHne G3.0-052B) MPT ckaHep.

ApTedaKTbl N306paxKeHns

[ oKnnHn4YecKne ncnbiTaHUA NokKasanu, 4To NMpu CKaHMpoBaHuu B cucteme MPT MoOLWHOCTbIO 3
Tc C npuMeHeHVMeM MOCMef0BaTe/IbHOCTA WMMMNY/IbCOB CMUH-3X0, CTEHT CO34aeT apTedakT
N3006paxeHns, BbIXOAALWMNIA 3a Npejenbl NUWeBogHOro cteHTa Evolution npnénusntensHo Ha 7
MM.

besonacHocTb MPT-CKaHMpPOBaHWA C MCMOMb30BaHNEM fIOKANIbHOW PagnMo4vyacTOTHOM KaTyLlKu
nepegaun/npuema B 06/1acTAX, HEMOCPEACTBEHHO nNpuieralwwWwmMx K UMNAaHTaty wuam
HenocpesCTBEHHO CBA3aHHbIX C HUM, He OblNa YCTAHOBJIEHA U MO3TOMY HE peKOMEHAyeTCs.
bBesonacHocTb nposefeHns MPT y MauneHTOB C NepeKpbiBAOWMMUCA CTEHTAMU UAN SPYTUMM
yCTpOCTBaMy B NULLEBOAE He Oblfia yCTAHOBNEHA M NO3TOMY He PeKOMEHAYeTCH.
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HEOBEXOAMMOE OBOPYAOBAHMWE:

e CTeHT 1 cucTeMa AoCTaBKMU.

e KenyaouHsbli 6anfOHHbLIA AnnaTaTop Unm 6y>XXn-paclnpuTenu.
* MpoBogHuk 0,035 aroima.

NOArOTOBKA NMALMEHTA

1. MpoBeguTe MHTY6aLMIO NaLyMeHTa C MOMOLLbIO 3HAOCKONA CTaHAAPTHLIM MeToAoM. OueHuTe
pacnosioXXeHne n pasmepbl CTPUKTYPbI NPU NPSMOIA BU3yanusauuu.

2. Tpn Heo6xo4MMOCTM paclnpuTe CTPUKTYPY 4O MWUHMMANbHOTO HEo6XOAMMOro pasmepa,
yKa3aHHOro B pasgene «Mepbl NpeAoCTOPOXHOCTH», C MOMOLLbIO 6aNOHHbIX AMNATaTOPOB UK
OyXel-paclimpuTenei.

3. JHJOCKOMWYecKW HaiguTe W OTMeTbTe BEPXHUA W HWKHWUWA  Kpas MnopaxeHus
PEHTIEeHOKOHTPACTHbIM ~ MapKepoM, BHYTPEHHUM  WAW  BHELWHUM, WM  WUCMONb3yiiTe
WHBEKLWOHHOE PEHTITeHOKOHTPacTHOe BeliecTBO. BHumaHue: [na npaBunbHOro Bbli6opa u
yCTaHOBKM CTEHTa HE06X0AMMa TOYHAsA MapKMPOBKa rpaHnL, MopaxeHus.

4. MWWEeBOAHbIN CTEHT JO/MKEH 6bITb KAK MUHUMYM Ha 4 CM A/NUHHEe CTPUKTYPbI, YTO MO3BONNT
emy nepekpbiBaTb CTPUKTYPY Kak MUHUMYM Ha 2cm ¢ KaXJ0ro KoHua.

5. Mpoeegute nposogHuk 0,035 atolima (TMOKUM KOHUYMKOM Brepef) yepe3 paboyunii kaHan
3HAOCKONAa U 4Yepe3 CTPUKTYpY, NoKa OH He GyaeT (IHOOPOCKOMUYECKN BU3yaNnnM3npoBaTbCca B
xenynke. OcTaBbTe MPOBOLHMK Ha MECTe U U3B/IEKUTE IHLOCKON.

MWHCTPYKUWMW MO MPUMEHEHWIO

PasmelleHne cTeHTa

1. N3BnekunTe cuCTemMy AOCTaBKMU CTEHTA M3 YNAKOBKN Y CHUMUTE 3alUUTHYTO TPY6KY CO CTEHTA.
2. Wcnonb3ya (OOPOCKONUYECKWUIA KOHTPO/Nb, BBEAUTE W MpOABUraliTe CUCTEMY [OCTaBKM
KOPOTKMMY LUaramMv no npeABapuTenbHO YCTaHOB/IEHHOMY NMPOBOAHUKY B NMULLEBOA,.

3. Ytobbl ybeauTbCa, 4YTO CTEHT MepPEeKpbiBaeT CTPUKTYpPY MNOCNe pa3BepTbiBaHUS, MOf4
(hNHOOPOCKOMUYECKUM  KOHTPOJSIEM  PacrnosfioXnTe  PeHTTeHOKOHTPACTHble  MapKepbl  Ha
BHYTPEHHEM KaTeTepe 3a npejenamu 3Toi CTPUKTYPbI.

4. TloaTBepAMTe >KenaemMoe MOJIoXKEeHMEe CTeHTa (/I0OPOCKOMUYECKN W pa3BepHUTe CTEHT,
yAanuB KpacHbIn nNpefoxpaHuTeNlb C pyKOATKM, (puc.

5. MpogomkainTte pa3BepTbiBaHME CTEHTA C MOMOLLbI CMYCKOBOro MexaHu3ma. MpumevaHue.
Mpy Kax[oOM HaxaTUW Ha CMYCKOBOW MeXaHW3M CTEeHT pacKpbiBaeTcs Ha OAMHAaKOBYHO
BEe/INUUHY.

6 Ecm so BpeMs pas3BepTbiBaHWA TpebyeTcA MOBTOPHOE MO3ULMOHMPOBAHWE CTeHTa, TO
BO3MOXEH [MOBTOPHbIA 3axBaT CTeHTa (3aKpbiTue cTeHTa). [lpumeyaHue. HeBO3MOXHO
MOBTOPHO 3axBaTWUTb CTEHT MOC/Ee MPOXOXAEHWA TOYKM HeBO3BparTa, Ha 4YTO YKasblBaeT TOT
MOMEHT, KOrja KpacHbli MapKep Ha BEpPXHeil 4acTu PYKOATKM MpoLlesn Mno3uLUi  TOUKK
HeBO3BpaTa, YKa3aHHY Ha MPOMapKUPOBAHHOW LLKane pyKoATKM, (puc.

7. UTO6bI MOBTOPHO 3aXxBaTWUTb CTEHT, MPOTO/IKHUTE KHOMKY HarnpaBneHus, pacrnosioXeHHY
CcOOKY Ha cucTeme JOCTaBKW, B MPOTUBOMOJIOXHYIO CTOPOHY, (puc. 3)

MpumeyaHne: yaepxusarite 601bLIOIA Nanel, Ha KHOMKe MpU MepBOM HaXaTuu Ha CMyCKOBOM
MeXaHW3M A1 MOBTOPHOIO 3axBara.

8 MpogonxaniTe HaXuWMaTb Ha CMNYCKOBOW MexaHW3M M0 Mepe Heo6Xo[MMOCTM, YTOObI
MOBTOPHO 3aXBaTWUTb CTEHT (CBEPHYTb CTEHT) Ha XXENAaeMYH Be/IMYUHY.
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9. UTtoObl BO306HOBMTbL pa3BepTbiBaHWE, CHOBa MPOTO/IKHUTE KHOMKY B MPOTUBOMOOXHYIO
CTOPOHY W YyfAepXuBaiTe O60/MbLWONA nNaney, Ha KHOMNKE BO BpeMs MepBOro [ABVKEHUS,
OLHOBPEMEHHO HaXMMas Ha CNYCKOBOM MexaHu3Mm, (puc.4)

10. Mocne NpoXoXAeHUs TOYKM HeBO3BpaTa CTeHTa BbITAHUTE MPEfOXPaHUTENIbHYI0 NPOBOJIOKY
N3 PYKOATKN JOCTaBKW, pacnosiaratrolLlytocsd pagom ¢ NMOpTOM NPOBOAHMKA, YTOObI 06ecneynTb
NoJIHOe pacKpbITUe CTEHTA, (puc.5)

11. MpogomkaliTe pa3BepTbiBaHNe CTEHTA C MOMOLLbIO CMYCKOBOr0 MexaHu3ma.

12. Mocne pa3BepTbiBaHUA DIOOPOCKOMNMYECKN NOATBEPAMTE MOMHOE PacKpbITUE CTeHTa. locne
MOATBEPXKAEHMA TMOMHOTO pPacKpbiTUA, MOXHO OCTOPOXHO YyAanuTb CUCTEMY [OCTaBKU W
NMPOBOAHMUK.

MpumeyaHue. Bbl MOXeTe BBECTM 3HAOCKOM U MEPEMECTUTb €r0 K BEPXHEMY Kpal CTeHTa,
4TOObI 3HLOCKOMUYECKN MOATBEPAUTL MONOXKEHME U NMPOXOANUMOCTb CTEHTA.

TexHVKa penosnumn cTeHTa

UToObl M3MEHWTbL [MO/IOXKEHME CTeHTa cpasy Mocfie YCTAaHOBKW, BO3bMWUTECH LMMULamMu 3a
3e/IeHYI0 MEeT/I0 Ha MPOKCUMaSIbHOM WAN AUCTaNbHOM KOHLE W MEePeMecTUTe CTEHT B HYXXHYHO
ob6nacTs, (pwuc.

TexHUKa yfaneHua cteHTa (TONbKO Npu LOOPOKAYeCTBEHHbLIX 06pa3oBaHUAX)

1. C nomowbl NpsAMOA 3HAOCKOMMYECKOW BU3yanusauuuv Hangute 3eneHble MeTanm Ha
MPOKCUMaNbHOM W ANCTANIbHOM KOHLAX CTeHTa.

2. OCTOPOXHO LWMMNUaMU MNPUNOXUTE YCUAME K KaXAOW 3eNeHOW netne, 4ytobbl OTBECTU
AMCTaNbHbIN, a 3aTeM NPOKCUMasIbHbI KOHeL, CTeHTa OT CTEHKM nuweBoja, (puc.7)

3. Mocne mobunusaumm CTeHTa HafeXXHO BO3bMUTECH 3a 3€/1eHY0 NEeT/II0 Ha MPOKCUMasbHOM
KOHLLe CTeHTa U OCTOPOXHO MOTAHUTE, YTOObI 3aTAHYTb NMPOKCUMMa/lbHbIA KOHEL, CTeHTa, 3aTeM
OCTOPOXHO W3BNEKUTE CTEHT, (puC.

MOCNE NMPOLELYPbI

e Ha6GntopgaliTe 3a nauMeHTOM Ha nNpeaMeT pPasBUTUA KaKUX-NM6GO OCNOXHEHWIA mocne
3HAO0CKOMMWM, pacLUMPEHNs NPOCBeTa MULLEBOAA WM YCTAHOBKM CTeHTa. B TeyeHue nepBbix 24
YacoB CfeAyeT KOHTPO/MMPOBATb >XM3HEHHO BaXKHble (YHKLUWM M fAaBaTb MUTb NPO3pPayHyto
XWAKOCTb B BEPTMKANbHOM MOMOXeHUW. [MauneHTbl, NonyyaloliMe nevyeHne OT CBULLA, He
AOMKHbI MPUHUMATb XUAKOCTb UK MHULLY Yepe3 poT A0 TexX Mop, noka He GyAeT NMOATBEPXAEHO
yCMeLHOoe 3aKpbiTUE CBULLA.

e Mocnepytowme HabnwogeHUs (Hanpumep, 3HAOCKOMWS W/MAW PEHTIeH TPYAHOW KNeTKu)
nayueHTa JO/MKHbI MPOBOAUTLCS MO YKa3aHWIO Bpaya.

NMH®POPMALUNA ONA NAUNEHTA

e Yepes 24 yaca nocne yCTaHOBKW CTeHTa, nauueHTa cfegyeT NMPOUHCTPYKTMPOBATL O TOM. YTO
OH [OMKEH XOpOoLWOo MnepexeBblBaTb MULLY, €CTb MAFKYH WAM MNPOTEPTYI0 NUWYy W MUTb
XWLKOCTb A0 U MOC/e efbl.

e lMaumeHTam CO CTEHTaMMW, YCTaHOB/IEHHbIMW B AUCTaNbHOM OTAeNe MuLlesBoda WAN 4Yepe3
]ac'l;osso(paleanbl l|l7| nepexof, MOryT 6bITb AaHbl PEKOMEHAALMN NOLUATb U3r0/10Bbe KPOBATH,
TaKXKe MM MOXeT OblTb HasHauyeHa Tepanua A5 NOLaBMEHWA KUCIOTHOCTWU, 4TOObI CBECTU K
MUHUMYMY XXenyao4Hbli peItoKC B CTEHT.
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Mo 3aBepLUeHMK NpoLeaypbl YTUAN3NPYIiTe YCTPOIACTBO B COOTBETCTBUN C MHCTPYKLUSMU
YUpPEXAeHUS Mo yTUAN3aLUN 6UOTOrMUYECKM ONACHbIX MeJULIMHCKUX 0TXO0/0B.
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MATEPWANbI

Bce maTtepuanbl, yKasaHHble B MPUBEAEHHOW HwKe Tabnuue, aBnawTca obwmmm gns CTEHTOB-
9HAO0MPOTE30B MULLEBOAHbIX - YaCcTMYHO MNOKPbITbIX Evolution n CTeHTOB-3HAOMNPOTE30B
MULLLEBOAHBIX - MOMHOCTbIO MOKPbITLIX EVolution, ecnn He ykasaHo cnegytouee:

MpumeyaHue A: Wcnonbsyetca pnna CTeHTOB-3HAOMPOTE30B MULWEBOAHLIX -  YaCTUYHO
nokpbITeiX Evolution Esophageal Stent System - Partially Covered (EVO-20-25-8-E; EVO-20-
25-10-E; EVO-20-25-12.5-E; EV0O-20-25-15-E).

MpumeyvaHune B: Wcnonb3yetca pnna CTeHTOB-3HAOMPOTE30B MNULLEBOAHBLIX - MOMIHOCTLIO
nokpbITeix Evolution Esophageal Stent System - Fully Covered (EVO-FC-R-18-23-8-E; EVO-
FC-R-18-23-10-E; EVO-FC-R-18-23-12-E; EVO-FC-R-20-25-8-E; EVO-FC-R-20-25-10-E;
EVO-FC-R-20-25-12-E)

OnucaHue MaTepuan KOHTakT ¢
CTeHT
[MpoBonoka cTeHTa [MpoBonoKa U3 HUTUHONA Oa
CnnaB HUTMHONA ("HNKENb-TUTaH')
Hwkenb 54,5 -57,0
Kap6oH 0,05 Makc
Kucnopog 0,05 Makc
Bogopopa 0,005 Makc
TuTaH Pewatowmnia

CunukoHoBas CunukoH knacca Nusil ME[-4755 Oa
membpaHa

Konbua mapkepa TaHTan HM-0010 Oa
MeTnsa-nacco lMpoyHas BONOKOHHAA HUTb [a

MonnaTuneH Y nbTpa BbICOKOW MonieKynapHoi maccoin Tecafine PE
MeTnsa-nacco tpuceuanne A MonuteToaPTOO3TM/IEH UMNOETHUMOBAHHbLIA NONN36UOOM - Oa

npon3BoacTBeHHbIM Homep 1113-TTeBaek CvioTe (TevdekSuture)
Bo3moxHoCcTb 3axBaTa [10nuTeT0a/1TO03TUAEH UMNOETHUNOBaHHbIM NOAN3OUPOM - Oa
Mpymenarive B NpOW3BOACTBEHHBIN HoMep 1113-T Tesgek ChioTe (Tevdek Suture)

Cuctema MHTpoablocepa

KOHuunK cuctembl  Pebax ¢ 40 % 6apus Oa
MHTpOAblOCepa

Tpy6kKa (BHYTpeHHMA Monnabunoa(bnoketoH -M33K3810 Oa
KateTep)
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Konbua mapkepa

Tonkaresnb
(BHYTpPeHHNI KaTeTep)

KaHtong
MoppepxuneatoLLas
KaHons  (BHYTPEHHWIA
KaTeTep)

BHewHN Katetep
Mpumeyanue A

BHewHui KaTeTep
MpumevaHue B

Tpy6kKa c ABYyMS
npocseTamu

(BHYTpeHHUIT KaTeTep)

[MpoBosioka
yaepxaHus

ans

Konbuo NpPOBOOKYU
yaepXaHus KaHnm
MoppepxuBatoLwas
KaHloNs WHTpoAblocepa

(BHYTpPEHHMI KaTeTep)

3awmTta TpocuKa Ans
yLepxaHus
AucTanbHblit BOPOT

PERT npumevyaHue B

PasnunyHole
KOMMOHEHTbI

Cwmaska

Knei

Knein

pyHTOBKA
PactBoputens
pyHTOBKa Nusil

LoB

Mpumeuvanune N

Mpumeya>lune B

MnatnHa ¢ 10 % mnpugns

TpybKa N3 pPeHTrTeHOKOHTPACcTHOro nonmatuneHa 30413

Hepxagetowasa ctanb 304

Hepxasetwowasa ctans 304

Pebax, nneteHblii u©3

yNopsA0UeHHbI

HepxaBetlwwein cTann, QTOPUPOBAHHLIN

aTuneH-nponuneH. Cy6kap6oHaT  BUCMYyTa C

KOHYMKOM Pebax

Pebax, cnneTeHHbI W3 Hepxasetowel ctann 304, ynopafoYeHHbIN
PTFE. Cy6kapboHaT BUCMYTa C KOHYMKOM Pebax

Bectamunpg

HutnHon NitinoKnickel-titanium)
Hwukenb 54,5 -57,0

Kap6oH 0,05 Makc

Kwucnopog 0,05 Makc

Bogopog 0,005 Makc

TuTaH Pewarowni
Hepxasetwowasa ctanb 304

Hepxasetowas crans 304

MonnTeT0abTo03TUIEH UMMOETHUOOBAHHbIA MONU3HUPOM-
NpON3BOACTBEHHbI HOMep 1113-TTeBaek CovtoTe (TevdekSuture)

Hepxagetowas ctans304

PykosaTka
AueTan / nonukap6oHaTt mapku Lexan / Hep>aBetouias ctanb 304 ¢
nokpelTuem PTFE Teflon / nonnxnoponpeH Neoprene /
CTEeKNO0BONOKHO KeBnap-49 / nonnamung 6/ Hepxasetowaa ctans 304 /
antoMuHunii /10 % cTeKnoHanoONHEHHbI NoNUKapboHaTt (coefguHeHne
80020)/ nonnkapboHat (coegnHeHune 80130) / nonmkapboHat
(coegnHeHmne 80130) / cmecb akpunoHuTpun-6ytagneH-ctupon (ABS
POLIMAXX GA800)

PacxofHble MmaTepuansl
CunvkoHoBas xxugkocte ME-400
NokTut 4061
NokTnT 20268/26073/ 4013
Noktut 7701
Toynon
MEDG6-161

Tevdek
MponuTtaHHblA nonuteTpanyopoatuneHom (PTFE)

Npon3BOACTBEHHbLIN HoMep 1113-T TeBaek CovioTe (TevdekSuture)
Monunactep NoNMrnmMKoH 6211
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COOTBETCTBME NMPUMEHEHHBIM HOPMATUBAM N TEXHNYECKIM
CTAHOAPTAM

KomnaHun Cook Ireland Limited npou3sogaT Bce MeAUUWHCKWE U3[eNNS B COOTBETCTBUU C
OnpekTusoli no megmumHckum nsgenusm 93/42/EEC.

Bce npon3BoACcTBEHHble 06bEKTbI KOMNaHMM Cook TakxXe CcepTU(UUMpPOBaHbl B COOTBETCTBUN
co cTaHgapTom ISO 13485 (2016), CucTtema ynpaB/ieHMA KayeCTBOM.

MPOLUEAYPA PA3PELLUEHNA CIMOPOB

[na ohopmneHuns Bo3eparta npockba ysefoMnTs KomnaHuio COOK no agpecy:
Cook Medical Europe Ltd

O'HALLORAN ROAD

NATIONAL TECHNOLOGY PARK

LIMERICK, IRELAND

TEL: +353 61 334440 FAX: +353 61 334441
WWW.COOKMEDICAL.COM

FAPAHTUHOE OBA3ATE/ILCTBO

YNONHOMOYEHHbLIM NpeAcTaBUTENIeM NPOU3BOAUTENS Ha TeppuTopum Poccuiickoin Pegepaymmn
ABNAeTCA 3aKpblToe akumoHepHoe obuwecTBo «LLAM» (3BAO «LUAT »)

Poccusa, 119002, r. Mockea, KapmaHuukuid nep., 4.9, atax 5, oguc 501.

Ten. (495) 956-13-09; dakc (495) 956-1310,

e-mail: info@schag.ru

CpoOK rogHocTu mn3aennin coctaBnset 2 (gBa) roga. MapaHTumM NpousBoaMTens B 0653aTeNlbHOM
nopsiike pacnpoCcTpaHATCA Ha KaY4eCTBO U3AENNNA.

CPOKropgHocTH

[ata «mcrnonb3oBatb J0» 0603HAYaeTCA CMMBONAMU Ha MapKnpoBke. CpoK roAHOCTU yKasaH OT
BPEMEHW W3roTOBNEHMA (3aBOACKME CUMBOJbI) A0 OKOHYaHWSA CpokKa roAHOCTU (CUMBON
MecoyHbIX YacoB). PasHuua mexay obemmu gatamm o603HavyaeT CPOK rOA4HOCTM.
CTeHTbI-3HA0MNPOTE3bl MULLEBOAHbIE - YAaCTUUYHO NOKpPbITble Evolution Esophageal Stent System
- Partially Covered fEVO-20-25-8-E: EV0O-20-25-10-E; EV0-20-25-12.5-E: EV0-20-25-15-E).
CTeHTbI-3HAOMPOTE3bl MULLLEBOAHbIE — MOMHOCTBLIO NOKPbITble Evolution Esophageal Stent
System - Fully Covered (EVO-FC-R-18-23-8-E: EVO-FC-R-18-23-10-E: EVO-FC-R-18-23-12-
E: EVO-FC-R-20-25-8-E: EVO-FC-R-20-25-10-E: EVO-FC-R-20-25-12-E1 wuMmelT CpoK
rogHocTKn aBa (3 roga.

NH®OPMALWNA O CTEPUNTNSALNI

[aHHble n34enus NoCTaBNAKTCA CTEPUAbHbBIMW B TFepPMETUYHOM YMNaKOBKE, WCMNONb3yeTcs
BanMAMpoOBaHHbIA MeTog EtO (okcmup aTuneHa) ans obecnedeHns ypoBHSA cTepunbHocTu (SAL)
10-6. [aHHble w3gennsa npefHasHavyeHbl A9 O0A4HOPa30BOro WCMNO/Mb30BaHWUA, HABNAKOTCA
CTEpPUNbHbLIMKM, €CNN YNaKOBKa He pacrnedvataHa WM He NoBpexgeHa. He ucnonb3yiite usgenue,
eC/IN eCTb COMHEHUS B TOM, YTO JdHHOE U3Jenune ABMAeTCA CTEPUSIbHBIM.
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KOMMNEKT MOCTABKWN

CTeHTbI-3HAO0MPOTE3bl MULEBOAHbIE HUTWHOMOBbLIE MOKPbLITHIE MOCTABMAAKTCA MO LITYYHO B
CTepVIfIbHOVI YMNaKoOBKe, KOTOpadA TrepMeTnyHO 3anadHa B KOMMJEKTE C MHCprKLI,MGVI no

MPUMEHEHUIO.
Macca u3genuns B ynakoBke, Vlacca nzgenns 6e3 yrnakoBku,
KatanoxHsiii Homep r (¥5%) r (£5%)
EVO-20-25-8-E 780 726,5
EVO0-20-25-10-E 775,4 721,9
EVO-20-25-12.5-E 775,9 7224
EVO-20-25-15-E 788,2 734,7
EVO-FC-R-18-23-8-E 1182,9 778,0
EVO-FC-R-18-23-10-E 1206,5 801,6
EVO-FC-R-18-23-12-E 1181,1 776,2
EVO-FC-R-20-25-8-E 11915 786,6
EVO-FC-R-20-25-10-E 1190,3 785,4
EVO-FC-R-20-25-12-E 1185,5 780,6

ycnopumnd nPMMEHEHNA
[aHHble 130enns NPUMEHAIOTCA B YCNOBUAX NeYeOHbIX YUPEXaeHWIA.

MPABUJTA XPAHEHNA

[aHHble M3[enus cnefyet XpaHUTb B CyXOM MeECTe, BAanM OT 3KCTpPeMaNbHblX TemnepaTyp /

[aHHblE N3aenns cnefyet XpaHUTb B TEMHOM, CYXOM, MPOXNagHOM MecTe, n3beras AMTeNbHOro
BO3[EeNCTBMSA CBeTA.

MPABUNNIA TPAHCIMOPTUPOBKW

Mpn BblIGOpe TpaHcrmopTa CnefyeT Y4YuMTbiBaTb BWJ MEPeBO3KM, Ha3HAueHWe, MOCTaBLLKKa,
MCNONb3YEMOr0 [/ TMepeBO3KM, a TaKXKEe OLEHMWBaTb YacTOTY U WHTEHCMBHOCTb /O6GOro
BO3/eiiCTBMSA, HEOGXOAMMOro BO BPpeMsi TPaHCMOPTUPOBKM.

MAPKMPOBKA

MocTaBnAlOTCA B MHAUBUAYANbHOW YNaKoBKe, KOTOpas fO/KHa ObiTb 6e3 c/iefoB NOBpPeXAeHus
N BCKPbITUA. [pn 06HapyXXeHUM N3rmbos, N3I0MOB M NPOYNX Le(EKTOB MEANLMHCKOE n3fenne
MCMOoNb30BaTh Henb3s.

MapKunpoBKa, YKa3aHHas Ha YNakoBKe, COAEPXUT C/efyoLWwyo NHhopMaLuuio:

- HaUMeHOoBaHWe MeANLUHCKOTO U3LeNuns;

- TOBApHbIN 3HAK KOMMaHWUN-NPON3BOAUTENS;

- HOMep Mo Kartanory;

- CXeMa YCTpOICTBa C pasmepamu;

- CCbI/IKA Ha rnoccapuin CMBO/OB;

- CNoco6 cTepunnsaymm;

- Homep cepum (N10Ta);

- CUMBO/ «1CMNO/Mb30BaTh 0»;

- CUMBON «AaTa U3roToBNEHUN»;

- CUMBOJ1 «3anpeT Ha NOBTOPHOE NPUMEHEHMEY;
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CMMBON «06PaTUTECh K MHCTPYKLUMN MO MPUMEHEHUIO;

CUMBOJT «OCTOPOXKHO!»;

CUMBOJT «4J/151 MPOAaXKN HENOCPeACTBEHHO Bpayy WM Mo ero pacrnops>KeHno»;
caliT KOMNaHWM KOMMNaHUN-NPOM3BOANTENS;

WTPUX-KOAbI;

NIOTOTUN KOMMaHUMU-NPON3BOANTENS;

HanMMeHOBaHWE KOMMNaHUN-NPOU3BOAUTENS;

afpec KOMMaHUn-npon3BoLUTENS;

CMMBON Hanuuus ceptudgumkarta CE.

EVOLUTION* ESOPHAGEAL
STffirSVSTtM- FUUTCOVESCe

COOK™*

PEMOHT

W3genua nocTaBnsalOTCs  CTEPUSIbBHBIMU U MpeAHa3HayeHbl TONMbKO A1 OLHOPa3oBOro
MCrnonb3oBaHUsA. He nbiTaiTeCb MNOBTOPHO WCMO/b30BaTb WM MPOBOAUTL TEXHUYECKOE
o6cnyxuBaHue.

MPABUNTA YTUNU3AL NN

Mocne 3aBeplleHWs nNpoueaypbl W3fenus crnegyeT YTUAM3MPOBaTb B COOTBETCTBUM C
HaLUWOHAaNbHBIMU WHCTPYKUMAMWU ANA OGUOMOTMYECKN OMAaCHbIX MeLUUWMHCKUX OTXO0A0B. [ns
CTtpaH EC cornacHo Aupektuse 93/42/E3C.

Ona  Poccuiickoin  ®epfepaumnm  COrnacHO  HaLWOHanbHbIM - TpeboBaHWMAM,  KOTOpble
pernaMmeHTUpPYIOTCA CaHUTAPHbLIMW Mpasuiamu 1 Hopmamun 2.1.3684-21 ot 28 aHBapsa 2021 ropga
«CaHNTapHO-3aNUAeMnonornyeckme TpeboBaHWA K COLEPXaHWIO TeppuUTOPUIn TOPOACKUX W
CeNlbCKMUX MOCeNeHWnin, K BOAHbIM OObeKTam, MUTbEeBOW BOAE W MUTLEBOMY BOLOCHaBGXeHWo,
aTMOC(epHOMY BO3AYXY, MOYBaM, XWIbIM MOMELLEHMAM, 3KCMyaTtauuu MPOU3BOLCTBEHHbIX,
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06LLI,€CTBEHHI:IX I'IOMGLU,GHI/IVI, opraHmsaunm n nposeaeHNO CaHUTaPHO-NPOTUBOAINNAEMNYECKNX

(NpothMNakTUYeCKNX) MepPONpPUATUIA». SNUAEMMONOTNYECKM ONacHble 0TX0/bl - Knacc b.

/nognucaHo/ 29 nonga 2021 .
CneuvnanuncTt no sonpocam peryamposaHus [Jata
Wramn:

Cook Ireland Ltd.

O ’XannopaH Poyg,

HawHn TekHonoaxu Mapk,
Numepuk, NpnaHaus

Pernctpaumna komnaHuy Ne 230176
VAT peructpauyunsa Ne LI 8203176 O
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lMepeBof faHHOTO TeKCTa BbINO/HEH nepeBoAYnkoM KoTnApoBbiM AHTOHOM Mropesnyem.
noannchb

Poccuiickas degepaymns
opog Mocksa
TpuauaTb Nepsoro asrycTa fise ThiCAYU ABafLaTbL NEPBOro roja.
A. Kopcuk Bnagrwvp KoHcTaHTUHOBUY, HOTapuyc ropoga MoCKBbI, CBUAETENbCTBYH0
MOANMHHOCT b moAnucu nepesofunka KoTnaposa AHTOHa ropesunya.
Mognuck chenaHa B MOEM MPUCYTCTBUN.
JInyHocTb nognucasLlero JOKYMEHT YCTaHOB/EHA.

3aperucTpuposaHo BpeecTpe: N9 77/2}38-H/77-202}- -’5\
YnnauyeHo 3a coBepLleHne HOTapuaybHoro aeiicTaua: 400 py6. 00 kon.

lep6oBas nevartb

Horapuyca K»poga
Mocksbl Kopcuka B.K.
WHH 770474847174*

noanmcob

Bcero npowLuypoBaHo, NpoHYMepoBaHo
1 CKpen/eHo neyaTbio S <MucT(a)(os)

HoTapuyc

Poccuiickas ®epepaymns
Fopog MockBa

TpuguaTtb NepBoro aBrycTa fjBe ThiCAYM [BajLaTb MepBOro rosa.
A, Kopcuk Bnagymup KoucTakrmHosud, ucnapuyc ropoga MOCKBbI,
€TC/IbCTBYO BEPHOCTb KOMUW C MPeACTaBNIEHHOrO MHE fJOKyMeTa.
cTpupoBaHo B peectpc: Ne 77/2138-H/77-2021-"__ j M(n'Y
3a CoBepLUeHNe u<T(unansHoSNChHcTBUAY Y py6 o

B.K. Kopcuk

Bcero npoLIHypoBaHo, N*OHyMepOBaHO
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