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COOK*

MEDICAL
INSTRUCTIONS FOR USE

EVOLUTION nitinol uncoated stents for maintaining patency of the
gastrointestinal tract (GIT)

PURPOSE
These devices are intended to maintain patency of the gastrointestinal tract.

DEVICE DESCRIPTION
Evolution Duodenal Stent System - Uncovered (EVO-22-27-12-D: EVO-22-27-6-D: EV0O-22-27-9-D\
Evolution Colonic Stent System - Uncovered NEYO-25-30-10-C: EV0O-25-30-6-C: EV0O-25-30-8-a
consists ofthe following two components:

SelfExpanding Metal Stent

Stent Delivery System (this is made up ofthe handle and introducer)

The SelfExpanding Metal Stent:

Self-expanding flexible stent is constructed of a single, woven, nitinol wire. The stent foreshortens due to
its design. The total length ofthe stent is indicated by radiopaque markers (3 mm (+/- 0.25 mm)) on the
inner catheter, indicating the actual length ofthe stent at nominal stent diameter.

Both ends of the stent are expanded: the increased diameter of the stent at the stent ends is intended to
provide resistance to migration. To aid in visibility under fluoroscopy, there are four tantalum marker
bands (0.991mm (+/- 0.127mm)) at either end of the stent The proximal and distal ends of the stent are
designed with numerous rounded “crown” to potentially reduce tissue trauma.

The Stent Delivery System:

The stent is mounted on an inner catheter, which accepts a 0. 035 inch wire guide, and is constrained by
an outer catheter. A pistol-grip delivery handle allows stent deployment or recapture. The introducer
system consists o ftwo catheters that operate co-axially with the preloaded stent placed between the inner
catheter and outer catheter, and a handle to deliver the stent. The stent releases by retracting the outer
catheter to expose the stent, then the stent self expands and conforms to the anatomy ofthe duodenum or
colon.
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Figure: Handle - Length 381,99mm (+/- 0.5mm)

»

Figure: Evolution Stent

Stent cell area:

Evolution Duodenal Stent System - Uncovered (EVO-22-27-12-D; EVO-22-27-6-D; EVO-22-27-9-D)
3.82 mm2 (£ 10%)

Evolution Colonic Stent System - Uncovered (EVO-25-30-10-C; EVO-25-30-6-C; EVO-25-30-8-C)
3.18 mm2 (i 10%)

Construction

IFr=0.33 mm

Part Number Introduction  Infrodiiction Stent Length  StentBody  Stent  Flange
System System Length  (mm) Diameter Diameter
Diameter (cm) (mm) (mm)

EVO-22-27-6-D  10Fr/3.3mm 230 cm+ 3cm 60 22 27

EVO-22-27-9-D  10Fr/33mm 230cm+3cm 90 22 27

EVO-22-27-12-D  10Fr/3.3mm 230 cm+ 3cm 120 22 27

EVO-25-30-6-C 10Fr/3.3mm 230 cm+ 3cm 60 25 30

EVO-25-30-8-C 10Fr/3.3mm 230 cm+ 3cm 80 25

EVO-25-30-10-C  10Fr/3.3mm 230 cm+ 3cm 100 25

Stent frame thickness - 0.200 mm (£ 0.008 mm)

Table: Stent Dimensions

Stent Length* Flange Length Body Diameter Flange Location of marker
Diameter band from end of
stent

Evolution Duodenal Stent System - Uncovered (EVO-22-27-12-D; EVO-22-27-6-D; EVO-22-
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27-9-D)

60mm+3mm 15mmz=2mm

WmMmm3mm 20mmz2mm 22mm+1imm 27mm=z 1mm 5mm=*25mm
120mm+3mm 20 mmz=2mm

Evolution Colonic Stent System - Uncovered (EVO-25-30-10-C; EVO-25-30-6-C; EVO-25-
30-8-C)

60mmz+ 3mm 15mm=2mm

80mMm+3mm 20mmz2mm 25mm+ 1mm 30mmz1lmm 5mmz=25mm
100mm+ 3mm 20 mm£2 mm

* The dimension indicates the actual length of the stent at nominal stent diameter

Table: Dimension ofthe Delivery System
Delivery System Length Delivery System OD Width of Handle
2300 mmz 30 mm 3.40mm (10 Fr) £ 0.08 mm 382 mmz 0.10 mm

Table: Dimension of Quter catheter

Stent Outer Catheter Length Distal Section (Clear) Length of the Outer

length Catheter

Evolution Duodenal Stent System - Uncovered (EVO-22-27-12-D; EVO-22-27-6-D; EVO-22-
27-9-D)

60 mm 138 mm +/- 2 mm

90 mm 2,359 mm + 2 mm 191 mm +/- 2 mm

120 mm 246 mm +/- 2 mm

Evolution Colonic Stent System - Uncovered (EVO-25-30-10-C; EVO-25-30-6-C; EVO-25-

30-8-C)

60 mm 152 mm +/- 2 mm

80 ram 2,359 mm £2 mm 189 mm +/- 2 mm

100 mm 237 mm +/- 2mm

Table: Dimension of Delivery system (Inner catheter)
Pushing catheter Length of Tubing  Distance between Distance
Length yellow marker and between
tip proximal ends of
marker bands*

Evolution Duodenal Stent System - Uncovered (EVO-22-27-12-D; EVO-22-27-6-D; EVO-22-

27-9-D)
60 mm 2,542 mm + 2 mm 123 mm-126 mm 60 mm + 3 mm
1900 mm = 10
90 mm 2,489 mm + 2 mm mm 176 mm-179 mm 90 mm + 3 mm
120mm 2,434 mm* 2 mm 231 mm-234 mm 120 mm = 3 mm

30-8-C)
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60 mm 2,528 mm 2 mm 137 mm -140 mm 60 mm + 3 mm
1,900 mm += 10
80 mm 2,491 mm 2 mm 174 mm -177 mm 80 mm £ 3 mm
mm
100 mm 2,443 mm+2 mm 222 mm -225 mm 100 mmz= 3 mm
* This indicates stent nominal length.

The markers on the inner catheter are 3 mm (+/- 0.25 mm).
Tantalum markers are 0.991mm (+/- 0.127mm).

Table: Dimension of Tip
Tip Length Tip Outer Diameter at Tip Inner Diameter

Dimpled Portion Proximal site Distal site

Dmmz+03mm 3.12 mmz= 0.05 mm 1.22mm+ 0.05mm 1.0 mm £ 0.05 mm

Change of length

Stent Dimensions;

Obiective: To evaluate the stent dimensions of the Evolution Colonic/ Duodenal Stent post 25 months
real time aging and post deployment.

Number of Samples: Twenty-Two (22) test samples of 10 cm accelerated aged stents (25mm Body
Diameter 30mm Flare Diameter, 10 cm long). If all samples meet the acceptance criteria, a sample size
gives 90% confidence of 90% reliability of the population of all stents meeting the acceptance criteria. All
samples were double ETO sterilised and have been subjected to 25 months real time aging.

Test conditions:
Following stent deployment/ simulated use testing, the stents were placed in a water bath which was

maintained at 37°C = 2°C. After 30 minutes the outer diameter of the stent body and two flares was
measured.

Acceptance Criteria and Results:

Table: Stent Dimensions (Post Aging) Acceptance Criteria & Results:

Testing Acceptance Criteria Result
Stent Body Diameter: 22.8 —27.3 mm Pass
Dimensions Flare Diameter: 27.55 - 32.55 mm Bodv Diameter:
Min: 24.29 mm
(After deployment allowing the stent to recover ~ Max: 25.11 mm
at 37°C +-2*"C for 30mins.) Flare 1 Diameter:
Min: 29.00 mm
Max: 29.98 mm
Flare 2 Diameter:
Min: 29.03 mm
Max: 30.25 mm
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Analysis: All the test samples met the predetermined acceptance criteria following 25 month real time

aging testing. The results of this test support a 24 month shelf life for the Evolution Colonic/ Duodenal
Stent System.

Stent deployment strength «

Table: Results Radial (compression) force.

Description Radial (compression) force per
unit length N/mm
At stent compressed to At stent compressed to
15 mm diameter 10 mm diameter

Cook Evolution Duodenal Stent 0.176 (Mean of 10 results) 0.205 (Mean of 10 results)

(EVO-22-27-12-D; EVO-22-27-6-D;
EVO-22-27-9-D)

Cook Evolution Colonic  Stent 0.154 (Mean of 10 results) 0,178 (Mean of 10 results)
(EVO-25-30-10-C; EVO-25-30-6-C;
EVO-25-30-8-C)

Table: Results Expansion force.

Description Expansion force per unit length N/mm
At stent compressed to At stent compressed to
15 mm diameter 10 mm diameter
Cook  Evolution  Duodenal 0.092 (Mean of 10 results) 0.141 (Mean of 10 results)

Stent(EVO-22-27-12-D; EVO-22-

27-6-D; EVO-22-27-9-D)

Cook Evolution Colonic Stent 0.082 (Mean of 10 results) 0.125 (Mean of 10 results)
(EVO-25-30-10-C; EVO-25-30-6-

C, EVO-25-30-8-C)

Testing Acceptance Criteria Pass V Force (N)

FailX
Distal tip joint strength Peak force > 15N. \V Min: 25.4

Max: 87.5

Marker ~ band  joint n Min: 20.2
strength Peak force > 5 N. Max: 44.8
Proximal PEEK flare Peak force > 45 N. \V Min: 137
joint strength Max: 175
PTFE / tantalum band Peak force > 15 N. \Y Min: 38.5
crimp strength Max: 89.9
Cannula to Nitinol wire Peak force > 15 N. vV Min: 61.7
joint strength Max: 95.7
Retrieval loop retention  Peak force > 30N. \Y Min: 46.986
force Max: 171.956
Marker bandjoint Peak force > 5N. Pass

Min=7239N
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strength Max = 24.900 N

Mean = 15.994 N
Retrieval Loop Tensile Peak force > 30N Pass
Strength Min=99.845 N

) Max = 181.821 N

Mean = 161.338 N
Quter sheath flare joint Peak force >45 N. \Y Min: 77.4
strength Max: 105
PEEK / Polyimide joint Peak force > 15 N. \% Min: 27.3
strength Max: 198
Handle Deployment / Desheathing: Peak force > Min: 130 N /13.26 kg
Mechanism 5Kg Max: 205 N /20.9 kg

Strength
Recapturing / Resheathing : Peak force >  Min: 99.5 N/10.15 kg
5Kg Max: 172N /17.54 kg

Fatigue testing

Sling Radial Fatigue Testing

Objective: To evaluate the fatigue life of the duodenal and colonic stents by subjecting them to time-
accelerated, physiologically modelled, diameter-controlled radial compression for a specified number of
cycles. Test articles were submersed in distilled water maintained at 37°C+/-2°C.

Table: Sling Radial Fatigue Testing Acceptance Criteria & Results.

Testing Acceptance Criteria lngsﬁ)\(/
Sling Radial Fatigue Stent must remain intact \V/
Testing Stent wire must not break during the test Vv

Marker band must remain on the stent and not
detach from the stent

Analysis: The test samples met the predetermined acceptance criteria demonstrating an acceptable fatigue
life of the stent. In each case, upon visual inspection there was no fracture of the stent wire, loss of stent
marker bands or changes in the stent geometry.

Temperature conditions for transportation:
The products are stable at a temperature of transportation -50 to +50 C.
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CAUTION: U.S. Federal Law restricts this device to sale by or on the order of a physician (or properly
licensed practitioner).
f
IMPORTANT INFORMATION
Please review prior to use.

INTENDED USE
This device is used for palliative treatment of duodenal or gastric outlet obstruction and duodenal
strictures caused by malignant neoplasms.

STENT DESCRIPTION

This flexible, self-expanding stent is constructed of a single, woven, nitinol wire. The stent has a flange at
both ends to aid in preventing migration. The stent foreshortens due to its design. 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 marker bands at
either end of the stent. The proximal and distal ends of the stent are desigried 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 consti'ained by an
outer catheter. An endoscopically and fluoroscopically visible yellow marker defines the proximal end of
the stent when constrained in the catheter. A pistol-grip delivery handle allows controlled stent
deployment or recapture. The position of the red marker on top of tlie 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 Gl endoscopy and any procedure to be perfomied in conjunction with stent placement.
Additional contraindications include, but are not limited to: enteral ischemia, suspected or impending
perforation, intra-abdominal abscess/perforation, inability to pass wire guide or stent through obstructed
area, patients for whom endoscopic procedures are contraindicated, coagulopathy/patients with elevated
bleeding times, benign disease.

POTENTIAL ADVERSE EVENTS

Potential adverse events associated with Gl endoscopy include, but are not limited to: airway obstruction,
allergic reaction to contrast or medication, aspiration, biliary obstruction, cardiac arrhythmia or arrest,
cholangitis, fever, hemorrhage, hypotension, infection, perforation, reflux, respiratory depression or
arrest.

Additional adverse events include, but are not limited to: allergic reaction to nickel, bowel impaction,
death (other than due to normal disease progression), erosion of the luminal mucosa, foreign body
sensation, inadequate expansion, intestinal perforation, nausea/vomiting, pain/discomfort, pancreatitis,
pressure necrosis, septicemia, stent misplacement and/or migration, stent occlusion, tumor ingrowth or
overgrown, ulcerations.
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PRECAUTIONS

Refer to product package label for the minimum channel size required for this device.

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

Ifwire guide or stent cannot advance through obstructed area, do not attempt to place stent.

Stent should be placed using fluoroscopic monitoring with endoscopy.

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

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

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

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 the point-of-no-retura position on the handle label indicates when
threshold has been passed.

Do not use this device for any purpose other than stated intended use.

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

WARNINGS

The stent is not intended to be removed or repositioned after stent placement and is intended to remain in
the body permanently. Attempts to remove or reposition stent after placement may cause damage to
surrounding tissue or mucosa.

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

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. If an abnormality is detected that would prohibit proper working condition, do
not use. Please notify Cook for return authorization.

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.

MR INFORMATIONT

This symbol means the device is MR Conditional.
Non-clinical testing has demonstrated that this stent is MR Conditional according to ASTM F2503. A
patient with this stent can be scanned safely immediately after placement under the following conditions.
Static Magnetic Field
» Static magnetic field of 3 Tesla or less
» Maximum spatial magnetic gradient of 720 Gauss/cra or less
Non-clinical evaluation was conducted in a 3 Tesla MR system (Excite, General Electric Healthcare) with
a maximum spatial magnetic gradient field of 720 Gauss/cm as measured with a gaussmeter in the
position of the static magnetic field pertinent to the patient (i.e., outside of scanner covering, accessible to
a patient or individual).
MRI-Related Heating
1.5 and 3.0 Tesla Systems: It is recommended to scan in normal operation mode (whole body averaged
specific absorption rate (SAR) < 2.0 W/kg) (“Normal Operating Mode” is defined as the mode of
operation of the MR system in which none of the outputs have a value that cause physiological stress to
the patient) for 15 minutes of scaiming (i.e., per scanning sequence).
Page 8 of 18
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*Non-clinical testing was conducted on the stent under the following conditions, and produced a
maximum temperature rise of 3.7 °C.

- a maximum whole body average specific absorption rate (SAR) of 29 W/kg (corresponding to a
calorimetiy measured value of 21 W/kg) for 15 minutes of MR scanning in a 15 Tesla Magnetom
(Siemens Medical Solutions, Malvern, PA, Software Numaris/4) MR scanner.

- a maximum whole body average specific absorption rate (SAR) of 2.9 W/kg (corresponding to a
calorimetry measured value of 2.7 W/kg) for 15 minutes of MR scanning in a 3.0 Tesla Excite (GE
Electric Healthcare, Milwaukee, WI, Software 14X.M5) MR scanner.

Image Artifacts

MR image quality may be compromised if the area of interest is within the lumen of the Evolution Stent
or within approximately 6 mm of the position of the Evolution Stent as found during non-clinical testing
using the sequences: T1-weighted, spin echo pulse sequence and gradient echo pulse sequence in a 3.0
Tesla Excite (GE Electric Healthcare, Milwaukee, WI, Software 14X.M5) MR system with body
radiofrequency coil. Therefore, it may be necessary to optimize MR imaging parameters for tlie presence
of tliis metallic stent.

Additional Information: The safety of perfonning an MRI procedure in a patient with overlapping
duodenal stents or other MRI-conditional device(s) in direct contact with this device has not been
determined. Performing MRI in such situations is not recommended.

EQUIPMENT REQUIRED
Stent and delivery system
.035 inch wire guide

SELECTIQN QF STENT
A stent length of at least 4 cm longer than the stricture is recommended (e.g, approximately 2 cm longer
at either end of the stricture)

PATIENT PREPARATIQN
With duodenoscope in place, introduce a wire guide until it is fluoroscopically visualized in position
through stricture.

INSTRUCTIQNS FQR USE
1. Remove stent delivery system from the package.

" 2. Introduce delivery system in short increments over wire guide, into accessory channel, until it is
endoscopically visualized exiting scope.
3. To ensure that stent will bridge stricture after deployment, fluoroscopically position radiopaque
markers on inner catheter beyond extremities of stricture to be crossed. Note: Yellow marker on the
delivery system located at the proximal end of stent can also serve as an endoscopic/fluoroscopic
reference for positioning of the proximal (nearest user) end of the stent relative to the stiicture.
4. Confirm desired stent position fluoroscopically and deploy stent by removing red safety guard fifomthe
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 of the
handle has passed the point-of-no-retum position on the handle label. The stent can be recaptured a
maximum of five times. (Fig. 2)
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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. To resume deplo)mient, 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-return 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 confinned,
delivery system can be safely removed.

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

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



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

f
IMPORTANT INFORMATION
Please review prior to use.

INTENDED USE

This device is used for palliative treatment of colonic obstruction or colonic strictures caused by
malignant neoplasms, and to relieve large bowel obstniction prior to colectomy in patients with malignant
strictures.

STENT DESCRIPTION

This flexible, self-expanding stent is constructed of a single, woven, nitinol wire. The stent has a flange at

both ends to aid in preventing migration. The stent foreshortens due to its design. The total length of the
0 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 main tantalum marker bands

at either end 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. An endoscopically and fluoroscopically visible yellow marker defines the proximal end of
the stent when constrained in the 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-retura position on the handle label indicates the point after which it is not possible to recapture the
deployed stent.

CONTRAINDICATIONS

Those specific to Gl endoscopy and any procedure to be performed in conjunction with stent placement.
Additional contraindications include, but are not limited to: enteral ischemia, suspected or impending
perforation, intra-abdominal abscess/ perforation, inability to pass wire guide or stent through obstructed

area, patients for whom endoscopic procedures are contraindicated, significant coagulopathy, benign
disease.

POTENTIAL ADVERSE EVENTS

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

Additional adverse events include, but are not limited to: allergic reaction to nickel, bowel impaction,
constipation, death (other than due to normal disease progression), diarrhea, erosion of the luminal
mucosa, foreign body sensation, inadequate stent expansion, intestinal perforation, nausea/vomiting,
pain/discomfort, peritonitis, pressure necrosis, septicemia, stent misplacement and/or migration, stent
occlusion, symptoms of tenesmus or urgency/incontinence, tumor ingrowth or overgrowth, ulcerations.

PRECAUTIONS
Page 11 of 18
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Refer to product package label for the minimum channel size required for this device.

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

If wire guide or stent cannot advance through obstructed area, do not attempt to place stent.

Stent should be placed endoscopically with fluoroscopic monitoring.

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

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

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

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

Do not use this device for any purpose other than stated intended use.

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

WARNINGS

The stent is not intended to be removed or repositioned after stent placement and is intended to remain in
the body permanently. Attempts to remove or reposition stent after placement may cause damage to
surrounding tissue or mucosa.

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

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.

To minimize pain and tenesmus, the stent end nearest to the anal canal/ anus should be placed 2 cm above
the anal canal or 6 cm from the anus.

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

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

The device should be used with caution and only after careful consideration in patients with:

» Patients with radiation colitis or proctitis.

» Patients with elevated bleeding times, coagulopathies.

«|
MRI INFORMATION

This symbol means the device is MR conditional
Non-clinical testing has demonstrated that the Evolution Colonic Stent is MR Conditional according to
ASTM F2503. A patient with this stent can be scanned safely anytime after placement under the
following conditions:
» Static magnetic field of 3,0 Tesla or less.
* Spatial magnetic gradient field of 720 Gauss/cm. Non-clinical evaluation was conducted in an MR
system (Excite, General Electric Healthcare) with a maximum spatial magnetic gradient field of 720
Gauss/cm as measured with a gaussmeter in the position of the static magnetic field pertinent to the
patient (i.e., outside of scanner covering, accessible to a patient or individual).
MRI-Related Heating
» 15 and 3.0 Tesla Systems: It is recommended to scan in normal operation mode (whole body averaged

Page 12 of 18
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specific absorption rate (SAR) = 2.0 W/kg) (Normal Operating Mode” is defined as the mode of
operation of the MR system in which none of the outputs have a value that cause physiological stress to
the patient) for 15 minutes of scanning (i.e., per scanning sequence).

1.5 Tesla Temperature Rise

In non-clinical testing, the Evolution Colonic Stent produced maximum temperature rises of 19
during 15 minutes of MR imaging (i.e., for one scanning sequence) performed in a 1.5 Tesla MR System
(Magnetom, Siemens Medical Solutions, Malvern, PA, Software Numaris/4, Version Syngo MR 2002B
DHHS Active-shielded) at an MR system reported whole-body-averaged SAR of 2.9 W/kg (associated
with a calorimetry measured whole body averaged value of 2.1 W/kg).

3.0 Tesla Temperature Rise

In non-clinical testing, the Evolution Colonic Stent produced maximum temperature rises of 2.7 °C
during 15 minutes of MR imaging (i.e., for one scajming sequence) performed in a 3 Tesla MR System
(Excite, HDx, General Electric Healthcare, Milwaukee, WI, Softwaie 14X.\M5) at an MR system reported
whole-body-averaged SAR of 2.9 W/kg (associated with a calorimetry measured whole body averaged
value of 2.7 W/kg).

Image Artifacts

MR image quality may be compromised if the area of interest is within the lumen or within approximately
3 mm of the position of the Evolution Colonic Stent, as found during non-clinical testing using the
sequence: T1-weighted, spin echo and gradient echo pulse sequence in a 3.0 Tesla MR system (Excite,
General Electric Healthcare, Milwaukee, WI, Software 14X.M5). Therefore, it may be necessary to
optimize MR imaging parameters for the presence of this metallic stent.

Additional Information: The safety of performing an MRI procedure in a patient with overlapping colonic
stents or other MRI-conditional device(s) in direct contact with this device has not been determined.
Performing MRI in such situations is not recommended,

EQUIPMENT REQUIRED
Stent and delivery system
.035-inch wire guide

SELECTION QF STENT
A stent length of at least 4 cm longer than the stricture is recommended (e.g. approximately 2 cm longer
at either end of the stricture)

PATIENT PREPARATION

With colonoscope in place, introduce a wire guide until it is fluoroscopically visualized in position
through stricture.

INSTRUCTIONS FOR USE

1. Remove stent delivery system from the package.

2. Introduce delivery system in short increments over wire guide, into accessory channel, until it is
endoscopically visualized exiting the scope.

3. To ensure that stent will bridge stricture after deployment, fluoroscopically position radiopaque
markers on inner catheter beyond extremities of stricture to be crossed. Note: Yellow marker on the
delivery system located at proximal end of stent can also serve as an endoscopic/fluoroscopic reference
for positioning of the proximal (nearest user) end of the stent relative to the stricture.

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
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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 of the
handle has passed the point-of-no-retura position on handle label. (Fig. 2) The stent can be recaptured a
maximum of five times.

7. To recapture stent, push directiop 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. To resume 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 deliveiy handle near wire guide
port. (Fig. 5)

11. Continue deploying stent by squeezing trigger.

12. After deployment, fluoroscopically confirm fiill stent expansion. Once full expansion is confirmed,
delivery system can be safely removed.

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

contacting

- n st~t Components ' L.
Stent Nitinol Wire Nitinol Yes
Part Mass%
Nickel 545 -57.0
Carbon 0.05 Max
Oxygen 0.05 Max
Hydrogen  0.05 Max
Titanium Decisive
Stent Marker Bands Tantalum Grade R05200 Yes
Silicone Silicone Grade Vinyl Special  Yes
Polydimethylsiloxane (MED-4755)
"an *"Introducer System n
Introducer  System  Tip Pebax with 40% Barium Yes
(Inner Catheter)
Polyimide Tubing (Inner Braided Polyimide Yes
Catheter) Polyamide Elastomer - Blend of Nylon 12 and
Polyester Block-Polyamide Copolymer
(proprietary formula)
Introducer Marker Bands Tantalum Grade R05200 Yes
(Inner Catheter)
Introducer Pusher (Inner Inner: Nylon 12 with Bismuth Yes
Catheter) Outer: Nylon 12
Introducer PEEK Tubing Annealed Polyetheretherketone (PEEK) Yes
(Inner Catheter) 38
Introducer PTFE Tubing Polytetrafluoroethylene (PTFE) Teflon Yes
(Inner Catheter)
Introducer Nylon Tubing Nylon 6 No
(Inner Catheter)
«l Retrieval  Loop  (Inner Stainless Steel ASTM A313 Yes
Catheter)
Introducer support cannula  Stainless Steel ASTM A313 No
(Inner Catheter)
Nitinol Retention wire Nitinol Wire Yes
Pait Mass%
Nickel 545 -57.0
Carbon 0.05 Max
Oxygen 0.05 Max
Hydrogen  0.05 Max
Titanium Decisive
Outer Catheter PTFE lining (MS u 122), Nylon 6 Outer surface,  Yes
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Braid: Stainless Steel ASTM A313
Coil: Stainless Steel ASTM A313



Component Description ~ Material Patient
contacting
Caimula Stainless Steel ASTM A313 No
Tubing Tantalum Grade R05200 Indirect
Handle
Various components Acetal / Polycarbonate GE Plastics Grade Lexan/ No
10% glass-filled polycarbonate / PolyCarbonate
Grade Lexan / PolyCarbonate Grade Lexan /
Acrylonitrile butadiene styrene blend Lanxess /
Stainless Steel 304 with PTFE coating Teflon /
Polychloropene Neopren, Glass fibre Kevlar-
49/steel tension members / Stainless Steel /
Aluminium
Consumables
Adhesive Loctite 4061 Yes
Adhesive Loctite 20268/ 26073/ 4013 No

COMPLIANCE WITH RELEVANT REGULATIONS AND TECHNICAL STANDARDS

Cook Ireland Ltd manufacture all medical products in accordance with Medical Devices Directive
93/42/EEC.

All of Cook facilities are also certified to 1SO 13485 (2016) Quality Management System.

DISPUTE ItESOLUTION PROCEDURE
Please notify Cook for return autliorization.
Cook Medical Europe Ltd

O'HALLORAN ROAD

NATIONAL TECHNOLOGY PARK
LIMERICK, IRELAND

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) 956-13-09;

Fax (495) 956-1310,

e-mail: info@schae.ru

The shelf life of products is two (2) year. 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 stated expiration date (hourglass symbol). The difference between
both dates is the shelf life.

Evolution Duodenal Stent System - Uncovered (EVO-22-27-12-D; EVO-22-27-6-D; EVO-22-27-9-D),
Evolution Colonic Stent System - Uncovered (EVO-25-30-10-C; EVO-25-30-6-C; EVO-25-30-8-C) have
atwo (2) year shelf life.
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STERILZATION 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 whetlier the product is sterile.

CONDITIONS OF USAGE
These devices are being used in the conditions of the patient care medical institutions.

STORAGE RULES
These devices should be stored in a dry location, away from 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 of the device shows the following device parameters:
- the name of the medical device;
- trademark of the manufacturing company;
- catalog number;
- device diagram with dimensions;
- link to the glossary of symbols;
- method of sterilization;
- number of the series (lot);
- symbol "use before™;
- symbol "date of manufacture”;
- symbol “prohibition of reuse”;
- the symbol "refer to the instructions for use";
t - symbol "be careful!™;
- site of the manufacturing company;
- barcodes;
- the logo of the manufacturing company;
- name of the manufacturing company;
- address of the manufacturing company;
- symbol ofthe presence of the CE certificate.
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EVOUITION"COLONIC £VOLUTION« DUOOENAI
srtra SYSTEM « UNCOVEBED STENTSYSTAEM: UNCOVERED

@EV03a*27>9-D
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fe. lilil N &xaw.;.; i A = Lot 3
SEREY R Fllia s8™end | m K
COOK*

MtOtCAt ]

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

I implementation of sanitary and anti-epidemic (preventive) measures ”. Epidemiologically hazardous waste
class B.
K CAjrunjg.- 0-S-
Regulat”™ Affairs Specialist Date

Cook Ireland Ltd.

O’Haloran Road
National Technology Park
Limerick, Ireland
Company Registration No. 230176
VAT Registratioa No. 16,82031,76,0

NIALLSHEEHY
Notary Public
b/7 Glentworth St., Limerick.
Commissioned For Life

Page 18 of 18

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



IMepeBof, C aHIIMIACKOTO S3bIKa Ha PYCCKMIA S13bIK

HoTapunanbHasa KoHTopa
Haiina LWnxu

6/7, [ neHTyOopT Y.,

Nnmepuk

VpnaHauns

TenetoH +353 61 414355

®akc+ 353 61 414738

AnekTpoHHasa noyta nshechv@sellors.ie

BCEM 3ANHTEPECOBAHHBLIM JIMLUAM, 4, Hain LUuxu, HOTapuyc, AO/MKHbIM 06pa3om
YMOMHOMOYEHHbIN 1 NPUCATHYBLUWIA, BeAyLWMIA fena no agpecy: 6/7 FneHTsop yn., I. JIMMepUK,
Pecnybnuka VpnaHaus, HACTOALWKMM MOATBEPXXAAHD, 4To 1 3HaKOM C cepTU(MKaTamu,
KOTOpble Nepuoanyeckn BbinyckKaeT KomnaHusa Cook Ireland Ltd.,, n 4TO npunaraembliii
OOKYMEHT ABMAETCA OPUTMHUTIOM AOKYMEHTa MHCTpyKUnA no npumMmeHeHnto Ha MW CTeHThbI

LNs NMOALEPXAHUS MPOXOAMMOCTU XenyfouyHo-KuwedHoro Tpakta (OKKT) HUTUHOMOBBLIE
HenokpbliTble EVOLUTION, KOTOprI\/'I A noanncan M CKpenun rnedvyarbid, U YTO OPUTrUHaN,
KOTOpbIV OblN NPeACTaB/IeH MHE Ha PacCCMOTPEHUE, SBMISETCA NOA/IMHHBIM.

TAKXE A NOATBEPXOAHKD HacTosAwmMM AoKymeHTOM Mo 3anpocy Cook Ireland Ltd., yto
[laHHast KoMMNaHms BefeT 6usHec no agpecy: O’XannopaH Poyn, HawHn TekHonomxku Mapk, B
ropoge Jluvepuk, VpnaHams, Ans COOTBETCTBYHOLUMX KOMMETEHTHbIX OpraHoB B POCCUMIACKON
depaepaumn 1 AN BCEX, KOO 3TO MOXET KacaTbCs.

B NOATBEPXAEHWE YEIO a cTaBno CBOK MOANUCH M MeYartb.

/mognucaHo/ 9 aBrycta 2021 .
Havin LLinxn Hata

HoTapuyc

LLTamn:

Haiin LWinxu

HoTapuyc

6/7 ['neHTBOp Y., I. JlMepnk

MoXKM3HeHHasa NnLeH3ns OTTUCKHaA neyaTb HOTapuyca
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Kpyrnaa nevar:
[JenapTameHT IHOCTpaHHbIX [N
1 Toprosm

ATOCTWNb
(Maarckas KoHBeHUus oT 5 oKTA6psa 1961 roga)
CrpaHa: NPNAHONA
[aHHbIN rocy1apCTBEHHbIN
[OKYMEHT 6bl1 NMOANUCAH: Hain LLnxu

BbICTYNatoLLell B KaYecTBe: HoTapuyc
CKPEN/EHO NeYaThbio/LITamMmoMm:

3aBepeHo
o B I. Kopk
6. 16.08.2021 .
7. [JenaptameHTOM HOCTpaHHbIX Jen n Toproenu
8. Ne 8567022021
0. Meyvats/wramn: denaptameHT VHOCTpaHHbIX [en n Toprosnm
10.  Mognwuce: /mognucaxo/

HacTosupii  anoctwib  MOATBEPKAAET TO/bKO MOAMHHOCTL MOANMCA U AO/MKHOCTb fiALg, MOANUCABLLErO
MyGMMYHbIA  AOKYMEHT, 1, Te BO3MOXHO, MOAMHHOCTb MeyYaTM WA LTaMna Ha My6iMyHOM AOKYMEHTE.
HacTosiLyM anocTuib He NOATBEPKAAET COAEPaHUS JOKYMEHTa, A/ KOTOPOro OH Obln BbIMyLLEH. /151 MPOBEPKM
BbIMYCKa HACTOSALLIEro anocTunis cM. Wwwaw.authentications.dfat.ie

Howmep cboky: 327421
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MWHCTPYKUMS NO NMPUMEHEHMUIO
CTeHTbI ANs nogaepXxXaHua NPOXoANUMOCTU Xenya04HO-KULWEYHOro TpakTa
(PKKT) HuTUHONOBbIE HenoKpbITble EVOLUTION

HA3BHAUYEHWE
3TN ycTpoiicTBa NpefHasHauyeHbl Ans MNOAAEPXKaHUS MPOXOAUMOCTU HKenyA0UHO-KNLLIEYHOTO
TpaKTa.

OMMNCAHWE N3LENNA
CreHT-3Hgonpote3 Evolution Duodenal Stent System - Uncovered (EVO-22-27-12-D: EVO-22-
27-6-D: EV0-22-27-9-D). CreHTt-3HgonpoTe3 Evolution Colonic Stent System - Uncovered
(£¥0-25-30-10-0; EVO0-25-30-6-C; EVO-25-3Q-8-C) coctouT u3 [BYX CledyroLmx
KOMMOHEHTOB:

- caMopasBepTbIBAOLLMIACA META/INYECKUIA CTEHT

- CuMCcTema [JOCTaBKM CTeHTa (COCTOMT U3 PYKOSTKN N MHTPO/bHOCEPA)

Camopas3BepTbIBaOLLMIACA METASIINYECKUNIA CTEHT:

Camopa3BepTbIBalOLLMIACA TUOKUIA CTEHT CrETeH W3 OAUHAPHON NPOBOMOKW. CTEHT KMeeT
AM3aliH ¢ pacwmpeHnamn. O6Lwas AnMHa CTeHTa OTMeYeHa PEHTreHOKOHTPACTHLIMIU MapKepamu
Ha BHYTPEHHEM KaTeTepe, LWMPUHON 3 MM (+/- 0,25 MM), yKasblBalOLWMMK (aKTUYECKYHO ANNHY
CTEHTa NPU HOMUHAILHOM AilaMeTpe CTEeHTA.

Ob6a KOHLa CTeHTa WMMEIT pacLUMpeHWs: YBeNMYeHWe [AMaMeTpa CTeHTa Ha KOHLUAxX CTeHTa
npefHasHa4yeHo AnA obecrneyeHWss CTOMKOCTU K CMeLLeHWto. [18 obnieryeHns BuUsyanusaumm
CTEHTA NOJ PEHTreHOCKOMUYECKUM KOHTPO/IEM Ha 000MX KOHLAX CTeHTa MMeeTcs rpynna u3
YeTbIpeX TaHTa/I0BbIX MapkKepos, LWMpuHOA 0,991 mm (+/- 0,127Mm). TpoKcUManbHbIA 1
ANCTANIbHBIA KOHLIbI CTEHTA UMEKOT [AM3aiiH C MHOTOUMC/IEHHBIMUW 3aKPYT/IeHHbIMU «KOPOHaMM,
npeAHasHavYeHHbIMU /15 YMEHbLUEHWS NOTEHLNaIbHOIO PUCKa TPaBMUPOBaHNS TKaHEI.

Cunctema AOCTaBKU CTeHTa:

CTeHT yCTaHOB/IeH Ha BHYTPEHHEM KaTeTepe, COBMECTMMbIM C MPOBOAHUKOM C AMAMETPOM
0,035 aroiima, 1 orpaHMyYeH BHELLHMM KaTeTepoM. MUCTONETHas PYKOSTKa CUCTEMbI [OCTaBKM
MO3BOJIAET MPOU3BOAUTL Pa3BePTbIBaHME CTEHTA UM €ro OTCOeANHEHNE.

Cucrtema MHTpOAbHOCEPA COCTOUT U3 ABYX KOAaKCWa/bHbIX KaTeTepoB C MpeayCTaHOB/IEHHbLIM
CTEHTOM, MOMELLEHHbIM MeXAY BHYTPEHHVUM W BHELLUHWM KaTeTepOM, a Takke PYKOSTKON ans
[OCTaBKM cTeHTa. CTEHT BblABUraeTca MyTemM BTATMBAHWSA BHELUHEro KateTepa, 3aTeM CTEHT
CaMOCTOATE/IbHO  pacLUMpsSeTcd M NPUHUMaeT  ()OopMy, COOTBETCTBYIOLLYID  aHaTOMWU
ABEHAALATUNEPCTHON KMLLKN UAX TONCTOrO KMLIEYHMKA.
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PucyHok. PykosTka - givHa 381,99 mm (+/-0,5 Mm)

PucyHok: CteHT-3HAonpoTe3 Evolution

Mnowaap sYeek CTEHTOB:

CreHT-3HgonpoTe3 Evolution Duodenal Stent System - Uncovered (EVO-22-27-12-D; EVO-22-
27-6-D; EVO-22-27-9-D) - 3,82 mm" (x10%)

CreHT-3HgonpoTe3 Evolution Colonic Stent System - Uncovered (EVO-25-30-10-C; EVO-25-
30-6-C; EVO-25-30-8-C) - 3,18 mm™ (£10%)

KoHcTpyKkuuga
1Fr=0,33 mm
KaTanoxHsoii JdnameTtp dnvHa OnvHa  [vameTtp LdvameTp
HOMep m3fenusa cUcTeMbl CUCTEMbI CTeHTa  Kopnyca pacmnpeHns
BBeleHuA BBEAEHWA (Mm) CTeHTa CTeHTa
(cm) (M) (Mm)
EVO-22-27-6-D 10 Er/ 3,3 mm 230 +3 60 22 27
EVO-22-27-9-D 10 Er/ 3,3 mm 230 £3 90 22 27
EVO-22-27-12-D 10 Er/ 3,3 mm 230 %3 120 22 27
EVO-25-30-6-C 10 Er/ 3,3 mm 230 £3 60 25 30
EVO-25-30-8-C 10 Er/ 3,3 mm 230 £3 80 25 30
EVO0-25-30-10-C 10 Er/ 3,3 mm 230 £3 100 25 30

TonwmHa Kapkaca cteHta - 0,200 mm (x 0,008 Mm)
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Ta6nuua: Pasmepbl CTeHTa

OnnHa cteHta*  [InvHa OdvameTp OdnameTtp PacnonoxeHwue
pacLUnpeHns Kopnyca pacLunpeHns MapKepoB OT Kpas
CTeHTa

CreHT-3HgonpoTe3 Evolution Duodenal Stent System - Uncovered (EVO-22-27-12-D; EVO-
' 22-27-6-D; EVO-22-27-9-D)

60 MM+ 3 MM 15MM £ 2 Mm

90 MM+ 3 MM 20 MM £ 2 MM 2MmztlImMm 27MM+ IMm S5MME 25 Mm

120MM£3 MM 20 MM + 2 MM

CreHT-3Hgonpote3 Evolution Colonic Stent System - Uncovered (EVO-25-30-10-C; EVO-25-

30-6-C; EVO-25-30-8-C)

60 M+ 3 MM 15 MM £ 2 MM

80 MM+ 3 MM 20 MM £ 2 MM SmMmtlvm 30MMz I1MM S5MM 25 MM

100 ME3MM 20 MM £ 2 MM

* PasMep YKasblBaeT (haKTUYeCKyH A/IMHY CTeHTa NPU HOMUHA/IbHOM AMAaMETpe CTeHTa

Ta6nuua: Pasmepbl CUCTEMbI JOCTaBKU
[nvHa cuctembl focTaBkM — CucTeMa JOCTaBKN HapyXXHbIR ayameTp LLInpnHa pyKoATKu

2300 mm = 30 MM 3,40 mm (10 Fr) £ 0,08 mm 382 mm £ 0,10 mm

Ta6nuua: Pasmepbl BHELLHEro KaTeTepa
OnnHa

CTeHTa [nvHa BHelwHero katetepa  [lMHa OUCTaNbHOrO OTAENa BHELLHEro KareTepa
(uncTan gvHa)

CreHT-3HgonpoTe3 Evolution Duodenal Stent System - Uncovered (EVO-22-27-12-D; EVO-22-
27-6-D; EV0O-22-27-9-D)

60 mm 138 MM +/- 2 MM
90 Mm 2359 MM * 2 MM 191 MM +/- 2 MM
120 MM 246 MM +/- 2 MM

CreHT-3Hgonpote3 Evolution Colonic Stent System - Uncovered (EVO-25-30-10-C; EVO-25-
30-6-C; EVO-25-30-8-C)

60 MM 152 MM +/- 2 MM
80 Mm 2359 MM = 2 MM 189 MM +/- 2 MM
100 mm 237 MM +/- 2 MM

Ta6nuua: Pa3mepbl CUCTEMbI AOCTABKU (BHYTPEHHMIA KaTeTep)

OnvHa OnnHa  cuctembl PaccTosHue Mmexay PacctosHue

TO/NKaroLLero Tpy60K XENTbIM  MapKepoM  Mexay

KateTepa N KOHYMKOM NPOKCUMaIbHbIMU
Kpasmu
MapKepHbIX NeHT*

CreHT-3Hgonpote3 Evolution Duodenal Stent System - Uncovered (EVO-22-27-12-D; EVO-22-
27-6-D; EVO-22-27-9-D)
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60 Mm 2542 vm £ 2 Mm 123 Mm-126 mm 60 MM £ 3 MM
90 Mm 2489 MM £ 2 Mm 1900 mm £10 mm 176 mm-179 mm 90 mm £ 3 Mm
120 Mm 2434 Mm £ 2 Mm 231 MM-234 mm 120 Mm £ 3 MM
CreHT-3Hgonpote3 Evolution Colonic Stent System - Uncovered (EVO-25-30-10-C; EVO-25-
30-6-C; EV0O-25-30-8-C)

60 mm 2528 MM + 2 Mm 137 mm -140 mm 60 MM = 3 Mm
80 mm 2491 mm + 2 MM 1900 mm * 10 mm 174 mm =177 mm 80 mm £ 3 Mm
100 MM 2443 mm £ 2 Mm 222 MM -225 MM 100 mm = 3 MM

* YKa3sblBaeT HOMUHA/IbHYHO AANIMHY CTEHTA.

LLInpnHa MapKepoB Ha BHYTpPeHHeM KaTeTepe 3 MM (+/- 0,25 mwm).
LLInpnHa TaHTanoBbix Mapkepos 0,991mm (+/- 0,127mm).

Ta6bnuua: Pasmepbl KOHYMKA
[nnHa KoHYrKa BHelHUIA AnaMeTp KOHYMKa BHYTPeHHWIA AnaMeTp KOHUMKa
B Yrny6nEéHHOW YacTu

MpokcumanbHas AunctanbHas
NnoKanmsaums nokanusaums
11 mm £ 0,3 Mm 3,12 mm = 0,05 Mm 1,22 mm = 0,05 Mm 1,0 mm % 0,05 mMm

MN3MeHeHWe ANVUHDb

PasmMepbl cTeHTa:

Llens: AN OueHKM pasMepoB CTEHTOB-3HAOMNPOTe30B Evolution nocne 25 mecAueB M3HoOca B
pexvMe peasibHoro BpeMeHU 1 nepeycTaHOBKU.

KonnyectBo o6pa3yos: [paguate fAea (22) 10-CaHTUMETPOBBLIX MCMbITaTe/IbHbIX 06pasLoB
CTEHTOB C YCKOPEHHbIM CTapeHneM (auameTp Kopryca 25 MM, AMaMeTp paclUMpPeHnin Ha KOHLAX
30 mm, gavHa 10 cm). Ecnm Bce o6paslibl COOTBETCTBYHOT KPUTEPUAM MPUEMIEMOCTH, pasMep
BbIOOpKM faeT 90% poctoBepHocTM wnv 90% HaAeXHOCTM COBOKYMHOCTU BCEX CTEHTOB,
COOTBETCTBYHOLLMX KPUTEPUAM MpremsieMocTi. Bce 06pasupbl 6blin ABaXAbl CTEPUIN30BaHbI
3TWUNEHOKCWAO0M U NOABEPI/INCL CTAPEHNIO B PeasibHOM BPEMEHW B TeYeHMe 25 MecsLeB.

YcnoBusa TeCTMPOBaHUA:
Nocne ycTaHOBKM CTeHTa / C NMUTNPOBaHMEM WMNCMOJIb30BaHUA, CTEHTHLI MOMELLa/IN B BOAAHYHO

6aHto, noggepkmeas 37° C + 2° C. Yepes 30 MUHYT M3MEPSiNN BHELLUHWUIA AMameTp Kopnyca
CTEHTA U [1ByX pacLLUMPeHWIA.

KpuTepum npremneMocTy 1 pesynbTatbl:

Ta6nuuya: Kputepum npreMnemocTt U pesy/bTaTbl pasMepoB CTeHTa (B pesy/bTaTe M3HOCA):

TecTMpoBaHne  Kputepum nNpremneMocTu PesynbTar
Paswvepsl OnawveTp Kopnyca: 22,8 - 27,3 MM MpoxoAHO
CTeHTa [vameTp paclumpeHus: 27,55 - 32,55 mm [nameTp Kopnyca:
MuH: 24,29 Mm
(Mocne YCTaHOBKMU paspewanocb Makc: 25,11 Mm

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



TecTuposaHue

Pe3ynbTathl:

Kputepun npuemnemocTu
BOCCTaHOB/IEHWe CcTeHTa npu 37°C +/-2°C
Ha NpoTshkKeHUn 30 MUH.)

PesynbTar

PacwmneHve 1 gnametpa:
MwuH: 29,00 Mm

Makc: 29,98 mm
PacLiyneHve 2 anameTpa:
MuH: 29,03 MM

Makc: 30,25 Mm

Bce 06paslbl COOTBETCTBOBA/IN  OMPEAENEHHbIM  KPUTEPUSM  NPUEMIEMOCTM

TECTUPOBaHMs Nocre 25 MecsLEe 13HOCA B PEXMME PeasibHOro BpeMeHW. Pe3ynbTaTbl 3TOF0 TecTa
MOAAEPXKMBAIOT 24 MECSUHbIA CPOK FOAHOCTM CTEHTOB-3HA0MPOTE30B Evolution.

Cuna pasBepTbiBaHUA (packKpbiTUA) CTeHTa

Ta6nuua: Pe3ynbTaTbl paguanbHOW (CKUMAtOLLER) curbl.

OnucaHwne

CreHT-3H0NPOTES Evolution
Duodenal Stent System - Uncovered
(EVO-22-27-12-D; EVO0-22-27-6-D;
EVO-22-27-9-D)

CreHT-3Hgonpote3 Evolution Colonic
Stent System - Uncovered (EVO-25-
30-10-C; EVO-25-30-6-C; EVO-25-
30-8-C)

PafunanbHas (CXMMaroLLas) cuna Ha eauHuLy ANUHbI
H/ vm

Mpn  okatun  avameTpa [Mpw coXkatum

cTeHTa o 15 Mm AnameTpa CTeHTa [0
10 mm

0,176 (cpegHaa w3 10 0,205 (cpegHsis u3 10

pe3ynbTaToB) pe3y/bTaToB)

0,154 (cpegHaa w3 10 0,178 (cpeaHss w3 10

pe3y/bTaToB) pe3ynbTaToB)

Ta6nuua: PesynbTaTbl CUbl PaCTUPEHUS.

OnwcaHve Cuna pacLiypenuns Ha eauHuLy AnvHbl H/mm
Mpn  coxatum  avameTpa [Mpu oxatum
cTeHTa fo 15 mMm AnaveTpa CTeHTa [0

10 mm

CreHT-3Hg0npoTe3 Evolution Duodenal 0,092 (cpegHss w3 10 0,141 (cpeaHss u3 10

Stent System - Uncovered (EVO-22-27-  pesyppraros) pe3y/IbTatos)

12-D; EVO-22-27-6-D; EVO-22-27-9-D)

CreHT-3HgonpoTe3 Evolution Colonic 0,082 (cpegHss w3 10 0,125 (cpegHss U3 10

Stent System - Uncovered (EVO-25-30- pe3y/bTaTos) Pe3y/bTaToB)

10-C; EVO-25-30-6-C; EVO-25-30-8-C)

|_|p0'-IHOCTb COeANHEHNA
TecTupoBaHue Kputepum MpoxoaHoi V Cuna (H)
NPUemMIeMOCTH HenpoxoaHoi X
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MpoyHoCTb  KpenneHus MakcumMaibHas cuna v MwuH: 25,4
[ANCTaIbHOTO KOHYMKa > 15N. Makc: 87,5
MMpoyHOCTb  KpenneHus MakcumMaibHas — cuna MwuH: 20,2
MapKMPYHOLLLEI NEHTbI >5N. \% Makc: 44,8
[MpoyHOCTb  KpenneHuss MakcuManbHas cuna gy MwuH: 137
MPOKCUM&a/IbHOTO >45 N. Makc: 175
pacLumpeHmns "3
nonmMapupaprpKeToHa
Cuna KpenneHus MakcumanbHaa cuna v MwuH: 38,5
nonuteTparopatuieHos > 15 N. Makc: 89,9
Oi / TaHTaNI0BOM NIEHTbI
Cuna KpenneHus KaHtionM MakcumanbHas cuna v MwuH: 61,7
K HUTUHONOBOMY > 15 N.
TPOCUKY Makc: 95,7
Cuna kpenneHus Konbla MakcumanbHas cuna v MwuH: 46,986
LNA U3B/eYeHus >30N. Makc:
171,956
[MpoYHOCTb  KpensieHuns MpoxoaHol
MapKUPYIOLLER NIEHTbI MakcumanbHas cuna MwuH =7,239 N
>5N. Makc = 24,900 N
CpefHee = 15,994 H
[MpoyHOCTL Ha MakcumanbHas cuna  [poxoaHoi
pacTsXeHue konbua ana >30H MwuH = 99,845 H
N3BMIeYEHNA Makc = 181,821 H
CpefHee = 161,338 H
[MpoyHOCTL  KpenneHuss MakcumasibHas cuna v MwH: 77,4
pacluMpeHns  BHewHeld >45 H. Makc: 105
060/104KM
[MpoYHOCTL KpenneHns MakcumanbHaa cuna v MwuH: 27,3
M33K / Monumnaa > 15 H. Makc: 198
Cuna YCcTaHOBKa / [oobxsat: MwuH: 130 H /13,26 Kkr
PyKosITOYHOro  MaKcuManbHas cuna > 5 Kr Makc: 205 H/ 20,9 kr
MexaHu3mMa

MoBTOpHbLIN 3axBar / MNepeobxsar :
MakcumanbHas cuna > 5 kr

MwuH: 995 H /10,15 kr
Makc: 172 H /17,54 kr

McnblTaHWe Ha ycTanocTb

Llenb: OueHKa ycTanocTHOM NPOYHOCTY CTEHTOB-3HAONPOTE30B Evolution npu Bo3gecTBmMmM Ha
HMX YCKOPEHHbIM BO BPEMEHM (PU3NYECKN CMOLENIMPOBAHHBIM pPajnasibHbIM CXKaTUeM AnameTpa
Ha MPOTSXKEHUM OMNpPefesieHHOro 4ucna LUKIoB. TecToBble 06pasubl OblIM NOrpyXeHbl B
AVCTUNNIMPOBaHHYIO BOAy, C noadepXaHuem temnepatypbl 37°C +/- 2°C.
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MpouHocTb  KpenneHus MakcumansHas cuna MwuH: 25,4
ANCTaNIbHOIO0 KOHYMKa > 15N. Makc: 87,5
MMpoyHoCTb  KpenneHua MakcumanibHas —cuna MwuH: 20,2
MapKMpYHOLLEN NEHTbI >5N. V Makc: 44,8
MpoyHoCTb  KpenneHus MakeumanbHas cuna MwuH: 137
NPOKCUMa/IbHOT 0 >45 N. Makc: 175
pacLUMpeHmns n3
NoNN3(NP3IPMPKETOHA
Cwna kpenneHus MakcumanbHas  cuna V MwuH: 38,5
nonuteTpaTopaTuneHos > 15 N. Makc: 89,9
O / TaHTaN0BOW NEHTBI
Cuna KpenneHus KaHionM MakcumansHas cuna  \/ MwuH: 61,7
K HUTUHOMOBOMY > 15 N.
TPOCUKY Makc: 95,7
Cuna KpenneHus Konbla MakcumanbHas cuna MwuH: 46,986
0N U3BNIEYEHUA >30N. Makc:
171,956
[MpoYHOCTL  KpenneHus MPOXOAHOM
MapKUPYHOLLEA NEHTbI MakcumanbHaa cuna MwuH = 7,239 N
>5N. Makc = 24,900 N
CpeaHee = 15,994 H
[MpoyHOCTL Ha MakcumanbHas cuna  [poxoaHoi
pacts)keHue Konbua gna  >30H MwuH = 99,845 H
N3BMIEYEHNSA Makc = 181,821 H
CpenHee = 161,338 H
MpouHoCTb  KpenneHus MakcumanbHas cuna  \/ MwuH: 77,4
pacLUMpeHus  BHeLUHel >45 H. Makc: 105
060/104KM
[MpoYHOCTL KpenneHus MakcumanbHaa cuna v MwuH: 27,3
M33K / Monumnga > 15 H. Makc: 198
Cuna YCcTaHOBKa / [Joob6xsaT: MwuH: 130 H /13,26 kr
PYKOSAATOYHOrO  MakcumasibHaa cuna > 5 Kr Makc: 205 H/ 20,9 kr
MexaHu3Ma

MoBTOpHBIN 3axBat / MepeobxsaT :
MakcumanbHas cuna > 5 kr

MwuH: 99,5 H /10,15 kr
Makc: 172 H/ 17,54 kr

McnbiTaHMe Ha yCcTanocTb

Llenb: OueHKa yCTaloCTHOM MPOYHOCTM CTEHTOB-3HAOMNPOTe308 Evolution npu Bo3geicTBmMmM Ha
HMX YCKOPEHHbIM BO BPeMeHN (PU3NYECKN CMOAENMPOBaHHbLIM paguasibHbIM CXXaTvem AvameTpa
Ha MPOTSXKEHUW OMNPefeNieHHOro 4ucria UMKIOB. TecToBble 06pasubl Oblv MOrpy>XeHbl B
ANCTUNNNPOBaHHYIO BOAy, C noaaepxaHmem Temnepatypbl 37°C +/- 2°C.
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Ta6nuua: Kputepum 1 pesynbTaTbl UCMbITaHUIA Ha paayanbHYH YCTanocTb.

TectposaHue Kputepuin npremneMocTu MpoxoaHoii V
HenpoxogHoit X
VcnbiTaHne Ha CreHt [LO/KeH ocTaBaTtbCa vV

pafabHY0 YCTaNOCTb  HEMOBPEXAEHHbIM
LIenoCTHOCTb ~ MPOBOMOKM ~ He  AOMKHA v/
HapyLLaTbCs Ha NPOTSHYKEHUM TECTUPOBAHMS
Mapkupytolme  MeTKM (TaHTanoBbIE |/
MapKepbl) JOMKHbI OCTaBaTbCA Ha CTEHTE W
He OTAENATLCS OT HEro

Pe3ynbTaTbl: TecToBble 06paslibl YAOBNETBOPUIM KPUTEPUU MPUEMNEMOCTY, [EMOHCTPUPYS
MpremMnemblii YCTaNOCTHbIA pecypc CTeHTa. B Kakaom cnyyae, Npu BU3yasbHOM OCMOTPE He
ObI1I0 06GHAPYXXEHO TPEWMH Ha TPOCMKE CTEHTa, HapyLIeHWsi MapKUPYHOLMX METOK Wam
M3MEHEHNSI FTEOMETPUMN CTEHTA.

TemnepaTypHble PeXKnMMbl TPAHCMOPTUPOBKMN:
3genus ycToinumBbl Npu Temnepatype TpaHcnopTmupoBaHusa ot -50 go +50 C.

MHCTPYKUWMA NO NMPUMEHEHWHIO
CTeHT-3HgonpoTe3 Evolution Duodenal Stent System - Uncovered
(EV0-22-27-12-D; -22-27-6-D; -22-27-9-D)

BHNUMAHWE. ®epepanbHbii 3akoH CLLUA paspeltaeT npofaxy 3TOro YCTPOWCTBA TO/MbKO
BpayaM (MM MPaKTUKYIOLWMM Crieumannuctam, VUMELWVM HaLMeXaLlyo NALEH3NI0) UK MO UX
YKa3aHulio.

BAXHAA MHD®POPMAL NS
O3HAKOMTEChb C MHCTPYKLMEN nepes NpUMeHeHUEM U3AeNKS.

MOKA3AHNSA K MPUMEHEHMUIO

[aHHoe  u3fenve  UCMOMb3yeTcs AN MaIMATUBHOTO — JIYEHWS  HEMPOXOAMMOCTY
ABEHAALATUNEPCTHOM KULLIKW UK HENPOXOAMMOCTI OTBEPCTUS MPUBPATHUKA XKENYOKa, a Takke
CTPUKTYP ABEHAALATUNEPCTHOM KWLLIKM, BbI3BaHHbIX 3/10KAYECTBEHHLIMI HOBOOGPA30BaHMSAMU.

OMUCAHWE CTEHTA

3TOT rMBKMIA camopacLUMPSIOLLMIAC CTEHT CMNeTeH U3 OAMHAPHOW HUTWHOMOBOW MPOBOJOKM.
CTEHT WMeeT paclUMpeHus Ha 060MX KOHLIAX, 4YTOObl MpeaoTBpPaTUTL MUrpaumio. CTeHT
YKOpauMBaeTCs  3a  CYET  KOHCTpyKumu.  O6lwas  gaMHa  CTeHTa  0603HaueHa
PEHTTEHOKOHTPACTHbLIMU MapKepamn Ha BHYTPEHHEM KaTeTepe, YKa3blBaOLLMMU (DaKTUUECKYHO
A/MHY CTeHTa NPU HOMWHA/LHOM AMaMeTpe CTeHTa. [ns ynydleHWs BUAMMOCTY My
PEHTIEHOCKOMUM Ha KKAOM KOHLIE CTEHTA €CTb YeTbIpe MapKupyloLmMe MeTKM W3 TaHTasa.
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MpOKCUMaNbHLIA W OUCTaNbHLIA KOHUbl CTEHTA WMEHT MHOIOYMCAEHHbIE 3aKPYT/IEHHbIe
«KOPOHbI», YTOBbI MOTEHLMABHO YMEHbLINTL TPABMUPOBaHWE TKaHENA.

OMUCAHWE CUCTEMbI BCTABKM

CTeHT YCTaHOB/IEH Ha BHYTPEHHEM KaTeTepe, KOTOPbI/i COBMECTUM C MPOBOAHMKOM ANAMETPOM
0,035 atoiiMa, 1 orpaHuyeH BHELLHUM KaTeTepoM. YKenTblii Mapkep, BUAVMMBbIA 3HAO0CKOMUYECKM
M PEHTTeHOCKOMUYECKM, onpefensieT MPOKCUMasbHbIA KOHeL, CTeHTa, KOrja OH HaxoauTcs B
KateTepe. MCTONETHas PYKOSITKA ANSl AOCTaBKM MO3BO/SIET KOHTPO/MPOBaTh pPa3BepTbiBaHMe
N NOBTOPHbIA 3axBaT CTeHTa. [lonoXeHWe KpacHOro MapKepa BBEPXY PYKOSTKU MO
OTHOLLIEHUIO K MOMIOXEHUIO TOUKM HEBO3BpaTa Ha 3TUKETKE PYKOSTKU YKa3blBaeT TOUKY, Moc/e
KOTOPOI HEBO3MOXHO MOBTOPHO 3aXBaTUTb Pa3BePHYTbIV CTEHT.

MPOTUBOMOKA3AHMNA

COCTOS\HMS, MpY  KOTOPbIX MPOTMBOMOKa3aHbl 3HAOCKOMMYECKME MNPOLeaypbl >KenyaouHo-
KMLLEYHOr0 TpakKTa 1 Ntobble Npoueaypbl, KOTOPbIe BbIMOHAKOTCA NPY YCTaHOBKE CTEHTA.
JlononHuTeNbHbIE MPOTMBOMOKa3aHWst BK/OYAKOT, MOMUMO MPOYEro: 3HTEPabHYH WLLEMMIO,
nofgo3peHne Ha nepdopaunto  uamM  yrposa nepdopaumun, BHYTPUGPHOLWHOM  abcuecc/
nepgopaumio, HeBO3MOXHOCTb MPOBECTU NPOBOAHMK WUN CTEHT Yepe3 HENMpPOXOAMMYH 06/1acTb,
NauyeHToB, KOTOPbIM 3HAOCKOMUYECKME Npouedypbl MPOTUBOMOKa3aHbl, Koarynonatuio/
MaLMeHTOB C yBENMYEHHbIM BPEMEHEM KPOBOTEUYEHUS, A06POKaYeCTBEHHbIE HOBOGPA30BaHMS.

MOTEHLWMANBHBIE HEXXENATEJ/IbHbBIE ABNEHWNA

MoTeHUManbHble HexenaTenbHble SBMNEHWS, CBSi3aHHble C 3HAOcKonmuen XKKT, BKAKOUaHOT,
MOMUMO NPOYEro: OOCTPYKUMIO AbIXaTeslbHbIX MYTER, anneprmyeckyto peakumio Ha KOHTpacT
Wn NeKapcTBo, acnupayunio, 06CTPYKLMIO XXENYeBbIBOAALLNX MyTel, CePAEUHY0 apuTMUI0 Un
OCTAaHOBKY Cepfua, XONaHruT, JINXOpafKy, KPOBOTEYEHWEe, TUMOTEH3NIO, WH(eKUMIo,
nepdopawuio, pedItoKe, yrHeTeHne Uan oCTaHOBKY AblXaHus.

JononHutenbHble NO60YHbIE A (EeKTb! BKIKOYAKOT, MOMUMO NPOYEro: aifiepruyeckyo peakumto
Ha HWKeNb, HENpPOXOAMMOCTb KULIEeYHWKa, CMepTb (KpOMe C/lyvyaeB HOPMasibHOro Xofja
3ab0neBaHNs), 3pO3N0 CAU3NUCTOM 060104k npocBeTa XXKT, oulylleHne WMHOPOAHOro Tena,
HeA0CTaTOYHOe pacluMpeHvie, nepdopaumio KuLeYHMKA, TOLIHOTY/PBOTY, 60/b/AUCKOMKOPT,
MaHKpeaTuT; HeKpO3, PasBMBAIOLMIACA M3-3a CAABMEHWS; CEMNCUC, CMELLEHNE W/MAn mMurpaums
CTEHTa, OKK/IH03UA CTEHTa, BpacTaHue uin paspacTtaHue onyxonu, U3bA3BIEHNS.

MEPbI MPEJOCTOPOXHOCTMU

OO6paTnTeCh K 3TUKETKE Ha YNaKoBKe M3Aenus, YTobbl y3HaTb MUHMMAsbHBIA pa3mep paboyero
KaHana 3H0CKomMa, He0OXOANMbIV ANt 3TOF0 M3Aenms.

Mepen McNoNb30BaHMEM [O/MKHA ObITb npoeegeHa nosiHad AnarHOCTUYECKaA OLEHKa 30HbI
NPpUMEHEHNA aNna onpegeneHna nNnpaBnbHOro pasmepa CTeHTa.

ECM MpOBOAHWMK WM CTEHT He MOXET MpPOABUraThCs Yepes HEenpoXoAuMyto 06/1acTb, He
MbITAliTECh YCTAHOBUTbL CTEHT.

CTeHT [10/KeH ObiTb pasMeLlieHbl C MOMOLLLI PEHTTeHOCKOMMYECKOr0 U 3HAOCKOMMYECKOro
KOHTPONS.

CTeHT creflyeT YCTaHaBNMBaTb TOMbKO C TMOMOLLbIO CUCTeMbl focTaBkm Cook, KoTopas
MOCTaBNSAETCS C KXKAbIM CTEHTOM.
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CTeHT npeAHasHayeH TOMbKO AN MannMaTUBHOFO neyeHus. [lepef YCTaHOBKOW cnefyeT
M3YYnTb aNbTepPHATMBHbIE METOZbI Tepanuu.

[loNroBpeMeHHast MPOXOAWMOCTb  [aHHOTO  M3[e/Us He YCTaHOB/MeHa. PekomeHayeTcs
NeproaMYecKas OLeHKa NPOXoANMOCTY.

CTeHT Henb3s U3BMIeKaTb MOC/E MPOXOXK/EHWS NMopora PasBepTbiBaHMs. MOMOXEHWE KPACHOTO
MapKepa HaBepXy PYKOSITKW' MO OTHOLLEHMIO K TOMOXEHWIO TOYKM HEBO3BpaTa Ha ITUKETKE
PYKOSITKW YKa3bIBaeT, KOrAa Nopor Gbin NpoiaeH.

He ucnonb3yiiTe 3TO YCTPOWCTBO ANSl KaKUX-NNGO Lieneid, Kpome 3asiBNIEHHOrO MOKasaHMs K
MPUMEHEHMIO.

\cnonb3oBaHKe 3TOro YCTPOICTBA paspeLLeHo TOMbKO 06yYeHHOMY MeAULHCKOMY NepcoHany.

NMPEAYNPEXAEHWNE

CTeHT He npefHa3HayeH ANS yAaNeHUs U M3MEHEHUA NOMOXKEHUS MOcne YCTaHOBKW CTEHTa U
npegHasHayeH 4715 NOCTOSHHOrO MpebblBaHMS B OpraHuaMe. MonbITKU yaaiuTb UAU U3MEHUTb
MOJIOXKEHNE CTEHTa MOoC/e YCTaHOBKM MOTYT MPUBECTU K MOBPEXAEHWIO OKPYXKAHOLLMX TKaHeW
WA CNN3UCTON 060/I0UKMN.

CTEHT COAEPXXWT HUKENb, KOTOPbIA MOXET BbI3BaTb al/EPrMYecKyto peakumio Yy Nogen ¢
YyBCTBUTENIbHOCTBIO K HUKENIO.

JTO0 yYCTPOWCTBO NpefHa3Ha4yeHO TONMbKO AN OJHOPA30BOr0 MCMOMb30BaHMS.  [OMbITKK
MOBTOPHOW 06pPabOTKM, MOBTOPHON CTepunM3aumMnm w/vnm NOBTOPHOIO WCMO/b30BaHWUSA MOTYT
MPMBECTM K OTKa3y YCTPOWCTBa U/nnn nepegade 3aboneBaHus.

Ecnm ynakoBKa OTKpbITa WMAM MOBPEXAeHa NPW MOMNYYEHWW, He WCMONb3yiTe YCTPOWCTBO.
BusyanbHO OCMOTpUTE YCTPOICTBO, O6pallasi 0co60e BHUMaHWE Ha Meperuobl, U3rnodbl W
M3nombl. Ecnm  o6Hapy)eHa HeWcnpaBHOCTb, KOTOpas MeLaeT HOpMaslbHOMY pabouemy
COCTOSIHWIO, He UCMOMb3ylTe YCTPoCTBO. [loXanyiicTa, 3anpocuTe y KomnaHum Cook
paspeLUeHme Ha BO3BpaT.

Mocne yCTaHOBKM CTEHTA He CriedyeT MPUMEHSATb albTepHATUBHbIE METOAbI IEUYEHNS, TakKne Kak
XMMUOTepanus 1 061y4YeHre, NOCKObKY 3TO MOXKET YBENUYUTb PUCK MUrpauum CTeHTa 13-3a
YMEHbLLIEHMSI ONYX0/K, 3p03UN CTEHTA U/MNIN KPOBOTEYUEHNS CIIM3UCTON 060/I0UKM.

MHPOPMALUUMA O MPT

3TOT CMMBOJT 03HAYAET, YTO YCTPOMCTBO COOTBETCTBYET TpeboBaHMsAM nposegeHns MPT
JOKNMHNYeCKMe WCMbITaHWUA MOKasav, 4YTO 3TOT CTEeHT ABNAeTCA YCNnoBHbiM and MPT B
cootBetcTBUM ¢ ASTM F2503. lMauyueHTa C 3TUM CTEHTOM MOXHO 6e30MacHO CKaHMpoBaTb
Ccpasy rocse yCTaHOBKM Mpu CleayroLwmx yCnoBusx:

CTtaTnyeckoe MarHMTHOe nose

» CTatnyeckoe MarHMTHoe none 3 Tecna Unn MeHee.

* MaKcumanbHbIiA NPOCTPAHCTBEHHbIN FPagneHT MarHuTHoro nons 720 Maycc / cM unu MeHee.
JOoKNnMHMYecKas oueHka nposogunace B cucteMe MPT 3 Tecna (Excite, General, Electric
Healthcare) ¢ MakcvManbHbIM NPOCTPAHCTBEHHBLIM MarHUTHLIM rpagveHTHbIM nonem 720 Maycc/
CM, M3MepEeHHbLIM rayCCMETPOM B MOJIOXKEHMUN CTATUYECKOr0 MarHWTHOrO Mofsf B OTHOLLEHWE K

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



nauveHTy (T.e., 3a npegenamm [elCTBUS CKaHHepa, LOCTYMHbIMU 415 NauueHTa Win Apyroro
YesioBeKa).

HarpeBaHue, cBa3aHHOe c npoBegeHnem MPT

* 15 n 3,0 cuctembl Tecna: pPeKOMEHZAYETCA CKaHWPOBaTb B HOPMa/bHOM paboyem pexxkume
(ycpefHeHHas yaenbHas cKopocTb nornoweHns (SAR) gna Bcero Tena < 2,0 BT/kr)
«HopMasbHbIA paboumnii pexx vy ONpeaenseTcs Kak pexxum paboTtbl cucteMbl MPT, B KOTOPOM
HU OAWH W3 BbIXOAHbIX CUrHa0B He BbI3bIBAET (PM3MOMOrMYECKUIA CTpecc y naumeHTa) 3a 15
MWUHYT CKaHMpoBaHMA (T.e. Ha KaXAYH0 NOC/ef0BaTe/IbHOCTb CKaHNPOBaHNS).

*[IOKNMHNYECKNe  UCMbITaHWA  CTEHTA NPOBOAWIUCL  MpU  ClAefyrowmx — ycnosuax, W
MaKCMMa/lbHOE MOBbILLEHME TeMnepaTypbl gocturno 3,7 °C:

- MaKCUManbHasa CpeaHss yAenbHas CKOpPOCTb nornoweHns (SAR) ana Bcero Tena 2,9 B1/kr
(cooTBETCTBYET U3MEPEHHOMY Ka/IOpUMETPUYECKOMY 3HayYeHUto 2,1 BT/Kr) B TeyeHne 15 MUHYT
MPT-CcKaHMpOBaHWS, BbINOMHEHHON Ha cucteme Magnetom B 15 Tecna (Siemens Medical
Solutions, Malvern, PA, Software Numaris/4).

- MaKCUManbHas CcpefHas yaenbHas CKOpPoCTb nornoweHnss (SAR) Bcero Tena 2,9 BT/Kr
(cooTBETCTBYET M3MEPEHHOMY Ka/llOpUMETPUYECKOMY 3HauveHuto 2,7 BT / kr) B TeueHue 15
MUHYT MPT-ckaHnpoBaHua Ha cucteme Excite 3 Tecna (GE Electric Healthcare, Milwaukee, W,
Software 14X.M5).

ApTedaKTbl M306pa>kKeHmns

KauectBo m306pakeHnss MPT MOXET CHU3UTbCA, eCnM UCCNeLyeMblii y4aCTOK HaxoauTcs B
npoceete Wam B 6 MM OT MOMOXeHWA CcTeHTa Evolution, 4to 6b110 06HapY>KEHO Mpw
[OOK/MHUYECKUX  UCTMbITAHUAX NPY  TakoMm nopsgke:  T1-Harpyska, noc/efoBare/bHOCTb
MMMYNbCOB CMMHOBOMO 3Xa WM NOC/Nef0BaTe/lbHOCTb UMMY/bCOB MPajueHT-3Xxo Ha cucteme MPT
3,0 Tecna Excite (GE Electric Healthcare, Milwaukee, WI, Software 14X.M5) c kopnycom
BbICOKOYACTOTHOM KaTyLKW. TIpy Ha/Mumy MeTa//IMYECKOTO CTEHTAa MOXET BO3HUKHYTb
Heob6X0AMMOCTb ONTUMM3ALMK NapameTpoB MP Tomorpaguu.

JononHutenbHas MHpopMaums: 6e30MacHOCTb BbINOMHeHMs npouedypsl MPT y naumeHTa C
NepeKpPbIBAKOLLMMICS CTEHTaMW [ABEHAALATUNEPCTHOM KULLKA WM APYTMMW YCTPOICTBaMU C
ycnoBHbiM MPT, HaxogslMmuca B NPSAMOM KOHTaKTe C 3TWM YCTPOWCTBOM, He Oblna
yCTaHoBNeHa. B Takux cutyaumax genate MPT He pekomeHayeTcs.

HEOBXOAVMMOE OBOPYJOBAHUE
CTeHT 1 cucTema JOoCTaBKM
MposogHuk 0,035 gtolima.

BbIBOP CTEHTA
CTEHT [I0/KeH 6bITb ANIMHHEE CTPUKTYPbI HE MEHEE YeM Ha 4 CM, UTO M03BOMSET MMETh 3arac
NPUGAN3NTENBHO MO 2 CM Ha KaXKIOM KOHLIE.

MOoArOTOBKA MATIMEHTA

YCTaHOBVB [yOAEHOCKON, BBOAMTE NMPOBOAHMK 10 TeX MOP, NMOKa OH He ByAeT BU3YanM3npoBaH
PEHTIEHOCKOMNMYECKM NMPOXOAALLMM Yepes CTPUKTYPY.
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MHCTPYKLWWN NO MPUMEHEHWIO

1 N3BnekuTe CUCTeMY LOCTaBKM CTEHTA U3 YNMaKOBKU.

2. MepfileHHO BBOAMTE CUCTEMY [OCTaBKMW MO MPOBOAHMKY B paboumii KaHan Jo Tex rop, noka
OHa He 6y/eT 3HAOCKONNYECKM BU3yasM3MpoBaHa Ha BbIX0Ae V3 3HA0CKOoMNa.

3. Yrtob6bl rapaHTMpoBaTb, 4TO CTEHT [MEPeKPOeT CTPUKTYPY MOC/Me pa3BepTbiBaHUS,
PEHTreHOCKONNYECKM PacrofioknTe PeHTreHOKOHTPACTHble MapKepbl Ha BHYTPEHHEM KaTeTepe
3a npefenamy  CTPUKTYpbl. TMpumeuaHue. MKeNTblii Mapkep Ha CUCTeMe [OCTaBKM,
PacrofiOXeHHbIA Ha MPOKCMMa/IbHOM KOHLE CTEHTa, TakKe MOXET CNYXUTb B KayecTse
3HJ0CKOMUYECKOro/peHTreHOCKOMMYecKoro opveHTMpa ons MO3ULMOHNPOBAHNS
NPOKCUMabHOro (6/nKalLLero K nonb30BaTesto) KOHLA CTEHTa OTHOCUTE/IbHO CTPUKTYPbI.

4. MopaTBepanTe XKenaemoe NOMOXKEHWE CTEHTA PEHTTEHOCKOMUYECKN U pa3BepHUTE CTEHT, CHSB
KpacHbIA NpefoXpaHnUTeNb C PYKOSATKHU, (puc. 1)

5. MpopaomkaiiTe pacKpbiBaTb CTEHT, HAXKaB Ha CMYCKOBOM KPHOYOK. Mpumeyanue. [py KaXLoM
HaXXaTUW Ha CMYCKOBOI KPHOYOK CTEHT PacKPbIBAETCA Ha PaBHYHO BEIMUMHY.

6. Ecnn BO Bpemsa pasBepTbiBaHUA TPebyeTcs perno3vLMOHUPOBaHME CTEHTA, MOXHO MOBTOPHO
3axBaTWTb CTEHT. MpumMedaHme. HEBO3MOXHO NMOBTOPHO 3aXBATWUTb CTEHT MOC/IE MPOXOXKAEHWS
TOYKM HEeBO3BpaTa, 3TO MPOWCXOAWT, KOrJa KpacHbIi MapkKep Ha BepXHel 4acTu PYKOATKU
MPOLLIES NO3MLMIO TOYKN HEBO3BPATA HA 3TUKETKE PYKOATKU. CTEHT MOXHO MOBTOPHO 3aXBaTWUTb
He 6onee NATK pas. (puc. 2)

7. UTO6bI NOBTOPHO 3aXBaTWUTb CTEHT, MPOTO/IKHUTE KHOMKY Hanpas/ieHWs Ha GOKOBOW CTOPOHe
PYKOATKM Ha MPOTMBOMOMIOXHYK CTOPOHY, (puc. 3) Mpumeuanue: YAEPXMBanTe 60/bLUON
nasieL, Ha KHOMKe npy NepBoM HaXKaTuK Ha CMYCKOBOM KPKOYOK 15 NOBTOPHOrO 3axgara.

8. MpopomkainTe HXXMMaTb Ha CMYCKOBOM KPKOYOK MO Mepe HEOO6XO0AMMOCTM, YTOObI NOBTOPHO
3aXBaTWTb CTEHT Ha YKe/laeMyto BE/INUUHY.

9. Yrtobbl BO30OHOBWUTL pasBepTbiBaHMe, CHOBA MPOTONIKHWTE KHOMKY B MPOTMBOMOMOXKHYHO
CTOPOHY W yAepXuBaiiTe GOMbLUOI Manel, Ha KHOMKe Ans nepeBoro ABWXKEHWS, OAHOBPEMEHHO
Ha)KMasi Ha CMyCKOBOW KpHOYOK, (puc.4)

10. Mocne NPOXOXAEHWS TOYKW HEBO3BpaTa CTEHTA, BbITAHWUTE CTPaXOBOYHYHO MPOBOMOKY U3
PYKOATKM [OCTaBKM PAAOM C OTBEPCTUEM 4151 MPOBOAHMKA, (puUC.5)

11. MpopgomkainTe pacKpbiBaTb CTEHT, HKMMAs Ha CMYCKOBOI KPHOYOK.

12. Tocne pa3BepTbiBaHWSA, PEHTIEHOCKOMWYECKW MOLTBEPAUTE MOMHOE PACKPbITUE CTeHTa.
Mocne NOATBEPXKAEHUA MOHOMO PACKPbITUA, CUCTEMY LOCTaBKM MOXHO aKKypaTHO YAa/IUTb.

Mo 3aBepLUEHUMN NpoLefypbl, YTUNU3UPYIATE YCTPOWCTBO B COOTBETCTBUMN C UHCTPYKLUAMMU
yupex/aeHunsa no obpalieHnto ¢ 6MONOTNYECKN ONAaCHbIMU MeAULMHCKUMU OTXO4aMM.
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MHCTPYKLUWMA NO NPUMEHEHWNIO
CTeHT-3HaonpoTe3 Evolution Colonic Stent System - Uncovered
(EV0O-25-30-10-C: EVQ-25-30-6-C; EV0O-25-30-8-0

BHUMAHWE. ®egepanbHblii 3akoH CLLIA paspeltaeT Npogaxy 3TOro YCTPOWCTBa TOMbKO
Bpayam (UNm1 NPaKTUKYIOWMUM CreLuanncTam, UMerWwm M HaIexallyo IMUEH3NI0) Uan no ux
yKa3aHuio.

BAXHAA NH®POPMATNA
O3HakoMmTech C VIHCTp)/KLI,VIGVI nepea npumMeHeHNeEM mn3genma.

MOKA3AHUSA K MPUMEHEHWIO

[JaHHoe n3aenve MCNoMb3yeTcs ANs NaIMATUBHOMO fleYeHNs 0BCTPYKLMM TONCTOW KULLKW WK
CTPUKTYP TONCTOW KULLKM, BbI3BaHHbLIX 3/10KA4€CTBEHHbIMU HOBOOGPA30BaHUAMM, a TaKkKe A
06/eryeHnss HempOXOAMMOCTY TONCTOM KWLIKWA Nepef  KOM3KTOMWEW Yy MauMeHTOB CO
3/10KaYECTBEHHBIMU CTPUKTYPaMI.

OMUWCAHWE CTEHTA

ATOT rMbKNUIA caMopacLUMPAIOLLMIACA CTEHT CMNETEH W3 OAWMHAPHOM HUTWHOMOBON MPOBOJIOKM.
CTEeHT WMeeT pacluMpeHUss Ha 060MX KOHUAX, 4TOObl NpefoTBpaTUTb MUrpauymto. CTeHT
yKOpauMBaeTCs 3a CYeT CBOelW KOHCTpykuun. O6uas [/MHa CTeHTa  yKasblBaeTcs
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PEHTTEHOKOHTPACTHLIMI MapKepaMi Ha BHYTPEHHEM KaTeTepe, ONpeaenstoLyMM (hakKTUYECKYHO
O/MHY CTEHTa MPU HOMWHANbHOM [AMamMeTpe CTeHTa. [ns  ynydleHus BUAWMOCTM Mpu
PEHTIEHOCKOMUM Ha KAXKAOM KOHLE CTEHTA €CTb YeTbIPe OCHOBHbIX MAapKUPYHOLMX METKU 13
TaHTana. [MPOKCMMa/bHbI 1M AWUCTa/IbHbIA  KOHLbI  CTEHTA WMEKT  MHOTOUUCEHHbIE
3aKPYT/NIeHHble «KOPOHbI», YTOObI MOTEHLIMANBHO YMEHbLUNTL TPABMUPOBAHME TKaHEN.

OMUCAHWE CUCTEMbI LJOCTABKW

CTeHT yCTaHOB/IEH Ha BHYTPEHHEM KaTeTepe, KOTOPbIA COBMECTUM C NMPOBOAHUKOM AMaMETPOM
0,035 gtoiiMa, M OrpaHMYeH BHELLHWM KaTeTepoM. YKenTblii Mapkep, BUAUMbIA 3HAOCKOMMYECKN
M PEHTreHOCKOMUYECKN, OMNpeaenseT MPOKCUMa/bHbIA KOHEL, CTEeHTa, KOrja OH HaxoauTcs B
KaTeTepe. lMucToneTHas PyKosTKa 1 4OCTaBKM MO3BO/SET KOHTPONMPOBATb Pa3BepTbiBaHeE
WM MOBTOPHbIA 3axBaT CTeHTa. [10/10)KEHWE KpacHOTO Mapkepa BBEPXY PYKOATKM MO
OTHOLLEHMIO K MOMOXEHUIO TOYKM HEBO3BpaTa Ha 3TUKETKE PYKOSITKM YKasblBaeT TOYKY, Moc/e
KOTOPOV HEBO3MOXHO MOBTOPHO 3aXBaTWTb Pa3BepPHYTbIN CTEHT.

MPOTMBOMOKA3AHMNA

CoCTOSIHMS,, MpY  KOTOPbIX MPOTMBOMOKa3aHbl 3HAOCKOMUYECKUE MpPOLeaypbl KenyaouHo-
KWLLEYHOro TpaKTa 1 Ntobble NPOLeAYpPbl, KOTOPbIe BbIMOMHSAKOTCS NPU YCTAHOBKE CTEHTA.
[lononHMTeNbHbIE MPOTMBOMOKA3aHMs BK/OYAKOT, MOMUMO MPOYEro: 3HTEPabHYH WLLIEMUIO,
npeanonaraeMyrd WM npubamKarowycs — nepdopauuto,  BHYTPUOPHOWHON  abeuecc/
nepgopaumio, HEBO3MOXXHOCTb MPOBECTM MPOBOAHMK VAN CTEHT Yepe3 HEMpPOXOAMMYH 06/1acTb,
MaLMeHTOB, KOTOPbIM  MPOTMBOMOKAa3aHbl  3HAOCKOMMWYECKMe  MPOLeaypbl,  3HAUYMMYHO
Koarynonartuto, 106poKa4eCcTBEHHbIE HOBOOOPA30BaHMUS.

MOTEHMUWANBbHBIE HEXXENATE/IbHbBIE ABTEHUSA
MoTeHUManbHble HeXenaTesibHble SABMEHWS, CBfi3aHHble C 3HAOCcKonmuen XXKT, BK/IOYatoT,
MOMUMO MPOYEro: anfleprmyeckyto peakuMio Ha KOHTPacT WM JIeKapcTBo, acnupauio,
CEpPAEYHYI0 apuUTMWUIO WM OCTAHOBKY CepAua, /MXopagKy, KpOBOTEYEHMWE, T[UMOTEH3MIO,
VH(eKUMIo, neptopauuio, yrHeTEHNE UM OCTaHOBKY [bIXaHWS.
[ononHNTENbHbIE HEXeNaTeslbHble AB/IEHWS BK/IKOYAKOT, MOMUMO MPOYEro: aiepruyeckyro
i PEaKUMIO Ha HWKeNb, HENPOXOAMMOCTb KMLLEYHMKA, 3armop, CMepTb (Kpome Cry4aeB
HOPMaNIbHOrO XoAa 3abonieBaHWs), AMapero, 3po3nK0 CAM3UCTON 060M104kM npoceeTa XKKT,
OLLlyLlIEH/e MHOPOLHOIO Tefla, HeAoCTaTOYHOE pacLUMpeHue CTeHTa, nepdopaumio KULLEYHUKa,
TOWHOTY/PBOTY, 60/1b/ANCKOMMDOPT, MEPUTOHWUT; HEKPO3, Pa3BUBAIOLLMIACA M3-3a CAABNEHWS;
Cerncuc, HenpaBW/IbHOE CMeLLeHne U / U MUTpauuio CTeHTa, OKKIHO3MKO CTEeHTa, CUMMTOMbI
TEHe3MOB WM NO3bIBOB / HelepXXaHna MoYW, BpacTaHUe UK paspacTaHue onyxosu, sA3Bbl.

MEPbI MPEAOCTOPOXHOCTMU

O6paTnTech K 3TUKETKE Ha YNakoBKe WU3Aenus, 4Tobbl y3HaTb MUHUMa/bHLIA pasMep paboyero
KaHasa 3HA0CKoMNa, HEOOXOAMMbIV A1 3TOr0 U3AeNUs.

Mepes Mcnonb3oBaHWEM AO/MKHA ObITb MPOBeLeHa MOMHAasA AMarHOCTUYeckas OLeHKa 06nacTu
NpYMeHeHNs NS ONpeaeneHns NpasubHOro pasMepa CTeHTa.

EcnM NpoBOAHWMK WM CTEHT He MOryT MPOABUMHYTHLCA Yepe3 HEenpoXOoAuMMYH 061acTb, He
MbITaiTECh YCTAHOBUTb CTEHT.

CreHT cnegyetT yCTtaHaB/IMBaTb 3HAOCKOMUYECKN MO PEHTITEHOCKOMNYECKUM KOHTPOEM.
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CTeHT cneflyeT YyCTaHaBMBaTb TOMbKO C MOMOLLBIO cucTeMbl fgocTaBku Cook, koTopas
MOCTaB/IAETCA C KXKAbIM CTEHTOM.

3TO YCTPOIMCTBO MNpeAHa3Ha4yeHO TOMbKO ANS MannaTMBHOIO neveHus. llepen yCTaHOBKOIA
crnefyeT M3yumTb a/lbTEPHATMBHbIE METO/bI TEPaNuN.

[lonroBpeMeHHas MPOXOAMMOCTb [AaHHOFO YCTPOCTBA He YyCTaHOBNEHa. PeKoMeHAyeTcs
neproamyeckas oneHka npoxoanuMocTy.

Vcnonb3oBaHMe 3TOr0 YCTPOICTBA PaspeLleHo TObKO 06yYeHHOMY MeAULMHCKOMY MEepCoHay.
He ucnonb3yinTe 3TO YCTPOMCTBO AN KaKMX-NMO0 Leneid, KpoMme 3asB/EHHOr0 MoKasaHus K
MPVUMEHEHNIO.

CTEHT He MOXeT OblTb W3B/IEYEH MOC/E MPOXOXAEHUS MOpora pasBepTbiBaHMA. [MoNoXeHwme
KpaCHOro Mapkepa BBEPXY PYKOSTKM MO OTHOLUEHMIO K MOJIOXKEHWMIO TOYKM HEBO3BpaTa Ha
3TUKETKE PYKOSITKU YKa3blBaeT, KOra nopor 6bin NpoiiaeH.

NMPEAYMNPEXAEHWE

CTeHT He npefHa3HayeH 415 yAaneHUs UM M3MeHeHNs NOMOXKEHUS Nocne YCTaHOBKM CTeHTa U
npegHasHaveH /1 NOCTOSHHOMO MpebbiBaHWS B opraHuaMe. MonbITKN yaanuTb UAU U3MEHUTb
MOJIOXKEHMe CTEHTA Moc/e YCTAHOBKM MOTYT MPUBECTU K MOBPEXAEHUIO OKPYXKAHOLMX TKaHeMn
W CAN3UCTO 0B0MOYKMN.

DTOT CTEHT COAEPXMUT HUKE/b, KOTOPbIA MOXET BbI3BaTb a//IEPTNYECKY0 PeakLuio Y N0Aen C
YyBCTBUTE/IbHOCTBIO K HUKEHO.

3T0 yYCTPOWCTBO MNpefHa3Ha4YeHO TONMbKO [/19 O4HOPA30BOr0  MCMO/b30BaHMA.  [OMbITKM
MOBTOPHOM 06pabOTKM, MOBTOPHON CTEPUAM3ALMM WU/MAN NOBTOPHOrO WUCMO/b30BaHWA MOTYT
NPMBECTM K OTKa3y YCTPONCTBA U/vnn nepepade 3aboneBaHus.

UTobbl CBECTU K MWHMMYMY 60/b W TeHe3Mbl, KOHel, CTeHTa, OAMKalLLuMiA K aHalbHOMY
KaHany/aHycy, cnefyeTt pasMellaTh Ha 2 CM Bblle aHa/lbHOMO KaHasia uan Ha 6 CM 0T aHyca.
Ecnn ynakoBKa OTKpbITa WM MOBPEXAEHa NPU MOMYYeHUW, He WCMOMb3yiTe YCTPOMCTBO.
BusyanbHO OCMOTpUTE YCTPOWCTBO, Obpallas 0co60e BHMMaHWe Ha neperuodbl, M3rmbbl u
n3nombl. Ecnn  0BGHapy>keHa HeucrnpaBHOCTb, KOTOpas MellaeT HopMabHOMY pabouvemy
COCTOSIHMIO, He WCMOMb3yiTe YCTPOMCTBO. [loxanyiicTa, 3anpocute y KomnaHum Cook
paspeLLeHve Ha BO3BpaT.

Mocne yCTaHOBKW CTEHTa He CNnefyeT NPUMEHATb a/ibTeEPHATUBHbIE METO/b! NIEYEHNSs, Takne Kak
XYMUoTepanua 1 06/1yveHne, NMOCKOSbKY 3TO MOXET YBE/IMYUTb PUCK MUrpauun CTeHTa K3-3a
YMEHbLLEHWSI ONYXO/n, 3PO3UN CTEHTA U/WIN KPOBOTEUYEHUSA CIM3UCTOM 0B0MOUKN.

YCTpOICTBO CreflyeT WCMo/Mb30BaTb C OCTOPOXHOCTHIO U TOMbKO MOCMe  TLATEbHOro
06CYXKAEeHNA Y CefyoLmMX NanveHToB:

* [aumeHTbI C Sly4eBbIM KOMIMTOM W/ NMPOKTUTOM.

* [MaumeHTbI C yBENMYEHHbIM BPEMEHEM KPOBOTEYEHMs, Koarynonatusamu.

MH®POPMALUUMA O MPT

3TOT CMMBO/ 03HAYaET, YTO YCTPOCTBO COOTBETCTBYET TpeboBaHUsM nposeaeHUs MPT.
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JOKNNHNYECKNe UCMbITaHUA MOKasav, YTO 3TOT CTEHT ABNAETCA YCNOBHbIM and MPT B
cootBeTcTBMUM ¢ ASTM F2503. lMaumeHTa C 3TUM CTEHTOM MOXHO 6e30MacHO CKaHMPOBaTb
cpa3sy noc/e yCTaHOBKW NpW CNefyowmnx yCnoBuax:

 CtaTnyeckoe marHuTHoe rone 3,0 Tecna unm MeHee.

* [IpoCcTpaHCTBEHHOE MarHUTHOe rpagueHTHoe none 720 Maycc/cm.

JoknnHnyeckas oueHka nposogunack B cucteme MPT (Excite, General Electric Healthcare) c
MaKCMMa/lbHbIM  MPOCTPAHCTBEHHLIM ~ MarHWTHbIM  FpagueHTHbIM nosiem 720 [aycc/cwm,
N3MEpPEHHLIM TayCCMETPOM B TMOIOXEHUN CTaTUYECKOr0 MarHWTHOIO Mo/s, OTHOCALLErocs K
nauyneHty (To ecTb, 3a Mpefesamy MOKPbITUA CKaHepa, LOCTYMHOro nauueHTty Wan Apyromy
nnuy).

HarpesaHue, cBa3aHHOe ¢ npoBegeHnem MPT

e Cuctembl Tecna 1,5 n 3,0: peKoMeHAyeTCA CKaHMPOBaTb B HOPMa/lbHOM paboyeM pexunmve
(ycpefiHeHHast yaenbHas CKopocTb nornoweHns (SAR) ans Bcero Tena = 2,0 BT/Kr)
(«HopMa/ibHbIA  paboumnii - pexxnmM» OnpefenseTcsd Kak pexuMm paboTbl cuctembl MPT, npu
KOTOPOM HM OOMH U3 BbIXOAHLIX CUTHA/IOB HE WMEeT 3HAueHUs, BbI3bIBaIOLLETO
(h13M0NOTNYECKINIA CTPECC Y NaLMeHTa) B TedeHne 15 MUHYT CKaHMPOBaHWA (TO eCTb, Ha KaXKAYHo
noc/nief0BaTe/IbHOCTb CKaHMPOBaHMS).

[MoBbILLeHVe TemnepaTypbl Npy ES Tecna

B poknvHu4yecknx wucnbiTaHuax cTeHT Evolution Colonic Stent Bbi3biBa1 MakCMMaibHOe
noBbllleHMe Temnepatypbl Ha 1,9°C B TeuyeHne 15 MuHyT MPT (T.e. Ansa  oaHou
nocnefoBaTe/lbHOCTN CKaHMPOBaHWUA) BbIMOMHEHHON Ha cucteme MPT 15 Tn (Magnetom,
Siemens Medical Solutions, Malvern, PA, Software Numaris/4, Version Syngo MR 2002B
DHHS ¢ 3awpileHHbIM 3KpaHOM) MoKasal YCpefHEHHYHO Y/Ae/lbHYH CKOPOCTb MOr/IOWeHs
(SAR) gna Bcero Tena 2,9 BT/Kr (4TO COOTBETCTBYET W3MEPEHHBLIM KaSIOPUMETPUYECKNM
YCPeAHEeHHbIM 3HaYeHneM Ansa Bcero Tena 2,1 BT/kr).

MoBblileHne TemnepaTypbl Npy 3.0 Tecna

B poknMHuuyecknx wucnbiTaHnax creHT Evolution Colonic Stent BbI3bliBa MakcMMasibHOE
MoBbllLleHne Temnepatypbl Ha 2,7°C B TeyeHune 15 MUHYT MPT-ckaHMpoBaHus (TO ecTb AN
O[IHOI MocneaoBaTeNbHOCTU CKaHMPOBaHWSA) BbINOMHEHHOW Ha cucteme MPT 3,0 Tecna (Excite,
HDx, General Electric Healthcare, Milwaukee, WI, Software 14X.M5) nokasan ycpegHeHHYH
yIenbHY CKopocTb nornoweHuns (SAR) ans Bcero Tena 2,9 BT/Kr (CBA3aHHOE C U3MepPeHHbIM
KaJIOPUMETPUYECKUM YCPeSHEHHbIM 3Ha4YeHWeM A1 Bcero Tena 2,7 BT/kr).

ApTedaKTbl n306paKeHuns

KauectBo MPT 1306paKeHMsi MOXET ObITb CHVDKEHO, €C/IN UCCIEAYEMbIA Y4aCTOK HaXOAUTCs B
npoceeTe WM B 3 MM OT MOMOXEHWUA CTeHTa Evolution, 4to 6bI10 06HApPY>KEHO MNpu
LOK/IMHNYECKMX  UCMbITAHMAX C  MUCMO/Mb30BaHMEM  NocC/nefoBaTenibHOCTU:  T1-Harpyska,
nocnefoBaTe/IbHOCTb MMMNY/IbCOB CMMHOBOMO 3Xa W MOCNefoBaTe/lbHOCTb UMMNY/NbCOB rPajueHT-
axo Ha cucteme MPT 3,0 Tecna (Excite, GE Electric Healthcare, Milwaukee (WI), Software
14X.M5).  Tlpy Ha/mMumm MeTa/IIMYECKON0 CTEHTA MOXET BO3HWKHYTb HeoOX0AMMOCTb
onTyMmU3aummn napameTpos MP Tomorpaguu.

JononHutenbHas MHgopMaums: 6e30MacHOCTb BbINOMHEHUS npoueaypbl MPT y naupeHTa c
MepeKpbIBalOLMMUCA CTEHTaMU TONICTOM KULKW WM Apyrum ycTpoicTBoM(amm) gna MPT,

HaxoA4AWMMCA B MPAMOM KOHTakTe C 3TMM YCTPOWCTBOM, He 6blia onpefeneHa. B Takux
cuTyaumax genate MPT He pekomeHZyeTcs.
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HEOBXOAMMOE OBOPYLOBAHUE
CTeHT 1 cucTema OCTaBKM
MposoaHuk 0,035 Atorima

BbIEOP CTEHTA
PeKOMeH/yeTCsl UCMOMb30BaTh CTEHT A/IMHHON Kak MUHUMYM Ha 4 CM [UIMHHEE, YeM CTPUKTYpa
(TO eCTb NPUBAM3NUTENLHO HA 2 CM A/IMHHEE Ha MIOGOM KOHLIE CTPUKTYPbI)

MNOANOTOBKA MALIMETHTA
YCTaHOBMB KOMOHOCKONM, BBOAMTE MPOBOAHMK [10 TEX MOP, MOKa OH He OyAeT BM3yann3npoBaH
PEHTIEHOCKOMUYECKNM Yepes3 CTPUKTYPY.

MHCTPYKLUWWM NO MPUMEHEHWIO

1 N3BnekuTe cUCTeMy [OCTaBKM CTEHTA U3 YNaKOBKM.

2. MefneHHO BBeMTe CUCTEMY [LOCTaBKM MO NMPOBOAHMKY B paboumii KaHas Ao Tex nop, roka
OHa He Oy/eT 3HA0CKOMMYECKN BU3yann3npoBaHa Ha BbIXOLe V3 3HLOCKOMA.

3. Yrto6bl rapaHTMpOBaTb, YTO CTEHT TMepeKkpoeT CTPUKTYPY MOC/e pas3BepTbiBaHUS,
PEHTrEHOCKONUYECKM PacnooXuTe peHTreHOKOHTPACTHble MapKepbl Ha BHYTPEHHEM KaTteTepe
3a npefenaMn  CTPUKTYpbl. Mpumeuvanue. XKeNTbld MapkKep Ha CUCTEME  [OCTaBKW,
PacrofiOXeHHbIA Ha MPOKCUMaNbHOM KOHLE CTEHTa, TakKe MOXET C/YyXWTb B KayecTBe
3HJ0CKOMUYECKOro/peHTreHOCKONMYecKoro opueHTUpa ans MO3ULMOHNPOBAHMSA
NPOKCMMa/IbHOrO (6/1vdKaliLLero K nonb30BaTesto) KOHLA CTeHTa OTHOCUTENbHO CTPUKTYPbI.

4. lMoLTBEpANTE >KenaemMoe NOJMOXKEHWE CTEHTA PEHTTeHOCKOMUYECKN 1 pa3BepHUTE CTEHT, CHSB
KpacHbI NpesoxpaHnTesb C PYKOATKY, (puc. 1)

5. MpogomkaiTe pacKpbiBaTb CTEHT, HAXKaB Ha CMYCKOBON KPKOYOK. Mpumedarue. pu KKLOM
HaXXaTuN Ha CMYCKOBOW KPHOUYOK CTEHT PacKpbIBAETCS Ha PaBHYHO BENMUMHY.

6. Ecnn BO Bpems pasBepTbiBaHMA TpebyeTcs penosvuyMOHMPOBaHNE CTEHTa, MOXXHO MOBTOPHO
3aXBaTUTb CTEHT. MpumedyaHme. HEBO3MOXHO MOBTOPHO 3aXBaTWTb CTEHT MOC/e NMPOXOXAEHMA
TOYKM HeBO3BpaTa, 3TO MPOUCXOAMUT, KOrfa KpacHbIi Mapkep Ha BepxXHen 4acTu PYKOATKM
MpoLUen No3uLMI0 TOUKN HeBO3BpaTa Ha ITUKETKe PYKOATKW, (puc. 2) CTEHT MOXHO MOBTOPHO
3axBaTuTb He 6osiee NATK pas.

7. UT06bI NOBTOPHO 3aXBaTWUTb CTEHT, MPOTONIKHWUTE KHOMKY Hanpas/ieHns Ha GOKOBON CTOPOHE
PYKOSATKM Ha MPOTMBOMOMIOXKHYKO CTOPOHY, (puc. 3) Mpumeuanue: YAepXuBainte 60/bLION
nasieL, Ha KHOMKe Mpu1 NepBOM HaXKaTuu Ha CryCKOBOW KPKOYOK A/1i MOBTOPHOIO 3axBara.

8. MpopgonmkaliTe HKMMATL Ha CMYCKOBOW KPHOUYOK MO Mepe Heo6X0AMMOCTH, YTOObI NOBTOPHO
3aXBaTUTb CTEHT Ha >XE/TaeMYHO BE/INUUNHY.

9. YT06bl BO306HOBUTbL pa3BepTbiBaHWe, CHOBa MPOTO/IKHATE KHOMKY B MPOTUBOMO/OXKHYIO
CTOPOHY W y[epXXuBaiTe GONbLUOM Nasiel, Ha KHOMKe N8 MepBoro ABVXKEHWS, OJHOBPEMEHHO
HaXXMMast Ha CMYCKOBOW KPHOYOK, (puc.4)

10. Mocne NPOXOXKAEHWUS TOYKW HeBO3BpaTa CTEHTA, BbITAHUTE CTPAaXOBOYHYHO MPOBOJIOKY U3
PYKOSATKW JOCTaBKM PALOM C OTBEPCTMEM [/18 NPOBOAHMKA, (puC.5)

11. Mpopos/mKaiTe pacKpbiBaTb CTEHT, HXKMMAsA Ha CMYCKOBOW KPHOUOK.

12. Tocne pa3BepTbiBaHWSA, PEHTrEHOCKOMUYECKW MOATBEPAMTE MOMHOE PacKpbITUE CTEHTa.
Mocne NOATBEPXKAEHMSA MOHOr0 PacKpbITUSA, CUCTEMY LOCTABKM MOXHO aKKypaTHO y4anuTb.
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Mo 3aBepleHnn npovenypsl, yTI/II'II/ISI/IpyIZTe yCTpOI7ICTBO B COOTBETCTBUUN C UHCTPYKNUNAMMU
yupexgeHnd no 06paLU,6HI/IPO c 6uonornyeckn onacHbiMu MEANUNHCKNMWN OTX0O4aMMW.
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MATEPWANDbI

OnuncaHne KOMMOHeHTa Matepuan KoHTakT ¢
nayieHTom
KOMMOHEHTLI CTeHTa
CTeHT V3 HUTMHO/IOBOI NPOBO/IOKW  HUTUHON [a
BxoguT B cocTaB Maccosblit %
Hukenb 5.5 -57,0
Kap6oH 0,05 Maxc
Kucnopog 0,05 Makc
Bozopog 0,005 Makc
TuTaH PeLuatoLLpii
KoribLa MapKepoB CTeHTa TaHTan Knacc R05200 [a
CwkoH Knacc CWIMKOHa BuHun CrieuvanibHbIid - [la

MonmpumetuncunokcaH (MED-4755)
CvcTtema MHTpofbrocepa

KOH4/K cucTeMbl MHTPOARHOCEPa Pebax ¢ 40 % Gapwia Ha
(BHYTPEHHMIA KaTeTep)

TpybKa 13 nommmMmaa MneTeHbIin nonMmMMng, Ja

(BHYTpEHHWIA KaTeTep) MonvammaHbIin anactomep - Cmech 13 HeinoHa 12 u
MorvampHbIA  GOK-NOMAMMAHOTO  COMoMMepa
(Chopmyna, 3aLLMLLEHHAS MPaBOM COBCTBEHHOCTW)

KorbLo Mapkepa MHTpoastocepa TaHTtan Knacc R05200 Ha
(BHYTpEHHMIA KaTeTep)

Tonkarenb UHTPOALHOCEpPa BHYTPEHHMIA: HeiAnoH 12 ¢ BucMyTOM, Da
(BHYTPeHHWIA KaTeTep) BHeLUHWIA: HelAnoH 12
Tpy6ka nHTposbtocepa PEEK O6ooKeHHbIN — NofwsgmpadupkeToH  (PEEK)  TS3K [1a
(BHYTPEHHMIA KaTeTep) 381G
Tpy6ka PTFE nHTpOastocepa MonutetpadropatuneH (PTFE) Teflon la
(BHYTpEHHWIA KaTeTep)
HelinoHoBast Tpybka HevinoH 6 Her
MHTPOAbOCEpa (BHYTPEHHMIA
Karetep)
KonbLo Ana v3sreveHns HepxxagetoLLas cTanb [a
(BHYTPeHHWIA KaTeTep) ASTM A313
KaHiona nofaepkxm HeprkageroLLias CTaslb Het
MHTpOgbtocepa (BHYTPEHHUI ASTM A313
KareTep)
IMopepKVBaroLLAsA MPOBO/IOKA U3 [MpOBO/IOKA 113 HATVHOMA Ja
HUTWHOMA Bxogur B cocTas Maccosblii %

Hyikers 545 57,0

Kap6oH 0,05 Makc

Kucropog 0,05 Makc

Bopopoz 0,005 Makc

TuraH PeLLatoLLM
BHeLLHWIA kateTep Moaxnaaka us PTFE (MS # 122), Hapy»kHas MOBEPXHOCTb  [la

V3 HelnnoHa 6,

lMneTeHve: Hepxkagetowas ctab ASTM A3 13
KonbLo: HepxxasetoLaa ctasib ASTM A3 13
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OnuncaHve KOMMOHEHTa Marepuan KoHTakT €

nawyeHToM
KaHtonsa Hepxxagetolps ctanb ASTM A3 13 Het
TpybKa TaHTan Knacc R05200 Henpsimoi
PykosaTka

Pa3/in4Hble KOMMOHEHT! . Augetan / Mnactvik w3 nonmkapboHata GE kracca Lexan/ Her

10 % CTeK/oHaNo/IHEHHOTO NO/MKapP6oHaT/

NoNMKapboHaT Kracca Lexan / nosmKapboHaT Kracca

Lexan / cMecb akpuioHUTpI-OyTaavieH-CTvpon Lanxess

/ HepxasetoLLaa cTasib 304 ¢ nokpbimvem PTFE Teflon /

nonmxsioporieH Neopren, KOMMOHEHTbI 113 CTEK/IOBO/IOKHA

Kesnap-49/cTanu / Hep>xaBetoLLas CTarb / antoMUHIIA

PacxogHble maTepuanbl

Kneit JlokTut 4061 Ja
Kreii JNokrut 20268/26073/ 4013 Her

COOTBETCTBWE MPUMEHEHHbBIM HOPMATUBAM N TEXHUYECKUM
CTAHOAPTAM

KomnaHun Cook Ireland Limited npou3BogaT Bce MefMUMHCKUE M3fennsi B COOTBETCTBUM C
[VpeKTMBOIn N0 MeanUMHCKUM n3genuav 93/42/EEC.

Bce npon3BoACTBEHHbIE 06BLEKTbI KOMMaHun Cook Takxe cepTU(MLMPOBaHbl B COOTBETCTBUU
co ctaHgaptom 1SO 13485 (2016), Cuctema ynpas/ieHUst KAYECTBOM.

MPOLEAYPA PA3BPELWLEHWNA CMNOPOB

[ns opopmneHuns Bo3sparta npocbba yeeaomMmntb 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

FTAPAHTUWNHOE OBA3ATE/NILCTBO

YNONHOMOYEHHBIM NPeLCTaBUTENIEM MPOU3BOAUTENSA Ha TeppuTopumn Poccuitckoin depepaumn
ABNIAETCA 3aKpbITOE aKLMoHepHoe 06LecTBo «LUATM» (3A0 «LLUAIM)

Poccus, 119002, r. MockBa, KapmaHuukuia nep., 4.9, atax 5, oguc 501.

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

e-mail: info@schag.ru

CpoK rogHoCTV m3genuin coctasnseT 2 (gga) roga. MapaHTUM Npov3BOAuUTENs B 0653aTe/lbHOM
nopsiiKe PacrnpoCTPaHSAIOTCA Ha Ka4eCcTBO M3LeNWiA.

CPOKropgHocTH

[ata «mcnonb3oBath [0» 0603HaYaeTCs CMMBOIaMM Ha MapKMpoBKe. CPOK rOAHOCTU yKasaH OT
BPEMEHW W3rOTOB/MIEHMS (3aBOACKME CMMBO/IbI) [0 OKOHYaHWA Cpoka rogHOCTU (CMMBON
NMecoYHbIX YacoB). PasHuLa mexay ob6emmn faTaMy 0603Ha4YaeT CPOK rOAHOCTU.
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CreHT-3HAonpoTe3 Evolution Duodenal Stent System - Uncovered (EVO-22-27-12-D: EVQ-22-
27-6-D; EVO0-22-27-9-D) n CreHT-3HgonpoTe3 Evolution Colonic Stent System - Uncovered
(EVO-25-30-10-C: EVO-25-30-6-C: EVO-25-30-8-C) umetoT CpoK rogHoctu asa (2) roga.

MH®OPMALMNA O CTEPUNTUSALLNN

[aHHble W30enns NOCTaBMSKOTCS CTEPWIbHLIMUA B TEPMETUYHOM YMakKoBKe, WCNOMb3yeTcs
Ba/IMAMPOBaHHbIA MeTod EHO (okeup aTuneHa) ansi obecneyeHms ypoBHsS cTepunbHocTM (SAL)
10~ [aHHble wu3genus  npefHasHaveHbl 418 OLHOPA30BOrO  WMCMONb30BaHUSA, ABMAIOTCA
CTEPW/IbHBIMU, €C/IM YNaKOBKa He pacreyaraHa Wiy He noBpexaeHa. He vucnonb3yinte nsgenve,
€C/IN eCTb COMHEHMS B TOM, YTO AaHHOE U3fenne ABNAETCA CTEPUIbHBLIM.

YCNOBUA NMPUMEHEHWS
[aHHble N3N NPUMEHSIHOTCS B YC/IOBUSX IEUEBHBIX YUPEXAEHWIA.

MPABUMA XPAHEHUS

[aHHble n3aenvs cneayeT XpaHWTb B CyXOM MeCTe, B/ OT 3KCTpeMasbHbIX TemnepaTyp /
JaHHble U3aennsa cneayeT XpaHUTb B TEMHOM, CYXOM, NMPOX1agHOM MecTe, u3berast AnMTe/IbHOro
BO3/eliCTBUSA CBETa.

MPABW/A TPAHCMOPTUPOBKW

Mpn BbIGOpe TpaHCMopTa CrefyeT yuuTbiBaTb BW MEPEBO3KM, Ha3HauyeHue, MOCTaBLLMKA,
MCMONb3yeMOro AN MepeBO3KM, a Takke OUeHMBaTb YacTOTy WM MHTEHCUBHOCTb JIH060ro0
BO3AENCTBHS, HEOOXOAMMOrO BO BPEMS TPAHCMOPTUPOBKM.

YMNAKOBKA N MAPKVPOBKA

MocTaBnAOTCA B MHAMBUAYAbHOW YNAaKOBKe, KOTOpas AO/MKHa ObiTb 6e3 CnefoB NOBPEXAEHMS
M BCKPbITUSA. Tpn 06Hapy>KeHUn 13rnbos, U3I0MOB M MPOYUX Ae(eKTOB MeANLUMHCKOe U3aenmve
MCNONb30BaTb HeMb34.

MapKu1poBKa, YKazaHHas Ha YNakoBKe, COAEPXKMUT CNeAyroLLY0 MH(opMaLUIO:
- HaMMeHOBaHWe MeAULIMHCKOrO U3aenus;

- TOBapHbIiA 3HAK KOMMNaHWUN-NPON3BOAUTENS;

- HOMep o Kata/ory;

- CXemMa yCTpOICTBa C pasmepamu;

- CCblI/IKa Ha rnoccapuii CMBOJI0B;

- CNoco6 cTepunnsauuu;

- HOMep cepun (noTa);

- CMMBOJ «MCMO/b30BaTh A0%;

- CMBON «faTa U3roTOBNEHNS;

- CIMBO/ «3anpeT Ha NOBTOPHOe MPUMEHEHME;

- CUMBO/ «06PATUTECH K MHCTPYKLMW MO NMPUMEHEHUIO;

- CMMBOJ1 «OCTOPOXKHO!»;

- CallT KOMMNaHUN KOMMNaHUW-MPOV3BOANTENS;

- LWTPUX-Kofbl;

- IOrOTUMN KOMMaHWN-NPOV3BOANTENS;

- HaVMeHOBaHMe KOMMaHUN-NPOV3BOAUTESS;
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- a/pec KOMMaHnu-nNpou3BoAnTeNs;
- CUMBO/T Hanmums cepTudmkata CE.

BVALUTION" GAONC EVCLUTIONF DUCCENAL
STENT ?YSTEM ~UNCOVERED STENT SYSTEM - UNCOVERED
SIUVG-2570-8-C... ... fii,:if\|gs-£-27-9-D
b P SIGBA EE»E]: Sl -~
P/ILLKO1
KwiFiniii
PEMOHT

N3genna  nocTaBnstoTCs  CTEPWIbHLIMU - M MpeAHas3HayeHbl TOMbKO ANf  OAHOPa30BOro
MCNONb30BaHMs. He MbiTaliTeCb MOBTOPHO WCMOMb30BaTb WM MPOBOAUTL  TEXHUYECKOE
06CnyXnBaHve.

NMPABUNA YTUNUN3ALNN

MMocne 3aBeplueHWs npouefypbl w3genus crnegyet YTWUAM3MPOBaTb B COOTBETCTBUU C
HaLMOHA/IbHBIMW  MHCTPYKUMAMU /19 GMONOTMYECKN OMAacHbIX MeLUUMHCKUX 0TXof4oB. [ns
CtpaH EC cornacHo Aupektuee 93/42/ESC.

Ona  Poccuitickod  ®efepaumy  COrlaCHO  HauMOHa/bHbIM -+ TpeboBaHUAM,  KOTOpble
pernameHTUpyroTCa cCaHUTapHbLIMK Npasuiammn 1 Hopmamn 2.1.3684-21 ot 28 aHBapsa 2021 roga
«CaHNTapHO-3NMAEMMONOINYEeCKMe TPebOBaHWS K COLEPXaHUIO TEeppUTOPUIn TOPOACKMX W
CeNbCKMX MOCeNeHNi, K BOAHbIM 06beKTaM, MUTLEBOW BOAE M MUTLEBOMY BOLOCHAGXEHWIO,
aTMocepHOMY BO34YXY, MOYBaM, >XW/bIM TMOMELLEHUAM, 3KCMyaTauum MpPon3BOLCTBEHHBIX,
06LLEeCTBEHHbIX MOMELLEHWIA, OpraHM3aLmMm 1 NPoBeLEHUI0 CaHUTAPHO-MPOTUBO3NUAEMUYECKNX
(NpothnNaKTNYECKNX) MEPOMPUATUIA». INUAEMUONIOTMYECKM OMacHble 0TX0/AbI - Knace b.

/nopnmucaHo/ 29 vions 2021 .
CreumanucT no Bonpocam perynmpoBaHus [lata
LLramr;

Cook Ireland Ltd.
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O’XannopaH Poyg,

HawwHn TekHonomkn Mapk,
Jinvepuk, VpnaHgma

Pervnctpauys komnaHum Ne 230176
VAT peructpaupa Ne IE 8203176 O

/nogrmvcaHo/
LLravr:
Hawu LLvaa
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OTTVICKHaA MeYa T HOTapVyCa



MepeBoy 4aHHOro TEeKCcTa BbIMO/HEH NePeBOAYMKOM KOTNApoBbIM AHTOHOM Mropesnyem.

noAarnmcCb

Poccuiickas dPegepauns
"opog Mocksa
TpuauaTb Nepsoro asrycTa fBe ThicAYM ABaALAaTH NEPBOro rofa.
A, Kopeww Bnagnmup KoHCTaHTWHOBKMY, HOTapuyc ropofa MockBbl, CBUAETENLCTBYHO
noA/MHHOCTb nognucy nepesofumka KoTnaposa AHTOHa Vropesuya.
Mognuck caenaHa B MOEM MPUCY TCTBUM.
JInyHocTb noanucasLUero JOKYMeHT YCTaHOB/EHA.

3aperncTpupoBaHo B peecTpe: No 77/2138-H/77-2021-Cj>f-'Ar A
YnnayeHo 3a CoBepLUeHNe HOTapuaibHOro AeNCTBIS: 400 py6. 00 Kon

Mep6oBas neyaTtb
HoTapuyca ropoga
MockBbl Kopcuka B.K.
NHH 770474847174*

MoAnvCh

Bcero npowHypoBaHo, NpoOHyMepoBaHo

n ckpenneHo nevyatbto » 3 nucTt(a)(os)

HoTtapunyc

Poccuiickas depepauyms
Fopoa MockBsa

Tpuguatb NepBOro aBrycra e TbiCA4YM ABajLaTb NepBoro roga.
A, Kopcuk Bnagvmup KOHCTaHTMHOBMY, HOTapuyc ropofa MOCKBbI
N p«TcT™ANN, TBY10 BEPHOCTb KOMWUMW C NPEACTaB/IEHHOrO MHe OKYMeHTa
3aperne® " aHo B peccipe: Ne 77/2138-1/77-2021}-Y Y
YAS5laueH" 3a CMpLUEHM e HOTapUanbHOro Aeiiensus:

B.K Kopak

= \Bé&6rB”poLLHypoBaHO, NPOHYMepPOBaHO
1 cKpenneHo ne”ogpto * N nuct(a)(oB)

HoTapuyc
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