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COOK-

MEDICAL

INSTRUCTIONS FOR USE
Evolution Biliary Stent System Covered

PURPOSE
These devices are intended for the palliation of malignant neoplasms in the biliary tree.

DEVICE DESCRIPTION

The Evolution Biliary Stent System is available in two versions:

- Evolution Biliary Stent System - Partially Covered (EVO-PC-8-9-6-B; EVO-PC-8-9-8-B; EVO-PC-10-
11-4-B; EVO-PC~10-n-6-B; EVO-PC-10-il-8-B)

- Evolution Biliary Stent System - Full Covered (EVO-FC-8-9-6-B; EVO-FC-8-9-8-B; EVO-FC-10-11-4-
B; EVO-FC-10-11-6-B; EVO-FC-10-11-8-B)

The Evolution Biliary Duct Stent System consists of the following two components:
- self-expanding metallic stents
- stent delivery system

Stent Delivery System (Introducer and Handle)

The stent delivery system comprises an introducer and a handle. The introducer consists of two co-axial
catheters (i.e., an inner and outer catheter). A preloaded stent, placed between the inner and outer
catheter, is released by retracting the outer catheter. Once exposed, the stent “self-expands” to conform to
the surrounding anatomy. The movement of the inner catheter with respect to the outer catheter is
controlled by the handle, which allows for desheathing (to deploy the stent) and resheathing (to recapture
the stent during stent deployment). There are four radiopaque markers to aid in the deployment of the
stent while using fluoroscopy. Three of these markers are on the inner catheter and one on the outer
catheter. Inner catheter marker - Length: 3mm +/- 0.25mm. Outer catheters marker - Length: 1.02 mm
(+/- 0.08 mm). The total length of the stent is indicated by radiopaque markers on the inner catheter,
indicating the actual length of the stent in a collapsed state. The stent frame has a diameter of 0.180 mm.
The introducer contains a zip port on the outer catheter to allow for the exit of a pre-positioned wire
guide. The Cook Evolution Biliaiy Stent System features a single-handed deployment handle for
retracting the outer catheter, which provides greater control to the user during stent deployment. The
system also allows the user to recapture the stent if the user fails to place the stent in the desired location.
This can be achieved by pressing a button on the side of the handle, which reverses the direction of the
outer catheter movement. An internal gearing mechanism within the handle makes this possible. Once the
stent is fully recaptured within the outer catheter, the stent may redeploy.
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Figure. Handle. Length 298.29mm (+/- 0.5mm)

The differences in the design of the self-expanding metallic stents from the aforementioned versions are
described below.

The Cook Evolution Biliary Stent System Partially Covered fEVO-PC-8-9-6-B: EVO-PC-8-9-8-B: EVO-
PC-10-11-4-Bi EVO-PC-10-11-6-B: EVQ-PC-10-11-8-B)

Stent constructed of a single, woven, platinum-core nitinol radiopaque wire. The stent foreshortens due to
its design. The stent has a flange at both ends to aid in mitigating migration after the stent has been placed
in the bile duct. A silicone membrane is applied to the surface of the stent; this covers the complete body
of the partially covered stent (not including the flanges at bofti ends). The covering is intended to reduce
the risk of tissue ingrowth. To aid in visibility under fluoroscopy, the stent is manufactured with a
platinum-cored nitinol wire. A lasso loop is included at the proximal end, which can be used to reposition
the stent after placement or for acute removal of the stent, if desired. I’he proximal and distal ends of the
stent are designed with rounded “crowns” to potentially reduce tissue trauma.

Figure 1: The Cook Evolution Biliary Stent System Partially Covered
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The Cook Evolution Biliary Stent System - Full Covered (EVO-FC-8-9-6-B: EVO-FC-8-9-8-B: EVO-
FC-10-11-4-B: EVO-FC-10-11-6-B: EVO-FC-10-11-8-B)

Stent constructed of a single, woven, platinum-core nitinol radiopaque wire. The stent foreshortens due to
its design. The stent has a flange at both ends to aid in mitigating migration after the stent has been placed
in the bile duct. A silicone membrane is applied to the surface ofthe stent; this covers the full stent in the
fully covered version (except where the lasso passes through the silicone). The covering is intended to
reduce the risk of tissue ingrowth. To aid in visibility under fluoroscopy, the stent is manufactured with a
platinum-cored nitinol wire. A lasso loop is included at the proximal end, which can be used to reposition
the stent after placement or for acute removal of the stent, if desired. The proximal and distal ends of the
stent are designed vrith rounded “crowns” to potentially reduce tissue trauma.

Figure 2: The Cook Evolution Biliary Stent System Full Covered

LAV TV,
i <, ' -,
DESIGN
1Fr=0.33 mm
Introduction Introduction Stent Stent
Catalogue number S;fstem System length bpdy St_ent Flange
Diameter (Fr/ Working (mm) diameter  Diameter (mm)
mm) Length (m) (mm)
The Cook Evolution Biliary Stent System Partially Covered
EVO-PC-8-9-6-B 8.5/ 2.8 2 60 8 9
EVO-PC-8-9-8-B 8.5/2.8 2 80 8 9
EVO-PC-10-11-4-B 8.5/2.8 2 40 to n
EVO-PC-10-11-6-B 8.5/2.8 2 60 10 1
EVO-PC-10-1I-S-B 8.5/2.8 2 80 10 n
The Cook Evolution Biliary Stent System Full Covered
EVO-FC-8-9-6-B 8.5/2.8 2 60 8 9
EVO-FC-8-9-8-B 8.5/2.8 2 80 8 9
EVO-FC-10-11-4-B 8.5/2.8 2 40 10 1n
EVO-FC-10-11-6-B 8.5/2.8 2 60 10 1n
EVO-FC-10-U-8-B 8.5/2.8 2 80 10 1
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Radial resistance at 37 C
Test Conditions: The test article was loaded into an introducer sheet and deployed. The test articles were

tested using a low friction, stainless steel machine solutions radial expansion force gauge with a
temperature within the tester maintained at 37 °C + 2 ®@C

Table: Radial force results at 3 mm diameter (Expansion).

Description Expansion force per unit length Pass/Fail
Body diameter X Length (mm) (N/mm)
Evolution Biliary Stent System - Full Range: 0.46 to 0.52 Pass
Covered (10x40) Mean: 0.49

SD: 0.02

Evolution Biliary Stent System - Full Range: 0.41 to 0.53

Covered (8x60) Mean: 0.46

SD: 0.03
Evolution Biliary Stent System - Partially Range: 0.42 to 0.44

Covered (8x60) Mean: 0.43

SD: 0.01

Table: Results of radial reinforcement 6 mm or 8 mm depending on the original stent diameter
(Expansion)

Description Expansion force per unit length Pass/Fail
Body diameter x Length (mm) (N/mm)
Evolution Biliary Stent System - Full Range: 0.15 to 0.19 Pass
Covered (8x60) Mean: 0.17

SD: 0.01

Evolution Biliary Stent System - Full Range: 0.16 to 0.18

Covered (10x40) Mean: 0.17

SD: 0.01
Evolution Biliary Stent System - Partially Range: 0.11 to 0.14

Covered (10x40) Mean: 0.12

SD: 0.01

Axial/pivotal stent strength

Objective: The purpose of this test is to establish and compare the axial force of the devices using a 3-
point bend test.

Table: Results of axial force testing

, Test Article Combined Loading/ Unloading Slope
(N/mm)
Mean SD
Min
Max
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Evolution Biliary Stent (Fully
Covered) 8 x 60 mm 0.25

Evolution Biliary Stent (Partially
Covered) 8 x 60 mm 0.25

Evolution Biliary Stent (Fully
Covered) 10 x 40 mm 0.23

Evolution Biliary Stent (Partially
Covered) 10 x 40 mm 0.22

StcDt deployment strength

SD”0.0l
Min = 0.23
Max = 0.27
SD =0.01
Min = 0.24
Max = 0.26
SD =0.01
Min = 0.22
Max = 0.24
SD = 0.01
Min =0.20
Max= 0.22

Acceptance criteria: The stent deployment force must be below 63N when deployed from a full length
introducer into a water bath heated to 37°C d:2°C in a simulated use model.

Result:
Stent Deployment Force:
The peak force range: 31.70N to 61.95N

Acceptance criteria: The stent deployment force must be below 18N when deployed from a ‘shortie’

introducer into a water bath heated to 37°C +2®C.

Result:
Stent Deployment Force:
The peak force range: 11.25N to 17.35N

Connection strength

Strength Testing- Stent Grasping Feature.

Test Acceptance Criteria
Stent Grasping The Stent Grasping Feature must withstand
Feature - Tensile atensile force of >20.4N when using a rat-
test. tooth forceps at a tensile speed of

330mm/min.

Strength Testing - Inner Catheter Assembly
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Results Pass/ Fail
All test articles met the Pass
acceptance criteria.
Peak Force:
Mean:63.216 N
SD:3.968N
Min: 57.029 N
Max: 71.BON



Tabie: Acceptance criteria and results: strength testing

Test
Yellow Marker
(Stent Carrier) to
Retrieval Loop
Pusher -
Compression
test.

RO Markers -
Tensile test.

Retrieval Loop
Suture to
Retrieval Loop
Shaft - Tensile
test.

Tip (Stent
Carrier) to
Retrieval Loop
Shaft - Tensile
test.

FLLA Socket to
Retrieval Loop
Shaft - Tensile
test.

Acceptance Criteria
The Stent Carrier to Retrieval Loop
Pusherjoint must withstand a
compressive force 0f>23.4N at
330mm/min crosshead speed
(compressive force to be applied to
Yellow Marker).
The RO marker bands must remain
attached to Introduction System for a
tensile force of >7N when a

330mm/min tensile force is applied.

The tensile strength of the Retrieval
Loop wire/suture to Retrieval Loop
Pusherjoint must be >23.4N at
330mm/min cross-head speed.

The Tip must remain attached to the
Stent Carrier when atensile force of
>15N is applied at 330mm/min cross
head speed.

The Stent Carrier must remain attached
to the Retrieval Loop Pusher when a
tensile force of>15N is applied at
330mm/min cross head speed.

I’he strength of the Retrieval Loop shaft
to FLLA Socket joint must be >81.9N
at 330mm/min cross-head speed.

Strength Testing >Outer Sheath Assembly.

Test
Zip Port

Acceptance Criteria

The Distal Flexor to Proximal Flexor

(Proximal Flexor joint (Zip Port) must achieve a
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inner catfteter assembly.

Results
All test articles withstood a
force of>23.4N.
The minimum force tested to
was 23.504 N.

All test articles met the
acceptance criteria.
Peak Force:
Mean;26.591N
SD:6.862N

Min: 18.697 N

Max; 42.969 N

All test articles withstood a
force 0f>23.4N.

The minimum force tested to
was 23.516 N.

All test articles met the
acceptance criteria.

Peak Force:

Mean:32.576N
SD: 6.167 N

Min: 22.878 N
Max; 46.808 N

All test articles met the
acceptance criteria.
Peak Force;
Mean;141.207N
SD;6.333 N

Min: 122.317 N
Max: 152.304 N

Results
All test articles withstood a
force of>23.4N.

Pass/ Fail

Pass

Pass

Pass

Pass

Pass

Pass

Pass/ Fail

Pass



Test
to Distal Flexor
joint) -
Compression
test.
Zip Port
(Proximal Flexor
to Distal Flexor
joint) - Tensile
test.

Shuttle to
Proximal Flexor
- Compression
test.

Shuttle to
Proximal Flexor
- Tensile test.

Shuttle to Belt -
Tensile test.

Acceptance Criteria
compressive force strength of>23.4N at
330mm/min cross head speed.

The Distal Flexor to Proximal Flexor
joint (Zip Port) must achieve a tensile
strength 0f>23.4N at 330mm/min cross

head speed.

The Proximal Flexor to Handle Shuttle
joint must achieve a compressive force
strength of >81.9N at 330mm/min cross
head speed.

The Proximal Flexor to Handle Shuttle
joint must achieve a tensile strength of
>819N at
speed.

330mm/min cross-head

The Shuttle to Belt joint must achieve a
tensile strength of>81.9N at
330mm/min cross-head speed.

Strength Testing - Lock Wire Assembly.

Results

The minimum force tested to

was 23.503N.

All test articles met the
acceptance criteria.
Peak Force:
Mean:45.827N
SD:2.055N

Min: 42.894 N

Max; 48.580 N

All test articles withstood a

force of>81.9N.

The minimum force tested to

was 82.002N.

All test articles met the
acceptance criteria.
Peak Force

Mean: 108.663 N
SD:0.939N

Min: 106.192 N

Max: 110.007 N

All test articles met the
acceptance criteria.
Peak Force;
Mean:446.834N
SD:100.183N

Min: 228.860 N

Max: 587.805 N

Table: Acceptance criteria and results: strength testing—lock wire assembly.

Test

Lock Wire Assembly
(Stent Lock Wire to
Lock Wire Anchor
Assembly) - Tensile

test.
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Acceptance Criteria

The Lock Wire Anchor Assembly
to Lock Wire joint force must be
>35N at 330mm/min cross head
speed.
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Results

All test articles met the
acceptance criteria.
Peak Force:
Mean:67.400 N
SD:2.499N

Min: 64.131 N

Max: 73.755 N

Pass/ Fail

Pass

Pass

Pass

Pass

Pass/ Fail

Pass



nun results indicated apply to all versions Evolution Biliary Stent System - Partially Covered and
Evolution Biliary Stent System - Full Covered.

Silicone Coating Details of Evolution Biliary Stent System - Partially Covered:

Catalogue number The minimum  Maximum Silicone coating thickness, mm

diameter of the diameter of

silicone coating, silicone coating,

mm mm
EVO-PC-8-9-6-B 45 55 0.06 (+O.03/M10.02 mm)
EVO-PC-8-9-8-B 65 75 0.06 (+0.03/-0.02 mm)
EVO-PC-10-11-4-B 25 35 0.06 (+0.03/-0.02 mm)
EVO-PC-IO-n-6-B 45 55 0.06 (+0.03/-0.02 mm)
EVO-PC-10-11-8-B 65 75 0.06 (+0.03/-0.02mm)

Silicone coating thickness of Evolution Biliary Stent System - Full Covered - 0.06 mm {-r0.03/-0.02 mm)

For stents covered with silicone, the availability of information on the area of the stents is not provided
for by the production.

Temperature conditions for transportation:
Products are stable at a temperature of transportation from -50 to +50 C.

INSTRUCTIONS FOR USE
Evolution Biliary Stent System - Partially Covered tEVO-PC-8-9-6-B; EVO-PC-8-9-8-B; EVO-PC-
10-11-4-B; EVO-PC-10-11-6-B: EVO-PC-1Q-11-8-B)

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.

Warning: The safety and effectiveness of this device for use in the vascular system has not been
established.

INTENDED USE
This device is used in palliation of malignant neoplasms in the biliary tree.

STENT DESCRIPTION

This flexible, self-expanding biliary metal stent is constructed of a single, woven, platinum core nitinol
radiopaque wire. The partially covered stent has the potential to reduce tumor ingrowth through the stent.
The stent has a flange at both ends to aid in preventing migration after the stent has been placed in the bile
duct. There is a yellow grasping loop at the end of the stent, the purpose is to reposition distally/remove
the stent during initial stent placement procedure in the event of incorrect placement. The stent
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foreshortens due to its design. The total length of the stent is indicated by radiopaque markers on the inner
catheter (Fig. D, 2 & 4), indicating the actual lengtii of the stent in a collapsed state. 1be 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. There are four radiopaque
markers to aid in the deployment of the stent while using fluoroscopy, and a yellow endoscopic marker
for transpapillaiy placement.

CONTRAINDICATIONS

Those specific to ERCP and any procedure to be performed in conjunction with stent placement.
Additional contraindications include, but are not limited to: inability to pass the wire guide or stent
through the obstructed area, biliary duct strictures of benign etiology, biliary obstruction preventing
endoscopic cholangiography, concurrent perforated bile duct, those patients for whom endoscopic
procedures are contraindicated, patients with coagulopathy, concurrent bile duct stones, very small
intrahepatic ducts and any use other than those specifically outlined under Intended Use.

POTENTIAL ADVERSE EVENTS

Potential adverse events associated with ERCP include, but are not limited to: allergic reaction to contrast
or medication, aspiration, cardiac arrhytlimia or arrest, cholangitis, cholecystitis, cholestasis, hemorrhage,
hypotension, infection, pancreatitis, perforation, respiratory depression or arrest, sepsis.

Additional adverse events that can occur in conjunction with biliary stent placement include, but are not
limited to: allergic reaction to nickel, bile duct ulceration, death (other than due to normal disease
progression), fever, inflammation, ingrowth due to tumor or excessive hyperplastic tissue, nausea,
obstruction of the pancreatic duct, pain/discomfort, perforation, recurrent obstructive jaundice, stent
migiation, stent misplacement, stent occlusion, trauma to the biliary tract or duodenum, tumor
overgrowth, vomiting.

PRECAUTIONS

O Refer to the package label for the minimum channel size required for this device.
A complete diagnostic evaluation should be performed prior to placement to measure the stricture length
and determine the proper stent length. The stent length chosen should allow for additional length on either
side of the stricture.
If wire guide or stent cannot advance through obstructed area, do not attempt to place stent.
Stent should be placed using fluoroscopic and endoscopic monitoring.
The stent should only be placed with the Cook delivery system, which is provided with each stent.
This stent is intended for palliative treatment only. Alternate methods of therapy should be investigated
prior to placement.
Long-term patency with this stent has not been established. Periodic evaluation of the stent is advised.
Assessment must be made to determine the necessity of sphincterotomy or balloon dilation prior to stent
placement. In the event sphincterotomy or balloon dilation is required, all appropriate cautions, warnings
and contraindications must be observed.
The stent cannot be recaptured after the deployment threshold has been passed. The position of the red
maiker on the top of the handle in relation to point-of-no-retum position on the handle label indicates
when threshold has been passed.
Do not attempt to reload a deployed stent.
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Do not use this device for any other purpose than the stated intended use.

Not compatible with THSF wire guide.

Use ofthis device is restricted to a trained healthcare professional.

Passing a second stent delivery system through ajust deployed stent is not recommended and could cause
the stent to dislodge. To reduce the risk of stent dislodgement ensure that the delivery system is
completely recaptured following stent deployment.

The safety and effectiveness of this device for use in the vascular system has not been established.
Placement of a partially covered stent across a branch duct or major bifurcation may result in obstruction.
This stent is not intended to be removed after initial stent placement and is considered a pemianent
implant. Attempts to remove the stent after placement may cause damage to the surrounding mucosa.

This device is not intended to be deployed through the wall of a previously placed or existing metal stent.
Doing so could result in difficulty or inability to remove introducer.

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

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

After stent placement, additional methods of treatment such as chemotherapy and irradiation may
increase the risk of stent migration due to tumor shrinkage, stent erosion, and/or mucosal bleeding.

If the package is opened or damaged when received, do not use. Visually inspect with paiticular 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.

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

MRI INFORMATION

This symbol means the device is MR conditional
Non-clinical testing has demonstrated that the Evolution Biliary 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
e Static magnetic field of 3 Tesla or less
» Highest spatial magnetic gradient field of 1600 Gauss/cm or less
Non-clinical evaluation was conducted in a MR system (Excite, General Electric Healthcare) with a
maximum spatial magnetic gradient field of 1600 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-Reiated Heating
1.5 and 3.0 Tesla Systems: It is recommended to scan in normal operation mode (whole body averaged
specific absorption rate (SAR) = 2.0W/ 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 Biliary Stent produced a maximum temperature rise of 2.1®C (for a
single stent) during 15 minutes of MR imaging (i.e., for one scanning sequence) performed in a MR 1.5
Tesla System (Siemens Medical Solutions, Malvern, PA, Software Numaris/4) at an MR system reported
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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 Biliary Stent produced a maximum temperature rise of 3.1°C (for a
single stent) during 15 minutes of MR imaging (i.e., for one scanning sequence) performed in a MR 3
Tesla System (Excite, GE Electric Healthcare, Milwaukee, WI, Software 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
7 mm of the position of the Evolution Biliary 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). Therefore, it may be necessary to optimize MR imaging
parameters for the presence of this metallic stent.

It is recommended that patients register the conditions under which the implant can safely be scanned
with the MedicAlert Foundation (www. medicalert.org) or an equivalent organization.

EQUIPMENT REQUIRED
Stent and Delivery System
.035 inch wire guide

Fusion Wire Lock

PRQCEDURE PREPARATIQN
With duodenoscopc in place, introduce a wire guide, floppy tip first and advance until it is
fluoroscopically visualized in position through stricture.

INSTRUCTIQNS FQR USE

1. Remove stent delivery system from package and backload device over a prepositioned wire guide,
ensuring that the wire guide exits catheter at Zip port (Fig. Al, A2).

2. Unlock wire guide from Fusion Wire Guide Locking Device.

3. Introduce device in short increments into accessory channel of duodenoscopc until Zip port is inside of
the accessory channel, then relock wire guide. Continue advancing device in short increments.

4. With elevator open, advance device until endoscopically visualized exiting duodenoscope.

5. For transpapillary placement reference the yellow marker for accurate stent positioning. Note: Stents
bridging papilla should extend beyond papilla and into duodenum approximately 0.5 cm after
deployment.

6. Under fluoroscopic guidance, with elevator open, continue to advance the device in short increments
until the stent is fluoroscopically visualized througli the stricture. Fluoroscopically visualize radiopaque
markers on inner catheter at either end of stent and position the inner radiopaque markers (Fig. and
D,4) a minimum of 1 cm beyond the stricture so that it bridges stricture completely.

7. Confrnn desired stent position fluoroscopically. To deploy stent, remove red safety guard from handle,
(Fig. B) then squeeze the trigger. Note: Each fixll trigger squeeze will deploy stent by an equal amount.

8. 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-return, indicated when red marker on top of handle
has passed the point-of-no-return position on the handle label (Fig. C).

To fluoroscopically monitor the point-of-no-retum (Fig. D, 5), the stent can be recaptured until the point
where the outer catheter radiopaque marker (Fig. D, 1) is aligned with the second inner catheter
radiopaque marker (Fig. D, 3).
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Note; It is not possible to recapture stent after the outer radiopaque marker (Fig. D, 1) passes the second
inner radiopaque marker (Fig. D, 3).

Note: The stent can be recaptured a maximum of three times.

9. To reposition the stent, the stent must first be recaptured and the elevator must be open. Note: Do not
push forward on the delivery system with stent partially deployed. Push direction button on side of
deliveiy handle to opposite side (Fig. E1). Note: Hold thumb on button when squeezing trigger for first
time to recapture. Continue squeezing trigger as required to recapture stent by desired amount.

10. To resume deployment, push button to opposite side again and hold button for first stroke while
squeezing trigger (Fig, E2).

11. When stent point-of-no-retum has been passed, disconnect luer lock fitting to remove safety wire
completely from delivery handle (Fig. F).

12. Continue deploying stent by squeezing trigger.

13. After deployment, fluoroscopically confirm full stent expansion. While maintaining wire guide
position, push direction button on side of delivery handle to opposite side (Fig. EI). Squeeze the trigger
to completely recapture the delivery system. Unlock the wire guide from Fusion Wire Guide locking
device. The device can be safely removed with the elevator of the duodenoscope fully down.

To reposition distally/remove stent during initial stent placement procedure, grasp the yellow grasping
loop at end of stent with forceps (Fig. G) and reposition distally/remove as required.

Upon completion of procedure, dispose of device per institutional guidelines for biohazardous
medical waste.
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INSTRUCTIONS FOR USE
Evolution Biliary Stent System - FuH Covered fEVO-FC-8-9-6-B; EVO-FC-8-9-8-B: EVO-FC-10-
11-4-B: EVO-FC-10-11-6-B: EVO-FC-10-11-8-B)
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.

Warning: The safety and effectiveness of this device for use in the vascular system has not been
established.

INTENDED USE

This device is used in palliation of malignant neoplasms in the biliary tree.
Page 13 of 23
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STENT DESCmPTION

This flexible, self-expanding biliary metal stent is constructed of a single, woven, platinum core nitinol
radiopaque wire. The fully covered stent has the potential to reduce tumor ingrowth through the stent. The
stent has a flange at both ends to aid in preventing migration after the stent has been placed in the bile
duct. There is a yellow grasping loop at the end of the stent, the purpose is to reposition distally/remove
the stent during initial stent placement procedure in the event of incorrect placement. The stent
foreshortens due to its design. The total length of the stent is indicated by radiopaque markers on the inner
catheter (Fig. D,2 & 4), indicating the actual length of the stent in a collapsed state. The proximal and
distal ends ofthe 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, and a yellow
endoscopic marker for transpapillary placement. The position of tlie 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. There are four radiopaque markers to aid in the deployment of
the stent while using fluoroscopy.

CONTRAINDICATIONS

Those specific to ERCP and any procedure to be performed in conjunction with stent placement.
Additional contraindications include, but arc not limited to: inability to pass the wire guide or stent
through the obstructed area, biliary duct strictures of benign etiology, biliary obstruction preventing
endoscopic cholangiography, concurrent perforated bile duct, those patients for whom endoscopic
procedures are contraindicated, patients with coagulopathy, concurrent bile duct stones, very small
intrahepatic ducts and any use other than those specifically outlined under Intended Use.

POTENTIAL ADVERSE EVENTS

Potential adverse events associated with ERCP include, but are not limited to; allergic reaction to contrast
or medication, aspiration, cardiac arrhythmia or arrest, cholangitis, cholecystitis, cholestasis, hemorrhage,
hypotension, infection, pancreatitis, perforation, respiratory depression or arrest, sepsis.

Additional adverse events that can occur in conjunction with biliary stent placement include, but are not
limited to: allergic reaction to nickel, bile duct ulceration, death (other than due to normal disease
progression), fever, inflammation, ingrowth due to tumor or excessive hyperplastic tissue, nausea,
obstruction of the pancreatic duct, pain/discomfort, perforation, recurrent obstructive jaundice, stent
migration, stent misplacement, stent occlusion, trauma to the biliary tract or duodenum, tumor
overgrowth, vomiting.

PRECAUTIONS

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

A complete diagnostic evaluation should be performed prior to placement to measure the stricture length
and determine the proper stent length. The stent length chosen should allow for additional length on either
side of the stricture.

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

Stent should be placed using fluoroscopic and endoscopic monitoring.

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

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

Long-term patency with this stent has not been established. Periodic evaluation of the stent is advised.
Assessment must be made to determine the necessity of sphincterotomy or balloon dilation prior to stent
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placement. In the event sphincterotomy or balloon dilation is required, all appropriate cautions, warnings
and contraindications must be observed.

The stent cannot be recaptured 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.

Do not attempt to reload a deployed stent.

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

Not compatible with THSF wire guide.

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

Passing a second stent delivery system through ajust deployed stent is not recommended and could cause
the stent to dislodge.

WARNINGS

Placement of a fully covered stent across a branch duct or major bifurcation may result in obstruction.
This stent is not intended to be removed after initial stent placement procedure and is considered a
permanent implant. Attempts to remove the stent after placement may cause damage to the surrounding
mucosa.

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

This device is not intended to be deployed through the wall of a previously placed or existing metal stent.
Doing so could result in difficulty or inability to remove introducer.

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

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

After stent placement, additional methods of treatment such as chemotherapy and irradiation may
increase the risk of stent migration due to tumor shrinkage, stent erosion, and/or mucosal bleeding.

If the 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.

The safety and effectiveness of this device for use in the vascular system has not been established.

MRI INFORMATION

This symbol means the device is MR conditional.
Non-clinical testing has demonstrated that the Evolution Biliary 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
» Static magnetic field of 3 Tesla or less
» Highest spatial magnetic gradient field of 1600 Gauss/cm or less
Non-clinical evaluation was conducted in a MR system (Excite, General Electric Healthcare) with a
maximum spatial magnetic gradient field of 1600 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
specific absorption rate (SAR) = 2.0W/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).
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1.5 Tesla Temperature Rise

In non-clinica! testing, the Evolution Biliary Stent produced a maximum temperature rise of 2.1°C (for a
single stent) during 15 minutes of MR imaging (i.e., for one scanning sequence) performed in a MR 1.5
Tesla System (Siemens Medical Solutions, Malvern, PA, Software Numaris/4) 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-clinicai testing, the Evolution Biliary Stent produced a maximum temperature rise of 3.1°C (for a
single stent) during 15 minutes of MR imaging (i.e., for one scanning sequence) performed in a MR 3
Tesla System (Excite, GE Electric Healthcare, Milwaukee, WI, Software 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
7 mm of the position of the Evolution Biliary Stent, as found during non-clinical testing using the
sequence: Tl-weighted, spin echo and gradient echo pulse sequence in a 3.0 Tesla MR system (Excite,
General Electric Healthcare, Milwaukee, WI). Therefore, it may be necessary to optimize MR imaging
parameters for the presence of this metallic stent.

It is recommended that patients register the conditions under which the implant can safely be scanned
with the MedicAlert Foundation (www.medicalert.org) or an equivalent organization.

EQUIPMENT REQUIRED
Stent and Delivery System.
035 inch wire guide

Fusion Wire Lock

PRQCEDURE PREPARATION
With duodenoscope in place, introduce a wire guide, floppy tip first and advance until it is
fluoroscopically visualized in position through stricture.

INSTRUCTIONS FOR USE

1. Remove stent delivery system from package and backload device over a prepositioned wire guide,
ensuring that the wire guide exits catheter at Zip port (Fig. Al, A2).

2. Unlock wire guide from Fusion Wire Guide Locking Device.

3. Introduce device in short increments into accessory channel of duodenoscope until Zip port is inside of
the accessory channel, then relock wire guide. Continue advancing device in short increments.

4. With elevator open, advance device until endoscopically visualized exiting duodenoscope.

5. For transpapillary placement reference the yellow marker for accurate stent positioning. Note: Stents
bridging papilla should extend beyond papilla and into duodenum approximately 0.5 cm after
deployment.

6. Under fluoroscopic guidance, with elevator open, continue to advance the device in short increments
until the stent is fluoroscopically visualized tlirough the stricture. Fluoroscopically visualize radiopaque
markers on inner catheter at either end of the stent and position the inner radiopaque markers (Fig. D,2
and D,4) a minimum of 1cm beyond the stricture so that it bridges stricture completely.

7. Confirm desired stent position fluoroscopically. To deploy stent, remove red safety guard from handle,
(Fig. B) then squeeze the trigger. Note: Each ftill trigger squeeze will deploy stent by an equal amount.

8. 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 handle
has passed the point-of-no-retum position on the handle label (Fig. C).
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To fluoroscopically monitor the point-of-no-retum (Fig. D, 5), the stent can be recaptured until the point
where the outer catheter radiopaque marker (Fig. 1) is aligned with the second inner catheter
radiopaque marker (Fig. D, 3).

Note: It is not possible to recapture stent after the outer radiopaque marker (Fig. D, 1) passes the second
inner radiopaque marker (Fig. D, 3).

Note: The stent can be recaptured a maximum of three times.

9. To reposition the stent, the stent must first be recaptured and the elevator must be open. Note: Do not
push forward on the delivery system with stent partially deployed. Push direction button on side of
delivery handle to opposite side (Fig. EI). Note: Hold thumb on button when squeezing trigger for first
time to recapture. Continue squeezing trigger as required to recapture stent by desired amount.

10. To resume deployment, push button to opposite side again and hold button for first stroke while
squeezing trigger (Fig. E2).

11. When stent point-of-no-retum has been passed, disconnect luer lock fitting to remove safety wire
completely from delivery handle (Fig. F).

12. Continue deploying stent by squeezing trigger.

13. After deployment, fluoroscopically confirm full stent expansion. While maintaining wire guide
position, push direction button on side of the delivery handle to opposite side (Fig. EIl). Squeeze the
trigger to completely recapture the delivery system. Unlock the wire guide from Fusion Wire Guide
locking device. The device can be safely removed with the elevator of the duodenoscope fully down.

To reposition distally/remove stent during initial stent placement procedure, grasp the yellow grasping
loop at end of stent with forceps (Fig. G) and reposition distally/remove as required.

Upon completion of procedure, dispose of device per institutional guidelines for biohazardous
medical waste.
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1) MATERIALS
Evolution Biliary' Stent System mPartially Covered (EVQ-PC-8-9-6-B: EVO-PC-8-9-8--B: EVO-PC-10-
11-4-B: EVO-PC-10-11-6-B: EVO-PC-10-11-8-B): Evolution Biliary Stent System - Fully Covered

Stent Components Patient
contact
Stent wire Nickel-titanium (nitinol) wire with Platinum Core Yes

Nitinol allov fnickel-titanium)
Nickel 54,5 -57.0
Carbon 0.05 Max
Oxygen 0.05 Max
Hydrogen 0.005 Max
Titan Decisive
Stent Cover Silicone MED-4755 Yes

Stent Su b Assembly (includes stent coating)
Stent Grasping Feature Ultrahigh  molecular  weight  polyethylene Yes
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Stent Cover
(Second treatment)

Second Assep”™nN

Location ~scnptioii

Handle EVO biliary nozzle
Introducer  Suture: white force fibre

Introducer Adhesive: Loctite 4061

(15544)

Introducer Adhesive: Loctite
4161(26078)

Introducer Retrieval Loop
Assembly

Introducer Tubing: Nylon Special

Clear
Introducer Adhesive: Loctite
20268/26073(14500)

Introducer Cannula: Stainless Steel,
Tapered

Introducer Tube: HDPH

Introducer Tantalum  Radiopaque
Marker Band
Introducer Adhesive
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(UHMWPE)/Nitinol
Nitinol allov fnickel-titaniuml
Nickel 54.5 -57.0
Carbon 0.05 Max
Oxygen 0.05 Max
Hydrogen 0.005 Max
Titan Decisive
/PTFE Teflon
Silicone MED-4755

Delivery system

Lexan

Ultrahigh  molecular  weight
(UHMWPE)
Adhesive (Cyanoacrylate)

Adhesive (Cyanoacrylate)

Stainless steel A1S1304 (Alloy code:

C Max 0.08
Cr 18-20

Fe 66.345 -74
Mn Max 2
Ni8- 105

P Max 0.045
S Max 0.03
Cu Max 1)

[ Solder - Silver (alloy: 78% silver,

palladium and 2% platinum)
Nylon 6/ Vestamid L2101F

Adhesive (Cyanoacrylate)

Stainless steel AISI 304 (Alloy code:

C Max 0.08

Cr 18-20

Fe 66.345 - 74

Mn Max 2

Ni8- 105

P Max 0.045

S Max 0.03

Cu Max 1)

High density polyethylene 276-73
Tantalum Grade R05200

Loctite 4061 / Aciylic

polyethylene

Yes

No
Yes

Yes

No

Yes

Yes

No

No

Yes
Yes

Yes



Introducer Connector FLLA

Introducer Cannula: Stainless Steel,
Flared

Handle Adapter: Female
Luerlock (FLLA
Adapter)

Handle Belt Pulleys

Handle CAM Roller

Handle Handle Outer Shell Left

Handle Handle  Outer  Shell
Right

Hemdle Idler Pin

Handle RMN Pulley Stabiliser

Handle Optibeit Drive Belt

Handle SEMS Compression
Spring

Handle PONR Label

Introducer EVO Biliary Introducer
Tip

Introducer Tubing

Introducer Tubing: PTFE Extruded

Introducer Stainless Steel Crimping
Band

Introducer Tubing: Nylon Special
Clear

Introducer Tubing: Nylon Special
Clear
(Distal  Outer  Clear
Tube)

Introducer Adhesive: Loctite 4061
(15544)

Introducer Tubing: Braided
Polyimide
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Polycarbonate lupilon
Stainless steel AISI 304 (Alloy code:
C Max 0.08
Crl8-20

Fe 66.345-74

Mn Max 2

Ni8-10.5

P Max 0.045

S Max 0.03

Cu Max 1)
Polycai'bonate lupilon

Acetal

Acetal

lupilon polycarbonate / Acrylonitrile butadiene

styrene blend (ABS POLIMAXX GA800)

lupilon polycarbonate / Acrylonitrile butadiene

styrene blend (ABS POLIMAXX GA800)

Stainless steel AISI 304

Aluminum (Alloy A199.8

1080A: Silicon - 0,15%; Iron - 0.15%; Copper -
0.03%; Manganese - 0.02%; Magnesium - 0.02%;
Zinc - 0.06%; Titanium -0.02%; Aluminum

not less than 99.80%0)

Polychloropen Neopren,

Polyamide

Stainless steel 304 with PTFE micron coating

Kevlar-49 Glasscord,

Fasson PP Light Top
Pebax with with 40% Barium (Natural)

Nylon 12

PTFE (Polytetrafluroethlene),
Natural

Stainless steel 304

Nylon 12

Nylon 12, Natural
Vestamid L2101F
Adhesive (Cyanoacrylate)
Braided Polyimide

Polyamide Elastomer - Blend of Nylon 12 and
Polyester Block-Polyamide Copolymer

No
No

No

No
No
No

No

No
No

No

No

No
Yes

Yes
No

No

Yes

Yes

Yes

Yes



(proprietary formula)

Zip Port Sub Assembly

Introducer Tube Nylon 12 No

Introducer Adhesive: Loctite 4061 Adhesive (Cyanoacrylate) Yes
(15544)

Introducer EVO Biliary Shuttle Polycarbonate lupilon No
Cap

Introducer Shuttle Polycarbonate Lexan No

Introducer Tubing: Nylon 12 No

Introducer Flexor: Distal section Pebax / P'iFli / Stainless Steel Yes

Ring: Platinum with Iridium

Introducer Flexor: Distal section Westamide and Pebax / PTFE (Teflon) / 304 vyes
stainless steel
Band: platinum with iridium

Introducer Flexor: Hypotube Nylon 6/304 Stainless Steel Wire No
Flexor, Braided Tube; PTFE (natural) Tecaflon PTFE
(Proximal Flexor)
Introducer Wire: Tibeta PTFE Ti"Beta PTFE coated (Teflon) Yes
Coated
(Lock Wire)
Introducer Retaining Wire Housing  Polycarbonate Lexan No
Introducer Retaining Wire Anchor  Stainless steel 304 No
Introducer Lock Wire Screw Polycarbonate Lexan No
Handle
Various Components Polycarbonate Lexan / Acetal / Delrin/ Stainless No
Steel 304

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 RESOLUTION PROCEDURE
Please notify Cook for return authorization.
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@schag.ru
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<]

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 lime of
manufacture (factory symbol) to the stated expiration date (hourglass symbol). The difference between
both dates is the shelf life.

Evolution Biliary Stent System - Partially Covered and Evolution Biliary Stent System - Full Covered
have expiration date two (2) years.

STKRTT.ZATION DETAILS

These products supplied sterile in peel open packages utilizing an EtO (Ethylene Oxide) validated method
to a sterility assurance level (SAL) of IO 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 tlie product is sterile.

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

STORAGE RULES
These products should be stored in a dry place away from extreme temperatures / data should be stored in
a dark, dry, cool place, avoiding prolonged 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.

LABELING

These products are 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:
- tlie 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;

- humber of the 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 ‘4o sale by or on the order of a physician”;

- site of the manufacturing company;

- barcodes;

- the logo of the manufacturing company;

- name of the manufacturing company;

- address of the manufacturing company;

«symbol of the presence ofthe CE certificate.
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REPAIRS

Devices are supplied sterile and for single-use only. Do not attemptto 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, f or water bodies, drinking water and drinking water
supply, atmospheric air, soils, living quarters, operation of mdustrial, public premises, organization
and implementation of sanitary and anti-epidemic (preventive) measures . Epidemiologically

«I hazardous waste - class B.
N (\aaM cu/(<.
RegulApry Affairs Specialist

NIALL SHEENY

Notary Public
~Glentworth St, Umertek
Commfssioned For Ufe
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Date

Cook Ireland Ltd.

O’Haloran Road
National Technology Park
Limerick, Ireland
Company Registration No. 230176
VAT Registration No. IE §;



MepeBog C aHIIMNCKOrO A3blKa HA PYCCKUI A3bIK

HoTtapunanbHas KoHTOpa
Haina LWwnxun

6/7, FCNeHTyopT YA.,

JNTnmepuk

WpnaHonsa

TeneoH +353 61 414355

dakc+ 353 61 414738

dnekTpoHHadA noyta nshechv@sellors.ie

BCEM 3AVMHTEPECOBAHHbLIM NNUAM, A, Haiin LWnxn, HoTapuyc, AO/KHbIM 06pa3om
YMNO/JITHOMOYEHHbI U NPUCATHYBLUWIA, Beaywnii gena no agpecy: 6/7 FneHteop yA., r. Jinmepuk,
Pecny6nuka Npnangusa, HACTOALWNMM MOATBEP>XAAHK, 4uTo A 3HaKOM C cepTumnkatamu,
KOTOpble MepuogMyecku BbinyckaeT KomnaHusa Cook lIreland Ltd., u 4To npunaraemblii
LOKYMEHT ABNAETCHA OPUTNHA/IOM AOKYMeHTa MHCTPYKUMA no npumeHeHnto na MW CTeHTbI-
3HAONpOTE3bl 6MIMapPHbIe HUTUHO/IOBbLIE MOKPbITbie EVOLUTION, KoTOpbIA S nognucan m
CKpenua ne4yatblo, M UYTO OpPUTrMHan, KOTOpbIi 6bln MpefcTaB/fieH MHe Ha pacCMOTpeHwue,
ABNAETCA NOA/INHHBIM,

TAKXXE A MOATBEPXAAK HacToAwmMm AoKyMeHTOM no 3anpocy Cook lIreland Ltd., uTto
JaHHasa KoMnaHusa BegeT 6mu3sHec no agpecy: O’XannopaH Poya, HawHn TekHonomxu Mapk, B
ropoge Jiumepuk, MpnaHamsa, Ans cOOTBETCTBYHOUWLMX KOMMETEHTHbLIX OpraHoB B PoccuiicKoii
degepaumn 1 4N BCEX, KOFO 3TO MOXET KacaTbCs.

B MOATBEPXAEHWE YEIO A cTaBnto CBOK NOAMNUCHL M NeyaTb.

/nognucaHo/ 9 aBrycra 2021 r.

Haiin LWuxn Oata
I" HoTapuyc

LWTamn:

Haiin LWunxu

HoTtapuyc

6/7 T'neHTBOP YAN., I. JInMepunk

MOXWU3HEHHas NNLEH3NA OTTUCKHas ne4yaTb HoTapuyca
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Kpyrnas nevarb:
JenaptameHT IHOCTpaHHbIX fden
n Toprosnu

AMOCTWNb
(Faarckaa KoHBeHUMA 0T 5 okTA6pa 1961 ropa)
CrpaHa: MPNAHAOP1A
[aHHbIN rocyfapCTBEHHbI
OOKYMEHT 6bIN NoAnucaH: Haiin LLnxw

BbICTYNatollleil B KayecTse: HoTapuyc
CKPEM/IeHO MevyaTbio/WTamMmmnom:

3aBepeHo
5. B r. Kopk
6. 16.08.2021 .
7. JenaptameHTOM VIHOCTpaHHbIX en n Toprosnu
8. Ne 7742352021
9. Mevats/wTtamn: JenapTaMeHT VIHOCTpaHHbIX [en n Toprosau
10. Mopnuck: /nognuncaHo/

Hactoawwmii anoctunb MoATBepXAaeT TOMbKO MNOAMIMHHOCTb MNOAMWCM W AO/MKHOCTb /Mua, nojnucaBlLero
ny6ANYHbIA  AOKYMEHT, W, rfe BO3MOXHO, MNOAJIMHHOCTbL MeyaTM WAM WTamna Ha ny6/MYHOM [OKYMeHTe.
HacTosiwmm anocTunb He MOATBEPXAAET COAEPXKaHNA AOKYMEHTA, A5 KOTOPOro OH 6bia BbiNylweH. a5 npoBepKu
BbINMyCKa HacTosAwero anoctuns cm. www.authentications.dfat.ie

Homep cboky: 327404
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Norotun Cook Medical

WMHCTPYKUWMNA MO NMPUMEHEHWIO
CTeHTbI-3HAONpPOTE3bl GUIMAPHBIE HUTUHONOBbLIE NOKPbIThie EVOLUTION

HA3SHAYEHWE

[aHHble  ycTpolicTBa  MnpegHa3Ha4yeHbl AN nannmaTMBHOIO  JleYeHus
HOBOOGpa3oBaHMIi B XXE/TUYEBbIBOASALLNX MPOTOKAX.

3/10Ka4YeCTBEHHbIX

OMMCAHNE N3[OENUNA

CTeHTbI-aHAONPOTE3bl 6UNMapHbie Evolution npegcTaBneHbl AByMSA BEPCUAMMN:
«CTeHTbI-3HAoNpoTe3bl Evolution Biliary Stent System - Partially Covered ¢ 4acTUYHbIM MNOKPbITUEM
(EVO-PC-8-9-6-B; EVO-PC-8-9-8-B; EVO-PC-10-11-4-B; EVO-PC-10-11-6-B; EVO-PC-10-11-8-B)
*CTeHTbI-3HA0MNpoTe3bl Evolution Biliary Stent System - Fully Covered - ¢ nonHbIM nokpbiTuem (EVO-
FC-8-9-6-B; EVO-FC-8-9-8-B; EVO-FC-10-11-4-B; EVO-FC-10-11-6-B; EVO-FC-10-11-8-B)

CTeHTbI-3HA0NpPOTE3bl 6UNMapHble Evolution cocTosAT U3 ABYX CNEAYIOLLUX KOMMOHEHTOB:
- caMopa3BepThbIBAKLLANCS METAN/INYECKUNI CTEHT
- cucTema AOCTaBKM CTeHTa

Cuctema f0CTaBKU CTeHTa (MNTPOALIOCEP M PYKOATKA)

Cucrema LOCTaBKU CTEHTa COCTOMT W3 UHTpPOAblOCEPa M PYKOATKU. VIHTpogblocep COCTOUT M3 ABYX
KOaKCHa/lbHbIX KaTeTepoB (T.e. BHYTPEHHEro M BHeWHero Kartetepa). NpeaBapuTenbHO YCTAHOBIEHHbI
CTEHT PacnosioXXeH MeXJy BHYTPEHHMM KaTeTepoM W BHELWHWUM KaTeTepoMm, 0CBO6GOXAaeTcA MNyTem
BTArMBaHWS BHELLIHEro KaTeTepa. [ocne BbICBOOOXEHUSA CTEHT «caMmopacLlnpseTca» B COOTBETCTBUM C
OKPYXalLWVM ero aHaToMm4yeckum obpasoBaHuem. [ BUXEHUE BHYTPEHHEro KarteTepa OTHOCUTENbHO
BHELLHEro KaTeTepa KOHTPO/IMPYETCA PYKOATKOW, KOTOpas MO3BONAET CHWUMaTb  060/104KY
(pa3BepTblBaTh CTEHT) M NOBTOPHO HaknajbiBaTb 060/104KY (MOBTOPHO 3axBaTblBaTb CTEHT BO BPeMSA
pa3BepTbiBaHNA CTeHTa). Ha KateTepax CUCTeMbl [OCTaBKM WMEHTCA YeTbipe PeHTreHOKOHTpPacTHble
Mapkepa, KOTOpble MOMOralwT MNpuM YCTAHOBKEe CTeHTa. TpM M3 3TUX MapKepoB PacrnofioXKeHbl Ha
BHYTPEHHEM KaTeTepe M OAMH PacrosioXKeH Ha BHEWHeM KaTeTepe. MapKep Ha BHYTpeHHeM KaTteTepe
UMeeT ANnHY: 3 MM (+/- 0,25 MM). Mapkep Ha Hapy>XHOM KaTeTepe umeeT gauHy: 1,02 mm (+/- 0,08
Mv). inHa npeaBapuTeibHO 3arpy>KeHHOro CTEHTA B €ro CBEPHYTOM COCTOAHUW Ha CUCTeMe LOCTaBKWU
0603HaYeHa PEHTreHOKOHTPAacTHbIMM MapKepamMu Ha BHYTpeHHeM KkaTeTepe. Kapkac cTeHTa umeeT
avavetp 0,180 MmM. MIHTpoabloCep COAEPXUT Zip-MOPT Ha BHELWWHEM KaTeTepe, MO3BOMAKLWWNIA BbIXOANTb
3apaHee YCTaHOBJ/IEHHOMY MpPOBOAHMKY. CuctemMa [OCTaBKM WMeeT PYKOATKY, [AW3aillH KOTOPOW
no3Bo/isieT paboTaTb OAHOW PYKOIN MpW BTATMBAHWW BHELIHEro KateTepa, YTo obecnevymBaeT 60NbLUNIA
KOHTPO/Ib /1A MOMb30BaTeNii BO BPeMsA pasBepTbiBaHWA CTeHTa. Cuctema TakxXe [M03BONAET
Mnosib30BaTesllo MOBTOPHO 3aXBaTUTb CTEHT, €C/IN He yJaeTcss pPasMecTUTb CTEHT B >Ke/NlaeMOM MecCTe.
JT0r0 MOXXHO A0O6UTHCA, HAXKAB KHOMKY COOKY PYKOATKWU, KOTOpas MeHSAeT HanpaB/ieHWe ABUXEHUSA
Hapy>XHOro KaTeTepa. 3TO BO3MOXHO 6narofaps BHYTpPeHHEMY 3y64aTOMy MeXaHW3My BHYTPU

pyKosTKA. KaK TO/MIbKO CTEHT 6YfeT MOMHOCTbI 3axBayeH HapyXHbIM KaTeTepoM, CTEHT MOXHO CHOBA
pasBepThLIBaTh.
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PucyHok. PykoaTka. AnnHa 298,29 mm (+/-0,5 mm)

J Pazimumsi B KOHCTPYKLUMM CamMOpasBepTbiBAKLLMXCH METaN/IMYECKUX CTEHTOB U3 BbILLEYNOMSIHYThIX
~NBepCcuUii onucaHbl HUXE.

CreHT-3HgonpoTe3 Evolution Biliary Stent System - Partially Covered ¢ 4acTnyHbiM nokpbiTuem (EVO-
|[PC-8-9-6-B;EVO-PC-8-9-8-B; EVO-PC-10-11-4-B; EVO-PC-10-11-6-B; EVO-PC-10-11-8-B)

CTEHT M3roTOB/IEH M3 OAMHAPHOI MepensieTEHHON HUTUHOMOBOW PEHTFEeHOKOHTPACTHO MPOBOSIOKN C
TTUHOBbIM cepgedyHUKoM. CTeHT yKOopaumBaeTCAa 3a CUYeT CBOel KOHCTPyKuun. CTeHT wumeeT
pacLMpeHns Ha 060MX KOHUAX, KOTOpble MOMOralT YMEHbLWMUTL MUTPpaLMI0 CTEHTA NOC/ie TOro, Kak oH
ObiyCTAHOBJ/IEH B XE/MYHbIN NPOTOK. Ha NOBEPXHOCTb CTEHTA HaKNafblBAETCA CUIMKOHOBAsA MeM6OpaHa;
OHA MOKPbIBAeT BeECb KOPMYC YacTUYHO MOKPbLITOr0 CTEHTA (3a MCK/AYEHMEM pacliMpeHnini Ha o6omx
KOHUax). MMoKpbITWe npefHasHAYeHO [A/19 CHMKEeHWS pucKa npopacTaHusa TKaHei. [na ynydweHus
BUAMMOCTN MNPW PEHTIFEHOCKOMWMW CTEHT M3r0TOBJIEH M3 HUTWMHOMOBOW MNPOBO/IOKW C MN/ATMHOBbLIM
cepieyHnKoM. Ha npokKcuManbHOM KOHLe CTeHTa WMMeeTcsa neTns, Uuelb KOTOPOA - W3MEHUTb
MOMOXKEHWE UMW YAAaNNUTb CTEHT BO BPeMSA NpoLesypbl NepBoHa4YasibHON YCTAHOBKW CTEHTA B Cllyyae ero
HernpaBW/IbHOW YCTaHOBKMW. [MpOKCUMManbHbIA U [UCTaNbHbIA KOHLUbl CTEHTA WUMEKT 3aKpyrfiieHHble
«KOPOHbI», YTO6bI NOTEHLUMA/IbHO YMEHLLINTL TPABMUPOBAHUE TKaHEN.

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



PucyHok 1: CTeHT-3HaonpoTe3 Evolution - ¢ YaCTUUYHBIM NOKPbLITNEM

CTteHTbI-3HgonpoTe3bl Evolution Biliary Stent System - Fully Covered - ¢ nosiHbiM nokpbiTuem (EVO-
FC-8-9-6-B; EVO-FC-8-9-8-B; EVO-FC-10-11-4-B; EVO-FC-10-11-6-B; EVO-FC-10-11-8-B)

CTeHT N3roToBMAEH W3 OAWHAPHON NepenneTeHHOW HUTWHOMNOBOM PEHTIeHOKOHTPACTHOW NPOBOMIOKK C
NNaTMHOBbIM ceplevyHUKOM. CTeHT yKopaumBaeTCA 3a CYeT CBOeil KOHCTPYyKuuu. CTeHT wumeet
paclmpeHma Ha 060MX KOHLax, KOTOpPble NOMOTalT YMEeHbLUTL MUrpaLmio CTeEHTA NOC/e TOro, Kak OH
Obl1 YyCTAHOBJ/IEH B XXENYHbIA NPOTOK. Ha BCIO MOBEPXHOCTb CTEHTA HaKnajblBaeTcs CUMKOHOBAsA
MeMbpaHa, 3a WCKJ/Il0OYeHWeM MeCT, rfge netnd NPoOXoAUT 4Yepe3 CUMKOHOBOE MOKpbITUe. ToKpbITHE
,MpefHa3Ha4YeHOo [1A CHMXEeHWA puUckKa BpacTaHua B TKaHW. [na ynydweHuss BUAUMOCTW Npwu
PEHTreHOCKONUWN CTEHT M3roTOBMEH W3 HUTWUHOMOBOW MNPOBOMIOKWM C MAATUHOBbIM CepAevYHMKOM. Ha
NPOKCMMaNbHOM KOHLLe CTeHTa MMeeTCHa MeTnsA, KOTOPY MOXHO WCNO0Mb30BaTb ANA W3MEHeHUs
MOJIOKEHNA CTEHTA NOCfe YyCTaHOBKM WX ANA 6bICTPOro yaaneHWs CTeHTa, ecinm 3To noTpebyeTcs BO
BpeMA YCTAaHOBKM CTeHTa. [poKCMManbHbI W AWCTaNbHbI KOHLbl CTEHTa WUMEKT 3aKpyrieHHble
«KOPOHbI», YTO6bI MOTEHLNANbHO YMEHbLINTbL TPaBMUPOBaHME TKaHEN.

PucyHok 2: CTeHT-sHgonpoTe3 Evolution Biliary Stent System - Fully Covered - ¢ nosHbIM
MOKPbITMEM

KOHCTPYKUWNA
IFr=0,33 mm
Pa6ouas [vawer
namet
N A P ANvHa OnuHa P OvameTp  paclumpeHus
[awoxHbIN HOMEp  cuUcTeMsl Kopnyca
cucTemsbl CTeHTa CTeHTa
envs 0CTaBKM CTeHTa
Aa A [0CTaBKM (Mm) (mm)
(Fr/mm) ™) (Mm)
M

IreHTbl-3HgoNpoTEe3bl Evolution Biliary Stent System - Partially Covered ¢c 4acTU4HbIM NOKPbITUEM

\VO-PC-8-9-6-B 8,5/28 2 60 8 9
HO-PC-8-9-8-B 8,5/2,8 2 80 8 9
TO-PC-IO-IM-B 8,5/2,8 2 40 10 n
VO-PC-10-11-6-B 8,5/2,8 2 60 10 n
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«

Pa6ouas

OnawmeTp OnameTp
. AnnHa OnvnHa [vnameTp  paclumpeHus

KaTa/IOKHbI HOMEp  cuUcTeMsl Kopnyca
I ocTaBKI CUCTEMBI CTeHTa crerTa CTeHTa

A [LOCTaBKu (mm) (Mm)

(Fr/mm) (MMm)

(m)

:VO-PC-10-I1I-8-B 8,5/2,8 2 80 10 n

CTeHTbI-aHAONpPOTe3bl Evolution Biliary Stent System - Fully Covered - ¢ MONHbIM NOKPbITUEM

1 VO-FC-8-9-6-B 8,5/2,8 2
;VO-FC-8-9-8-B 8,5/2,8 2
:VO-FC-10-11-4-B 8,5/ 2,8 2
1 VO-FC-10-11-6-B 8,5/2,8 2
;VO-FC-10-11-8-B 8,5/2,8 2

PagnanbHoe conpoTmeneHue npu 37”°C
YcnoBusi  TeCTUPOBaHWSA:

60 8
80 8
40 10
60 10
80 10

9

9

Wccnegyemoe wusgenne 6bI10 3arpyXXeHo B [I0CTaBOYHOE YCTPOWCTBO M 3aTeM

pa3BepHyTO. Mccnesyemble o6pasibl Obl/IM NPOTECTUPOBaHbI C UCMO/Ib30BaHNEM U3MEPUTENS CUJbl PanaibHOro
pacLUMpPeHNs U3 HepXKaBEKOLLEN cTanv C HU3KMM KO3P(ULMEHTOM TPeHWUS, KOTOPbIA MO3BOMSET MOLAEPXUBATb
Temnepatypy BHYTpU TecTepa Ha ypoBHe 37 ° C+ 2 ° C.

Tabnumua: Pe3ynbTaTbl pagnasbHOr0 YCUIEHUST NpY fuameTpe 3 MM (pacLuMpeHme)

OnucaHve
[JvameTp Kopnyca X anvHa (Mm)

CrteHTbI-3HZ0NpoTe3bl Evolution Biliary
Stent System - Fully Covered - c¢
MoMHbIM NOKpPbITUEM (10x40)
iCTeHTbI-3HA0NpoTe3bl Evolution Biliary
Stent System - Fully Covered - ¢
MoSHLIM MNOKPbLITUEM (8X60)

i CTteHTbI-3HAoONpoTe3bl Evolution Biliary

I| Stent System - Partially Covered c
YaCTU4YHbIM MOKPbITMEM (8X60)

AwnanasoH: 0,46 - 0,52
CpegaHee 3HayeHue: 0,49
SD: 0,02

AnanasoH: 0,41 - 0,53
CpepfHee 3HayeHue: 0,46
SD: 0,03

AnanasoH: 0,42 - 0,44
CpepfHee 3Ha4veHue: 0,43
SD:0,01

Cuna paclwuvpeHnss Ha AAvMHY  [onyuleHo/He
HaumeHoBaHUA (N/mm)

aonyuieHo

JonyuieHo

Tabnuua: Pe3ynbTaTbl paguasibHOrO YCUIeHUs 6 MM UK 8 MM B 3aBUCMMOCTM OT MepBOHaYasIbHOro JMameTpa

cTeHTa (PaclumnpeHue)

OnvicaHve

JvaveTp kopnyca X gnvHa (Mm)
CreHTbI-3HZonpoTe3bl  Evolution  Biliary
Stent System - Fully Covered - ¢ nosfHbIM
NoKpbITHeM (8x60)

CTteHTbI-3HAonNpoTe3bl  Evolution  Biliary
Stent System - Fully Covered - ¢ nonHbIm
NoKpbITVEM (10x40)

CTeHTbl-3HgoNpoTesbl  Evolution  Biliary
Stent  System - Partially Covered c
YacTUYHbIM MOKPbITMEM (10x40)
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Cuna paclinpeHusa Ha AnvHY  [lonylieHo/He

HanmeHoBaHUA (N/mm)
AwnanasoH: 0,15-0,19
CpepfHee 3HayeHue: 0,17
SD: 0,01

AnanasoH: 0,16-0,18
CpefHee 3HayeHue: 0,17
SD: 0,01

AnanasoH: 0,11 - 0,14
CpepfHee 3HayeHue: 0,12
SD: 0,01

LONyLLEeHO
JonyuieHo



AKcunanbHas/oceBast npounocTs CTEHTA

Lenb: Lienb faHHOr0 TeCTUPOBaHMS —OMpPeaenTb U CPAaBHUTL OCEBYHO MPOYHOCTbL M3AENWIA C UCMONb30BaHNEM
3-X TOUEYHOr0 VCMbITAHUSA Ha U3rnG.

Tabnuua: PesynbTaTbl TECTMPOBaHME 0CEBOI NPOYHOCTY

TecTupyemoe HanMeHOBaHMe COBMeLLEHHbIV 3arpyXeHHbI/He3arpy>eHHbIn 0TKOC
(N/mm)
CpepfHee 3HayeHne 5D (cTaHLapTHOE OTKJ/IOHEHNE)
Min
Max
CTeHTbI-3HA0NpoTe3bl  Eyolution
- SD =0,01
Biliary Stent System - Fully .
0,25 Min = 0,23
Coyered - ¢ MOMHBbIM MOKPbLITYEM
Max = 0,27
(8 X60 mm)
CTeHTbI-3HAoNpoTe3bl  Eyolution
Bilia Ste'r:]'t g stem )F/’artiall SD =001
. ryd y Y 0,25 Min = 0,24
oyere C YacTUYHbIM Max = 0.26
NoKpbITMEM (8 X 60 MM)
CTeHTbI-3HAONPOTE3bI  Eyolution
! Bilial Ste':qnt pS stem ’ Full SD =001
v y Y 023 Min = 0,22
Coyered - ¢ MOSIHbIM MOKPbLITUEM
Max = 0,24
(10 X40 mm)
CTteHTbI-3H0MpoTe3bl  Eyolution
- . SD =0,01
Biliary Stent System - Partially .
0,22 Min = 0,20
Covered c YaCTUYHbIM M 0.22
X =
MoKpbITVeM (10x40 MM) 2 '

Cvina PacKpbITNA CTEHTA

KpuTepuii fonycka: cuia pa3BepTbiBaHUS CTeHTa LO/DKHA ObiTb HUXe 63N Npu pasBepTKe ero packpbIiTun C
MCMoNb3oBaHWEM BCeli AMHbI  AOCTABOYHOM CUCTeMbl B BOASHOMA 6aHe, Harpetoh go 37°C *2°C B
CMMY/IMPOBAHHOM MOAENMN ero MPUMEHEHNSI.

PesynbTar:

CrapackpblTus CTeHTa:

[JvanasoH ycuneHma: 31,70N go 61,95N

Kputepyn  gonycka: cuia packpbiTvs CTeHTa [O/DKHa ObiTb Hke 18N Mpu pasBepTKe M3 «KOPOTKOMO»

WHTPOAbLOCEpa B BOAAHOW 6aHe, HarpeToi fo 37°C +2°C.
'C3ynbTar:

QuapackpblTUA CTeHTA:
JvanasoH yenneHusa: 11,25N po 17,35N

ouHocTs COEAMHEHUNA
TecTupoBaHVe CU/bl - PYHKUMA 3axBaTa CTeHTA.

Tabmmua: KpuTepun gonycka v pesynbTaTbl; UCMbITaHWE MPOYHOCTY - 3aXBaT CTeHTa

JonyuieHo/
TectmposaHve Kputepuu gonycka PesynbtaThbl He
fonyLLeHo
3axear cTeHTa -  3axBar CTeHTa [loSKeH  Bce uccnegyemble  [lonyuieHo
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1

TecTupoBaHue

NcnbiTaHne Ha
pacTs>KeHue.

KpuTtepuu gonycka

BbIJEPXMBATb  CUY  PacTshHKeHUs
>20,4N npu MCMoNb30BaHNN
3ybyaTtbIX LWMMLOB NPU CKOPOCTU
nosnsyHka B 330Mm/MUH

McnbiTaHne npoyHoCTH
BHyTpeHHWI1 KaTeTep B c60pke

6n|/|u,a: KpI/ITepI/II/I gonyckKa u pesynbTarbl. UCMblITaHWE NMPOYHOCTHA - BHyTDEHHVIVI KaTeTeP B c6opKe

TecTtupoBaHue

YKenTblii Mapkep
(peprkaTenb

CTEHTa) K

TONIKATENMHO

neTm
n3BneyvyeHnA -
VcrnbimaHne Ha
oKaTve
PEHTFEHOKOHTpa
CTHbE MapKepbl

McnbiTaHue

LI

XWTarKeHve.

Hm neTn
M3B/IEYEHNST 1
Kopryc  MeT/n
VI3B/IEYEHMIST

McnbimaHve Ha
pacT>KEHVe.

HakoHeuHnK
(nepxatens
CTeHTa) K

Kopriycy —MeT/u
V3B/IeYEHMSA

KpuTepuu fonycka

CoefiMHeHMe fepxaTens CTeHTa WU
TosIKaTens neT/m N3BfeYeHNS
[OO/DKHO BbIAEPXMBATb CUY CXKaTus
>23,4N npn 330MM/MUH CKOPOCTYU
nonsyHka (cnna oKaTus

NMPUMEHSIETCA K XXENTOMY MapKepy).

Monocku PEHTreHOKOHTPACTHbIX
MapKepoB [JO/MKHbI OCTaBaTbCA Ha
WHTPOAbIOCEPHOI CUCTEME MpU cuse
pacTsHkeHNst

PEHTreHOKOHTPACTHOIo Mapkepa
>7N, Korga npuMeHsleTca cuna
pacTskeHns 330MM/MUH.

Cvna  pacTshkeHuUs  COeAVHeHus
NPOBOJA/HUTN MET/IN U3BJIEYEHNS U
TosIKaTeNs netnu n3BeveHUA
[O/MKHA 6bITb >23,4N npu cKoOpocTn

nonsyHka B 330MM/MUH

HakoHe4HVK [o/hKeH ocTaBaTbCA
NPUKPENJeHHbIM K AepXXaTtento
CTeHTa, Korja cuna pacTsXeHus B
15N npumMeHsieTcA Mpu  CKOPOCTU

- 1nonsyHka B 330MM/MUH
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PesynbTaTthbl

HaMMeHOBaHNA OTBeYaroT
KpUTEPUAM JonycKa.
YcuneHue:
CpefHee
63,216 N
SD:3,968N
Min: 57,029 N
Max: 71,130 N

3Ha4veHune:

PesynstatbE

Bce uccnegyemble
HanMeHoBaHWS
Bblep>KMBatoT
>23,4N.
MwuHMManbHaA
NPOTECTUPOBaHHas cunia
6blna paBHa 23,504 N.

cuny

Bce nccnegyemble
HaMMeHOBaHUA OTBeYaloT
KpUTEpUSM A0nyckKa.
YcuneHue:

CpepfHee
3Ha4yeHmne:26,59LL
SD:6,862N

Min: 18,697 N

Max: 42,969 N

Bce uccnegyemble
HanMeHOBaHUA
BblepXXnBarT
>23,4N.
MuHnmManbHas
npoTecTUpoBaHHas cuna
6blna paBHa 23,516 N.
Bce uccnegyemble
HaMMeHOBaHMA 0TBeYarT
KpUTepUsiM JoMnycka.
YcuneHue:

cuny

JonyuweHo/
He

aonyuieHo

JonyuieHo/
He

fonyuieHo
JonyuieHo

JonyuieHo

JonyuieHo

JonyuieHo



A

TecTnpoBaHue

McnblTaHne Ha
pacTa>KeHue.

FLLA rHesgo K
Kopnycy NeTnu
M3BneYeHNss -
VcnblTaHne Ha
pacTsa>KeHue.

KpuTepuu gonycka

Jep>xxatenb CTeHTa [O/KEH
ocTaBaTtbCs NPUKpPeneHHbIM K
TONKaTeNto  MeT/iM  U3BJIeYeHUs,
Korga cuna pactskeHus B 15N
NnpUMeHseTcA npu CKOpOCTU
noszyHka B 330Mm/MUH

Cuna  pacTsbkeHuss [/ okatus
coefMHeHns Kopnyca netnm
n3BneyeHnsa v rHesga FLLA gonmkHa
6biTb  >81,9N npu  CKOPOCTH

nonsyHka B 330MM/MUH

McnblTaHNE npoyHocTy
BHelLIHee NOKPbITHE B COOPKE.

PesynbTaThl

CpeaHee
32,576 N

SD: 6,167N
Min: 22,878 N
Max: 46,808 N

3Ha4yeHue:

Bce nuccnegyembie
HaVMeHOBaHUA OTBeYaroT
KpUTEpUAM [0MycKa.
YcuneHue:
CpepHee
141,207 N

SD: 6,333 N
Min: 122,317 N
Max: 152,304 N

3Ha4YeHME:

JonyuwieHo/
He

LONYyLLLEHO
JonyuieHo

JonyuieHo

Tabnuua: Kputepnu fonycka 1 pesynbTaTbl: UCMbITAHUE MPOYHOCTY - BHELLHEE MOKPbITUE B COOPKE

TecTnpoBaHue

zip-nopT
(CoepnHeHwMe
NPOKCMMasTbHOT
o crubatens wu
ANCTanbHOro
crmnbarens) -
VcnbiTaHve Ha
COKaTve.

CxumaroLmii
nopt
(CoepnHeHue
NPOKCUMasIbHOT
o crubatenss u
ANCTaNIbHOTO
crnbarensy) -
VcnbimaHume Ha
pacTa>KeHue.
3arBop "
NMPOKCUMasTbHbIT
crnbartenb -
VcnbiTaHve Ha

KpnTepuun gonycka

CoefiHeHMne NPOKCUMaNbHOIo
crnbatenst U gUCTasibHOro crubartens
(Cxumarowmii nopT) [OJ/IKHO
BblAepXXmnBaTb cuny cokatna >23,4N

npu CKOpOCTH Nnosn3yHKa B
330MM/MUH.

CoefinHeHne NMPOKCUMa/TbHOI0
crmbatenst U gucTasibHOro crmbarens
(CxummatroLnin nopT) [O/IKHO
BblaepXkmBartb cuny coxkatma >23,4N
npv CKOpOCTK Nosi3yHKa B
330MM/MUH

CoefiMiHeHNe NPOKCUMa/IbHOI 0
crmbatenss M 3aTBOpa PYKOATKM

[O/DKHO BbIEPXMBaTb CUY CXKaTus
>81,9N npu CKOpOCTM MON3yHKa B
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Pesynbtathbl

Bce nccnegyembie
HavMeHOBaHUA
BbEfep>kmBatoT
>234N.
MwuHMManbHaA
NMPOTECTUPOBaHHasA cuna
6blna paBHa 23,503N.

cuny

Bce uccnegyembie
HaMMeHOBaHMSI OTBeYaroT
KpUTEPUSAM AOMNyCKa.
YcuneHwue:
CpepHee
45,827 N

SD: 2,055 N
Min: 42,894 N
Max: 48,580 N
Bce ncenegyemble
HaMMeHOBaHUS
BblAepXXMBaOT
>81,9N.

3Ha4yeHune:

cuny

JonyuieHo/
He

JonyLleHo
JonyuleHo

JonyuieHo

JonyuieHo



JonyuweHo/
TecTupoBaHue KpnTepumn gonycka PesynbTarsl He

[ONYyLLEHO
oKaTue. 330MM/MUH MuHUManbHaA

NPOTECTMPOBaHHasA cuna

6blna paBHa 82,002N.

3atBop n CoeanHeHune npokcumansHoro Bce uccnegyemble  JonyLieHo
NPOKCUMa/IbHbIA ~ crubaTtens W 3aTBopa PYKOATKM HaUMEHOBaHUA 0TBeYaloT
crnbatenb - [JOJ/KHO BblEPXXMBaTb CUNY  KPUTEPUAM JOMNyCKa.
McnbiTaHme Ha pactskeHus >81,9N npu ckopocTu  YCuieHwue:
pacTsa>KeHue. nonsyHka B 330MM/MUH CpefHee 3HayeHwue:

108,663 N

SD: 0,939 N

Min: 106,192 N

Max: 110,007 N
3arsop n CoeanHeHne 3aTBopa U OaHpaxa Bce ncenegyemble  [lonylieHo
16aHpax - [JOJ/DKHO BblaepXnBaTb culy  HammeHOBaHWA O0TBeYaloT
AcnblTaHne Ha pacTskeHus >81,9N npu CKOpoCTM  KPUTEPUAM AOMNycKa.
pacTa>KeHue. nonsyHka B 330MM/MUH YcuneHue:

CpepgHee

3Ha4veHne:446,834 N

SD:100,183N

Min: 228,860 N

Max: 587,805 N

VMcnbiTaHe NpoYHOCTH
MpoBOMOYHbIA 3aMOK B COHOPKE.

Tabnuua: KpuTtepum fonycKa v pe3ynbTaTbl: UCMbITaHWe NPOYHOCTY - MPOBOJIOYHbIN 3aMOK B cHopKe
JonyweHo/ He

TecTupoBaHue Kputepun gonycka Pe3ynbtathbl fonyLLeHo
MpoBonoyHbIi 3amoK  CoeauHeHne mkcatopa Bce nccnegyemble  fonytieHo
B cbOopKe MNPOBOMIOYHONO 3aMKa B HaMMeHOBaHusA
(MpoBO/IOYHBIA 3aMOK  COOpPKE WM MPOBOSIOYHOrO OTBEYAOT  KPUTEPUAM
CTeHTa W (MKcaTop 3aMKa [IO/DKHO ~ JOMyCKa.
MPOBO/IOYHOIO 3aMKa  BbldepXuBaTb cuny >35N  YcuneHue:
B cbopke) npu cKopocTn nonsyHka B CpefHee
VcnibiTaHve Ha 330MMm/MUH 3HayeHne:67,400 N
pacTs>KeHue. SD;2,499N
Min: 64,131 N
Max: 73,755 N

Bce yKasaHHble pe3ynbTaTbl PacnpoCTPaHSAOTCA Ha BCe BapuaHTbl WUCMOSIHEHWUS CTEHTOB ANs
XenueBbIBOAALWMX MNPOTOKOB Evolution - ¢ 4YacTUYHbIM  MOKPbITUEM, CTEHTOB Ans
XKEeNUYeBbIBOAALWNX NPOTOKOB Evolution - ¢ NOMHLIM NOKPbITUEM.

CBefieHMa 0 CMNTIMKOHOBOM MOKPbITUN CTEHTOB-3HA0NpPoTe30B Evolution Biliary Stent System - Partially
Covered ¢ 4aCTUYHbIM MOKPbITUEM:
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Howmep B KaTanore MuHVMManbHbIi ~ MakcuManbHblii  TonuwmnHa CUNMKOHOBOTO

anameTp anameTp [tokpbITUSA, MM
CUNIMKOHOBOT 0 CU/INKOHOBOTO
NOKPbLITUS, MM NoOKPbLITUSA, MM
EVO-PC-8-9-6-B 45 55 0,06 (+0,03/-0,02 MM)
EVO-PC-8-9-8-B 65 75 0,06 (+0,03/-0,02 mm)
EVO-PC-10-11-4-B 25 35 0,06 (+0,03/-0,02 mm)
EVO-PC-10-11-6-B 45 55 0,06 (+0,03/-0,02 mm)
EVO-PC-10-11-8-B 65 75 0,06 (+0,03/-0,02 mm)

TofwWwmHa CUIMKOHOBOIO MNOKPbITUA CTEHTOB-3HAonpoTe3oB Evolution Biliary Stent System - Fully
Covered - ¢ NoAHbIM NoKpbITHMeM - 0,06 (+0,03/-0,02 mm)

AN CTEHTOB, TMOKPbITbIX CU/IMKOHOM, HannMume uWHGQoOpMauMM o naowagm s4Yeek CTEHTOB
NMPON3BOACTBOM He MpeayCcMOTPEHO.

TemnepaTypHble PEXVMbl TPAHCMOPTUPOBKMU:
WN3nenna ycToilumsbl Npu TeMnepaType TPaHCNOPTUPOBaHMa oT -50 go +50 C

MHCTPYKLUNA NO MPUMEHEHWIO
CteHTbl-3HAgonnoTe3bl Evolution Biliary® Stent System - Partially Covered ¢c yaCTUUHbIM
nokpelTem (EVO-PC-8-9-6-B: EVO-PC-8-9-8-B: EVO-PC-10-11-4-B: EVO-PC-10-U-6-B: EVO-
PC-10-1-8-B)

BHUMAHWE. ®epepanbHblii 3akoH CLLUA paspewiaeT npofjaxy 3TOro ycTpoicTBa TO/IbKO Bpayam
(MM NpakTUKYOLWMM crieguanmcTamM, UMeLWwnum Hagnexaty ANLEH3NI0) NN N0 UX YKa3aHUIo.

BAXHAA MHPOPMALNA

MoxkanyiicTa, 03HAKOMbTECb C MHCTPYKLUMNEN Nepes UCNOIb30BaHMEM YCTPOWCTBA.

MpegynpexaeHue: 6e30NacHOCTb M 3HEKTUBHOCTb UCMNOMb30BAHMA 3TOr0 YCTPOMCTBA B COCYAUCTOI
CUCTEME He YCTaHOB/EHbI.

MOKASAHWA K MPUMEHEHWIO

3T0 YCTPOWCTBO MCMO/b3YyeTCs A7 NMan/MaTUBHOIO fleYeHUs 3/10KauecTBEHHbIX HOBOOGpPa3oBaHWil B
XenueBbIBOASLWMX MPOTOKAX.

OMMWCAHWE CTEHTA

CrteHT-3HfonpoTe3 Evolution Biliary Stent System - Partially Covered ¢ 4acTWyHbIM MNOKPbITUEM -
rabkuii camopaclwmnpsarWMncs 6unmapHbiii MeTan/IMYecKUii CTeHT W3 OAMHAPHOWA NepensieTeEHHOW
HWTWUHOJIOBO PEHTFEHOKOHTPACTHON MPOBOJIOKM C MAATMHOBbIM CEPAEYHUKOM. YacTMYHO MOKPbIThIN
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CTEHT MOXEeT YMeHbLUUTbL MpopacTaHue OMyXonun uyepes cTeHT. CTeHT MMeeT paclUMpeHUs Ha 060MX
KOHLAX, KOTOpble MOMOralT YMeHbLIWTb MUTpaLuMio CTeHTa Nocfle TOro, Kak oH 6blll YCTaHOB/IEH B
XeNuHblil NPoTOK. Ha KOHLUE CTeHTa MMeeTcs »enTas 3axBaTbiBalollas MeTns, Uelb KOTOPOW -
nepemMecTUTb AUCTaNbHO UKW YAANUTb CTEHT BO BPEMSA NpoLeAypbl NepBoHaYaNbHOW YCTAaHOBKM CTEHTa
B C/lyyae ero HempaBW/IbHOI ycTaHOBKM. CTEHT yKopauyuMBaeTcsl 3a cueT CBOeil KOHCTpykuuu. O6Lias
ANINHA CTeHTa 0603HAYaeTCA PEHTreHOKOHTPACTHLIMU MapKepaMy Ha BHYTpeHHeM KaTteTepe (puc. D, 2 u
4), n sBNsAeTcs (HaKTUYECKON [ANUHOW CTeHTa B HepasBepHYTOM COCTOSHMMW. [poKCUManbHbIi ©
ANCTaNbHbI KOHLbI CTEHTA MMEOT MHOFOYMUCNEHHbIE 3aKPYr/IeHHble «KOPOHbI», YT06bI MOTEHLUMAaNbHO
YMEHbLLINTbL TPABMUPOBaHME TKaHeii.

OMMNCAHWNE CNCTEMDbI LOCTABKWN

MpegBapuTeNbHO YCTAHOBMIEHHbIA CTEHT pPAacrnonoXeH MeXAy BHYTPEHHUM KaTeTepoMm, KOTOpbli
COBMEeCTMM ¢ npoBogHMKom 0,035 pgroiima, M BHEWHMM KaTeTepom. PykosiTka B Buge nucronerta
No3BOMSeT KOHTPO/MPOBATb pasBepTbiBaHWE WM MNOBTOPHbIA 3axBaT CTeHTa. [10M10XXeHMe KpacHoro
MapKepa BBEPXY PYKOATKMU MO OTHOWIEHUIO K MOJIOXKEHUK «TOUYKa HeBO3BpaTa» Ha 3TUKETKE PYKOSATKU
yKa3blBaeT TOYKY, [MOC/e KOTOPOW HEBO3IMOXHO TMOBTOPHO 3axBaTUTb pPa3BepHyTbli CTeHT. Ha
110CTaBOYHOM YCTPOWACTBE eCTh YETbIPE PEHTIEHOKOHTPACTHbLIX MapKepa, MOMOralLwmnx packpbiTb CTEHT

Noj, KOHTPO/IEM PEHTreHOCKOMWUU, W XeNTblii 3HAOCKOMMYECKWI i MapKep A1s TpaHcnanuansapHoi
YCTaHOBKM.

MPOTUBOMOKA3AHNA

MpoTnBONOKasaHus, xapakTepHble ;WA IPXMIT n nw60i npouesypbl, BbIMOJHAEMON B COYETaHUM C
YCTaHOBKOW CTeHTa.

[JononHuTeNnbHbie NPOTUBOMOKAa3aHMSA BK/AKOYalOT, MNOMMMO MPOYEro: HEBO3MOXHOCTb MPOBECTU
MPOBOAHWK  WAW  CTEHT dYepe3 06/1acTb  06CTPYKUWMM,  CTPUKTYPbl  XKEAYHbIX  MNPOTOKOB
JO0OPOKAUECTBEHHOW 3TMONOIMKN; OBCTPYKLMUS >KENUYHbIX MPOTOKOB, MNPenAaTCcTBylOWAasa MNPOBELEHUIO
3H[O0CKOMMYECKOl XonaHruorpadgumn; neppopupoBaHUE XeN4YHbIX MPOTOKOB; MaUUeHTbl, KOTOPbIM
NpoTMBOMOKa3aHbl 3HAOCKOMMYECKME Mpouefypbl; MauMeHTbl ¢ KoarynonaTtueid; HaliMyuMem KamHeild B
XKETYHbIX MPOTOKax; ¢ OY4EHb MaJIEHbKMMW BHYTPUMNEYEHOUYHbIMW MNPOTOKaMW; MU NOObIE MPUMEHEHUS,
KpoMe TeX, KOTopble yKasaHbl B pa3aesne «[MoKaszaHUs K MPUMEHEHUNIO».

MOTEHUWMAJNIbHBIE HEXXENATENBHbBIE ABNEHWA

MoTeHUManbHbIe HeXxenaTesibHble ABMEHUA, cBA3aHHble ¢ 3PXTIIN, BkAwYaKwT, NMOMWUMO MPOYEro:
aNINepruyecKyto peakumss Ha KOHTpacT WM J1IeKapCTBO, acnupauuto, CcepfedyHyl apuTMuilo unu
OCTAHOBKY cepfAua, XO0AaHruT, XO0JeuucTuUT, XosiecTas, KPOBOTeYeHMe, TUMOTEH3UK, WHpEeKUUIO,
naHkKpeaTuT, nepgopayunto, yrHeTeHMUe UM 0CTaHOBKY AbIXaHWUSA, CEMNCUc.

[onoNHNTeNbHble HeXenaTeflbHble SIB/IEHWSI, KOTOpPble MOFYT BO3HMKHYTb B CBSI3WM C YCTAHOBKOIA
6uNMapHoOro cTeHTa, BKAKYAKOT, MOMMMO MPOYEro: anfieprmyeckyro peakun Ha HUKeNb, N3bs3BEHNE
YKENUHbIX MPOTOKOB, CMepTb (KPOMe C/iydaeB eCTEeCTBEHHOro pa3BuUTUA 3abosieBaHUA), NUXOPaLKY,
BOCMasieHMe, BpacTaHWe u3-3a OMNyX0AM WAW  YpPe3MepHOli rvnepnjiasuym TKaHel, TOLWHOTY,
HeNnpoxoAMMOCTb  NPOTOKa  MOAXKeNnyfo4YHOW  enesbl, 60nb/  guckomdopT, nepdopauuto,
peunanBUPYIOLLYI0O MEXAHUYECKYIO XeNnTyXy, MUrpaLmnio CTeHTa, CMellleHMe CTEHTA, OKK/03MI0 CTEHTA,
TpaBMy XXe/TUHbIX MYTe Ui gBeHaALAaTUNEPCTHON KULIKK, paspacTaHne ONyxoau, pBoTy.
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MEPbBI MPEAOCTOPOXHOCTMNU

MUVHMManNbHbIA pasmep KaHana, Heo6XOAWMbIA [Ans 3TOro YCTPOMCTBA, YyKasaH Ha 3TUKETKE Ha
ynaKoBKe.

Mepen yCTaHOBKOW HEO6X04MMO NMPOBECTU MOMHY AMArHOCTUYECKYH OLEHKY, YTO6bl M3MEPUTL ANIUHY
CTPUKTYpPbl X OMpPeaennTb MNpaBU/bHYO [WHY CTeHTa. Bbli6paHHas AnMHa CTeHTa [0/DKHA
npeaycMaTpuMBaTh [OMONHUTENbHYIO A/INHY N0 06 CTOPOHbI OT CTPUKTYPbI.

Ecnn NpoBOAHWK UNW CTEHT HEe MOTYT MPOWTU Yepe3 06/1acTb 06CTPYKL MU, HE MbITaliTeCb PasMecTUTb
CTEHT.

CteHT cnegyeTt ycrtaHaB/amBaTb MNMoA PEHTreHOCKONMMYECKMM W 3HAOCKOMUMYECKUM MOHUTOPUHTOM
KOHTPO/IEM.

CTeHT cnepyeT ycTaHaB/MBaTb TO/IbKO C NOMOLLbIO CUCTEMbI LOCTaBKU Cook, KOTOpasa nocTtaB/sidAeTcAa C
KaoKAbIM CTEHTOM.

CTeHT npegHasHayeH TONbKO [/ MannvMaTUBHOIO JeyvyeHus. [epef yCTAHOBKOW cnefyeT M3Yy4YUTb
anbTepHaTNBHbIE METOAbI Tepanuu.

JonrospemeHHass MpPoOXOAMMOCTb CTeHTa He YycCTaHOBJsieHa. PeKoMeHAyeTcA Mepuofmyeckass oOLeHKa
NPOXOAMMOCTM CTeHTa. [Nepen ycTaHOBKOM CTeHTa HEO6XOAMMO MPOBECTU OLEHKY, YTO6bI onpeaenntTb
IHeo6Xx04MMOCTL  CHOMHKTEPOTOMMKM  WMAW  BanaoHHOW  AgunaTauun. B cnydae Heob6xogumocTwm
COUHKTEPOTOMUK UM 6aNNOHHON funaTtaunmn, HeobxogMmMo cobnajaTb BCe COOTBETCTBYIOLW ME MepbI
NPefOCTOPOXHOCTK, NMPeAynpexieHnsa N NpoTUBONOKasaHnA.

CTeHT He MOXeT ObITb 3axBayeH MOBTOPHO MOC/e MPeBbleHWSA nopora packpbiTua. [MonoxeHue
KpPacHOro MapKepa B BepXHel 4YacTy pPyKOATKM MO OTHOLIEHUIO K MOJIOXKEHUKD TOYKW HeBO3BpaTa Ha
3TUKETKE PYYKU YKa3blBaeT, KOrjga noporoBoe 3HayeHue 6b1710 NPOAAEHO.

He nbiTaiTecb MOBTOPHO 3arpy3nTb pPasBepHYTbIN CTEHT.

He ncnonb3yite 3T0 YCTPOWCTBO A8 KakKux-nmbo Apyrux Leneid, Kpome 3asBfIEHHOr0 MOKasaHWa K
NPUMEHEHMUIO.

He coBmecTunm ¢ nposofHKom THSF.

Vicnonb3oBaHne 3TOro YyCTpoiCcTBa paspeweHo TONbKO KBaIMMUUUPOBAHHOMY MeLULUHCKOMY
nepcoHany.

MponyckaHne cucTeMbl [OCTaBKM BTOPOro CTeHTa 4Yepe3 TOMNbKO UTO Pas3BEPHYTbIA CTEHT He
peKoMeHayeTCH, TaK KaK 3TO MOXEeT MPUBECTU K CMELLeHUI0 cTeHTa. YTo6bl CHU3UTb PUCK CMeLLeHUns
KcTeHTa, ybe4nTechb, YUTO cCMCTeMa JOCTaBKM MOJTHOCTbHIO NMOBTOPHO 3axBaTbIBaeTCA NOC/e pa3BepTbiBaHUA
CTEHTA.

NMPEAYNMPEXOEHWE

BesonacHoCTb W 3PPEKTUBHOCTb UCMOMb30BAaHUSA 3TOr0 YCTpolicTBA B COCYAWCTON CUCTEME He
yCTaHOBMEHbI.

YCcTaHOBKa 4aCTUUYHO MOKPbLITOFO CTeHTa 4Yepe3 OTBEeTBJ/IEHME MPOTOKA UM 60MblIYH 6UdYypKaLuio
MOXeT NPUBECTU K 06CTPYKLMN.

JTOT CTEHT He MpeAHasHauyeH AN yAaneHUs nocfie nepBoHavasbHOW YCTAaHOBKM CTEHTA W cuUMTaeTcs
MOCTOSIHHBbIM MMNIAHTOM. MMONbITKA YAa/IMTb CTEHT NOCAEe YCTAHOBKM MOTYT MPUBECTU K MOBPEXAEHMUIO
OKpYXKalLWen cAM3ncTom 060104KN.

JT0 YCTPOWCTBO He MNpeAHasHaAuYeHO ANA pa3BepTbiBaHUS 4Uepe3 CTeHKY paHee YCTAHOBMEHHOro WAu
CYLLLECTBYIOLLEr0 METAN/IMYECKOro CTeHTA. DTO MOXET NPUBECTM K 3aTPYAHEHMUSIM UMW HEBO3MOXHOCTU
yaneHnst UHTpoablocepa.

CTEHT COAePXWUT HUKeNb, KOTOPbIA MOXeT BbI3BaTb a/lIepruyeckyto peakuuto y nwgen c
UYYBCTBUTENIbHOCTbIO K HUKENIO.
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3T0 yCTPOCTBO MpeaHasHavyeHa TO/MbKO [18 OAHOPA30BOr0 WCMOMb30BaHMUA. [MONbITKM MOBTOPHONA
06paboTKN, NOBTOPHOIM CTepunmusaunum u/MamM NOBTOPHOTO MCMOMb30BAHUA MOTYT MPUBECTM K OTKasy
ycTpoiicTBa n/vnu nepegave 3aboneBaHus.

Mocne yCTAaHOBKW CTeHTa [JONO/IHUTE/IbHbIe METOAbl NeUeHUs, TaKue KakK XumuoTepanus u obnydeHue,
MOTYT YBENMUYMUTb PUCK MUTPaLUM CTeHTa M3-3a YMEHbLUEHMA OMyXo/nu, 3p03nn CTeHTa M / wam
KPOBOTEUEHUS CMN3NCTON 060/10UKMN.

Ecnv ynakoBKa OTKpPbITa UM MOBPEeXAeHa Mpu MoAyyYeHWn, He UCMNOJb3yiiTe YyCTPOMNCTBO. BUsyanbHo
OCMOTPUTE YCTPONCTBO, o6paliasi 0coGoe BHMMaHWe Ha neperntbl, WM3rMGbl W U3OMbI. Ecnu
o6Hapy)eHa HeMCnpaBHOCTb, KOTOpass MellaeT HOPMasbHOMY pabouyemy COCTOSIHWIO, He UCMO/b3yinTe
ycTpoiicTBo. MoxanyiicTta, sanpocuTe B KomnaHum Cook paspelleHune Ha Bo3BpaT.

TecTupoBaHMe NepeKpPbIBaOLLUXCA CTEHTOB He 3aBEPLUEHO U He PeKOMeHyeTcs.

MHPOPMALNA O MPT

3TOT CMMBOJI 03HAYAET, YUTO YCTPONCTBO COOTBETCTBYET TpeboBaHUAM nposBefieHNss MPT.
JOKNNHNYECKME UCMbITAHUA MOKa3anun, YTo 3TOT CTEHT ABJIAETCA YCNOBHbIM 4719 MPT B COOTBETCTBUU C
ASTM F2503. MayneHTa ¢ 3TUM CTEHTOM MOXXHO 6e30MacHO CKaHWpoBaTb B /1t060e Bpems nocne
YCTAHOBKW NpU CNefyoLnx ycnoBusax.

CTaTnyeckoe MarHuTHoOe none

* CTaTn4yeckoe marHuTHoe nose 3 Tecna uam MeHee.

* MaKcuMasbHbI NPOCTPAHCTBEHHbIN rpagueHT MarHMTHOro nons 1600 Maycc/cM unm MeHblLUe.
JoknuHnyeckas oueHKa nposogunacb B cucteme MPT (Excite, General, Electric Healthcare) c
MaKCUMa/IbHbIM MPOCTPAHCTBEHHbIM MarHMUTHbIM FpajveHTHbIM nosem 1600 Maycc/cm, U3MepPeHHbIM
raycCMeTpoOM B TMOJIOXKEHUU CTATUYeCKOro MarHMTHOro Mosig B OTHOLWEHWEe K nauueHTy (T.e., 3a
npegenamn AencTBUA CKaHHepa, AOCTYMHbIMMW ANSA NauueHTa WM PYroro 4YenoBeKa).

HarpesaHue, cBa3aHHOe c npoBegeHnem MPT

* 15 un 3,0 cuctembl Tecna: PeKOMeHAyeTCA CKaHMpoBaTb B HOPMa/ibHOM paboyemM pexume
(ycpegHeHHas ypenbHas ckopocTb nornoweHus (SAR) gna Bcero Tena = 2,0 BT/Kr) «HopmasnbHbIii
pabounini pexxum» onpefensieTca Kak pexXum paboTbl cuctembl MPT, B KOTOPOM HU OAUH U3 BbIXOAHbIX
CUTHANO0B He BbI3biBaeT (PMU3MOMOTMYECKMIA CTpecc Yy naumeHTa) 3a 15 MUMHYT cKaHuMpoBaHus (T.e. Ha
K&Ky MOoC/eloBaTeIbHOCTb CKAHNUPOBaHUA).

MoBbiWeHNe TeMmnepaTypbl Npu 1.5 Tecna

B LOKNMHMYECKNX WCMbITAHUAX, 6unnapHblii cTeHT Evolution Bbi3biBa/ MaKCMMasbHOe MNOBbILIEHUE
Temnepatypbl 2,1® C (gns O4HOro cTeHTa) B TeyeHue 15 mMuHyT MPT (T.e., 419 O0[HOA
nocsefoBaTe/IbHOCTU CKaHMPOBaHUSA), BbIMOMHEHHOW Ha cucteme MPT 15 Tecna (Siemens Medical
Solutions, Malvern, PA, Software Numaris/4) cpegHAa yfenbHaa cKopocTb norsoweHusa (SAR) gna

BCero tesna cocrtaBnser 2,9 BT/Kr (COOTBETCTBYET U3MEPEHHOMY KaJlOpUMETPUUYECKOMY 3HayeHuw 2,1
BT/Kr).

MoBblweHne TemnepaTtypbl npu 3,0 Tecna

B AOKAMHWUYECKNX UCMBLITAHUAX 6UNMapHblli cTeHT Evolution BbI3biBan MakcUManbHOe MOBbILWEHWE Ha

Temnepatypbl 3,1 °C (gna ofgHOro crteHTa) B TedeHue 15 muHyT MPT-Busyanmnsaumn (T.e. 459 OQHOA

nocnefoBaTe/IbHOCTU CKaHUPOBaHWA), BbIMOSIHEHHOW Ha cucteme MPT 3 Tecna (Excite, GE Electric

Healthcare, Milwaukee, WI, Software 14X.M5) cpegHAa yaenbHasa CKOpPoCTb noraoweHnsa (SAR) Ansa Bcero

Tena coctaBnseTt 2,9 BT/ Kr (COOTBETCTBYET M3MEPEHHOMY Ka/lOPUMETPUYECKOMY 3HaUeHUo 2,7 BT/KT).
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& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



ApTedaKTbl n306pakeHuns

KauecTBO M306paxeHnss MPT MOXeT CHU3UTLCS, ecnuM uUccnefyemblii y4acToOK HaxoAUTCA B MPOCBeTe
Unu B npegenax NpMMepHoO 7 MM OT MOJIOXKEHUSI BunnapHoro cteHTa Evolution, 4To 6b1/10 06HapyXXeHO
npu AOKJAWHUYECKUX WCMbITAHUAX NpWM TakKoM nopsigke: T1-B3BelleHHOe W306paKeHue, CMMH-3X0 U
rpagueHT nocnegoBaTeibHOCTU umnynbcoB axo B 3,0 Tecna cucteme MPT (Excite, General Electric
Healthcare, Milwaukee, WI). T@pun Hanuumm MeTa//INYECKOr0 CTEHTa MOXeT BO3HUKHYTb
HEeo6X0AMMOCTb ONTUMU3ALMK NapameTpoB MP Tomorpaduu.

MauneHTaM pPeKOMEeHAYeTCA 3apermcTpupoBaTb YCN0BMSA, MPU KOTOPbIX MMMAAHT MOXHO 6e30macHO
cKaHupoBaTb, B MedicAlert Foundation (www.medicalert.org) nnm aHanorM4Hom opraHmsaymm.

HEOBXO4AVWMOE OBOPYAOBAHWE
CTeHT 1 cnucTema JocTaBKU

MpoeogHnk 0,035 gronmos

BnokupaTtop npoBogHMKa Fusion

NOArOTOBKA MPOLELYPbI

YcTaHoBUB AyoaeHOCKOoNn Ha MeCTOo, CHadasia BBeAuTe NpPoBOAHUK, TMOKNMM KOHUUKOM Brepen, w”n
I'IpO,EI,BI/IFaVITe ero Ao Tex nop, nokKa OH He 6y,ﬂ|9T BU3yannsnpoBaH PEHTIHeHOCKOMMNYECKN 4epes
CTPUKTYPY.

MHCTPYKLUWWN MO NPUMEHEHWNIO

1. I3BneknTe CUCTeEMY AOCTaBKU CTeHTa M3 YyMaKOBKW W 3arpysvmTe YCTPOWCTBO MO NpefBapuTesibHO

YCTaHOB/IEHHOMY MPOBOAHMKY, YbeAUBLUNCL, YTO MPOBOAHMK BbIXOAUT U3 KaTeTepa B nopTe zip (puc.

Al, A2).

2. Pa3bnokunpyiTe NpoBOAHUK C MOMOLLbIO 610KMpaTopa NpoBoAHMKa Fusion.

3. MefneHHO BBOAMTE YCTPOMCTBO B pabounii KaHan AyOoAeHOCKomna A0 Tex Mop, noka nopT Zip He

OKaXkKeTcs BHYTpM paboyero KaHana, 3aTeM CHOBa 3ab6/10KMPYiTe NpoBogHUK. MpogonxaliTe MeaNeHHO

npoABuratb yCTpPoOIicTBO.

4. Tlpn OTKPbLITOM NOAbEMHUKE MPOABUTraiiTe YCTPOMCTBO A0 TeX MOp, MOKa 3HAOCKOMMYECKU He byaeT

BU3yaniM3MpoBaH ero BbIXo4 13 JyoAeHOCKONa.

5. lMpu TpaHCONanUANspPHOAN YCTAaHOBKE OPUEHTUPYITECb Ha XEeNTbll MapKep A9 TOYHOrO

No3NUMOHMpPOBaHUA cTeHTa. MpumeyaHne. CTeHTbl, NPOXOASLWINE Yepe3 COCOYEK, JO/DKHbI BbIXOAUTb

3a npejesibl COCOYKA B BEHAaALATUMNEPCTHYO KULWIKY NpuMepHO Ha 0,5 cm nocne pasBepTbiBaHUSA.

6. Moj pPEeHTreHOCKOMUYECKMM KOHTPOJIEM MpPU OTKPbITOM MOAbEMHMKE MPOLO/KANATE MeAsIeHHO

npoABMraTb yCTPOMCTBO 4O TeX NOP, MOKa CTEHT He OyAeT BU3yann3MpoBaH PEHTreHOCKOMMYEeCKN yepes

CTPUKTYpPY. Busyanusmpyinte peHTreHOKOHTPAcTHble MapKepbl Ha BHYTPeHHeM KaTeTepe Ha 060MX

KOHLaxX CTeHTa M pacnosioXuTe BHYTPEHHME PEHTreHOKOHTpacTHble mapkepbl (puc. D, 2 u D, 4) Ha

paccToOstHUM MUHUMYM 1 cM 3a nNpeAenibl CTPUKTYPbI, YTOObI CTEHT MOSIHOCTbLIO MEPEKPbLINT CTPUKTYPY.

7. MopgTBepanTe XenaemMoe MOSIOXKEHWE CTeHTa PEHTreHoCKonmyeckun. YTo6bl pa3BepHYTb CTEHT,

CHUMWUTE KpacHbIA NpefoxpaHuTesb € PYKoOATKU (puc. B), 3aTeM HaXmuUTe CAYCKOBOW KPHUYOK.

MpumeyaHue. Mpu KaxaoM MOTHOM HaXXaTUW Ha CMYCKOBOW KPHOYOK CTEHT PackKpbiBaeTcsl Ha paBHYO

BE/INYMHY.

8. Ecnu BO Bpems pa3BepTbiBaHUA TpebyeTcs NOBTOPHOE MNO3MLMOHUPOBAHWE CTEHTA, MOXHO MOBTOPHO

3axBaTUTb CTeHT. MpumMevyaHne. HeBO3MOXHO MOBTOPHO 3axBaTWUTb CTEHT MOC/e MPOXOXKAEHUA TOUKU

HeBO3BpaTa, Korfga KpacHblii MapKep Ha BepPXHe YacTu PYKOATKM MpoLuen No3nuuio TOUKM HeBO3BpaTa

Ha 3TUKeTKe pPyKosATKM (puc. C). NS peHTreHoCKONMUYecKOro KOHTPONS ToOUukM HeBo3BpaTa (puc. D, 5)
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CTEHT MOXHO MOBTOPHO 3axBaTbiBaTb L0 Tex MOP, MOKa PEHTreHOKOHTPACTHbI/i MapKep BHELUHEro
kateTepa (puc. D, 1) He 6yfeT cCOBMeLLeH CO BTOPbIM PEHTITEHOKOHTPACTHbIM MapKepoOM BHYTPEHHErO
KaTeTepa (puc. D, 3).

MpumeyaHue:  HEBO3MOXHO  MOBTOPHO  3axBaTUTb  CTEHT  Mocjfle  TOro, KakK  BHELWHWNA
PEHTFeHOKOHTPAcTHbIN Mapkep (puc. D, 1) npoigeTr BTOPOA BHYTPEHHWUIA PEHTreHOKOHTPAaCTHbIN
mapkep (puc. D, 3).

MpumeyvaHune. CTEHT MOXXHO NOBTOPHO 3aXBaTUTb He 60/1ee Tpex pas.

9. YTo6bl W3MEHUTb MNOJIOXKEHWE CTeHTa, CHayana HeoOXOAMMO MOBTOPHO 3axBaTUTb CTEHT nNpu
OTKpbITOM nogbemHuke. MpumeyaHune. He npoaBuralite cuctemMy AOCTaBKW BNepes MNPy YacTUUHO
pa3sBepHYTOM CcTeHTe. [IpOTONIKHUTE KHOMKY Hanpas/feHWss Ha O60KOBOW CTOPOHE PYKOATKM B
NPOTMBOMOMOXHYIO CTOpOoHY (puc. E1). MpuMedaHune: ygepxumBanTe 601bLIOK Nafney Ha KHOMKe Mpu
nepBOoM HaXaTuWW Ha CNYCKOBOIM KpPKOYOK ANs MNOBTOPHOro 3axBaTa. [lpofonxkaiTe HaxumaTb Ha
CMYCKOBOWN KPHOUYOK, 4TO6bI MOBTOPHO 3aXBaTUTh CTEHT Ha XefaeMylo Be/MYUHY.

10. UT06bl BO306HOBUTL pa3BepTbiBaHWE, CHOBA NMPOTOMKHNUTE KHOMKY B MPOTUBOMNO/IOXKHYIO CTOPOHY U
yaep>XuBaliTe KHONKY A8 NepBOro xoja, 04AHOBPEMEHHO HaXXMMas Ha CMYCKOBOM KPHOYOK (puc. E2).

M. Mocne NpoxoXaeHWs TOYKU HeBO3BpaTa CTeHTa, 0TCOeAUHUTe (UTUHI C JIIO3POBCKUM 3aMKOM, U
NOSTHOCTbIO yAannTe CTPAXOBOUHbIA TPOCMK U3 PYKOATKM CUCTEMbI gocTaBku (puc. F).

12. MpopgonxanTe packpblBaTb CTEHT, HAXXaB Ha CMYCKOBOM KPHOYOK.

13. Mocne pa3BepTbiBaHNSA, PEHTreHOCKONUYECKW MOATBEPANTE NOJSIHOE PAaCKpbITUe CTeHTA. Y Aepxusas
NosioXKeHne MPOBOAHMKA, MNPOTOMIKHUTE KHOMKY HanpaB/ieHUs Ha 60KOBON CTOpPOHE PYKOATKU B
NPOTMBOMO/IOXHYIO CTOPOHY (puc. E1). HaxxmnTe Ha CNYCKOBOI KPHOYOK, UTOObI MO/THOCTbHIO 3axXxBaTUTb
CUcTeMy pocTaBku. PasbnokmpyinTe npoBOAHUK C MNoOMOWb 6no0KmMpaTopa npoBofgHuka Fusion.
YCTpolicTBO MOXKHO 6e30MacHO M3BMeYb, MOMTHOCTbIO ONYCTUB MNOAbEMHUK AYOLEeHOCKOMNA.

UTo6bl MepemMecTUTb CTEHT B AUCTa/IbHOM HanpasfieHUU WAW YAanuTb CTEHT BO BPeMS MNpouefypbl
nepBoHayanbHOMW YCTAaHOBKW CTEHTa, BO3bMWUTECH LWMMLAMW 33 XXEeNTYH 3axBaTblBaloOLWY MeT/0 Ha
KOHLe cTeHTa (puc. G) n NnepemecTUTe CTEHT AUCTANIbHO WY yaanuTe Npy HEO6XOLNMOCTMU.

Mo 3aBeplIeHUU Mpoueaypbl YTUNU3NPYNTE YCTPOWCTBO B COOTBETCTBMM C UHCTPYKLUSAMMU
yupexaeHusi no o6paw,eHnto ¢ 6MOIOrMUYecKn ONacHbIMW MEAULMHCKUMMN OTXO4aMMU.
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MHCTPYKUWMA NO NPUNMEHEHWIO
CTeHTbI-3HgoNpoTe3bl Evolution Biliary Stent System - Full Covered ¢ nonHbIM
nokpbiTuem fEVO-FC-8-9-6-B: EVO-FC-8-9-8-B; EVO-FC-10-11-4-B: EVO-FC-10-11-6-B:
EVO-FC-10-11-8-B)

BHUMAHWE. degepanbHblii 3akoH CLUA paspewaeT npogaxy 3TOro yCcTpoOMcTBa TONbKO Bpavam
(WKW NPaKTUKYOLWNUM crieynannctam, UMer LW MM Hagnexally NULLEH3NI0) UK MO0 UX YKasaHuto.

BAXKHAA MHPOPMALNA
MoxanyicTa, 03HaKOMbTECb C UHCTPYKLMEl Nepes UCNONb30BaHMEM YCTPOICTBA.

I'Ipe,qynpem,qume: 6e30nacHoOCTb U SCbeEKTI/IBHOCTb ncnonb3oBaHMA 3TOro yCTpOVICTBa B COC)/,CI,I/ICTOI7|
CnctemMme He yCTaHOBJ/IEHDI.

MOKA3SAHNA KMNPUMEHEHWNIO

370 yCTpOVICTBO ncnonb3yeTca anda nananatuBHOro sie4eHUA 3/10Ka4YeCTBEHHbIX HOBOO6pa3OBaHMl71 B
XenyeBblBOAALLNX MPOTOKaXx.

OMMNCAHWE CTEHTA

CTteHT-3HgonpoTe3 Evolution Biliary Stent System - Full Covered ¢ nonHbIM MOKPbITUEM - TUOKWI
camopacwunpaoumnincs 6unmapHbli MeTanNMUYecKUn CTEHT U3 OAQMHAPHOW nepensieTeHHOW HUTUHONOBOMN
PEHTreHOKOHTPACTHOI NPOBOIOKU C NIaTUHOBbLIM CePAEYHMKOM. MONHOCTbI MOKPbITbIA CTEHT MOXET
YMEHbLWNTb NpopacTaHne onyxosinm yepes cTeHT. CTEHT MMeeT pacllMpeHns Ha 060MX KOoHUAX, KOTopble
nomMoratT YMeHbLINTb MUTPaLMi0 CTEHTA NOC/e TOF0, Kak OH Obl/1 YCTAHOBJ/IEH B XXeN4HbIA NpoToK. Ha
KOHLe CTeHTa MMeeTCA XenTasd 3axBaTbiBalolas MeTns, Uelb KOTOPOW - MepeMecTUTb AUCTaNbHO UK
YAanUTb CTEHT BO BPEMS Mpoueaypbl NepBoHaYanbHOW yCTAHOBKM CTEHTA B C/lyvae ero HenpaBU/bHOWA
ycTaHOBKMK. CTEHT yKopauyuBaeTcs 3a CYeT CBOEM KOHCTpyKuumu. Obwas gnmHa CcTeHTa yKasbiBaeTcs
PEHTreHOKOHTPACTHbLIMW MapKepamMn Ha BHYTpeHHem KaTteTepe (puc. D, 2 wn 4), n sABNseTCS
(haKTM4YecKol AIMHOMA CTeHTa B HEPa3BEPHYTOM COCTOSHWW. [pOKCMManbHbIA U LUCTaNbHbIA KOHLbI

CTEHTa WMET MHOFOUYNCAEHHbIE 3aKPYrfeHHbIe «KOPOHbI», YTO06bl MOTEHLUWASIbHO YMEHbLIUTH
TPaBMUPOBaHME TKaHeil.

OMMCAHWNE CNCTEMbI JOCTABKW

MpenBapuTeNlbHO YCTAHOB/IEHHbIE CTEHT PAacMOofioXKeH MeXAYy BHYTPEHHUM KaTeTepoMm, KOTopblii
COBMECTUM C nNpoBoAHMKOM 0,035 fioiimMa, U BHeLWHMM KaTeTepoM. PyKosiTka B Buae nNucToneTa
Mo3BOMAET KOHTPOMMPOBATh pasBepThbiBaHMEe WAM MOBTOPHbIM 3axBaT cTeHTa. [MOMI0XKEeHMe KPacHOro
MapKepa BBEpPXY PYKOSITKM MO OTHOLLEHWUIO K MOJTOXEHMIO «TOUYKA HEBO3BpaTa» Ha 3TUKETKE PYKOATKMU
yKasblBaeT TOUYKY, MOC/e KOTOPOii HEBO3MOXHO MOBTOPHO 3axBaTWTb pasBepHyTbl CTeHT. Ha
JOCTABOUYHOM YCTPOWCTBE €CTb YeTblpe PEHTreHOKOHTPACTHbLIX MapKepa, MOMOral L MX PacKpblTb CTEHT

Nnof, KOHTPO/MIEM PEHTreHOCKOMWU, W XKeNTblii 3HAOCKOMMYECKWUA Mapkep ANA TpaHcnanuanspHoii
YCTAHOBKMU.

MPOTNBOTMOKA3AHWA

MpoTnBoNoKasaHus, xapaktepHble Ansa IPXMT n nw6oil npoueaypbl, BbIMOJHAEMOA B COYETaAHUU C
YCTAHOBKOW CTeHTa.
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[ONoNHNTENbHbIE MPOTMBOMNOKA3aHMA BK/OYAlOT, MOMMMO MPOYEro: HEBO3MOXHOCTb MPOBECTU
NPOBOAHWK  WNM  CTEHT  4epe3 061acTb  O6CTPYKLUMM,  CTPUKTYPbl  XKENUYHbIX  MNPOTOKOB
L06POKAYECTBEHHON 3TMOMOTMK; OBCTPYKLMS JKENUYHbIX MPOTOKOB, MPENnsTCTBYHOLAA MNPOBEAEHUIO
3H/[I0CKOMMYECKOI XonaHruorpaguu; neppoprpoBaHmMe XeNuyHbiX MNPOTOKOB; MaUWeHTbl, KOTOPbIM
NpPoTMBONOKasaHbl 3HAOCKOMMWYECKNe MpPoLeaypbl; MauueHTbl ¢ KoarynonaTuei; HanMuyMeM KamHeli B
XKENUHbIX MPOTOKAax; C 0YeHb MafieHbKUMU BHYTPUMEYEHOUYHbIMW NPOTOKAMMU; U N06blIe MPUMEHEHMS,
KpOMe Tex, KOTOpble yKasaHbl B pa3aesne «oKasaHUa K MPUMEHEHMNIO».

MOTEHUWMANBbHBIE HEXXEJNTATENbHbBIE ABNEHWNA

MoTeHUManbHble HeXenaTeflbHble SBAEHUA, CBA3aHHble ¢ JOPXII, BKAWOYaKT, MOMUMO MPOYEro:
annepruyeckyto peakumss Ha KOHTPacT WAM JIeKapCTBO, acnupauuto, CepAevHYl apuTMUK UK
OCTAaHOBKY Cepfla, XO0/MaHruT, XOMeuucTuT, XosiecTas, KPOBOTeYeHWE, TUMOTEH3UK, WHGEKLUIO,
naHKpeaTuT, nepopaumnto, yrHeTeHUE NN OCTAaHOBKY fibIXaHWUs, Cencuc.

LononHnUTeNbHblE HeXenaTeflbHble $SIB/IEHUS, KOTOPble MOFyT BO3HWUKHYTb B CBf3M C YCTaHOBKOW
OUNNapPHOro CTeHTa, BK/AKYAKT, MOMUMO MPOYEro: annepruyeckyro peakumo Ha HUKeNb, U3bSA3BJIEHUE
XENUHbIX MPOTOKOB, CMepTb (KpOMe C/y4yaeB eCTeCTBEHHOr0 pasBuTUA 3abosieBaHWA), NMXOPagKy,
BoCMaseHne, BpacTaHMe M3-3a OMNYX0AW WAW  4YpPe3MepPHOW runepniasnunm  TKaHel, TOLWIHOTY,
HENMpPoOXoAMMOCTb  MNpPOTOKa  MNOAXKENYAOUHON  XKenesbl, 60onb/ aguckomdopT, nepdopayunto,
PELMAMBUPYIOLLYID MeXaHWUYECKYH XENTYXYy, MUTpaLuo CTEHTA, CMELLLEHNE CTEHTA, OKKJ/IHO3UO CTEHTAa,
TPaBMY XeN4YHbIX NyTelh UM aBeHaaLaTUNepPCTHOW KULLKK, paspacTaHUe OnyXxonu, pBoTy.

MEPbI MPEAOCTOPOXHOCTW

MuHUManbHbIA pasMep KaHania, Heob6X0oAUMbIN ANsi 3TOr0 YCTPOWCTBA, YKa3aH Ha 3TUKETKe Ha
yMnaKoBKe.

Mepepn ycTaHOBKOW HEO6XOAMMO MPOBECTU MOMHYI AMArHOCTMYECKYH OLEHKY, YTOObl U3MEPUTbL ANUHY
CTPUKTYPbl W OMNpefennMTb MNpPaBWbHYK [ANWHY CTeHTa. BblbpaHHas pgnvHa CcTeHTa AOJ/DKHA
npegycmaTpuBaTh 4OMOMHUTENbHYIO ANNHY N0 06e CTOPOHbI OT CTPUKTYPbI.

Ecnn npoBOAHUK UMM CTEHT He MOTYT MPONTK 4vepe3 06/1acTb 06CTPYKLUN, HE MbITaNTeCb PasMecTUTb
CTEHT.

CTeHT cnepyeT ycTaHaB/AMBaTb NMOJA PEHTITEHOCKOMMYECKUM UM 3HAOCKOMMYECKUM KOHTPOEM.

CTeHT cnefyeT ycTaHaBNMBaTb TO/IbKO C MOMOLW b cUCTeMbl goctaBkn Cook, KoTopasi noctaBnseTcs ¢
KaX[bIM CTEHTOM.

CTeHT npefHa3HayeH TOMbKO A1 Ma/a/iMaTUBHOINo siedeHus. [leped yCcTaHOBKOW cnefyeT U3y4uTb
anbTepHaTUBHbIE METOAbI Tepanuu.

[JonroBpeMeHHass MPOXOAUMOCTb CTeHTa He YycTaHOB/eHa. PeKOMeHAYyeTCS Mepuoguyveckas oueHKa
NPOXOAMMOCTU CTeHTa. lNMeped yCTAaHOBKOWM CTeHTa HEO6X0AMMO MPOBECTU OLUEHKY, YT0ObI onpeaennTb
HEO6XO0AMMOCTb CHUHKTEPOTOMMM WAM  6aNnoHHOW aunatauuum. B cnydyae HeobxoamMmocTu
COUHKTEPOTOMUU MUAKN BANNOHHOW aunaTtaumnu, HeobxoamMo cobntofaTb BCe COOTBETCTBYIOLLME MEPbI
NPesoCTOPOXHOCTU, NpefynpexieHna N NpoTUBONOKasaHus.

CTEeHT He MOXeT OblTb 3axBadeH MOBTOPHO MOC/Me MpPeBbIWEHNA Mopora packpbiTva. [MonoxeHwne
KpPacHOro mMapkepa B BepXHei 4acTu PYKOATKM MO OTHOLUEHWIO K NOJIOXKEHWUID TOYKW HeBO3BpaTa Ha
3TUKEeTKe PyYKUN yKa3blBaeT, KOrga MoporoBoe 3HayeHune 6b110 NPoMaeHo.

He nbiTaliTecb NOBTOPHO 3arpysvTb PasBepPHYTbINA CTEHT.

He ucnonb3yiiTe 3TO YCTPOMCTBO A1 KaKUX-NNG0 ApYyrux Lenei, Kpome 3asiBNEHHOr0 MoKasaHuA K
NPUMEHEHMIO.

He coBmecTtum ¢ nposBogHukom THSF.

17

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Vicnonb3oBaHMe 3TOF0 YCTPOWCTBA paspellieHo TO/bKO KBaM(pULUUPOBAHHOMY MEeAULIMHCKOMY
nepcoHany.

MponyckaHWe CUCTEMbl [OCTaBKM BTOPOro CTeHTA 4epe3 TOMbKO YTO pasBepHYTbIi CTEHT He
peKOMeHAYeTCsl, TaK KaK 3TO MOXET MPUBECTM K CMELLEHUIO CTEHTA.

NPEAYNPEXAEHWUE

YcTaHOBKa MOMTHOCTbI0O MOKPbLITOr0 CTEHTA Yepe3 OTBETB/IEHWE MPOTOKA WM 6onblIylo GUtypKaLuto
MOXET MPUBECTU K 06CTPYKLMMN.

DTOT CTEHT He NpefHasHayeH ANSA yganeHUs nocse nNepBoHayasbHOW YCTAHOBKW CTEHTa M cUMUTaeTcCs
MOCTOSIHHbLIM MMMJIAaHTOM. [MONbITKN YAAaINTb CTEHT MOC/Me YCTAHOBKU MOTYT NMPUBECTU K MOBPEXAEHUIO
OKPY>XatloLLLen cnn3ncToih 060/104KN.

TecTupoBaHMe NepeKpPbIBAKOLWUXCA CTEHTOB He 3aBEPLUEHO U He PEKOMeHAYeTCs.

JTO YCTPOWCTBO He MNpeAHa3sHA4YeHO [A1A pasBepTbiBaHWS Yepe3 CTeHKY paHee YyCTAHOBMIEHHOTo wau
CYLLECTBYHOLEr0 MeTa/I/INYECKOr0 CTEHTA. DTO MOXET NPUBECTU K 3aTPYAHEHMSIM MM HEBO3MOXHOCTMU
yAaneHna UHTpoablocepa.

CTEeHT COAEPXWUT HWUKENb, KOTOPbIA MOXEeT BbI3BaTb anfepruyeckyto peakuyuto y nwogen c
YYBCTBUTENIbHOCTbIO K HUKESIO.

JTO YyCcTpoOlCTBO MpeAHasHauyeHO TONbKO Ans OAHOPA30BOr0 WCMO/b30BaHWUA. MOMNbITKA MOBTOPHOI
06paboTKN, MOBTOPHOW CTEpUAM3ALMKM W/MNWM MOBTOPHOTO MCMOMb30BaHWS MOFYT MPUBECTM K 0TKasy
ycTpoiicTBa n/unu nepegade 3aboseBaHus.

Mocne yCcTaHOBKW CTeHTA JONOMHUTENbHbIE MeTOAbI /IEYEHUS, TaKMe KakK XMMuoTepanua m o6nydeHue,
MOTYT YBE/IMUYUTb PUCK MUTpaUuM CcTeHTa W3-3a YMeHbLUEHUA ONyXonu, 3pP03MU CTeHTa wu/unm
KPOBOTEUYEHUS CIN3NCTOM 060M104KMN.

Ecnn ynakoBKa OTKpbITa WX NOBPeEX/AeHa NPU MoJIyYeHUN, HE UCNONb3YTe YCTPONCTBO. BusyanbHo
OCMOTPUTE YCTPOWNCTBO, o6pauias oco60e BHUMaHWe Ha nepermbbl, uU3rMbbl U W3oMbl. Ecnn
o6HapyXeHa HeMcrnpaBHOCTb, KOTopasi MellaeT HOpManbHOMY pa6oueMy COCTOSIHWUIO, HE UCMOMb3yihTe
ycTpoincTBo. MoxanyiicTa, 3anpocuTte B KomnaHun Cook paspelleHue Ha Bo3BparT.

BesonacHocTb W 3(PHEKTUBHOCTb WUCMNOMb30BAHUA 3TOr0 YCTPOWCTBA B COCYAWCTON CUCTEMe He
YCTaHOBJIEHbI.

NHOOPMALINA O MPT

3TOT CMMBOJ1 0O3HayaeT, YTO YCTPOWCTBO COOTBETCTBYET TpeboBaHMAM nposegeHns MPT.

JoKnnHnyeckne UCnbITaHUA MokKasaan, YTo 3TOT CTEHT SABAAETCA YCNOBHbIM 418 MPT B COOTBETCTBUU C
ASTM F2503. lMaymeHTa ¢ 3TUM CTEHTOM MOXHO 6e30MacHO CKaHMpoBaTb B /A060e BpemMsA nocne
YCTaHOBKMW NpU CNejyoLWmnx ycnoBusax.

CTaTmMyeckoe MarHUTHOE none

» CTaTnyeckoe MarHuTHoe nose 3 Tecna Unn mMeHee.

* MaKcuMManbHbIA MPOCTPAHCTBEHHbIA FPagueHT MarHuTHoro nonsa 1600 Maycc/cM uam mMeHbLUe.
JoknnHuyeckas oueHka nposogunacb B cucteme MPT (Excite, General, Electric Healthcare) c
MaKCUMasibHbIM MPOCTPaHCTBEHHbIM MarHUTHbIM FpagueHTHbIM nosem 1600 [aycc/cM, M3MEPEHHbIM
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raycCMeTpomM B MOJIOKEHWW CTaTU4YeCKOro MAarHMTHOro Mons B OTHOWeEHWe K nauueHTty (T.e., 3a
npegenamun gelicTBUA CKaHHepa, 4OCTYMHbIMU AN NauueHTa UAn Apyroro 4YenoBeka).

HarpeBaHue, cBA3aHHOe c npoBegeHnem MPT

* 15 n 3,0 cuctembl Tecna: peKOMeHAyeTcsa CKaHUpoBaTb B HOpPMaJibHOM pabovyeM pexunme
(ycpegHeHHas yjaenbHas cKopocTb nornouwieHusa (SAR) gnsa scero Tena = 2,0 BT/Kr) «HopmanbHbIii
pabounii pexxumMm» onpefenseTcsa Kak peXxum pabotbl cuctembl MPT, B KOTOPOM HU O4UH U3 BbIXOAHbIX
CUTHAN0B He BblI3blBaeT (YU3MOMOrMYECKN cTpecc y nauumeHTa) 3a 15 MMHYT cKaHupoBaHusa (T.e. Ha
KaXkyl nocsefoBaTe/lbHOCTb CKaHUPOBaHUSA).

MoBblWeHWe TemnepaTypbl Npu 1.5 Tecna

B AOKAMHMYECKUX WCMbITaHUAX, 6unnapHbli cTeHT Evolution BbI3biBa/l MakCMMasbHOE MOBbILLIEHUE
Temnepatypbl 2,1° C (ans ogHOro cTteHTa) B TedeHue 15 MUHYT MPT-Busyanuzayum (T.e., 41 0o4HOM
nocnefoBaTelbHOCTU CKaHMPOBaHWUS), BbIMOMHEHHOW Ha cucteme MPT 1,5 Tecna (Siemens Medical
Solutions, Malvern, PA, Software Numaris/4) cpefHssa yAenbHasi cKopocTb nornoweHusa (SAR) ans

BCEro Tena coctaBnser 2,9 BT/Kr (COOTBETCTBYET U3MEPEHHOMY KaJlOpMMeTPUYeCKOMY 3HayeHuo 2,1
BT1/kr).

MoBblweHne Temnepatypbl npn 3.0 Tecna

B JOKNMHNYECKNX UCMbITAHUAX BUNnapHbIi cTeHT Evolution Bbi3biBan MakcMmanibHOe MOBbMMNEHUE Ha
TemnepaTypbl 3,1 °C (4159 0gHOro cTeHTa) B TedeHue 15 muHyT MPT-Busyanusaummn (T.e. 4N O4HOWN
nocsefoBaTe/lbHOCTM CKaHMPOBaHMWSA), BbIMOSIHEHHOW Ha cucTeme MPT 3 Tecna (Excite, GE Electric
Healthcare, Milwaukee, WI, Software 14X.M5) cpegHAa yaenbHas cKopocTb nornoweHns (SAR) ansa Bcero
Tena coctasnseT 2,9 BT/Kr (COOTBETCTBYeT N3MEPEHHOMY KanopUMEeTPUYECKOMY 3HauveHuto 2,7 BT/Kr).
ApTedaKTbl n306paxeHuns

KauectBo nsobpaxeHnsa MPT MOXeT CHU3MUTbCA, €CIM UCCNeAyeMblA Yy4acTOK HaxoguTcA B MPOCBeETe
WAn B Npejenax NPMMepHO 7 MM OT MOJIOXKEHUA 6unmapHoro cteHTa Evolution, 4yTo 66110 06HApPYXKEHO
npyv AOKAWMHWUYECKUX MUCMbITAHUAX NPU Takom nopsgke: T1-B3BelleHHOe M300paxeHWe, CNUH-3X0 U
rpafueHT nocnegoBaTeslbHOCTM MMNYNbCoB 3x0 B 3,0 Tecna cucteme MPT (Excite, General Electric
Healthcare, Milwaukee, WI). T[lpun Hanuunm MeTas/IMYECKOr0 CTEHTA MOXET BO3HUKHYTb
Heo6Xx04MMOCTbL ONTUMU3aLUK NapameTpoB MP Tomorpaduu.

MauneHTamM peKOMeHAyeTCs 3aperucTpupoBaTb YCNOBWUA, MPU KOTOPbIX MMMMNAHT MOXHO 6e30nacHo
ckaHupoBaTtb, B MedicAlert Foundation (www.medicalert.org) nnm aHanornm4yHoi opraHmsaumu.

HEOBEXOAMMOE OBOPYAOBAHWME
CTeHT 1 cucTemMa oCTaBKM

MpoBogHuMK 0,035at01iM0B

BrnokunpaTtop nposogHukKa Fusion

MOAroTOBKA MPOLUEAYPbI

YCcTaHOBMB [YOAEHOCKON Ha MecTo, cHayasna BBeAUTe MPOBOAHUK, FMOKMM KOHUYMKOM BMepes, u
npoABUrainTe ero fJo Tex Mop, Moka OH He 6yAeT BU3yann3MpoBaH PEHTrEHOCKOMWYECKWU uYepes
CTPUKTYPY.

NHCTPYKUUWN no NPUMEHEHWIO

1. I3BNeKnUTe CUCTEMY AOCTABKW CTeHTa M3 YNaKoBKW U 3arpysuTe YCTPOWCTBO MO MpeABapuTeibHO

YCTAaHOBNIEHHOMY MPOBOAHMKY, Y6EeAUBLLUCHL, YTO NMPOBOAHMK BbIXOAUT M3 KaTeTepa B nopte zip (pwc.
Al, A2).

2. Pa3bnokupyiiTe NPOBOAHWNK C MOMOLL b 610KMpaTOpa NPoOBOAHUKA Fusion.
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3. MeaneHHO BBOAUTE YCTPOIWCTBO B paGoumii KaHan fyofeHocKona A0 Tex Mop, noka nopT Zip He
OKaXKeTcsl BHYTpM pabouyero KaHana, 3aTemM CHOBa 3a6/0KMpyliTe NPoBoAHMK. MpogomkaliTe MeaneHHO
npoaBUraTb YCTPOICTBO.

4. Mpn OTKPbLITOM NOAbEMHUKE NPOABUTaliTe YCTPOCTBO A0 TeX MOp, NOKa 3HAOCKOMMUYECKN He byaeT
BMU3yasin3MpoBaH ero BbiX0/ M3 AyoJeHOCKonNa.

5. Mpu TpaHCNanuNNspHOW YCTaHOBKE OPUEHTUPYNTECb Ha KeNnTbliii MapKep AN  TOYHOro
MO3NLMOHMPOBAHUA cTeHTa. MpumedaHue. CTeHTbI, NPOXOASLLME Yepe3 COCOYEK, AO/HKHbI BbIXOAUTb
3a npefesnibl COCOYKaA B ABEHAALATUNEPCTHYIO KULLIKY NpUMepHO Ha 0,5 cM noc/ie pa3BepTbiBaHUS.

6. MoA PEHTreHOCKOMMYECKUM KOHTPO/IEM MpX OTKPbITOM MOAbEeMHUKE MPOoAoc/KaiiTe MeaNleHHO
NPojBMraTh YCTPOCTBO 40 TexX Nop, NoKa CTEHT He Gy/4eT BU3yaNM3MpoBaH PEHTreHOCKOMMUECKMN Yepes
CTPUKTYpPY. Bu3ayanuampyiTe peHTreHOKOHTPACTHbIe MapKepbl Ha BHYTPeHHEM KaTeTepe Ha 060MX
KOHLAX CTEHTa M PacnofioXXuTe BHYTPEHHWE PEHTIFeHOKOHTPAcTHble Mapkepbl (puc. D, 2 u D, 4) Ha
paccTosHUU MUHUMYM 1 cM 3a npefenbl CTPUKTYPbI, YTO6bl CTEHT MOJTHOCTbIO MEePeKPbINT CTPUKTYPY.

7. MoATBepANTE >Xenaemoe MOJIOXKEHWE CTeHTa PEeHTreHOCKOMMYeckn. UTo6bl pa3BepHYTb CTEHT,
CHUMUTe KpacHblii NpefoxpaHuUTeNb C PYKOATKM (puc. B), 3aTeM HaXMWUTE CMYCKOBOW KPHOYOK.
MpumeyaHue. Mpu KaxAoM MOMTHOM HaXKaTUM Ha CMYCKOBOI KPHOUYOK CTEHT pacKpbiBaeTCcs Ha PaBHYIO
BE/IMUUHY.

8. Ecnin BO BpeMsl pa3BepTbiBaHNS TPebyeTcs MOBTOPHOE MO3ULUOHMPOBAHME CTEHTA, MOXHO MOBTOPHO
3aXBaTUTb CTEHT. MpumeyaHne. HeBO3MOXHO MOBTOPHO 3aXBaTWUTb CTEHT MOC/ie MPOXOXAEHUA TOUKU
HeBO3BpaTa, KOrAa KpacHblli MapKep Ha BEPXHe 4acTu pyKoATKM MpoLlen No3uuuio TOYKN HeBo3BpaTa
Ha 3TUKEeTKe PYKoATKU (puc. C). Ana peHTreHoCKOMMUYEeCKOro KOHTPOAsA TOYKWU HeBo3BpaTa (puc. D, 5)
CTEHT MOXHO MOBTOPHO 3axBaTWTb A0 TexX MOP, MOKa PEHTreHOKOHTPACTHbI MapKep BHELUHEro

kateTepa (puc. D, 1) He 6yaeT COBMELLEH CO BTOPbIM PEHTreHOKOHTPACTHbIM MapKepoOM BHYTPEHHEro
KaTeTepa (puc. D, 3).

MpuMeyaHue:  HEBO3MOXHO  MOBTOPHO  3axBaTUTb  CTEHT  MOC/Ae  TOr0, KakK  BHELUHWNA
PEHTreHOKOHTPacTHbI Mapkep (puc. D, 1) npolifeT BTOpPO/ BHYTPEHHUI PEHTFeHOKOHTPACTHbIN
Mapkep (puc. D, 3).

MpumevaHne. CTEHT MOXHO NOBTOPHO 3axBaTuUTb He 60nee Tpex pas.

9. YT06bl WM3MEHWUTb MOMOXEHWEe CTeHTa, CHavana Heo6X04MMO MOBTOPHO 3aXBaTUTb CTEHT Mpu
OTKPbITOM MoAbeMHUKe. MpumeyaHue. He npogBuraiite cucTemMy [OCTaBKM BMepes Mpu 4acTUYHO
pa3BepHyTOM CcTeHTe. [1pOTONKHWTE KHOMKY HanpaB/leHUss Ha O60KOBOW CTOpPOHE PYKOSITKU B
MpOoTMBOMNONOXHY CTOPOHY (puc. E1). MpumeyaHue: yaep>xuBainTe 60MbLIOA Nanew, Ha KHOMKe Mpu
MepBOM HaXaTuUyM Ha CMYCKOBO KPKOYOK ANA MOBTOPHOro 3axsBaTa. [lpofonxaiTe HaxumaTb Ha
CMYCKOBOM KPHOUYOK, YTOObI MOBTOPHO 3aXBaTWUThb CTEHT Ha XXE/aeMyto BEMUYUHY.

10. YTo6bl BO30OHOBUTHL pa3BepTbliBaHWe, CHOBA MPOTONKHUTE KHOMKY B MPOTMBOMOMOXHYHO CTOPOHY 1
yAepXunBaiTe KHONKY AN51 NepBOro xoAa, 04HOBPEMEHHO HaXuMasl Ha CMYCKOBOM KpHUYoK (puc. E2).

11. Mocne NPOXOXAeHWA TOUYKWM HeBO3BpaTa CTEHTA, OTCOEAUHUTE (DUTUHI C JID3POBCKMM 3aMKOM, U
MOSTHOCTHIO YAA/INTe CTPAXOBOUHbIN TPOCKMK U3 PYKOATKN CUCTEMbI gocTaBku (puc. F).

12. MpogonxaiTe packpbiBaTb CTEHT, HaXKaB Ha CNYCKOBOWM KPHYOK.

13. Mocne pa3BepTbiBaHUSA, PEHTreHOCKONNYECKN NOATBEPANTE MOSIHOE pacKpbiTUE CTeHTa. Y aepxuBas
MOMOXEHWe MNPOBOAHMKA, MPOTONKHUTE KHOMKY HanpaBfeHWsa Ha OOKOBOW CTOPOHEe PYKOATKU B
NMPOTMBOMONOXHY CTOPOHY (puc. E1). HakmMunTe Ha CNyCKOBOI KPHOYOK, YT0ObI MOSTHOCTbIO 3aXBaTUTh
cucTemy poctaBku. Pa3bnokumpyiiTe NpoBOAHMK C NOMOWbIO 6/n0KMpaTopa npoBofgHMKa Fusion.
Y CTpPOCTBO MOXHO 6€30MacHO M3BJieYb, MOSIHOCTLIO OMYCTUB MNOABLEMHUK AYOAEHOCKOMA.
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UTo6bl NMEpPemMecTUTb CTEHT B AWCTa/IbHOM HamnpasBfieHUM WAW yaanuTb CTEHT BO Bpems npoueaypbl
nepBOHa4YasibHOW YCTAaHOBKM CTEHTa, BO3bMUTECH L MMNLUAMM 33 XXENTYH 3axBaTbiBalOWyl MNeT/0 Ha

KOHLE CTEHTa (pI/IC. G) N nepemMecTuTe CTEHT AUCTa/IbHO UIN yaanuTe npu H606X0,CI,I/IMOCTI/I.

Mo 3aBepweHUM npoueaypbl YTUNU3UPYHTe YCTPOWCTBO B COOTBETCTBUM C WUHCTPYKUUAMU
yupexeHus no o6paweHnto ¢ 6UONOTMYECKN ONaCHBIMW MEANLUHCKUMMN OTX04aMU.
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MATEPWNAIJbI

CTeHTbl-3HAONpoTe3bl Evolution Biliary Stent System - Partially Covered ¢ yacTUYHbIM MNOKPbLITUEM
fEVO-PC-8-9-6-B: EVO-PC-8-9-8-B; EVO-PC-1Q-11-4-B: EVO-PC-10-11-6-B: EVO-PC-10-11-8-B);
CTeHTbl-3HAONpoTe3bl Evolution Biliary Stent System - Fully Covered - ¢ nonHbIM nokpbiTnem (HVO-

KOMMOHEeHTbI CTeHTa

[MpoBoIOKa cTeEHTA

MNoKpbITUE CTEHTa

Hukenb-TuTaHa (HUTWHO/) NPOBOA C

NAaTUHOBLIM ALPOM

CnnaB HUTWHONMA (HNKEb-TUTaH)
Hukenb54,5 -57,0

Kap6oH 0,05 Makc

Kwucnopog 0,05 Makc

Bogopog 0,005 Makc

TwutaH Pewarowmii

CunukoH MED-4755

Cyb6-cbopka cTeHTa (BKAtOYaeT MOKPbITUE CTEHTA)

3axBaT CTeHTa

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

IMoNnaTWUIEH CBEPXBbLICOKOIO
mMonekynsipHoro seca (UHMWRPE) /
HUTUHON

CnnaB HUTWUHOMA (HUKENb-TUTaH)
Hukenb 54,5 -57,0

KOHTaKT C
nayneHTom

Ja

Ja

Ja
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MoKpbITKe cTeHTa (BTOPOIA Coit)

PacnonoxeH
PykosiTKa
NHTpoablocep
MHTpoablocep

MHTpoabtocep
WHTpoabtocep

WHTpoabrocep

MHTpoabtocep

MHTpogbiocep

MHTpoabtocep
MHTpoabtocep
NHTpoablocep

MHTpoablocep
MNHTpoablocep

Kap6oH 0,05 Makc
Kwucnopog 0,05 Makc
Bogopog 0,005 Makc
TwuTaH Peluatrowmii

/ PTFE Teflon
CunukoH MED-4755

CuncTtema fOCTaBKMU
BTopas coopka
OnuncaHune
Conno ansaxenun EVO Lexan

LLloB: 6enoe YCU/1EHHOE BOJIOKHO

Kneii: NMoktnt4061 (15544)
Kneii: loktnt 4161(26078)
C6opKa KosbLa AN N3B/eHeHNsI

Tpybka: cneynanbHbIl
Npo3paYyHbIii HEATOH

Kneii: Noktut 20268/26073
(14500)

KaHtons: HepxcaBetoLLlas cTaslb, €
CYXKEHUEM

Tpybka :HDPE

KosbL0 peHTreHOKOHCTPACTHOrro
MapKepa 13 TaHTana

Knei

Pasbem FLLA

KaHtons: HepykaBeroLasi ctasib, C
pacLLUVPeHNEM

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

MonMaTIEH CBEPXBbLICOKOI0
MonekynsipHoro seca (UHMWPE)
Kneii (LimaHoakpunar)

Kneii (LinaHoakpunar)
Hepxasetowasa ctasib AlSI 304
(PacwmndgpoBKa cnnaea:

C Max 0,08
Cr 18-20

Fe 66,345 - 74
Mn Max 2

Ni 8- 105

P Max 0,045
S Max 0,03
Cun Max 1)

/ Cnaiika- Cepebpo (crnas: 78%
cepebpa, 20% nannagus n 2%
nnaTuHbI)

HeinoH 6 / Bectamung L2101F

Kneli (LimaHoakpunar)

HepxkaBetowasa ctanb AlSI 304
(PacwmngpoBKa crinasa:

C Max 0,08
Cr 18-20

Fe 66,345 - 74
Mn Max 2

Ni 8-10,5

P Max 0,045
S Max 0,03
Cu Max 1)

MonnaTuneH BbICOKOA MAOTHOCTY
276-73

TanTtan Grade R05200

JlokTnT 4061 / Akpun
Monukap6oHaT lupilon
HepxkaBetowas ctanb AlS1 304
(PacwmpoBKa cnnaea:

Na

Het
Ja
Ja

Het

[a

Oa
Het

Het

Oa
Ja
Oa

Het
Het

23



PykoaTka

PykosTka
PykoaTka
PykoaTKa

PykosaTka

PykoaTka
PykosTka

PykosaTka

PykosaTka

PykoaTKa

MHTpoablocep

MHTpoablocep
MHTpoabtocep

MHTpoabtocep

MHTpoabtocep

MHTpoabtocep

MHTpoabtlocep
MNHTpoablocep

AganTep: NPVMHMMAOLLNIA
J1103p0BCKMIA pasbem C
thukcatopom (agantep FLLA)
Ponukn Tpocrka

Ponnk CAM

BHeLLHWIA KOXYX PYKOSITKW, NeBast
CTOpOHa

BHELLHMNIA KOXYX PYKOSITKY,
npaeasi CTOPoOHa

3axum Idler
Ctabunusatop ponmka RMN

PemeLuok npueoga Optibelt

KomnpeccnoHHoe KosnbLo SEMS

J1nketka PONR

KoHUMK MHTpoabtocepa ans
YKeN4YeBbIBOAALMX NPoTOKOB EVO
Tpybka

TpybKa: npeccoBaHHbIN PTFE

Hep>kaBetoLlas ctanb
Ob6xXnmatolee KonbLo

TpybKa: cneuyanbHbIi
NPO3payHbIil HEMMOH

Tpybka: cneuymasibHbIl
npo3payHblil HelinoH (AncTanbHas
BHELLUHSAS Npo3payHas TpyoKa)
1Cneni: TokTnuT4061 (15544)
Tpy6ka: nneTeHbIl NOANUMUE,
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C Max 0,08

Cr 18-20

Fe 66,345 - 74
Mn Max 2

Ni 8-10,5

P Max 0,045
S Max 0,03
Cu Max 1)

Monukap6oHat lupilon

AueTan

AueTan

Monukap6oHart lupilon / cmecb
aKpPUIOHUTPUN-6yTagneH-CTUPon
(ABS POLIMAXX GA800)
Monnkap6oHart lupilon / cmecb
aKpUNOHNTPUN-ByTagneH-cTUpon
(ABS POLIMAXX GA800)
Hepxasetowas ctasib AlSI 304
AntomuHwnia (cnnas A199,8

1080A: KpemHuia - 0,15%; >Keneso -

0,15%; Megpb - 0,03%; MapraHel, -
0,02%; MarHuuii - 0,02%; LINHK -

0,06%; TuTtaH -0,02%; ANOMUHWIA He

MeHee 99,80%)
MonuxnoponeH Neopren,

CTeKNoBOMOKHO KeBnap-49, nonvamug

Hepxasetowwaa ctans304 ¢
nokpbiTvem PTFE
(nonnTeTpadTOPO3ITUNEH)
CseT/bili Bepx:Fasson PP

Pebax ¢ 40 % 6apus (HaTypaibHbIit)

HeiinoH 12

PTFE (nonnTeTpadTOpO3TUIEH),
HaTypaJibHbIi
Hepxasetowwasa ctans 304

Helinon12

HeinoH 12, HaTypasibHbIi
Bectamuj L2101F

Kneii (LinaHoakpunar)
MneTeHbIA noAMMMUG

MonnamngHbIli anactomep - Cmecb U3

HeinoHa 12 v MonnmadupHbIn 6/10K-

noanammaHoro cononmnmepa (popmyna

HeT

Het
HeT
Het

Het

Het
Het

Het

Het

Het

Ja

Na

Het

Het

Na

Ja

Na
Na
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3alUMLLEHHAs NPaBOM CO6CTBEHHOCTM)
Cy6-cbopka nopta Zip

MHTpogbtocep  Tpybka Helinon 12 Het
MHTpogbtocep  Kneid: nokTut 4061 (15544) Knei (LinaHoakpunat) Na
MHTpogbtocep  Konnaydok »KenuHoro yesnHoka Monukap6oHaT lupilon Het
EVO
MHTpoablocep  YenHok Monnkap6oHaT Lexan Het
MHTpogblocep  Tpybka: HelinoH 12 Het
MHTpogblocep  Flexor: gnctanbHas yacTb Pebax / PTFE / HepxaBetoLLas cTasb Ja
KosnbLo: nnaTuHa ¢ upnguem
MHTpogblocep  Flexor: gnctanbHas vacTb Bectamug n Pebax / PTFE (Teflon) / Na

HepxkaBetowas ctasib 304
Konbuo:nnaTuHa ¢ upuavem

MuTpogbtocep  Flexor: runotpybka Flexor, MpoBosioka 13 HelinoHa 6/ HeTt
neTeHbIl Hep>xaBetoLLeli ctanu 304
(MpokcmanbHbIn Flexor) Tpy6ka: PTFE (HaTypasibHblit)
Tecaflon PTFE
MHuTpoabtocep  MpoBosioKa: ¢ nokpbiTvem Tibeta Ti-6eTa ¢ nokpbITvem PTFE (Teflon) Na
PTFE (npoBonioka ¢mkcatopa)
MHTpogblocep  PacnonioxeHue npoBOSIOKK A1S Monnkap6oHat Lexan Het

yaep>xaHus (PacrnonoxeHue
NPOBOIOKM 415 YAePXKaHUS)
VHTpoablocep  KpenneHne NpoBOSIOKK ANst Hep>kagetoLian ctanb 304 Het
yaepxaHusa (KpenneHue
NPOBOJIOKU 415 YAEePXKaHUS)

MHTpoabtocep  Pesbba Ans yaepXXKuBaroLe Monnkap6oHaT Lexan Het
NPOBOJIOKU
PykoaTka
Pas3nnyHble KOMMOHEHTbI Monnkap6oHat Lexan / auetan / HeT

OenpuH / HepkaBetowas ctanb 304

COOTBETCTBME NTPUMEHEHHBIM HOPMATUBAM N TEXHNWUYECKNM
CTAHOAPTAM

KomnaHnn Cook Ireland Limited npou3BogsaT BCe MeAWLUHCKWE WU3LeNNa B COOTBETCTBUU C
OnpekTnBoi No MegnUMHCKNUM nsgenmam 93/42/EEC.

Bce npou3BoACTBEHHble 00beKTbl KoMnaHum Cook Takxe cepTuuULMpoBaHbl B COOTBETCTBUMU CO
cTaHgapTom ISO 13485 (2016), Cuctema yrnpaB/ieHUsA KayeCcTBOM.

MPOUEAYPA PA3BPEWWEHNA CMOPOB

Ona oopmneHusa Bo3BpaTa Npocbba yBefomnTb KomnaHuto 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
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FTAPAHTVUWHOE OBA3ATE/IbCTBO

YNONHOMOUYEHHbIM MpeiCcTaBUTE/IEM NMPON3BOANTENS Ha TeppuTopun Poccuiickoin defepauunm aBnsetca
3akpbIToe akunoHepHoe o0buwiectBo «LLATM» (BAO «LLU AT »)

Poccusd, 119002, r. MockBa, KapmaHuukuin nep., 4.9, atax 5, oguc 501.

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

e-mail: info@schag.ru

CpoK rogHOCTU n3aennin coctaensieT 2 (gBa) roga. FapaHTUn Npou3BoAnTENSA B 0693aTe/IbHOM MOpSgKe
pacrnpocTpaHATCA Ha Ka4yecTBO U3LeNUniA.

CPOKTrogHoCTH

[Jata «ucnonb3oBaTb [O» 0603HavaeTcd CUMBOIaMW Ha MapkupoBke. CpoK rogHOCTM yKasaH oOT
BPEMEHM WN3rOTOBNEHMSA (3aBOACKME CMMBO/bI) LO OKOHYaHMS CpoKa FOAHOCTM (CMMBOJT MECOYHbIX
yacoB). PasHuua mexay o6emmn gatamm o0603Ha4vaeT CPOK FOAHOCTM.

CTeHTbl-3HAoNpoTe3bl Evolution Biliary Stent System - Partially Covered ¢ 4acTU4YHbIM MOKPbITUEM,
CTeHTbl-3HAoNpoTe3bl Evolution Biliary Stent System - Full Covered ¢ NofHbIM NOKPbITUEM _WNMEKOT
CpOK rogHocTun asa (2) roga.

MH®OPMALUWA O CTEPUTTN3ALNN

[JaHHble un3genuss NOCTaBNATCA CTEPU/IbHBIMW B TEPMETUYHOW yMNaKOBKe, MCMO/Mb3yeTcs

BanManpoBaHHbIn meTog EtO (okcup aTuneHa) Ansa obecnevyeHWs ypoBHA cTepuabHocTu (SAL) 10*
[aHHble n3gennsa npegHasHa4veHbl ANs 04HOPA30BOr0 MCMNOMb30BaHUSA, ABASIOTCA CTEPUIbHBIMU, ECNK

ynakoBKa He pacneyaTaHa Uau He NoBpeXxjeHa. He ucnonb3yite nsgenune, ecim eCTb COMHEHUS B TOM,

YTO faHHOE N3Aenne BASAETCA CTEPUSIbHBIM.

YCNnoBnmd NPMMEHEHWA
[aHHble N3[eNna NPUMEHSAIOTCS B YCN0BUAX NeUYeBHbIX YUPEXAEHUNA.

MPABUNA XPAHEHWA
JaHHble n3genua cnegyeT XpaHWTb B CyXOM MECTe, BAanu OT 3KCTPpeMasibHbK TemnepaTyp / faHHble

n3pnenna cnepyeTt XpaHWTb B TEMHOM, CyXOoM, NpoxnagHOM MeCTE, nsberas ONNTENNbHOIO BO3,IJ.€VICTBI/IF|
CBETa.

MPABUNA TPAHCINIOPTUNPOBKMU

Mpu BbIGOpe TpaHcnopTa cfefyeT YuuTbiBaTb BWJ MEpPeBO3KW, HaszHauyeHWe, MOCTaBLINKA,
NCNoNb3yeMOro ANs NepeBo3KM, a TaKXe OLEHMBATb 4YacTOTy M MHTEHCMBHOCTb /I0GOr0 BO3AENCTBUS,
Heo6X0AMMOT0 BO BpeMsi TPAHCNOPTUPOBKMN.

YMAKOBKA 1 MAPKNPOBKA

MocTaBNsIlOTCA B WMHAUBMAYaNbHOW ynakoBKe, KOTopas Ao/KHa 6biTb 6e3 CNefoB MNOBPEXAEHUS WU
BCKPbITMA. [pu 06HApPYy>XeHWU W3rn60B, W3IOMOB W MPOUYUX [AeEeKTOB MeAULUHCKOEe W3fenune
MCMO/b30BaTh He/Mb3s.

MapKu1poBKa, yKazaHHas Ha YNaKoBKe, COAEPXUT C/eayoLLyo UHQopMaLuio:

- HAMMEHOBaHME MeANLMHCKOr0 13aenus;

- TOBApHbIi 3HAK KOMNaHMMN-NPOU3BOANTENS;

- HOMep Mo KaTasory;

- CXeMma yCTpOICTBa C pasMepamu;
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- CCblJIKa Ha rnoccapumn cMMBOJIOB;
- cnocob cTtepunusauunm;

- HoMep cepun (noTa);

- CUMBOJ1 «MCMOJSIb30BaTb f0»;

CUMBOJ1T «aaTa U3roToBIEHUA»;

CMMBOJT «3aMnpeT Ha NOBTOPHOE MPUMEHEHNE»;

CUMBOJT «06PaTUTECh K MHCTPYKLMM NO MPUMEHEHUIO»;

CUMBOJT «OCTOPOXKHO!»;

caiiT KoMnaHuu KOMMNMaHNN-Npon3BoanNTENA;

WTPUX-KOAbI;

noroTun KOMnNaHMnM-Npon3BoanTena;

HanMeHOoBaHNe KOMMNaHUN-NMPON3BOANTENA,

agpec KOMNaHNN-NMpPon3BoAUTENIA;

CMMBON Hanuuuga ceptudgukara CE.

EVOLUTION>» BILIARY
STEMTSYSTtM «FUU.Y COVERED

'bl]1Ybrc-18-1,.8-B
le1||1 T> 4

PEMOHT

N3penmsa nocTaBnsAlOTCA  CTepUSIbHbBIMKM - W MNpefjHa3HayeHbl TONbKO [ANA  O04HOPa3oBOro
ncnonb3oBaHnA. He nbiTaliTecb MNOBTOPHO WCMNOMb30BaTb WKW  MNPOBOAUTb TeXHUYECKOe
obcnyxuBaHue.

MPABUNA YTUNN3ALNN

Mocne 3aBeplleHMs npouefypbl M3genusa cnefyet yTWAU3MPOBATb B COOTBETCTBUM C
HaUWOHA/IbHBIMU WHCTPYKUUAMU A8 6UONOTMYECKM OMacHbIX MeAULMHCKUX 0TX0f4oB. [Ans
CtpaH EC cornacHo AupekTtuse 93/42/E3C.

Onsa  Poccuitickon  defepauum  corfacHoO  HauuMoHaslbHbIM — Tpeb6oBaHUAM,  KOTOpble
pernamMeHTUPYOTCA caHUTapHbIMW npaBuiamm n Hopmamm 2.1.3684-21 ot 28 aHBapsa 2021 roga
«CaHUTapHO-3aNUAEMMNONOTNYECKMEe TpeboBaHNA K COAEPXKAHUIO TeppuTOpuUiA TFOPOACKUX U
Ce/IbCKNX MNOCeNeHni, K BOAHbIM 00beKTaMm, MUTbEBOW BOAE W MUTbEBOMY BOLOCHAa6XEHWUIO,
aTMocthepHOMY BO3f4yXy, MOYBAM, XW/bIM MOMELLeHUAM, 3KChayaTaumMm MNpov3BOACTBEHHbIX,
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06l EeCTBEHHbIX NOMeLLeHW, opraHn3aumnum 1 NpoBeAeHN0 CAaHUTAPHO-NPOTUBOINNAEMNYECKUX
(NpohnnaKTUUYECKNX) MEPOMPUATU». INNAEMUONOTNYECKMN OMacHble 0TX0AbI - Knacc b.

/mognucaHo/ 29 nronga 2021 r.
CneunanncT no Bonpocam peryanpoBaHus [ata
WTamn:

Cook Ireland Ltd.

O’'XannopaH Poyg,

HawHAn TekHonoaxxu lMapk,
Nnmvepuk, MpnaHansa

PerncTtpaumnsa komnaHum Ne 230176
VAT peructpaumsa Ne IE 8203176 O

/noanucaHo/ OTTVICKHas neyaTb HOTapuyca
LLramn:

Hawn LLinxu

HoTapuyc

6/7 TneHTBOPYN., T. JIUMEPUK
Mo>K13HEHHasA MLIEH3A
09.08.2021r.
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MepeBop AaHHOrO TEKCTa BbINONHEH NepeBOAYMKOM KOTNsApoBbiM AHTOHOM Mropesuyem.

noarnmcb

Poccuitckas defepayus
"opof Mockea
TpuauaTh NepBoro asrycTa fse Thica4Yn ABajuaThb NEPBOro roja.
A. Kopcuk Bnagumnp KoHCTaHTUHOBNY, HOTapuyc ropoga MoCKBbI, CBUAETeNbCTBYIO
No4/IMHHOCT b NMoAnucu nepesogynka KorTnaposa AHTOHa Uropesunya.
Mognuck caenaHa B MOeM NPUCY TCTBUMN.
JlnyHoCTb NognucasLlero JOKYMEHT yCTaHOB/EHA.

3aperncTpuposaHo B peecT pe: N° 77/2138-H/77-2021-
YnnayeHo 3a COBEpPLIEHUE HOTapuanbHoro geincreusa: 400 py6. 00 kon.

Mep6oBas neyaTb
HOoTapuyca ropoga
MockBbl Kopcuka B.K.
NHH 770474847174*

rnoanncb

Bcero nponTypoBano, NpoHymepoBaHO
1 CKpenneHo neyaTbio Sy nueT(a)(os)

HoTapuyc

Poccuiickas defepanns
[opos MockBsa

ro aBrycra fjBe TbiCAYM ABaAMaTL Nepsoro roja.
;mmup  Konc'laHTumoBwny,  HoTapuyc ropoga  MOocCKBbI,
Konmm ¢ 1tpeac'lasncllLOlO MHe fOKyMeHTa.
5érn~npf1”rk)N~crpe: Ne 77/2138*H/77-2021- ~ A ~
1 9.0N1cpliie HoTapuaribHOro ACACTBUANMA py6. 00 Kon.

B.K Kopcyk

Bcero npolwHypoBaHo, NPOHYMepPOoBaHO
1 cKpenneHo nevatbio ,5°3 1lncTt(a)(os)
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