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Notary Public

C O O Kl A Glentworth St., Limerick.
Commissioned For Ufe
MEDICAL

INSTRUCTIONS FOR USE

Zilver PTX Drug-Eluting Peripheral Stent

(ZISV6-35-XXX-X.X-XXX-PTX)
USAGE

This device is used to treat symptomatic atherosclerotic vascular disease of the femoral sector
arteries with stenosis having reference vessel diameter from 4 mm to 7 mm. (consult
Instructions for Use for details on the intended use).

TECHMCAT PARAMETERS

Stent is cut from a nitinol cannula, and has 4 radiopaque gold markers on each end. Tlie stent
is available in diameters of 5, 6, 7 and 8 mmand lengths of 40, 60, 80, 100, 120, 140 mm.

Stent diameter, mm Distance between markers, mm

Note: Measure circumferentially around the

outer diameter
5(+10%) 3.9(+10%)
6(+10%0) 4.7(x10%)
7(i10%) 5.5(x10%)
8(+10%0) 6.3(x10%)

Photos of an expanded and unexpanded Zilver PTX Stent are provided in Figure 1 below.

Figure 1. Zilver PTX Stent
Tolerance on the diameter of the stent in a compressed state (= 10%).
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Stent Strut Thickness; 0.17 mm (0.0070 inches). Minimum and maximum length; 40-140 mm. The

difference between post-deployed unconstrained and constrained stent length; +/- 25%. Radial force
parameters;> 0,14 <0.62 N / mm. Concentration of metal: 80-86%.

Time (days) Paclitaxel levels in stented arterial tissue (ng / ml)
1 20600 (29% of peak)
3 10400 (15% of peak)
Paclitaxel concentration on the stent surface (%): Dose density is 3.0 |rg / (paclitaxel

mass per unit area of the external surface ofthe stent).

! Handle She |
80 cm delivery system 125 cm delivery system
Height 46mm 46mm
Length 159mm 159mm
Width 32mm 32mm

Page 2 of 21

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



RetracMon Sheath

(Note thexetracfiOQ heath contains [15Frsectionande6 Frsection>

Length

Maximum Outer
Diameter

Inner Diameter (6Fr
Section)

Inner Diameter (5Fr
Section)

Strength of the retraction
wire to retraction sheath
joint

Length

Maximum Outer
Diameter for connection
at retraction sheath

Length (including
overmouJd)

Maximum Outer
Diameter (excluding
overmould)

Inner Diameter
(excluding ovcrmould)

Bending strength

Length
Outer Diameter (at tip)
Inner Diameter (at tip)

1
Tensile Strength

Length
Maximum Outer
Diameter

Inner Diameter (Spiral
Cut)

Tensile Strength
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80 cm delivery system
1157 mm

0.0825 inches/2.09 mm
0.066 inches/1.67mm

0.0545 inches/1.38 mm
>the statistical maximum
deployment force (for the

relevant time point if
considering aging).
Retraction Wire
80 cm deliverv mtem

470 mm

0.070 inches/1.778 mm
Stabilitv Sheath

80 cm deliverv sv.stem

544 mm

0.0825 inches/2.09 ram

0.071 inches/1.80 mm

Delivery Sheath does not
kink for radius > 19 mm.

InnerCafheter
Dtstalfhncjr
80 cm deliverv system
Min 1100 rmQJ
990
0.063 inches/1.6mm

0.0375 inches/0.95 mm
~ 19.11N @proxiraal
portion
> 12.76N @ distal portion
> 12.76N () tip

Proidmal Inner
80 cm deliverv .svstem

796-875 mm(40-120 mm
devices)
778 mm (140 mm devices")

0.053 inches/1.34 mm

0.0445 inches/1.13 mm
> 2454 N
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125 cm delivery system
1607 mm

0.0825 inches/2.09 mm
0.066 inches/1.67 mm
0.0545 inches/1.38 mm
>the statistical maximum deployment

force (for the relevant time point if
considering aging).

125 cm deliverv svstem
470 mm

0.070 inches/1.778 mm
125 cm deliverv svstem

994 mm

0.0825 inches/2.09 mm

0.071 inches/1.80 mm

Delivery Sheath does not kink for radius >

19 mm.

125 cm delivery svstem

Min 1600
1440 mmi

0.063 inches/1.6 mm
0.0375 inches/0.95 mm
> 19.1 IN @ proximal portion

> 12.76N @ distal portion
> 12.76N (! lip

125 cm deliverv svstem
1246-1325 mm{40-120 mm devices)

1228 mm (140 mm devices')
0.053 inches/1.34 mm

0.0445 inches/1.13 mm
>24 54N



L AT S e RS e

Luer hut/FLLA are compatible with ISO 594: internal small diameter of the depth of taper (for
reference): 3,925 -3,990 mm, internal large diameter of the opening of the FLLA taper: 4,270 -4,315
ram, minimum depth of the FLL.A conical fitting is 7.500 mm. Meaximum dismeter of the outside of
the FLLA fitting must not exceed 6.73 mm. Maximum radius of curvature at opening should not
exceed RO.Smm.

*Note values are approximate values

*Tolerance within +/-10% mless otherwise noted.

**Note: All component dimensions provided in Table above are based on individual component drawings and
pre-assembly of the full delivery system. During the standard device manufacturing process, some component
lengths are modified during assembly to produce the finished good device.

[1] Component length as received from supplier (pre-assembly). [2] Reference measurement only - approximate
length of component when disassembled from delivery system (post-assembly).

DEVICE DESCRIPTION

| The Zilver PTX Drug-Eluting Peripheral Stent is a self-cxpanding stent made of nitinol and
coated with the drug paclitaxel. The stent is intended as a permanent implant. It is a flexible,
slotted tube that is designed to provide support while maintaining flexibility in the vessel
upon deployment. Post-deployment, the stert is designed to impart an outward radial force
upon the inner lumen of the vessel, establishing patency in the stented region.
The steat is preloaded in a 2.1mm (6 French) delivery sheath. Hand-loading of the stent is not
possible. Stent deployment is controlled by rotating the thumbwheel on the handle.

Table 1 presents the stent sizes and the nominal total quantity of paclitaxel on each stent
based on the established dose density of 3 pg/mm?.
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Table 1. Stent sizes and paclitaxel total quantity

Strnt Size 6Fr
(diameter Xlength, mm) Total P9cilltax«l
(ug/stent)
5x40 383
6x40 383
7x40 383
8x40 356
5x60 552
6x60 552
7x60 552
8x60 579
5x80 722
6x80 722
7x80 722
8x80 757
Sx LW 934
6x100 934
7x100 934
8x100 935
5x120 1103
6x120 1103
7x120 1103
8x120 1112
5x140 1273
6x140 1273
7x140 1273

MRI INFORMATION

Non-clinical testing has demonstrated that the Zilver PTX Drug-Eluting Peripheral Stent is
MR conditional for overlapping lengths up to 395 mm. A patient with this device can be
safely scanned in an MR system meeting the following conditions:

mStatic magnetic field of 1.5 Tesla or 3.0 Tesla

* Maximum spatial field gradient of 1600 Gauss/cm (16 T/m)

* Maximum MR system reported, whole-body-averaged specific absorption rate (SAR) of2.0
W/kg (Normal Operating Mode).
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Under the scan conditions defined above, the Zilver PTX Drug-Eluting Peripheral Stent is
expected to produce a maximum temperature rise of less than 4.9“C after 15 minutes of
continuous scanning.

In non-clinical testing, the image artifact caused by the device extends approximately 5 mm
from the Zilver PTX Drug-Eluting Peripheral Stent when imaged with a gradient echo pulse
sequence and a 3.0 Tesla MR system.

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.

INTENDED USE

The Zilver PTX Drug-Eluting Peripheral Stent is intended for use in the treatment of
symptomatic vascular disease of the above-the-knee femoropopliteal arteries having
reference vessel diameter fi-om 4 mm to 7 mm. To avoid involvement of the common femoral
artery, the proximal end of the stent should be placed at least 1 cm below the origin of the
superficial femoral artery. To avoid involvement of the below-the-knee popliteal artery, the
distal end ofthe stent should be placed above the plane of the femoral epicondyles.

CONTRAINDICATIONS

« Stenosis that cannot be dilated to permit passage ofthe introducer sheath.

« Stenting of an arterial vessel where leakage from the artery could be exacerbated by
placement of a stent.

« Patients with bleeding disorders.

« Women who are pregnant, breastfeeding, or plan to become pregnant in the next 5 years
should not receive a Zilver PTX Drug-Eluting Peripheral Stent. It is unknown whether
paclitaxel will be excreted in human milk, and there is a potential for adverse reaction in
nursing infants from paclitaxel exposure.

WARNINGS

« A signal for increased risk of late mortality has been identified following the use of
paclitaxel-coated balloons and paclitaxel-eluting stents for femoropopliteal arterial disease
beginmng approximately 2-3 years post-treatment compared with the use of non-drug
coated devices. There is uncertainty regarding the magnitude and mechanism for the
increased late mortality risk, including the impact of repeal paclitaxel-coated device
exposure. Physicians should discuss this late mortality signal and the benefits and risks of

available treatment options with their patients. n
. Persons with allergic reactions to nitinol may suffer an allergic reaction to
thisimplant.
. Persons allergic to paclitaxel may suffer an allergic reaction to this implant.
. For adult use only.
. Use of this device is restricted to a trained healthcare professional.
. This device is designed for single use only. Attempts to reprocess, re-sterilize and/or
reuse may lead to device failure and/or transmission of disease.
. Sterile if package is unopened or undamaged. Do not use the product if there is doubt

as to whether the product is sterile. Inspect the product to ensure no damage has occurred.
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. Flow restrictions remaining after stent deployment (e.g., residnal proximal or distal
stenosis or dissection, or poor distal outflow) may increase the risk of stent thrombosis.
Inflow and outflow should be assessed at procedure completion and additional measures
considered (e.g., additional PTA, adjunctive stenting, or distal bypass) if necessary to
maintain good inflow and outflow.

PRECAUTIONS

* This product is intended for use by physicians trained and experienced in diagnostic and

interventional vascular techniques.

Standard techniques for interventional vascular procedures should be employed.

* Manipulation of the Zilver PTX Drug-Eluting Peripheral Stent requires fluoroscopic

control.

* If resistance is met during advancement of the delivery system, do not force passage.

Remove the delivery system and replace with a new device. Continuing to force passage may

ultimately cause partial deployment of the stent. Possible outcomes of partial deployment are

. Prolonged procedure (e.g. additional exposure to radiation / contrast)

. Additional stent required

° Secondary intervention (e.g. vessel incision)

» Do not try to remove the stent from the introducer system before use.

* Ensure that the red safety lock is not inadvertently depressed before stent deployment is

desired.

* A 0.89 mm (0.035 inch) wire guide should be nsed during tracking, deployment, and

removal to ensure adequate support of the system. If hydrophilic wire guides are used, they

must be kept fully activated, Using a smaller diameter wire guide may ultimately result in

partial deployment of the stent. Possible outcomes of partial deployment are

* Prolonged procedure (¢.g. additional exposure to radiation / contrast)

* Additional stent required

» Secondary intervention (¢.g. vessel incision)

* Prior to disengaging the device safety lock ensure the distal end of the stability sheath is

inside the introducer sheath. Failure to do so may result in stent damage and/or stent

compression upon deployment.

* Do not use excessive force to deploy the stent. If excessive resistance is felt when beginning

deployment, remove the delivery system without deploying the stent and replace with a new
device,

‘ * Do not expose the delivery system to organic solvents (e.g., alcohol),

* Do not use power injection systems with the delivery system.

* Do not torque the delivery system during introduction or deployment. Torquing the device

may lead to difficulty or inability to deploy and/or move device over the wire guide.

* Once the stent has apposed the vessel wall repositioning of the stent is not recommended.

The stent retraction sheath cannot be re-advanced nor can the stent be recaptured following

the start of stent deployment.

* Following stent deployment, if resistance is met during the withdrawal of the delivery

system, carefully remove the delivery system and wire guide together as a unit.

* If resistance is still encountered during removal of the delivery system and wire guide as a

unit, remove the wire guide, delivery system and introducer sheath together as a unit.

POTENTIAL ADVERSE EVENTS
Potential adverse events that may occur include the following:
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» Allergic reaction to anticoagulant and/or antithrombotic therapy or contrast medium
* Allergic reaction to nickel

* Atheroembolization (Blue Toe Syndrome)

* Arterial aneurysm

» Arterial rupture

» Arterial thrombosis

* Arteriovenous fistula

* Death

* Dissection

* Embolism

*Fever

» Hematoma/hemorrhage

» Hypersensitivity reactions

» Infection

» Infection/abscess formation at access site

» Ischemia requiring intervention (bypass or amputation of toe, foot or leg)
*Occlusion

Pain/discomfort

« Pseudoancurysm formation

* Renal failure

* Restenosis of the stented artery

» Stent embolization

» Stent malapposition

« Stent migration

« Stent strut fracture

» Vessel perforation or rupture

* Vessel spasm

» Worsened claudication/rest pain

Although systemic effects are not anticipated, refer to the Physicians’ Desk Reference for
more information on the potential adverse events observed with paclitaxel. Potential adverse
events, not described in the above source, may be unique to the paclitaxel drug coating:

+ Allergic/immunologic reaction to the drug coating

« Alopecia

» Anemia

* Blood product transfusion

*» Gastrointestinal s

* Hematologic dyscrasia (including leukopenia, neutropenia, thrombocytopenia)
*» Hepatic enzyme changes

* Histologic changes in vessel wall, including inflammation, cellular damage, or nectosis
» Myalgia/Arthralgia

* Myelosuppression

» Peripheral neuropathy

LATE MORTALITY SIGNAL FOR PACLITAXEL-COATED DEVICES
A meta-analysis of randomized controlled trials published in December 2018 by Katsanos et

al.! identified an increased risk of late mortality at 2 years and beyond for paclitaxel-coated
balloons and paclitaxel-eluting stents used to treat femoropopliteal arterial disease.
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In response to these data, the FDA performed a patient-level meta-analysis of long-term
follow-up data from the pivotal premarket randomized trials of paclitaxel-coated devices used
to treat femoropopliteal disease using available clinical data through May 2019. The meta-
analysis also showed a late mortality signal in study subjects treated with paclitaxel-coated
devices compared 1o patients treated with uncoated devices. Specifically, in the 3 randomized
trials with a total of 1090 patients and available 5-year dats, the crude mortality rate was
19.8% (range 15.9%-23.4%) in patients treated with paclitaxel-coated devices compared to
12.7% (range 11.2%-14.0%) in subjects treated with uncoated devices. The relative risk for
increased mortality at-5 years was 1.57 (95% confidence interval 1.16-2.13), which
corresponds to a 57% relative increase in mortality in patients treated with paclitaxel-coated
devices.

As presented at the Junc 2019 FDA Advisory Committee Meeting, an independent meta-
analysis of similar patient-level data provided by VIVA Physicians, a vascular medicine
organization, reported similar findings with a hazard ratio of 1.38 (95% confidence interval
1.06-1.80). Additional analyses have been conducted and are underway that are specifically
designed to assess the relationship of mortality to paclitaxel-coated devices. The presence and
magnitude of the late mortality risk should be interpreted with caution because of multiple
limitations in the available data, including wide confidence intervals due to a small sample
size, pooling of studies of different paclitaxel-coated devices that were not intended to be
combined, substantial amounts of missing study data, no clear evidence of & paclitaxel dose
effect on montality, and no identificd pathophysiologic mechanism for the late deaths.
Paclitaxel-coated balloons and stents improve blood flow to the legs and decrease the
likelihood of repeat procedures to reopen blocked blood vessels compared to uncoated
devices. The benefits of paclitaxel-coated devices (e.g., reduced reinterventions) should be
considered in individual patients along with potential risks (e.g., late mortality),

In the Zilver PTX randomized clinical study,? Kaplan Meier mortality estimates at 2, 3 and
years are 5.4% (95% confidence interval 3.0%-7.9%), 10.3% (7.0%-1 3.6%) and 19.1%
(14.2%-24.1%), respectively, for all patients treated with the Zilver PTX treatment device
and 5.7% (1.8%-9.5%), 10.7% (5.6%—15.9%) and 17.1% (10.0%-24.2%), respectively, for
. patients treated only with the PTA/BMS control device (P = 0.60). Publications of large
observational studies have not identified an increased risk of mortality with the Zilver PTX
DES; Secemsky et al.’ reported comparable mortality rates through 4 years for DES and
BMS in claudicants (P = 0.55) and CLI patients (P = 0.52); Freisinger et al.* reported a
hazard ratio of 1.01 (95% confidence interval 0.83-1.23) at S years for DES vs. BMS;

Katsuki et al. reported a hazard ratio of 0.89 (95% confidence interval 0.66-1,19) at S years
for DES vs. non-paclitaxel devices.

1. Katsanos K, et al. Risk of death following application of paclitaxel-costed balloons and stents in the femoropopliteal
artery of the leg: a systomatic review and meta-analysis of randomized controlled trials. J 4m Heart Assoc. 2018;7:¢011245.
2. Dake MD, et al, Paclitaxel-coated Zilver PTX Drug-Elating Stent treatment does not result in increased long-term all-
mmmmd:owmcm:mmm.zom . 5

3. Secemsky EM, et al. Drug-cluting stent implantation and long-term survival following peripberal arery revascularization.
Jdm Coll Cardiol. 2019;73:2636-2638.

4. Freisinger E, et al. Mortality after uge of paclitaxel-based devices in peripheral anterics; & real-world safety analysis, S
Heart J. 2019; doi:10.1093/eurheartj/ch2698,
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5. Katsuki T, et al. Mortality risk following application of a paclitaxel-coated stent in femoropopliteal lesions. J
EndovascTher. 2019; doi;10.1177/1526602819870309

DRUG INTEItACTIONS

Formal drug interaction studies have not been conducted with the Zilver PTX Drug-Eluting
Peripheral Stent. In the absence of formal clinical drug interaction studies, caution should be
exercised when administering paclitaxel concomitantly with known substrates or inhibitors of
the cytochrome P450 isoen2ymes CYP2C8 and CYP3A4.

PRODUCT RECOMMENDATIONS

Placement of this vascular stent requires advanced skills in interventional vascular
procedures. The following instructions w1\ give technical guidance, but do not obviate
formal training in the use ofthe device. Delivery system components are shown in Figure 1.

Fig. 1

1. Ergonomic thumbwheel operated handle

. Safety lock

. Thumbwheel

. Luer hub (flushing port)

. Retraction sheath

. Stability sheath

. Tip of delivery system inner catheter

. Radiopagque marker band on retraction sheath
. Gold radiopaque markers on stent

10. Radiopaque stent stop

Multiple Stent Placement

O©Co~NooobhhwdN

> E

If placements of multiple stents are required in a patient, to cover the length of the lesion, the
following recommendations should be considered:

« In relation to the lesion site, the distal area of narrowing should be stented first, followed by

the proximal locations (i.e., a second stent should be placed proximally to the previously
placed stent).

« Stents placed in tandem must overlap to allow for complete coverage of the lesion.

» The safety and effectiveness of implanting multiple Zilver PTX stents with a total drug
quantity of greater than approximately3 mg paclitaxel per patient, which is equivalent to the
amount of paclitaxel for a total stented length of 360 mm, has not been established.
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Stent Sizing

1. Determine the proper stent size after complete diagnostic evaluation. The stent deployment
must be performed under fluoroscopic control. Measure the length of the target lesion to
determine the length of the stent required. Allow for the proximal and distal aspects of the
stent to cover the entire target area.

Note: The Zilver PTX Drug-Eluting Peripheral Stent is designed not to shorten upon
deployment.

The stent is recommended for use in above-the-knee femoropopliteal arteries having
reference vessel diameter from 4 mm to 7 mm.

Measure the diameter of the reference vessel (proximal and distal to the lesion) and use the
LARGEST reference diameter as your basis for choosing the appropriate stent size.

I The stent size should be selected so that the unconstrained stent diameter is at least 1 mm
larger than the reference vessel diameter and no more than 2 mm larger than the reference
vessel diameter.

Introduction of the Stent

1. Gain access to the she using a 6 French sheath with a minimum 1.D. 0f2.1 mm

2. To ensure adequate support of the system, introduce a 0.89 mm (0.035 inch) wire guide, if
hydrophilic wire guides are used, they must be kept fully activated.

3. Pre-dilatation before stent placement is optional and at the discretion of the physician.

4. Prior to advancing the system over the wire and introducing the system into the body use a
syringe to flush the device wire guide lumen and stent with saline or heparinized saline
through the hub of the device. Flushing the device with contrast media is not recommended.

Flush the wire lumen until a few drops of saline exit the tip of the device (Figure 2). Next,
gently place a finger over the device end hole and flush again until a few drops of saline can
be seen exiting between the end of the sheath and device tip (Figure 3).
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5. Under fluoroscopy, advance the delivery system over the 0.89 mm (0.035 inch) wire guide
through the introducer sheath until the distal gold radiopaque markers on the stent are beyond
the target lesion site (Figure 4).

Note; Ifresistance is met during advancement of the delivery system do not force passage.
Remove the delivery system and replace with a new device.

Note: Ensure the distal end ofthe stability sheath is inside the introducer sheath.

Caution: Torqueing the device may lead to difficulty or inability to deploy and/or move
device over the wire guide.

Alignment and Deployment of the Stent
1. Under fluoroscopy, pull the delivery system back until there is no slack in the delivery
system and the radiopaque markers on the stent are aligned with the lesion (Figure 5).
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2. Disengage the device safely lock by gently depressing the red safety button in the direction
indicated in Figure 6.

3. Initiate stent deployment by slowlyrotating the device thumbwheel in the direction shown
in Figure 7.

Note: If high resistance is felt on the thumbwheel prior to stent deployment, do not force
deployment. Carefidly withdraw the stent system without deploying the stent.
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4. Rotating the thumbwheel will withdraw the retraction sheath from over the stent.

Note: Visually confirm that the radiopaque stent markers are still aligned with the desired
position. Reposition if necessary.

Note: Stent deployment will begin once the distal radiopaque stent markers have advanced
beyond the sheath marker band (Refer to Figure 1. for sheath and stent marker
identification). Once the stent has apposed the vessel wall repositioning of thestent is not
recommended. Recapture or re-sheathing of the Zilver PTX Drug-Eluting Peripheral Stent is
not possible because the stent retraction sheath cannot be re-advanced. Refer to the Multiple
Stent Placement section ofthese Instructions for Use for information on missed lesions.

5. Full deployment of the stent length will occur when the distal end of the retraction sheath
has been retracted past the proximal radiopaque markers of the stem (Figure 8).

Retraction Sheath

InnerCatheter
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Post Stent Deployment
1. Under fluoroscopy, withdraw the entire delivery system as one unit, over the wire guide,

into the introducer sheath and out of the body. Remove the delivery system &om the wire
guide.

Note: Following slent deployment, if resistance is met during the withdrawal of the delivery
system, carefully remove the delivery system and wire guide together as a unit.

If resistance is still encountered during removal of the deliveiy system and wire guide as a
unit, remove the wire guide, delivery system and introducer sheath together as a unit.

2. Perform an arterial angiogram to verify full deployment of the device. If incomplete
expansion exists within the stent at any point along the lesion, post-deployment balloon
dilatation (standard PTA) can be performed at the discretion of the physician.

Note: Flow restrictions remaining after stent deployment (e.g., residual proximal or distal
I stenosis or dissection, or poor distal outflow) may increase the risk of stent thrombosis.
( Inflow and outflow should be assessed at procedure completion and additional measures

considered (e.g., additional PTA, adjunctive stenting, or distal bypass) if necessary to

maintain good inflow and outflow.

3. Remove the wire guide and introducer sheath from the patient.

4. Close tlie entry wound as appropriate.

5. Dispose in accordance with institutional guidelines

HOW SUPPLIED

Supplied sterilized by ethylene oxide gas in an outer non-sterile foil pouch and innerpeel-
open packages. Intended for one-time use. Sterile if package is unopened or undamaged. Do
not use the product if there is doubt as to whether the product is sterile. Store in a dark, dry,
cool place. Do not store above 25 °C (77°F), excursions permitted to 15°C to 30°C (59°F to
86°F). Protect from moisture. Avoid extended exposure to light. Upon removal from
package, inspect the product to ensure no damage has occurred.

STERILE - DO NOT RESTERILIZE - SINGLE USE ONLY

REFERENCES

These instructions for use are based on experience from physicians and (or) their published
literature. Refer to your local Cook sales representative for information on available
literature.

USAGE DETAILS

The Zilver PTX Drug-Eluting Peripheral Stent is used in the conditions of the patient care
medical institutions.

SUPPLY DETAILS
The Zilver PTX Drug-Eluting Peripheral Stent is supplied individually in sterile packaging,
which is providedwith the Instructions for Use.
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WARRANTY

An authorized representative ofthe manufacturer in the territory of the Russian Federation is
the ZAO "SCHAG".

Russia, 119002, Moscow, Karmanitskiy per., O.office 501a.

phone: (495) 956-13-09;

Fax: (495) 956-1310,

e-mail: info@schag.ru

Manufacturer’s warranty binding on quality products.

The manufacturer guarantees the operability and preservation of the sterility of the devices
during the entire shelflife (2 years from the date of manufacture indicated on the package),
under the storage conditions.

These devices are intended for single use and are sterile if the package is not opened or
damaged. Do not use the device if there is any doubt that it is sterile.

SHELF LIFE

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

These devices are labelled with two year shelf-life.

STERILIZATION DETAILS

These devices are 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,

ster_ille if unopened or undamaged. Do not use the product if there is doubt as to whether the product is
sterile.

PACKACme AND LABELING

PACKING INFORMATION.

Peel strength ofpouch seal: > 1.2 N / 15 mm seal width.

No stream of bubbles released from Inner Pouch during leak testing to ASTM F2096.

Seal width > 6 mm
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Zilver® PTX®
Drug-Eluting Peripheral Stent

NZISV6-35-125-5.0-60-PTX

RE»4f135274

US.NT.6.743752:7.172 .«3;
5mm X 60mm
125¢crn
I'm —
2.1mfn (6Fr/.083%) -89mm (.035-)
Smm

60fnm

Paditax6i3pg/imn> RYONIY

hltpt. 7tA'wwx03'luT«dl(id.cafP/;]pnbel-9IDmry’
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The Zilver PTX Drug-Eluting Peripheral Stentsare supplied intheindividualpackaging, which
should show no signs of damage or opening. Upondetecting the bends, breaks and other
defects the device cannot be used
The label ofthe device shows the following device parameters:
- Manufacturer;
- U.S. Federal Law restricts this device to sale by or on the order of a physician”;
- device name;
- Contains Paclitaxel 3pg/mm*;
- Date of manufacture; e
- Use by date;
- Batch code;
- Catalogue number;
- Parameters and device schematic;
- Temperature limit;
( - Sterilized using ethylene oxide;
- Keep away from sunlight;
- Keep dry;
- Do not re-use;
- Consult instructions for use;
- Caution!;
- CE certification;

Manufacturer -
1J

U.S. Federal Law restricts this device to sale by or RxONLY
on the order of a physician.

Date of manufacture rQ
Use-by date
Batch code

[Tot]
Catalogue number REFi
Temperature limit

1
Sterilized using ethylene oxide jerSULNoj

Keep away from sunlight
Keep dry

Do not re-use

Consult instructions for use

Caution!

CE certification C€

>3 e
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Each stent is supplied with adhesive labels for product tracking and traceability - stickers,
necessary to attach to the medical history and other records of the patient who is implanted
with a stent. The sticker contains the following information:

a) manufacturer identification;

b) device name;

¢) Product Catalog number

d) Patient name

e) Doctor name

f) Doctor tel. number

g) date of implantation

h) implanting facility name

OMOCOCSE- 9t9e9S S t+
Puppy (4L If
f41"60pULR» I 1YCaeN pKV UEJDJPHO 2E0fr-
Fin »Wih«>3 BAUM34003 LLBLLY
88Ut>SrEt" Srzr6CEZIB
AAsNES >

~11146B pagsipiera S6  NINC|6ulutoa9Jtrm”alueaOSE
P«IEICkdI(r34 ~CKO

IN9IS1V89Hdni3a ONIlin 13 91)80

X I1d.J9A i1z x >o03

Patient implant Date
Implanting Facility Kwuto

Imfi*anting Phyddan

Impl~ting Phyraaan Phone f

FolkrvHjp Physician

FollonHip Physician Phone Nuirdxr

ProductCralogl
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K isrecommended that patients register the
conditions under whichthe Implant can safely
be scanned wRti the MedtcAlert Foundation
(wwiMmedlcalertoig) or an equivalent
organlzatloa

This symbdlmeansthe
dewieeb MR CondRlonal.

Nan-dirncal testing has denxmstrated thatthe ZITver PTX Drug*Elutmg Perg”~ral Stent
isMR corkdltioiiai oved”iMnt} lengths up to395 mm. A patient thisdevice can
besafdy scanned inim hffisystem meeting dsefdlouMDg ooexfitlonK

«Staticmagn”c field of 13 Teslaor 341Teda
*Ma”mum spatial field gradientof 1600 Gauss/cm (16T/m)

' Maximum MR system ryixted, whole-Ixidy'averaged ~e dflc ateorptk>n rate
(SAR) of 20W~g (Norrnel (*rating Mode).

Under the scan conditions defined above, the Zllver PTXDrug-€lutlng Peripheral
Sentisexpected to pTockke a maximum temperature rise bl less than 4.9*Cafter
15 minutes of continuous scanning.

. In nofxilnical testing, the Image artifactcaused bl'die device extends

! Aprtpdmately 5 mm from the Zilver PTX Drug-Eluting Peripheral ~ent when
Imaged with a gradient echo pulse sequence and a 3.0 Tesla MR systwi.

0014

REPAIRS
These devices are supplied sterile and for single use only. Cannot be repaired.

COMPLIANCE WITH RELEVANT REGULATIONS AND TECHNICAL
STANDARDS

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

STORAGE RULES

Do not store above 25°C (77°F), excursions permitted to 15°C to 30°C (59°F to 86°F). Protect from
moisture. Avoid extended exposure to light

OPERATION RULES

Temperature of operation of the stent from +32°C to +42°C (within the patient body).
TRANSPORTATION RULES

Distribution simulation testing stored the Zilver PTX product for periods oftime at the temperature,
relative humidity and atmospheric pressure ranges outlined below. The product should also be
protected from moisture.

- Temperature -29°C to +60“C (#x2*\C)
- Relative Humidity 30-85% (+5%)
- Atmospheric pressure 595 hPa - Ambient Pressure
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DISPOSAL RULES
The device must be disposed of in accordance with the institution's guidelines for

biohazardous medical waste.
For EU countries - in accordance with Council Directive 93/42/EEC

For the Russian Federation - in accordance with national requirements regulated by sanitary
rules and norms 2.1.3684-21 dated January 28,2021 "Sanitary and epidemiological
requirements for the treatment o f medical waste.” Risk class of medical waste: class B.

riixX 06 - - Jj="2
Regulatory Affairs Specialist Date

Cook Ireland Ltd.
O'Haloran Road
National Technology Park
Limerick, Ireland
Company Registration No. 230176
VAT Registration No. IE 8203176 O
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HAWT LI
MYBINYHbIA HOTAPUYC

6/7, TneHTBOpPT CT.,
r. -inmepuk,
VpnaHansa

TenetoH +353 61
414355 hakc +353 61
414738

ONeKTPoHHas noyta
nsheehy@sellors.ie

BCEM 3ANHTEPECOBAHHbLIM MUAM, 4, Haiin LUuxn, HoTapuyc, OONN<HbIM 06pa3om
YMO/THOMOYEHHBIN W1 NMPUCATHYBLUWIA, BeAyWwMiA aena no agpecy: 6/7 'neHTBOp yA., . JIMMeEpPUK,
Pecnybnuka WpnaHgna, HACTOALLKM TOATBEPXOAKD, 4To S 3HAKOM C [JOKYMEHTaMmW,
KOTOpble Mepuoanyeckn BbinyckaeT komnaHus Cook Ireland Ltd, n 4yTo nNpunaraemblii 4OKYMEHT
ABNAGTCA OPUTMHANIOM AOKYMeHTa IHCTPYKLUKMA N0 NPUMEHEHUIO

«CTeHTbI Nepugeprnyveckmne ¢ NeKapCTBEHHbIM NOKpbITMEM Zilver PTX», KOTOpbIV A nognucan
M CKPenun rneyatbio, U KOTOPbI ABNSETCA TOYHbIM W NOAMHHBIM OPUTMHANOM, KOTOPbIA Gbin
npeacTaB/eH MHe Ha PacCMOTPEHNe.

TAKXE A NOATBEPXOAK HacTosAwmm aokymeHTom no 3anpocy Cook Ireland Ltd, uyto
KoMnaHus BedeT 6usHec no agpecy: O’XannopaH Poya, HawHn TekHonomxu Mapk, B ropoae
Numepuk, NpnaHams, Ana COOTBETCTBYHOLLMX KOMMETEHTHbLIX OpraHoB B Poccuiickoin deaepaumm
N ANs BCEX, KOO 3TO MOXET KacaThCA.

B NOATBEPXOEHWE YEIO 4 cTaBno CBOK NOANUCH N Neyartb.

/Mopnnce/ 6 Mast 2022 1
'HAN Wuxn
MYBANUYHBIA HOTAPUYC HAata

o /MeyaTb Ha 3eneHOM hoHe Hepa3bopumBso/
HAWT WA

My6nnyHbIl HOTapuyc
6/7, TnentBoOpT CT., T.
Jnmepuk,
JnueHsna Ha coseplueHue
HOoTapuasbHbIX AelACTBUIA
fencTenTenbHa 6eccpoyHo
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/Meyvatb: In Roinn Gnothai Eachtracha
MUWHWUCTEPCTBO MHOCTPaHHbIX gen/

AMOCTWUNb

(Caarckas KOHBeHUMA OT 5 oKTAGpA 1961 roga)

1. CtpaHa:
Pays/Pais: MPNAHAONA

[daHHbIA oprUManbHbIA AOKYMEHT
Le present acte public / El presente documento publico

2. nognucax
a ete signe par Haiinom LWuu (Niall Sheehy)
ha sido firmado por
3. AeliCTBYIOLL MM B KayecTBe
agissant en qualite de My6AMYHOro HOTapuyca
quien actua en calidad de
4. cKpeneH neyatbo/WITaMMNOM
est revetu du sceau / timbre de
y esta revestido del sello / timbre de

Y LOCTOBEPEHO
Atteste / Certificado

5.B r. Kopke 6. 10/05/2022
alen le/ el dia

7. Kem MUHNCTEPCTBOM WHOCTPAHHbBIX Aen
par / por

8. 3a Homepom 1413482022
S0us No

bajo el numero

9. Meyvatb/wTamn: 1U. Mognuce:
Sceau / timbre: Mognwuce: /Moanuce/
Sello / timbre: /LUTamn/ Firma;

HacTosLmid anocTurb noaraepaaeT NCKMOUUTENBHO MOAIMHHOCTbL MOAMMCY W MOSHOMOUMS NMLA, MOAMMCABLLEr0-----------

ovLManbHbIA JOKYMEHT, a Takoke, B COOTBETCTBYHOLLMX CTyHasiX, MPUHAAIEXHOCTb MeyaTyt Wam LLTamna, KOTOPOA win

KOTOPbIM CKperieH ofuLyanbHbIv JOKYMeHT. HacToswmin ANocTunb He YA0CTOBEPSET COAepKaHye JOKYMEHTa, K KOTOpOMY 323524
_NpunaraeTcs. MpoBepuTb (haKT Bbida4um HaCTOSLLIEro anocTuis MOXHO Ha caiite ww”.authenfications.dfatie
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COOK

MEDICAL

NMHCTPYKUWMA NO NCIMNOJIbSOBAHWIO

CTeHTbI Nepuepmryeckme c ieKapCTBEHHbIM NOKPbITUEM Zilver PTX

HA3HAYEHWE N3AENNA

(ZISV6-35-XXX-X. X-XXX-PTX)

N3genve npuMeHsieTCs A1 NeYeHUst CUMMTOMHOMO aTepoCKIepOTUYECKOr0 MOpPaXKeHWs apTepuii
GepeHHOro CErMeHTa co CTeHO3aMU, UMEIOLLMMI AMaMeTP OT 4 MM 10 7 MM.

TEXHUWYECKWE XAPAKTEPUNCTUKN

CTEHT BbINOMIHEH W3 HUTUHOMA, U UMEET 4 PEHTreH-KOHTPACTHbIX 30/10TbIX MapKepa Ha KaKaom
KoHUe. CTeHT AocTyneH B gnameTpax 5, 6, 7 1 8 mm n gnvHoin B 40, 60, 80, 100, 120 140 mm.
MpumeyaHue: cTeHT 140 MM He gocTyneH gnameTpom 8 mMm. Macca mnsgenus 78 r (£10%).

JuameTp CTeHTa, MM

PaccTosiHVMe Mexay MapKepamu, MM

MpumeyaHme. M3mepaTb BHELLUHWIA
AnaMeTp Mo OKPYXHOCTMU.
5(+10%) 3.9(+10%)
6(+10%) 4.7(+10%)
7(+10%) 5.5(+10%)
8(+10%) 6.3{+10%)
4 doTorpagun pasBepHYTOro Y HepasBepHYTOro Mepugepnyeckoro CTeHTa C JIeKapCTBEHHbLIM
nokpbITHeM Zilver PTX npefocTaBieHbl HKe Ha PucyHKke 1

PucyHok

Jonyck Ha AnaMeTp CTeHTa B CKaTOM COCTOAHUN (£10%).

CrpaHnua 3 u3 26
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TonwuHa kapkaca cteHta: 0,\1 mm (0.0070 atorimoB). MUHMManbHas U MakCUMaibHas nonesHas
anvHa: 40-140 mm. PasHuua mexay AMHOM eCTECTBEHHO M MCKYCCTBEHHO Pa3BEPHYTOr0 CTeHTa
nocne passepTtku: +/- 25%. [lapameTpbl paguansHoro ycwuneHus: > 0,14 <0.62 H/vwm.
MeTannoHacbIiweHHocTb: 80-86%.

YpoBeHb MaknnTtakcena B CTEHTUPOBAHHOW
apTepuanbHoi TKaHu (ur/ mn)
1 20600 (29% of peak)
3 10400 (15% of peak)
KOHUeHTpaums naknmMTakcena Ha noBepxHocTu cTeHTa (% ): noTHOCTL 403kl paBHa 3.0 pr/Mm2
(Macca naknmTakcena Ha eauHULY NoLaau BHELLUHe NOBEPXHOCTU CTEHTA).

Bpems (gHu)

KoDiivc 0yKOATKM |
enctems 2NectaBku 80 CMmiitS; cacTema noNakKKu cMm
BbicoTa 46 MM 46 MM

CTtpaHuua 4 un3 26

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



OnvHa 159 Mm 159 Mm
LLinpuHa 32 MM 32 Mm
YomparoLLIACA Hasaz, HTOOLHOCEN
(ObpaTunTe BHUMaHVIE, YTO PETPaKLMOHHBI UHTPOLLHOCEP COLEPXUT CEKLMIO 5 Fr 1 cekumio 6
Fr)
cuctema goctaBkum 80
Ny cucTema goctaBkm 125 cm
OnvHa 1157 mv 1607 Mv
MaKcumMasibHbI
HapyXXHbIA AnameTp 0.0825 froiimos/2.09 Mm 0.0825 ftoiimos/2.09 Mm

BHyTpeHHWIA AnameTp
(cexkuus 6Fr)
BHyTpeHHW grameTp
(cekums 5Fr)

0.066 AroiiMoB/1,67 MM

0.0545 proivos/1,38 MM
> CTaTVCTUYECKOI

0.066 aroiiMos/1,67 MM

0.0545 proiiMos/1,38 MM

Mpo4yHoCTb MaKCVMasIbHON Cuibl
ybupatoLerocs pasBepTbIBaHUS (L)1
npoBoja 0 MecTa COOTBETCTBEHHOIA > CTAaTUCTUYECKON MaKCUMa/IbHOM CUbl
COeNHEHNA BPEMEHHOIA TOUKM, €CTM pasBepTbIBaHUA (419 COOTBETCTBEHHON
yovpatoLLMIACS Hasal  MPUHMMATb BO BHUMaHVe BPEMEHHOMN TOUKW, €CNIN MPUHUMATb BO
VMHTPOAbOCEPa MEXaHMUECKOE CTapEHNE). BHMaHWE MEXaHNYECKOE CTapeHIe).

Y6upatroLmiics nposo;

cucTema
- [10CTaBKM 80 CM cucTemMa goctaBku 125 cm
OnvHa 470 Mm 470 mv
MakcMasibHbIA HapY>XXHbIN
AviaMeTp ANS COeAMHEHMS C
ybuparommes Hasag 0.070
WNHTPO/bHOCEPOM Ar0MOB/1.778 MM 0.070 atoimos/1.778 Mm
Hensvxumbii VHT sonbtocep
cucTema
- [10CTaBKM 80 M cucTema foctaBky 125 cm
OnunHa (BkNoYvas (UTTUHT) 544Mm 094 MM
MakcMasibHbIA HapyXXHbIIA
AvameTp (He BK/OYas 0.0825
PUTTUH) [H0ViMOB/2,09 MM 0.0825 [10¥iMOB/2,09 MM
BHyTpeHHWI grameTp (He 0.071
BK/1H0Has (UTTUH) Aoiivos/1,80 Mm 0.071 [0iiMOB/1,80 MM
VIHTpozastocep and
[0CTaBKM He

M3rnGaeTcs s

MpoYHOCTbL Ha 13rmb paguyca > 19 Mm.

VHTpOabtocep ANst JOCTaBKY He
u3rvbaeTcs ans paguyca> 19 M.

BHYTpeHHUI KaTeTep
AuctanbHasn ceT LieBMHA

cucTema
foctaBkn 80 cm

OnvHa MuH. 1100 Mm
CTpaHuua 5 us 26
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cucTemMa JocTaBkU 125 cm

MuH. 1600 Mm



990 mm™" 1400 mm™

Hapy>kHblIli gnameTp 0.063 groiimos/1,6
(HaKOHYMKe) MM 0.063 atoiimoB/t,6 MM
BHyTpeHHWI anamveTp (Ha 0.0375
KOHUMKE) Atolimos/0,95 MM 0.0375 atoiimos/0,95 MM

> 19.11IN@

NpoKcMmanbHas
yacTb
> 12.76N@
AucTanbHada vacTtb > 19.11IN @ npokcumanbHas 4acTb

>12.76N@ > [2.76N @ guctanbHas 4YacTb

Npesen npo4HocTU KOHYUK > 12.76N @ KOHYUK

NpoKcmanbHaa cepaneBHHa

cuctema
T [10CTaBKM 8°CM cucTemMa octaBkM 125 cm
1246-1325 mwm (40-120 MM CTEHTb!)
796-875 mm (40-120
MM CTEHTbI)
778 Mm (140 Mm 1228 mm (140 MM CTeHTbI)
NnvHa CTEHTBI)
MaKcrMasibHbIM Hapy>KHbIA 0.053
anameTp AoiMoB/1,34 MM 0.053 gtoinmos/1,34 mm
BHyTpeHHWIA anameTp 0.0445
(CnupanbHoe ceveHve) AoiiMoB/1,13 MM 0.0445 ptoiimoB/1,13 MM
Mpefen npoyYHocTH > 24.54N > 24.54N

Jo3poBcKoe coefMHeHne (MHOMbIBOYHbI MOPT)

dukcatop Slospa/FLLA oTBevaeT TpeboBaHMsaM 1SO 594: BHYTpPeHHWIA Manblii guameTp
rny6uHbl cpesa (ans nHhopmauun): 3,925 -3,990 MM, BHYTPEHHWIA 6OMbLLOKA AnaMeTp OTBEPCTUS
KOHMYecKoli yactn FLLA: 4,270 -4,315 MM, MMHUManbHas rny6uHa KOHYCc006pas3Horo MTuHra
FLLA 7.500 mM. MakcuManbHbIi AnameTp Hapy>KHoI YyacTu hmTuHra FLLA He gomxeH
npesbllaTs 6.73 MM. MakcuMasnbHbIA paguyc n3rnba Bosne 0TBEPCTUS He JO/MKEH MpeBbIlLaTh
R0O.5 mm.

*MNMprMeyaHmne: 3Ha4eHUs

npuéan3nTeNbHbIE

*[onycTumble

OTK/IOHEHMSA B

npegenax +/-10%,

€C/N He yKa3aHo

Lpyroe.

** MMpumeyaHue. Bce pasmepbl KOMMOHEHTOB, MPUBEAEHHbIE B TabnuLe Bbllle, OCHOBaHbl Ha 4YepTexax
OTAeNbHbIX KOMMNOHEHTOB W NpefABapuTenbHOW CO0pKe BCeil cucTeMbl JOCTaBKM. Bo Bpems cTaH4apTHOMO

npolecca M3roToB/MEHNS! YCTPOCTBA HEKOTOPblE KOMMOHEHTbI MO [/IMHE U3MEHSIOTCA BO Bpems COOPKM,
4TO6bI NOMYYUTb FOTOBOE XOPOLLEE YCTPOMCTRBO.

[1] LnvHa KOMMOHEHTa, MOMlyYeHHas OT NocTaBLiMKa (NpeaBapuTebHas C60pKa).

[2] Tonbko KOHTPO/bHBIE 3MEPEHUS - NPUBAN3NTENIbHAA AMHA KOMMOHEHTA NpW AEMOHTAaXE U3 CUCTEMbI
focTaBku (nocne c6opku).

CTtpaHuua 6 13 26

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



OMMNCAHUE YCTPONCTBA

MepuepuyeckniAi  CTEHT € JIeKApPCTBEHHbIM — NOKpbITMeM  Zilver  PTX - 3T0
CaMOopPacLUMPAOLLMACACTEHT, W3FOTOBMEHHbLIA M3 HUTWHOMA W MOKPbITbIA  IEKAPCTBEHHLIM
npenapatom naknuMtakcen. CTeHT npefHa3HayeH A8 WCMO/b30BaHWUSA B KayeCTBe MOCTOAHHOIO
nMmnnaHTata. OH NpeacTaBnsieT co60M MMOKYHO ceTyaTyto TpyoKy, KOTopasi nocse pa3BepTbiBaHUSA B
cocyfe obecneumBaeT ero MOAAEPXKY W TMOKoCTb. [locne pa3BepTbiBaHMA CTEHT OKasblBaeT
HanpaB/fieHHOe BOBHe pafnasibHOe BO3AENCTBME Ha ero CTEHKM, pacLLumpss NPocBeT 1 obecrnevmsas
MPOXOAMMOCTb B MECTE CTEHTUPOBAHMS.

CTeHT npefBapuTe/bHO'YCTaHOB/IEH B UHTPOAbOCEPE A1 AoCTaBKM avameTpom 2,1 mm (6 Fr).
YCTaHOBKa CTEHTA BPY4YHYK) HEBO3MOXXHA. Pa3BepTbiBaHME CTEHTA OCYLLECTBNAOT BpalleHUeMm
Max0oBMYKa PYKOATKM.

B Tabnuue 1 ykasaHbl pasMepbl CTEHTOB N HOMWUHa/IbHOE KO/IMYECTBO MakKInTaKcena Ha KaXkaom
CTEeHTE ncxoaqa m3 yCTaHOBfIEHHOVI NAOTHOCTU [03bl 3 MKI/MM2.

Tabnuua 1. Pasmepbl CTEHTOB M 06LLee KO/IMUYEeCTBO NaKnauTakcena

6 ®dp

O6Lu,ee KONMnM4ecTBO NnakKnntakcena

Pa3mep cteHTa
(amameTp X gAnHa, MMm)

(MKr/cTeHT)
5x40 383
6x40 383
7x40 383
8x40 356
5x60 552
6x60 552
7x60 552
8x60 579
5x80 722
6x80 722
7x80 722
8x80 757
5x 100 934
6x 100 934
7x 100 934
8x100 935
5x 120 1103
6x 120 1103
7x 120 1103
8x 120 1112
5x 140 1273
6x 140 1273
7x 140 1273

NHD®OPMALNA O MPT
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JOKMHNYECKOE MCMbITaHWe NOKa3ano, YTo NepUtepUYECKniA CTEHT C IEKaPCTBEHHLIM MOKPbITUEM
Zilver PTX coBvectuMm ¢ MPT npu onpeaeneHHbIX YCNOBUAX Npu  OOLEen  aivHe
nepekpblBatoLLMXCA CTeHTOB A0 395 MM. [MauueHTa C 3TUM YCTPOMCTBOM MOXHO 6€30MacHo
cKaHupoBaTb Ha MP-Tomorpade npu co6/I0AeHNN CNeAyOLWMX YCOBUIA:

. cTaTnyeckoe marHuTHoe none 1,5 vnm 3,0 Tn;
. MaKCUMabHbIA NPOCTPaHCTBEHHbIN rpagueHT nons 1600 raycc/cm (16 Tn/wm);
. MaKCUMa/lbHasi CpefHas yfAenbHas MOLWHOCTb MOr/IOWEHNS  U3YyYeHUss BCEM Te/OM

yenoseka (SAR) no gaHHbIM MP-cuctembl 2,0 BT/Kr (HOpMas/ibHbIA peXxnum paboTbl).

B yCnoBusxX CKaHWpPOBaHWSA, OMNpefeNeHHbIX Bbllle, OXWUAAETCH, YTO Mepudepuyecknii CTeHT C
NeKapCTBEHHbIM MOKPbITUEM Zilver PTX OCTUTHET MaKCUMa/IbHOrO NOBbILIEHUS TeMMEPaTypbl Ha
MeHee yem 4,9 °C 3a 15 MUHYT HENPEepLIBHOIO CKaHMPOBaHUS.

[OKNMHMYeCcKoe MCNbITaHWe MOKa3ano, YTo Mpu cKaHupoBaHuM B cucteme MPT mollHocTbio 3,0
Tn ¢ NpYMeHeHMeM MOCNeLOBaTENbHOCTA MUMMY/IbCOB TPaAMEHT-3X0 MNepUdepuyecknii CTeHT C
NeKapCTBEHHbIM MOKpbITUeM Zilver PTX co3gaeT apTehakT M300paxeHWs, BbIXOAALLMA 33
npegesnbl YCTPOMCTBA NPUGIN3UTENBHO Ha 5 MM.

MaumeHTaM PeKOMeHAYeTCs 3apermcTpmMpoBaTb YCI0BUS, NPY KOTOPLIX AaHHbIA UMMIAHTAT MOXHO

6esonacHo ckaHupoBaTb, B MedicAlertFoundation (www.medicalert.org) wnmM 3KBMBaNEHTHOM
opraHusauum.

HASHAYEHWE

Mepuepnyecknii CTEHT C NIeKapCTBEHHbLIM MOKPbITUEM Zilver PTX npefHasHayeH 4N feveHns
CUMMNTOMATUYECKOrO MOPaXXeHWs 6eApeHHO-MOAKOMEHHBIX apTepuid Bbille KOseHa npu AvaveTpe
ConocTaBMmoro cocyga ot 4 MM o 7 MM. UT0Obl He 3aTpOHYTb 06LLYyH0 OefipeHHYIO apTeputo,
NPOKCMMa/bHbIA KOHeL, CTeHTa [O/DKeH pacrnofiaratbC N0 MeHblUeli Mepe Ha 1 cM  Huxe
OTXOXAEHWSI NOBEPXHOCTHOM GefpeHHO apTepun. UT0ObI He 3aTPOHYTb MOAKONEHHYHD apTeputo

HWKe KOMeHa, AUCTa/IbHbIA KOHEL, CTeHTa JO/DKEH pacrosiaratbCs BbIle MIOCKOCTU GefpeHHbIX
HaMbILLIE/TKOB.

MPOTUBOITOKA3AHWNA

CTeH03, KOTOpbIii HEBO3MOXHO [JOCTAaTOYHO PaCLUMPUTL A MPOXOXK/AEHNS UHTPO/LHOCEpA.

CTeHTMpOBaHWe apTepuasbHOro Cocyaa, B KOTOPOM YTeuKa U3 apTepum MOXET YCyryouThbes
BC/IEAICTBME YCTAHOBKW CTEHTA.

MauneHTbl ¢ HapyLUeHNAMN CBEPTLIBAEMOCTM KPOBW.

BepeMeHHbIM YKEHLLMHAM 1 KOPMSALLMM MaTepsiM, a TakXKe >KEHLUMHaM, MJaHUPYHOLLVM
3a6epeMeHeTb B GnvKaliluMe 5 NeT, Henb3s YCTaHaBMMBaTb Mepudepuyeckuii CTEHT C
NeKapcTBeHHbIM NMOKpbITUEM Zilver PTX. HensBecTHO, NonafaeT M NakIMTaKcen B rpyaHoe
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MOJIOKO, W CYLLECTBYET PUCK BO3HUKHOBEHUSI HETaTUBHOW PeakLmMn Y rpyAHbIX MIafeHLIEB B
pe3ynbTaTe BO3ALMACTBUS MaK/MTaKCeNa.

MPEAYMNPEXOEHNA

O6Hapy>XeHbl MpPU3HAKM MOBbILLIEHWUS PUCKA MO34HEeA CMepPTHOCTM Mocne MNPUMEHEHUSA
6an0OHOB MWCTEHTOB C MOKPbITUEM M3 NakKAuTakcesia MNpyv MNOpaXKeHUAX 6efpeHHo-
NMOAKONMEHHbIX  apTepuil, NpPOSABAAIOLWErocs MNpUMEPHO 4epe3 2-3  roga nocne
BMeLLaTe/IbCTBa, MO CPaBHEHMIO C WCNO/Ib30BaHWEM YCTPOWCTB 6e3 JIeKapCTBEHHOro
NOKpbITUA. CTeneHb U MexaHW3M TMOBbILIEHWUS pUCKa MO34HEN CMEPTHOCTU, BK/OYas
B/IMAHME MOBTOPHOr0 NMPUMEHEHUSA YCTPOUCTBA C MOKPbITUEM M3 NaKANTaKCena, HeACHbI.
Bpauam cnegyeT 06cyaMTb C MauveHTamu 3TOT MPU3HAK MO34HEN CMEePTHOCTWU, a Takxke
npenMyLLecTBa N PUCK, CBA3aHHbIE C TEMU WX UHbIMW BapuaHTamu JleYeHuUs.

* MMaymMeHTbl C aNepruyeckoil peakumein Ha HUKeb MOTYT UMETb aflepruyeckyto peakuuio Ha
3TOT MMMNJIaHTAT.

e [MaUMeHTbl C anneprmyeckor peakumein Ha nakaMTakcen MOryT UMeTb anfiepruyeckyto peakumio
Ha 3TOT MMM/IaHTaT.

* VICKNt0UMTENBHO ANA MPUMEHEHMS Y B3POC/IbIXNALNEHTOB.

¢ JTO YCTPOMCTBO [O/MKHO WCMO/Mb30BAThCA TOMbKO  KBAIMPULMPOBAHHLIM  MEAULMHCKAM
PaboTHNKOM.

e 3TO0 YCTPOMCTBO NpeAHa3Ha4YeHO UCKKUNTENbHO AN1si OAHOPA30BOr0 UCMONb30BaHMS. MOonbITKK

MOBTOPHONM 06paboTkK, cTepunuzauum u (Man) NOBTOPHOrO MCMOMb30BaHMS MOTYT MPUBECTM K

0TKasy yCTpoicTBa 1 (1m) pacnpocTpaHeHUO 3a60n1eBaHUs.

o CTepwnbHO, ecnv ynakoBka He BCKpbITa M He HapylleHa. He mcnonb3yite usgenve, ecim ectb

COMHEHMSI OTHOCUTENIbHO ero CTepuibHOCTM. OCMOTPUTE YCTPOWCTBO, YTOObI Y6eAMTbCS, YTO Ha

HEM OTCYTCTBYIOT NOBPEX/AEHUS.

« OcTatowpyecs nocne pasBepTbiBaHWS CTEHTA HapyLLUeHWs KPOBOTOKa (Hanpumep, OCTaTOYHbIN

NPOKCUMa/IbHbIA M AUCTaNbHbIA CTEHO3 UAN PacCnoeHne, UK Xe Cnabdblii ANCTaNbHbIA OTTOK)

MOTYT YBENNUYUTb PUCK TPOMO03a CTeHTa. M0 3aBepLUEHNM NpoLeaypbl CNefyeT OLUEHUTb NPUTOK U

OTTOK M MpY HEO6XOAMMOCTM PAcCMOTPETb BO3MOXHOCTb MPUMEHEHWNS AOMNONHUTENbHBLIX Mep

(Hanpumep, AononHUTENbHOM UTA, AONONHWUTENBHONO CTEHTMPOBAHWA WM AUCTa/IbHOrO

LUYHTUPOBaHWA) AN YNYYLLIEHWS NPUTOKA U OTTOKa.

MEPbI MPEAOCTOPOXHOCTHU
W

e OJTO u3fenve npefHasHavyeHo 419 UCMONb30BaHWA Bpayvamu, MPOLLEALIMMU CrieunabHYo
MOArOTOBKY M WMEIOLIMMW ONbIT BbINOMHEHUA AWArHOCTUYECKUX W WUHTEPBEHLMOHHBIX
npouenyp Ha cocygax. CneayeTrnpuMeHATbLCTaHAAPTHBIEMETOALICOCY ANCTONXMPYPIUN.

* MaHunynauum ¢ nepudepuyeckumM CTEHTOM C JIeKapCTBEHHbIM MOKpbITUEM ZilverPTX
TPebytoT PEHTIeHOCKOMUYECKOr0 KOHTPOSIS.

e Ecnv npu NpoasviXeHNN CUCTeMbI OCTaBKM OLLYLLIAeTCH CONPOTMBEHME, HE NbITaNTeCh ero
npeofonetb. W3BneknTe CUCTEMbI [OCTaBKM M 3aMeHUTE ee Ha HOBOe YCTPOWCTBO.
[MpoaBmxeHve € MNpeogoneHVeM COMPOTUB/EHUA MOXET MNPUBECTM K  YaCTUUYHOMY
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pa3BepTbIBaHUIO CTeHTa. B uMCn0 BO3MOXHbLIX MOCMAEACTBUIA YaCTUYHOIO pa3BepTbiBaHUS
BXOAAT:

* YBe/MYeHWe NPOAOMKUTENBHOCTM MNpoueaypbl (HanpuMep, AOMOMHUTENbHLIA KOHTAKT C
n3nyyeHrieM / KOHTPACTHbIM BELLECTBOM)

* Heobxo4nMMOCTbNPUMEHEHNALOMONHUTENBHOTOCTEHTA

* BTOpUuHOe BMeLLaTeIbCTBO (HanpuMep, pacceveHre cocyaa)

* He nbiTaliTecb M3BMeYb CTEHT 13 CUCTEMbI UHTPOAbLKOCEPA O €r0 UCMO/b30BaHMS.

* 3berainTe HenpegHaMEPEHHOrO HaXKaTUA Ha KpacHYH NpefoXpaHUTeNbHYH 3allenky Ao
MOMEHTa pa3BepTbIBAHNSA CTEHTA.

e Yt06bl 06ECMEeUYNTb AOCTATOUHYHO OMOPY CUCTEMbI, MPU ee NMPOoBefeHNW, pa3BepTbiBaHUN U
N3BIEYEHMN HEobXoaMMO Mcnonb3oBaTb nposogHuk 0,89 mm (0,035 Aatoim). [Mpw
MCNOMb30BaHUMN MMAPOPUILHBIX MPOBOAHMKOB U3 HEOOXOAMMO MOLAEPXKMNBATL B MOSHOCTbLIO
aKTVBMPOBAHHOM COCTOSHWUW. VIcnonb3oBaHWe MPOBOAHMKA MEHbLUEro AvameTpa MOXeT B
KOHEYHOM UTOre MpUBECTUM K YaCTUYHOMY Pas3BepTbiBaHWIO CTEHTA. B umMCno BO3MOXKHbIX
NOCNeACTBUIA YaCTUYHOIO Pa3BepPTbIBaHWS BXOAAT:

e YBennyeHvie NPOAO/DKUTENBHOCTY Npouesypbl (Hanpumep, AONOMHUTENbHbIA KOHTAKT C
n3/1y4eHnem / KOHTPaCTHbIM BELLECTBOM)

*  Heo6xoaMMOCTbMPUMEHEHNAAO0MNONHUTEILHOrOCTEHTA

* BTOopuyHOe BMeLLaTeNIbCTBO (HanpumMep, pacceyeHme cocya)

* Tepepn 0CBOGOXAEHMEM MPeAOXPaHUTE/IbHON 3alllelkn YCTpoicTBa yoeanTech B TOM, YTO
ANCTIbHBIA KOHEL, CTabUM3NPYIOLLEro MHTPOAbHCEPA HAXOAUTCA BHYTPU MHTPOAbLHOCEPA.
HeBbinonHeHWe 3TOro TpebOBaHUA MOXET MPUBECTM K MOBPEXAEHWUIO CTeHTa U (Mn)
CXKaTUK CTEHTa Noc/e pasBepTbroaHus.

* He ncnonb3yiiTe YpeamepHoe ycuve Npu passepTbiBaHUM CTeHTa. Ecnm B Havane npouecca
pa3BepTbiBaHMA OLLYLLAeTCA Ype3MepHOe COMpPOTUBEHWE, YAaIUTe CUCTEMY [OCTaBKWM 6e3
pa3BepTbIBaHWS CTEHTA M 3aMeHWTe ee Ha HOBOE YCTPOMCTBO.

¢ He ponyckaliTe KOHTakTa CWUCTEMbl [AOCTaBKM C OpPraHUYeCKMMW pacTBOPUTENSIMU
(Hanpumep, cnvpTom).

* He ncnonb3yiTte cMCTeMbI BBEAEHUSA BELLECTB MNOJ AaBEHNEM BMECTE C CUCTEMOI [OCTaBKM.

* He ckpyumBaliTe cucTeMy [OCTaBKW MpW ee BBEAEHWW WM pasBepTbiBaHUWU. CKpy4ymBaHMWe
YCTPOWCTBA MOXET MPUBECTU K 3aTPYAHEHUAM WUINHEBO3MOXHOCTU pa3BepTbiBaHNUSA 1 (1)
nepemMeLLeHns YCTPOCTBa MO NPOBOAHUKY.

e [locne CMblKaHWS CTeHTa CO CTEHKOW cocyfa He PEeKOMEeHAYeTCA W3MEHSTb MON0XKeHUe
CTeHTa. YOumparowmiics Haszaf MHTPOAbIOCEP CTEHTa Hefb3d BHOBb MPOABWHYTL Brieped, u
nmocne Havasa npouecca pa3BepTbiBaHUA CTEHTA €ero Henb3s ybpatb 006paTHO B
NHTPOAbHOCED.

 Ecnv npu uv3BnevyeHMM cUCTeMbl [OCTaBKM MOC/E pPasBepTbIBAHUA CTEHTA OLLyLaeTcs
COMpOTUB/EHME, OCTOPOXKHO YAannTe CUCTeMY LOCTaBKM U NMPOBOAHUK Kak eAuvHOe Liefoe.

e EcCnu npu ypaneHny cUCTembl [OCTaBKM W NMPOBOAHMKA KakK efAVMHOr0o Lefioro Mo-npexxHemy

OLLyLLaeTes COMPOTUB/IEHME, YAANNTe NMPOBOAHMK, CUCTEMY [JOCTAaBKM W MHTPOALHOCEP Kak
eaVHOe Lenoe.

BO3MO>XHbIE HEXXENNATEJ/IbHbIE ABNEHNA
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Annepruyeckas peakums Ha aHTUKOArynsHTHy 1 (M) aHTUTPOMOOLMTAPHYO Tepanito umn
KOHTPaCTHOE BELLECTBO.

Annepruyeckas peakums Ha HUKenb
ATepoam60/ma (CUHAPOM «CUHEro nasibLax»)
AHeBpu3Ma apTepun

Pa3pbIB apTepun

Tpom603 apTepun

ApTEepUOBEHO3HbIN CBULL

CwmepTb

PaccnoeHue

Ambonus

Jlnxopagka

"emaToMa/KpoBOM3NUAHUNE

Peakuuu runepyyBCTBUTENbHOCTY
NHekumna

MHpekumsa/obpazoBaHue abeLiecca B MecTe gocTyna

WNwemus, TpebytoLlas BMeLLaTenbCcTBa (LUYHTMPOBaHWS UM aMnyTaumMmn nanbua HOru, CTYMHU
NN HOTW)

3aKynopka

Bonb/guckomdopT

dopmupoBaHme OXKHOWN aHEBPU3MbI
OcTpas noyeyHast HeLOCTaTOYHOCTb
[MOBTOPHbIA CTEHO3 CTEHTUPOBAHHON apTepum
AM60/ISA CTEHTOM
HecMblKaHWecTeHTa

Mwurpaums cTeHTa

Mepenom Kapkaca CTeHTa
MpobogeHve nmn paspbiB cocyda
Cnasm cocyfa

YcuneHne XpoMoTbl/60/1M B NOKOe

XOTA CUCTEMHOe [elCTBME He oOxupgaeTcsd, cM. Physicians’ DeskReference oTHOCUTENbHO
[ONONHUTENbHLIX  CBEEHWIA O  BO3MOXHbIX — HEXeNaTeslbHbIX — SB/IEHUAX,  CBSA3AHHbIX C
naknuMTakcenom. MNoTeHUna/IbHble HeXenaTtesbHble SBMEHWNS, He YNOMSAHYTbIE B BbllLeyKa3aHHOM
MCTOYHWKE, MOTYT ObITb CBA3aHbI UCK/THOUMTENbHO C MOKPLITUEM M3 NaKIMTaKCcena:

e Annepruyeckas/MMMyHONOrMyeckas peakuus Ha NeKkapcTBeHHOe NMoKpbITHe
e O06nblceHne

*  AHemus
* [lepenvBaHve NPoOAYyKTOB KPOBU
* )KenyaoyHo-KMLLEYHble CUMMTOMbI

» [emMaTonornyeckoe paccTponcTBo (BK/OYas NIEMKONEHNIO, HEATPOMEHWIO, TPOMOOLMTOMNEHWIO)
o  @epMeHTHbIE N3MEHEHUS NMEeYeHN
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* TUCTO/IOrNYECKNE N3MEHEHMS CTEHKM COCY/a, BKHOYasd BOCNasieHNe, NOBPeXaeHve KNeToK Um
HeKpo3

*  Mwuanrus/aptpanrus

* Muwuenocynpeccus

o [lepudhepuueckas HerponaTus

MPU3HAKW MO3AHEN CMEPTHOCTW MPW NCMOJIb30BAHUNM YCTPOWCTB C
MOKPbLITUEM U3 MAKTNTAKCENA

MeTaaHanm3 paHAOMM3MPOBaHHbLIX KOHTPOAMPYEMbIX UCCNeA0BaHNIA, ONy6MKOBaHHbIA B Aekabpe
2018 r. Katsanoset al. ., nokasan NOBbILEHHbIA PUCK NO3AHEN CMEPTHOCTU CNycTa 2 roga u 6onee
nocne NPUMEHeHNs: 6aNOHOB N CTEHTOB C NOKPLITUEM M3 MaKIMTaKcena npy NeYeHnn NopaxeHuii
6eApeHHO-MOAKONEHHbIX apTePUIA.

MonyumB 3T faHHble, FDA BbINOMHUAA MeTaaHa/M3 [O/ITOCPOYHbLIX AaHHBLIX MOCNefyHoLWwero
HabMo4eHNns Ha YpOBHe MauWeHTa, MOMYYeHHbIX B XOA4Ee K/YEBbIX NPeAnpPOLAKHbIX
paHLOMMW3MPOBaHHbLIX WCCMNeA0BaHUA MCNOMb30BaHMS YCTPOMCTB C MOKPbITUEM M3 MakiuTakcena
npyv  NeYeHUN MNOpaKeHU 6efpeHHO-MOAKONEHHbIX apTepuidi, B KOTOPOM  YYUTbIBA/IUCH
K/IMHUYECKME AaHHble Nno Mar 2019 r. MeTaaHanm3 TakXXe NoKasan Npu3Haku no3aHen CMepTHOCTU
Y YHYaCTHUKOB WCCNEA0BaHNM, KOTOPbIM 6bII0 BbINOHEHO SIEYEHME C UCMO/b30BaHUEM YCTPOMCTB
C MOKPbITUEM W3 MaKIUTaKcena, MO CPaBHEHWIO C MauuMeHTamu, Npu JIeYEHUU KOTOPbIX
MCMO/Mb30BA/INCL YCTPOICTBA 6€3 MOKPbITUA. Tak, B 3 paHAOMMU3MPOBaHHbLIX WCCMeA0BaHNsAX C
06LMM ymcioM naumeHToB 1090 1 HamMumeMm [aHHbIX 3a 5 eT 06LWKMin KOAPMULUMEHT CMEPTHOCTY
coctasun 19,8 % (B gnanasoHe 15,9 %-23,4 %) y naumMeHTOoB, KOTOPbIM ObIfI0 BbIMO/IHEHO fleYeHue
C WCMOMb30BaHMEM YCTPOMCTB C MOKPbITUEM M3 NakIMTakcena, Mo cpasHeHWto ¢ 12,7 % (B
AananasoHe 11,2 %-14,0 %) y naumeHTOB, NPW SIEYEHUN KOTOPbIX MCMO/b30Ba/IUCL YCTPOMCTBA 63
NOKPbITUS. OTHOCUTENbHbIV PUCK MOBBILLEHHOW CMEPTHOCTK Yepe3 5 neT coctasun 1,57 (95%-Hblin
A0BEpUTENbHbIA MHTepBan 1,16-2,13), 4TO COOTBETCTBYET OTHOCUTE/IbHOMY POCTY CMEPTHOCTU Ha
57 % y nauueHToB, MpW JNeYeHUN KOTOPbIX MCMO/b30B/IMCL YCTPOCTBA C MOKPLITUEM W13
naknuTakcena.

Kak 6bino npeactaBneHo Ha 3acefaHMm  KoHcynbTaTMBHOrOo kKomuteta FDA B 2019 r,
He3aBMUCKMbIA MeTaaHa/i3 MOAOOHbIX fAaHHbK Ha YPOBHE NauueHTa, nposefeHHbIn VIVA
Physicians, opraHu3auuein no CoCyaucTo MeAuuuHe, MoKasan MnofoOHble pesynbTaTtbl C
KoappuumeHToM pucka 1,38 (95%-Hblii aoBepuTenbHbIn nHTepean 1,06-1,80). MpoBognnuncs u
MPOBOAATCA  [OMOMHUTE/IbHbIE aHaIU3bl, CreunanbHO  paspaboTaHHble A/ UCCNefoBaHUA
3aBMCYMOCTU CMEPTHOCTM OT UCMO/b30BaHNSA YCTPOMCTB C MOKPbITUEM U3 MaknuTakcena. Haamuve
N CTeneHb PUCKa NO3JHEN CMePTHOCTM CiefyeT UHTePNpPeTMpOoBaTh C OCTOPOXKHOCTLIO BCNeACTBUE
HECKO/IbKNX (PaKTOPOB OrpaHNYeHHOCTU UMEIOLLMXCS AaHHbIX, BKIOYasA LUMPOKME LOBEPUTE/bHbIE
MHTEpBa/Ibl BCIEACTBME HeOOMbLIOrO pasMepa Npobbl, 0ObeAVHEHVEe WCCNeLOBaHUIA PasNYHbIX
YCTPOMCTB C NOKPbLITUEM U3 MaKIUTaKcena, KoTopble He Obln paspaboTaHbl B LENSX 00beAUHEHUS,
CYLLECTBEHHOE KOMMYECTBO OTCYTCTBYIOLIMX [aHHbIX WCCNEeA0BaHWA, OTCYTCTBME YETKUX
CBUAETENbCTB BANAHUA [03bl NaKIUTaKcena Ha CMepPTHOCTb, a TakXXe OTCYTCTBME YCTaHOB/IEHHOIO
NaTon3nN0N0rM4ecKoro MexaHmn3ma o6LLein CMepTHOCTM.

BannoHbl 1 CTEHTbI C MOKPLITUEM U3 NaKAMTAKCeNa yNyullatoT NPUTOK KPOBM K HOFaM 1 CHUXKatoT
BEPOSITHOCTb MOBTOPHbIX MPOLIEAYP B LENSIX PACKPbITUS 6/10KMPOBaHHbLIX KPOBEHOCHBLIX COCY/IOB
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Mo CPaBHEHUIO C YCTpolicTBaMM 6€3 MOKPbITUS. [penMyLlecTBa MCMOMb30BaHWS YCTPOICTB C
MOKPbLITUEM M3 MaKIUTakcena (Hanpumep, COKpPaLLeHWe KONMYecTBa MOBTOPHbIX BMELLATENbCTB)
CNeflyeT YuuTbIBaTb Y UHAVBMAYa/bHbIX NALWEHTOB Hapsay C BO3MOXHbIM PUCKOM (Harpumep,
Mo3aHel CMEPTHOCTLIO).

B paHAOMU3MPOBaHHOM  K/IMHUYECKOM  mccnepoBaHum  Zilver PTX”M OUEHKM CMepPTHOCTU
KaplanMeier uepes 2, 3 1 5 net coctaBunm 5,4 % (95%-Hblil JoBEpUTENbHbIA MHTepBan 3,0 %-7,9
%), 10,3 % (7,0 %-13,6 %) 1 19,1 % (14,2 %-24,1 %), COOTBETCTBEHHO, Y BCEX MaUMeHTOB, Npu
NEYEHNN KOTOPbIX MCMO/b30Ba/IOCh TepaneBTMYecKoe ycTpoiicTBo Zilver PTX, n 5,7 % (1,8 %-9,5
%), 10,7 % (5,6 %-15,9 %) n 17,1 % (10,0 %-24,2 %), COOTBETCTBEHHO, Y NaLWEHTOB, Npu
NeYeHUN KOTOPbIX MCMO/b30Ba/IOCh TOMIbKO KOHTPO/IbHOE YCTPOMCTBO UTA/METaNIMYECKNA CTEHT
6e3 MoKpbITUA (P = 0,60). MybAnKaumMm KpynHbIX HabntogaTe IbHbIX NUCCNef0BaHNA He BbISBUIN
MOBbILLIEHHBIA PUCK CMEPTHOCTY MPY MCNO/b30BaHUM CTEHTA C /IeKapCTBEHHbLIM MOKpbITUEM Zilver
PTX; Secemskyet al.* coobwmnm 0 cpaBHMMbIX pe3ynbTaTax 3a 4 roga MCrnosib30BaHUS CTEHTOB C
NEeKapCTBEHHbIM MOKPbITUEM W META/ININYECKUX CTEHTOB 6€3 MOKPbITUA Y /UL, CTpajatoLLmx
XPOMOTOW (P = 0,55) W NaUMEHTOB C KPUTUYECKOW MweMmneid KoHeuHocTel (P = 0,52);Freisingeret
a.™ coobwwmnn o koaduumeHTe pucka 1,01 (95%-Hblii foBepuTeNbHbIA MHTepBan 0,83-1,23)
yepes 5 net y nauneHTOB CO CTEHTaMW C JIEKAPCTBEHHLIM TMOKPbLITUEM MO CPaBHEHUIO C
naymeHTaMm C MeTal/IMYecKMMM CcTeHTamyu 6e3 nokpbiTus; Katsuki et al™ coobwmnm o
KoamymeHte pucka 0,89 (95%-Hbli [OBepUTENbHbIN MHTepBan 0,66-1,19) uepes 5 net y
naunMeHToB CO CTEHTamMu C JIEKAPCTBEHHLIM MOKPbLITUEM MO CPaBHEHUIO C NauueHTamMu C
ycTpoKcTBamm 6e3 nakImnTakcena.

1 Katsanos K, et al. Risk of death following application of paclitaxel-coated balloons and stents in the
femoropopliteal artery of the leg: a systematic review and meta-analysis of randomized controlled trials. J
Am Heart Assoc. 2018;7:€011245.

2. Dake MD, et al. Paclitaxel-coated Zilver PTX Drug-Eluting Stent treatment does not result in increased

long-term all-cause mortality compared to uncoated devices. Cardiovasc Intervent Radiol. 2019;
https://doi.Org/10.1007/s00270-019-02324-4.

3. Secemsky EM, et al. Drug-eluting stent implantation and long-term survival following peripheral artery
revascularization. J Am Coll Cardiol. 2019;73:2636-2638.

4. Freisinger E, et al. Mortality after use of paclitaxel-based devices in peripheral arteries: a real-world safety
analysis. Eur Heart J. 2019; doi:10.1093/eurheartj/ehz698.

5. Katsuki T, et al. Mortality risk following application of a paclitaxel-coated stent in femoropopliteal
lesions. J EndovascTher. 2019; doi: 10.1177/1526602819870309.

NEKAPCTBEHHbIE B3AVMOJEVCTBUA

dopmanbHble MCCNefoBaHME NIEKAPCTBEHHONO B3aUMOLENCTBUA C NEpURNEPUUECKUM CTEHTOM C
NNEKapCTBEHHbIM NOKPbITVEM Zilver PTX He nposoAunocs.B OTCYTCTBUMU

q30pMaJ'IbeIXKfIVIH NYECKMNXUNCCeQOBaHN VlﬂeKapCTBeHHbIXBBaVI MO,EI,GVICTBI/I VICI'IE,D,yeTH PoABNATLOCTOP

0XKHOCTbNPMNCMO/b30BaHUMMAKINTAKCENaBMECTECM3BECTHBIMUCYOCTPATAMUUIN - UHTMOMTOpPaMK
n3odepmeHtoB CYP2C8 nCYP3A4 untoxpoma P450.
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PEKOMEHAOALUWW 1O NCIMOJIb3OBAHNIO U3OENNA

YCcTaHOBKa 3TOr0 BHYTPUCOCYAWCTOr0 CTeHTa TpebyeT OOMbLLIOr0 OnbiTa MPOBEeAEHMS
BHYTPUCOCYAMCTbIX BMeLLATeNbCTB. HuKecneayoume WHCTPYKUMU NpPeACcTaBNsOT COBOi
TEXHUYECKOe PYKOBOACTBO, O[HAKO He 3aMeHSIOT (hopMasibHoe O06YYeHMe WCMoNb30BaHMO
ycTpoiicTBa. KOMMNOHEHTbI CMCTEMbI AOCTaBKM NOKasaHbl Ha Puc. 1

Puc. 1

1 SProHOMMYHas PYKOATKa C MaXOBUYKOM
2 MpeaoXxpaHUTeNbHbIA 3aMOK
3 MaxoBK1YOK

4. JTt03poBCcKoe coefvHeHUe (MPOMbIBOYHbIN MOPT)

5. Yo6upatowniics MHTpoabocep

6 CTabunusmpyowmii MHTpoAbHoCEp

7 KOHUYMK BHYTpEHHEro KateTepa CUCTeMbI LOCTaBKU

8 PeHTreHOKOHTpacTHas MeTKa yomparoLLerocs MHTpoabocepa
9 30/0Tble PEHTrEHOKOHTPACTHbIE METKU CTEHTA

10. PeHTreHOKOHTPACTHbIM YNop CTeHTa

YCTaHOBKa HECKO/IbKUX CTEHTOB
Ecnnm ogHOMY naumeHTy Heob6XOAMMO YCTaHOBWUTb HECKO/IbKO CTEHTOB, UYTOObI MEPEKPbITb BCH
ANVHY NOPaXXEHHOr0 YYacTKa, CiefyeT NPUCNYLLATLCS K CReyHoLwnMM peKoMeHaaLMsaM:

B TOM, 4TO KacaeTcsi pacnonoXeHuUs TMOPAKEHHOro Y4yacTka, B MepBYK 04Yepedpb
Heo6X04NUMO CTEHTMPOBaTb AWUCTaNbHYID 006/1aCTb CYXEHWA (T.e. BTOPOWA CTEHT Heo6XoAMMO
yCTaHaBMBaTb MPOKCUMA/IbHO K paHee YCTaHOB/IEHHOMY CTEHTY).

CTeHTbl, YCTaHOB/IEHHble BMeCTe, AO0/DKHbI MNepekpbiBaTb ApYyr fApyra Tak, 4ToObl
MONIHOCTHIO MEPEKPbLITb NOPAKEHHDIN Y4aCTOK.

BesonacHOCTb M 3PQEKTUBHOCTb MMMNIAHTALMN  HECKO/IbKMX CTeHToB71lyer PTX ¢
CyMMapHbIM KO/IMYECTBOM MaK/inTakcena 60see YeM NPUMEPHO 3 Mr Ha OAHOrO nauueHTa, YTo

5KBUBANIEHTHO KOMMYECTBY MaK/IMTaKCeNa Ha CTEHTMPOBAHHOM Y4aCTKe CyMMapHOW anvHoit 360
MM, He YCTaHOB/EHBI.

Bbi6op pasmepa cTeHTa
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1. OnpepenvTe nNpasu/bHbIA pa3vep CTeHTa Mo pesy/sibTaTaM MOMHOW AMarHOCTUYECKOWN OLEHKM.
Pa3BepTblBaHWe CTeHTa HEeOOXOAMMO BbINOMHATL MOA PEHTreHOCKOMUYECKUM  KOHTPOJIEM.
3mepbTe OMHY LEeNeBOro MOPaXKEHHOro y4acTka, YTOObl OnpefenvTb Tpebyemyto A/IMHY
cTeHTa. [MpoKCMManbHbIA N ANCTa/IbHBIA YYaCTKM CTeHTa AO/DKHbI MOTHOCTLIO MepeKpbIBaTb
LieneByto 0651aCTb.

MpumeyvaHune: [llepudepnyeckuiAi  CTEHT C  NEKapCTBEHHbIM  NOKpbiTeM  Zilver  PTX

CKOHCTPYMPOBaH Tak, YT06bI €ro 4/IMHa He COKpaLLanach rnocse pasBepTbiBaHMS.

CTEeHT peKOMeHAyeTCsi WUCMONb30BaTb B 6eApeHHO-MOAKONEHHbIX apTepusiX Bbllle KOMEHa C
ANaMEeTPOM COMOCTaBUMOrO COCY/a OT 4 MM 10 7 MM.

3mepbTe amameTp COMOCTaBUMOro cocyfa (NMPOKCUMaibHO W AUCTaIbHO K MOPaKEHHOMY
yyacTky) un wucnonb3yinte MAKCUMAJIbHbIA pnameTp conocTaByMOro cocyga npu BbiGope
NOAXOAALLEro pa3Mepa CTeHTa.

Pasvep CTeHTa creflyeT Bbl6MpaTb TakUM 06pasoM, 4TOGbl AMAMETP HEC)KATOro CTeHTa Mo
MeHbLLIe Mepe Ha 1 MM NpeBbillan AvaMeTp COMOCTAaBMMOIO COCyfa W MpW 3TOM He NpeBbILLas
[VaMeTp COMOCTaBMMOro cocy/a 6onee YeM Ha 2 MM.

BBefeHune cTeHTa

1. OGecreubTe [OCTYN K MOPAXEHHOMY Y4yacTKy C MOMOLLBIO WHTpogbtocepa 6 Fr ¢
MUHUMa/bHBIM BHYTPEHHVUM A1amMeTpom 2,1 MM.

2. UT06bl 06ecrneynTb Hagiexalllyto onopy CUCTEMbI, BBeAMTe NPOBOAHMK AnameTpom 0,89 MM
(0,035 pAtoiim). TMpyv UCMONb30BaHWM  TUAPOGUNIbHLIX MPOBOAHWMKOB M3  HE06X0AMMO
noAaepXunsatb B NOTHOCTLHO aKTUBUPOBaHHOM COCTOAHUMN.

3. TMpeapapuTenbHOE pacluvpeHne nepep YCTaHOBKOW CTeHTa HeoBGs3aTeNlbHO U BbIMOJHSETCS MO
YCMOTPEHUIO Bpava.

4. Tpexae yeM MpoABWUraTh CUCTEMY MO MPOBOAHUKY W BBOAUTbL CUCTEMY B TeNO NaLMeHTa, C
MOMOLLbIO LINPULA NPOMOIATE MPOCBET MPOBOAHMKA YCTPOIWCTBA 1 CTEHT PacTBOPOM HaTpUS
X70puaa UM renapyvHM3MPOBaHHbIM PacTBOPOM HaTpWst Xnopuaa yepes Xxab YCTPOICTBa.
MpOMbIBaTb YCTPOINCTBO KOHTPACTHbIM BELLLECTBOM He PEKOMEH/YETCS.

MpombIBaliTe MPOCBET NPOBOAHMKA A0 TeX Mop, MOoKa HECKOMbKO Kamnenb pacTBopa HaTpus
XN0pnaa He BbIAYT M3 KOHUMKa ycTpoiicTBa (PUC. 2). 3aTeM OCTOPOXHO 3aTKHUTE NasibLEM
OTBEPCTME Ha KOHLE YCTPOICTBA ¥ NMPOMOIATE €ro CHOBAa [0 TeX Mop, MOKa HECKONbKO Karnenb

pacTBOpa HaTpus X/0puda He BbIMLYT MeXAY KOHLOM WHTPOAbOCEpPa M KOHYMKOM YCTPOMCTBa
(Puc. 3).
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5. Mop peHTreHOCKOMUYeCKUM KOHTPOSieM MPOABUraiiTe CUCTEMY [OCTaBKM MO MPOBOAHUKY
anametpom 0,89 mm (0,035 groiimva) uyepe3 MHTPOAbHOCEP A0 TeX MOp, NOKa AMCTaNbHble
30/10Tble PEHTrEHOKOHTPaCTHbIE METKM Ha CTeHTe He MpoigyT npegenbl  Lenesoro
NnopaykeHHoro yyactka (Puc. 4).

MprmMeyaHne: ECAM Npu MPOABMXKEHWM CUCTEMbl [OCTaBKM OLLYLLIAETCH COMPOTMB/IEHWE, He

NbITaNTeCh €ro NPeosoneTb. M3BneknTe CUCTEMbI AOCTABKM M 3aMEHUTE ee Ha HOBOE YCTPOWCTBO.

MpumeyvaHue: Y6eauTecb B TOM, YTO AMCTa/IbHbIA KOHeL, CTabunmsnpyroLero MHTPoAbocepa

HaxoAMTCA BHYTPU MHTPOAbIOCEPA.

MpegocTepexxeHne: CKpyuMBaHME YCTPOWCTBA MOXET NPUBECTM K  3aTPYAHEHUsSM UK
HEBO3MOXXHOCTW pa3BepTbiBaHUS 1 (MNK) NepeMeLLEHNs YCTPOICTBA MO NPOBOAHMIKY.

=
e —
—_—

Puc. 4

BbipaBHMBaHWe 1 pa3BepTbiBaHWE CTEHTA

1 Tlof peHTreHOCKONMUYEeCKM KOHTPO/IEM OTBEAMTE CUCTEMY [LOCTaBKM Ha3af [0 ee HaTsKeHus
TaK, YTOObl PEHTrEHOKOHTPACTHbIE METKN Ha CTEHTE COBMECTWINCL C MOPaXKEHHbIM YYaCTKOM
(Pwuc. 5).

1]

“ Puc. 5
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2. OcBoboauTe 3aLLeNKy Ge30MacHOCTY YCTPOIACTBA, OCTOPOXHO HaXKaB Ha KpacHyto MPeAoXpaHUTENbHYHO
KHONMKY B HanpaB/ieHy, YKasaHHOM Ha Puc. 6.

3.HayHuTe pa3sepTbiBaHWE CTEHTA, MEA/IEHHO NMOBOPayMBas MaxoBUYOK PYKOATKN B Hanpas/ieHuu,
YKa3aHHOM Ha Puc. 7.

MpumMeuaHue: ECnv Npy BpaLEHW MaxoBUYKa PyKOSTKM Nepeq pa3BepThbiBaHUEM CTEHTA
OLLYLLIaeTCS CONPOTUB/IEHNE, HE Pa3BepPTbIBaiiTe CTEHT, NPeooneBast CONpoTuBeHre. OCTOPOXXHO
N3BNEKNTE CUCTEMY CTEHTA, HE Pa3BepTbIBast CTEHT.

Puc. 7

4. Tpy BpalleHUM MaxoBMUKa Y6MpatoLMiAcs Hasad MHTPOAbIOCEP CTEHTA CHUMAEeTCs CO
CTeHTa.
MpumeuaHve: BusyanbHo y6eauTecb B TOM, YTO PEHTTEHOKOHTPACTHble METKM CTeHTa Mo-
MPeXXHeMy HaxoAsTcs B TpebyeMoM MOMoXeHun. [lpu  HeobXoaMMOCTV  OTKOPPEKTUPYiTe
MONOXEHNE CTEHTA.

MpuMeyaHue: Pa3BepTbiBaHME CTEHTA HAYHETCH, KOrfa AMCTaNbHble PEHTFEHOKOHTPACTHbIE METKU
CTeHTa NPOABMHYTCSA 3a PEHTFEHOKOHTPACTHYH NONOCKY MHTpoAbtocepa (CM. Puc. 1 OTHOCUTENBHO
NAeHTUPMKaLMN METOK MHTPOAbOCEPA N CTEHTA). MoCne CMbIKaHNA CTEHTA CO CTEHKON cocyfa He
PEKOMEH/YETCA M3MEHSATb MOMIOXKEHME CTeHTa. MOBTOPHbIA 3axBaT MM MOBTOPHOE ybupaHue B
NHTPOAbOCEP MEPUPEPUUECKOro CTEHTA C NIEKAPCTBEHHbLIM NOKPbITMEM Zilver PTX HeBO3MOXHbl,
TaK KakK youparoLmincs WHTPOAbHOCEP CTEHTa Hefb3d CHOBa MPOABWMHYTHL Breped. Cm. pasgen
YcTaHOBKa HECKOMbKMX CTEHTOB HACTOALLEN WHCTPYKUMM MO MPUMEHEHUIO OTHOCUTE/IbHO
CBefeHWIN 0 HENOMTHOM NEPEKPLITAN MOPAXKEHHBIX Y4YaCTKOB.
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5. PasBepTbiBaHMe CTeHTa MO BCeli ANMHE NPOM30AAeT Torfa, Korga AMCTanbHbIA KOHEL
ybumparoLerocs MHTpoAbtocepa OTOMAET 3a MPOKCUMasIbHble PEHTTEHOKOHTPACTHbIE METKM
cteHTa (Puc. 8). N

IMocne pa3BepTbIBaHUA CTEHTA

1 Topa peHTreHOCKOMUYECKUM KOHTPO/IEM WU3B/IEKWTE BCHO CUCTEMY AOCTaBKM KaK €AMHOe Lienoe
Mo MNPOBOAHWKY B WHTpPOAblOCEP W M3 Tena nauveHta. CHUMUTE CUCTEMY [OCTaBKU C
MPOBOAHUKA.

MpumeyvaHue: EcAM npu M3BNEUYEHUW CUCTEMbI [OCTaBKM MOCMAe pPa3BepPTbiBaHUA CTEHTA

OLLYLLAETCS COMPOTMB/IEHNE, OCTOPOXHO YAANNTe CUCTEMY [OCTaBKU W MPOBOAHUK KaK efaunHOe
Lienoe.

Ecnn npn ypaneHnnm CUCTEMbl OOCTaBKM W MPOBOAHWKa KakK €AVUHOro Luesioro no-npexHemy

OLLYLLIAETCS CONPOTUBIEHWE, YAANNTE NPOBOAHUK, CUCTEMY AOCTAaBKM W MHTPO/bIOCEP KaK eauHOe
Lienoe.

2. BbinonHWTE  apTepuasibHyl0  aHrmorpaduio, u4tobbl Yy6eauTbCs B MOSHOM
pa3BepTbiBaHUM YCTPONCTBA. ECAM B NtOGOM TOUKEMOPAKEHHOrO Yy4yacTka CTEHT He
MONMHOCTBIO  PacKpbIICs, MO YCMOTPEHWIO Bpada MOXHO BbIMOMHWUTL  GanIOHHOE
pacLuMpeHuenocse pasBepTbiBaHKs (CTaHAapTHY0 UTA).

Mpumeyanmne: OcTatoLIMeCs Moc/ie PasBepTbreaHusi CTeHTa HapyLUEHWst KPOBOTOKa (Hampumvep,
OCTaTOYHbI/A MPOKCUMa/bHBIA WM AMCTaNbHbIA CTEHO3 WM PAcC/OeHUe, WU HKe Cnabblid
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AVCTaNbHbIA OTTOK) MOFYT YBENMUWTbL PUCK TPOMGO3a CTeHTa. [0 3aBepLUeHVMU npoLieaypbi
cnefyeT OLUEHWTb NPUTOK U OTTOK U NMpU HEO6XOAMMOCTI PaCCMOTPETb BO3MOXHOCTb NMPUMEHEHWS!
[OMNONHUTENbHBIX Mep (HanpuMep, AOMNONHUTENbHOW UTA, A0NOMHUTENBLHONO CTEHTMPOBAHWS UK
AMCTaNbHOTO LUYHTUPOBAHUS) AN1S YNYULLIEHUS MPUTOKA U OTTOKA.

3. VI3BnekuTe NPOBOAHVIK 1 MHTPO/BIOCEP 13 TeNa NaLueHTa.

4. 3aKpoiiTe BXOHYH paHy HaanexallumM crnoco6om.

5. YTUNU3MpPYIATe OTXOAbI COTMTAacHO MpaBii/iaM NeyeBbHOro YUpeXXaeHNS.

®OPMA NMOCTABKWU

MocTaBnseTca CTepu/IM30BaHHLIM ra3000pasHbIM  3TUIEHOKCUAOMBO BHELLHEM HECTEPU/IbHOM
MelkKe ©3 (ONbrM UM BHYTPEHHel JIerk0 BCKPbIBaEMOW YyMakoBke. [ O4HOPa3oBOro
ncnonb3oBaHus. CTepUNbHO, €CNM YNakoBKa He BCKPbITa M He HapylleHa. He wcnonb3yiiTe
nsgenvie, ecnM ectb COMHEHMsi OTHOCWUTE/IbHO €ro CTEPWUIbHOCTU. XpaHWTb B TEMHOM, CYXOM,
npoxnagHom wMmecte. He xpaHuTb npu Temnepatype Bbiwe 25 °C (77 °F). ponyckatoTcs
KpaTKOBpEMeHHbIe OTK/IOHEHUS B Anana3oHe oT 15 °C go 30 °C (ot 59 °F go 86 °F). 3awmwaTb OT
BO3JeWcTBMA Bfarn. He ponyckatb A/IMTeNbHOr0 BO3f4eNCTBUA cBeTa. [locne um3BneyeHus u3
YMNaKoBKWN OCMOTPUTE U3Aenne 1 yoeanTecb B OTCYTCTBMAN NMOBPEXAEHWIA.

CTEPWU/IbHO - HE CTEPWIN3OBATbL MNOBTOPHO - TOJIbKO A/1A OA4HOPA30OBOIO
NMPUMEHEHNA

JINTEPATYPA

HacTosLas MHCTPYKUUS MO MPYMEHEHMI0 OCHOBaHa Ha onbiTe Bpaueld 1 (Unu) ony6inKoBaHHOM
UMK NUTepaType. 3a MH(opMauyeli OTHOCWUTENbHO WMEOLLECS NuTepaTypbl obpallaiTech K
MECTHOMY TOProBOMY MpeAcTaBUTeNo KoMnaHuy Cook.

YCNnosnA NPUMEHEHWA

CTeHTbl nepuepryeckre € NeKapcTBeHHbIM MOKpbiTMeM Zilver PTX NpUMEHSAOTCA B YCNOBUAX
NeYebHbIX YUPeXAEHWIA.

KOMIMNEKT MOCTABKU

CTeHTbl Nepudiepuyeckie ¢ NeKapCTBEHHbIM MOKPbITMEM Zilver PTX NocTaBnstoTCs MOLITYYHO B
CTEepU/bHOI YMaKoBKe, KOTopas 3arnasiHa B KOMMIEKTE UHCTPYKLMEN MO NPUMEHEHWIO.

FAPAHTUNHBLIE OBA3ATE/ILCTBA
apaHTUM NPOU3BOANTENS B 0683aTEIbHOM MOPSAKE PACMPOCTPAHAIOTCA Ha KAUeCTBO U3AENMIA.

YNONHOMOYEHHbIM MpeAcTaBUTENeM N3rOTOBUTENSA Ha TeppuTopun Poccuiickor ®efepatmm
asnaetcsa 3AO «LLUAM».

Poccums, 119002, r. Mocksa, KapmaHuukuii nep., 9. omc 501a.
TenedoH: (495) 956-13-009;

dakc: (495) 956-1310,

e-mail: info@schag.ru
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"apaHTVs NPOV3BOAMTENS PACNPOCTPAHSETCS Ha KAaUYeCTBO MEAULIMHCKUX U3aeNWiA.

Mpon3BoauTeNb FrapaHTUPYeT paboToCNOCOOHOCTL U COXpaHEHWe CTEPUIbHOCTY M3LEeNNIA B
TeyeHve BCero Cpoka rogHocTy (2 rofa ¢ Aatbl U3roTOB/IEHNS, YKa3aHHOW Ha ynakoBKe) npu
CO6MOEHNN YCNOBUIA XPaHEHNS.

TN n3genns npegHasHayeHbl Ana ogHopPa3oBoOro UCrosb3oBaHUA N ABNAKOTCA CTEPUIIbHLIMW, €C/TA
yMakoBKa He pacrevyaTaHa Wan He noBpexzeHa. He VICHOJ'IbSyVITe mn3genne, ecsin eCtb COMHEHUA
OTHOCUTENbHO TOI0, YTO OHO ABAAETCA CTEPU/IbHBIM.

CPOKrogHoOCTU

«CpOK rogHoCTN» onpegendaeTca CUMBOJ/TaMA Ha 3ITUKETKE. CpOK roAHOCTHN 0603Ha4aeTcs
yKa3aHMeM BpeMeHW Npou3BOACTBa (3aBOACKOW CMMBO/M) A0 YKa3aHHOM [AaTbl UCTEYEHWS CPOKa
roHOCTN (CUMBO/ «MeCOYHbIE Yacbl»). PasHuuUa Mexay ABYMS aTaMu - 3TO CPOK ro4HOCTU.

Bce n3aenna nveroT CpokK rof4HoCTY B ABa (2) rofa.

NMHD®OPMAUWNA MO CTEPUTN3ALLN

[laHHble 13[enns NOCTaBMSIOTCA CTEPUIbHBIMA B MHOFOC/OMHBIX YMaKOBKaX C UCMO/b30BaHUEM
0fl06peHHOr0 MeToda CTepunm3aumm EtO  (STuneH OKcug) € MOATBEPXKAEHWEM  YPOBHS
cTepunbHOCTM (SAL) 107 He mcnonb3oBaTb NPOAYKT, €CIM eCTb COMHEHWS B €70 CTEPULHOCTM.

YTMAKOBKA 1 MAPKPOBKA
NH®OPMALMWA MO YTTAKOBKE.

MpPOYHOCTb Ha OTPbIB YNIOTHEHNA NakeTa: > 1,2 H/ 15 MM WMPUHBI YNJIOTHEHNS.
LLInprHa ynnoTHeHns > 6 Mm
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CTeHTbI nepudepryeckme ¢ NIeKapcTBEHHbIM NOKPbITMEM Zilver PTXnocTasnsoTcs B
VHAMBMAY&/IbHON OLHOPA30BO YNakoBKe, KOTOpas fO/MKHasA ObiTb 6e3 CNefoB MOBPEXAEHUS UK
BCKpbITUA. He MCnonb3oBaTb U3geime npy 06HapyXXeHUn U3rnboB, N310MOB M NPOUMX AeeKTOoB.

Ha nacnopTHoi Tabnnyke n3genms ykasaHbl CNeayoLLmMe CBeeHS:
- (hrpma-npon3BoaMTeSb U afpec NPON3BOACTBA;
- TonbKO Ans cneumnanncTos;

- HanmeHoBaHuWe n3genvs;

- CopepXkuT MaknuTakcen 3pg/MM2;

- [laTa n3roTosneHus;

- icnonb3oBatb A0...;

- CepuiiHbIi HOMEP;

- Homep no katanory;

- Pasmepbl 1 cxema n3genus;

- TemnepaTypHbIil AManasoH;

- CTepununsaums OKCUA0M 3TUEHA;

- He ponyckaTb BO34eCTBNSA CONMHEYHOMO CBETa;
- bepeub OT Bnary;

- 3anpeT Ha NOBTOPHOE MCMO/b30BaHWE;

- O6paTnTECh C MHCTPYKLMEN MO MPUMEHEHWIO;
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- OCTOPOXXHO! 06paTMTECH K CONPOBOAUTENBHOM JOKYMEHTaLWK;
- CE ceptumkaums;
(hmpmMa-npon3BoAnTeNb 1 aapec NPON3BOACTBA m]

TO/IbKO AN14 CneLmaIncToB Ra ONLY
[iaTa U3rotosneHus

ncnoJsib3oBatb A0 ...

CEpPUINHbIN HoMEP

|[1ot|
HOMep Mo KaTasiory REF
TemnepaTypHbIi AnanasoH
CcTepunnnsaysa oKCMaom 3TuieHa STIRILEEO
He JOoNyCcKaTb BO3LENCTBUA CO/IHEYHOrO CBeTa an
6epeyb OT Bnarun
3anpeT Ha NMoBTOPHOE NPUMEHEHVE o
06paTnTecb K MHCTPYKLMAW MO MPUMEHEHWIO ®
c
OCTOPOXHO! 0bpaTuTeCh K  COMPOBOAMTE/NIbHOM A
LOKYMeHTauuu
CE ceptudmkauys

C€

KaXXablil CTEHT CHabXeH KIeNKMMU 3TUKETKaMM y4yeTa 1 OTCMEXMBAEMOCTU U3AeNNA - CTUKEpamK,
HEo6X0ANUMbIMU ANS NPUKPENSIEHNS K UCTOPUM BONE3HM U APYTMM 3anMCAM NauWeHTa, KOTOpoMy
NUMNIAHTUPYETCA CTEHT. CTUKEP COAEPXMUT CNeayHoLLY0 MH(OopMaLMIO:

a) AEHTUMMKALWSA U3rOTOBUTENS;

b) HaMMeHOBaHWe CTEHTa;

C) HOMep NapTuM Mpwv NMPOU3BOACTBE

d) ®MO naupeHTa

e) ®MO Bpava

f) TenethoHHbI HOMep Bpaya

g) farta umnaaHTaumm A

h) HaumeHoBaHMe Ne4yebHOro yupexaeHus
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NEPWO®EPUYECKUN CTEHT
COOK* C NEKAPCTBEHHbBbIM MOKPbLITUEM

wor Zllver® PTX®

Cook incorporated William Gook”sti'afia Pty.Ltd.95
75003xency a”™ BnyiiftiwTOH, Crput; EVr-Mail T neiHs;
wrar Nemy>aHa,4?2404CLLIA KeiHcneHa4113, Aspenus
812.339.2235 +617384111 88
_ WilliamCode Europe ApS Gooklrdandltd.
TLIJ Ca(Vv"6,DK-4632 0*XonnopaH Po)” HaumoronbHbiA
iexHanoTya:Miinapk, Jiumepuk Vip/sLyms
Ne Bbéaepocoe, [ams +353 613 34440
ISIFFQI ~"556 868686
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MauneHTam pekoMeHayeTcsl coobLiaTb 06
YyCNOBUAX, NPU KOTOPbLOC MOXXHO 6e30nacHo
CKaHupoBaTtb nmnnaHtar, B MedicAlert
Foundation (www.medIcalert.org} nnm
aHanorMyHyl opraHusaymio.

[aHHbI cvHIBON 03Ma'erT,
HrO ycTpolicTBO siBNseTCs
MP-coBmeaublibibl.

JOKIMHMYECKME UCTbITaHWst MoKa3a, UYTO MNepudepuyeckne CTeHTbl C NIEKapCTBEHHbIM
nokpbitnem Zilver PTX saBnsitotcst cosfc crwMNMH ¢ yCnoBUSIMM MarHMTHOrO pesoHaHca npuv
pacnonoXxeHnn BHaatecT A4nHOM A0 395 pam. MAUMEHTOB C A@HHBLIMU YCTPOCTBAMW MCHCHO
6e30MaoTo NogBeprarTbs CKaHMpoBaHuo B MP-ToMorpade npu cneyroLmx ycroBusix:

= Crarnyeckoe WwrHntHoe none 1,5unm 3,0 Tecna
« MakcumarbHbIi npoapaHcTB»4HbI rpagneHT nona 1600 raycc/cm(16T/m]

=Ma’MmanbHas ycpeaHeHHas yaensHas cKopocTb norioLieHus (5AK) ans scero Tena no
JaHHbIM MP-cucTembl cocTasnsieT 2,0 BT/Kr (HopMaibHbIl peXxum paboTbl).

CokupaeTcsl, YTO B OMpeAeNeHHbIX BbiLLie YCNOBUAX CKAHUPOBaHUA NMMepruyeckuii aeHT
CNeKapCTBEHHbIM NOKpbITeM Zliver PTX co3gacT MakCMMalbHOe MOBbILW e TemMneparypbl
MeHBe4,9'C yepes 15 MUHYT HeNpPepbIBHOrO CKaHMpoBaHWS.

B fOKNMMUYE0aTX UCMIbITAHUSAX BbI3BaHHbINM YCTPOACrBCLL apTethakT N306padKeHUst
pacnpocTpaHsieTcs Npnbn3uTenbHO Ha 5 MM OT nepudepryecKoro CTeHTa C IEKapCTBEHHbIM
noKpbITuem Ziiver PTX npy cKaHMpoBaHUM € NOcnefoBaTe/lbHOCTbIO MMMY/bCOB rPagueHTHOro
axa B MP<ucteme 3,0Tecna.

PEMOHT
M3genna noctaBnaoTCca CTePUNbHLIMW U 0HOPA30BbIMU. PEMOHTY He noanexar.

MPOLUEAYPA PA3PEWIEHWA CMNOPOB B COOTBETCTBUU AENCTBYHOLWUMN
NMPABUWAAMWN N TEXHNYECKUMUW CTAHOAPTAMMN

[Onsa ohopmieHns Bo3spaTa npocbba ysegoMutb kKomnaHuto COOK no agpecy:

Cook Medical Europe Ltd

OHALLORAN ROAD

NATIONAL TECIINOLOGY PARK

LIMERICK, IRELAND

TEL: +353 61 334440 FAX: +353 61 334441

WWW.COOKMEDICAL.COM

YCNoBWA XPAHEHWA
XpaHuTb Npy TemnepaType He Bbiwwe 25 °C (77 °F), gonyckatotcsa konebaHusa go 15 °C n go 30 °C (o1 59°F
no 86°F), bepeub 0T Bnaru. M3beraiite AAnTENLHOMO BO3AEACTBUA CBETA.

YCJTIOBUNA SKCIMNNYATALNN
TemnepaTypa akcnayarauum ot +32 °C fo 42 °C (BHYTpY OpraHu3ma nauueHTa).
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MPABUWJTA TPAHCNOPTMPOBKMN

Mpun nposefeHUN UCNbITaHUA Ha XpaHeHWe cTeHTbl Zilver PTX xpaHUnuch B TeUeHUe orpeseneHHoro
nepuofa BpemMeHW npu TeMneparype, OTHOCUTENIbHOM BNaXHOCTU U aTMOC(HEPHOM AaB/eHnn B fuanasoHax,
YKa3aHHbIX HKe. bepeyb OT Bfaru.

- Temnepatypa -29°C to +60°C (x2°C)
- OTHOCUTEeNbHAA BRaxHoCcTb 30-85% (£5%)
- ATmocthepHoe aaeneHne 595 klMa - [laBneHne oKpyXatoLel cpefpl.

MPABUNTA YTUNTN3ALWN

YCTPOWACTBO JO/MKHO ObITh YTUAN3UPOBAHO B COOTBETCTBUUN C PYKOBOAALLMMUK NPUHLMNAMU YUPEXAEHUS
Ans 6M0NOrMYecKn onacHbIX MeAnNLMHCKNX OTXOL0B.

[Lnsa ctpaH EC - B cooTBeTcTBMM ¢ AupekTnsoii Coseta 93/42/EEC

[nsa Poccuitickoin ®efepalym - B COOTBETCTBUM C HALMOHANbHBIMU TPe6OBaHWAMU, pernaMeHTUPOBaHHbIMM
CaHMUTapHbIMU MpasuiamMmn n Hopmamuy 2.1.3684-21 ot 28 aHBaps 2021 roga «CaHuUTapHO-
aNnAeMnonornyeckne TpeboBaHMa K 06paLleHnto ¢ MeAULIMHCKUMK 0TX04aMu». Knacc pucka MeauLMHCKNX
0TX0f0B: Knacc b.

/ nognucaHo/ 06 mast 2022 T.
CneymanncT no BonpocamM perynmpoBaHns Jara
LU Tamn:

COOK IRELAND LTD.

O 'XannopaH Poag,

HawHn TekHonog>ku Mapk

MNrwepuk, NpnaHgua

PerncTpaunoHHbliA HOMep KoMnaHun:230176
PerucTpaunoHHblit Homep HAC:1E 8203176 O

06 maa 2022 r
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MepeBof faHHOMO TEKCTa BbIMOAHEH MHOIA, nepesogynkom TymaHoBbiM Bnagnmupom Onerosuyem,

NoAMUCH

Poccuitckan Pegepaumnst
"opog Mocksa

[ABaauaTb WeCTOroMas Age ThiCAYM ABAALATbH BTOPOro roja.

[ dkybosa TaTbsAHa OnerosHa, HoTapuyc ropoga MoOCKBbI, CBMAETENbCTBY NOANMHHOCT b
nognucu nepesofunka TymaHosa Bnagumupa Onerosuuya.

Mognuce caenaHa B MOEM NPUCYTCTBUMN.

JInyHOCTb NoANUCAaBLLEro JOKYMEHT yCTaHoBeHa.

3aperucTpupoBaHo BpeecTpe: M 77/2171-H/77-2022-
YnnayeHo 3a COBepLUeHNe HoTapuansHoro geicTeus: 400 py6. 00 kon.

T O. Akybosa
MepboBas nevaTb
HoTapuyca ropoga
Mocksbl AKy608B0i1 T. O. noannchb NoANnUCh
NHH 771775502947*

Mep6oBas nevartb
HoTapuyca ropoga
Mocksbl AKy6oBoii T. O.
NHH 771775502947*

Bcero npoLuHypoBaHo, NpoHyMepoBaHo
N CKPeTEHO NeyaTbio mmcT(a)(oB)

HoTapuyc

Poccuiickas degepayns
opog MockBa

[BajuaTb LWECTOro Maa fiBe ThicA4YM ABafLaTb BTOPOro roga
A. fiky6oBa TaTbfHa ONCLIBHa, HOTapuyc lopoaa Mocksbl,

CBWAC reNnbCTBYHO BCPHOCIL KOMWMW C MPEACTaBNEHHOMO MHe OKYMEHTa.

ChaHunubl/-13HpeacTaBNewWworo AOKyMella ABAAOTCA KOMUAMM, ny-ry
3apcluctpupoBaHo B peectpe: Ne 111 171-11/77-2022- Yy

YnnayeHo 3a coBepLUieHWe HOrapuanbHoro gelicteus: Jcoq py6. 00 KOH.

Bcero npoLiHypoBaHo, NPOHYMepoBa
1 CKpensieHo nevatbto N nuct(a)(oB)

Hotapuyc
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