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4. Description of the medical device

LifeStream balloon expandable endovascular covered stent-graft with a catheter, design variants, is
comprised of an electropolished balloon-expandable stent-graft made from stainless steel and
encapsulated between two layers of ePTFE. (See Fig. 1)

Fig. 1 LifeStream balloon expandable endovascular covered stent-graft

The photographic image of the stent-graft, expanded with the balloon to a nominal size

The covered stent-graft is supplied pre-mounted on a delivery system consisting of a 80 cm or 135
cm long catheter which uses the balloon to expand the stent-graft in the area of the iliac artery to be
manipulated (See Fig. 2)

A B D

Fig. 2 The catheter of the LifeStream balloon expandable endovascular covered stent -graft

Two radiopaque markers (A and B) located on the balloon catheter indicate the length of the
balloon and the ends of the covered stent-graft and aid in accurate stent-graft deployment. The

proximal end of the catheter includes an inflation female luer lock hub (C) and a guide wire female
luer lock hub (D).

A luer lock hub meets the requirements of 1SO 594; the inner smaller diameter (for infonnation, as
this is the specification for the syringe hub with exterior thread); 3,925 -3,990 mm, the inner
diameter of the larger orifice of the taper; 4,270 -4,315 mm, the minimum length of the tapered hub
is 7.500 mm. The maximum diameter of the hub outer part should not exceed 6.73 mm. Maximum
bend radius near the orifice should not exceed R 0.5 mm.

The catheter is compatible with a guide wire with a diameter of 0.035 inch (0.89 mm).
Pre-mounted stent- grafts of different diameters and lengths are commercially available.
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Contents

The box of the LifeStream balloon expandable endovascular covered stent-graft with a catheter
includes:

- Stent-graft pre-mounted on a catheter - 1

- Instructions for use - 1

- Patient Implant Card - 1

Medical devices required for the placement of LifeStream balloon expandable
endovascular covered stent-graft with a catheter:

* Heparinized saline;

« Sterile syringes;

» 0.035" (0.89 mm) guide wire with a length at least twice as long as the endovascular system;

* Introducer sheath with appropriate inner diameter;

* Balloon angioplasty catheter for the pre-and/or post-dilatation, if required;

* Intlation device with pressure monitoring capability;

« Diagnostic catheters and accessories;

« Contrast medium.

5. Technical description of the medical device

CTeHT-rpa qﬂ_ orasioH NIr,*hTa KaTeTepa
. TallLHeA A
OOoxou4a n
CTeHl-rpadra j'
11 —_—
= AX \ . KaTeTep V
AmMCTaNbHaA MPOKCAVE/bHa! T-06pacHbii
PEKTTeHOKOHTpacTKan PCXKTEHOKOHTpacLan KOHHEKTOp
MeTKa
MeTX 3y r. \Miks
Sieni-grdft protective cover Steni-grart Balloon Catheter coupling hub

Callictei

Distal radiopaque mark Proxiitial radiopaque mark Y-shapcxl connector

Materials:

« Stent-graft - stainless steel 316L, ePTFE coated - high molecular weight F-107/FX-9015;
« Ballon - Vestamid L2140 polymer;

* Catheter - 83,5% PEBAX 7233, 11.5% barium sulfate, 1.0% erucamide Aldrich, purjrle dye: 4.0%
Pantone PMS 267C;

« Catheter coupling hub - Wacker LR 3003/80A US, dye 2% PMS267C;
* Y-shaped connector - polycarbonate Makrolon RX 1805-451118;

» Radiopaque markers (distal and proximal radiopaque marks) - 90% platinum and 10% iridium;
« Stent-graft protective cover - teflon, Translucent green dye.

Rated burst pressure for all sizes - 1216 kPa
Nominal pressure for all sizes - 811 kPa.
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kPa
811
912
1013
1115
1216

Expanded
stent-graft
diameter, mm

O OO0 0 WOoW~N~NNNO OO O o

The scale of pressure depending on the diameter of the balloon

5.0 mm 6.0 mm
51 6.0
51 6.0
5.1 6.1
5.2 6.1
5.2 6.2

7.0 mm
7.1
7.2
7.2
7.3
7.3

8.0 mm
8.2
8.3
8.4
8.4
8.5

9.0 mm 10.0 mm
9.1 10.1
9.2 10.2
9.2 10.2
9.3 10.3
9.4 10.4

Balloon compliance chart and stent-graft dimensions

Rated sizes (after inflation,
12 atm. (1216 kPa)), mm

Stent-graft
length, mm

26
37
16
26
37
58
16
26
37
58
16
26
37
58
38
58
38
58
38
58

*Notes: approximate values
*PenTiissible deviations -+/-5%, unless otherwise indicated.

Nominal sizes (after inflation,
8 atm. (811 kPa)), mm

Mean diameter,
mm

4.4
5.0
5.5
5.7
5.7
59
6.9
6.8
6.6
6.7
7.7
7.9
7.9
7.8
8.6
8.6
9.7
9.6
115
114

Average
length, mm
26.4
36.8
16.1
25.9
36.5
56.8
15.5
25.2
35.6
55.7
15.3
24.6
34.7
55.5
36.5
56.0
35.7
55.4
33,6
53.9

Mean

diameter, mm

5.0
53
59
6.0
6.0
6.2
7.3
7.1
7.1
7.1
8.2
8.3
8.3
8.4
9.0
9.0
10.2
10.1
12.2
12.0

12.0 mm
12.0
12.0
121
12.2
12.3

Average
length, mm

26.2
36.4
15.9
25.7
36.1
56.4
15,4
24.9
35.3
55.1
15.0
24.3
33.9
54,4
36.2
55.9
34.8
545
33,5
52.6

Balloon and stent-graft compliance chart (nominal pressure and post rated burst pressure inflation) are
indicated on the device label.
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Force transmitted by the stent-graft to surrounding tissues: 0.10-0.25 N/mm

Expanded Stent-graft length, Forces transmitted by the stent-graft to surrounding tissues
stent-graft nini
diameter, inin

26 0.10 N/mm
37
16 0.12 N/mm
26
37
58
16 0.15 N/mm
26
37
58

16 0.18 N/mm
26

37
58
38 0.20 N/mm
58
38 0.22 N/mm
58

38 0.25 N/mm
58
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The forces required to deform the stent-graft; 0.5-1.25 N

Expanded
stent-graft
diameter, mm
5
5
6
6
6
6
7
7
7
7
8
8
8
8
9
9
10
10
12
12
PerceiUag
Range of e of the
expected stent-graft
lumen shortening
diameters, after
mm implantati
4_ on
<15%
51-5.2
<15%
<17%
<17%
6.0-6.2
<17%
<17%
71-7.3 <19%

Stent-graft length,

mm

26
37
16
26
37
58
16
26
37
58
16
26
37
58
38
58
38
58
38
58

The forces required to deform the stent-graft

05N

0.8 N

1.05N

I.ION

115N

120N

125N

Stent-graft specifications

Minimum effective length, mm
(x2 mm)

22.0£2 mm (vessel diameter - 5.2
mm)

31.0£2 mm (vessel diameter - 5.2
mm)

13.0+2 mm (vessel diameter - 6.2

------------------ mml
22.0+2 mm (vessel diameter - 6.2

mm)
31.0+2 mm (vessel diameter - 6.2
min)

48.0 £2 mm (vessel diameter - 6.2

mm)
13.0£2 nim (vessel diameter - 7.3
mm)
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Maximum effective length (stent-
graft working length), mm

26.0+2 mm (ves.sel diameter - 5.1
mm)

37.0£2 mm (vessel diameter - 5.1
mm)

16.0+2 mm (vessel diameter - 6.0

mmi
26.0+2 mm (vessel diameter - 6,0

ntm)

11.0 il mm (vessel diameter - 6.0
mm)

58.0+2 inm (vessel diameter - 6.0
mni)

16.0+£2 mm (vessel diameter - 7.1
mm)

Stent-
graft
length in
the
delivery
system,
mm

26.0i3
mm

37.043
mm

16.0+3
mm

26.0i:3
mm

37.0£3
mm

58.0+3
mm

16,043
mm
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Expanded Stent-graft Radial strength of Minimum bend radius of the Relation between metal
stent-graft length, mm the stent-graft stent-graft surface area and iiitima in

diameter, mm the stented segment

26 Minimum strength 15.4 mm <30%
37 -0.150 N,

16 Maximum strength 17.0 mm

26 -0.340 N

37

58

16 19.4 mm
26

37

58

16 20.0 mm
26

37

58

38 Minimum strength 22.0 mm
58 - 0.300 N.

38 Maximum strength 24.2 mm
5g - 0.340 N

10
12 38 25.0 mm
12 58

Stent-graft functioning factors:

- Probability of contact, galvanic, spot and freting corrosion, probability of oxidation: probability is
low and guaranteed by the application of bioinert materials;

- Probability of relative stent-graft and tissue dislodgement: where the stent-graft diameter is
selected depending on the vessel diameter, there is no plane-parallel compression, probability of
relative stent-graft and tissue dislodgement is negligible;

- Expected period for the stent-graft ingrowth, penetration into the tissue, tissue perforation, stent-
graft dislodgement and migration - about 14 weeks;

- Information on biodegradation: none, due to the use of bioinert materials.

6. Directions for use

Site access and preparation

1 Using standard techniques access the artery and place the introducer with a corresponding outer
diameter and the guide wire with a diameter of 0.035 inch (0.89 mm) to the target lesion site.

2. Perfonn diagnostic angiography to confimi the site of implantation and measure the reference
vessel diameter and lesion length.

Covered stent-graft size selection

3. Select a covered stent-graft diameter that is approximately 5-20% larger than the largest
reference vessel diameter at the proximal or distal target site.

Referred to the sizing table on the packaging label for appropriate selection of the colored stent-
graft diameter and length.
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Endovascular system preparation

4. Carefully remove the selected device from the package.

5. Inspect the covered stent-graft for adherence to the balloon and stent-graft placement between the
balloon markers. Do not use the device, if the stent-graft is not centered and (or) does not finnly
adhere to the balloon.

6. Flush delivery system guide wire lumen with sterile saline mixture until saline drops from the
distal end of the endovascular system.

Air evacuation

7. Use the recommended 20 cc or smaller luer-lock syringe ~’ith a minimum of 5 cc’s sterile saline
mixture for aspirating this device.

8. With the distal balloon tip pointing down and positioned below the level of the syringe, pull
negative pressure until all air is expelled.

9. Induce a negative pressure to remove all air from the balloon and inflation lumen. Repeat until all
the air is expelled.

10. Carefully release to neutral. Allow the inflation lumen to fill with the diluted contrast medium
and maintain a neutral pressure.

Important: Do not apply positive pressure to the balloon.

11. Attach the prefilled inflation device to the inflation lumen of the catheter hub intended to inflate
the balloon, ensuring no air bubbles remain at the catheter connection.

12. Make sure that the covered stent-graft is still centered between the two radiopaque markers on
the balloon catheter.

The introduction of the device and placement of the covered stent-graft

13. Advance the device over the guide wire into the introducer sheath.

14. Further advance the device to the target treatment site placement with the introducer sheath and
position the stent-graft across the lesion. Verify that the covered stent-graft is still centered between
the two markers of the balloon. Slowly retract the introducer sheath while maintaining the position
of the covered stent-graft. Ensure the introducer sheath is retracted far enough to not compromise
the balloon expansion and the stent-graft release.

15. Slowly inflate the device to the nominal pressure, expanding the covered stent-graft. Confinn
complete extension via fluoroscopic visualization. A 15-30 second inflation time is recommended.
Important: Do not exceed the Rated Burst Pressure of the delivery system.

16. After the covered stent-graft deployment, apply negative pressure to the balloon until it is fully
deflated. By using fluoroscopic visualization and maintaining negative pressure, withdrawal the
delivery system from the body with the guide wire remaining across the lesion.

Important: After deployment of the covered stent-graft, if resistance is felt during the device
withdrawal, carefully remove it and the guide wire as a single unit.

If, while removing the device and guide wire as a single unit, resistance is still there, remove the
guide wire, device and introducer sheath as a single unit.

17. Confirm optimal covered stent-graft adherence to the vessel walls using standard angiographic
techniques. If the covered stent-graft has not achieved full wall position, a post dilation with an
appropriately sized balloon should be performed. 5-8 mm devices may be post-dilated with balloons
up to 10 mm in diameter. 9-12 mm devices may be post-dilated with balloons up to 12 mm in
diameter.

Note: Blood flow impedance remaining alter the covered stent-graft deployment {for example,
residual proximal or distal stenosis, or splitting, or weak peripheral outflow) may increase the risk
of the stent-graft thrombosis. After the procedure was completed, inflow and outflow of blood
should be evaluated, and, if necessary, additional steps should be taken (e.g., additional post-
dilatation, additional stenting or distal bypass grafting) to support the sufficient inflow and outflow.
18. Remove the guide wire and introducer sheath from the patient.

-12
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19. Close the incision as appropriate.
20. Dispose of the device in accordance with the instructions for use.

Placement of two overlapped covered stent-grafts
21. In the event that two stent-grafts must be placed overlapped, place the distal stent-graft first.
Ensure approximately 10 mm overlap zone.

Patient implant information card
A Patient Implant Information Card is provided with this device. The patient data, implant data and
hospital data should be accurately recorded on the card and given to the patient.

Apply one of the peel-off stickers found on the product label on the pouch to the indicated area on
the Patient implant infomiation card. This peel-off sticker contains important information about the
patient’s covered stent-graft implant. The patient should carry the Scott with them and provide to
any medical personnel caring for the patient in the future.

7. Magnetic Resonance Imaging (MRI) information

LifeStream stent-graft was determined to be MR conditional according to the tenninology specified
in the American Society for Testing and Materials (ASTM) International, Designation: F2503-08 -
Standard Practice for Marking Medical Devices and Other Items for Safety in the Magnetic
Resonance Environment. ASTM International, 100 Barr Harbor Drive, PO Box C700. West
Conshohocken, Pennsylvania, in 2008.

Non-clinical testing demonstrated that the LifeStream stent-graft is MR Conditional. A patient with
this implant can be scanned safely immediately after the implant placement under the following
conditions:

- Static magnetic field of 3 Tesla or 1.5 Tesla;
- Spatial gradient of the magnetic field not exceeding 3000 gauss/cm;

- Maximum MR system reported whole-body-averaged Specific Adsorption Rate (SAR) of 2 W/kg
in the normal operating mode.

In non-clinical testing, the LifeStream Stent-graft produced a temperature rise 0f 3.5 °C at a
maximum MR system-reported whole body averaged specific absorption rate (SAR) of 2-W/kg for
15 minutes of continuous MR scanning in a 3-Tesla MR system using a transmit/receive body coil

0 (Signa HDx, General Electric Healthcare, Milwaukee, WI). The actual in-vivo temperature rise is
expected to be less as this calculation did not include the cooling due to blood ftow in the lumen of
the stent-graft and blood perfusion in the tissue outside the stent-graft. The effect of heating in the
MRI environment for stent-grafts with fractured struts is not known.

In non-clinical testing, the LifeStream stent-graft produced a temperature rise of 3.4 °C at a
maximum MR system-reported whole body averaged specific absorjition rate (SAR) of 2-W/kg for
15 minutes of continuous MR scanning in a 1.5-Tesla MR test coil (Model 46-306600G2, General
Electric Healthcare, Milwaukee, WI). The actual in-vivo rise is expected to be less as this
calculation did not include the cooling due to blood flow in the lumen of the stent-graft and blood

perfusion in the tissue outside the stent-graft. The effect of heating in the MRI environment for
stent-grafts with fractured struts is not known.

MR image quality may be compromised if the area of interest is located in the exact same area or
relatively close to the position of the LifeStream stent-graft. Therefore, optimization of MR imaging
parameters to compensate for the presence of this implant may be necessary.

-13 .
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Artifact information:

Image artifact of the LifeStream stent-graft was tested according to ASTM F2119-07 in a GE Signa
HDx 3-Tesla cylindrical bore scanner. Maximum artifact beyond the stent-graft was 13 mm for the
spin echo sequence and 16 mm for the gradient echo sequence, both inside and outside the device
lumen. The lumen was obscured. Imaging parameters may need to be adjusted for artifact
optimization.

it is recommended that patients with a stent-graft register the MR conditions with the MedicAlert
Foundation (h'mMmedicalert.ors).

8. Biocompatibility verification

ISO 10993-1 (2009) defines a LifeStream stent-graft as an implantable device pennanently in
contact with the circulating blood. The standard recommends conducting the following stent-graft
tests: cytotoxicity, sensitization, excitability or intradermal reactivity, acute systemic toxicity,
hemocompatibility, genotoxicity, and testing by applying muscle implantation. 1ISO 10993-1 (2009)
defines a delivery system (catheter) as an externally attachable product and contacting circulating
blood during a limited period of time. The standard recommends conducting the following catheter
tests: cytotoxicity, sensitization, excitability or intradennal reactivity, acute systemic toxicity, and
hemocompatibility.

Biocompatibility test results confinned absence of toxic or other adverse reactions. Moreover, the
stent-graft and catheter material platfonn confirms their clinical safety for many years. For these
reasons, we conclude that the device meets the requirements of 1ISO 10993-1.

9, Safety requirements

Warnings

* The LifeStream stent-graft is supplied sterile and is intended for single use only. Do not re-
sterilize and/or reuse the device. Reuse, re-sterilization, reprocessing and/or repackaging may create
arisk of patient or user infection, compromise the structural integrity and/or essential material and
design characteristies of the device, which may lead to device failure, and/or injury, illness or death
of the patient.

« Patients with allergies or hypersensitivity to stainless steel, nickel, chromium or ePTFE may suffer
an allergic response to this implant.

Do not use if packaging is damaged.

* Use the device prior to the USE BY date specified on the package.

» Stenting across a vessel side branch may impede blood flow and hinder or prevent future
procedures.

» Stenting into a bifijrcation may compromise ftiture diagnostic or therapeutic procedures.

« Should excessive resistance be felt at any time during the insertion process, do not force passage.

* Attempts to retract the stent-graft into the sheath may result in dislodgement and embolization of
the stent-graft. Maintain guide wire placement across the lesion and withdraw the device only until
the proximal end of the stent-graft is aligned with the tip of the sheath. Do not attempt to remove an
unexpanded stent-graft through the sheath. Attempting to remove an unexpanded eovered stent-
graft by pulling it baek into the sheath may result in stent-graft dislodgement.

» Do not exceed the maximum rated burst pressure since this increases the potential for balloon

rupture and vessel damage. The use of a pressure monitoring device is recommended to prevent
over pressurization.

 Use only diluted contrast medium for balloon inllation. Do not use air or any gaseous medium to
inflate the balloon as this may cause uneven expansion and difficulty in deployanent of the stent-
graft. For the contrast/saline solution, a ratio 0f 50/50 is recommended.

-14
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* Drug reaction or allergic reaction to medication, substances or materials used for the procedure
(e.g, anticoagulation or antiplatelet agent, contrast medium, stent-graft or catheter materials)
» Edema

* Fever

» Hemon-hage/bleeding

» Hematoma and/or bleeding at puncture (access) site

» Hypotension/hypertension

« Inability to introduce/wilhdraw endovascular system

« Inability to track endovascular system to tlie target lesion
« Inability to inflate the balloon/deploy stent-graft

* Infection at access site

« Infection at or around implant

* Inflammation

* Ischemia/infarction of tissue/organ

» Myocardial infarction

* Pain

* Radiation injuries

* Renal insufficiency/failure/toxicity

* Respiratory arrest

* Restenosis in the treatment area/stent-graft edge

* Sepsis

* Shock

« Stroke/Transient Ischemic Attack (TIA)

» Thromboembolic event/thrombosis

* Vasospasm

* Vessel wall trauma, perforation/dissection/rupture

12. Method of sterilization

This medical device is supplied sterile, using proven methods (sterilization using ethylene oxide)
that ensures the required level of sterility (SAL) 10N This medical device is intended for single use
only, should be considered sterile if the packaging is closed and intact. Do not use the device if
there is any doubt about its sterility,

13. Labeling, operation conditions, transportation and storage

Stent-graft length m Nominal pressure
uninflated condition

Stent-graft diameter in See Instructions
mm expanded condition for use
o D
Recommended guide wire Do not wuse if
! packaging is
< -l damaged
Catheter length Rated burst
A,
R B P pressure
-16 .
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LABEL LAYOUT:

CTeHT-rpadpT GasiioHopacllMpseMblii 9HA0BACKYNSAPHbIN LifeStream c kateTepom

KomnnekTtauusa:

BCTEHT-rpadT NnpegBapuTeibHO
yCTaHOB/IEHHbI Ha KaTeTep - 1 wrT.

- UHCTPYKUUA NO NPUMEHEHUIO - 1 WT.

* MMNaHTayMoOHHaA KapTa nayneHTta - 1 wr.

X MM

KX cm
XX MM "

lite

[ PekomeHAayeMmbli
MHTpOAbIO CEp

HomuHaneHoe
AaBneHvne

X F (X.XX Mmm)

N

8 atm (811 kMa)

Pekomenayem sl i
npoaofioyHbl it
npowAnnK

0,035 gioiima (0,89 Mm) 12 atm (1216 kMa)

PacueTHoe fasneHvne
RBP paspuiea

AukweTp

jAnnna CHObbH® Mbubie pasmeps PacueTHbm pasmeps!
packpbaoro cCTeHTa, MM (nocne Haka<««BaHus. (nocne HakaumeaHns.
XXXXXXXXXXX renre, e (611 kne). u 12 arw (1216 k), we
Cpeanmii Cpeannn Cpeax4i Cpeasn
LOT %, XXXXXXXX airwoto, i Tgnana, we AMAMeTR, WM AT, o
5 26 4.4 26.4 5,0 26.2
2 Vicnenasoaar» rrrr_MI\/I_ 5 37 5.0 36,8 i5.3 3674
« 6 16 5.5 16.1 5,9 15,9
6 26 5.7 125,9 6.0 25,7
6 37 5.7 36.5 6.0 36.1
6 58 A? 56.8 6.2 S6.4
atm ? s
n 50MM 6,0MM 7.0MM 8.QMM 3.0MM 10.0MU 12,0MM ! 7 16 6.9 15.5 7.3 15.4
(K_al 7 26 6.8 25,2 7.1 24.9
i
51 6.0 71 8,2 9,1 10,1 12.0 7 37 6,6 35.6 7.1 35.3
1811) 7 58 6.7 55.7 7.1 55.1
9 50 60 72 83 92 10,2 12.0 8 16 77 15.3 8.2 15.0
1912} 8 26 7.9 24.6 8.3 24.3
10 33.9
o13] 51 6.1 7.2 B4 s2 10,2 21 s s 7 a4 83
(l ik I 8 58 7.8 55.5 8.4 54,4
1 8.6 36.5 9.0 36.2
5.2 6,1 7.3 84 94 10.3 122 ° %8
0115) 9 58 8.6 56,0 9.0 55.9
12 10 38 9.7 35.7 10.2 34.8
5.2 (.2 7.3 85 on 10,4 183
112m 10 58 9.6 55.4 10.1 54,5
12 38 11.5 33.6 12.2 33,5
12 159 11.4 53.9 12.0 52,6
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Stent-grafts are resistant to climatic factors
°C and exposure to body fluids.
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Operation

under temperatures within the range of + 32 °C to + 42
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Transportation

Stent-grafts can be transported by all modes of transport, in covered vehicles, in accordance with
the requirements and regulations for transportation of goods applicable to each mode of transport.
In transit, stent-grafts are resistant to climatic factors under temperatures from -50 °C to + 50 °C,
relative humidity from 60% to 95% (non-condensing humidity) and mechanical vibration loads
within the frequency range from 10 to 55 Hz, displacement amplitude of 0.35 mm, and shock loads
with peak acceleration of 10g at shock load lasting for not more than 16 ms.

Storage

In storage, stent-grafts are resistant to climatic factors under temperatures ranging from -50 to + 50
°C and relative humidity of 60% to 95% (non-condensing humidity). Stent-grafts should be stored
in places protected from direct sunlight, heat and frost.

14. Packaging

All devices are supplied in a Tyvek protective sealed primary packaging.

Then, in the device in the primary packaging is placed onto a tray made of high density
polyethylene and sealed with polythene film.

After that, the tray with finished products is placed into the bleached corrugated cardboard box, 1in
each, with Instructions for Use and the Patient Implant Card.

For transport purposes, boxes are placed inside large boxes made of thick corrugated board, 20 in
each.

Overall package dimensions: (L x H x W) 320 x 268 x 14 mm (+10%)

Weight: 400 g (+10%0)

15, Warranty

ClearStream Technologies. Ltd during one year from the date of the original purchase warrants to
the primary purchaser of this product that this product free from material and workmanship defects.
Liability under this limited product warranty is limited to repair or replacement of a defective
product or full refunding of the purchase price at ClearStream Technologies, Ltd.’s discretion. This

limited warranty does not cover normal wear and tear, as well as faults arising from use of the
product for other purposes.

To the extent permitted by law, this limited product warranty excludes all other warranties,
express or implied, in particular, any implied warranties of merchantability or fitness for a
particular purpose. Under no circumstances ClearStream Technologies, Ltd. shall not be

liable for any indirect, incidental or consequential damages arising out of this product
handling or use.

In some countries, exclusion of implied warranties, incidental or consequential damages is not
applicable. Pursuant to such countries laws, the user can be provided with additional remedies.

16. ShelfUfe

Shelf life of the medical device is  year. This medical device .should not be used after the USE BY
date indicated on the package.

-19.
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17. Procedure for the medical device disposal or destruction

After use, the catheter sheath is a potential biological hazard. Handle and dispose of the catheter
sheath in accordance with accepted medical practice and applicable local, state and federal laws and
regulations

-20.

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



MepeBoag C aHTANMNCKOTO A3b Ka Ha PYCCKNUIR 36l K

| hereby eertify aceuraey, eorreetness and
reliability of this document

translated into Russian

«|_|0,E|,TBep)K,qa}0 TOYHOCTDb, NPaBUNBbHOCTb U
[OCTOBEPHOCTb COLEep>KaHua TekcTa nepesoja
Ha PYCCKUii A3bIK»

«pum CTpum TekHonog>xuc J1Ta.»
30 mapTa 2016

MoiiH Annep,

3HHuUckopTU, Ko. Bekcops

NHCTPYKLUMS N0 NPUMEHEHMIO
MeAULNHCKOTO U3aenns

CTeHT-rpadT 6annoHopaclwNpsaeMblii 3HA0BACKYIAPHbIN
bll!e8lreanl c kaTeTepom, BapnaHTbl UCMOJIHEHUA

YTBEPXOEHO

«KnnapCtpum TekHonogxuc, itg.», UpnaHguns
®dunoHa Vin Mynneiin
CTapwuii MeHegKep Mo OLEeHKe PUCKOB/KOMTPO/IO KavecTBa
«KnnapCtpum TekKHonomxuc, JItg.»

Mognucb: /nognuce/
[ata; 30 mapTa 2016

/WTamn:/

MoanncaHo nog npucsAroii B moem npucyTcTBum Monsep OyTc B SHHUCKOPTH, rpaddcTBO Bekcdopa cerogHs, 15
niona 2015 roga.

/nognuce/

3HTOHKM X. 3Hcop, afBoKaT U HOTapuyc rpadcTsa Bekchopa.

/MeyaTb:/ 3HTOHNM X. JHCOpP, aABOKAT W HOTapuyc rpadcTBsa Bekcdops.
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1. HaumeHoBaHWe MEAULIMHCKOrO M3aenns

CTeHT-rpadT  6an/ioHopacluMpseMblii  3HAOBackynsipHblii  LifeStream ¢  KaTeTepom, BapuwaHThbl
IncnonHeHus;

1. CTeHT-rpadpT 6ann0HopaclUMpPSAeMblil 3HAOBACKYNSAPHbINA LifeStream, ¢ kaTeTepom 80 cMm, pasmepbl:
5MM x 26 MM, 5 MM x 37 MM, 6 MM X 16 MM, 6 MM X 26 MM, 6 MM X 37 MM, 6 MM X 58 MM, 7 MM X 16 MM,
TMM x 26 MM, 7 MM x 37 MM, 7 MM X 58 MM, 8 MM X 16 MM, 8 MM X 26 MM, 8 MM X 37 MM, 8 MM X 58 MM,
9MmMm X 38 MM, 9 MM X 58 MM, 10 mm X 38 MM, 10 MM X 58 MM, 12 MM X 38 MM, 12 MM X 58 MM.

2. CTeHT-rpadT 6GansoHopaclwinpsieMblii  3HAOBACKynsipHblA  LifeStream, ¢ KaTeTepom 135 cmMm,
pasMepbl: 5 MM X 26 MM, 5 MM X 37 MM, 6 MM X 16 MM, 6 MM X 26 MM, 6 MM X 37 MM, 6 MM X 58 MM, 7 MM
X16 MM, 7 MM x 26 MM, 7 MM X 37 MM, 7 MM X 58 MM, 8 MM X 16 MM, 8 MM X 26 MM, 8 MM X 37 MM, 8 MM
x58 MM, 9 MM x 38 MM, 9 MM X 58 MM, 10 MM X 38 MM, 10 MM X 58 MM, 12 MM X 38 MM, 12 MM X 58 MM.

2. CBefleHMsa o npon3BoauTene MegUUNHCKOro usaenus
I

| MpoH3BoanTens/PaspaboTunk: “ClearStream Technologies, Ltd.” («KnuapCtpum TeKHONomxuc,
Nta.»), Moyne Upper, Enniscorthy, Co. Wexford, Ireland, Tel: -H353 0 53923 711 1
Afpec mMecTa npou3BOACTBA MeAuUMHCKOro wusgenua: Moyne Upper, Enniscorthy, Co. Wexford,
Ireland
YnNonHoMouennbiii NpescTaBUTeNb NPOU3BOAUTENS na Tepputopumn Poccuiickoin defepaynu:
OO6LWEeCTBO C OrpaHMYeHHOM OTBETCTBEHHOCTbIO «Bapg Pyc» (OOO «bapp Pyc»), 121596, Poccus, T.
Mocksa, yn. FopbyHoBa, 4. 2, cTp. 204, Ten.: +1 (499) 372-5002, ¢akc: +1 (499) 372-5003

3. HasHauyeHMe MeAULIMHCKOrOo M3[enunsa, yCTaHOBIeHHOe NPOou3BOAUTENEM

CteHT-rpaT  6GansoHopaclimpsieMblii  3HAOBAcKynspHbld  LifeStream ¢ kaTeTepoMm, BapuaHTbl
ucnonHeHnss (B AanbHeiwiem cTeHT-rpadT LifeStream, cTeHT-rpadT, YCTPOWCTBO, WMMAAHTAT),
npefHasHayeH [N1A JIeYEHUA aTepPOCK/IEPOTUYECKUX TMOPAXKEHHbIX Y4YacTKOB O06LUX W  Hapy>XHbIX
NoAB3A0LLHbIX apTepPUIA.
lMokasaHna K UPUMCHCNUIO:
NeaTePOCKIEPOTUYECKOE NOPAXKEHNE YHACTKOB 06LLNX U HAPYXXHbIX MOAB3L0LWHbIX apTepuii.

MpolnBonokasanus:
*HaM4me anneprum UNn rmnepuyBCTBUTENBHOCTU K HEPXXaBEIOLW el cTann, HUKen, Xxpomy nnmn ePTEE;
*HEeKOpPPUIrMpoBaHHble HapyLLeHUs CBEPTbLIBAEMOCTU KPOBU;
* Ha/IMuMe MNpPOTMBOMNOKA3aHW K Ha3HaYeHUI0 aHTUKOoarynsHTtoB W (Uan) aHTUTPOMOGOLUTAPHbLIX
npenapartos;
*ropakeHne, NPENATCTBYIOHIee MOSIHOMY PAacKpbITUIO C TEHT-rpagTa;

NnopaxeHWsi, NPY KOTOPbIX AMaMeTp MPOCBETA apTepuu nocne 6an/ioHHONW aHrMoONNacTUKN SBNSIETCA
HefJoCTaTOUYHbIM 719 NMPOXOXAEHUA KaTeTepa;
*HaIM4YMe Yy4acTKOB NMOPaXKeHUS, MOABEPXKEHHbIX BHELLIHEMY CAABMINBAHUIO.

Ycnosua npuMeHeHuns:

[aHHoe MeAMUMHCKOe W3aenne [O/HKHO OblTb MCMOMb30BAHO TONIbKO CheuunanbHO  06YYeHHbIM
MepCcoHasIOM B YC/TOBUSIX CMELMANN3NPOBAHHbIX MeJULMHCKUX YUPEXAeHWA.
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4. OnucaHne MeAULNHCKOIO MU3enns

CTeHT-rpapt GansoHopaclinpseMblii  3HAOBACKY/NsApPHbIA  blle8lreaT ¢  KaTeTepoMm, BapuaHThbl
WCMOSTHEHNS, COCTOUT M3 3/1EKTPONOSIMPOBAHHOIO 6afiIOHOPaCLUMPSAEMOro CTEHT-rpaTa, BbINMOJHEHHOIO
VB HEPXKABEIOLLE CTanM 1 MOKPbLITOro ¢ ABYX CTOPOH ePTPE. (cMm. puc. 1)

Puc. 1 CteHT-rpadt 6annoHopaeliMpsiemMblin aHL0BacKyNsapHbIA E1Pe8CreaT

doTorpamyeckoe n3obpaxeHme cTeHT-rpadTa, pacliMpeHHOro 6a7110HOM 40 HOMUHA/ILHOIO pasmepa

CTeHT-rpapT nocTaBfsieTes MpeABapuUTe/IbHO YCTAHOB/IEHHbIM Ha EWCTeMY [OCTaBKW, KoTopas
npeacTaBnsieT coboli KateTep AnvMHoin 80 cMm mam 135 cM, KOTOPbIA MOCpeAcTBOM 6asinoHa paclumpsieT
CTEHT-rpaT Ha yyacTKe NnoAB3A0LWHOK apTepuun, nognexallein MmaHunynaumum (cm. puc. 2)

B D

X

Puc. 2 KaTteTep cTeH r-rpagpta 6anioHopaclimpsemoro sHgosackynsapHoro LifeStream

[Ba peHTreHOKOHTpacTHbIX Mapkepa (A v B) Ha 6annoHHOM KaTeTepe OnNpefensiT ANUHY 6aniioHa u
Kpas CTeHT-rpadta, a Takxe NomMorarlT BbINOMHUTbL TOUHYIO YCTaHOBKY CTeHT-rpagTa. MNpokcumanbHas
YacTb KaTeTepa BK/OYaeT THe3[0BOM KOHHEKTOP C HAKOHEYHUKOM J1io3pa Ansa HakaumsaHusa 6anionHa (C)
N rHe3L0BON KOHHEKTOP C HAKOHEeYHMKOM J103pa 418 NpoBoNoYHOro nposogHuka (O).

HakoHeuHUK J1i03p oTBe4vaeT TpeboBaHuAM 180 594: BHYTPEHHWI Manblii gnameTp raybuHbl cpesa (ans
MHpopMaLnKM, TaK KaK 3TO crneuyumdukauna GuUTUHra Wwnpuua ¢ Hapy>Ho pesb6oit); 3,925 -3,990 mm,
BHYTPEHHWIA 60NbLUOA AnaMeTP OTBEPCTMS KOHMYeCKoi yacTtu: 4,270 -4,315 MM, MUHUManbHas raybuHa
KOHYycoo6pasHoro dmtuHra 7.500 mMm. MakcmasnbHbIN gnamMeTp HapY>XXHOW 4acTu (QUTUHra He A0J/KeH
npesbiWaTh 6.73 MM. MaKcumanbHbIA paguyc n3rnba Bosne 0TBEPCTUA He A0/KEH npeBbiwaTs KO.5 M.
KaTeTep COBMeCTUM C MPOBOJ/IOYHbIM NPOBOAHNKOM anametpom 0,035 aroima (0,89 mm).

JocTynHbl NpeaBapuUTeNbHO YCTAHOBJ/IEHHbIE CTEHT-rpadThl PasIMYHOro guameTpa v A/IVHbI.

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



Komnnektauna

B coctaB 0gHON ynakoBKM CTeHT-rpata 6annoHopaclinpsemMoro 3HgoBackynsipHoro LifeStream c
KaTeTepoM BXOAUT:

- CTeHT-rpadT NpeaBapuTeNbHO YCTAHOB/IEHHbIN Ha KaTeTep - 1 LIT.

- UHCTPYKLUSA MO NPUMeHeHuto - 1 .

- UMMMaHTaUMoHHasa KapTa nauymneHTta - 1 wWr.

MeauUNHCKNE U3AeNnusi, HeobxoAnMble ANS MNpoueaypbl YCTAHOBKU CTeHT-rpadTa

6annonopaclumMpsaeMoro sHaoBackynsipHoro LifeStream ¢ kaTeTepom:
* renapMHN3NPOBaHHbIN HN3N0NOrNYEEeKUiA paeTBOp;
* CTEPU/IbHbIE LUMPULbI;
* MPOBO/IOYHbIN NPOBOAHUK AnameTpom 0,035 atoiima (0,89 MM), AMHA KOTOPOro Kak MWHUMYM B [Ba
pasa npeBbILLAeT ANIMHY KaTeTepa;
* MIHTPO/AblOEep e e00TBETETBYIOLLLMM BHELLHUM ANAMETPOM;
* aHrMonNacTUYeCKNin 6aNNOHHbIN KaTeTep AN npea- v (MAun) nocTaunataymu, NpyM He06Xo4MMOCTHU;
* YCTPOICTBO A/151 HaKa4yMBaHWs 6asifioHa C BO3MOXHOCTbIO C/IEXXEHUS 3a AABJIEHUEM;
. * InarHocTu4yeeKmne KaTeTepbl U BCOMOraTesibHble YCTPONCTBA;
"'e KOHTPACTHOEe BELLLeCTBO.

5. TexHuyeckoe onucaHue MeaULUUMHCKOIo n3genuna

CTEHT-rpadT * «0an1oH My(Ta KateTepa
AL rraan
:o6onova \
CTeHT-rpagra jj* oo e, M
Azﬁiﬂmﬁm acTHas npokcMmabHas Y-o6pacHbrii
I\p/IETKa P PeHTTeHOKoLIpacTHas KOHHEKTOP
MeTKa

M aTtepuanbl M3TOTOBNEHUNA:
e CTEHT-rpadT - HepXaBetoulasi ctasib 316L, nokpbiTe ePTFE - BbIeOKOMONEKYNAPNbIi Tedh/1o0H F-
107/FX-9015;
e 6annoH - nonumep Vestamid L2140;
» KarteTep - 83.5% PEBAX 7233, 11.5% CynbhaTa 6apus, 1.0% spykamug Aldrieh, kpaentenbs nnnosblii:
4.0% Pantone PMS 267C;
» MyhTa KaTeTepa - Waeker LR 3003/80A US, Kpaeutenb: 2% PMS267C;
* Y-00pa3Hblli KOHHEKTOpP - nonnkap6oHaT Makrolon RX 1805-451118;
* PeHTreHOKOHTPacTUble MapKepbl (4ueTasibHasA U NPOKCUMa/IbHAs PeHTreHKOHTpacTHble METKK) - 90%
nnaTuHel, 10% mnppunans;
e 3aUMTHaA 060M104YKa CTeHT-rpagTa - Tedh/IOH, 3eNeHbIin KpacuTenb Translueenl.

PaeueTHoe faBreHune pa:(biBa gna Bcex pasmepoB 1216 klMa
HomuHanbHoe gaBrieHMe Ana Bcex pasmepoB 811 klla.
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LLIkana 3aBUCMMOCTU AaBfieHNA OT AuameTpa 6annoHa

KMa 5,0 Mm 6,0 MM 7,0 MM 8,0 Mm 9,0 Mm 10,0 mm 12,0 mm
811 51 6,0 71 8,2 9,1 10,1 12,0
912 51 6,0 7,2 8,3 9,2 10,2 12,0
1013 51 6,1 7,2 8,4 9,2 10,2 12,1
1115 52 6,1 7,3 8,4 9,3 10,3 12,2
1216 52 6,2 7.3 8,5 9,4 10,4 12,3

LLIKana pacTsXKMMOCTK 6an/ioHa 1 pasmepbl CTEHT-rpadTa

OnameTtp OnnHa HoMWnHanbHbIE pasmepbl Pac4yeTHble pa3mepbl  (nocne
pacKpbITOro CTEHT- (nocne HaKayuBaHuUKW, HakKadyuBaHu}!,
CTeHT-rpadTa, rpagTa, Mm 8 atm (811 kMa)), mm 12 at™m (1216 kMa)), Mm

1M CpeaHuii CpegHsas CpegHunii CpegHsas

anameTp, MM ANVHa, MM gnamMmeTp, Mm ANvHa, MM

5 26 4.4 26,4 5,0 26,2

5 37 5,0 36,8 53 36,4

16 55 16,1 5,9 15,9

E 26 57 25,9 6,0 25,7

6 37 57 36,5 6,0 36,1

6 58 59 56,8 6,2 56,4

7 16 6,9 15,5 7,3 15,4

7 26 6,8 25,2 71 24,9

7 37 6,6 35,6 71 35,3

7 58 6,7 55,7 71 55,1

8 16 7,7 15,3 8,2 15,0

8 26 7,9 24,6 8,3 24,3

8 37 7,9 34,7 8,3 33,9

8 58 7,8 55,5 8,4 54,4

9 38 8,6 36,5 9,0 36,2

9 58 8,6 56,0 9,0 55,9

10 38 9,7 35,7 10,2 34,8

10 58 9,6 55,4 10,1 54,5

12 38 11,5 33,6 12,2 33,5

1 12 58 114 53,9 12,0 52,6

*MprmeyaHne: 3Ha4YeHUS NPUOGNN3NTENbHbIE
*[lonycTUMble OTK/IOHEHUS B Npegenax +/-5%, ecnu He yKasaHo ApYroe.

Llkana pacTsbkumocTy 6ansioHa W pasmepbl cTeHTa-rpagta (HOMWHa/bHOe AaBfleHWe W pacyeTHoe
[aB/eHne paspbiBa NOC/e HaKauMBaHWUA) yKasaHbl Ha 3TUKETKE U3aenus.

AnameTpbl AUCTanbHONo U NPOKCUMasIbHOro KOHLL0B KaTeTepoB

OuameTp OnvHa CTeHT- OvameTp guctanbHoOro OuameTp
pacKpbITOro CTEHT- rpapra, Mm KOHUa KaTeTepa, MM NPOKCUMasIbHOT O
rpagTa, Mm KOHLLa Ka TeTepa, MM
KaTteTep 80 cm

5 26 1,98(£0,05) 2,10(x0,05)

5 37 1,98(£0,05) 2,10(x0,05)

6 16 1,98(%0,05) 2,10(x0,05)

6 26 1,98(%0,05) 2,10(x0,05)

6 37 1,98(x0,05) 2,10(x0,05)
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BHelWHWI gnameTp UNTpoablocepa, COBMeCTUMOrO C U3Ae/TNeEM

JuameTp packpbITOro OnuHa crecur-rpagra, BHEVWNI AMaMeTp UNTPoabIocepa
CTEHT-rpagTa, MM MM
5 26 6 P (1,98 mm)
5 37 6 P (1,98 mm)
6 16 6 P (1,98 mm)
6 26 6 P (1,98 mm)
6 37 6 P (1,98 mm)
6 58 6 P (1,98 mm)
7 16 6 P (1,98 mm)
7 26 6 P (1,98 mm)
7 37 6 P (1,98 mm)
7 58 7P (2,31 mm)
8 16 7P (2,31 mm)
8 26 7P (2,31 mMm)
8 37 7P (2,31 mm)
8 58 7P (2,31 mm)
9 38 7P (2,31 mm)
9 58 7P (2,31 mm)
10 38 8 P (2,64 mm)
10 58 8 P (2,64 mm)
12 38 8 P (2,64 mm)
12 58 8 P (2,64 mm)

Ycunve, nepefaBaeMoe CrenT-rpagrom

JnameTp pacKpbITOro
creHr-rpagra, Mm

Ycunue, nepefasaemoe

[OnviHa cTeHT-rpadgra, mm
CTEHT-rpaToM Ha OKpyXXatoLyue TKaHU

26 0,10 H/mm
37
16 0,12 H/mm
26
37
58
16 0,15 H/mm
26
37
58
16 0,18 H/mm
26
37
58
38 0,20 H/mm
58
38 0,22 H/mm
58
38 0,25 H/mm
58
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Ycunue, Heobxogmmoe ansa gecopmaumnn cteHt-rpagra: 0,5-1,25 H

[JuvameTp packpbIToro
CTEHT-rpad)ta, Mm

©O© O 00 00 00 O NN N ~NOOo o O 01

N ol el
NN O O

OnanasoH
npegnonaraembix
JuaMeTpoB NpocBeTa
cocyja, MM

51-52

6,0 - 6,2

71-7,3

[OnuHa cTeHT-rpadTa, Mm

26
37
16
26
37
58
16
26
37
58
16
26
37
58
38
58
38
58
38
58

rpagpra

05H

0,8 H

1,05 H

1,10 H

1,15 H

1,20 H

125 H

TexHnYyeckme xapaKTepucTuKn CTEHT-Fpa(bTa

MpoueHT
YKOpPOYeH
nsa CTEHT-
rpagra
nocne
nMnnaHTa
unn

<15%

<15%

<17%

<17%

<17%

<17%

<19%

<19%

MuH1ManbHaa nonesHas AnMHa,
MM (£2 MM)

22,0+2 mm (guameTp cocyfa - 5,2
MM)

31,0£2 mm (amnameTp cocyga - 5,2
MM)
13,0+2 mm (grnameTp cocyga - 6,2

Mm!
22,02 mm (gnameTp cocyga - 6,2

MM)

31,0+2 mm (gmnameTp cocyja - 6,2
MM)

48,0 +2 MM (guameTp cocyja - 6,2
MM)

13,0+2 mm (gnameTp cocyga - 7,3
MM)

21,02 mm (gnameTp cocyga - 7,3
MM)
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MakcnumanbHas nonesHas
anuHa(5lenl working length), mm

26,02 Mm (guameTp cocyga - 5,1
MM)

37,02 mm (guameTp cocyga - 5,1
MM)
16,0+2 mm (grnameTp cocyga - 6,0

Mvt
26,02 mMm (gnameTp cocyga - 6,0

MM)
37,02 mm (gnameTp cocyfa - 6,0
MM)

58,0+2 mm (gnameTp cocyga - 6,0
MM)

16,0+2 mm (gnameTp cocyga - 7,1
MM)

26,02 mMm (gnameTp cocypa - 7,1
MM)

Ycunue, HeobxoamMmoe AN fehopMaLMn CTEHT-

AnnHa
CTEHT-
rpapra
B
cucTeme
focTaBK
n, MM

26,0£3

MM

37,0i3
MM
16,0+3

MM
26,0+3

MM
37,043
MM
58,043
MM
16,043
MM
26,043

MM
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Onametp JnvHa PagvanbHas MUVHWMabHBIN paguyc COO0THOLLEHWE MOBEPXHOCTU

PacKpbITOro CTEHT- YNPYrocTb CTEHT- nepermba cTeHT-rpagTa MeTas1a U UHTUMbI B
CTEHT- rpara, mm rpara CTEHTUPOBAHHOM CerMeHTe

rpadhta, Mm (MeTan onachILLEeHHOCTb)

5 26 MwuHUMansLHoe 15,4 Mm <30%

5 37 ycunue - 0,150

6 16 H, MmakcumanbHoe 17,0 MM

6 26 ycunue - 0,340 H

6 37

6 58

7 16 19,4 Mm

7 26

7 37

7 58

8 16 20,0 mm

8 26

8 37

8 58

9 38 MuHUManbHoe 22,0 MM

9 58 ycunme - 0,300

10 38 H, MakcumasnbHoe 24.2 MM

10 58 ycunue - 0,340 H

12 38 25,0 mm

12 58

PaKTopbl PYHKLUMOHNPOBAHUA CTeHT-rpadgTa:

- CTeneHb BEPOSATHOCTU BO3HUKHOBEHUS KOHTaAKTHOW, FasibBaHWYeCKOW, TOHEYHOW U (PPETUHI-KOpPOo3nN,
BO3MOXHOCTW  OKWUCNEHUA: BEPOSATHOCTb HU3Kasd, obecneymBaeTcAa MPUMEHEHMEM  OUOMHEPTHbIX
MaTepuasnos;

- CTeneHb BO3MOXHOCTWU OTHOCUTENbLHOrO MepeMelleHns CTeHT-rpaTa M TKaHU: Npu MpaBUNbHOM
Bbl6Ope CTeHT-rpagTa No gnameTpy cocyfa, naockonapannesibHoe cXaTue O0TCYTCTBYET, BO3MOXHOCTb
OTHOCUTENIbHOIO NepPeMeLLEHNA CTEHT-TpadTa N TKaHW HUYTOXHO Mana;

- Mepnop oXmpaemoro BpacTaHUs CTeHT-rpa)Ta, MNPOHUKaHWe B TKaHW, MepdopupoBaHne TKaHewn,
CMEeLLEeHME N MUTpaLUnsa CTeHT-rpadTa - 0OKOMo 14 Hefenb;

- CBefieHMs 0 6uogerpagauunm: oTcyTCTBYET, BCNeACTBME NMPUMEHEHUS GMOMHEPTHbLIX MaTepranos.

6. YKaszaHus no NpuMMeHeHUo

MecTo goctyna u nogrotoBska

1 Wcnonb3ysa cTaHAapTHble METOAMKW, MOJSyYUTe AOCTYM K apTepum U PacrosiokMTe UHTPOALbIOCEP C
COOTBETCTBYHLLMM BHELLIHMM AMaMeTpPOM W MPOBOJIOYHbINA MPOBOAHUK gnameTpom 0,035 atonma (0,89
MM) B LLe/IEBOM MOpPaXKeHHOM Yy4YacTKe.

2. MpoBeanTe ANMarHOCTUYeCKYy aHruvorpaguio ana NoATBEPXKAEHUSA MecTa UMMNAaHTauMm 1 MU3MepbTe
OMaMeTp HenopaXKeHHoro cocyja v ANIMHY NOPaXXeHHOro yyacTka.

Bbi6op pasmepa cTeHT-rpagTa

3. Bblbepute pauameTp cTeHT-rpata Takum o06pas3om, 4Tobbl OH Obl1 Ha 5-20% 6onblue, 4em
HaMboNbLWNA AraMeTp HEeNMOBPEXAEHHOr0 cocyja B MPOKCUMaNbHOW WM AUCTasIbHOW 4YacTsax LeneBoro
y4yacTKa.

[ns npaBunbHOro nogbopa gmameTpa M L/IMHbI CTeHT-rpadTa 03HaKOMbTecb C Tabnuvuein pasmepoB Ha

ITUKETKE.

i
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loaroToBka CMCTEMbl 4OCTaBKM

OCTOpPOXHO U3B/IEKNTE BbIOPaHHOE YCTPOMUCTBO U3 YNaKOBKMU.
) Ybegutecb B TOM, 4YTO MOKPbITME CTEHT-rpaTa MNMAOTHO Npuneraet K 6annoHy, W CTeHT-rpadT
laxoguTcs poBHO nocepefuHe mexay mapkepamu 6annoHa. He ucnonb3yinTe yCcTpOMCTBO, ec/iM CTEHT-
paT He OTUEHTPMPOBAH U (MNK) He NNOTHO NpueraeT K 6annony.
5 MNMpomoitTe NpocBeT NPOBO/IOYHOIO MPOBOAHMKA CUCTEMbI JOCTABKU CTEPUSIbHBLIM (DU3NON0TUYECKUM
3aCTBOPOM, MOKa pacTBOP He HauyHeT BblTeKaTb U3 AUCTaNIbHOIO KOHLA CUCTEMBI.

YpnaneHue Bosgyxa

7 Ana acnuvpaumy BO3fyXa W3 YCTPOWCTBa PEKOMEHAYETCS WCM0/b30BaTb LUMPUL, C HAKOHEUYHUKOM

Jiiospa obbemMom 20 MA  WAN  MeHblUe BMeCTe CO CTepPUSIbHbIM  (U3UNONOrMYECKMM PacTBOPOM

MVHUMa/IbHbIM 06bEMOM 5 M.

8 HanpaBbTe gnCTasibHbIA KOHUMK 6ansioHa BHU3 M PacrosioXXuTe ero HKe YpPOBHSA LUNPULUA, NOTAHUTE

nopLUeHb LUNpULAa Ha cebsl, co3faB OTpuLaTe/lbHOe AaB/ieHMe, MOoKa BeCb BO3AyX He OyAeT yaasieH.

9 CospaiTe oTpuuaTenbHOe AaBsieHWe, 4TO6bl yAanuTb Becb BO3f4yX M3 6annoHa W npoceBeTa Ans

HakauvBaHus 6annoHa. MoBTopANTe, NoKa He 6yAeT yAaneH BeCb BO3AYX.

10. OCTOpPOXXHO OTNYCTUTE NOPLUEHb B HeWTpasbHOe nosioXkeHue. logoxauTe, MNOKa MPOCBET AN
HaKauMBaHuWs 6annoHa 3ano/IHATCA Pas3BeAeHHbIM KOHTPACTHbIM  BELeCTBOM, W YAepXuBaiTe

HeATpasibHOoe AaBrieHue.

BaxHasa uHopmaLma: He co3gaBaiiTe B 6as/IOHe MOSIOXNTENIbHOE faB/ieHMe.

1. [MpucoeauHUTe nNpeaBapuTeNbHO 3amnosIHEHHOE YCTPOMCTBO A1 HaKayMBaHUA K KOHHEKTOPY

KaTeTepa, MpefHasHayYeHHOMY [ HakKauuBaHus 6annoHa, yb6eAMBLUWCL B OTCYTCTBUM BO3AYLUHbIX

Ny3bIPbKOB B COEJMHEHUN C KATETEPOM.

12 Yb6eguTecb B TOM, UTO CTEeHT-rpaT MO-MPEeXHEeMYy  LEeHTPMPOBaH  MeXay [AByms

PEHTreMoKOHTPacCTHbIMU MapKepaMy Ha 6an10HHOM KaTeTepe.

BBefeHne yeTpoicTBa 1 yeTaHOBKa CTeHT-rpagTa

13. BBegnTe yCTPOMNCTBO MO NPOBOSIOYHOMY MPOBOAHUKY B MUTPOLbIOCEP.

14. Nanee npofBuraniTe yCTPOMCTBO K LleNIeBOMY YYaCTKYy pasMelleHUs CTeHT-rpagTa B MHTPOAbIOCEpe U

pacrnonoXute CTEHT-rpadT BAOAb YyyacTKa MNopaxeHusa. Y6eAuTecb B TOM, 4TO CTeHT-rpadT no-

NpexXHeMy LeHTPUpOBaH MeXy Mapkepamu Ha bannoHe. MeaneHHO 0TBeAUTe Haszaf MUTPOLbIOCER, NpPU

3TOM COXPaHsAs MoJIoXKeHMe CTeHT-rpadTta. Y6eamTecb B TOM, UTO MUTPOAbLIOCEP OTBEAEeH [LOCTaTOUHO

[aneKo 1 He NOMeLLaeT PacKpbITUIO 6as/IoHa U BbICBOOOXEHUIO CTEHT-rpagra.

15. MepneHHO HakauvaliTe 6asi/loH YCTpPOMCTBa 0 HOMWHA/IbHOIO [aBJIEHWUS, pacluMpsas CTeHT-rpadT.
(Q6e,qV|Ter B MO/IHOM paclUpeHUn CTeHT-rpaTta nyTeM PeHTreHOCKOMMYEeCKOor Busyanmsaumm.

PekomeHyeMoe BpeMa HakauuBaHus coctasnseT 15-30 cekyHA.

BaxxHas MHpOpMaLNA: He NpeBbilLaiTe pacHeTHOro faB/eHNS pas3pbiBa CUCTEMbI AOCTABKMU.

16. MNocne ycTaHOBKWU CTeHT-rpaTa eo3gainTe oTpuuaTesibHOe AaBsfieHMe B 6asfIoHe [0 Tex nop, noka oH

He 6yZeT MNOMHOCTbIO cNyweH. Wcnonb3ys pPeHTreHOCKOMWUECKY BuU3yanmM3auumi W coxXpaHsas

oTpuLaTesibHOe JaBfeHne, U3BEKUTE YCTPOMCTBO MO NPOBO/IOYHOMY MPOBOAHUKY B MATPOLLIOCEP U U3

opraHm3ma, OCTaBMB MNpW 3TOM [MPOBO/IOYHbIA MPOBOAHMK Ha Yy4dyacTKe MopaxeHus. W3BnekuTe

YCTPOACTBO M3 NPOBOMOYHOI0 NPOBOAHUKA.

BaxHad wuHGpopmauuna: Tlocne ycTaHOBKM CTeHT-rpaTa, eciMm BO BpeMsi WU3bSATMA yCTpoiicTBa

OLLYyLLLaeTCA CONPOTUB/IEHUE, aKKYPaTHO U3BMEKUTE €ro 1 MPOBOJIOYHbLIA NPOBOAHUK KaK O4HO Liesoe.

Ecnv BO Bpems U3bATWUS YCTPOCTBA M MPOBOMOYHOIO MPOBOAHMKA KaK OAHOr0 LEesoro BCE eLle

OLyLIaeTca COMPOTUB/IEHNE, W3BMEKNTE MPOBOMOYHbIA MPOBOAHUK, YCTPOMCTBO M WHTPOAbLIOCEP Kak

OfHO Lersoe.

17. Wcnonb3ysa cTaHZapTHble aHruorpadguyeckme MeTofbl, y6eauTecb B ONTUMa/IbHOM NpUIeraHum

CTeHT-rpaTa K cTeHKam cocyga. Ecnu cTeHT-rpadT He AOCTUT MOJSIHOTO NpuUeraHns K CTeHKaMm cocyaa,

Heo6X04MMO MNpPOBECTU MOCTAUMATALMUIO C MNOMOLWbLI 6GansioHa COOTBETCTBYHOLLEro pasmMepa. [ns

noctamMnarayMm ycTpoicTs pasmepom 5-8 MM MOryT NpuUMeHSATbCS 6annoHbl 4o 10 mm B gvameTpe. Ons

nocTaunaraynm ycTpoicTe pasmMepomM 9-12 MM MOTyT NPUMEHATLCS 6as/ioHbl 40 12 MM B fuameTpe.

12
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[ipvumeuanue: OrpaHWYeHMs MNOTOKA, COXPaHWUBLUMECS MOC/e YCTaHOBKU CTeHT-rpadta (Hanmpumep,
3CTATOYHbINA MPOKCUMMAa/bHbIA WM AUCTallbHbIA CTEHO3, WKW pacc/ioeHne, UNn crabbli NepuhepunHbIi
OTTOK) MOFYT YBENNUYUTbL PUCK TpoMbo3a CTeHT-rpadta. ocne 3aBeplueHUs Npouefypbl, LO/MKHbI ObITb
OLEHEHbI MPUTOK M OTTOK KPOBU W, MPU HEOBXOAMMOCTU, AO/KHbI ObITb MPOBeLEHbl AOMOSIHUTENbHbIE
vepbl (Hanpumep, AONOMHUTe/IbHAs NocTaMaaTauus, LONOMHUTE/IbHOE CTEHTUPOBAHME, WU AUCTasIbHOe
LWYHTUPOBaAHWE) A1 NOALEPXKKUN LOCTAaTOYHOI0 NPUTOKAa U OTTOKa.

18 M3BneKkuTe NPOBOJIOYHbI/ MPOBOAHMK M MHTPOAbLIOCEP M3 MaLMeHTa.

19. 3akpoiiTe BXOAHOE OTBEPCTME pPaHbl B 3aBUCUMOCTU OT CMTyauuu.

20. YTUAN3npynTe coraacHo yCTaHOB/IEHHbIM UHCTPYKUMAM

YCcTaHOBKa [BYX NepeKpbliBaWNXCA CTEHT-rpadTOB
21. B cnyyae HeoOXOAMMOCTWU pasMeLLeHUs [BYX MNepeKpbIBalOWNXCA CTeHT-rpa)ToB CHadvana
YCTaHOBUTE ANCTa/IbHbIV CTEHT-rpadT. ObecrneubTe 30HY NePEKPbITUS NPUGAN3NTENBHO 10 MM.

NHpopmMaumMoHHaa nmnnaHTaumMoHHaa Kapra nauveHTa
MHopMauuoHHas uMNNaHTauMoHHas KapTa nauMeHTa npefocTaBfiseTcad BMeCcTe € AaHHbIM
ycTpoiicTBOM. [laHHble O MauueHTe, UMMAAHTALMW W KIWUHUYECKUE [aHHble AO/MKHbI ObITb TOYHO
\3aHeceHbl B KapTy 1 NepejaHbl NaLueHTy.

MpykneinTe OANH K3 OTAENSAEMbIX CTUKEPOB, PAacnofIOXKEHHbIX Ha 3TUKETKE M34eNuns, B yKasaHHOM MecTe
Ha WHMOPMAaLMOHHON MMNNAHTAUMOHHOW KapTe naumeHTa. J[aHHbIA CTUKEP COAEPXUT BaXHYIO
MHopMaun 06 MMNNaHTUPOBAHHOM MaUMeHTy cTeHT-rpadTe. MayneHT AO/DKEH MMETb JaHHYK KapTy
npu cebe W NpefocTaBfsATbL ee MeAWLMHCKOMY MepcoHasny, KOTopblii B OyayulemMm OyaeT 06CnyXuMBaTb
JaHHOro nauueHTa.

7. OaHHble marnuTno-pesonancno Tomorpapuun (MPT)

CteHT-rpagpt LifeStream coBmMectTm ¢ MPT B COOTBETCTBMW C TEPMWHOMOTMENA, YCTAHOBMNEHHOM
American Society for Testing and Materials (ASTM) International, O6o3Ha4yeHune: F2503-08 - Standard
Practice for Marking Medical Devices and Other Items for Safety in the Magnetic Resonance
Environment. ASTM International, 100 Barr Harbor Drive, PO Box C700, West Conshohocken,
Pennsylvania, 2008.

JoKnnHnyeckme ucnbiTaHus nokasann, 4to CTeHT-rpadT LifeStream cosmectum ¢ MPT. [MauuneHTty
MOXeT 06e3onacHO NpoBOAUTLCA npouegypa MPT cpasy >e nocne YCTaHOBKU WMMIaHTaTta npu
co6M04eHNN CNeayoLWnX YCI0BUIA:

- HaNpPs>KeHHOCTb CTaTUYeCKOro MarHMTHoro nona 3 Tn wnnm 1,5 Tn;

- NPOCTPAHCTBEHHbIN rpaguMeHT MarHUTHOro nons He 6onee 3000 Maycc/cm;

- MaKCcMManbHas ycpegHeHHas no Teny yfesbHas MOLWHOCTbL nornoweHus (SAR), 3ajpukcmpoBaHHas MP-
cUCTeMOM, 2 BT/Kr rnpu HOpMasibHOM pexXume paboTbl.

Mpyn pOKNMHUYECKUX UCMbITaHUAX Temnepatypa CteHT-rpadT LifeStream nosbicunack Ha 3,5 °C npu
MaKCMMasibHOM yCpeaHeHHOM Mo Teny yAenbHOM MowlHOCTK nornoweHnsa (SAR), 3adimkcnpoaHHas MP-
cuctemMoid, 2 BT/Kr B TeyeHue 15 MUHYT HenpepbiBHOW MPT Ha MP-cucteme C€ HanpsiXXeHHOCTbIO
MarHMTHOro nonsa 3 Tecna u npuemo-nepegaroLleii KaTywko ans Tena (Signa HDx, General Electric
Healthcare, Milwaukee, WI). MNMpegnonaraetcs, 4To peasibHOe yBeNM4YeHMe TemnepaTypbl in vivo 6yaeT
MeHbLLIe, TaK KakK MpyM 3TOM pacyeTe He YUUTbIBANOCb OXNaXAeHWe, BbI3BAHHOE MPOXOXAEHUEM KPOBU
yepes MpPOCBET CTeHT-rpadTa M nepdysueii KPoBM B TKaHW 3a MNpegenamu CTeHT-rpadta. OddeKT
HarpesaHus B ycnoBuax MPT gnsa cTeHT-rpadToB Npy HapyLleHUM KapKaca He M3BEeCTEH.

Mpu OOKAMHMYECKNX UCMbITaHUAX TemnepaTypa CTeHT-rpadT LifeStream nosbicunack Ha 3,4 °C npu
MaKCUMasIbHOM YCpefHeHHOM No Teny yAenbHOW MowHOCTK nornoweHnsa (SAR), 3agmkenpoBaHHoi MP-
cuctemMoid, 2 BT/Kr B TedeHuMe 15 MUHYT HenpepbiBHO MPT na MP-cucTeMe € HamnpshKeHHOCTbHO
MarHMTHoro nons 15 Tecna M KOHTPONbHOM KaTywkoin (mMogenb 46-306600G2, General Electric
Healthcare, Milwaukee, WI). Mpegnonaraetcs, 4To peasibHOe yBe/IMYEHME TemnepaTypbl in vivo 6yget
MeHbLLIE, TaK KakK Mpy 3TOM pacyeTe He YUMUTbIBANOCh OXJaX[AeHMWe, LUMI3BAaMHOE MPOXOXAEHWEM KpPOBU
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yepes MPOCBET CTeHT-rpadTa M nepdy3neil KpoBM B TKaHW 3a npegenamm CTeHT-rpadta. SdgekT
HarpeBaHVs B ycnosusax MPT gna cTeHT-rpaToB Npy HapyLUIEHUN KapKaca He U3BECTEH.

KauectBo MP-TOMOrpaMmmbl MOXeT ObiTb HapyLUeHO, eciM UCCNeAyeMblii yH4acTOK Haxo4UTCA B TOW Xe
061acTM UM OTHOCUTENBLHO 6/IM3KO K MeCTYy YycTaHOBKM CTeHT-rpadT LifeStream. [MosTomy MoXeT
notpe6oBaTbCs ONTUMM3ALUA NapamMeTpoB MP-ToMorpamMbl A1 BBEEHUS MOMPaBKU Ha UMMIaHTAaT.

NHdopmauna ob apTedakTax:

OTobpaxeHne apTehaktoB CTeHT-rpaddT LifeStream 6b110 NpoTECTMPOBAHO B COOTBETCTBUM CO
cTaHgapTom ASTM F2119-07 Ha Tomorpape GE Signa HDX ¢ UWIMHAPUYECKUM TYHHeNeM WU
HanpsHKeHHOCTbID MarHMTHoro nons 3 Tecna. Pasmep MakCMMCLULHOrO apTedakTa 3a CTEHT-rpadTom
coctaBua 13 MM Npy CAMH-3X0 MOCNef0BATENIbHOCTU U 16 MM MpuW rpagmMeHT-3xo NoC/efoBaTe/IbHOCTM
KaK BHYTPWU, TaK W CHapy>Xwu npoceeTa ycTpoiicTBa. [MpocBeT 6bi1 HedyeTKUM. MoXeT noTpeboBaTbCs
KOpPeKTUPOBKa NapamMeTpoB U306paxeHnsa A1a onTuMmnsaunmn aptedakra.

MaymeHT am, KOT Opbl M ycT aHoOBNEH CT eHT -Tpad¢g T , pekomMeHpayeT ca 3apermcT puposBaTtT b M PT-
nokaszaHHa ¢c nomou biow M edicAlert Foundation

(www.medicalerl.org).

8. MpoBepKa 6MOCOBMECTUMOCTI

ISO 10993-1 (2009) onpegensiet cTeHT-rpaT LifeSlream kak wumMnnaHTupyemoe YCTPOWCTBO,
NepMaHeHTHO KOHTaKTUPYHOTLee C UMPKyIMpylolwen KpoBbl. CTaHfapT PeKOMeHAyeT MpoBeAeHue
cnegyloLwWmnx TecToB  CTeHT-rpadgTa: UMTOTOKCUYHOCTb, CeHcubmnusaumsa, BO3OYAUMOCTb WU
WHTpajepMasibHasds  peaKTUBHOCTb, OCTpas  coMaTu4yeckas  TOKCUMYHOCTb, T[EMOCOBMECTMMOCTb,
FEHOTOKCMYHOCTb W TECTMPOBaHME NMOCPEeACTBOM MbILLIEYHOr0 MMmnaaHTuposaHus. 1SO 10993-1 (2009)
onpegensieT CMCTEMY [OCTaBKM (KaTeTep), Kak u3genve MpPUCOefMHSAEeMOE U3BHE U KOHTaKTUpYloLLee ¢
UVPKYNUpyloLWeli KpoBbiD OrpaHUYeHHOe KOAM4YecTBO BpemeHW. CTaHfapT peKoMeHAyeT NpoBeAeHue
crefylowmx  TeCcTOB  KaTeTepa; UMTOTOKCUYHOCTb,  CeHcuMbunusauyms, BO3OYAMMOCTb WU
WHTpaLepMasibHasA PeakKTUBHOCTb, OCTPas comaTuyeckas TOKCUYHOCTb, U FTEMOCOBMECTUMOCTb.

PesynbTaTbl TeCTOB 6MOCOBMECTUMOCTU MOATBEPAMIN OTCYTCTBME TOKCUUYECKMX UAN APYTUX MOOGOUHbIX
peakumii.  Bonee TOro, MaTepuanbl NAaTOOPMblI CTEHT-rpaTa U KaTeTepa MOATBEPXAAKT CBOH
K/IMHNYECKY0 6e30MacHOCTb B TeYEHUU MHOrUX feT. 1o 3TUM MpuUYMHaM, MOXHO cfenaTb BbIBOA, YTO
YCTPOMCTBO 0TBeYaeT TpeboBaHuamMm 1S0 10993-1.

9. TpeboBaHMK 6e30MacHOCTU

MpepynpexaeHnsa

o CTreHT-rpapT LifeStream nocTaBnsieTca CTepu/ibHbIM W MNpefHa3HayeH TOMbKO A5 OAHOKPATHOro
npumeHeHns. FMoOBTOpHasa cTepunusauna u (MAK) UCMosb3oBaHWe YCTPOMCTBA 3anpelleHbl. MoBTOpPHOE
ncrnonb3oBaHWe, cTepunmnsauns, nepepaboTrka M (UNM) yrnakoBka MOryT MNPUBECTU K BO3HUMKHOBEHUIO
WHEKUMM Yy nNauueHTa WAXM  MONb30BaTeNsdA, HapyWwuUTb CTPYKTYPHYIO LeNOoCTHOCTL U (1)
CYLLECTBEHHbIE (PM3NYECKNE N KOHCTPYKTUBHbIE XapaKTePUCTUKM YCTPOICTBA, YTO MOXET MPMBECTU K
0TKa3ly B paboTe yCTpoWcTBa U (MN) HAHECEHUK MOBPEXAEHWUN, YXYLLLEHUO COCTOAHUSA WK CMEpPTU
naumeHTa.

e Mpy HanMuMM y MaymeHTa anfeprum AN rUnepyyBCTBUTENBLNOCTU K HEPXXaBewLeli CTanm, HUKENHo,
Xpomy nnm ePTPE B0O3MOXHO MOSIB/IEHWE an/ieprmyeckoin peakumMmn Ha AaHHbIA UMMNaHTaT.

* He ncnonb3oBaTh, eCnv yNaKoBKa MoBpexaeHa.

e YCTPOWCTBO HEO6XO0AMMO WCNONb30BaTb A0 ucTeyeHns CPOKA TOAHOCTW, ykasaHHOro Ha
yNaKoBKe.

* YCTaHOBKa CTeHT-rpaTa B MeCTe OTBETBJ/IEHUSA COCyfia MOXET 3ajepXuBaTb KPOBOTOK W 3aTPYAHATb
Wy NPensiTCTBOBAaTb BbIMO/THEHWIO JafibHENLLINX NPOLEesyp.

e YCTaHOBKa CTeHT-rpapta Ha ydacTKe 6uypKauum MoXeT B Oygyllem 3aTpygHUTb BbIMOHEHWE

- 14
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



NarHOCTUYEeCKUX NN TepaneBTUYeCKUX Npoueayp.
"Ecnu B n060e BpeMs B MpoLecce BBeAeHWUS YCTPOMCTBA OLLYyLLAeTCA Ype3MepHOe CONMpPOTMBIIEHUE, He
;lefyeT npuiaratb AOMOMHUTENbHbLIX YCUNA AN faNbHERLWero NpoaBUXeHNS YCTPOMCTBa.
'T1oNbITKN BTAHYTb CTEHT-rpaT 06paTHO B KaTteTep MOryT NPUBECTU K CMELLEHUIO U 3aKYNOPKe CTEHT-
rpacta. CoxpaHsiiTe pacnosioXkeHue MPOBOSIOYHOIO MPOBOAHMKA B paiioHe MOpaXXeHWs cocyja Mu
n3B/ieKalTe yCTPOMCTBO TO/IbKO 0 COBMELLEHMS MPOKCUMasIbHOr0 KOHUA CTEHT-rpafpta ¢ HAKOHEYHUKOM
KaTeTepa. He nbiTaiiTecb yAanuMTb HEPaCKpPbITbIA CTEHT-rpadT 4Yepe3 KarteTep. [loMbITKU yoaiuTb
HepacKpbITbIA CTEHT-rpaT NyTem BTArMBaHUSA ero o6paTHO B KaTeTep MOryT MPMBECTM K CMELLEHUID
CTeHT-rpagTa.
* He npeBbIlwaiTe MaKCMMabHOI0 pacyeTHOrO JaB/ieHMSA PaspbiBa, TaK Kak 3TO MOBbILLAET PUCK
paspyLleHuns 6annoHa v noeBpexaeHns cocyga. Bo nsbexxaHne onacHoOro npeBbILLEHUSA 4aBNeHUA
peKoMeHAyeTCs MCMo/b30BaTb NPUOBOP 418 ero KOHTPOSISA.
o [na HakaumBaHWsA 6ansoHa WCMNOMb3yhTe TONbKO pa3BefeHHOe KOHTpacTHoe BewecTso. He
MCNo/b3yinTe BO34YX WM APYroe rasoobpas3Hoe BeLlecTBO 418 HakKauvMBaHus 6annoHa, TaK KakK 3To
MOXeT TMpuMBECTU K HepaBHOMEPHOMY paclUMpPeHUd U  3aTpPyAHUT YCTaHOBKY CTeHT-rpagra.
PekomMeHAOBaHHOE COOTHOLLIEHNE CMECU KOHTPAaCTHbI/n3nonormyeckuii pacteop coctasnsiet 50/50.
* MNepemeLyeHne cTeHT-rpadTa nocne pacllMpeHns HEBO3MOXHO.

M3BneveHne 6annoHa BO3MOXHO TOMbLKO [OC/e ero MoJfIHOro CcAyBaHWs noj oTpuuaTe/lbHbIM

CpaBrieHueMm.

e He nogBepraiiTe cTeHT-rpadT AeAcTBUIO TemnepaTyp Bblwie 260 °C (500 °E). MNMpu 60nee BbICOKMX
TemnepaTypax ePTEE o6pa3yeT BbICOKOTOKCUUYHbIE NPOAYKTbI pacnaja.
* icnonb3oBaHWe nasepa Ha NOBEPXHOCTU U BOKPYr CTeHT-rpayTa MOXeT NPUBECTU K €ro MOBPEeXAeHUI0
N BO3HMKHOBEHMIO TOKCUYECKUX MCMAPEHWA, YTO MOXET HaHecTu Bpej NauueHTy U OnepupyroLLemy
Xnpypry.
* T[locne wncnonb3oBaHMA KaTeTep MNPeACTaBseT MOTeHUMaNbHYIO 6MOM0OMMYeCKY0  0MacHOCTb.
O6pallleHne ¢ KaTeTEPOM W ero yTuamsaumnio HeobXoANUMO OCYLLECTB/IATbL B COOTBETCTBUU C NPUHATLIMU
B MeAVMUWHCKOM MpaKTMKe HOpMaMmu, a TakXKe COOTBETCTBYHHLLMU MECTHbIMMW, TFOCYAApPCTBEHHbLIMU WU
(hefiepa/ibHbIMU 3aKOHOAATE/IbHBIMW aKTaMn U UHCTPYKUUAMWN.

Mepbl NpegocTOPOXKHOCTN

* YCTPOMCTBO LO/DKHO UCMOMb30BaTbCA TONbKO BpayaMu, 06yUYeHHbIMW 3HAOBACKYSAPHbLIM Npolesypam
W KOTOPbIM W3BECTHbI OC/IOXKHEHWUS, MNO060YHbie 3PGPEKTbl M PUCKU NpPU  BMeLIaTeNbCTBaxX Ha
nepugeprnyeckmx cocyax.

» AHaToMuueckass BapuabesnbHOCTb MOXET OCNOXKHUTbL npoueaypy. byabTe OCTOPOXHBLI  Mpu
NPOABUXEHNN YCTPONCTBA NO U3BUANCTBIM WU C/IOXKHBLIM COCYAaM.

* Mepes Mcnonb3oBaHWEM YCTPOCTBA 03HAKOMbTECh C Tabnuueli pasMepoB CTEHT-Tpa)TOB Ha 3TUKETKe
W NpoynTaiiTe UHCTPYKLMIO MO NPUMEHEHNIO.

o [py OTCYTCTBMM BO3MOXXHOCTU MPOMbITb CUCTEMY JOCTABKW AO/HKHbIM 06pPa3oM He UCMOMb3yiTe ee.

» [lepeceyeHne uMnMaHTara ¢ KaTeTepamu WAM APYTMMW BCMOMOraTeslbHbIMW YCTPOMUCTBAMU MOXET
NPUBECTU K CMELLEHUID CTEHT-rpadTa nuam ero NoBPeXAeHUIO.

o [laHHOE YCTPOICTBO He TeCTUPOBANOCb B YC/OBUAX MEPEKPbITUA CO CTEHT-rpaTammM WAn CTeHT-
rpadptamm oT 4pyrux npou3BoguTene.

» XpaHnTb B CyXOM MPOX/afHOM MecTe. bepeub OT COMMHEUHbIX Nyyei.

10.TpeboBaHUS K 0XpaHe OKpPY>KaloLled cpedbl NPU NPUMEHEHUN MeANLMHCKOIO
n3nenus

MeauumHCKoe M3fenne npu UCcnosib3oBaHWUM, TPAHCMOPTUPOBKE M XPaHEHUN He OKasblBaeT HeraTMBHOIO
BO3[eCTBUS Ha Ye/lOBEKA 1 OKPYXKaloLyo cpesy.
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12.MeTo0bI CTepunmsaynmn

JaHHoe MeAVUMHCKOe W3fenne MnoCcTaB/IAeTCad CTePU/IbHbIM, C WCMO/Ib30BaHWEM MNOLTBEPXKAEHHOrO
MeToda (CTepunmsaums ¢ NMPUMEHEHMEM OKcuaa 3TueHa), 06ecneynBalOLLIMA YPOBEHb CTEPUBHOCTU
[BAb) 10" [OaHHOE MegMLWHCKOe u3fgenve npegHasHa4eHO TOMbKO ANA OAHOKPATHOrO MPUMEHEHUS,
CTePWU/IbHO ec/iM yNaKoBKa 3aKpbiTa U Uena. He ncnonb3yiite nsgenne, ecnm ectb COMHEHUS KacaTe/lbHO

ero CTepuibHOCTW.

13.MapKnpoBKa, ycroBus sKcnayaTayum,
TPAHCMOPTUPOBAHUSA N XPAHEHUS
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VIAKET MAPKNWPOBKW:

CTeHT-rpadT 6annoHopacwmupsieMblii aHAOBacKynsApHbIl LifeStream c kateTepom

XX c™m

X, XX MM X, XX MM

XX MM

1N Komnnekrtauusa:

- CTeHT-rpadT npeaBapuTenbHO

YCTaHOB/IEeHHbIA Ha KaTeTep - 1w,

- UHCTPYKLMA MO NPUMEHEHWIO -

1 wr.

- UMNM1IaHTaUMOHHaA KapTta naumeHTta - 1 wr.

mTF~4 ax:

PekomeHayemblii
MHTpoAbOCEP

X F (X.XX Mm)

PekomeHayemblii
NPOBO/OYHBbI 0,035 atoiima (0,89 mMm)

» 4_ NPOBOAHUK

N HomunHanbHOe 8 atm (811 Kl_la)

naBrieHne

PacueTHOoe gpaBneHue
RBP ;ouiee

12 atm (1216 kMNa)

PacueTHble
(nocne

pasmepsl

HakauynBaHusa,

12 atm (1216 kMa)), MM

CpepHunit
AvameTp, MM
5,0
5,3
5,9
6,0
6,0
6.2
7,3
7,1
7,1
7,1
8,2
8.3
8,3
8,4
9,0
9,0
10,2
10,1
12,2
12,0

CpepHas

ANVHA, MM

26
36
15
25

36,

56
15
24
35
55
15
24
33
54

36,

55

34,

54
33
52

AvameTp AnuHa HomMunHanbHbl € pasmepbl
REF HoMtp no XXXXXXXXXXX packpbeiTOro CcTeHTa, MM (nocne HakKauyuBaHus,
Kiranory cTeHTa, MM 8 atm (811 kMNa)), mm
CpeaHuit CpepHAana
LoT . XXXXXXXX arsmers, o apa,
5 26 4.4 26,4
> licnonb3oBaTb rrrr—M M— 5 37 5,0 36,8
A4, ‘ 15
6 26 5,7 25,9
6 37 5,7 36,5
a 6 58 5,9 56,8
TM
(ka) 50 Mm 60 MM 70 MM 80 mMm 90wmMM 10,0 Mm 12,0 Mm 7 16 6,9 15,5
) 7 26 6,3 25,2
g1y 51 6,0 71 8,2 91 101 12,0 7 37 6.6 35,6
( ) 7 58 6,7 55,7
9
51 6,0 72 83 9,2 10,2 12,0 8 16 7.7 15.3
(912) 8 26 7.9 24,6
10 8 37 7,9 34,7
72 84 9,2 10,2 121 ' '
(1013) 5% 61 ' ' ' ' ' 8 58 7.8 55,5
n 9 38 8.6 36,5
52 61 73 84 93 10,3 12,2 ! '
(1115) ’ ' ’ ’ ’ ’ ’ 9 58 8,6 56,0
12 10 38 9,7 35,7
7.3 85 9,4 10,4 12,3
(1216) 52 6.2 ’ ! ’ ! 10 58 9.6 55,4
12 38 11,5 33,6
12 58 11.4 53,9
1 1  O6partuTech K UHCTPYKUMM NO (? N He ncnone3osatb ann :(E)BCTT:P:ZWBOB?“E- HenHporeuHbiii .
npumeHenmio Yy nosropro P Moyne Upper, Enniscorthy, Co. Wexford, Ireland
o H i He cogepxut
(_ 1J Crapwnusayus c npuMeHeHuem /X nN He ncnonbsosatk npu Tray W
ks 11 okucu atuneHa Cosmectum ¢ MPT noBpexaeHHo ynakoske (Ql.)ommq:l?) 15724(10
CTeHT-rpadT 6annoH )aMblii 9H0 i CTeHT-rpadpT 6ann1oHopacwpsemMblii 3HA0BACKYNAPHbIA

LifeStream, ¢ kaTeTepom XX cM, paamMep: X MM X XX MM

| r e F OOOOOOOXKKLOE I XXX rrrremer-an

(C>0/0000000 00000 0 (17) 150724 (10) XXXXXXXX

CTeHT-rpag T 6ann1oHopaclinpsamblii 3HA0BACKY IAPHbIA
LifeStream, c kaTeTepom XX cM, pasmep; X MM X XX MM

| 1r e £ XXX [10E] XK .y rrrr-Mm.AL

(01)0 GOOOOID00000 0 (17) 150724 (10) XXKXKXXX
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LifeStream, c kaTeTepam XX cm, pasmep: X MM X XX MM

>o00000oc Bt MMM,

(01) 0 0000000 00000 0 (17) 150724 (10) XXXXXXXX

CTeHT-TpathT 6annoHopacwnpseMblii 3HA0BACKYNAPHbIA
LifeStream, c kateTepom XX cM, pasmep: X MM X XX Mu

MM

(01)0 0000000 00000 0 (17) 150724 {10) XXXXKXXX
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Jkcnnyartayms

CTeHT-rpapTbl MpM 3KchayaTauum YCTOWYMBBI K BO3AENCTBUIO  KAMMATUYECKUX (haKTOpPOB Afis
TemnepaTypHOro pexuma ot +32°C 10 -b42°C 1 B0o34eACTBUIO 6MO0/I0TMUYECKUX XXUAKOCTEN.

TpaHcnopTUpoBaHme

CTeHT-rpaTbl TpaHCNOPTUPYIOT BCEMU BUAAMW TPaHCNOPTa B KPbITbIX TPaAHCMNOPTHLIX CpeAcTBax B
COOTBETCTBUM C TPebOBaHUAMU 1 MpaBUIamMn MepeBO3KN FPy30B, AeliCTBYHOLLMX Ha TpaHCNOpPTe KaXoro
Buga. CTeHT-rpadTbl Mpu TPaHCMOPTMPOBAHUN YCTOMUMBLI K BO3AEMCTBUIO KAMMaTUYeCKUX (DaKTopoB
npu TemnepaTypHom pexume oT -50 go +50°C, Npm 0THOCMTENbHOM BNaXXHOCTU Bo3ayxa oT 60% po 95%
(6e3 obpasoBaHUA KOHAeHCaTa) W MeXaHWYeCKUX BO3AENCTBUI MNpM BUOPALMOHHBIX Harpyskax B
AvanasoHe 4vactot ot 10 go 55 Iy, amnantyge nepemMeweHns 0,35 MM 1 yiapHbIX Harpyskax C NMuKOBbIM
yckopeHuem 10g Npu giMTeNbHOCTU LelACTBUSA YAApPHOro YCKOopeHus 16 mc.

XpaneHue

ACTeHT-rpadTbl NpU  XpaHeHWW YCTOWMUMBBLI K BO3AEMCTBUIO  KAMMATUYECKUX (DaKTOpPOB Mnpu

ATemnepaTypHoMm pexunme oT -50 go -b50°C npm 0THOCUTENBbHOM BNaXXHOCTWM BO3ayxa oT 60% go 95% (6e3
06pa3oBaHUs KoHAeHcaTa). B 3alluileHHOM OT BO3AeACTBUSA MPSIMbIX COMHEYHbIX fydyeld, Tenna wu
3aMopakMBaHUsA MecTe.

14.YnakoBKa

Bca npogykumsa noctaBnseTcs B 3alMTHOM repMeTUYHOM NepBUYHON ynakoBke Tyvek.

[anee npogyKuMs B NepBUYHON YNaKOBKe MOMeLLaeTca B JIOTOK M3 MOMM3TUEHA BbICOKOW MAIOTHOCTM U
3anamBaeTcs MNOJSIMSTUEHOBOW MNEHKON.

Mocne NOTKM C FOTOBOW MNPOAYKLMEA MNOMELLATCA B KapTOHHble KOPO6GKM, no 1 WT. B Kaxgylo,
N3roTOB/MIEHHbIE U3 OCBET/IEHHOrN0 ro)pMpPOBAHHOr0 KapToHa. BHYTpb KaXk[oi KOpPOOKW BKNaAblBaeTCs
WHCTPYKLMA N0 NPUMEHEHUIO N MMMNIAHTALMOHHAA KapTa nauueHTa.

Mpy TpaHCNOPTUPOBAHUM KOPOOKU MOMeLLarTca B Kopoba M3 TOACTOro ropupoBaHHOro KapToHa o 20
LUT. B KaXAbIN.

MabapuTHble pasmepbl ynakosku (AxBxLU): 320 x 268 x 14 mm (£10%)

Macca: 400 r (x10%)

15.MNapaHTUnNble 0683aTeNbCTBA

KomnaHusa “ClearStream Technologies, Ltd.” B TeueHMe 0gHOro roga co AHs MepBOHA4YasbHOM MOKYMKK
rapaHTMpyeT nepBOHaya/bHOMY MOKYyMaTeno [aHHOro W3fgenua OTCYTCTBME B [JaHHOM W3Aenun
feheKTOB MaTepuasioB M MNPOM3BOACTBEHHOro 6paka. OTBETCTBEHHOCTb MO AAHHOW OrpaHWUYeHHOW
rapaHTMm Ha Wu3genve OrpaHWYMBAeTCA PEMOHTOM WM  3aMeHOW HEeucrnpaBHOro u3genns  unm
BO3MELLLEHMEM €ro MOJIHOM CTOMMOCTM MO yCMOTpeHuto KomnaHum “ClearStream Technologies, Ltd.”.
[aHHaa orpaHu4YeHHass rapaHTUS He TMOKPbIBAaeT HOPMa/ibHbIA W3HOC, a TakKXe HeWcnpaBHOCTH,
nponcTeKarLne U3 NCNosib30BaHUA U3LeNNA He M0 Ha3HaueHuto.

B o6beme, npefycMOTPEnMOM [AeHCrBYHOLWMM 3aKOHOAATE/NbCTBOM, JaHHas oOrpaHuM4yeHHas
rapaHrus Ha usgenne MCKNOYaeT BCe OCTajibHble rapaHTUKU, fABHbIE WU NOApa3yMeBaeMble, B
4aCTHOCTU NO6ble NojpasyMeBaeMble rapaHTUN KOMMEPYECKOW MPUTOLHOCTUM WUIN COOTBETCTBUA
onpegeneHHom uenn. Hu npu kKakmx ycnosuax komnaHusa “ClearStream Technologies, Ltd.” He
HeceT OTBETCTBEHHOCTb 3a /t00Oble HenpaMble, CAy4yaliHble WAW  KOCBEHHble YObITKH,
npoucTekaroume n3 obpaweHns ¢ LaHHbIM U3LEeNNeM UNK ero NCNob30BaHNA.

B HekoTOpbIX cTpaHax He [eWCTBYeT WCK/KYeHWe MNofpasyMeBaeMblX rapaHTWUi, clyyYalHbIX Wamn
KOCBEHHbIX YObITKOB. COrsacHO 3aKoOHaM TaKuX CTpaH MNo/b30BaTe/ll0 MOryT ObiTb MpeAocTaB/eHbl
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[OMONTHUTENbHbIE CPeACTBA MPABOBO 3aLUTbI.

16.CpoK rogHocTu

CpoK FOAHOCTM MEAULMHCKOIO M3fennst coctaBnseT 1 rog. [JJaHHoe MeaMLMHCKOe M3Aenve 3anpeLaeTcs
MCMNO/b30BaTh MOC/e AaThl OKOHYAHWUS CPOKA FOAHOCTM, YKA3aHHOI0 Ha YMaKoBKe.

17.MopafoK ocyLlecTBAEHUS YTUAN3ALUN U YHUUTOXEHUS MeULNHCKOr0
n3genus

Mocne Ucnosb30BaHUA KaTeTep MpeAcTaB/sieT MNOTeHUMANbHYHO 6M0M0rMYecKyr onacHocTb. ObpalleHue
C KaTeTepoM M ero yTUAmM3auuio HeobXOAUMO OCYLLeCTBAATb B COOTBETCTBUM C MNPUHATBIMU B
MeLVLMHCKON MNpaKTUKe HOpPMaMu, a TakKe COOTBETCTBYHLWMMW MECTHbIMWU, FOCYLAPCTBEHHBIMU U
(DenepanibHbIMM 3aKOHOAATETbHBIMW aKTaMu 1 UHCTPYKLUNAMMU.
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MepeBOA AAaHHOIO TeKcTa chenaH MHOM, NepeBogyYMkoMm MamegosbiM TUMYpPOM
[O>KaBaHLWwunposnyeM. TpeboBaHMA K TEKCTY nepesoga (MakcMmasnbHas TOYHOCTb,

Monnnro

Mopos MockBa
MaToro anpensa fBe ThbiCA4YWN LWecTHALLATONO roga

A, Akumos Fne6b bBopunucosny, HOT apuyc ropopaga M OCKBbL , CBUJET enNbCcT BYI NOANUHHOCT b
nopnucu, cpenaHHoON NepeBoJYnkKoM M amegosse M Tumypom [l K aBaHW MpPOBUYEM B M OéEM

npucyT CT BUMU Jl nY4HOCT b €70 ycT aHOBNEHA a.

3apermcT pupoBaHo BpeecT pe 3a N A~

B3b ckaHoO no T apudy 100 py6.

oo TIOBMMCH

Bcero npoLuHypoBaHo, NMPOHYMepOBaHO
N CKpeneHo neyaTbo ) NUCTOB(Q)

s T0ANNACH]

,o 0 HOMOWMYC ropog» M OCKBbI, CEMENBBLCTEY IO
KalLUX-NMBO0COBMHNTH» 00«BPLL(KM»M WOTAPMa/KUOr0
Br0 oIXC*
othenneHo nell )i 1™M1n«ta(oB)
— Ta"».Il'

[0l 0]}/ — —
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