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in the following designs:
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1. Name ofthe Medical Device

BeGraft Peripheral Stent Graft with the Balloon Catheter (Delivery System) in the following de-
signs:
- stent graft diameters (mm) - 5.0; 6.0; stent graft lengths (mm) - 18; 22; 28; 38; 58; usable catheter

ANstent graft diameters (mm) - 7.0; stent graft lengths (mm) - 18; 23; 27; 37; 57; usable catheter

MMAstenTgraft d\a»

(mm) - 8.0, 9.0, 10.0; stent graft lengths (mm) - 18; 27; 37; 57; usable cathe-
ter length (cm) - 75, 120.

The “Bec raftp eripheralStent Graft with the Balloon Catheter (Delivery System) consists of
stent graft delivery system which is a delivery catheter with a balloon-expandable stent graft. Stent Graft
has protector with stiletto.

Delivery system

The 0.035” PTA catheter (0,0357 0,89 mm) - is a dual lumen catheter with a balloon at the dist”
end. The system is supplied in 2 different usable lengths, 75 cm and 120 cm. The balloon diameters
range from 5.0mm - 10.0 mm and the lengths are 18, 22/23, 27/28, 37G8 and 57/58mm 0

Y-manifold is attached to the proximal catheter end. The catheter is advanced over the guide wire,
facilitate advancement of the system to and through the area of the lesion / perforation / rupture / aneu-
rysm to be treated. The guide wire exits at the distal tip of the catheter. The Y-mamfold is additional!)
labelled with the balloon diameter and the expanded stent graft length (0XX x XX).

Two radiopaque platinum/iridium markers identify the stent graft position and fluoroscopically mark
the working length of the balloon and therefore aid to position the stent graft in the vessel when using x-
ray.

Implant

Stent is composed of L605 cobalt-chromium alloy. The design is based on a series of zigzagging
rings with multiple articulations per ring with small modifications at the end rings to accominodate r
layer of ultra-thin, expanded PTFE tubing. The stent graft design is cut from a small annealed CoCr
tubing by a laser, the surface finish of the stent is reached by the process steps etching, electro-pohshinj
and surface modification (blasting) followed by cleaning. 0o * v

For all designs The “BeGraft Peripheral Stent Graft with the Balloon Catheter (Dellvery System)
the stent graft is located symmetrically between the markers, with the maximum possible deviation fron®
the specified position of 1.0 mm.

Protector with stiletto

The protector is a tube of PTFE with a marker (mark) of orange-colored (for all versions of the stent
graft) containing a stiletto made of stainless steel. This device has a protective ftmction of the distal end
of the product and has no contact with the patient. Stiletto is a rod with a spherical limiter at the end.

Table 1 Snecification

REF Stent graft Stent graftdiameters _ Compaunility Tntroducer Usable catheter
lengths (mm) (mm) Sheath length (cm)
BGP1805 1 18 5.0 6F 75
BGP2205 1 22 5.0 6F 75
BGP2805 1 28 5.0 6F 75
BGP3805 1 38 5.0 6F 75
BGP5805 1 58 5.0 6F ;5
BGP1806 1 18 6.0 6F 5
BGP2206 1 22 6.0 6F 75
BGP2806 1 28 6.0 6F 75
BGP3806 1 38 6.0 6F I6)
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treating aneurysms, acute perforations, acute ruptures and fistulas.

Contraindications:

Contraindications include, but may not be limited to:
1 When PTA is technically not possible (e. g. not feasible to access the lesion / defect with guide
wire or balloon catheter)
Aneurysms immediately adjacent to the site of stent graftimplantation
. Stenosis distal to the site of stent graftimplantation
. Lesions in or adjacent to essential collateral(s)
. Lesions in locations subject to external compression
. Heavily calcified lesions resistant to PTA
. Patients with diffuse distal disease resulting in poor stent graftoutflow
. Patients with a history of coagulation disorders
. Patients with aspirin allergy or bleeding complications and patients unable or unwilling to tolerate
anticoagulant / antiplatelet therapy and / or non-responders to anticoagulant / antiplatelet therapy
10. Fresh thrombus formation
11. Patients with known hypersensitivity to the stent graftmaterial (L605) and / or PTFE A

m

4. Area ofUse

Cardiovascular

5. Application environment

Stent graft (implant) application environment (in accordance with GOST R 50444-92):
temperature: from +32° C - +42 °C.

relative humidity: 100%.
atmospheric pressure: 84.0-106.7 kPa (630-800 mm Hg).

6. Precautions

ATTENTION: the stent-graft is an implant and is established for life. The ability to remove or re-
place the implant is missing.

- The devices must be stored in a dry, dark and cool place at temperatures from 10°C to 25°C in origi-
nal packagings. The packaging must not be damaged and should be wraped into the stretch film to pre”
vent contamination and dusting.
- Relative humidity at the storage place must not be higher than 50%.
- The product must be kept away from direct sunlight.
- Storage must be in closed dry areas, safe from atmospheric precipitations and soil moisture.
- The packed devices must be stored distant from heaters (not less than 1 m).

The devices are packed into plastie bags (sterile bags with Tyvec for sterilization with ethylene
oxide) and then into carton boxes to keep them safe during transportation and storage.

The plastic bags must be sealed.

Each carton box contains one device with a specific size, listed in the matrix.

Before use, the packaging has to be checked if it has not been damaged or opened. The device must
not be used if the inner package is open or damaged.

The Medcial device is intendedfor single-use only.
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The medical product should be used exclusively in the conditions of medical institutions having the
appropriate operating rooms.

BeGraft Peripheral Stent Graft with the Balloon Catheter (Delivery System) is beyond repair and
maintenance.

Potential consumer:

BeGraft Peripheral Stent Graft with the Balloon Catheter (Delivery System) should only be used by
physicians, who are well trained in cardiovascular and who are experts in the techniques of peripheral
angioplasty and peripheral stent graftimplantation, as well as in management of possible complications.

7. Hazard Class

The product is classified to have the hazard class 2b, in accordance to the classification rules de-
fined in the Order of the Russian Ministry of Health n. 4» from the 6 of June, 2012.

8. Type ofthe Contactwith Human Body

The Peripheral stent graft BeGraft Peripheral - the device with permanent or long-standing contact
with the internal milieu of the human body (implant).

The balloon catheter with the delivery system - the device with short-term contact with the internal
milieu of the human body (stent graft delivery system).

9. Resistance to the Climatic Effects during Storage and Transportation

Medical devices must be kept away from products evolving smell. Walls and floors of the storage
departments must be from materials preventing dusting. The surfaces must be plain, non-dusting, tole-
rate for cleansing, and easy cleanable. Medical devices must be kept away from heat sources (hot-water
supply pipes, inflated hot air) and radiation (including sunlight). Temperature and relative humidity in-
side storage departments must be controlled by calibrated devices.

Storage:

Temperature: from10°C-25° C,

Relative hum idity: NOt more than 50%

Atmosphericpressure: 84,0-106,7 kPa (630'800 mm Hg)

Transportation is allowed by any means of roofed transport in accordance with the regulations for
this mean of transport.

Vehicals must provide a protection from adverse weather effect, sunlight, contamination, and dam-
ages. Trucks must be clean, dry, without mechanical defects, free from foreign smells. Load and unload
must be carried out at the conditions, providing protection from weather effect. Pushing, throwing, and
rolling of the packages are forbidden. It is recommended to stack transportation packaging to prevent
moving or damaging, and therefore smashing during transportation.

Table 2. Transportation:

Temperature Period of time

-29° C - +38° C at a humidity level Not more than 72 hours
below max. 85%

Note: the device must be kept at the ambient temperature for

at least 8 hours before use

Packaging materials and design should:
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7. 1f a syringe was used, attach a prepared inflation device to the stopcock.
8. Open the stopcock to the Delivery System.
9. Leave on neutral pressure.

Stent GraftDelivery Procedure

1. Wipe the exposed guide wire with heparinized saline to remove residual blood or contrast me-
dium.

2. Fully open the haemostatic valve. Maintain neutral pressure on the inflation device.

3. Backload the Delivery System onto the proximal portion of the guide wire while maintaining
guide wire position across the target lesion / defect.

4. For insertion of the BeGraft Stent Graft into the appropriately sized sheath introducer, it is rec-
ommended to carefully hold the stent graft at the proximal end (with your fingers) when pushing it into
the haemostatic valve and to closely observe if the position of the stent graft on the balloon is affected.
If this is the case, this device shall not be used and the unit should be returned to Bentley IrmoMed
GmbH.

Warning: If a too small sheath introducer is used, the integrity of the BeGraft Stent Graft can be im-
paired during access (potential for loosening the stent graft on the balloon / for stent graft dislodgement
and / or for loosening or loss of ePTFE-cover).

5. Advance the Delivery System over the guide wire to the target lesion / defect. Utilize the radiopa-
que balloon markers to position the BeGraft Peripheral Stent Graft across the lesion / defect; perform
angiography to confirm the BeGraft Peripheral Stent Graft position. If applicable tighten the haemostatic
valve.

Note: If you notice during the process of moving the Delivery System into position that the BeGraft
Peripheral Stent Graft has moved on the balloon, do not deploy the BeGraft Peripheral Stent Graft. The
entire BeGraft System should be removed as a single unit. For specific Delivery System removal in-
structions see “Warnings and Precautions”.

6. The BeGraft Peripheral Stent Graft is now ready to be deployed.

Stent GraftDeploymentProcedure

Caution: Refer to the product label for expanded stent graftouter diameter, nominal deployment
pressure (NP) and rated burst pressure (RBP).

1 Inflate the balloon to the specified nominal deployment pressure (NP). Confirm complete expan-
sion of the stent graft / balloon fluoroscopically. Do not exceed the RBP.

2. Deflate the balloon by pulling negative pressure on the inflation device. Ensure that the balloon is
fully deflated before removal of the Delivery System.

Delivery System RemovalProcedure

1. Maintain negative pressure to allow the balloon to remain fully deflated during removal.

2. Withdraw the Delivery System through the sheath with the guide wire remaining across the lesion
/ defect.

Note: Should unusual resistance be felt at any time during lesion / defect access or removal of the
Delivery System post- BeGraft Stent Graft implantation, the sheath introducer and BeGraft Delivery
System should be removed as a single unit.

3. Confirm optimal wall apposition of the BeGraft Stent Graft using standard angiography tech-
niques. If the primary angiographic result is not optimal, you can further expand the BeGraft Stent garft

13. The Design Nomenclature of the Medical Device

BeGraft Peripheral Stent Graft with the Balloon Catheter (Delivery System) in the following de-
signs:

- stent graftdiameters (mm) - 5.0; 6.0; stent graftlengths (mm) - 18; 22; 28; 38; 58; usable catheter
length (cm) - 75, 120.
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Table 3. Delivery system specifications
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BGP2205_2

BGP2805_1

BGP2805_2

BGP3805_1

BGP3805_2

BGP5805_1

BGP5805_2

BGP1806_1

BGP1806_2

BGP2206_1

BGP2206_2

BGP2806_1

BGP2806_2

BGP3806_1

BGP3806_2

BGP5806_1

BGP5806_2

BGP1807_1

BGP1807_2

BGP2307_1

BGP2307_2

BGP2707_1

BGP2707_2

BGP3707_1

BGP3707_2

BGP5707_1

BGP5707_2

BGP2708_1

BGP2708_2

BGP3708J

BGP3708_2

BGP5708_1

BGP5708_2

BGP2709_1

BGP2709_2

BGP3709_1

BGP3709_2

BGP5709 1
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Table 4. Stent specifications
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BGP2709 1 9.0 8.3 -10.1 8.0 - 9.8 27
BGP2709 2 9.0 8.3-10.1 8.0 - 9.8 27
BGP3709 1 9.0 8.3-10.1 8.0 - 9.8 37
BGP3709 2 9.0 8.3-10.1 8.0 - 9.8 37
BGP5709 1 9.0 8.3-10.1 8.0 - 9.8 57
BGP5709 2 9.0 8.3-10.1 8.0 - 9.8 57
BGP2710 1 10.0 9.2-11.2 8.9 - 10.9 27
BGP2710 2 10.0 9.2-11.2 8.9 - 10.9 27
BGP3710 1 10.0 9.2-11.2 8.9 - 10.9 37
BGP3710 2 10.0 9.2-11.2 8.9 - 10.9 37
BGP5710 1 10.0 9.2-11.2 8.9 - 10.9 57
BGP5710 2 10.0 9.2 - 11.2 8.9 - 10.9 57

For all deSignS of medical device gec ratt Peripheral Stent Graft with the Balloon Catheter

(pelivery system) Stent graft-position “centred” between the inner edges of the balloon markers with
the maximum possible deviation from the assigned position 1,0 mm.

/
~~— ~—
Fig. 2. Stent graft design specification
Table 5. Stent graft design specifications

Nominal out-  Nominal length Strut width ~ Strut width SW2,  Connector width CW, Strut Wall Stent Weight,
side diameter of the ex- SWL[nmm]  [mm] [mm] Thickness WT,  [mg]

of the ex- panded stent [mm]

panded stent  graft, L [mm]

graft, fmm]

516 18 0.12-0.15  0.12-0.15 0.10-0.13 0.13-0.16 63.0£1.5

5n6 22 0.12-0.15  0.12-0.15 0.10-0.13 0.13-0.16 76.0£1.5

516 28 0.12-0.15  0.12-0.15 0.10-0.13 0.13-0.16 93.5+1.5

5n6 38 0.12-0.15  0.12-0.15 0.10-0.13 0.13-0.16 127.0+2.0
5n6 58 0.12-0.15  0.12-0.15 0.10-0.13 0.13-0.16 185.0 +2.0/-2.5
7n8 18 0.13-0.16  0.13-0.16 0.10-0.13 0.13-0.16 73.0£15

718 23 0.13-0.16 0.13-0.16 0.10-0.13 0.13-0.16 92.0£15

718 27 0.13-0.16 0.13-0.16 0.10-0.13 0.13-0.16 105.0il.5
718 37 0.13-0.16  0.13-0.16 0.10-0.13 0.13-0.16 136.5i2.0

718 57 0.13-0.16 0.13-0.16 0.10-0.13 0.13-0.16 203.5+2.0/-2.5
9In10 27 0.15-0.19  0.15-0.18 0.10-0.13 0.13-0.16 I1.0i 15
9In10 37 0.15-0.19 0.15-0.18 0.10-0.13 0.13-0.16 1505i 2.0
9In 10 57 0.15-0.19  0.15-0.18 0.10-0.13 0.13-0.16 226.5 +2.0/-2.5

Table 6. Crimped Stent graft Outer Diameter [mm]

12
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Nominal stent graft outer diametr, [mm]
05.0 - 8.0 mm(all length)
09.0 -10.0 mm (all length)

Protector with stiletto

Crimped Stent graft Outer Diameter, [mml
Average of three measurements must be < 2.2
Average of three measurements must be <2.4

The protector is a tube of PTFE with a marker (mark) of orange-colored (for all versions of the stent-
graft) containing a stiletto made of stainless steel. This device has a protective function of the distal end
ofthe product and has no contact with the patient. Stiletto is a rod with a spherical limiter at the end.

Nominal Out- Total Length of The length of a

er Diameter of length of stiletto partofthe

Stent, [mm] the protec- L2, [mm] protector hold-
tor L i, ing the mandrel
[mm] L3 [mm]

05,0 - 8,0 95+1 20+1 72

09,0-10,0 95+1 20tl 7+2

Fig. 3. Protector with stiletto

Inflation and deflation time

Wall
thickness

of protec-

tor Wi,
[mm]

0,250
0,250

Diameter of
the spherical
limiter of the
stiletto Di,

[mm]

2+

0,5

Internal
diameter of
protective
tube D2,
[mm]

2,4+0,5

External
input di-
ameter D3
[mm]

Outer
diameter of
the main
part o f the
protector
D4, [mm]
2,65+0,5
2,85+0,5

External
diameter of
the stiletto
D5, [mm]

0,89+0,03
0,89+0,03

This table defines the functional requirements for the inflation and deflation time of the balloon.
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Table 11. Stent graft Recoil

Table 12. Uniformity of Stent graft Expansion

Table 13. Stent graft Foreshortening
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Label (Primary packaging) The paper is white glossy, cast melting, wood-

less, sandwich construction, manufacturer Eti-

mark GmbH& Co.KG , Germany.

Ink RICOH, manufacturer RICOH DEUT-
SCHLAND GmbH, Germany.

Double-sided glue base KK2401. Compound:
Acrylic coated on a transparent carrier of po-
lyester (125pm), manufacturer Klebetechnik
GmbH (Germany)

17. MRI-compatibility

The BeGraft Peripheral Stent Graft with the Balloon Catheter (Delivery System), in single and in
overlapped configuration up to 130 mm in length, is MR Conditional as defined in ASTM F2503. It can
be scanned safely immediately after implantation under the following conditions:

» Static magnetic field of 1.5 Tesla or 3.0 Tesla

* Maximum spatial field gradient of 5.700 Gauss/cm (57 T/m) or less

» Maximum force product of 96.000.000 G7cm (96 TVm)

* Theoretically estimated maximum whole body averaged specific absorption rate (WBA-SAR) of <
2 W/kg for 15 minutes of scanning

» Normal operating mode of the MR-system

The BeGraft Peripheral Stent Graft with the Balloon Catheter (Delivery System) shows a magneti-
cally induced displacement force (ASTM F2052-14) of 8% (4.5° deflection) and torque (ASTM F2213-
06) of 1.0% and should not migrate in this MRI environment.

3.0 Tesla RF-induced heating in non-clinical testing on overlapped configuration up to 130 mm in
length (performed according to ASTM F2182-11) produced a maximum in-vitro temperature rise after
15 minutes of 7.0°C when scaled to a WBA-SAR of 2 W/kg. Tests were conducted ina 3.0 T Siemens
Magnetom Trio with “Numaris/4 syngo MR B17” software. These calculations do not take into consid-
eration the cooling effects of the blood flow.

1.5 Tesla RF-induced heating in non-clinical testing on overlapped configuration up to 130 mm in
length (performed according to ASTM F2182-11) produced a maximum in-vitro temperature rise after
15 minutes of 8.9°C when scaled to a WBA-SAR of 2 W/kg. Tests were conducted ina 1.5 T Philips
Intera with a “Release 12.6.1.4 2012-05-22" software. These calculations do not take into consideration
the cooling effects of the blood flow.

RF-induced heating general: the effects of MRI on overlapped stent grafts greater than 130 mm in
length or stent grafts with fractured struts are unknown.

MR-artefaets: In non-clinical testing, the image artefact caused by the device extends approximately
9.15 mm from the stent graft when imaged with a gradient echo pulse sequence and a 3 Tesla MR sys-
tem. Therefore, it may be necessary to optimize the MR imaging parameters in the presence of The Be-
Graft Peripheral Stent Graft with the Balloon Catheter (Delivery System).

18. Label Symbol Description

The tube of the manifold, connected to the guidewire lumen, is marked with the stent graft dimen-
sions: the diameter of the balloon and the length of the expanded stent. The side tube of the manifold,
connected with the lumen for inflating the balloon, is marked with the word balloon. Also on the mani-
fold is the logo of the manufacturer.
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REC MIN INTRO

NP

RBP

DO NOT EXCEEDI

XX STENT

k— DISTENT |

K-—---—-"~USAB CAT

| PAROCELjI®
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Recommended Minimum Sheath Introducer

Pressure (P)

Nominal pressure (NP)

Rated burst pressure (RBP)

Do not exceed (the RBP)

Expanded Stent graft Outer Diameter

Expanded Stent graft Length

Usable Catheter Length

Only sterile and non-pyrogenic in unopened packages

MR Conditional
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Fig. 4. Example of a primary packaging label
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Fig. 5. Example of a cardboard box label
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Feripheral Stent Graft System

Ptripbtrai Stent Graft Syatafn

C«KkTema ¢ 0">uthepua Npucaans NpoT«m
© Syat*m parrfarrWho sterrtgraftu

Penpheraa StentgreftSYatam

Partfart stanteraftayatam

Stetama da andoprdtaaia panfArica
racubtarta

O Panfeama atantaiinky auataam
o Panfaarman Btanttia>irralarj«talmA

STERILE EO

BeGraft

Mepudpepryeckuii

Syit*ma rfandopfothiaa p*npMr«que couv”~a

luaTtTpo nipj*tpiww pooxtopmo” ortvi

Parifania aitanteraft randarer
Statama di anck”rotaai partfarica
Panfannto stanto [va”rr» aiatama
PanfifT) atantu implaniltu aiatama

Panfaar aertyaftY8eem

Parifarlatentgraftayatam

Syatam startgraftu obwodowago
Siitema da andoprdtasa panf~rtca cobarta

Sratemul da endoprotezi panferxi

®

CTeHT-rpadT nepucbepuyeckuii
(o] Syat” parifernaho atantgrahu
Siatem parifernih iiwh oporntc
Perifaratentgrahayateffi

< D Periferai Stent Graft Statenii

K—sa CreHt
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Fig. 6. Label Project in Russian language
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EN ISO 10555-1

ENISO 10555-4

ENISO 11607-1 AMD 1

EN ISO 11607-2 AMD 1

DIN EN 868-5

EN 1041 AMD 1

DIN ENISO 15223-1

EN980

EN 1SO 11737-1 AC

DIN ENISO 11135

EN 556-1 AC
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2013

2013

2009
2014

2006
2014

2009

2008
2013

2017

2008

2006
2009

2014

2001
2006

Intravascular catheters - Sterile
and single-use catheters - Part 1
General  requirements  (ISO
10555-1:2013)

Intravascular catheters - Sterile
and single-use catheters - Part 4:
Balloon dilatation catheters (1SO
10555-4:2013)

Packaging for terminally steri-
lized medical devices - Part 1
Requirements for materials, ste-
rile barrier systems and packag-
ing systems (ISO 11607- 1:2006
+Amd 1:2014)

Packaging for terminally steri-
lized medical devices - Part »
Validation  requirements  for
forming, sealing and assembly
processes (ISO 11607-2:2006 "
Amd 1:2014)

Packaging for terminally steri-
lized medical devices - Part 5
Sealable pouches and reels of
porous materials and plastic film
construction - Requirements and
test methods; German Version
EN 868- 5:2009

Information supplied by the
manufacturer of medical devices
(includes Amendment A1:2013)
Medical devices — Symbols tc
be used with medical device la
bels, labelling and information tc
be supplied — Part 1. Genera
requirements ’
Symbols for use in the labelling
of medical devices

Sterilization of medical devices
Microbiological methods - Par
1 Determination of a populatioi
of microorganisms on product
(1SO 11737-1:2006)

Sterilization of health care prod
ucts - Ethylene oxide - Re
quirements for development, va
lidation and routine control of
sterilization process for medica
devices (1ISO 11135:2014)
Sterilization of medical devices
Requirements for medical devic
es to be designated "STERILE"
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Medical Packaging by Dye Pe-
netration

Standard Test Method for De-
tecting Gross Leaks in packaging

ASTM F2096 2011 by Internal Pressurization (Bub-
ble Test)
Packaged-Products 10O Ib (68
1STA Procedure 2A 2011 kg) or Less

27. Manufacturer Waranty

Bentley InnoMed GmbH guarantees that this product has been manufactured, sterilized and pack-
aged with the due care prescribed in the EU Directive for Medical Devices 93/42/EEC. Each manufac-
turing lot is individually tested and inspected before it is released for distribution. As a result of biologi-
cal differences in individuals, no product is 100% efficient under all circumstances. Therefore it is nc#
possible to reliably predict product efficiency during use, nore is it possible to rule out unsatisfactory
results. The product shall not be used if damaged during transport, storage or due to improper handImf
by the operator. Resterilisation or reuse of the product is prohibited. Bentley InnoMed GmbH shall not
be liable for any damages arising from any off-label use.

28. Developer, Manufacturer, Vendor’s Authorized Representative in Russian

Federation

Developer and Manufacturer

Bentley InnoMed GmbH
Lotzenacker 25

72379 Hechingen

Germany

phone +49 (0)7471 984 995 10
fax; +49 (0)7471 984 995 9
Email: info@,bentley.global
Web: vAvw.bentlev.global

Place of manufacture

Bentley InnoMed GmbH
Lotzenacker 25

72379 Hechingen
Germany

Vendor’s Authorized Representative in Russian Federation:

AO “RAUT-BUSINESS”

Begovaya St, d. 15, 125284, Moscow, Russia
Phone / fax: 8 (495) 737-94-94

Email: info@raut-business.ru
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Nummer 657 der Urkundenrolle fiir das Jahr 2018
Umseitige, vor mir geleistete Unterschrift des

Herrn Milisav Obradovic, geb. 20.03.1968,
geschaftsansassig Lotzenacker 25, 72379 Hechingen

- ausgewiesen durch deutschen Personalausweis -

jegtaotejge ifch hiermit offentlich.

H4chin”en/den\17. Oktober2018
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HomuHanb- O6buwan AnunHa [AnunHa vacTtu TonwmHa [AunameTtp BHyTpeH- Hapyx- Hapyx- Hapyx-

Hblii Hapy-  anuHa MaHfpe-  3aluTHOro CTEHKMU chepuye- HWI ana- HbliA HbIli Ana- HbIiA
HbIli Ana- 3alliMTHO-  Ha YCTPOIACTBa, 3alMTHO-  CKOro orpa- MeTp Tpy6-  BXOAHOW MeTp anameTp
METp CTEeHT- ro ycr- br, Mm YAepXuBaro- ro ycT- HU4uTens KU 3almnT- nunameTp OCHOBHOW ~ CTEPXHA
rpadta, [Mm]  poiicTa L1as MaHApeH poiicTea MaHfpeHa HOro ycT- 03, MM yacTu MaHfpe-
L), mm b3, Mm Wi, Mm Di, Mm poiicTa 3aWUTHO- Ha Ds,
Mr, mm ro ycr- MM
poiicTea
D4, mm
05,0 - 8,0 95+1 20+1 742 0,250 240,5 2,4+0,5 3,0£0,2 2,65+0,5 0,89
40,002 +0,03
09,0-10,0 95+1 201 742 0,250 20,5 2,6+0,5 3,0+0,2 2,85+0,5 0,89
+0,002 +0,03

Puc. 3. 3allMTHOe YCTPOMCTBO C MaHAPEHOM

Bpems HajgyBa n caysa 6annoHa

B cnepytowein Tabnumue npuBoAATCA (PYHKUMOHA/IbHbIE TPe60BAHNA B OTHOLLEHUN BPEMEHM
HagyBsa 1 cflyBa 6ansioHa

- Bpewms HagyBa: mMakcvMMasibHOE paspelleHHOe BpeMsi Ans TOro, Y4Tobbl HagyTb 6an/ioH Ao
pacyeTHoro aasneHus paspbiBa (PAP), ncnonbays 60%-Hbli KOHTPACTHbIW, pa3BefeHHbIN B CO-
OTHOLWEHMM 1:1 C BOAOW COMEBOM pacTBOP MpW TemnepaTtype OKpy>Karowein cpedbl (06bIMHOIA

TemnepaType)
- Bpems cfyBa: MakcMmasibHOE paspeLleHHoe BpeMs A4/1st TOro, Ytobbl cayTh 6asioH OT pac-

yeTHOro aasneHus paspbiBa (PAP), ncnonb3ys 60%-Hblii KOHTPACTHbIN, pa3BefleHHbI B COOT-
HOLEHNM 1:1C BOAOV CONEBOW pacTBOP Npu TeMMepaType OKPYXXatoLLEen cpeabl.

15
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Tabmuua 8. Bpema Hanysa u caysa 6amiona

Ta6maua 9. [TposHOCTE HA PA3PHIB MPOKCHMANLHOIO COSTHHEHAA GaLioHa

® Tabmuna 11. YMeHblIeHRe npockeTa CTeHT-rpadTa

Tabnuua 12. ORHOPOAHOCTD PacIIMPEHHA
Tabnuua 13. [TepcnexTHBHOE COKpAILICHHE

. Tabmaua 14, PagnansHoe ycunue

* YpoM (CHCTEMOH OCTABKH)

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



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



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



Tabauua 19, CamBonsl Ha ynakoske

w
F
&
x
®
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LOT Hossep napran
PexoMeRIOBAHHEIH TPOBOAHHAK
‘ REC MIN INTRO I PexoMeHIOBAHERIN pa3Mep HHTPOABIOCEPa
-
HoMHuRaABEHOE AaBICHHE
PacueTHOE AABICHHE paspHIBA
|oo uorexceeml He NpeBHIIIATH PacueTHOE JABCHHE
¢ XX STENT HapyxHgilf JEaMeTp pasiyToro crent-rpadra
|H mml mmmm crenT-rpadra
k— um CAT Tonesnas NIHHA KaTeTepa
m CTepHiIBHO H AIMPOTEHHO B HEOTKPEITOH yNaKoBKe
A MP-coBMeCTHMEI]
®
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ientfov ® SAME ¢ Betdey U €S,
[on[ 1M 11 L 4 El INW L] Seif«
TR
d)BentIey S Ry NOKK
CCOweO pol| I LLIAT»«
o Farqiregs Saihafvt [ - -
. IMiingHiiiJ HiMli
H 4/1|H"T«

Ik *Nosmr 1>

Puc. 4. Mpumep 3TUKETKN NePBUYHON YNaKoBKY (NaKeTa)
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rogangl

Peripheral Stent Graft System

freripbei*! StHrt hraft Sy*«m D syctamcirinriopritwte* coisvers ©  SKERBaryaHIdhdodks»a

® ruT**nac PO DIA pea @ ’?UIPAI‘I‘B)I"S()])d—W\_‘-ﬂd\fnm S«tNnadct>ndoprét*ite{:«fifinrkacob(»fta
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Pftrifeft »t»«Qraft*y*t*wn Miterimmstf<tn{vdinmosisrimn« 4(12~ System pMifdrmdw etentgraflu
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Hb /i | PexoMeH0BaHHb I MHMEBHBIA |HObMHaanoeAaBneHMITWbHoeAaBHEHWG H

HAHBIMOPCBOAHUK  1p,«.p,oablocepa..P(..MH)  [{MP].,.Bap(,..KMa)

K—s CreHT

o "
1.72 mm ”W

-0 e CreHr

YYYY-MM

RBP He npesbiwaTtb

LITe &M

Puc. 6. INpoeKT 3TUKETKN Ha PYCCKOM fA3bIKe

19. CBepfeHna ocTtepunmnsauumn

MeamnUMHCKOe n3fenne nocTaBnseTcs B CTEPUIbHON YNaKoBKe.
CTtepunnn3oBaHO 3TUNEHOKCUOM.
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lMepeBoA [AOKYMeHTAa C aHI/IMIACKOIO U HEMELLKOTO0 $3bIKOB Ha PYCCKUIA $3blK  BbIMOJIHEH
nepesogumkom Kypunosoi CseTnaHoi JIEOHUAOBHOM

Poccuitickas defepaums

"opoa MockBa.

TpurauaToro oKTA6ps fBe TbiCAYM BOCEMHAALLATOrO roga.

A, fAKyweHko EBreHusa AnekcaHapoBHa, HoTapuyc ropofa MOCKBbI, CBUAETE/IbCTBYHO
NoA/IMHHOCTL Nognucu nepesogumka Kypunosoi CeeTnaHbl JIEOHWAO0BHbI.

Moanwvce caenaHa B MOEM MPUCYTCTBUN.

JIn4yHOCTbL NognucasLLero AoKyMa L ycraLl,. perieHa.

t -4

3aperncTtpmpoBaHo B peecTe: JVo'f7/72I-H/Jr7-SA18— /"
B3bickaHO rocygapcTseHHOW non|inm|>"no Tapud]™): 100 py6.00 kon.

YnnayeHo 3a oOKasaHue ypyr npasasorc)'N '~
N TEXHUYECKOro xapakTeLu
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