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Please read this instruction for use carefully before using this product. Failure to follow the
instruction for use may cause serious injury to patients.

1 Device description

The Yuranos™ AUI and AE Stent Graft System consists of a pre-loaded stent graft and a delivery system.
The stent grafts include Aorto-Uni-lliac Stent Graft and Aortic Extension Stent Graft, which are composed of
a metal stent (nitinol alloy), a graft (PET), suture (PET), a stainless-steel sleeve at the stent connection
(316L stainless steel), and markers (tantalum). There is a barb structure on the bare stent of Aorto-Uni-lliac
Stent Graft and Aortic Extension Stent Graft. The delivery system is mainly composed of a sheath, an inner
core, grips, an immobile pole, and other parts, to realize the delivery, control and release of the stent grafts
in human bodies, the delivery system has a proximal hydrophilic coated segment of 520mm.

1.1 Abdominal Aortic Stent Graft
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Figure 1Yuranos™ AUI and AE Stent Graft System t

(1: “O”-shaped mark point; 2: “8”-shaped mark point)

The Yuranos™ Aorto-Uni-lliac and Aortic Extension Stent Graft System adopts a split-type design, including
Aorto-Uni-lliac Stent Graft, and Aortic Extension Stent Graft. The Aorto-Uni-lliac Stent Graft includes a
proximal bare stent, a stent graft's main body and a single iliac branch. The Aortic Extension Stent Graft
includes a proximal bare stent and a stent graft’'s main body. The main body of Aorto-Uni-lliac Stent Graft
can relate to the Aortic Extension Stent Graft to form a whole assembly. Each stent graft is separately
loaded in its respective delivery system to be introduced into the human vascular system during a medical
procedure.

The Stent Graft is composed of a superelastic nitinol stent and a PET fabric cover, which is fixed onto the
metal stent with suture. After the stent graft is implanted into the human body, the superelastic metal stent
can provide sufficient and stable expansion force to deploy the stent graft and anchor it in the corresponding
position. The bare stent with a barb can provide enough anchoring force to prevent the stent graft from
migration. The fabric graft can serve as an alternative conduit for blood flow within the patient’s vasculature
by excluding the aneurysmal sac from blood flow and pressure, thereby reducing the risk of aneurysm
rupture.
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1 Tapered Tip
4  Fixation cap
7  Sheath

10 Trigger

13 Proximal releaser
16  Unlocking buckle

2 AUl or AE
5 Fixation anchor
8 Front Grip

11  Screw Gear

14  Luer Connector

3 Markband

6 Immobile Pole
9  Sliding Grip

12 Rear Grip

15 Hemostatis valve

Figure 2 The delivery system for AUl and AE stent graft

1.3 Device specifications

Both AUI and AE device are pre-loaded onto their respective delivery system and supplied sterile. The AUI

System and AE System are available in the following lengths and diameters as shown in following table 1, 2

and 3.

Tablel. Specifications Summary of Yuranos™ Aorto-Uni-lliac Stent Graft (AUI)

Unit: mm
Proximal Distal Dia. Covered length Covered Length of
Delivery
Specification® Dia. of main of long of main body & | length of main Bare stent
System
body (D1) | branch (D2) | long branch (L1) body (L2) (L3)
100, 110, 120,
AUI-20XX-WW-YYY 20 10 50, 70 16 18F
130, 140, 160
100, 110, 120,
AUI-22XX-WW-YYY 22 10 50, 70 16 18F
130, 140, 160
100, 110, 120,
AUI-24XX-WW-YYY 24 12 50, 70 16 18F
130, 140, 160
100, 110, 120,
AUI-26XX-WW-YYY 26 12 50, 70 16 20F
130, 140, 160
100, 110, 120,
AUI-28XX-WW-YYY 28 12,14 50, 70 16 20F
130, 140, 160
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100, 110, 120,
AUI-30XX-WW-YYY 30 12,14 50, 70 16 20F
130, 140, 160
100, 110, 120,
AUI-32XX-WW-YYY 32 12,14 50, 70 16 20F
130, 140, 160
100, 110, 120,
AUI-35XX-WW-YYY 35 12,14 50, 70 16 20F
130, 140, 160
2
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*AUI-ZZXX-WW-YYY is the specification of YuranosTM AUl Stent Graft System which ZZ is Proximal Dia. of main body
(D1), XX is Distal Dia. of long branch (D2), WW is Covered length of main body (L2), and YYY is Covered length of main
body & long branch (L1).

Table2. Specifications Summary of Yuranos™ Aortic Extension Stent Graft ((AE)

Unit: mm
Covered length Length of bare Delivery
Specification® | Proximal Dia. (D1) Distal Dia. (D2)
of stent graft (L1) stent graft(L2) System
AE-20XX-YY 20 20 40,60 16 18F
AE-22XX-YY 22 22 40,60 16 18F
AE-24XX-YY 24 24 40,60 16 18F
AE-26XX-YY 26 26 40,60 16 20F
AE-28XX-YY 28 28 40,60 16 20F
AE-30XX-YY 30 30 40,60 16 20F
AE-32XX-YY 32 32 40,60 16 20F
AE-35XX-YY 35 35 40,60 16 20F
e ——
\\ < &
5 SS S s
:'; < <
R 7
-
L2 L1

*AE-ZZXX- YY is the specification of Yuranos™ AE Stent Graft System which ZZ is Proximal Dia. (D1), XX is Distal Dia.
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(D2), and YYY is Covered length of stent graft (L1).

Table3. Specifications Summary of Delivery System (in mm)

Name of delivery system for Abdominal L Outer diameter of Effective length
, Specification
Aortic Stent Graft sheath (OD) (LO)
18F 6.00
Delivery system (applies to AE/AUI) 520
20F 6.67

Table4. Stent Graft Materials Composition

Stent graft component configurations Materials composition
Nitinol (56%-59% w/w),

Stainless steel (4%-7% w/w),
Yuranos™ Aorto-Uni-lliac Stent Graft (AUI) Film covering (PET, 23%-26% w/w),
Tantalum (5%-10%w/w)

Suture (PP, 1%-9% w/w)

Nitinol (51%-56% w/w)

Stainless steel (8%-12% w/w)
Yuranos™ Aortic Extension Stent Graft (AE) Film covering (PET, 24%-33% w/w)
Tantalum (1%-4% w/w)

Suture (PP, 5%-7%w/w)

Physicians should strictly follow the indications and contraindicationsbelow, otherwise serious harm
may be caused to patients.

2 Intended Use

The Yuranos™ AUl and AE Stent Graft Systems is for the treatment of infrarenal abdominal aortic
aneurysm.

The target population is as follows:

(1) Adult patients, male or female;

(2) The diameter of the proximal abdominal aortic aneurysm neck ranges from 17 mm to 32 mm;

(3) The length of the proximal abdominal aortic aneurysm neck is 10 mm or more, and the angle of the
proximal aneurysm neck is 75 degrees or less;

(4) The diameter of the iliac artery anchorage area ranges from 8 mm to 22 mm;

(5) The length of the iliac artery anchorage area is 15 mm or more;

(6) Patients with adequate iliac or femoral access.

3 Clinical Benefits

Note: After the EUDAMED website is launched, the Summary of Safety and Clinical Performance (SSCP)
can be found at https://ec.europa.eu/tools/eudamed using the Basic UDI-DI: 69383701004900VX.

4 Contraindication

The contraindications of Yuranos™ AUI and AE Stent Graft Systems are:
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(1) Patients with acute systemic infection;

(2) Patients with mesenteric blood flow mainly supplied by the inferior mesenteric artery;
(3) Patients with accessory renal artery original from abdominal artery;

(4) Patients who have allergic reaction to the device;

(5) Patients who can not tolerate contrast agents due to renal insufficiency;

(6) Patients who are allergic to contrast agents;

(7) Aneurysms neck with thrombus;

(8) Women who are pregnant or nursing.

5 Pre-implantation Preparation

Read the instruction for use carefully before using the device. The following instructions embody a basic
guideline for device placement. Variations in the following procedures may be necessary. These instructions
are intended to help guide the physician rather than replacing the physician judgment.

51

5.2

Materials Required

0.035” super-stiff guidewire (260 cm);

Pigtail catheter

Surgical instruments for conventional femoral artery incision;
Puncture instruments;

Angiographic catheters and labeling catheters;

Various balloon catheters (for blood vessel dilation before stent implantation or stent dilation after
stent implantation);

Contrast agent;

Fluoroscopy imaging instrument with digital subtraction angiography;
High-pressure injection syringes;

Heparin saline solution;

Any devices that operational physician considers necessary for the operation.

A multidisciplinary team that has combined procedural experience with:

Local anesthesia or general anesthesia;

Femoral artery exposure, arteriotomy, and repair;
Conventional guidewire and catheter technology;
Fluoroscopic and angiographic image interpretation;
Angioplasty;

Endovascular stent placement;

Appropriate use of radiographic contrast agent;
Techniques to minimize radiation exposure;
Expertise in necessary patient follow-up modalities;
Femoral artery exposure, arteriotomy, and repair;
Experience in traditional vascular surgery for any possibility of failure in EVAR.

Patient preparation

Measure proximal aortic neck length and vessel inner diameter;

Measurement of the angle between aneurysm neck and aneurysm, i.e. aneurysm neck angle;
Evaluation of the quality of aneurysm neck;

Confirmation of the suitability of vascular morphology of patient for endovascular repair;

All kinds of necessary routine tests and examinations, and monitoring of important vital signs;

Vital signs related to anesthesia, anticoagulation, and angiography that need to be monitored based
on routine practice;

Adjustment of the patient’s position so that the area from the aortic arch to the iliac artery bifurcation
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can be fully exposed to the X-ray;

e Adequate iliac/femoral artery access and exposure of both femoral arteries with standard surgical
techniques;

e Systematic anticoagulant preparation (if the patient is allergic to heparin, choose an appropriate
alternative).

5.4 Products preparation

e The stent graft size should be selected according to the vessel inner diameter, and the proximal
diameter and distal diameter of the selected stent graft should be 110% to 120% of the landing zone
vessel inner diameter;

e The length of AUI stent graft should be selected based on the lengths of the infrarenal abdominal
aorta and iliac artery. Generally, the distal anchoring area should be at least 15 mm;

e Check and make sure there is no package damage due to transportation. If the package is
damaged or there is a potential risk of sterilization failure or damage to the device, please do not
use it and return it to Lifetech Scientific (Shenzhen) Co., Ltd.;

o After the stent graft size is determined, unpack the outer packaging box of the corresponding size
product, and take out the product together with the dialysis bag. Open the dialysis bag and take out
the stent graft system under a sterile environment. Carefully check whether there is any crease on
the surface of the sheath of the delivery system and whether the tapered tip of the front-end fits well
with the sheath port. If the package is damaged or the product is damaged, please do not use it.

Note: If there is a small gap between the tapered tip and sheath port (this phenomenon is caused
by the natural shortening effect of sheath material), it can still be used normally after appropriate
measures are taken. There are several solutions for the gap with the delivery system for Bifurcation
Stent Graft: 1. Remove the unlocking buckle at the end of the delivery system, and rotate the
releaser at the end counterclockwise (opposite to the direction of the arrow) to tighten the inner
core; 2. If there is a gap between the front grip and the sliding grip, the sliding grip can also be
rotated forward; 3. Alternatively, push the tapered tip gently into the sheath to close the gap
between the tapered tip and the sheath, then it can be used normally. For lliac Artery Extension
Stent Graft, if there is a little gap between the tapered tip and sheath port, loosen the tapered tip
cap at the end of the outer sheath grip, and push the tapered tip into the sheath slightly for normal
use.

6 Implantation Procedure

6.1 Preparations before implantation

e Connect a syringe to the hemostatis valve and Luer connector respectively, and rinse the sheath
inside and guidewire cavity with sterile heparinized saline solution, as shown in Figure 3.
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Figure 3 Rinsing the stent graft system with sterile heparinized saline solution

Wipe the outer surface of the sheath with sterile heparinized saline solution to activate the

hydrophilic coating on the sheath, as shown in Figure 4.

Figure 4 Wipe the stent graft system with sterile heparinized saline solution

Expose the femoral artery using the standard surgical procedures. Insert the 0.035” super stiff
guidewire into the femoral artery, and advance the guidewire under monitoring with DSA, until the
front end of the guidewire reaches the abdominal aorta above the renal artery opening, as shown in

A

Figure 5 The super stiff guidewire reaches the desired position

Figure 5.

Note 1: Before the implantation, the operating table should be kept clean and tidy to prevent other
devices or articles (such as surgical forceps, gauze, etc.) on the operating table from interfering with
the introduction, release, and recovery of the stent system.
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Note 2: Once the device enters the human body, all operations should be carried out carefully under
the guidance of the DSA instrument. When encountering abnormal resistance, stop the operation
immediately, and proceed with the next step only after the abnormality is eliminated.

6.2 Direction for use for Aorto-Uni-lliac Stent Graft System

1) Keep the hemostatis valve at the end of the delivery system toward the opposite side of the operator
and insert the delivery system of the Aorto-Uni-lliac Stent Graft along the guidewire (the single iliac
branch and hemostasis valve are on the opposit side of the delivery system when the stent graft is
loaded).

Figure 6 The location on the abdominal aortic aneurysm
where the delivery system loaded with the stent graft enters

2) Determine the directions of the single iliac branch of the stent graft. The directions of the branch of
stent graft are adjusted by rotating the delivery system. The “O”-shaped and “8”-shaped marker
points at the proximal end of the graft can be used as references for adjusting the positions of single
iliac branch (the “0”-shaped marker point is located on the side of the single iliac branch), so that the
“8”-shaped marker point at the proximal end of the stent graft is always on the side of the branch on
the opposite side of the patient. The final positions of the single iliac branch should be confirmed by
the “O”-shaped mark points at the branch (from the bifurcation position, there are two consecutive
“O”-shaped mark points on the single iliac, as shown in Figure 1).

Note: When the tapered tip of the delivery system cannot rotate along, the whole delivery system can
be partially withdrawn to locate the sheath of the delivery system in a relatively straight vascular
segment, then you can try to rotate again to adjust the orientation of the stent graft.

3) Position the proximal end of the stent graft. Adjust the delivery system so that the “O”-shaped and
“8”-shaped mark points at the beginning end of the stent graft are located on the lower edge of the
lower renal artery opening.

4) Slowly release the stent graft. Under monitoring with DSA, hold the front grip firmly with the left hand,
and rotate the sliding grip counterclockwise with the right hand to slowly release the bare stent graft
and the front segment of the stent graft until at least one coil of the stent graft completely engages
the vascular wall, as shown in Figure 6.

Before the stent graft engages the vessel wall, the proximal end of the stent graft can be adjusted slightly
again. The adjustment should be carefully carried out under monitoring with DSA to prevent the stent graft
or tip from scratching the endangium.

Note 1: Before releasing the stent graft, keep the exposed sheath straight and ensure that the front
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5)

6)

grip position does not move again.

Note 2: When the stent graft is released, the sheath will move toward the inside of the grip with the
sliding grip. At this time, it is necessary to prevent foreign matters (such as gauze, surgical towel, etc.)
from wrapping on the surface of the sheath and entering the gap between the sheath and the front grip
to prevent release.

Figure 7 Slowly release the stent graft

Quickly release the stent graft. When a stent graft is to be released quickly, hold the front grip with
the left hand to stabilize the delivery system, hold the trigger with the right thumb backward, remove
the screw gear lock, and pull the sliding grip backward to release the stent graft quickly. At the same
time, the process of stent graft release under DSA was observed until the single iliac stent was

completely released. As shown in Figure 8.

Figure 8 The single iliac stent was fully released

Later release the proximal end of the stent graft. Fix the delivery system with the left hand and
remove the unlocking buckle at the end of the delivery system with the right hand (the unlocking
buckle is a blue translucent safety device, and its removal is as follows: gently press the end of the
unlocking buckle with the thumb and index finger and pull it backward to remove it). Under
monitoring with DSA, rotate the proximal releaser at the end of the delivery system clockwise, and
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pay attention to the forward movement of the tapered tip until the proximal bare stent graft is fully
deployed, as shown in Figure 9 (rotate in the direction of the arrow printed on the releaser, the
tapered tip can be advanced to deploy the proximal bare stent graft).

Note 1. Please make sure that the relative position of the delivery system and the patient remain
unchanged during the rotation of the releaser, to avoid stent graft migration.

Note 2: Rotate the releaser to the farthest end (toward the sheath) to ensure that the proximal bare
stent graft is fully deployed and detached from the anchoring mechanism.

Note 3. When the releaser is rotated to the farthest end, if part of the wave crest shows that the
proximal bare stent graft is not detached from the anchoring mechanism, you can try to release the
knob by reversing it slightly (in the opposite direction of the arrow on the knob), and then turn it
forward again (in the direction of the arrow on the knob) to try to release the bare stent graft.

"\

Figure 9 Later release the proximal end of stent graft
7)Reset the tapered tip of the delivery system for Bifurcation Stent Graft.
Reset the tapered tip of the delivery system for Bifurcation Stent Graft by following the three steps below:

a. After the proximal stent graft is released, the whole delivery system is advanced by more than 2 cm
with the guidance of DSA, so that the tapered tip and fixation anchor are far away from the bare stent
graft, and in a straight vascular cavity (to prevent the fixation cap on the tapered tip from scraping the
stent graft or blood vessels when the tapered tip is withdrawn), as shown in Figure 10.

Note 1: Please keep the delivery system moving as a whole during the advancement of the delivery
system.

Note 2: If any interference between the tapered tip or the later release mechanism and bare stent graft
is observed under DSA, the operation should be stopped. The next operation can be continued after
the interference is removed by slightly rotating, withdrawing, and advancing the delivery system.

b. Fix the delivery system and rotate the releaser counterclockwise (the opposite direction of the arrow
printed on the knob) to withdraw the tapered tip slowly. Observe under DSA until the gap between the
fixation cap and anchor of the tapered tip is completely closed when the resistance to the knob
increases, and the knob is basically rotated to the farthest end, as shown in Figure 11.

Note: Please make sure that the tapered tip of the delivery system is completely reset, that is, the
fixation cap and anchor are fully engaged, and otherwise accidental injuries may be caused to patients
during the withdrawal of the delivery system.

c. Hold the sliding grip with the right hand, pull the trigger backward to unlock the screw gear, hold the
front grip with the left hand, and withdraw it until the tapered tip is reset to the sheath port (at this point,
the gap between the front grip and the sliding grip is also basically closed), as shown in Figure 12.
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Note: If the tapered tip sticks to the stent graft, try the following solutions:

o Firstly, withdraw the guidewire until the end of the guidewire leaves the point where the tapered tip
sticks to the stent graft, and then slowly withdraw the grip to make the tapered tip pass through the
inner cavity of the stent graft;

o Alternatively, rotate the delivery system slightly, then withdraw it;

o Alternatively, advance the delivery system as a whole slightly, then withdraw it.

Do not drag or pull the delivery system forcibly, to avoid migration of the stent graft or damage to the

sheath.

h‘x

It
)

\!

Figure 11 Close the gap between the tapered tip and the fixation anchor
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Figure 12 Tapered tip reset

8) Place a plug in the other side of iliac artery, as shown in Figure 13

A
// / \
// / ) \
/ 2 N
/ / .‘\l\ / /\ ‘\\

Figure 13 Plug placement
9) Perform angiography to assess the wall engagement for the proximal and distal stent graft and
endoleak, and to confirm the positions of the stent components relative to the aneurysm and renal
artery. Finally, withdraw the guidewire and catheter and close the femoral artery incisions with the
standard surgical procedure.

6.3 Direction for use for Aortic Extension Stent Graft System

When Aortic Extension Stent Graft needs to be used, ensure that there is a minimum 1.5cm overlaps
between the Aortic Extension Stent Graft and Aorto-Uni-lliac Stent Graft. Completed the Aorto-Uni-lliac
Stent Graft deployment steps, except rotate the handle to open the Aortic Extension Stent Graft entirely
before releasing the proximal end of the suprarenal stent of the Aortic Extension Stent Graft.

7 Management Suggestions

7.1 Management suggestions for incomplete stent graft release

During the stent graft implantation process, if the rotation function and backward pull function of the delivery
system of the main stent graft fail and the stent cannot be released completely, it is suggested to take the
following steps to disassemble the grip of the delivery system, eliminate the fault, and restore to a simple
backward pull release system:
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a. Keep the outer sheath of the conveyor delivery system still, press the back ends of the two shell
parts of the front grip with fingers to enlarge the gap between the shells, insert the surgical scissors
into the gap, pry the front grip open, and remove it;

b. Use the surgical scissors to pry off the blue trigger on the sliding grip;

c. With the same method as in step b, squeeze the tail of the sliding grip in dislocation to enlarge the
gap between the two valve shells, pry the two-valve shells with the surgical scissors, and remove it;

d. Pull back the blue ring trigger sleeve (the part before the metal spring) to compress the spring. After
unlocking the screw gear, remove the screw gear sliding sleeve assembly from the screw gear. At
this point, the screw gear is in a half-loosened state. Check whether there is foreign matter in the
screw gear which may hinder the sheath movement;

e. After removing the obstacles, fix the screw gear and pull back the sheath connector (a white
translucent part) to withdraw the outer sheath and complete the further release of the stent graft;

f. There is a small hole on the left and right sides of the hemostatis valve hose connection at the end
of the screw gear. Use surgical scissors or hemostatic forceps to press the spring buckle in the
small holes at the same time, and pull the screw gear forward to further remove the screw gear,
facilitating further inspection and troubleshooting;

g. After the screw gear is removed, restore the delivery system to a simple backward pull release
system. Fix the transparent immobile pole joint (connected with the steel pipe) and withdraw the
sheath joint (connected with the blue sheath) to release the stent graft.

7.2 Management suggestions for stent graft deployment failure

During the stent graft implantation process, if the releaser is rotated to the farthest end and the later release
mechanism on the tapered tip end cannot be opened in unexpected cases, trying the following measures is
recommended:

a. Make sure that the releaser is rotated to the farthest end (toward the sheath) and kept there for
period. If the stent graft still cannot be released, slightly advance or withdraw the delivery system
(the operation needs to be carried out carefully under DSA monitoring to prevent stent graft
migration), and observe the deployment of the tapered tip end;

b. Under monitoring with DSA, carefully turn the releaser back to its original position in the opposite
direction. Use a compliant or semi-compliant aorta balloon, expanding the balloon in the main
segment of the Abdominal Aortic Bifurcation Stent Graft, anchor the stent graft, then try to release
the proximal bare stent graft again according to Step 6) in Section 5.2;

c. Introduce the capture device through the upper limb approach, try to capture the tapered tip of the
delivery system, rotate the releaser of the delivery system to the farthest end (towards the sheath),
fix the grip of the delivery system, and gently drag the tapered tip with the capture device to
facilitate the release of the later release mechanism.

Note: The above suggestions are only used as emergency measures under abnormal circumstances and
cannot replace the professional judgment of physicians. The above operations should not be attempted
during normal stent graft release.

7.3 Management suggestions for poor stent graft wall engagement or type | or Ill endoleak

After the stent graft is released, the balloons of corresponding compatible sizes can be delivered selectively
to the proximal end of the main bifurcated stent graft, the junction of the branch of the bifurcated stent graft
and the extension stent graft, and the distal end of the extension stent graft. The balloons can be expanded
to the sizes of the blood vessels, to facilitate the stent graft to engage the vessel wall and stabilize the stent
graft.A leak at the proximal or distal end of the stent or at the joint may be reconstructed to the vessel wall
using a balloon, but if the leak is severe and cannot be corrected by balloon expansion, it may be managed
by adding an extended stent to the already placed stent assembly.
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Note: Please refer to the device instruction manual for all operations.

8 Potential Adverse Event

Potential Adverse Events of the Yuranos™ AB, IE and AE Stent Graft System include but are not limited to
the following:
e Aneurysm enlargement
e Aneurysm rupture
e Thrombosis or vessel thrombosis
e Arterial injury
o Artery perforation
o Arteriovenous fistula
¢ Bleeding, hematoma, or coagulopathy
¢ Heart failure/myocardial infarction
e Turn to surgical operation
e Edema
e Sexual dysfunction
¢ Infections
¢ Nerve injuries, local or systemic injuries (e.g. stroke, paraplegia, paraparesis)
e Pulmonary Adverse Events
e Renal function injury or renal failure
e Wound infection and subsequent attendant problem
¢ Allergic reaction
e Anesthetic complications
e Arrhythmia
e Bowel complications
e Embolism
¢ Intercostal pain
e Shock
e Tissue necrosis
¢ Wound complications and subsequent attendant problems
e Death
e Device-related Adverse Events include but are not limited to:
+ Insertion and removal difficulties
+ Release difficulties
+ Failure to deploy
+ Inaccurate placement
+ Endoleak
+ Stent migration
+ Stent fracture
+ Rupture of graft material
+ Erosion
+ Stent thrombosis or embolization
+ Stent graft expansion
+ Stent graft twisting or kinking
Note: For any serious incident, the user or patient should report it to Lifetech at quality@lifetechmed.com or the

local sale representative of Lifetech and your local Competent Authority (CA).
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9 Summary of Clinical Data

“Clinical performance of the Yuranos™ AUI and AE Stent Graft Systems is supported by clinical data from
the Yuranos™ AB Stent Graft System and by bench and simulated use testing; no independent clinical data
are available for these components.”

10 Warnings and precautions

10.1

10.2

Summary of Clinical investigation in China

Please read all instructions carefully. Failure to follow the instruction for use may cause serious injury
to patients.

This product (including the stent graft and the delivery system) is disposable and cannot be used
again after sterilization or disinfection.

Please check if the sterile packaging is damaged or unintentionally opened before use. If yes, DO
NOT use damaged or open packages. And please follow your local or hospital’s rules to handle such
a situation.

Do not use if the sterile pouch is compromised in any way.

Please check the product carefully before use. If any damage is found or physicians think there is
any problem affecting the safety of use, please do not use it. Please follow your local or hospital’s
rules to handle such a situation.

Regarding safe disposal of the device or its package, please follow your local or hospital’s rules.
This kind of device is only used by physicians with endovascular interventional treatment skills
(including those trained on using this device).

The long-term efficacy and safety of endovascular graft exclusion have not been established. All
patients with endovascular graft exclusion are required to receive long-term follow-up to evaluate
their health and stent graft status.

After use, discard the products and packaging according to the policies of the hospital, regulations,
or local government.

STERILIE- DO NOT RESTERILIZATION-SINGLE USE ONLY. Do not reuse, reprocess or resterilize.
Reuse, reprocessing or re-sterilization may compromise the structural integrity of the device and/or
lead to device failure which, in turn, may result in patient injury, iliness or death.

Patient selection, treatment and follow-up requirements

Clinical studies have shown that inappropriate patient selection can reduce the clinical treatment effect,
even leading to endovascular treatment failure which requires surgical operation and causing an increased
risk of Adverse Events.

Patient condition should be evaluated before operation, including heart failure/infarction, pulmonary
Adverse Events, edema, and renal insufficiency.

After stent graft implantation, all patients need to be regularly monitored for stent graft status
(including stent graft endoleak, migration, shape and location changes, aneurysm enlargement, etc.)
at least once a year, by X-ray or CT with or without contrast;

There is a risk of continuous aneurysm dilation or other diseases at the stent graft placement site
after stent graft implantation, which requires secondary interventional operation or open surgery. A
persistent aneurysm dilation or leakage may cause aneurysm rupture.

Patients with infection after device implantation need antibiotic treatment.

During stent graft implantation or the second intervention, a standby vascular surgery team is
needed to promptly perform open surgery on patients in case of intervention failure.

The size and shape of the access vessels should conform to the general principles of interventional
operation, and match the size of sheath of the stent graft delivery system. Excessive curving blood
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vessels will increase the risk during stent graft delivery and release and the delivery system recovery,
increase the difficulty of operation, and even lead to operation failure.

Significant or circumferential calcification or mural thrombus within the treatment length may
adversely impact device patency

The Yuranos™ AUI and AE Stent Graft System products are not recommended for patients who
weigh more than 150 kg because obesity may reduce the accuracy of DSA.

Patients with systemic infection have an increased infection risk after intravascular stent
implantation.

Patients with coagulation disorders have an increased risk of endoleak and bleeding after stent
implantation.

The safety and efficacy of AUl and AE Stent Graft have not been evaluated in the following patients:

Patients with traumatic aortic disease

Patients with coagulation disorders

Patients with hereditary connective tissue disorders (e.g. Marfan syndrome, Ehlers-Danlos
syndromes)

Abdominal aortic aneurysm patients with thoracic aortic disease

Patients with acute systemic infection

Pregnant or lactating women

Morbidly obese patients

Patients under 18 years old

Patients with life expectancy of less than one year

Precautions during stent graft implantation

During stent implantation, anticoagulant therapy should be administered according to hospital or
physician advice. If patients are allergic to heparin, other appropriate anticoagulants should be
considered,

In order to reduce the risk of device contamination and its resulting infection, the time to stent
implantation after removing the sterilization barrier should be shortened as far as possible;

In the process of inserting the delivery system, it is necessary to keep the guidewire in position;

Do not bend the sheath of the delivery system, otherwise, the delivery system/or stent graft may be
damaged,

The DSA equipment must be used to observe during the delivery system introduction and delivery,
stent graft release, and delivery system withdrawal,

During stent implantation, a contrast medium should be used, which will increase the risk of
postoperative renal failure in patients with renal insufficiency;

If balloon catheters are used, do not over-expand or expand them outside the graft. Follow all
manufacturer's instructions for catheter operation;

When the delivery system needs to be rotated to adjust the position of the stent graft, it should be
rotated as a whole. It can only be rotated when the stent graft is not released completely. Once the
stent graft starts to deploy, the delivery system cannot be rotated. When the sheath is in a twisted
blood vessel, it may not be able to rotate along with the rotating grip. At this point, it is necessary to
consider withdrawing the sheath to a relatively straight segment of the vessel and then try to rotate it;
Incorrect stent graft release position may lead to endoleak or vascular blockage due to migration;
Inadequate anchorage of stent graft increases the risk of stent graft displacement, and the incorrect
release mode or stent migration may require surgical intervention;

During the introduction or withdrawal of the guidewire or the delivery system, if abnormal resistance
is encountered, please stop the operation and eliminate the cause of failure before proceeding to the
next operation;
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o The stent graft should not be used to block any vascular branches supplying blood to viscera or
limbs unless it is medically proved to be applicable.

10.4 Warnings on MRI safety and applicability

Non-clinical tests have shown that the Abdominal Aortic Stent Graft can be safely scanned on the following
MRI equipment:

Item Magnetic field conditions
Static magnetic field strength 1.5 Tesla 3.0Tesla
Spatial gradient magnetic field 2000G/m 1700G/m

Maximum whole-body average
specific absorption rate (SAR)
Based on the non-clinical test results, with thel.5T and 3.0 T MRI equipment, the maximum whole body
average specific absorption rate (SAR) of patients is 2.0 W/kg, and the local temperature rise due to stent
graft is no more than 2°C after 15 minutes of imaging. Under this condition, the one-sided artifact of the
image obtained with spin-echo sequence is not more than 20 mm, and the one-sided artifact of the image
obtained with gradient-echo sequence is not more than 20 mm.

2.0 W/kg with imaging for 15 minutes

11 Follow-up

Follow-up period

It is suggested that the clinical follow-up should be performed at 24 hours, 1 month, 3 months, 6 months, 12
months, and 24 months after implantation. The follow-up period can be adjusted as appropriate according
to the circumstances of each individual patient.

Methods used during follow up

According to the patient's condition, blood pathology, X-ray fluoroscopy, B-US, CTA, MRI or DSA
examinations can be performed.

Follow-up

e Aneurysm size

e Thrombosis

e Aneurysm pulsation

e Stent graft migration

e Endoleak

o Stent graft deformation or distortion

e Asecond interventional operation or surgical treatment can be considered for patients with the
following cases during follow-up
> Aneurysm enlargement by more than 5 mm
> Serious type | and/or type Il endoleak
> Persistent endoleak with dilated or non-dilated aneurysm
> Endoleak due to stent graft migration
> Stent graft broken or damaged

12 Shelf Life

Yuranos™ AUI and AE Stent Graft System is sterilized with ethylene oxide. The manufacture date and
expiration date of the product are shown on the label. The product labels indicate the safe use period, and
expired products shall not be used. Please use before the Expiration Date marked on the packaging label.
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13 Storage and Transportation Requirements

Yuranos™ AUI and AE Stent Graft System products should be stored in a clean, room temperature in a cool
place, keep away from sunlight, and keep dry.

During transportation, the products are strictly prohibited from being squeezed, wet or exposed to sunlight,
and must be handled with care.

The Yuranos™ Abdominal Aortic Stent Graft and the delivery system should not contact with organic
solvents (including alcohol).

14 Package and Label

Yuranos™ AUI and AE Stent Graft System are packed in PETG tray boxes and sealed with double-layer
Tyvek pouches. The Aorto-Uni-lliac Stent Graft System and Aortic Extension Stent Graft System products
are respectively packed in outer box with an IFU, and customer information feedback sheet.

The label indicate the product specification, manufacture date (sterilization date), validity period, batch
number, product barcode, sterilization mark, etc.

Symbols explanations are shown below table:

d Date of manufacture
g Use-by date

SN Serial number

LOT Batch code

STERILE Sterilized using ethylene oxide

Do not reuse

Consult Instructions for Use

= &

L
Ay
\ |

N
>

Keep away from the sunlight

-
N
-
-
-
[N

Keep dry

Non-pyrogenic

MR conditional

Do not use if package is damaged

Do not re-sterilize

Manufacturer

EX®®BF X9
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REF Catalogue number

A MR Conditional, for implant only
% Importer
@ Country of manufacture

© Double sterile barrier system

MD Medical device

UDI Unique device identifier

30°C
Temperature limit
10°C
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‘Manufacturer

Lifetech Scientific (Shenzhen) Co., Ltd

8F, LifeTech Scientific Building, No.22, Keji 12th Road South, High-tech Industrial Park, Yuehai Subdistrict, Nanshan District,
Shenzhen 518063, P. R. China.

Tel: +86 755 86026250

Fax: +86 755 86026251

Email: lifetechmed@lifetechmed.com

Document No.: LT-TS-491-02EN V1.0 27/01/2026
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Hepeo UCHONB306AHUEM OAHHO20 U30€TUA GHUMAMENbHO O03HAKOMbMECh C Hacmwlmeﬁ uHcmpyKuueﬁ no

WHCTpYKINS [0 TPUMEHEHNIO CHCTeMBI cTeHT-rpadToB Yuranos™ AUl u AE

RPpUMEHEHUIO. Hecoobnrooenue UHCMPDYKUUU RNRO RPUMEHEHUI0O Mojicem npueecmu K Cepbe3Hbim mpasmam

nauuenmoe.

1 Onucanue u3geaus

Cucrema crent-rpagrop Yuranos™ AUl u AE cocTOMT M3 TpeIBapuTeIbHO YCTAHOBIEHHOrO CTeHT-rpadrTa M
CHCTEMbI JOCTaBKM. B cocTaB CTEHT-rpa(ToOB BXOIAT AOPTO-YHHU-WUJICANBHBIA CTEHT-rpadT M CTEHT-rpadT s
YIUIMHEHHsI aOpThl, KOTOpPBIE COCTOST W3 METAJUIMYECKOro CTEeHTa (cmiaB HUTHHONA), rpadgra (I19T), moBHOro
Matepuana (I19T), cranpHONM MaHXKETHl B MECTE COCAMHEHMs CO CTEHTOM (HepxkaBerollas crainb 316L) u mapkepoB
(tantan). Ha ronoM cTeHTe aopTO-yHM-HIIEAIbHOIO CTEHT-TpadTa U aOpTaJbHOTO YIJIHMHUTENBHOIO CTEHT-rpadTa
uMeeTcs 3a3yOpeHHast CTpyKTypa. CucteMa JOCTaBKU B OCHOBHOM COCTOHMT U3 OOOJIOUKH, BHYTPEHHETO CEPAEUHHKA,
3aXBATOB, HEMOABMXHOTO CTEPXKHS M JPYIHX yYacTel; sl 00ecredeHus] 1OCTaBKY, YIPaBIECHUsI U BEICBOOOXKICHHUS
CTEHT-Tpa(TOB B OpPraHU3ME UEIOBEKA CHCTEMa JOCTAaBKH HMEET IMPOKCUMAIBHBIN CErMEHT ¢ THAPO(QUIBHBIM

MOKPBITUEM JIMHON 520 MM.

1.1  Crent-rpadt OpromHoii a0pThHI

BDL
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VA \ /
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(@) Aopto-yuu-mnbsk-crentT-rpadT (AUI) (b) Crent-rpadT st yamuHeHust aopThi (AE)

Figure 1 Cucrema crentoB Yuranos' VAUl u AE

(1: Touka ¢ ormeTkoii B popme OykBbI «O»; 2: TOUKA C OTMETKOM B (hopme HUPPBI «8))

Cucrema cTeHT-rpaTa Uil YUIMHEHWS AOpPTANLHOTO KOMIIOHEHTaYUranos HMeeT pasbeMHYI0 KOHCTPYKIHIO,
BKJIFOYAIOLLY IO a0pTO-YHU-UIICATbHBIN CTEHT-TpadT u YIUTUHSAIO I a0pTalIbHBIN CTCHT-TpadT.
AOpTO-yHHU-WIICANTBHBIN CTEHT-TPa(T COCTOUT U3 MPOKCHMAIBHOTO T'OJIOr0 CTEHTa, OCHOBHOT'O KOpITyca CTeHT-rpadra
W OJHOW ToAB3MOMHONW BeTBH. CTEHT-TpadT M YIJIUHEHHS aopThl BKIIOYAET MPOKCHMAJBHBIA TONBIH CTEHT H
OCHOBHOHW Kopmyc creHT-rpadra. OCHOBHOH KOPITYC a0pTO-yHH-HIICATIBHOIO CTEHT-rpa)Ta MOXKET COCAMHSATHCS CO
CTEHT-TpaTOM JUIA YUIMHEHHUS aopThl, 00pa3ysd eIMHYK KOHCTPYKIHMI0. Kaxapldi CTeHT-rpadT OTAEIBHO
3arpy’kaercsi B COOTBETCTBYIOLIYIO CUCTEMY JIOCTABKU IS BBEIECHUS B COCYAUCTYIO CUCTEMY YEIOBEKA BO BpeMs
MEIULIMHCKOW MPOLEAYPHI.

CreHT-TpadT COCTOMT M3 CBEPXITACTUYHOTO HUTHHOIOBOTO CTEHTA M MOKPBITUA M3 [1DT-TkaHu, KOTOPOE KPEmUTCs K
METAJNTAYECKOMY CTEHTY ¢ TIOMOMNIpI0 ImBa. Ilocie WMIUIaHTaMW CTEHT-TpadTa B OpPraHu3M dejoBeKa

CBerBJ’IaCTH'—IHBIfI METAUIMYECKHH CTEHT oOecreunBaer AOCTAaTOYHYIO U CTa6I/IJ'II>Hy10 CUIIy PpacCKpbITHs,
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WHCTpYKINS [0 TPUMEHEHNIO CHCTeMBI cTeHT-rpadToB Yuranos™ AUl u AE

MO3BOJISIIOINYI0 Pa3BEepPHYTh CTEHT-TpadT M 3aUKCHPOBaTh €ro B HYKHOM INONOKeHHH. CTEHT 0e3 HMOKPBITHS C
3a3yOpMHaMU OOECIIEUUBAET JOCTAaTOYHYIO CHJIy 3aKpeIUICHMs, MpPelOTBPAIAMOLIYI0 CMEIIEHHEe CTeHT-Tpadra.
TxaHeBbIit TpaT MOXKET CIYXHUTh aNbTEPHATUBHBIM KAaHAJIOM IJIi KPOBOTOKA B COCYAUCTOM CHCTeME MalUeHTa,

H30IUpyst aHeBpI/I3MaTI/I'-I€CKI/II\;I MCHIOK OT KPOBOTOKAa U AaBJICHHUS, YTO CHHUIKACT PUCK pa3pbiBa aHEBPHU3MBbI.

1.2 Cucrema nocraBku creHT-TpadoB AUl u AE

I

®DE w
b o ¢ be
Konnueckuit MapkupoBoyHas
1 2 AUl unu AE 3
HaKOHEUHHK JIeHTa
®uken ast
4 pyiort 5  KpemnexHsbIii aHKep 6 HenonsuxHbli cTONO
KpBIIIIKa
Ckonp3gias
7 OO6omouka 8  Tlepennss pykosiTka 9
pYyKOsITKa
10 Kypok 11  BunToBas mepengada 12 3agsss pykositka
[TpokcumanbHbII .
I'emocraruueckuit
13  cermeHr 14  Coepunutens Jrospa 15
KJanaH
CITyCKOBOT'O
MeXaHH3Ma
16 Pasbnokupyromias
3amiesnKa

Pucynok 2. Cucrema nocraku creHt-rpagros AUl u AE
1.3 TexHuyecKHe XapaKTEPUCTHUKH YCTPOICTBa

Kak ycrpoiictBo AUI, Tak u ycrporictBo AE mpeaBapuTenbHO YCTaHOBJICHBI Ha COOTBETCTBYIOIIHUE CHUCTEMBI
JIOCTaBKH W TIOCTABJIAIOTCSA B cTepriibHOM BUe. CucteMbl AUl 1 AE mocTyIHEI B CIISAYIONIMX JJTUHAX U HaAMETpax,
Kak IMOKa3aHo B Tabmmiax 1, 2 u 3 Hmke.

Tablel. Texuuueckue xapaxrepuctuku Crent-rpadt Yuranos™  Aopro-yHu-unbsk-crent-rpapr  (AUI)

Enunanna namepenus: Mm

Juametp Jlnmna Jlnmna
IIpoxcumanbHbIi
JAUCTAILHOTO OCHOBHOT'O MOKPBITOrO Jnuna
CerMeHT Cucrema
Xapakrepucruka™ KOHIA KopIyca u yuyacTka HENOKPbITOro

OCHOBHOTO JAOCTABKH

JJTMHHOI JJIMHHOI BETBH OCHOBHOTO crenTa (L3)
Kxopmyca (D1)

BeTBH (D2) (L1) Kxopmyca (L2)
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100, 110, 120,
AUI-20XX-WW-YYY 20 10 50, 70 16 18F
130, 140, 160
100, 110, 120,
AUI-22XX-WW-YYY 22 10 50, 70 16 18F
130, 140, 160
100, 110, 120,
AUI-24XX-WW-YYY 24 12 50, 70 16 18F
130, 140, 160
100, 110, 120,
AUI-26XX-WW-YYY 26 12 50, 70 16 20F
130, 140, 160
100, 110, 120,
AUI-28XX-WW-YYY 28 12, 14 50, 70 16 20F
130, 140, 160
100, 110, 120,
AUI-30XX-WW-YYY 30 12, 14 50, 70 16 20F
130, 140, 160
100, 110, 120,
AUI-32XX-WW-YYY 32 12, 14 50, 70 16 20F
130, 140, 160
100, 110, 120,
AUI-35XX-WW-YYY 35 12, 14 50, 70 16 20F
130, 140, 160
L2
—— =
H"h,\ ..':_-::‘31 <:,‘)l ‘::‘5‘__ \
= -g < ;;{ﬁ e
> > > >ESsss2=224

L3

L1

X AUL-ZZXX-WW-YYY — s10 cienudukauys cucteMsl crenra-rpadgra Yuranos™ AUI, rae ZZ — npoKkcUMalbHbIN JMaMeTp

ocHoBHoro kopmyca (D1), XX — nucranshsiii quamerp aauHHO#M BetBH (D2), WW — myinHa nmokpeITHs OCHOBHOrO Kopiyca (L2),

a YYY — [yiMHa MOKPBITHSL OCHOBHOT'O KOpITyca U JUTMHHOM BeTBH (L1).

Table2. Cponuas Tabnuia TEXHUYECKMX XapaKTEPUCTHK a0pPTAIbHOIO yIuHAoIEro crent-rpadra Yuranos™ (AE)
Enunanna n3mepenust:
MM
Jnamertp JlJInHA NOKPBITOro Jdauna
IIpoxcumaibHbIi Cucrema
XapakrepucTuru X JUCTATBHOIO y4yacTka cTeHT-TpadTa Ge3
cermenT (D1) JIOCTABKHU
KkoHua (D2) creHT-rpadTa (L1) nokpbiTus (L2)
AE-20XX-YY 20 20 40, 60 16 18F
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AE-22XX-YY 22 22 40, 60 16 18F
AE-24XX-YY 24 24 40, 60 16 18F
AE-26XX-YY 26 26 40, 60 16 20F
AE-28XX-YY 28 28 40,60 16 20F
AE-30XX-YY 30 30 40, 60 16 20F
AE-32XX-YY 32 32 40, 60 16 20F
AE-35XX-YY 35 35 40, 60 16 20F
e — =
~ _::ac‘“:a
) "‘;»<‘~ = o
<< <
el 7
L2 L1

* AE-ZZXX-YY — 310 crienudukanyst cuctembl crent-rpadgra Yuranos™ AE, rie ZZ — npokcumanbheblii auametp (D1), XX —

muctansHbli nuametp (D2), a YYY — nimna nokpsitus crent-rpadra (L1).

Table3. Cgonnas TabnuIa TEXHUYECKUX XaPAKTEPUCTHK CHCTEMBI JOCTABKH (B MM)

HaumeHoBaHMe cCTeMbl JOCTABKH JJIs1 .
BHemnuii guamerp IdpexTuBHAA
a0IOMHHAJIBHOIO A0PTAJBLHOIO XapaKkTepuCTHKHA
o6osrouku (OD) aauna (LO)
CTeHT-rpara
18F 6,00
Cucrema jocraeku (mpumenumo k AE/AUI) 520
20F 6,67

Table4. CocraB marepnaioB cTeHT-rpadTa

Kondurypauum koMnoHeHTOB cTeHT-TpadTa CocTaB MaTepHAIOB

Hurraon (5659 % mo macce),

Hep:kaBeromas craib (4—7 % 1o macce),
Aopro-yHu-uneanbHblii crent-rpadr Yuranos™ (AUI) I[Mnenounoe nokperrue (1T, 23-26 % 1o macce),
Tanran (5-10 % mo macce)

ot matepuan (PP, 1-9 % mo macce)

Hurraon (51-56 % mo macce)

170
AopTanbHBIA  YIUIMHUTENBHBIN  cTenT-rpadgT Yuranos™ Hepoxaperomas cranb (8-12 % o macce)

ITnenounoe mokpertue (I19T, 24-33 % mo macce)

(AE) Tanran (1-4 % 1o macce)

[osusrit Matepunain (PP, 5-7 % mo macce)

Bpalm 00/1)#CHBL cmpozo coonwoamos npueedeunble HUJICe NOKA3AHUA U NPOMUBONOKA3AHUA, 6 NRPOMUGHOM CiyHuae

nauuenmam modrcem Obtmb Hanecen cepbe3ubu2 8[18@.
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2 Ha3nayeHue

WHCTpYKINS [0 TPUMEHEHNIO CHCTeMBI cTeHT-rpadToB Yuranos™ AUl u AE

Cucrema cteHt-rpadTa /s GproutHoi aopTel YUranos'™ juis JiedeHns: aHEBPU3M HUIKE TIOUEK.

Ienesast rpynmna nanueHTOB IpeCTaBIeHa CASAYOIUM 00pa3oM:

(1) Bspocible TANUEHTbI, MY>KYHHBI WK JKCHIIAHEL,

(2) Muamerp MPOKCHMAITBHOTO CErMEHTA MICHKH aHEBPH3MBI OPIOIIHOM a0pThI cOCTABMsAET OT 17 MM 110 32 MM;

(3) MnuHa medku MPOKCHMAJIBHON aHEBPU3MBI OpIOIIHON aopThl cocTaBiseT 10 MM wiau Gonee, a yroia HIEHKH
IIPOKCUMAJIBHOM aHEBPU3MBI COCTABIAET 75 TpalycoB MU MEHEE;

(4) Huamerp 0o6nacTd MPUKPEIUICHUS TTOAB3IONIHOM apTEPHUH COCTABIISET OT 8 MM 110 22 MM;

(5) MHnuna obmacty 3aKperuiCHHs MOAB3IOUIHON apTepruu cocTaBmsaet 15 MM wim Goree;

(6) TlamueHTHI C AAEKBATHBIM JOCTYIIOM K MOAB3IONIHON MM OCIPECHHON apTepuu.
3 Kaununyeckue npeumymecTBa

Ipumeuanue: [Tocne 3anmycka BeO-caiita EUDAMED xkpaTkoe u3noxeHre TaHHBIX 0 0€30MaCHOCTH ¥ KIIMHUYECKOH
s¢pdexruBHocTn (SSCP) moxkno HaliTu o azapecy https://ec.europa.eu/tools/eudamed, ucnons3ys 6azoseiii UDI-DI:
69383701004900VX.

4  IlporuBomokasaHusi

T[IpOTHBOMOKA3aHUAMH K IPUMEHEHHNIO crucTeM ctenToB Yuranos™ AUl u AE seisorcs:

(1) TamueHTsI € OCTPOM CHCTEMHON HH(EKIHCH;

(2) TamueHTs! C ME3EHTEPHUATBHBIM KPOBOTOKOM, OOCCIICUMBAEMBIM TMPEHMYIIECTBEHHO HIKHEH OpBIKeCIHOM
aprepue;

(3) IMarmeHTsI ¢ OMOTHUTEILHOMN MOYEUHON apTepuei, OepyIiei Havyaao OT OPIOIIHOW apTepHH;

(4) TlanueHTsl, y KOTOPBIX HAOIIOAAETCS ajIepruyecKasl peakiiys Ha YCTPOHUCTBO;

(5) IManuenTsl, He EpeHOCSIINE KOHTPACTHBIC BEIIECTBA W3-3a IOYSYHON HEIO0CTATOYHOCTH;

(6) IMamuenTsl, cTpajaroNye ajulepruell Ha KOHTPACTHBIC BEIIECTBA,;

(7) AwueBpH3MBI MICHKH C TPOMOOM;

(8) JKeHIInHBI, HAXOMAIIHNECS B OMIOKEHUH WA KOPMSIIHE TPYIABIO.
5 IloaroroBka mepea UMILIAHTANUEH

[Tepen ucmonbp3o0BaHMEM YCTPOMCTBA BHUMATEIHHO O3HAKOMBTECh C MHCTPYKLIHMEHW MO mMpuMeHeHuto. [IpuBeneHHbIE
HIDKE WHCTPYKIMH IPEACTABISAIOT CO00H 0a30Bble PEKOMEHOAIMHM II0 YCTAHOBKE YCTPOWCTBAa. B03MOXHEBI
OTKJIOHEHHS OT ONMHMCAHHBIX HIDKE Ipouedyp. JaHHbIe HHCTPYKINU MpeTHa3HaYeHBI I IOMOIIU Bpady, a He I

3aMeHBI €ro MPo(heCcCHOHAIBHOTO CYKICHHUS.
5.1 Heo0xoquMble MaTepHAIbI

e  Caepxukectkuii mpoBomauk 0,035 moiima (260 cm);

e Karerep Tumna «uurreim

e  Xupypruveckue HHCTPYMEHTHI JJIs TPAIUIMOHHOrO paspes3a OeapeHHOM apTepuu;

e  VHCTpYMEHTHI ISl TyHKITUH;

e  AnruorpapuuecKue KaTeTepsl Ta KaTeTephl 1T MApKUPOBKH;

e Pasznuunbie OajUTOHHBIE KaTeTephbl (IS PacIIMpeHus] KPOBEHOCHBIX COCYIOB Iepel MMILIAHTAIMed CTeHTa
WM JJISL PACIIMPEHHS CTEHTA [TOC/IE €r0 MMITJIaHTAINN);

e  KoHTpacTHOE BEIECTBO;

o Anmapatypa it QIr0OPOCKOMMYECKON BU3yalln3alui ¢ MH(POBOK CYOTpaKIMOHHOW aHTHOrpaduei;

o  [IInpuisl U1 MHBEKIUH MO BHICOKHM JIaBICHUEM;

e PacTBOp remapuHa B (M3HOJIOTHYECKOM PacTBOPE;

L JIro0ObIe HpI/ICHOCO6J'IeHI/IH, KOTOPBIC OHCpaIOH_II/Iﬁ Bpa4d COUYTET HCO6XOZ[I/IMLIMI/I U IPOBEACHM A OIICpalnu.

5.2 MexaucuumjinHapHasi KOMaHAa, 00JaJaias COBMECTHBIM ONBITOM TIPOBEAEHHUS TPOIEayp C
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5.3

HCII0JIL30BAHUEM:

MecTHOI aHeCTe3UHU UM OOIICH aHeCTEe3UH;

BckpriTue 6enpeHHoil aprepun, apTepuoTOMUS U PEKOHCTPYKIIUS
Hcnonb3oBaHuEM TpaJIMLIMOHHBIX MPOBOTHUKOB U KATETEPOB;
NuTepnperanueit GaroopoCcKoMUYecKrX U aHTHOTPaQUUeCKUX U300paskeHUH ;
AHTUOILIACTHKOM,;

YcTaHOBKa 3HI0BACKYISIPHOTO CTEHTA;

Hannexaiee ucrnonb3oBaHle peHTTEHOKOHTPACTHOTO BEILIECTBA,;

Metoapl MUHUMH3AIUK PAJHAIIOHHOTO 00MyYeHHUS,

OnbIT B NPUMEHEHUH HEOOXOMUMBIX METOZ0OB HAOIONICHHS 32 TIAIIUeHTaMH,
BckpoiTue OenpeHHOI apTepiy, apTepUOTOMUS U PEKOHCTPYKIIUS;

OmBIT B TPAAUIIMOHHON COCYIUCTON XUPYPruu Ha ciiydail BosMoxkHOH Heynaun EVAR.

HO}]FOTOBKa nmanueHra

N3mepenune AauHbI MPOKCUMAIBHOTO CETMEHTAa MISHKH a0pThl M BHYTPEHHETO IUaMeTpa CoCyna;
N3mepenue yrna Mex 1y meidkod aHeBpU3MbI M CaMOM aHEBPU3MOH, T. €. YIJIa IIEWKH aHEBPU3MBI;

OrneHka KayecTBa IEHKA aHEBPU3MBI;

[TonTBeprkIeHNE MPUTOMHOCTH MOPQOIOTHH COCYAOB MAIEHTa JJIsl SHIOBACKYIISIPHOTO JICUSHUS;
[IpoBeneHue Bcex HEOOXOAMMBIX PYTHHHBIX aHATTU30B U 00CIICIOBAHHMN, & TAKIKE MOHUTOPHHT BaKHBIX
MOKa3aTeNei )KU3HEHHO BaXKHBIX (DYHKITHIA;

JKuzHeHHO BaKHBIC MTOKA3aTEeNH, CBSI3aHHbBIE C aHECTEe3NEH, aHTUKOATYJSTHTHOM Tepanueil u anruorpaduei,
KOTOpPBIE HEOOXOANMO KOHTPOIMPOBATH B COOTBETCTBHIH C PYTHHHON MPaKTUKOM;

KoppekTupoBka moiokeHus MmalueHTa TakKuM 00pa3oM, 4To0bl 00JIaCTh OT JYTH aOpThI 0 OUypKaIiH
MTOAB3IOIIHEIX apTepuii ObIIa MOMTHOCTHIO JOCTYIIHA ISl PEHTTEHOBCKOTO 00CIECIOBaHMS;

OOGecnieueHne aJIeKBATHOTO JAOCTYIIA K ITOAB3ONTHON/OepeHHON apTepry 1 O0HaKeHUE 00enX OepEeHHBIX
apTepuii C NCIOMB30BAaHIEM CTaHAAPTHBIX XUPYyPrUIECKUX TEXHHUK;

Cucremarnieckast MOATOTOBKA C HCIONB30BAHIEM aHTHKOATYIISTHTOB (€CIH Y MAllMeHTa aJuIeprus Ha

refapyH, BEIOSPUTE TOAXOMSIIYIO aJTBTEPHATHBY).

5.4 TIloaroroBka u3aeami

Pasmep crenT-rpadTa ciemyer BHIOUPATh B COOTBETCTBUY C BHYTPEHHUM ITHAMETPOM COCYAA, TIPH STOM
MIPOKCUMAITGHBIN U AUCTATBHBIA AUAaMETPHI BEIOPaHHOTO CTEHT-rpadTa JOMKHEL cocTaBmIATh ot 110% mo
120% oT BHYTpeHHETO AuaMeTpa Cocyaa B 30HE UMIUIaHTaLUH;

Jlmmay crent-TpadTa AUl criexyer BHIOWpATh HCXOMS M3 ITMHBI HHQPpapeHAILHOW YacTH OPIOIITHOM a0pThI U
MOAB3IOIIHOM apTepun. Kak mpaBuio, AUCTambHas 30HA 3aKpeIUICHUs JOJDKHA COCTABIISATh HE MeHee 15 mMM;
[IpoBepsTe 1 ydenuTech, 4TO YIIaKOBKA HE MOBPEXKIIEHA B pe3ylbTaTe TpaHCIIOPTUPOBKH. Ecii yrmakoBka
MOBPEXIeHA WK CyIIECTBYeT MOTCHIUANBGHBIN PHCK HapyIICHUS CTCPHIBLHOCTH FUTH TTOBPEXK ICHISI M3CIH,
MOXKaITyicTa, He HCIIONB3YiTe ero U BepHuTe B KoMmmanuto Jlatiprex Caitentnduk (I1Isnpuwxsnp) Ko., JITn.;
[Mocne ompenenenus pa3mMepa CTEHT-rpadTa pacHaKyiTe BHEIIHIOW YITAKOBOUYHYIO KOPOOKY IIPOAYKTa
COOTBETCTBYIOIIETO pa3Mepa H U3BJIEKUTE MPOLYKT BMECTE C JUATM3HBIM MakeToM. OTKPOHTE AUATH3HEINA
MAKeT ¥ U3BJIEKUTE CUCTEMY CTCHT-TpaTa B CTEPHIIBHBIX YCIOBHAX. BHUMAaTEILHO TPOBEPETE, HET T
CKJIAZIOK Ha TIOBEPXHOCTH 0OOJIOYKH CHCTEMBI JOCTABKU M XOPOIIIO I KOHMYECKHH HAKOHEYHUK TIepPEIHeH
9acTH BXOIHT B OTBepcTHE 000M0uKH. ECii yIrakoBKa MOBpeKAeHA HITH IPOAYKT OBPEKICH, TOKAIYICTa,
HE UCIOIB3YHTE €rO0.

[pumeuyanne: Ecnm MexIy KOHMYECKAM HAKOHCYHHKOM M OTBEPCTHEM B OO0ONOYKE HAOIIOmaeTcs
HeOONBIION 3a30p (ITO SBICHHE BHI3BAHO €CTECTBEHHBIM YKOPOUCHHUEM MarepHania 00O0I0YKH), YCTPOHCTBO
MOKHO TMPOIODKATh KCIIONB30BaTh B OOBIYHOM pEXKHME IIOCIE MPHHATHS COOTBETCTBYIOIIUX Mep.

CymiecTByeT HECKOIBKO CIIOCOOOB YCTpaHEHHWs 3a30pa B CHCTEME JOCTaBKH OH(YpKaIlMOHHOIO
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creHT-rpadgra: 1. CHEUMHUTE pa3OIOKUPYIONIYIO 3allelIKy Ha KOHIIE CHCTEMBI JOCTAaBKA H IOBEPHHUTE

WHCTpYKINS [0 TPUMEHEHNIO CHCTeMBI cTeHT-rpadToB Yuranos™ AUl u AE

¢uKcaTop Ha KOHIIE NPOTHB YacOBOM CTpeNKd (B HalpaBIEHWH, ITPOTHBOIIOIOXKHOM CTpPENKE), YTOOBI
3aTSIHYTh BHYTPEHHUH cepieuHuk; 2. Ecnu Mexay nepenHeid U CKONb3sied pyKoATKaMU MMeEeTcs 3a30p,
CKOJIB3SILYI0 PYKOSITKY TaKKe MOXHO IOBEPHYTb BIiepern; 3. B kauecTBe albTepHAaTHBbI AKKypaTHO BCTABBTE
KOHHYECKHH HAKOHEUHHK B O00ONOUKYy, YTOOBI YCTPAaHMUThH 3a30p MEXKAY HUM U OOOIOYKOH, mocie 4ero
u3ieNnue MOXKHO Oy#eT HCIIONb30BaTh B OOBIYHOM pexuMe. B ciydae ¢ creHT-rpagToM A YUIMHEHHS
MOZB3/OIIHOTO KOMIIOHEHTA, €CIIM MEXTY KOHHYECKUM HAKOHEYHHKOM U OTBEPCTHEM OOONOYKU HMEETCS
HeOOoNbIION 3a30p, 0CNA0BTEe KPBIIMIKY KOHUYECKOr0 HAaKOHCUHMKA Ha KOHIIE 3aXBaTa BHEIIHEW O00OIOYKH U

cJerKa BCTaBbTE KOHMYECKHI HAKOHEUHHUK B OGOJ'IO‘IKy IUIst HOPMAJIbHOI'O UCIIOJIb30BaHUA.

6 Ilpouexypa UMILIAHTAIUH

6.1 TIloaroroBka mepea UMILIAHTAIUEH

e Iloacoenqunute MMpUI] K FEMOCTaTUYECKOMY KJIAllaHy M COEIMHUTEN0 JIro3pa COOTBETCTBEHHO, a 3aTeM
MPOMONTE BHYTPEHHIOIO TOBEPXHOCTh OOOMOYKM W  TMOJOCTh JJIsi TPOBOJAHHMKA  CTEPUIIBHBIM

renapuHU3UPOBAHHBIM (PU3HOJIOTMYECKUM PacTBOPOM, KaK MOKa3aHO Ha PUCYHKE 3.

Pucynok 3. [IpombIBKa cHCTEMBbI CTEHT-rpa)Ta CTEPUILHBIM IFeNAPUHU3UPOBAHHBIM

¢uszHnoI0OrHYecKMM pacTBOPOM

e [Iporpure HAPYKHYIO IIOBEPXHOCTH OOOIOUKH CTEPHIILHBIM TelTapuHI3NPOBAHHBIM (hHU3HOIOTHISCKIM

PacTBOPOM ISl aKTUBAIMHU THAPO(PHUILHOTO IIOKPHITHS Ha 000I0UKE, KaK IMOKAa3aHO Ha PHCYHKE 4.

Pucynox 4. IIporupanme cucteMbl cTeHT-rpagra CTePUJILHBIM TeNapHHU3UPOBAHHBIM

¢u3zHoIOrNYecKMM PACTBOPOM
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e Oronute OenpeHHYIO apTEPUIO C UCIOIL30BAHUEM CTaHAPTHBIX XUPYpPrUdecKUX npoueayp. Beeaure
cBepxxecTkuil nposonHuk 0,035 mroiima B OepeHHYIO apTepHIO U MPOABUTaiiTe MPOBOAHUK MO KOHTPOIEM
DSA 1o Tex mop, oka nepeaHuil KOHeI IPOBOJJHHKA He JIOCTHUTHET OPIOITHOM aOpThI BBIILE OTBEPCTHS

MMOYEYHOMN apTepun, KaK IIOKa3aHO Ha pUCYHKC 5.

ANNA

Pucynok 5. CBepxikecTKMii NPOBOJHMK JTOCTUT HYKHOIO MOJI0KEHUSI

Ipumeuanue 1: [Tepen uMIuTaHTaIMEH ONEPAIIMOHHBIN CTON JOJDKEH OBITh YACTBIM U YIOPSI0UYEHHBIM, YTOOBI
MPENOTBPATHTh IOMEXH CO CTOPOHBI JPYTMX YCTPOWCTB WM MPEIMETOB (TaKMX KaK XUPYPrHUCCKUE HIHIIIIBI,
Mapisi ¥ T. J.), HAXOASAIIMXCS Ha OIEPAallMOHHOM CTOJNIC, MPU BBEICHHWU, BHICBOOOKICHUU WM HW3BICUCHUH
CUCTEMBI CTEHTA.

Ipumeuanme 2: [locie BBeneHUS YCTPOMCTBA B OpPraHM3M YEJIOBEKa BCE OINEpAIMU CIEAYET MPOBOIUTH
OCTOPOXHO 11071 KoHTposieM nipudopa DSA. [1pr BO3HUKHOBEHHH HEHOPMAJIBHOTO COMTPOTHBIICHUS] HEMEIJICHHO
IIPEKpaTUTE ONEpaLMI0 M IPUCTYHAlTe K CIENyIOIIeMy ATally TOJIBKO IOCJIE€ YCTPaHEHHs HEHOPMaJIbHOI'O

SIBJICHU .

6.2 HHCTpyKUHS M0 NIPUMEHEHUIO CHCTEMBI A0PTO-YHH-WIHSKAJIBHOI0 CTeHTa-rpadTa

1) VYmepxuBaiiTe reMOCTAaTHUSCKUI KIIallaH Ha KOHIIE CHCTEMBI JIOCTABKH B HAIIPABJICHUH, IPOTHBOIIOI0KHOM
OIIEpaTopy, U BBEIUTE CHCTEMY JOCTABKH CTEHT-Tpad)Ta AOPTO-YHH-MIBIK-CTEHT-TPadT BIOIb IPOBOIHUKA
(omuHOYHASI TOAB3IOIIHAS BETBb M TEMOCTATUYECKH KIAlaH HAXO/ATCS Ha IPOTHBOIIOIOKHON CTOPOHE

CHCTEMBI JOCTAaBKH, KOTZIa CTEHT-TpadT YCTAHOBJICH B HEH).

Pucynok 6. Mecto Ha aHeBpU3Me OPIOIIHON A0PThI, KyAa

BBOIMTCH CHCTEMA JOCTABKH CO CTCHTOM
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2) OnpeﬂenHTe HalpaBJICHUSA €IMHCTBEHHOM TOJIB3IOIIHON BETBU CTeHT-Fpa(l)Ta. HaHpaBJ'ICHI/ISI BCTBU

WHCTpYKINS [0 TPUMEHEHNIO CHCTeMBI cTeHT-rpadToB Yuranos™ AUl u AE

CTeHT-rpad)Ta PeryIHpYIOTCS IyTEM ITOBOPOTA CHCTEMBI IOCTaBKH. B KauecTBe OpHEHTHPOB JUIsl PETYITHPOBKU
TIOJIOYKEHHN S EANHCTBEHHOH ITOAB3IONIHON BETBH MOXKHO HCIONB30BaTh «O»-00pa3HbIi Mapkep « » U
«8»-00pa3Hblif Mapkep Ha MPOKCHMaIBHOM KoHIle rpadra (Mapkep B popme «0» pacronoxeH co CTOPOHBI
©IMHCTBCHHON MO/IB3/I0IIHOM BETBHU ), TAKUM 00pa3oM, 4TOOBI «8»-00pa3Has MeTKa Ha IMPOKCUMAJIbHOM KOHILIE
CTeHT-rpaTa Bceraa HaXoIuJIach CO CTOPOHBI BETBHU, PACIIOI0KEHHON Ha MPOTUBOMOIOKHOI CTOpOHE
nanueHTa. OKOHYATEeIBHOE MONOKEHUE OMMHOYHOM MMOB3I0LUIHON BETBH CIEAYET MOATBEPAUTD 10
«O»-00pa3HBIM METKaM Ha BETBH (OT MecTa pa3BeTBICHHS Ha OAWHOYHOM TTOJB3IOIIHON BETBH NUMEIOTCS JIBE

nocieioBaresibHble «O»-00pa3Hble METKH, KaK OKa3aHO Ha PUCYHKe 1).

IIpumeuanue: Ecnn KOHMUSCKHI HAKOHEYHHK CHCTEMBI TOCTAaBKM HE MOXKET IIOBOPAYMBATHCS, BCIO CHCTEMY
JOCTaBKH MOXKHO YaCTHYHO BBITAILIUTH, YTOOBI PACHOIOKUTH OOOIOYKY CHCTEMbI HOCTaBKH B OTHOCHUTEIIBHO
MPSIMOM CETMEHTE COCY/A, IOCIIE Yero MOKHO MTOBTOPUTH HOMBITKY IIOBOPOTA ISt KOPPEKTUPOBKH OPHEHTAINN

CTeHT-TpadTa.

3) VYcraHoBHTE MPOKCHMAIBHBIH KOHEI CTeHT-TpadTa. OTperyaupyiite CHCTEMY AOCTABKH TAKHM 00pa3oM,
910081 «O»-00pa3Hast u «8»-00pa3Hasi METKH Ha HaYaJIbHOM KOHIIE CTCHT-rpadTa HaXOXMINCh HAa HUKHEM
Kpae OTBEpPCTHsI HUXKHEN [I0YEUHOM apTepuu.

4) Memrenno BeicBoOoaUTE cTeHT-TpadT. [Tox kouTpomem JJCA Kpenko yaep:KuBaiTe IEPEIHIOK PYKOATKY
JICBOM PYKOH U TIOBOpAauUMBAKMTE CKONB3AIIYIO PYKOSTKY IIPOTHB YaCOBOM CTPENKH MpaBoil pyKoH, YTOOBI
MEJUICHHO BBICBOOONTE HE3ALUIICHHBIN CTEHT-TpadT 1 MepeIHi CerMeHT CTeHT-TpadTa 10 TeX mop, IoKa
0 KpaliHel Mepe OlHa CIIUpaJlb CTEHT-IpadTa MOITHOCTHIO HE 3aLENNTCA 32 CTEHKY COCY/Ia, KaK MOKa3aHo Ha
pucyHke 6.

Jo Toro xak creHT-TpadT 3ahUKCHPyeTCa Ha CTEHKE COCY/a, IPOKCHMAIBHBIA CETMEHT CTEHT-IpadTa MOKHO CHOBa
CJIETKa OTPETYAUPOBATh. PerynmupoBKy cieayer npoBOIUTh OCTOPOKHO 1o KoHTposieMm JICA, 4ToObI MPeoTBPATUTD

TIOBPEKJACHUC SHAOTCIINA CTCHT'Fpa(l)TOM MJIIN €0 HAKOHCYHUKOM.

Ipumeuanue 1: [lepen BHICBOOOKIIEHNEM CTEHT-TpadTa JEpKUTE OTKPHITYIO OOOIOYKY POBHO U YOSTUTECH,

YTO MOJIOKEHUE NIEpeIHEN PYKOSATKH HE U3MEHUIIOCh.

Mpumeuanue 2: [Ipu ocBoOOKIEHUY CTeHT-TpadTa 000I0UKa OyJIeT cMenaThes K BHYTPEHHEH 4acTh 3axBaTa
C TOMOIIBIO CKONB3SIIEro 3axBara. B 3TOT MOMEHT HEOOXOIMMO IPEIOTBPATUTh HAMOTAHUE MMOCTOPOHHUX
MPEAMETOB (TaKMX KaK Maplis, XHpyprudeckas candeTka u T. JI.) Ha OBEPXHOCTh 00OJIOUKH M MX TIOTaJaHue B

3a30p MEXITy 00OJIOYKOHN ¥ IMEPEAHUM 3aXBaTOM, YTOOBI HE IIOMEIIATh OCBOOMKICHHUIO.

()

N

|
P AINS

Pucynok 7 MenseHHo ocBo0oauMTe CTeHT-TpadT

5) BeicTpoe BeICBOOOXKICHUE CTeHT-TpadTa. J[jist GBICTPOro BEICBOOOK IEHHS CTEHT-rpadTa HEOOXOIUMO
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YIEP)KUBATh MEPEITHIOI0 PYKOATKY JIEBOH PYKOH, 4TOOBI CTaOMIN3UPOBATH CHCTEMY JIOCTaBKH CTEHTA,
YIep)KUBATh KypOK OOJBIIMM HaJIbIIeM PaBOi PYKH B 33/ IHEM IIOJIOKEHUH, CHATh BUHTOBOH (hUKCAaTOp U
MOTAHYTH CKOJB3SIIYIO PYKOATKY Ha3aJl, YTOOBI OBICTPO BBICBOOOAUTD CTEHT-TpadT. OTHOBPEMEHHO BEIOCH
HaOJfo/IeHNe 32 MPOLIECCOM BBICBOOOXKIEHUS CTEHT-TpadTa 1mox KOHTpoIeM HU(PPOBOI CyOTpaKIIMOHHON

anruorpaduu (DSA) 710 MOTHOTO BRICBOOOKACHHUS OJMHOYHOTO ITOB3IONIHOIO cTeHTa. Kak mokazaHno Ha

)

Pucynok 8. OquHOYHBIN MOAB3I0MIHBIA CTEHT MOJHOCTHIO BHICBOOOKIEH

pucyHke 8.

6) 3arem 0cBOOOAMTE MPOKCHMAIBHBINA CETMEHT CTeHT-rpadTa. 3adHKCHPYHTE CHCTEMY TOCTABKHU JIEBOH PYKOM
Y MPaBOi pyKOW CHUMHUTE Pa30IOKHUPYIOIIYIO 3aIEIKy Ha KOHIIe CHCTEMBbI JIOCTABKH (pa30OnoKupyoLas
3allielika MpeCTaBIsieT cO00i CHHEee MOMYMPO3pavHOe MPEIOXPaHUTEIbHOE YCTPONCTBO, U €€ CHATHE
OCYIIECTBIISICTCS CIASAYIOLUIMM 00pa30oM: OCTOPOKHO HAXKMHTE Ha KOHEL| pa30JIOKHPYIOIIEeH 3alleKH
OOJIBIITMIM W yKa3aTeJIbHBIM MajbllaMH ¥ MOTSHHUTE €€ Ha3all, 4ToObI CHATH). [Ton korTpoiem DSA moBepHuTE
MIPOKCHMAJIBHBINA Pa30IOKUPYIOIINI MEXaHH3M Ha KOHIIE CHCTEMBI IOCTABKH 110 YaCOBOH CTPEJIKE U CIISNTE
3a MPOJBIKEHHEM KOHHYECKOr0 HAKOHEYHHUKA J0 OITHOTO pa3BepThIBAHUS IPOKCHMAIBHOTO TOJIOr0
CTEHT-TpadTa, Kak OKa3aHo Ha pucyHke 9 (IOBopaunBaiiTe B HAPABICHUH CTPEJIKH, HAHECCHHOH Ha
Pa30IOKUPYIOIIHI MEXaHU3M; KOHHUYECKHI HAKOHEYHUK MOXKHO TIPOIIBUTATh ISl Pa3BEPTHIBAHUSI

MTPOKCUMAITEHOTO TOJIOTO CTEHT-rpadTa).

IIpumeuanune 1: Y0egurech, 9YTO OTHOCHUTEIHHOE MONOKEHHWE CHUCTEMBI IOCTABKM W TAIMEHTa OCTAETCs

HEU3MEHHBIM BO BpeMs BpallleHHus (prkcaTopa, 9ToObl H30eKaTh MUTPAIMK CTEHT-TpadTa.

Ipumeuanue 2: [ToBepHUTE pa30OIOKHPYIONIMI MEXaHW3M JO KpailHEero MojioKeHUs (B CTOPOHY OOOJIOYKH),
9T00Bl 0OECIEUHTH TOMHOE Pa3BepPTHIBAHUE MPOKCHMAIBHOTO TOIIOTO CTEHT-IpadTa U €ro OTCOSTUHEHUE OT

MECXaHnU3Ma 3aKPCIIJICHHUA.

IMpumeuanue 3 : Eciu npu moBopoTe 0CBOOOKIAIONIETO YCTPOMCTBA IO KPAHETO MOJIOKESHHS 4acTh TPEeOHS
BOJIHBI YKa3bIBae€T HA TO, YTO IPOKCHMAJBHBIH CETMEHT TOJIOr0 CTEHT-TpadTa HE OTHENHMIICS OT MEXaHH3Ma
(uKCauy, MOKHO TIONMPOOOBAaTH OCBOOOMUTH PYKOSATKY, CIETKa IOBEpHYB €€ Ha3aln (B HaIpaBICHHH,
MIPOTUBOIONIOKHOM CTPEJIKE Ha PYKOSTKE), a 3aTeM CHOBAa MOBEPHYTH €€ BIiepe]] (B HalpaBJIEHUU CTPEJIKH Ha

PYKOATKE), YTOOBI MOMBITATHCSA OCBOOOTUTH TONBIA CTEHT-Tpa@T.
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PI/IcyHOK 9. Hocneﬂymulee OCBOGOMGHHG MNPOKCUMAJIBHOIO CEerMeHTa

cTeHT-rpadra

7) YcraHOBHTE KOHHYESCKHUI HAKOHEYHMK CHCTEMBI JIOCTABKH JUTst OH(YPKAaIHOHHOTO CTEHT-Tpad)Ta B HCXOMHOE

TIOJIOKCHUC.

COpockTe KOHMUECKHI HAKOHEUHUK CHCTEMBI JOCTABKH ISl OM(PYPKaIMOHHOTO CTEHT-Tpa()Ta, BEITOIHUB TPU

CIEYIOINX IIara:

a. ITocme 0cBOOOKICHNUS IIPOKCHMAIBEHOTO CTEHT-TpaTa BCS CHCTEMA TOCTAaBKU IPOBUTAETCS Ooee 4eM Ha 2 ¢M
o KoHTposieM DSA, 4ToObl KOHUYECKUH HAKOHEYHUK U (PUKCHPYIOIINN aHKEp HAXOMMIIMCh Ha 3HAYUTEITBHOM
PACCTOSIHUH OT TOJIIOT0 CTEHT-TpadTa U B MPSIMON MOJIIOCTH coCcyAa (sl IPEIOTBPALICHHUS TapaaHus
(UKCHpYIOMIEeH KPHIIIKK Ha KOHMYECKOM HAaKOHEUHHKE IO CTeHT-TPa(Ty MM KPOBEHOCHBIM COCYAaM IIPH
BBITSTUBAaHHHM KOHUYECKOI0 HAKOHEUHMKA), Kak TIoka3aHo Ha pucyHke 10.

I[pumeuanue 1: Bo Bpemst MpOABHKEHHSI CUCTEMBI IOCTABKH CIIyeT 00ECIIEYHTh ¢ HEPEPhIBHOES
MepeMeIIEeHIE B IETIOM.

[pumeuanue 2: Eciu npu Bu3yanu3anuu ¢ moMomsio DSA Habmronaercs kakoe-Tm00 COPUKOCHOBCHHE
MEXIy KOHHIECKUM HaKOHEYHHKOM T MEXaHW3MOM IT03THETO BEICBOOOXKICHHS U TOIBIM CTEHT-TpagToM,
OTIEPAITHIO CIIENYeT MPEKPAaTUTh. IIpONOIKUTE OMepaIiuio MOXKHO MOCTIe YCTPAHEHHSI CONPUKOCHOBEHUS ITyTEM
JIETKOTO TIOBOPOTA, U3BJICUCHHSI U IPOABIKEHUS CHCTEMBI JOCTABKH.

b. 3acdukcupyiite cucreMy I0CTaBKH M MIOBEPHUTE MEXaHNU3M BBICBOOOXKICHHSI [TPOTHB YaCOBOH CTpenKH (B
HaIPaBICHUH, TPOTHBOIOIOKHOM CTPEIKE, HAHECEHHOH Ha PYKOSTKY), YTOOBI MEIUICHHO BBHITAINTD
KOHWYECKHi HakoHedHWK. Habnromaiite mom koHTponeM DSA 1o Tex mop, 1moka 3a30p MeXIy (GUKCHPYIOIIUM
KOJITIAYKOM M aHKEPOM KOHHYECKOT0 HAKOHEYHHKA HE 3aKPOETCs IIOTHOCTHIO, KOT/Ia COIPOTHBICHUE PYKOSITKE
YBEIIMUUTCSA, & PyKOSITKA OyAET MPaKTUIECKU TIOBEPHYTA 0 KpaiHEeTo MONOKEHHS, KaK ITOKa3aHo Ha pucyHKe 11.
[Ipumeyanune: Yoeaurech, 9T0 KOHMYSCKHI HAKOHETHUK CHCTEMBI JOCTABKH MOTHOCTBIO COPOIIEH, TO €CTh
(uKcHpyromas KPHIIIKA 1 aHKep MOTHOCTHIO 3a(UKCHPOBAHBL, MHAYE IIPH W3BICUCHIH CHCTEMBI TOCTABKH
MaIMeHTaM MOTYT OBITh HAHECEHBI CTyJaiiHbIe TPABMEI.

C. Bo3pMuUTE CKONB3SIIYI0 PYKOSTKY MPaBOH PyKOH, OTTSHUTE KYPOK Ha3aM, 9TOOBI Pa30JIOKHPOBATE BHHTOBYIO
nepeaady, BOSbMUTE MEPETHIOI0 PYKOSTKY JIEBOM PYKOUM M OTTSHUTE €€, TOKa KOHWYECKUI HAKOHEYHUK HE
BEpHETCS B OTBEpPCTHE OOOIOUKH (B ITOT MOMEHT 3a30p MEXKIY IEPEIHEH U CKONMB3AMICH PYKOITKAMH TaKkKe
MPaKTHYCCKH 3aKPBIBACTCS ), KaK ITOKa3aHO Ha pHCYHKe 12.

[pumeuanue: Ecmu KoHWYeCKUi HAKOHEYHUK TIPIITUIT K CTEHT-TPadTy, MOMpoOyHTe CISAYIONIIE CIIOCOObI:
e Bo-TIepBHIX, BBITSHHUTE MTPOBOJHHK IO TEX MOP, TIOKA €r0 KOHEI] He IIOKMHET TOYKY, B KOTOPOH KOHHYECKHI
HAKOHEYHUK HPIIIHIT K CTEHT-TpadTy, a 3aTeM MEIJICHHO BBITSHUTE PYKOSTKY, YTOOBI KOHHYECKHN

HAaKOHCYHHK ITPOLICII 4€PE3 BHYTPECHHIOKO MTOJIOCTh CTCHT-Fpa(bTa;
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o B xagectBe AJIBTCPHATHBBI CJICTKA MMOBEPHUTE CUCTEMY JOCTABKH, a 3aTCM BBITAHUTC €€,
o B xagectBe AJIBTCPHATHUBBI CJICTKA MPOABUHBTC CUCTEMY NOCTABKH B IIEJIOM, a4 3aTEM BBITAILIUTC eé.
He TsHuTE 1 HE BBITaCKHBaiiTe CHUCTEMY JOCTAaBKU C YCUIIUEM, 9TOOBI H30eKATh CMCIICHUA CTCHT-Fpa(i)Ta HJIn

MOBPEKACHUSA 000IIOUKH.
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Pucynok 11. 3akpoiiTe 3a30p MeXAy KOHMYECKUM HAKOHEYHHKOM M (PMKCUPYIOUIUM

aHKEPOM

1E

Pucynok 12. COpoc KOHH4€CKOr0 HAKOHEYHUKA

Perncrpanuna MH B Pocagpasragsope

e | S o
www.levatel L. IW T inoiuievd el LI

12



@ Lifetech

8) YcraHoBuTE 3ariyIIKy Ha APYroi CTOPOHE MOJB3IOIIHON apTeprH, Kak MOKa3aHo Ha pucyHke 13

WHCTpYKINS [0 TPUMEHEHNIO CHCTeMBI cTeHT-rpadToB Yuranos™ AUl u AE
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Pucynok 13. YcranoBka 3aniymku
9) IIpoBeanTe aHrHOrpadGuIo IS OLEHKH HPHJIETaHusT IPOKCUMAIBHOIO U JUCTAIBHOIO CTEHT-rpad)Ta K CTEHKE
CoCyna, BBIABJIICHU DHAOYTCUKH, a TAKKE UIA IMMOATBCPKACHUA IMOJIOKCHN A KOMIIOHCHTOB CTECHTa
OTHOCUTEJILHO aHEBPU3MBI U I10UEUHON apTepuu. B 3akitoueHne U3BJIEKUTE IPOBOAHUK U KaTETEp U 3aKpoiiTe

pas3pe3bl Ha OeIPEHHON apTeprH C MOMOIIBIO CTAaHAaPTHOM XUPYPTrUIECKOM MPOIIETYPHhI.

6.3 I/IHCprKHHﬂ M0 NPUMEHEHHNI0 CUCTEMBI CTCHTOB 1JIl YIJIMHCHUSA a0PTbI

Ecmn Tpebyercs MCIonb30BaTh aopTaNbHBIN YIIMHUTEIBHBIA CTEHT-rpadT, yOemUTeCh, YTO MEXKAY aOpTaIbHBIM
VAJIMHATEIBHBIM CTEHTOM W aO0pTO-YHH-IIOAB3IOIIHBEIM CTEHT-rpaTOM HMEETCs MEepeKphITHe HEe MeHee 1,5 cm.
BemmonauTe Bce 3Tanbl pa3BepTHIBAHUS A0PTO-OXHOCTOPOHHETO MOAB3IOIIHOTO CTEHT-IrpadTa, 3a HCKIIOYCHUEM
MTOBOPOTA PYKOSTKH IS TIOMTHOTO PACKPBITHS a0pTAIFHOTO YIIMHHUTEIFHOTO CTEHT-TpadTa mepen oCBOOOKACHIEM

IIPOKCUMAJIBHOI'O CETMEHTAa HAAIIOYETYHUKOBOI'O CTCHTA aOPTAJIbHOI'0 YIJIMHUTEIIBHOIO CTCHT'I‘pa(l)Ta.

7 PexoMeHJAaIUU O BeJCHHUIO NAIUEHTOB

7.1 PexoMeHIAIMM IO BEIEHHUIO MANMEHTA MPU HEMOJHOM BbICBOOOKIEHUHU CTEeHT-Tpadra

Ecnu B mporiecce MMIIIaHTAIINN CTEHT-TpadTa GYHKIUH BPAIICHUS U 0OPaTHOTO BHITATHBAHUS CHCTEMBI TOCTABKU
OCHOBHOTO CTEHT-Tpa(Ta BBIIIUIA U3 CTPOS M CTEHT HE MOXKET OBITH TIOMTHOCTBIO BHICBOOOK/IEH, PEKOMEHIYETCS
BEINTOJTHATE CICAYIOIINE IEUCTBHS IS pa300PKH 3aXBaTa CHCTEMBI JJOCTABKH, YCTPAHEHUS HEUCIIPABHOCTH U
BOCCTaHOBIICHHSI ITPOCTON CHCTEMBI BEICBOOOKICHHUS C OOPATHBIM BBITSTHBAHUEM:

a. Ymep:krBaiiTe BHEIIHIOIO 000MOYKY CHCTEMBI JOCTaBKU KOHBeHepa B HEOIBI)KHOM HOJIOKCHUH, IIPIKMHTE
manplaMy 3aJHUE KOHIIBI NIBYX YacTell OOONOYKHM TEepeJHEro 3axBaTa, YTOOBl YBEIHYHTH 3a30p MEKIY
000II0IKaMH, BCTAaBBTE XUPYPTrUUECKIE HOXKHUIIBI B 3230D, MOAICHETE TIEPEIHUN 3aXBaT, YTOOBI OTKPEITE €T0,
U CHUMUTE €ro;

6. C moMOIIBI0 XUPYPrudecKUX HOKHUIL OTIIEIKHUTE CHHIHA KypPOK Ha CKOJB3SIIEM 3aXBaTe;

B. Mcmonb3ys TOT k€ METOH, 9TO M B IIyHKTE O, COKMHTE 3aJHIOI0 YaCTh CKONB3SIIEH PYKOSTKH, YTOOBI
VBEIMYUTHh 3a30p MEXIy MABYMs OOONOYKAMH KJalaHa, IOQICHBETe 00¢ OOOJOYKH XUPYPrHUICCKUMH
HOXXHHUIIAMU ¥ CHUMUTE UX;

r. OromBHHBTE CHHIOID MY(PTy Kypoka (IeTaib, PacIOIOKCHHYIO IMEpe]] METAIUITMYSCKON MPYKHHOM), YTOOBI
ckatb npyxuny. [locme pa30IOKUPOBKH BHHTOBOH Mepeayd CHHUMHUTE C Hee y3el CKoib3smeir MyhTsl. Ha
9TOM HTare BUHTOBAs Iepenada HaXOMUTCS B IMOTYOCIA0IeHHOM COCTOSHUU. [IpoBeprTe, HET I B BUHTOBOU
nepenaye MOCTOPOHHUX MPEAMETOB, KOTOPBIE MOTYT IPEISITCTBOBATH ABHKCHUIO MY THI;

e. Ilocne YCTpaHCHUA HpeHSITCTBI/Iﬁ Sa(bI/IKCI/Ipyf/'ITe BHUHTOBYIO m€peaady U OTTAHUTEC COCAUHUTECIIb 000JI0YKH

Perncrpanuna MH B Pocagpasragsope

e | S o
www.levatel L. IW T inoiuievd el LI

13



ifetec

N T I

h

0]

WHCTpYKINS [0 TPUMEHEHNIO CHCTeMBI cTeHT-rpadToB Yuranos™ AUl u AE

(Oemyro MOMYIpO3pauHylo JeTajib), YTOOBI H3BICYh BHEIIHIOK OOONOYKY W 3aBEpIIMTH JaJIbHEHIee
pacKphITHE CTEHT-TpadTa;

f. C neBoii 1 paBoii CTOPOH COCTMHEHHUS IIUIAHTa TEMOCTATHYECKOTO KJIallaHa Ha KOHIIE BUHTOBOTO MEXaHU3Ma
uMeroTcss HeOonpire orBepcTHs. C MOMOIMIBI0 XUPYPrHYSCKUX HOXKHUI[ WM TeMOCTaTHYSCKHX IIUIIIOB
OJIHOBPEMEHHO HAXXMHTE Ha MPYKUHHBIC 3aINEIKA B 3TUX OTBEPCTUSAX U MOTSIHUTE BUHTOBOH MEXaHH3M
BIIEpEN, 4YTOOBI MOJHOCTBIO W3BIEYh €ro, YTO OOJNErYWT JANbHEWIIMHA OCMOTP U yCTpaHCHHE
HEHCIIPaBHOCTEH;

g. Ilocne cHATHS BUHTOBOW IIECTEPHH BEPHUTE CHCTEMY JOCTABKU B PEIKHM MPOCTOrO OCBOOOKICHUS IMyTEM
TITM Hazajd. 3adUKCHPYHTE MPO3paYHOE HEMOABMIKHOE COCAWHEHHE IITAHTH (COSOMHEHHOE CO CTabHOM
TpyOKOii) M BBITSHHUTE COCJMHEHHE OOONOYKH (COeIMHEHHOE C CHHEeH 000IOouKOil) A OCBOOOKICHHMS

CTEHT-TpadTa.
7.2 PexoMeHAalMM MO YCTPaHEHHIO HEMCNPABHOCTE! NMPH pa3BepTHIBAHNH CTEHT-rpadTa

Ecnu B mpoliecce MMILIAHTAIIMY CTEHT-TpadTa, HECMOTPS Ha TIOBOPOT MEXaHMU3Ma OCBOOOXKIICHNS 10 KpaiiHero
IIOJIOKCHHU A, MEXaHU3M IT03JHECTO OCBO60>K,Z[CHI/IH Ha KOHUYCCKOM KOHII€ HC OTKPBIBACTCS B HCIPECABUACHHBIX ClIy4asix,
PEKOMEHAYETCS MPUMEHUTD CIICAYIOIINE MEPBI:

a. Ybemurech, YTO OCBOOOXKAAIONIMI MEXaHHW3M ITOBEPHYT 0 KpaiHEro mosoXeHus (B CTOPOHY OOOIOYKN) U
YIEPKHUBACTCSI B 3TOM ITOJIOKEHHH B TEUCHHE HEKOTOpOro BpeMmeHH. Ecimu creHT-TpadT mo-mpexHeMy He
OCBOOOXKIIAETCsI, ClIeTKa MPOABUHBTE MITH OTTSHHUTE CHCTEMY JIOCTABKH (OIEPaIii0 HEOOXOAUMO MPOBOIUTH
OCTOpPOXKHO To KoHTponeM DSA, 4ToOBI MpenoTBpaTHTh MHIPAIMIO CTEHT-TpadTa) M HaOmromaiTe 3a
pa3BepThIBAHNEM KOHHYECKOTO KOHIIA;

0. Ilox korTpoeM DSA 0CTOpOXKHO MOBEPHUTE MEXaHHU3M BBICBOOOXKICHHSI OOPaTHO B MCXOIHOE MOJIOKCHUE
B ITPOTHBOIIOIIOKHOM HarpasieHnH. Vcronb3yiTe MONaTiIuBblid WK MOTYTIOAATIIMBEIN a0pTalbHBINA OaJlIoH,
pa3BepHUTE OaJJIOH B OCHOBHOM CETMEHTE aOJOMHHAILHOTO aopTallbHOro Ou(ypKarmoOHHOTO
CTeHT-TpadTa, 3aUKCUpylTe CTEHT-rpadT, 3aTeM MOBTOPHO IMOMBITANTECh BEICBOOOIUTH MPOKCUMAITBHBIN
CErMEHT CTeHT-TpadTa 6e3 MOKPHITUS B COOTBETCTBHH C IIarom 6) paznena 5.2;

B. BBemurte 3axBaTpIBaromiee YCTPOHCTBO Yepe3 BEPXHUW [IOCTYI, TOMBITAHTECh 3aXBATUTh KOHHYECKHI
HAKOHEYHUK CHCTEMBI ITOCTaBKH, MOBEPHUTE (PUKCATOp CHUCTEMBI JOCTAaBKUM B KpaifHee IONMOXeHHE (B
CTOpOHY 000I0YKH), 3aUKCHPYHUTE 3aXBaT CHCTEMBI JOCTaBKH M OCTOPOKHO IIOTSHHUTE KOHHYECKUI
HAKOHEYHUK C TIOMOIIBIO 3aXBATHIBAIOIIETO YCTPOMCTBA, YTOOBI OONETYHUTH CpabaTHIBAaHHE MEXaHU3Ma

IIO3IHETO BEICBOOOK IEHUS.

IIpumeuyanue: [IpuBeneHHbIE BhIIE PEKOMEHAALNH UCTIONB3YIOTCSA UCKIIIOUUTENBHO B KAU€CTBE IKCTPEHHBIX MEP
B HECTAaHJAPTHHIX CHTYaIlHsIX U HE MOTYT 3aMEHHTH MpodeccHoHaNbHOE CY)KIEeHIE Bpaueil. Beimonnenue

BEIIIEYKAa3aHHBIX JEUCTBUN HE CIIEAYeT MPEApUHIMATS IPH HOPMAaJIbHOM BBICBOOOXKIECHHUH CTEHT-TpadTa.

7.3 PexoMeHIAUHMM MO BeI€HUIO MAIMEHTOB MPHU MJIOXOM NMPHJIETaHUU CTEHT-TpadTa K CTEHKe cocyla HiIu

sHpoyTeuke Tuna | waum 111

[Mocne BBICBOOOXKIEHNS CTEHT-TpadTa OAIIIOHBI COOTBETCTBYIOIINX COBMECTHMBIX pa3MepOB MOKHO BEIOOPOIHO
JIOCTaBHUTH K MMPOKCHMATEHOMY CETMEHTY OCHOBHOTO OM()YypPKaIIMOHHOTO CTEHT-TpadTa, K MECTy COCANHECHHS BETBU
On(ypKarmOHHOTO CTEHT-rpadTa U YIITHHATEIFHOTO CTEHT-TpadTa, a TAKXKe K JUCTATHHOMY KOHITY VITHHATEIFHOTO
cTeHT-TpadTa. balIoHBEI MOYKHO Pa3ayBaTh 0 Pa3MEPOB KPOBEHOCHBIX COCYIOB, UTOOBI OONErduTh IMpHIICTaHIEe
CTEHT-TpadTa K CTEHKE COCyla U CTaOMIN3HPOBATh €r0. Y TEUKY Ha IPOKCHMAaIHHOM HITH TUCTATFHOM KOHIIE CTCHTA
WA B MECTE COCIUHECHUS MOKHO YCTPAHUTH C TIOMOIIBIO OaJIOHA, HO €CITH YTeUKa SIBISIETCSI CEPhE3HOH U HE MOXKET
OBITH YCTpaHEHA ITyTEeM pa3IyBaHUs OaJUIOHA, €€ MOXKHO YCTPAHUTH ITyTeM JOOABICHUS YITHHATEIHLHOTO CTEHTa K

YK€ YCTAaHOBJICHHOMY CTEHT-TpadTy.

HpHMeanHe: IIJ'I?[ BBIIIOJIHCHUA BCEX onepaunﬁ 06pamaﬁTeCL K MHCTPYKIIUHU 11O TPUMCECHCHWIO U3OCITUS.
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8

Bo3mo:xHbIe HexkelaTeIbHbIe IBJICHUA

K noreHumanbHbIM HexelaTeIbHbIM SIBJICHUSAM, CBA3aHHBIM C MCIIOJIB30BAHHUEM CUCTCMBI CTCHTOB YUfanOSTMAB, IE

u AE, OTHOCSTCSI, TOMUMO IIPOYET0, CIEAYIOIIHE:

YBelnyeHne aHeBPU3MbI
Pa3peIB aHeBpU3MBI
Tpom603 miu TpoMO03 COCynoB
IloBpexnenue aprepuu
[Tepdopanus aprepun
AprepuoBeHo3Has (puCTyna
KpOBUTe‘IeHI/Ie, réeMaroMa HJIk KoaryjiomnaTus
CepneuHast HeIOCTaTOYHOCTh/UH(APKT MUOKap/a
Heo06xonnMocTh XUpypruieckoro BMemaTeabCTa
Otex
CexkcyanbHas AUCHYHKIHS
Wndexunn
HOBpe)K}IeHI/Iﬂ HECPBOB, JIOKAJIbHBIC WM CHUCTCMHBIC TIOBPEKICHUA (HaHpHMCp,
naparapes)
HexxenarensHble SIBJICHUS CO CTOPOHBI JIETKHUX
Hapymenne QyHKIMM MOYEK UITH ITOYeYHasi HEOCTAaTOYHOCTh
WHubeknus paHsl 1 CBSI3aHHBIE C HEH OCIIOKHEHHSI
Annepruueckasi peakius
OclOXXHEHUS, CBSI3aHHBIC C aHECTEe3neH
Aputmust
OCnOXXHEHHS CO CTOPOHBI KHIIICYHUKA
DOMOomus
MexpebepHast 601
Mok
Hexkpo3 Trkanei
OcnoxxHEHHS B 00TACTH PaHBI M CBS3aHHBIE C HUMH IOCIIEAYIOIIIE TPOOIEeMBI
Cmepth
HesxenarenpHbIe SBICHUS, CBA3aHHBIC C YCTPOHCTBOM, BKIIFOUAIOT, IOMHMO MTPOYETO:
¢ TpyoHOCTH IpH BBEACHUH U H3BICUCHUN
¢ TpymHOCTH C BEICBOOOKICHAEM
¢ HeB03MOXKXHOCTB pa3BepTHIBAHUS
+ HerouHoe pa3MmenieHune
¢ DHJoyTedKa
¢ Murpanus cTeHTa
+ Ilepenom creHTa
¢ PaspeiB Marepuaa rpadra
¢ Dposus
¢ Tpom003 nir SMOONIN3AINS CTEHTA
¢ Pacmupenwne creHT-rpadra

¢ Ckpy4HBaHHE WM Ieperud cTeHT-rpadra

HHCYIIBT,

raparuierus,

Hpnmeqalme: O n1000M CEePbLE3HOM MHIMICHTE MOJIb30BATE/Ib WIH MAUEHT AO0JI2KHbBI COO0IMTH B KOMIIAHU IO Lifetech mo

anpecyquality@lifetechmed.com , a Takske mecTHOMY ToproBomy npeacraBurenio Lifetech u B Bai MecTHBIN KOMIETEHTHBII

oprau (CA).
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9 Pe3roMe KIIMHUYECKHX JAHHBIX

«Knunnyeckas > dekrupHOCT cucteM rpadto Yuranos ™AUI u AE noarepkaaercs KITMHHYECKMME JTaHHBIMH T10

cucteme rpadro Yuranos™ AB, a Takke pesynbTaTamu JaGOPAaTOPHBIX M HMHTALMOHHBIX HCIBITAHHIA;

HE3aBUCHUMbBIX KIIMHUYCCKUX NTAaHHBIX IO JaHHBIM KOMIIOHCHTAM OTCYTCTBYCT).

10 Ilpeaynpe:xnaeHusi U Mepbl NPeI0CTOPOKHOCTH

10.1

10.2

Pe3rome kanan4deckux ucciaenosanuii B Kurae

BHuMarensHO 03HAKOMBTECh CO BCEMH MHCTPYKIUAMHU. Hecobronenne HHCTPYKIUY [0 TPUMEHEHHUIO MOXKET
MPUBECTU K CCPLE3HBIM TPpaBMaM MAIMECHTOB.

JaHHBII POMyKT (BKITIOUAst CTEHT-TPA(T U CHCTEMY JOCTABKH) SIBIISCTCS OIHOPA30BBIM U HE MOMJICIKUT
MTOBTOPHOMY HCIIOJIb30BAHMIO MTOCTIE CTEPUIIM3ALINH UIH JIe3MH(EKITUH.

Iepen ucnonb3oBaHMEM NMPOBEPETE, HE MOBPEXKICHA JIM CTEPUIIbHAS YIIAKOBKA U HE OBLJIa JIM OHA CITy4aiHO
BekphiTa. Ecin 1, HE MCTTOJIB3YUTE noBpesx/ieHHbIe MM BCKPBIThIE yIakoBKH. IloxkanyiicTa, ciemyiite
MECTHBIM IIpaBUJIaM WUJIM ITpaBUIaM BaIleH 6OIII>HI/I]_H>I py peIICHUN HO}IOGHBIX CHTyaHHﬁ.

He ncnone3syiiTe uzaenue, ecny CTEpUIIBHBIA AKeT MOBPEKACH KAKUM-TH00 00pa3oM.

[epen ucnonb30BaHNEM BHUMATENBHO MIPOBEPETE n3zene. Ecinn oOHapy>KeHBI MOBPEXKICHUS WIIN BPadH
CYMTAIOT, YTO UMEIOTCS KaKHe-JIN00 MPoOJIeMbl, BIHSIONINE Ha 6€3011aCHOCTD UCTIOIb30BaHMUSI, TOKAITyHCTa,
HE UCIIONb3YHTE €ro. B Takoil cuTyanuu ciaenyite npaBuiaM, I€HCTBYIOIIMM B BallleM PETHOHE UM B
OOJIBHUIIE.

Uto kacaercs 0€30MacHOM YTUIM3AIMY U3CITUS WU €TO YIAKOBKH, TIOKaIyHCTa, CISAyHTE IpaBuiIaMm,
JCHCTBYIOIINM B BallleM PETHOHE MU B OOJIBHHUIIC.

JanHoe u3nenue nmperHasHadeHo UCKITIOYUTEIBHO IS HCIIONB30BaHuUs BpadyaMu, 00JIa1aloNMMI HaBBIKAMH
MIPOBEICHUS SHAOBACKYIISIPHBIX HHTEPBEHIMOHHBIX IPOIenyp (B TOM YKCIIE MPOMIEAIINME 00ydeHHe IO
MPUMEHEHHIO JTAHHOTO U3IEIHSA).

Jonrocpodnas 3 (heKTHBHOCTD U 0€30IIaCHOCTh SHIOBACKYIISIPHOM 3KCKITIO3UH Tpad)Ta He YCTaHOBIICHBI. Bee
MAIMEHTHI, KOTOPBIM MPOBEICHA SHAOBACKYIISIPHASI SKCKITIO3US rpadTa, JOHKHBI IPOXOAUTH JOITOCPOTHOE
HaOIOIEHNE AT OLIEHKH X 370POBBS M COCTOSHIUS CTEHTA-TPAHCILUIAHTATA.

[Nocne ucmonp30BaHMs YTHIIN3UPYHTE U3AEIHS M YIIAKOBKY B COOTBETCTBHH C ITOTUTUKON OONBHUIIHL,
HOPMaTHBHBIMH aKTaMH WM TPEOOBAHUSMHI MECTHBIX OPraHOB BIIACTH.

CTEPUJIbHBIN — HE ITOJABEPTATH IIOBTOPHOM CTEPMJIM3ALIMU — TOJIBKO JIJI
OJITHOPA30OBOI'O UCTIOJIb3OBAHMU . He ucrions3yiiTe MOBTOPHO, HE TIOABEPTaiiTE MTOBTOPHOM
00paboTKe M HE CTePHITU3YHTe MOBTOPHO. [ToBTOpHOE MCTIONB30BaHHUE, TOBTOPHAS 00pabOTKa MIIM TTOBTOPHAS
CTePIJIM3ALHS MOTYT HapyIIUTh CTPYKTYPHYIO IETIOCTHOCTD U3ACIHS U/ IPUBECTH K €T0 OTKA3y, 9TO, B

CBOIO OYepeNb, MOXKET CTATh MPUINHON TPaBMBI, 3a00I€BaHUS WM CMEPTH TalieHTa.

TpeOoBaHusi K 0TOOPY NAIHEHTOB, JIEYEHHUIO U MOCJIEAYIOIIEMY HAOTIOEHUIO

Knuandeckne wccinenoBaHus MOKa3ai, YTO HEHAUICKANUH OTOOp MAIIeHTOB MOXET CHU3HTH 3()(EKTHBHOCTH

JEYCHUS, YTO MOXKET [ake MNPUBECTH K Heylaue SHIOBACKYISIPHOTO JICUEHUsS, TpeOyIoIeH XHupypradecKoro

BMCIIATCIBCTBA, U ITIOBBICUTH PUCK Pa3BUTHA HEXKCIATCIBHBIX SIBIICHUU.

[lepen onepanneit HEOOXOIMMO OLIEHUTH COCTOSHHUE MAIEHTA, BKITIOYAst CEPICIHYIO
HEIIOCTATOYHOCTH/NH(PAPKT, HEXKENATEINbHBIC IBICHHUS CO CTOPOHBI JITKUX, OTEKU M MTOYEIHYIO
HEIO0CTaTOYHOCTb.

[Mocne nmrmmanTamu cTeHT-rpadTa BceX ManueHTOB HEOOXOAUMO PErYIIIPHO KOHTPOIHPOBATE COCTOSTHIE
CTeHT-TpadTa (BKIIOYas SHAOYTEUKY, MUTPAIIHIO, H3MEHEHUS (POPMBI H PACIIONOKEHUS, YBEINICHUE
AQHEBPH3MEI U T. J1.) HE PeXe OHOTO pa3a B Tof C IIOMOIIBI0 PEHTIEHOrpa iy WM KOMITBIOTEPHOMH
ToMOrpaduu ¢ KOHTPACTUPOBaHUEM WIIN O3 HETo;

CymeCTByeT PHUCK MMPOAOIIKAIOMICTOC pACHIMPECHUA aHECBPU3MbI UJIW PA3BUTUA APYTUX 3a00JICBaHMI B MECTE
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WHCTpYKINS [0 TPUMEHEHNIO CHCTeMBI cTeHT-rpadToB Yuranos™ AUl u AE

YCTaHOBKHU CTeHT-rpadyTa rmocie ero MMILIaHTaI|H, YTO TpeOyeT NOBTOPHON MHTEPBEHIIMOHHON OTepaIiiy
UM OTKPBITOTO XUPYPruYeCcKOro BMemaTenbcrsa. CoxpaHsIoLieecs: paclIMpeHne aHEBPU3MbBI UITH yTeuKa
MOT'YT IPUBECTH K Pa3pbIBYy aHEBPU3MBL.

IManuenTaMm ¢ nH$pexuue nociae UMILIAHTALMN YCTPOHCTBa TpeOyeTcsl IedeHUE aHTHOMOTHKAMU.

Bo BpeMst UMIIIaHTalMU CTEHT-TpadTa UM HOBTOPHOTO BMEIIATEILCTBA HEOOXOIMMO HAaIUUHE ASKYPHOI
Opurazpl COCYTUCTBIX XUPYProB Ul ONEPATUBHOIO IPOBEICHUS OTKPBITON OIepalyy MalieHTaM B cliydae
Hey#auu BMEIIaTeIbCTBA.

Pasmep u ¢opma cocynoB 1ocTyIa JOMKHBI COOTBETCTBOBATh OOLIUM MPUHIUIIAM HHTEPBEHIIMOHHOMN
OIEpaIi U COOTBETCTBOBATh Pa3Mepy 00O0IOUKH CUCTEMBI JOCTABKH CTeHTa. UpesMepHas H3BUTOCTh
KPOBEHOCHBIX COCY/IOB MTOBBIIIAET PUCK BO BPEMSI TIOCTABKU U BHICBOOOXKICHHS CTEHTA, & TAK)XKE U3BICUCHUS
CHCTEMBbI JOCTaBKH, YBEIUUNBACT CIIOKHOCTh ONEPAIIH U MOXET JIake MIPUBECTH K HEyaue OIeparny.
3HaunTEIbHAS WM UPKYSIpHAS KadblU(UKALNS UM HACTCHHBIA TPOMO B ITpeAenax JedeOHOro yqacTka
MOT'YT HETaTHBHO MOBNHUATEH HA IPOXOAUMOCTb yCTPOMCTBA

ITpoayKThl cUCTEMBI CTEHTOB Yuranos™ AUl u AE e PEKOMEHTYIOTCSI /I71sl TALIUEHTOB C MaccoM Tela
6omnee 150 Kr, MOCKONBKY O)KUPEHUE MOXKET CHU3UTh TOYHOCTh PE3y/IbTaTOB IIHU(PPOBOIt CYyOTpaKIIMOHHOM
anrunorpaduu (DSA).

VY manueHToB ¢ CUCTEMHOM MH(EKINEeH TOBBIIIEH PICK Pa3BUTHS HH(EKIIUH [10CTIEe BHYTPUCOCYIUCTON
HMMIUTQHTAIMN CTEHTA.

VY manueHToB ¢ HApYIICHUSIMU CBEPTHIBAEMOCTH KPOBH HOBBIIICH PUCK SHAOYTEUKH M KPOBOTEUCHUS ITOCIE

UMIUIaHTAIlUM CTCHTA.

BesonacHocTh 1 3 dextrBHOCTE Tpados ¢ crentamMu AUl 1 AE He OlleHUBAIKCh Y CIICAYIONIUX TallieHTOB:

10.3

[TanmeHTHI ¢ TPaBMAaTHIECKUM ITOPASKCHUEM aOPTHI

[TarmeHTHI ¢ HAPYIICHUSMH CBEPTHIBAEMOCTH KPOBU

[TanmeHTHI ¢ HaCIEACTBEHHBIMHI HAPYIICHUSIMH COSTMHHUTEIFHON TKaHU (Harpumep, ciHapoM Mapdana,
cuHIpoMbI Diepca-Jlanioca)

[TarueHTHI ¢ aHEBPU3MOH OPIOIIHOM a0pPTHI, CTpaIAtoNIHe 3a00IeBaHUEM TPYIHON a0pThI

[TarueHTHI ¢ OCTPOM CHCTEMHON MH(EKITHEH

BepemenHbIe M KOPMSIINE KEHIITHHBL

[TanmeHTHI ¢ MATONOTrHYECKUM KU PEHHEM

[TaumenTs! B Bo3pacte 1o 18 mer

[TanmeHTHI ¢ OXKUIAEMON TPONOIKUTENNBHOCTHIO JKU3HU MEHEE OTHOTO To/1a

Mepbl IpeIoCTOPOKHOCTH NPU UMILIAHTALMM CTEHT-rpadTa

Bo BpeMst HMIUIAHTAIIMK CTEHTA CIIeyeT MPOBOJUTh aHTHKOATY/SIHTHYIO TEPAIHIO B COOTBETCTBHH C
PEeKOMEHIAIUsAMHE JIe4eOHOro yupexkIeHus Win Bpada. Eciu y naiueHToB HaOMoaaeTcs ajuleprusi Ha TerapyH,
CIElyeT pacCMOTPETh BO3MOXKHOCTh IPUMEHEHHsI APYTHX MOAXOASAIINX aHTHKOATYIISTHTOB;

C 1eNbI0 CHIDKCHHS PHCKA 3arpsI3HSHHS U3EIHS U CBSI3aHHOM ¢ 3TUM UH(DEKIIMU BPEMSI OT CHSITHUS
CTEPUIILHOTO Oapbepa 10 MMIUIAHTAIMU CTeHTA CICAYET COKPATHTh HACTOIBKO, HACKOIBKO 3TO BO3MOXKHO;

B mporiecce BBeICHUS CHCTEMBI TOCTABKH HEOOXOANMO YAEPKUBATh IPOBOJHKUK B HY)KHOM ITOJIOKCHUH;

He cru6aiite 000J109Ky CHCTEMBI IOCTaBKH, HHAYE CHCTEMa JIOCTABKH CTCHTA H/MIJIH CTEHT-TPadT MOTYT OBbITH
MOBPEXKICHBI;

Bo BpeMst BBeIeHUS M TOCTABKH CUCTEMBI IOCTABKHU, BEICBOOOXKICHUSI CTEHT-TpadTa U U3BICUCHUS CHCTEMBI
JIOCTaBKH HEOOXOIMMO HCIIONIB30BaTh 000pyRoBaHue st upoBoii cyoTpakimonnoi anruorpadun (DSA)
JUIST HaOJMIOIEH NS

Bo BpeMst IMITIIaHTAIMY CTEHTA CICAYET UCIIOIh30BaTh KOHTPACTHOE BEMIECTBO, YTO MTOBHIIIAET PUCK
MOCJIEONePAMOHHON TOYETHON HEOCTATOYHOCTH Y MAITUEHTOB C TIOYEYHON HETOCTaTOYHOCTHIO;

[Ipu ucmonp30BaHUN OAIDIOHHBIX KATETEPOB HE CIEAYET Ype3MEpHO Pa3ayBaTh MX I Pa3dyBaTh 3a

npeaciaMmu rpa(bTa. CO6H}OI[aI\/'ITC BCC MHCTPYKIHU HNPOU3BOAUTEIIS IO OKCILTYATAIlIUN KAaTCTCPOB;
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e Ecmu nnsa KOPPEKTUPOBKU MOJIOKCHUSA CTeHT-I‘pa(i)Ta HeO6XOI[I/IMO MOBEPHYTb CUCTEMY NOCTABKHU, €€ CICAYECT

WHCTpYKINS [0 TPUMEHEHNIO CHCTeMBI cTeHT-rpadToB Yuranos™ AUl u AE

MOBOPaYMBaTh LEeTHUKOM. [I0BOpOT BO3MOXKEH TONBKO A0 MOJIHOTO BEICBOOOXKIEHHS cTeHT-rpadTa. [locie
HavaJia pa3BepThIBAHUS CTCHT-Tpad)Ta MOBOPOT CHCTEMBI IOCTaBKH HEBO3MOXKEeH. Haxomsch B U3BUTOM
KPOBEHOCHOM COCYZ€, 000I04Ka MOXKET HE IOBOPAUMBATHCS BMECTE C BpaIlatOLIUMCS 3aXBaToM. B 3ToM
cllydae HeoOXOIMMO pacCMOTPETh BOZMOXKHOCTh BBIBOA 000JIOUKH B OTHOCUTENIBHO MPSAMOI yUacTOK cOoCyaa,
a 3aTeM TONBITAThCS TOBEPHYTH €€;

e HenpaBuibHoe MOJI0KEHUE MPH BBICBOOOKIEHUH CTEHT-TpadTa MOXKET IPUBECTH K SHAOYTEUKE HITH
3aKyINOpKe COCYyAa BCIEICTBUE MUTPALIH;

e HenocraTouHoe 3akperuieHrne CTeHT-rpadTa MoBbIIIAaeT PUCK €r0 CMELICHHSI, a HETIPABUIIBLHBIN PEXXUM
pa3BepThIBAHUS WM MUTPAIIMS CTEHTa MOTYT IMOTPEOOBaTh XUPYPruueckoro BMEIaTeIbCTRa;

e Bo BpeMmst BBeJIeHUS WJIM U3BIICUSHHSI POBOJHUKA UITH CUCTEMBI IOCTABKH, €CJIM BO3HUKAET HEHOPMAIbHOE
CONPOTHBIIEHHE, TTOKATYHCTa, OCTAHOBUTE OMEPAIMIO H YCTPAHUTE MPUIUHY COOs, TPEXkKJIe YeM MPUCTYIATh
K CIIeAyIouIeil onepauu;

e CreHT-TpadT He clenyeT UCTONB30BaTh Il OJIOKUPOBAHUS KAKMX-THMOO COCYAUCTHIX BETBEH, CHAOKAIOIIHX
KPOBBIO BHYTPEHHHUE OPraHbl MM KOHEYHOCTH, 32 UCKIIFOUCHHUEM CITy4aeB, KOTJa €ro MpUMEHEHHE T0Ka3aHo C

MEIUITUTHCKON TOUKH 3PEHHUSI.

10.4 TIpenynpexaeHus o 6e30nacHOCTH U NpuMeHuMocTu npu MPT

BHeknuHIYECKHE HMCIBITAaHUS TTOKA3aH, YTO CTEHT-rpaT OpIOIIHON aopThl MOXKHO OE30MacHO CKaHMpPOBAaTh Ha

cienytonieM obopynosannu MPT:

MyHkT Yci10BMSI MATHUTHOTO TOJISI
HamnpsiokeHHOCTH cTaTHuecKoro 3,0 Tecma
1,5 Tecna
MarHUTHOTO ITOJIS
[TpocTpaHcTBEHHBIIN TpaiueHT 1700 I'/m
2000 I'/'m

MArHuTHOIO I10JIA

MakcuMaibHasi cpeHsist yaeabHas
ckopocth montomeHus (SAR) aist Bcero 2,0 BT/kr nipu BU3yanu3aiy B TedeHue 15 MUHYT

TCJIa

CormacHO pe3ynbTaTaM HEKIMHUYECKUX WCHBITAHWN, MPOBENCHHBIX C HCHONb30BaHMEM ammapatoB MPT ¢
MarHuTHBIM mosieM 1,5 Ti u 3,0 T, MakcuMalibHOE CpellHee 3HaYeHUE YIenbHOM ckopocTu montomeHus (SAR) mis
BCcEero Teja mamueHTa coctaBiser 2,0 BT/kr, a nokanpHBIA pPOCT TeMmreparypbl B 00JacTH CTEHT-rpadTa He
npeBbiraer 2 °C depe3 15 MUHYT IMoclie 3aBeplieHHs BH3yalu3alnud. [IpW Takux YCIOBHUSAX OIXHOCTOPOHHHI
apredakT M300pakeHNs, TOTYIEHHOTO ¢ MOMOIIBIO TTOCIIENOBATEIFHOCTH CIIMHOBOTO 9Xa, He mpeBbimaet 20 MM, a
OIHOCTOPOHHHU apTedakT M300pakeHHs, TMOTYYSHHOIO C IOMOIIBI0 IOCIEIOBATEIFHOCTH TPAJIUCHTHOTO dXa, He

npeBsImaet 20 Mm.

11 HaoOuaoaenue

Ilepuoa HabaroneHus

PexomeHTyeTcst MPOBOMUTH KIIMHHYECKOE HAOMIOeHHE uepe3 24 Jaca, 1 mecsil, 3 mecsna, 6 Mecsies, 12 Mecsies u
24 wmecsma Tociae UMIUIaHTanmu. [lepron HaOMOAEHUS MOXKET OBITh CKOPPEKTHPOBAaH B COOTBETCTBHH C

00CTOATEILCTBAMHU KaXXJ10ro OTacjabHOro nmamnyucHTa.

Mertonbl, McoJib3yeMble BO BpeMsl Ha0/I101eHUs

B 3aBHCHMOCTH OT COCTOSIHMSI TIAIIMEHTa MOTYT MPOBOAUTHCS MCCIEIOBAaHUS KPOBH, peHTrenockonus, B-Y3U, KTA,
MPT wumu JICA.

Hao6uaronenue
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e Pa3smep aHeBpU3MBI

WHCTpYKINS [0 TPUMEHEHNIO CHCTeMBI cTeHT-rpadToB Yuranos™ AUl u AE

e Tpombo3

e Ilymbcarus aHEBpU3MEI

e Murpamus crenT-rpadta

e DHJOyTEUKa

e Jledopmarnus WM UCKPUBIICHHUE CTEHTa-rpadTa

e B ciyuae BBISIBICHUS Y MAIIMEHTOB CACAYIOIINUX COCTOSIHUN B X0OJIe HAOMIOAECHHSI MOXKHO PACCMOTPETh
BO3MO>KHOCTb IIPOBEICHUS TOBTOPHOM MHTEPBEHIIMOHHON OIEpaIliM WIIN XUPYPrUUECKOTo JICUCHHUS
> VYBenuueHUe aHEeBPU3MBI Oosiee yeM Ha 5 MM
> CepbesHblii sH10yTeuka THna | u/mmm tuna Il
> Coxpansromasics 3HI0yTe4Ka IPU JTHIATAlH aHEBPU3MBI UK O€3 THIaTaiu
> OHIOyTeuKa, BEI3BaHHASI MUTpanueil cTeHT-rpadTa

> Pa3pbIB niam noBpexaeHne cTeHT-Tpadra

12 Cpok roasocru

Cucrema crentoB Yuranos'™MAUI u AE crepummsyeTcss ¢ MOMONIBIO STHIEHOKCHIA. JlaTa M3rOTOBIEHHS M CPOK
TOHOCTH TIPOAYKTa YKa3aHbl Ha STHKeTKe. Ha 3THKETKax MpomyKTa yka3aH CpPOK O€30MacHOr0 HCIONb30BAHMUS;
MPOILYKTHI C UCTEKIIMM CPOKOM TOJHOCTH MCIOIB30BaTh 3ampemiaercs. [Ipock0a MCIonb30BaTh A0 JaThl UCTEUCHUS

CpOKa IrofHOCTH, yKaSaHHOﬁ Ha 3TUKETKC YITAaKOBKH.

13 TpebdoBaHus K XpPAHEHHUIO U TPAHCIIOPTHPOBKE

IIpomykTsl cucteMsl crenToB-rpadTos Yuranos™ AUI u AE cremyer XpaHHTb B YHCTOM, TIPOXJIATHOM MECTE IPH
KOMHATHO# TeMIiepaType, 3allMiias OT COTHEYHOTO CBETa U BJIATH.

Bo BpeMsi TpaHCIIOPTUPOBKY KATErOPHUYECKHU 3aIlpelaeTcsl CAABINBATh, HAMOYATh WUIIH OIBEPraTh MPOAYKThI
BO3/ICHCTBHIO COIIHEYHOTO CBETA; C HUMH ClIe[lyeT 00pallarhCs OCTOPOXKHO.

Crent-rpadT Yuranos™ nmst 6promHoif aopThl U CHCTEMA JOCTABKU HE JOJKHBI BCTYTIATh B KOHTAKT C

OpraHUYeCKHMU PACTBOPUTEISIMU (BKIIFOYAsS CIIHPT).

14 YnakoBka u MapKHpPOBKAa

Cucremsl crenT-rpados Yuranos™ AUI u AE ynakosassl B otk u3 [I9TI 1 3amevaTansl B IByXCIOWHBIE TAKETHI
u3 Tyvek. TIpomyKThl CHCTEMBI a0pPTO-ITOAB3MOIIHO-OCIPEHHOTO CTEHT-rpad)Ta M CHCTEMBI CTeHT-TpadTa s
YIUTMHEHUS a0pTaIbHOIO KOMITOHEHTa YUranos™ cooTBETCTBEHHO YIIAKOBaHbI BO BHEIIHIOK KOPOOKY C HMHCTPYKIIHEH
10 MMPUMEHEHUIO M OJIAHKOM 0OpaTHOM CBSI3H JIIS KIIMEHTOB.

Ha sTHkeTke yKa3aHbl TEXHUYECKHE XapAaKTEPUCTHUKH MPOIYKTa, JaTa HM3TOTOBIICHUS ([arta CTePUIIM3AlMU), CPOK
TOAHOCTH, HOMEP MapTUH, IITPUX-KO MPOMYKTa, 3HAK CTEPUIIU3ALNH U T. [I.

[TosicHeHMS K CHMBOJIaM MPUBEICHBI 1O TAOJHIICH |

& Jlata u3roToBiIeHUs
g Cpok romHOCTH

SN Cepuiinblii HoMep

LOT Kon maprumn

STERILE Crepuin30BaHO C UCIIONb30BAHUEM ATHIICHOKCHIA
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WHCTpYKINS [0 TPUMEHEHNIO CHCTeMBI cTeHT-rpadToB Yuranos™ AUl u AE
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Howmep no karanory
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| Device description

The Thoracoabdominal Artery Stent Graft System is intended for endovascular repair of thoracoabdominal
aortic aneurysms and aortic dissections. The system comprises three sub-systems: 1) the G-Branch™
Thoracoabdominal Aortic Stent Graft System, 2) the SilverFlow™ PV Peripheral Vascular Stent Graft
System, and 3) the Aortic Extension Stent Graft System.

The G-Branch™ Thoracoabdominal Aortic Stent Graft System consists of the G-Branch™

Thoracoabdominal Aortic Stent Graft (TAAA stent graft) and its delivery system.

The SilverFlow™ PV Peripheral Vascular Stent Graft System consists of the SilverFlow™ PV Peripheral

Vascular Stent Graft (PV stent graft) and its delivery system.

The Aortic Extension Stent Graft System consists of the G-Branch™ AE Main Body Extension Stent Graft
(AE stent graft), the G-Branch™ AAA Bifurcated Stent Graft (AAA stent graft), the G-Branch™ IE lliac

Extension Stent Graft (IE stent graft) and their respective delivery systems.

All stent grafts are pre-loaded onto their respective delivery systems. During the procedure, each stent
system is introduced via an appropriate vascular access route, navigated to the target lesion site under
fluoroscopic guidance, and the corresponding stent graft is accurately deployed to achieve exclusion of the

aneurysm or dissection segment.

1.1 Stent Graft Description

1.1.1 G-Branch™ Thoracoabdominal Aortic Stent Graft (TAAA Stent Graft)

The G-Branch™ Thoracoabdominal Aortic Stent Graft is a self-expanding stent graft constructed from PET
polyester fabric and Nitinol (NiTi) stent frame. The Nitinol stent frame is securely fixed to the PET polyester
fabric using polyester sutures. The proximal and distal stent graft junctions incorporate a conical transition.
The TAAA stent graft includes two internal branches for the celiac trunk (CA) and superior mesenteric artery
(SMA), and two external branches for the left and right renal arteries (LRA and RRA), as shown in Figure
1.
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Figure 1: G-Branch™ Thoracoabdominal Aortic Stent Graft (TAAA Stent Graft)

1.1.2 SilverFlow™ PV Peripheral Vascular Stent Graft (PV Stent Graft)

The SilverFlow™ PV Peripheral Vascular Stent Graft is a self-expanding stent graft constructed from a NiTi
alloy stent frame covered with PTFE membrane, as shown in Figure 2. The PV stent graft is used in

conjunction with the TAAA stent graft to reconstruct the visceral branches of the thoracoabdominal aorta.
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Figure 2: SilverFlow™ PV Peripheral Vascular Stent Graft (PV Stent Graft)

1.1.3 Aortic Extension Stent Graft (G-Branch™ AE, AAA, IE Stent Graft)

The G-Branch™ AE Main Body Extension Stent Graft, G-Branch™ AAA Bifurcated Stent Graft, and G-
Branch™ [E lliac Extension Stent Graft are all self-expanding stent grafts constructed from NiTi alloy stent
frame covered with PTFE membrane. The AE stent graft is used in conjunction with the TAAA stent graft
to extend its distal end, as shown in Figure 3(a). The AAA stent graft features long and short limbs
configurations, which are designed for use with the corresponding IE stent graft, as shown in Figures 3(b)
and 3(c). In combination, the AAA and IE stent grafts provide a continuous endovascular pathway extending
from the distal end of the TAAA stent graft to the iliac arteries, thereby enabling effective treatment of

thoracoabdominal aortic aneurysms or aortic dissections involving the aortic bifurcation and iliac segments.
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1 2
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3
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(a) G-Branch™ AE Main Body Extension Stent Graft (AE Stent Graft)
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Figure 3: Aortic Extension Stent Graft (G-Branch™ AE, AAA, IE Stent Graft)

1.2 Delivery System Description

1.2.1 G-Branch™ TAAA Delivery System

The delivery system for the TAAA stent graft primarily consists of a tapered tip, a hydrophilic coated sheath,
preloaded guidewires and a handle assembly. The stent graft is preloaded onto the delivery sheath and
positioned near the tapered tip. The 0.018-inch preloaded guidewires pass through the internal branches

of the TAAA stent graft and are secured within the sheath by a guidewire locking mechanism, as shown in

position (1) of Figure 4. The detailed components of the delivery system are listed in Table 1.
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Figure 4: TAAA Delivery System
Table 1 Components of TAAA Delivery System

1 Tapered Tip 5 Trigger 9 Safety Buckle
Radiopaque

2 6 Slider Grip 10 Haemostatic Valve
Marker Band

3 Sheath 7 Release Lock 11 Guidewire Locker

4 Front Grip 8 Proximal Releaser 12 Preloaded Guidewire

1.2.2 SilverFlow™ PV Delivery System

The delivery system for the PV stent graft primarily consists of a tapered tip, a hydrophilic coated sheath,
and a handle assembly. The stent graft is preloaded within the sheath and positioned near the tapered tip.
During the procedure, the stent graft is released by pressing the trigger and withdrawing the slider grip.

The detailed components of the delivery system are listed in Table 2.

Figure 5: PV Delivery System

Table 2 Components of PV Delivery System

_ Radiopaque _
1 Tapered Tip 2 3 Sheath 4 Front Grip
Marker Band
5 Slider Grip 6 Luer Lock 7 Trigger
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1.2.3 G-Branch™ AE and G-Branch™ AAA Delivery System

The delivery system for both the AE and AAA stent grafts is the same. The delivery system primarily
consists of a tapered tip, a hydrophilic coated sheath and a handle assembly. The stent graft is preloaded
onto the delivery sheath and positioned near the tapered tip. The detailed components of the delivery

system are listed in Table 3.

2)

()

5 ©

Figure 6: AE and AAA Delivery System

Table 3 Components of AE and AAA Delivery System

1 Tapered Tip 4 Front Grip 7 Proximal Releaser
Radiopaque

2 5 Trigger 8 Safety Buckle
Marker Band

3 Sheath 6 Slider Grip 9 Haemostatic Valve

1.2.4 G-Branch™ IE Delivery System

The delivery system for the |IE stent graft primarily consists of a tapered tip, a hydrophilic coated sheath
and a handle assembly. The stent graft is preloaded onto the delivery sheath, positioned near the tapered
tip. Deployment of the stent graft is achieved by withdrawing the sheath during the procedure. The detailed

components of the delivery system are shown in Table 4.

2

Figure 7: |IE Delivery System
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Table 4 Components of IE Delivery System

) Haemostatic .
1 Tapered Tip 4 Valve 7 Rear Grip
Radiopaque . Rear Grip Locking
2 Marker Band 5 Front Grip 8 Cap
3 Sheath 6 Frof‘t Grip 9 Luer Connector
Locking Cap

1.3 Specifications and catalogue numbers

The G-Branch™ Thoracoabdominal Aortic Stent Graft System, the SilverFlow™ PV Peripheral Vascular
Stent Graft System, and the Aortic Extension Stent Graft System which includes the G-Branch™ AE Main
Body Extension Stent Graft System, the G-Branch™ AAA Bifurcated Stent Graft System, and the G-
Branch™ IE lliac Extension Stent Graft System, are available in the following lengths and diameters shown
in Table 5 to Table 9.

Table 5 Dimensions of G-Branch™ Thoracoabdominal Aortic Stent Graft System

Unit: mm
Stent graft Internal | External | Stent [Effective| Sheath
Catalogue proximal Stent graft distal | branch | branch | graft | sheath | outer
number? diameter diameter (D2) diamete |diameter [length| length |diameter
(D1) r (d3) (d4) (L1) (LO) (DO)
TAAA24WWXX
XeVizZ77 20 14, 16, 18, 20 6
TAAA24WWXX
XeVizZZ77 22 14, 16, 18, 20 8
TAAA24WWXX
XeVizZZ77 24 14, 16, 18, 20 8
TAAA26WWXX
XeViZZ7Z7 26 14, 16, 18, 20 8,10
TAAA28WWXX
XeVizZ77 28 14, 16, 18, 20 8,10 1;8
TAAASOWWXX | 3 14,16,18,20,22 | 8,10 | 6,7,8 | 130, | 680 | 22F
XeYiZzZZ 140
TAAA32WWXX '
XeVizZZZ 32 14, 16, 18, 20, 22 8,10 150
TAAA34WWXX 34 14, 16, 18, 20, 22, 8 10
XeYizZzzZzZ 24, 26 '
TAAA3BWWXX 36 14, 16, 18, 20, 22, 8 10
XeYiZzZZ 24, 26 ’
TAAA38WWXX 38 14, 16, 18, 20, 22, 8 10
XeYiZzZZ 24,26, 28, 30 ’
TAAA4OWWXX 40 14, 16, 18, 20, 22, 8 10
XeYiZzZZ 24, 26, 28, 30 ’

TTAAAVVWWXXXeYiZZZZ is the G-Branch™ Thoracoabdominal Aortic Stent Graft System (“TAAA stent
graft system”). “VV” is the proximal diameter of the stent graft (D1). “WW?” is the distal diameter of the stent
graft (D2). The “XXX” is the length of the stent graft (L1). “€” means the external branch. “Y” is external

branch diameter (d4), “i” means the internal branch. “ZZZZ” is the internal branch diameter (d3).
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Table 6 Dimensions of SilverFlow™ PV Peripheral Vascular Stent Graft System

Unit: mm
Stent graft Effective | Sheath
2 proximal | Stent graft distal | Stent graft sheath outer
Catalogue number diameter diameter (D2) length (L1) length |diameter
(D1) (LO) (DO)
PV-05WWYYYS/L/XL7 5 5
PV-06WWYYYS/L/XL7 6 5,6 7F
PV-07WWYYYS/L/XL7 7 56,7,8
20, 30, 40, 50,| S/L/XL
PV-08WWYYYS/L/XL8 8 6,7,8,9,10,12 |60, 70, 80, 90, | (800/1000/
PV-09WWYYYS/L/XL8 9 6,7,8,9, 10,12 100, 110, 120 1200)
8F
PV-10WWYYYS/L/XL8 10 °7.6910.12
PV-12WWYYYS/L/XL8 12 8,9, 10,12, 14

* Stents with 20/30 mm length are only available with D1 = D2.
2PV-VVWWYYYS/L/XLZ is the SilverFlow™ PV Peripheral Vascular Stent Graft System (“PV stent graft
system”). "VV" is the proximal diameter of the stent graft. “WW” is the distal diameter of stent graft. “YYY”

is the covered length of stent graft. "S/L/XL" means the length of the delivery system, where S=800mm,

L=1000mm, XL=1200mm. “Z” is the sheath outer diameter of the delivery system.

Table 7 Dimensions of G-Branch™ AE Main Body Extension Stent Graft System

Unit: mm
Stg;tt Effective | Sheath
Catalogue rgximal Stent graft distal diameter| Stent graft length | sheath outer
number3 g (D2) (L) length |diameter
lameter (LO) (DO)
(D1)
14, 16, 18, 20, 22, 24, 26, | 70, 80, 90, 100, 110, 18F
AE16WWBYYYZZ| 16 28, 30 e o
32, 34, 36, 38, 40 ' 2’00 ’ ’ 20F/22F
14, 16, 18, 20, 22, 24, 26, | 70, 80, 90, 100, 110, 18F
AE1BWBYYYZZ 18 28, 30 120, 130, 140, 150,
32, 34, 36, 38, 40 ’ 2’00 ’ ’ 20F/22F
14, 16, 18, 20, 22, 24, 26, | 70, 80, 90, 100, 110, 18F
28, 30 120, 130, 140, 150, | 760
AE20WWBYYYZZ 20 32, 34, 36, 38, 40 160, 17(;,0:)80, 190, 2OF/22F
20 40, 60 18F
14, 16, 18, 20, 22, 24, 26, | 70, 80, 90, 100, 110, 18F
28, 30 120, 130, 140, 150,
AE22WWBYYYZZ| 22 32,34,36,38,40 | 10010 180,190, 20F/22F
20, 22 40, 60 18F
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Stent

raft Effective | Sheath
Catalogue rgximal Stent graft distal diameter| Stent graft length | sheath outer
number? 3 (D2) (L1) length |diameter
iameter (LO) (DO)
(DY)
14, 16, 18, 20, 22, 24, 26, | 70, 80, 90, 100, 110, 18F
28, 30 120, 130, 140, 150,
AE2AWWBYYYZZ| 24 32, 34, 36, 38, 40 160, 17%’01080’ 190, 20F/22F
24 40 18F
14, 16, 18, 20, 22, 24, 26, | 70, 80, 90, 100, 110, 18F
28, 30 120, 130, 140, 150,
AE26WWBYYYZZ 26 32. 34, 36, 38, 40 160, 17(;,0:)80, 190, 20F/22F
26 40 18F
14, 16, 18, 20, 22, 24, 26, | 70, 80, 90, 100, 110, 18F
28, 30 120, 130, 140, 150,
AE28WWBYYYZZ| 28 32 34, 36, 38, 40 160, 17%02)80’ 190, 20F/22F
28 40 18F
AE30WWBYYYZZ 30 30 18F
AE32WWBYYYZZ 32 32
AE34WWBYYYZZ| 34 34 40 QOF/22F
AE36WWBYYYZZ 36 36

SAEVVWWBYYYZZ is the G-Branch™ AE Main Body Extension Stent Graft System (“AE stent graft
system”). “VV” is the proximal diameter of the stent graft (D1). “WW” is the distal diameter of the stent graft

(D2). “B” means the stent graft has a proximal bare stent. “YYY” is the covered length of the stent graft

(L1). “ZZ” is the sheath outer diameter of the delivery system.

Table 8 Dimensions of G-Branch™ AAA Bifurcated Stent Graft System

Unit: mm
Stent graft Stent
Strzrf? Stent graft| short Stent | graft s:]%r;: Effective| Sheath
Catalogue rgximal distal branch | graft | main branch sheath | outer
number* giameter diameter distal [length| body lenath length |diameter
(D2) | diameter | (L1) |length| ‘&9 (L0) | (DO)
(D1) (D3) (L2) (L3)
AAA1BWWBYYYZZ| 18 09, 10, 12 { 09, 10, 12
AAA20WWBYYYZZ| 20 10, 12 10, 12
AAA22WWBYYYZZ| 22 10, 12 10, 12 18F
AAA24WWBYYYZZ| 24 12 12 120,
AAA26WWBYYYZZ| 26 12 12 11%% 50 30 520
AAA28WWBYYYZZ| 28 12,14 12,14
AAA3O0WWBYYYZZ| 30 12,14 12,14
AAA32WWBYYYZZ| 32 12,14 12,14 20F/22F
AAA34WWBYYYZZ| 34 12,14 12,14
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Stent Stent graft Stent Stent
raft Stent graft| short Stent | graft short Effective| Sheath
Catalogue gre | distal branch | graft | main b h sheath | outer
number* g_roxm:a diameter distal [length| body Irani:h length |diameter
'?Qf)er (D2) | diameter | (L1) |length e([%) (LO) (DO)
(D3) (L2)
AAA3BWWBYYYZZ| 36 12,14 12,14

* AAA stent grafts are only available with D2= D3.

AAAAVVWWBYYYZZ is the G-Branch™ AAA Bifurcated Stent Graft System ("AAA stent graft system").
"VV" is the proximal diameter of the stent graft (D1). "WW" is the branch distal diameter of the stent graft

(D2, D3). "B" means that the stent graft has a proximal bare stent. “YYY” is the covered length of the stent

graft (L1). “ZZ” is the sheath outer diameter of the delivery system.

Table 9 Specifications of G-Branch™ [E lliac Extension Stent Graft System

Unit: mm
Strzr;tt Stent graft Effective | Sheath
5 gre distal Stent graft length sheath outer
Catalogue number® |proximal . .
diameter diameter (L) length | diameter
(D1) (D2) (LO) (DO)
08, 10, 12, | 40, 60, 80, 90, 100,
IE1OWWCYYYZZ 10 14 120, 140. 160, 180
80, 90, 100, 120,
IE1OWWCYYYZZ 10 16, 18, 20 140, 160, 180
08, 10, 12, | 40, 60, 80, 90, 100,
IET2WWCYYYZZ 12 14,16 | 120, 140, 160, 180
18, 20, 22, 80, 90, 100, 120,
IET2WWCYYYZZ 12| 24,26, 28 140, 160, 180 510 o
10, 12, 14, | 40, 60, 80, 90, 100,
IET4WWCYYYZZ 14 16,18 | 120, 140, 160, 180
20, 22, 24, 80, 90, 100, 120,
IE14WWCYYYZZ 14 26, 28 140, 160, 180
12, 14, 16, | 40, 60, 80, 90, 100,
IET6WWCYYYZZ 16 18,20 | 120, 140, 160, 180
22, 24, 26, 80, 90, 100, 120,
IE16WWCYYYZZ 16 28 140, 160, 180
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of the stent graft (L1). “ZZ” is the outer diameter of the sheath of the delivery system.

SIEVVWWCYYYZZ is the G-Branch™ [E lliac Extension Stent Graft System ("IE stent graft system"). "VV"
represents the proximal diameter of the stent graft (D1). "WW?" indicates the distal diameter of the stent

graft (D2). "C" means that the stent graft does not have a proximal bare stent. “YYY” is the covered length



Il Intended use

The Thoracoabdominal Artery Stent Graft System is intended for the endovascular repair of

thoracoabdominal aortic aneurysms and aortic dissections.
2.1 Indications

The Thoracoabdominal Artery Stent Graft System is indicated for the endovascular repair of

thoracoabdominal aortic aneurysms and aortic dissections.

> The G-Branch™ TAAA Stent Graft System is used for endovascular repair of the thoracoabdominal

aorta and aortic dissections in patients requiring:

e Adequate femoral, iliac, and upper extremity vessel access compatible with the required delivery

system.

e The proximal landing zone of the thoracoabdominal aorta should have a diameter ranging from

17 mm to 36 mm, with a minimum landing length of 25 mm.

> The SilverFlow™ PV Stent Graft System is used for the endovascular repair of the celiac trunk,

superior mesenteric artery, and renal arteries in patients requiring:

e Adequate femoral, iliac, and upper extremity vessel access compatible with the required delivery

system.

e The landing zone of the visceral branch should have a diameter ranging from 6 mm to 13 mm,

with a minimum landing length of 15 mm.

e The landing zone of the renal artery should have a diameter ranging from 4.5 mm to 9 mm, with

a minimum landing length of 15 mm.

> The G-Branch™ AAA and IE Stent Graft Systems are used for the endovascular repair of the

abdominal aorta and iliac arteries in patients requiring:

e Adequate femoral, iliac, and upper extremity vessel access compatible with the required delivery

system.

e The distal landing zone of the iliac artery should have a diameter ranging from 7 mm to 25 mm,

with a minimum landing length of 15 mm.

> The G-Branch™ AE Stent Graft System is used for extending the proximal and distal landing zones in

thoracoabdominal aortic aneurysms and aortic dissections in patients requiring:

e Adequate femoral, iliac, and upper extremity vessel access compatible with the required delivery

system.

11
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e The distal landing zone of the abdominal aorta should have a diameter ranging from 12 mm to

36 mm, with a minimum landing length of 20 mm.
2.2 Intended users

The Thoracoabdominal Artery Stent Graft System shall be used only by physicians and clinical teams

trained in vascular interventional techniques, including specific training in the use of the device.
2.3 Intended patient population

The Thoracoabdominal Artery Stent Graft System is intended for any patient requiring treatment of
thoracoabdominal aortic aneurysms or aortic dissections with anatomic characteristics and vessel

morphology compatible with the device.

2.4 Clinical benefit

The Thoracoabdominal Artery Stent Graft System, designed for endovascular treatment of
thoracoabdominal aortic aneurysms (TAAAs) and aortic dissections, offers significant clinical benefits by
enabling effective aneurysm exclusion, restoring physiological blood flow, and preserving visceral
perfusion through a minimally invasive approach. It also provides an endovascular option for patients with
TAAA or dissection who are at high risk of open surgical repair, which is associated with high morbidity

and mortality rates.

1l Contraindications

3.1 The Thoracoabdominal Artery Stent Graft System is contraindicated in:

e Patients whose anatomy is not compatible with available device dimensions.
e Patients with acute systemic infections.

e Patients with another implanted device that interferes with its use.

e Patients with contraindications to X-ray imaging.

e Patients with known hypersensitivity or allergy to stent graft materials.

e Patients who cannot tolerate contrast agents due to renal insufficiency.

e Patients allergic to the contrast medium.

e Patients with severe stenosis, calcification, or mural thrombosis at the planned landing zone that may
hinder proper stent graft apposition.

3.2 The safety and effectiveness of the Thoracoabdominal Artery Stent Graft System have not been

12
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evaluated in:

e Patients with acute rupture of thoracoabdominal aortic aneurysms.
e Patients with connective tissue disorders.

e Patients in a hypercoagulable state.

e Patients with concurrent mesenteric artery occlusive disease.

®  Pregnant or nursing women.

® Patients <18 years.

IV Warnings

e Read all instructions carefully. Failure to properly follow the instructions, warnings and precautions

may lead to serious consequences or injury to the patient.

e This device shall be used only by physicians and teams trained in vascular interventional techniques,

including training in the use of the device.

e Potential device embolization may occur, and physicians need to be prepared to remove the embolized

device.

e Do not continue advancing if resistance is felt during advancement of the guidewire and delivery

system. Stop and assess the cause of resistance.
e Allergic reactions may occur in patients allergic to nitinol following the implantation of the stent graft.

e Do not use if the package is opened or damaged, or it is suspected that the sterility of the device has
been compromised, as infection and related serious potential patient harms could occur including

infection.

e For single use only. DO NOT REUSE, REPROCESS OR RESTERILIZE. Reuse, reprocessing or re-
sterilization may compromise the structural integrity of the device and/or lead to device failure which,

in turn, may result in patient injury, iliness or death.

e Do not use expired product, if any component of the device shows abnormalities such as damage, do

not use the device.

e If a serious incident related to the device occurs, immediately report the incident to Lifetech and the

applicable competent authority or regulatory body.

13
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V Precautions

5.1 MRI Information:

Non-clinical testing demonstrated that the Thoracoabdominal Artery Stent Graft is MR Conditional. A
patient implanted with this device may be safely scanned in an MR system meeting all of the following
conditions:

B Static magnetic field of 1L.5Tor3.0T

B Maximum spatial magnetic field gradient of 1,700 gauss/cm at static magnetic field of

3.0 T and 2,000 gauss/cm at static magnetic field of 1.5 T

B Maximum whole body averaged specific absorption rate (SAR) of 2 W/kg (Normal

Operation Mode) for maximum scan duration of 15 minutes.

Under the defined scan conditions, the device is expected to produce a maximum temperature rise

of less than 2.63 °C.

In non-clinical testing, the largest image artifact measured was 6.5 mm (GRE sequence) at 1.5T and

7.5 mm (GRE sequence) at 3.0T. This image artifact does not obscure the device lumen.

Note: MR image quality may be compromised if the area of interest is in the same area or relatively
close to the position of the device. Therefore, it may be necessary to optimize MR imaging parameters

to compensate for the presence of this implant.

5.2 Other matters

e This device should be stored in a non-corrosive gas environment, well-ventilated, and clean room.
e The device must not come into contact with organic solvents.

e During transportation of the device, crushing, wetting, or exposure to sunlight is strictly prohibited.

Handle with care and gently place it down.
e If any questions arise before using this device, contact the distributor or manufacturer directly.

e Physicians should determine the use of anticoagulants or antiplatelet drugs before, during, and after

the use of this device based on clinical conditions.
e Ensure that the size of the access vessel is adequate for the selected delivery sheath.

e The device should be used via standard interventional cardiovascular catheter techniques.
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e The sheath's effective length surface is treated with a hydrophilic coating. Avoid contact with sharp

objects to prevent coating detachment.

e To activate the hydrophilic coating on the sheath surface, the surface shall be wiped with sterile gauze

pads moistened with saline solution.

5.3 Overall qualitative and quantitative information on the materials and substances to which

patients can be exposed

e The materials and substances to which the patient can be exposed in the G-Branch™
Thoracoabdominal Aortic Stent Graft (in wt.%) are NiTi (Nickel titanium, 49-67%), stainless steel (7-
17%), PET (Polyethylene terephthalate, 20-40%), TA (tantalum, <1%). During the intended use, the
thoracic aorta, abdominal aorta, iliac artery, femoral artery as well the blood will come in contact with

the device.

e The materials and substances to which the patient can be exposed in the SilverFlow™ PV Peripheral
Vascular Stent Graft (in wt.%) are NiTi (Nickel titanium, 49-67%), PTFE (Polytetrafluoroethylene, 15-
35%), TA (tantalum, <1%). During the intended use, the thoracic aorta, abdominal aorta, iliac artery,

femoral artery as well the blood will come in contact with the device.

e The materials and substances to which the patient can be exposed in the Aortic Extension Stent Graft
(in wt.%) are NiTi (Nickel titanium, 49-67%), stainless steel (7-17%), PTFE (Polytetrafluoroethylene,
20-40%), TA (tantalum, <1%). During the intended use, the thoracic aorta, abdominal aorta, iliac artery,

femoral artery as well the blood will come in contact with the device.
VI Complications

Possible adverse events and complications that may occur with the use of the Thoracoabdominal Artery
Stent Graft System or in any endovascular repair procedure, which may or may not require intervention

include, but are not limited to:

Access site Complication Hemothorax

Anaphylaxis Hepatic Failure

Anemia Hypertension/Hypotension
Anesthetic Complications Infection

Aneurysm Enlargement/Rupture Inflammation

Aortic dissection or intramural hematoma Kidney atrophy/Infarction

Arrhythmia
Arteriovenous Fistula
Bleeding complication

Lymph Fistula

Myocardial Infarction
Neurologic Local or Systemic
Complications (e.g., Stroke,
Transient Ischemic Attack,
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WARNING: Even if the procedure is performed correctly, the aforementioned complications may still occur.

Therefore, it is crucial to rigorously select patients, carefully assess their specific conditions, and determine

Cardiac Arrest

Cardiac Tamponade

Claudication (e.g., Buttock and Lower Limb)
Component Separation

Congestive Heart Failure

Death

Device Migration
Edema
Embolism
Erosion

Fever

Gastrointestinal Complications (e.g.,
Intestinal
Ischemia/lnfarction/Obstruction/Ischemia/Ne
crosis)

Hemorrhage

the appropriate pre-operative planning measurements.

VIl Operation guide

Note: This guideline refers to an example of endovascular repair of a type of Crawford Ill thoracoabdominal

Paraplegia, Paraparesis, Spinal
Cord Shock, Paralysis)
Occlusion of branch vessel
Organ Failure

Pericardial Effusion
Pseudoaneurysm

Pulmonary Complications (e.g.,
Atelectasis, Pneumonia,
Respiratory Failure)

Renal artery stenosis

Renal Failure/Dysfunction
Reoperation/Reintervention
Retrograde dissection

Sepsis

Splenic Injury (e.g., Infarction,
Ischemia)

Thrombosis

Vascular Trauma/Injury (e.g.,
Vessel Dissection, Perforation,
Rupture)

aortic aneurysm with the Thoracoabdominal Artery Stent Graft System.

7.1 Preparation of equipment and materials (Not included in this system, required separately)
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0.035" Super Stiff Guidewire (260cm), at least two pieces, such as Cook TSMG-35-260-LES
Lunderquist® Extra-Stiff Wire Guide.

0.035" Stiff Guidewire (260cm), at least two pieces, such as Cook THSCF-35-260-1.5-Rosen Wire
Guide.

0.035" Hydrophilic Soft-tipped Guidewire (260cm), at least two pieces, such as Terumo
RF*GA35263M.

8F long sheath, at least two sets, such as Cook KCFW -8.0 -35-70-RB-HFANLO-HC Flexor® Ansel



Guiding Sheath.
e Endovascular snare system, such as Lifetech LT-SG-20 SeQure™ Snare System.
e Steerable introducer, such as Lifetech SVA8F -700 Fustar™.
e Guiding catheter such as Cordis 6F JR4.
e 0.035" Balloon Dilatation Catheter, compatible with 0.035" guidewire.
e 0.018" Balloon Dilatation Catheter compatible with 0.018" guidewire.

e Standard surgical instruments for exposure and closure of iliac, femoral, and brachial arteries or

vascular closure devices.
e Arterial puncture devices.
e Various angiographic catheters.
e Contrast media.
e Digital subtraction angiography capable fluoroscopy equipment.
e Power injector.
e Heparin saline solution.
e Blood pressure monitoring kit.
e  Triple lumen stopcock.

e Any other instrument that the operating physician deems necessary for the surgery.
7.2 Patient preparation

e Measure the length and aortic diameter of the proximal landing zone.

e Measure the length and aortic diameter of the distal landing zone.

e Measure the diameter and length of the aneurysm.

e Measure the diameter of the celiac trunk, superior mesenteric artery, and left and right renal arteries.
e Measure the distance from each branch’s opening to the landing zone.

e Measure the length from each branch’s opening to the opening of the branch's accessory arteries.

e Measure the diameter of the opening of the brachial artery (axillary artery).

e Measure the angle of the proximal neck of the aneurysm.
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e Determine that the patient's vascular anatomy is suitable for endovascular repair.

e Perform various necessary routine examinations and monitor vital signs related to anesthesia,

anticoagulation, and contrast administration.

e Ensure adequate vascular access via the femoral arteries, brachial arteries, etc., using standard
surgical exposure of both femoral arteries (iliac arteries), left brachial artery (left axillary artery), left

common carotid artery, and left subclavian artery.

e Prepare for systemic anticoagulation (if the patient is allergic to heparin, choose an appropriate

alternative medication).
7.3 Product selection and preparation

Based on the measurements, select the appropriate TAAA Stent Graft, the Aortic Extension Stent Grafts,
the PV Stent Grafts, and the appropriate sheath. The stent length should be as long as possible to match
the anatomy of the patient's thoracoabdominal aorta and its branches. It is recommended that the diameter
of the TAAA stent graft and the Aortic Extension Stent Graft should be oversized by 10-20% of the
corresponding aortic diameter, and that the diameter of the PV stent graft should be oversized by 5-15%

of the corresponding artery diameter.

7.4 Operating Instructions
7.4.1 Preparation before implantation

® Unpack the Devices:

Under sterile conditions, remove the delivery system from its package. For the G-Branch™
Thoracoabdominal Aortic Stent Graft System, carefully remove the protective tube from the coiled
portion of the preloaded guidewires at the proximal end of the delivery system, as illustrated in

Figure 9(a).

CAUTION: Take care to prevent the protective tube from falling off when removing the delivery
system from its packaging. After removing the protective tube, gently wipe the surface of the

preloaded guidewires with sterile heparinized saline.

- T ‘/ HIk
—-IE)]:!\!II
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Figure 9(a): Uncoiling the Preloaded Guidewire and Removing the Protective Tube from the TAAA

Delivery System

® Prepare the G-Branch™ Thoracoabdominal Aortic Stent Graft System and the Aortic
Extension Stent Graft System:

For the G-Branch™ TAAA Delivery System and the Aortic Extension Delivery System, attach
syringes to the haemostatic valve and luer lock, respectively. Thoroughly flush both the sheath
lumen and the guidewire lumen with sterile heparinized saline, as illustrated in Figure 9(b) (TAAA

delivery system as an example).

Figure 9(b): Flushing the sheath lumen and the guidewire lumen of the TAAA Delivery System

® Prepare the SilverFlow™ PV Peripheral Vascular Stent Graft System:

For the SilverFlow™ PV Peripheral Vascular Stent Graft System, after unpackaging, flush the

delivery system from the luer lock at the distal end using a syringe, as shown in Figure 9(c).

— T

Figure 9(c): Flushing the PV Delivery System

e Wipe the outer surface of the delivery system sheaths with sterile heparinized saline to lubricate

the sheath surface and activate the hydrophilic coating on the sheaths of the TAAA delivery

19

Pernctparna MU 8 Pocanpasransope
www.nevacert.ru | info@nevacert.ru



system, the PV delivery system, the AE and AAA delivery system, and the |IE delivery system, as

shown in Figure 10.

Figure 10: Wiping the sheath with sterile heparinized saline

e Under DSA guidance, access the upper limb artery and advance two 8F long sheaths to the
descending aorta segment. Remove the dilator for standby use. Introduce a 0.035" super stiff
guidewire through the femoral artery opening to the segment of the descending aorta above the

celiac trunk ostium, as shown in Figure 11. (For reference only)

(
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Figure 11: Introducing a super stiff guidewire to the specified position

CAUTION:

Maintain cleanliness of the surgical field:
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Before beginning the implantation of the stent graft, ensure that the surgical table is kept clean and free
from any instruments or materials (such as surgical clamps, gauze, etc.) that could interfere with the
introduction, deployment, and retrieval operations of the stent graft system.

Operation under DSA guidance:

Once the device enters the body, all procedures must be carried out cautiously under the guidance of DSA
equipment. In case of encountering abnormal resistance, immediately stop the operation and only proceed

after any issues have been resolved.

7.4.2 Implantation of the TAAA Stent Graft (partial deployment)

® |ntroduce the TAAA Delivery System:

Ensure that the haemostatic valve at the proximal end of the delivery system is facing away from

the operator.

Advance the TAAA delivery system over the super stiff guidewire while gently pushing and adjusting
as needed, and monitor the "G" radiopaque marker (Figure 1, component®) of the TAAA stent graft
under DSA guidance.

Stop advancing when the "G" radiopaque marker aligns with the celiac trunk ostium, as illustrated

i

in Figure 12.

i

Figure 12: Advancing the TAAA Delivery System to the required position

® Partially release the proximal segment:

Under DSA guidance, hold the front grip steady with the left hand while rotating the slider grip

counterclockwise with the right hand to slowly release the bare stent and the proximal segment of
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the TAAA stent graft.
Stop releasing once the proximal graft covered segment (including the "O" and "8" radiopaque
markers shown in Figure 1, component®&®), is fully released from the sheath, as illustrated in

Figure 13.

Figure 13: Releasing the proximal segment of the TAAA Stent Graft

® Confirm orientation and adjust axial position:

Use the "O" and "8" radiopaque markers at the proximal graft covered end to confirm correct

orientation of the internal branch portals toward the celiac trunk (CA) ostium.

While holding the front grip of the delivery system, rotate or gently adjust the delivery system axially,

ensuring that the "G" marker remains aligned with the celiac trunk (CA) ostium.

As illustrated in Figure 1, the “O” marker (left) and the “8” marker (right) indicate that the internal
branch outlets are oriented anteriorly (i.e., facing upward under DSA view), corresponding to the

direction of the visceral arteries.

The "8" and "O" radiopaque markers help verify that the distal portals of the internal branches are
directed toward the visceral arteries. Verify both the axial position and the rotational orientation of

the stent graft before proceeding to the next step.

® Semi-release the proximal end of the TAAA Stent Graft:

Hold the front grip of the delivery system with the left hand. Rotate the slider grip counterclockwise

with the right hand to gradually release the stent graft under DSA guidance.

Stop releasing once the "G" marker at the distal graft covered segment becomes visible and the

radiopaque marker band at the distal end of the external branches is also fully visible, as shown in
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Figure 14.

Figure 14: Semi-released state of the TAAA Stent Graft

At this stage, the proximal segment of the TAAA stent graft is a semi-released state, with
approximately 70—-80% expansion of its proximal diameter. The constraining wire remains in place

to allow for fine circumferential and axial adjustment.
Perform any necessary positional corrections by carefully manipulating the delivery system handle.

Once optimal placement is confirmed, proceed to establish the branch access pathway for celiac

trunk and superior mesenteric artery.
7.4.3 Establishment of branch access pathway for the celiac trunk and superior mesenteric artery

e Advance the preloaded guidewire:

Hold the front grip of the delivery system. At the proximal end of delivery system, rotate one
guidewire locker approximately half a turn counterclockwise to unlock the corresponding preloaded

guidewire.

Advance the preloaded guidewire gently along the longitudinal axis of the sheath while monitoring
its position within the aortic lumen under DSA guidance. Repeat the same procedure to advance
both preloaded guidewires into the descending aorta, ensuring that their distal tips remain slightly

offset longitudinally (i.e., not positioned at the same level), as shown in Figure 15.

Once both preloaded guidewires are properly positioned, rotate the guidewire lockers clockwise to

securely clock them in place.
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Figure 15: Advancement and positioning of the preloaded guidewires

CAUTION: Before advancing the preloaded guidewires, ensure that they have been properly unlocked,

and the delivery system is firmly secured throughout the advancement to maintain stability.

Operational Tip: The numbers @ and @ in the figure indicate the sequence of operations.

® Capture the preloaded guidewire:

Introduce the snare system into the long sheath, and expose the snare from the sheath. Unlock the
preloaded guidewire, and slowly advance it back and forth toward the snare. An assistant controls
the snare to capture the soft tip of the preloaded guidewire. Once the soft tip enters the snare, as
shown in Figure 16 (a), gently retract the snare to pull the soft tip fully into the snare catheter. At
this point, a noticeable increase in resistance should be felt, indicating that the preloaded guidewire

has been successfully captured.

Retrieve the preloaded guidewire from the body through the long sheath, and stop when
approximately 30-50 cm of the guidewire remains outside the body near the guidewire locker. Then,

rotate the locker clockwise to secure the preloaded guidewire.

Repeat the procedure with the second preloaded guidewire using another snare system, as shown
in Figure 16 (b).
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Figure 16: Capturing the preloaded guidewires

CAUTION: When pulling the preloaded guidewire outward, an assistant is required to push from the end
near the guidewire locker. The assistant should continuously monitor the length of the guidewire near the

locker in real time to prevent the guidewire from being completely pulled into the delivery system.
e Advance the long sheath:

Advance the two long sheaths respectively along the preloaded guidewires into the interior of the
TAAA stent graft slowly. The long sheaths pass through the bare stent and internal branches. When
the long sheaths are exposed from the outlet of the internal branches, advance them 5 mm to 10

mm and stop, as shown in Figure 17.
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Figure 17: Advancing the long sheaths

Operational Tip: During advancement of the long sheath into the interior of the TAAA stent graft, it is
recommended to use the dilator for additional support. If the tip of the dilator becomes engaged with or
cannot pass the bare stent portion, the dilator may be replaced with a 0.018" balloon catheter (compatible
with the preloaded 0.018" guidewire) to perform dilation. The balloon can facilitate advancement of the

long sheath into the internal branch.
CAUTION: Obstruction by the bare stent may occur during the sheath advancement. Use a balloon to

carefully traverse and dilate the bare stent, and advance the long sheath gradually during deflation.

e Exchange the guidewires:

Introduce the guiding catheter through the long sheath alongside the preloaded guidewire.

Insert a hydrophilic soft-tipped guidewire through the guiding catheter, adjusting the direction of the

guiding catheter to cannulate celiac trunk (or SMA), as shown in Figure 18(a).

Slowly adjusting the direction of the soft tip of the guidewire to direct it into the branch artery. Once
the guidewire is in place, advance the guiding catheter into the branch artery. Then, withdraw the

hydrophilic soft-tipped guidewire, exchange it with a stiff guidewire.
Unlock the preloaded guidewire, pull it completely out of the body through the long sheath.

Advance the long sheath to cannulate the celiac trunk (or SMA), then remove the guiding catheter,

as shown in Figure 18(b).
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(a) (b)

Figure 18: Establishment of branch access pathway (CA/SMA)

Operational Tip 1: An angiographic catheter can be used to perform angiography of branch arteries (e.g.,
the CA and SMA) before introducing the guiding catheter.
Operational Tip 2: If advancing the guidewire into the target branch through the guiding catheter is

technically difficult, an appropriate steerable sheath may be used instead to cannulate the branch.

® Release the proximal constraining wire of the TAAA Stent Graft:

After completing the guidewire exchange, reconfirm the position of the TAAA stent graft. Once the
position is confirmed, gently press the release lock at the proximal end of the TAAA delivery system
with your thumb, and slowly withdraw the constraining wire from the proximal end of the delivery

system to fully release and expand the proximal graft covered segment of the TAAA stent graft, as

)

shown in Figure 19.

Figure 19: Releasing the proximal graft covered segment of the TAAA Stent Graft

CAUTION: Pull the constraining wire slowly and in a direction parallel to the axis of the delivery system.
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7.4.4 Implantation of PV Stent Graft into the celiac trunk and superior mesenteric artery

® |mplant a PV Stent Graft in the celiac trunk:

Introduce the PV delivery system along the stiff guidewire into the target branch artery, then slightly
withdraw the long sheath until its distal end is retracted of the internal branch of the TAAA stent

graft.

Adjust the position of the PV delivery system so that the two "®" radiopaque markers at the proximal

end of the PV stent graft are aligned with the lower edge of the proximal radiopaque marker band

of the internal branch of the TAAA stent graft.

Hold the front grip of the PV delivery system with the left hand to stabilize it. Hold the slider grip with
the right hand, press the trigger, and slide the grip backward to deploy the PV stent graft.

The operation method and the fully released stent state are shown in Figure 20 (right) and Figure

20 (left), respectively.

Observe the deployment under DSA guidance until the stent is fully released.

M> Va
/( N

Figure 20: Releasing the PV Stent Graft

He

CAUTION 1: Ensure that the long sheath is withdrawn to a position above the proximal opening of the
internal branch before releasing the PV stent graft. Failure to do so may result in partial deployment of the
proximal portion of the PV stent graft within the long sheath, inability to release the stent, or unintended

stent migration.

CAUTION 2: Keep the sheath portion exposed outside of the body straight at the beginning of stent

deployment.

® Remove the PV Delivery System:

Press the trigger and hold the slider grip with right hand. Hold the front grip with the left hand, and

slowly retract the front grip toward the slider grip, thereby retracting the tapered tip assembly, until
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the tapered tip is aligned with the distal end of the sheath.

Release the trigger to lock the delivery system. Keep the long sheath in position, and withdraw only

the PV delivery system, leaving the stiff guidewire in place.

Post -dilation with an appropriately sized balloon may be performed over the stiff guidewire to ensure

optimal lumen patency.

Angiography should be performed to confirm the morphology and blood flow of the deployed PV

stent graft.
Operational Tip: The stiff guidewire may be left in place until any required balloon post-dilation is completed.

CAUTION 1: When withdrawing the tapered tip assembly, perform the action slowly and gently to prevent
the tapered tip from catching on the stent, and causing migration.
CAUTION 2: If resistance is encountered when retracting the tapered tip—suggesting that the tip may have

caught on the stent—one or more of the following approaches may be attempted:

1) Retract the guidewire until it clears the contact point between the tapered tip and the stent,
then slowly retract the front grip to allow the tapered tip to pass smoothly through the stent

lumen.
2) Slightly rotate the delivery system before retracting.
3) Alternatively, gently advance the entire delivery system before retracting.

Do not pull the delivery system forcefully, as this may cause stent migration or sheath

damage.

® |mplant a PV Stent Graft in the superior mesenteric artery:

Following the same procedure used for the celiac trunk revascularization, advance and deploy the
PV stent graft in the superior mesenteric artery. The PV delivery system may be withdrawn as

described above.

Post-dilation with an appropriate size balloon may be performed over the stiff guidewire to ensure

optimal lumen patency.

Angiography should be performed to confirm the morphology and blood flow of the deployed PV

stent graft.
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Figure 21: Implantation of the PV Stent Graft in the CA and SMA

After completion of the PV stent graft implantation into the celiac trunk and the superior mesenteric

artery, proceed to establish the access pathway for the renal arteries.

7.4.5 Establishment of branch access pathway for the renal arteries

® Retract the long sheath:

Slowly retract the two long sheaths away from the proximal end of the TAAA stent graft under DSA

guidance until their distal ends are positioned above the tapered tip of the TAAA delivery system

(L

(see Figure 22).

&
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Figure 22: Retracting the long sheath
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® Release the bare stent of the TAAA Stent Graft:

Hold the TAAA delivery system with the left hand. Remove the safety buckle at the proximal end of

the delivery handle using the right hand (press the safety buckle in the direction indicated by arrow

@).

Gently pull the proximal releaser backward through its full stroke (pinch the proximal releaser
between the thumb and index finger and pull in the direction indicated by arrow @) while monitoring

the deployment of the proximal bare stent under fluoroscopy (Figure 23, left).

When deployment is complete, the stent configuration should match Figure 23 (right).

Figure 23: Releasing the bare stent of the TAAA Stent Graft

® Advance the long sheath through the external branch channel:

Introduce a guiding catheter through the long sheath and advance it to the proximal inlet of the target
external branch. Orient the guiding catheter tip orientation so it aligns with the external branch outlet

and secure the guiding catheter in position.

Advance a hydrophilic soft-tipped guidewire through the guiding catheter into the external branch
until the guidewire exits the distal outlet of the branch. When the guidewire tip is approximately 5—

10 mm above the renal artery ostium, secure the guidewire in position.

Advance the guiding catheter over the guidewire to the same level, then advance the long sheath
through the external branch to a position 5-10 mm above the renal artery ostium. Confirm position

under fluoroscopy (see Figure 24).
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e Exchange guidewires to establish the renal artery access:

Position the guiding catheter tip flush with and oriented toward the renal artery ostium. Manipulate
the hydrophilic soft-tipped guidewire to cannulate the renal artery and advance the guiding catheter

into the renal artery.

Withdraw the hydrophilic soft-tipped guidewire and exchange it for a stiff guidewire positioned within
the renal artery. Withdraw the guiding catheter, leaving the stiff guidewire in place as the established

access for subsequent PV stent graft delivery (Figure 24).

Figure 24: Establishment of the PV Stent Graft access pathways (renal)

Operational tip: If difficulty is encountered when cannulating the renal artery, consider using an

angiographic catheter for local angiography to clarify anatomy or a steerable sheath to facilitate access.
7.4.6 Implantation of PV Stent Graft into the first renal artery

Introduce the PV delivery system over the stiff guidewire into the renal artery.

Align the two proximal "-" radiopague markers of the PV stent graft with the upper edge of the

proximal radiopaque marker band of the corresponding TAAA stent graft external branch.

Hold the front grip steady with the left hand. With the right hand, press the trigger and pull the slider
grip to deploy the PV stent graft. Observe the deployment under DSA guidance until the PV stent

graft is fully released.

Retract the tapered tip into the sheath and remove the PV delivery system. Leave the long sheath

and, if required, the stiff guidewire in place for post-dilation.
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Operational tip: The stiff guidewire may be left in place until any required balloon post-dilation is completed.

Post-implantation check: Perform angiography to confirm stent morphology and blood flow. If

indicated, perform balloon post-dilation over the stiff guidewire to optimize lumen patency.

|

[ ==
Figure 25: Schematic diagram of the first renal artery revascularization

CAUTION: Ensure the long sheath is withdrawn above the internal branch proximal opening before
releasing the PV stent graft. Failure to do so may result in partial deployment inside the sheath, inability to

release, or unintended stent migration.
7.4.7 Fully release the TAAA stent graft (distal release)

After revascularization of the CA, SMA and one renal artery, position the PV delivery system for the
contralateral renal artery as required. Then fully release the distal portion of the TAAA stent graft to

restore full apposition.

Hold the front grip steady with the left hand. Operate the release mechanism with the right hand
(pull the trigger and pull the slider) to rapidly release the distal graft covered segments, as illustrated

in Figure 26. Confirm the deployed configuration under fluoroscopy.
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Figure 26: Releasing the distal end of TAAA Stent Graft

7.4.8 Implantation of a PV Stent Graft into the other renal artery

Refer to Section 7.4.6 for PV stent graft implantation steps. Advance and deploy the PV stent graft
into the contralateral renal artery using the same technique. Perform angiography and balloon post-

dilation as required. See Figure 27 for the final bilateral renal revascularization configuration.

D i S

Figure 27: Schematic diagram of the both renal artery revascularization

Operational tip: If post-dilation is required, keep the stiff guidewire in place until dilation is complete; then

withdraw the guidewire and sheath.

7.4.9 Removing the TAAA Delivery System
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e Retract the tapered tip into the delivery system sheath:

Hold the slider grip with the right hand to stabilize the system, and the front grip with the left hand.
Pull the trigger backward, then slowly retract the front grip toward the slider grip to withdraw the

tapered tip into the distal end of the sheath (Figure 28).

Figure 28: Retracting the tapered tip of the TAAA Delivery System

CAUTION: If resistance is encountered and the tapered tip appears to catch on the stent, do not apply
excessive force. Slightly rotate the delivery system and attempt gentle retraction. If the issue persists,

partially retract guidewires to alter geometry and retry removal carefully.

e Remove the TAAA Delivery System:

Carefully withdraw the TAAA delivery system through the femoral access site. Perform angiography
to confirm stent morphology and blood flow. Upon satisfactory confirmation, remove the

angiographic catheter.

Operational Tip: If subsequent implantation of AE, AAA or IE stent grafts is planned, the super stiff
guidewire may be left in place to maintain vascular access and minimize the need for repeated vascular

access.
7.4.10 Implantation of the AE Stent Graft (when distal landing zone extension is required)

® |ntroduce the AE Delivery System:

Ensure the haemostatic valve faces away from the operator, then introduce the AE delivery system

along the super stiff guidewire from the femoral access.
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Slowly advance the tapered tip of the AE delivery system into the distal inner portion of the TAAA
stent graft under DSA guidance (Figure 29).

Figure 29: Introducing the AE Delivery System

® Release the proximal end of AE Stent Graft:

Hold the front grip steady with the left hand and rotate the slider grip counterclockwise with the right

hand to slowly release the bare stent and the proximal graft covered end.

Stop when the proximal graft covered segment (including the "O" and "8" radiopaque markers) is

completely released from the sheath (Figure 30).

Figure 30: Releasing the proximal end of AE Stent Graft

36

Pernctparna MU 8 Pocanpasransope
www.nevacert.ru | info@nevacert.ru



Ensure that the proximal radiopaque marker ("O" or "8") of the AE stent graft axially overlaps the
distal "O" radiopaque marker of the TAAA stent graft by at least 30 mm and that the overlapping

length between the distal segment of the AE stent graft and abdominal aorta is at least 20 mm.
® Release the fully graft covered segment rapidly:

Hold the front grip steady. Pull the slider grip with the right hand while simultaneously pulling the
trigger backward with the right thumb to rapidly release the distal graft covered segment (Figure
31).

Figure 31: AE distal segment rapid release

® Release the proximal bare stent:

Remove the safety buckle at the proximal handle, then gently pull the proximal releaser backward
to its full stroke, while monitoring under fluoroscopy (Figure 32). When deployment is complete,

confirm final state.
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Figure 32: AE proximal bare stent release

e Remove the AE Delivery System:

Retract the tapered tip into the sheath and withdraw the AE delivery system (Figure 33). Perform

angiography to confirm matching and, if required, post-dilate with an appropriate size balloon.

Figure 33: AE Delivery System withdrawal and final state

Note: AE and AAA delivery systems share the same operating mechanics; see Section 7.4.11 for

AAA-specific short-branch steps.

7.4.11 Implantation of the AAA Stent Graft and the IE Stent Graft(s) (reconstruction of abdominal
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aorta)

® |ntroduce and position the AAA Delivery System:

Introduce the AAA delivery system along the super stiff guidewire and advance the tapered tip into

the inner distal portion of the TAAA stent graft.

® Release the proximal graft covered segment and short branch:

Slowly release the proximal graft covered segment (O and 8 markers). Ensure axial overlap between
the AAA “8” marker and the distal TAAA “O” marker (=30 mm). Adjust rotation slightly if

necessary. Continue to release until the short branch is deployed (Figure 34).

Figure 34: Short branch deployment of AAA Stent Graft

CAUTION: Ensure the AAA stent graft and the tapered tip do not interfere with the existing TAAA stent

graft to avoid migration during advancement and positioning.

® Release the bare stent of the AAA Stent Graft:

Remove the safety buckle and pull the proximal releaser to its full stroke to disengage the bare
stent. If deployment is incomplete, perform gentle advance/retraction of the proximal releaser as
needed (Figure 35).
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Figure 35: AAA proximal bare stent release

® |mplant the IE Stent Graft into the short branch:

From the contralateral femoral approach, introduce another super stiff guidewire through the short
branch and advance the IE delivery system until the IE "O" marker aligns with the short-branch "e"

marker (Figures 36). Confirm fluoroscopic alignment before deployment.
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Figure 36: Introducing the IE Stent Graft to the short branch

Rotate the front grip locking cap counterclockwise approximately half a turn to release the rear grip

lock while holding the front grip.
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Secure the rear grip with the right hand and slowly retract the front grip toward the rear grip with the

left hand until the IE stent graft is fully deployed under DSA guidance (Figure 37, left).

Hold the front grip with the left hand and retract the rear grip with the right hand until the tapered tip
is fully within the sheath. Rotate the front grip locking cap clockwise to lock the delivery system, and

remove the IE delivery system from the body (Figure 37, right).

Figure 37: Releasing the IE Stent Graft and removing the |IE Delivery System

o Fully release the AAA Stent Graft:

Release the long branch to full deploy the AAA stent graft and remove the AAA delivery system
from the body (Figures 38).
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Figure 38: Releasing the long branch of the AAA Stent Graft and removing the AAA Delivery System

® |mplant the IE Stent Graft into the long branch:

From the ipsilateral femoral artery approach, Introduce the IE delivery system into the long branch,
and adjust the position to that the "O" radiopaque marker of the |IE stent graft is aligned with the "O"

radiopaque marker in the middle of the long branch (Figure 39).

Figure 39: Introducing IE Delivery System into the long branch

Repeat the same deployment procedure as for the contralateral |E stent graft, including unlocking,

gradual retraction of the front grip for full deployment under fluoroscopy, and removal of the IE
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delivery system. If apposition is suboptimal, post-dilate with an appropriate size balloon. The final

state after implantation is shown in Figure 40.

Figure 40: Final state after implantation of AAA and IE Stent Grafts
7.4.12 Angiographic Confirmation and Post-procedure

Perform angiography of the entire Thoracoabdominal Artery Stent Grafts using an angiographic
catheter to confirm patency and proper deployment. After angiography, withdraw the catheter and

guidewire, and close all vascular access sites according to standard surgical procedures.
VIIl Troubleshooting Techniques

8.1 Alternative Instruction for Delivery System Withdrawal

In the unlikely event of delivery system resistance or entrapment during withdrawal, the following

alternative steps may be performed:

1) Verify that all guidewires and sheaths are free from tension.

2) Under fluoroscopic guidance, slightly advance the delivery system by 2—3 mm to relieve tension.
3) Gently rotate the front grip 10—20° to alter the tip alignment.

4) Ifthe tapered tip remains caught, partially retract the guidewire within the lumen to reduce contact

force, then reattempt withdrawal.

5) Do not apply excessive pulling force; forced withdrawal may result in vessel injury or stent
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6)

migration.

If withdrawal remains unsuccessful, fully retract the slider grip to its end position, then stabilize
the delivery system and fix the front grip in place. While keeping the front grip stationary, gently
move the slider grip toward the front grip (monitoring it and preventing the sheath tip from pressing
against the stent and causing stent displacement). This motion advances the sheath forward
relative to the tapered tip through the stent graft lumen, allowing the two tips to meet and form a
smooth, continuous profile. Once a smooth profile is achieved, withdraw the entire delivery

system from the patient under fluoroscopic guidance.

8.2 Handle Disassembly Technique for Partial Deployment

If the stent graft cannot be fully deployed due to partial graft cover severance or slider malfunction:

1)
2)
3)
4)
5)

6)

Pull back the trigger and fully retract the slider.

Stabilize the delivery system under DSA.

Insert a hemostat into the slider grip disassembly ports.

Manually separate the slider grip.

Gradually retract the sheath manually until the stent graft is completely released.

Withdraw the delivery system carefully from the patient.

8.3 Alternative Method for Releasing Proximal Bare Stent

In the unlikely event that the proximal bare stent fails to release due to proximal anchor malfunction:

1)

2)

3)

4)

Ensure the delivery system remains stable under fluoroscopy.

Remove the safety buckle and rotate counterclockwise the lock of the proximal releaser using

forceps.
Use hemostats to grip the deployment shaft and gently retract it until the bare stent is released.

Confirm complete implantation and slowly remove the delivery system.

IX Patient follow-up

Aspirin and clopidogrel, or alternative anticoagulants, are recommended for 3 months after implantation.

Continued aspirin is recommended.

9.1 Periods of follow up

Clinical follow-up is recommended at 24 hours, 1, 3-6, 12 and 24 months after the procedure. The follow-
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up intervals may need to be adjusted based on the specific conditions of each patient.

9.2 Methods used during follow up

Depending on the patient, hematopathology, X-ray, CTA, MRI, or DSA may be performed.
9.3 Follow up items:

® Size of aneurysms or dissection.

e Embolization

e Changing of aneurysms pulsatility or dissection.
e Migration

e Endoleak

e Stent graft distortion.

e |n addition, patients with following specific findings during following up, endovascular intervention or

surgical treatment should be considered.
® Aneurysms enlarge 5mm and above.

e Changing of aneurysms or dissection pulsatility with or without aneurysms enlarging or endoleak or

dissection tearing.
e Continual endoleak with or without aneurysms enlarging or dissection tearing.

e Stent graft migration results in endoleak.
X Storage and transportation

e Keep away from sunlight, keep dry.

e During transportation, the device must not be compressed, exposed to moisture, or subjected to
direct sunlight.

e No exposure to organic solvent.

X1 Shelf life

The Thoracoabdominal Artery Stent Graft System is sterilized by ethylene oxide and supplied sterile. The

manufacture date and expiration date are printed on the label. Do not use the expired product.

XIl Disposal
After use, treat all components of the Thoracoabdominal Artery Stent Graft System, including the delivery

system and accessories, as potentially biohazardous medical waste. Dispose of them in accordance with
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the healthcare facility’s procedures, as well as all applicable local, regional, and national regulatory

requirements for the medical waste disposal.

Exercise caution during disposal to prevent injury from sharp or rigid components and to mitigate infection

or microbial hazards associated with blood-contacting devices.
Xl Packaging and labeling

e The Thoracoabdominal Artery Stent Graft System includes the G-Branch™ Thoracoabdominal Aortic
Stent Graft System, the SilverFlow™ PV Peripheral Vascular Stent Graft System, the G-Branch™ AE
Main Body Extension Stent Graft System, the G-Branch™ AAA Bifurcated Stent Graft System and the
G-Branch™ IE lliac Extension Stent Graft System. Each Stent Graft System are supplied sterile and

packaged separately.

e Each stent graft is pre-loaded onto its delivery system, which is placed in a PETG tray and sealed with
double Tyvek pouches bearing the primary label. The packaged device is then placed in an outer
carton box together with the instructions for use (IFU), implant card, and other accompanying

documents. An outer label is affixed to the carton box.

e The labels provide key information including device specification, sterilization date, expiration date,

serial number, batch number and other relevant details as required for identification and traceability.

e |abel Symbol Description:

Date of manufacture

d Manufacturer
g Use-by date

SN Serial number

REF Catalogue number

LOT Batch code

E:]I Consult instructions for use

[STERILE| EO| Sterilized using ethylene oxide
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Do not use if package is damaged and consult
instructions for use

Do not reuse

Non-pyrogenic

Do not resterilize

Keep dry

Keep away from sunlight

MR conditional

Made in China

Double sterile barrier system

Medical device

Unique device identifier

Importer

Temperature limit
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M Manufacturer:

Lifetech Scientific (Shenzhen) Co., Ltd

8F, LifeTech Scientific Building, No.22, Keji 12th Road South,

High-tech Industrial Park, Yuehai Subdistrict, Nanshan District, Shenzhen 518063
P. R. China

Tel: +86 755 86026250

Email: lifetechmed@lifetechmed.com

LT-TS-93I-01EN V1.0 2026-01-27

48

Pernctparna MU 8 Pocanpasransope
www.nevacert.ru | info@nevacert.ru



Cucrema creHT-rpadra 1
IPYAHOM M OPIOIIHON aA0PThI

NHCTPYKIMH 110 IPUMEHEHU IO

Lifetech Sc IEntific (Shenzhen) Co., Ltd.
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| Onucanue ycrpoiicra

Cuctema CTEHT-rpadTOB IS U TPYAHOH M OpIOIIHOW aopTH NpeJHAa3HAUCHA JUISI YHIOBACKYISPHOTO JICICHUS
AQHEBPU3M UM PACCIIOCHUN TPyIHOW U OpromrHoi aopThl. CHCTEMa COCTOUT M3 TPeX MOACUCTEM: 1) CHCTEMBI CTEHT-
rpadToB MM TpyAHOI 1 GpromHOi aopThl G-Branch™, 2) cuctemsr nepudepudeckoro cocymucToro creHT-rpadra

SilverFlow™ PV u 3) cuctemsl cTeHT-rpad)ToB ISl YUTMHEHHS 20PTHI.

hTM

Cuctema cTeHT-rpaTOB It TPyAHOM U OpromHoM aopTel G-Branch™ cocrouT u3 creHT-rpadta A rpyaHol u

opromHoii aopthl G-Branch™ (crent-rpagr TAAA) 1 cHCTEMBI €10 TOCTaBKH.

Cucrema mnepudepudeckux cocymucTbix creHT-rpadros SilverFlow™ PV cocrour u3 mepudepuyeckoro

cocymucroro crent-rpadra SilverFlow™ PV (crent-rpadt PV) 1 cucTeMBbl €ro J10CTaBKH.

CucTeMa a0pTaIBHOTO YTHHSIOMIETO CTeHT-rpadTa cocTouT u3 creHT-rpadgra G-Branch™ AE Main Body Extension
(ctrent-rpadt AE), crent-rpadra G-Branch™ AAA Bifurcated (crenr-rpadgt AAA), crent-rpadpra G-Branch™ IE

Iliac Extension (ctenT-rpadt IE) 1 COOTBETCTBYIONINX CHCTEM JIOCTABKH.

Bcee CTeHT—Fpa(I)TLI OPEABAPUTCIIBHO 3arpy>KCHbI B COOTBETCTBYIOIIIUE CUCTEMbBI JOCTABKH. Bo BpEMs IMPOUECAYPhI
KaxxJast CTCHT-CUCTEMa BBOUTCA YE€PE3 COOTBGTCTByIOHII/Iﬁ CocyIII/ICTI)II‘ﬁ JAOCTYII, HAIIPABJIACTCA K MECTY INOPAKCHUSA
Ioa (bﬂlOOpOCKOHI/I‘-ICCKHM KOHTPOJIEM, U COOTBGTCTBy}OHII/Iﬁ CTeHT—I‘pa(l)T TOYHO pa3BOpavYMUBACTCA AJI UCKIIFOYCHUA

AHEBPU3MBbI UJIKM CECTMCHTA PAaCCIOCHU .

1.1 Onucanue creHT-rpadgToB

1.1.1 Cucrema crent-rpadra Juisi rpyaHoi u oprouiHoi aoptTel G-Branch™(TAAA crenT-rpadr)

Cucrema cteHT-rpadra ans rpyaHoit u OpromHoii aoptel G-Branch™ mnpencrasiser coboil caMopacnpsonIfiics
CTEHT-TrpadT, U3TOTOBJICHHBIN 13 nonudupHoil Tkanu PET u crenrt-kapkaca n3 HuruHona (NiTi). CteHT-Kapkac u3
HUTHHOJA HAJIeXKHO 3aKperuieH Ha noimd¢upHoit Tkauu PET ¢ momonisio nonuydupHeix mBoB. [IpokcuMansHoe 1
JMCTAJIIHOE COEAMHEHHUS CTeHT-rpadTa UMEIOT koHudeckuil nmepexon. Crent-rpadgt TAAA BkirouaeT B ceOs aBe
BHYTPEHHHE BETBH JUIst upeBHOro cTBoja (CA) 1 BepxHei OpbbkeeuHol aprepun (SMA), a Takxke 1BE BHELTHNE BETBU

Juid J1eBoil u paBoii moueunsix aprepuit (LRA u RRA), kak nokazano Ha pucyHke 1.
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PeHTreHOKOHTpACTHBIN MapKep .
1 2 «8» PeHTreHOKOHTPACTHBII MapKep
«O»
PeHTreHOKOHTpACTHBIN MapKep
3 4 Pentrenokontpactasiii Mapkep «Uy
«G»
5 PeHTreHOKOHTpACTHBIA MapKep 6 PeHTrenokoHTpacTHas nojaoca
«O» BHYTPEHHUX BETBEH
7 JleBast BHyTpEeHHSs BETBb 8 [IpaBast BHyTpeHHS BETBb
PeHTreHokoHTpacTHast MApKUPOBOYHAS
9 BHemnne BeTBH 10 P P pv
JICHTa BHEIIHUX BETBEH

hTM

Pucynox 1: G-Branch'" Crenrt-rpadt ms rpyauoit u 6promraoit aopter (TAAA Stent Graft)

1.1.2 SilverFlow™ PV Crent-rpadr ans nepudepuyeckux cocynos ( PV crent-rpadr)

PV-crent-rpadr SilverFlow™ mnpencrasnser coboif camMopacmMpsIOmMiicsS CTEHT-rpadT, H3TOTOBICHHEIH W3
kapkaca u3 NiTi-cruiaa, mokpsitoro PTFE-MeMOpaHo#, Kak moka3aHo Ha pucyHKe 2. PV-cTeHT-rpadT ucnonb3yercs

B coueTannyl ¢ TAAA-cTeHT-rpadTOM AJIs pEKOHCTPYKINHU BHCIICPATFHBIX BETBEH IPpyIHON M OPIOIIHON aOpTHI.
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D1
D2

L1

‘ 1 ‘ «*» PEeHTTeHOKOHTPACTHBIN MapKep ‘

Pucynoxk 2: SilverFlow™ PV Peripheral Vascular Stent Graft ( PV Stent Graft)

1.1.3 Crent-rpadr ans pacmupenns aoptoi (G-Branch™ AE, AAA, IE Stent Graft)

Crent-rpadgt G-Branch™ AE i pacmupenus ocHosHoro Tena, 6udypkarmonnsiii crent-rpadpt G-Branch™ AAA
u crent-rpapt G-Branch™ IE nns paciumpenus moiB3iomHoii apTepun — Bce 3TO CaMOPACIIUPAIONIMECS CTEHT-
rpadThl, U3TOTOBJICHHBIE U3 Kapkaca creHTa u3 crutaBa NiTi, mokpsitoro memoOpanoit PTFE. Crenr-rpagpt AE
HCTOJIB3YETCs B COYETaHUU CO cTeHTOM-TpadtoM TAAA ans yIIMHEHHUS €ro JAUCTAIBHOTO KOHIIA, KaK TIOKa3aHOo Ha
pucynke 3(a). Crent-rpadpr AAA umeer KOHQUIypali C MAJIWHHBIMH M KOPOTKMMH BETBSIMH, KOTOpBIE
MIPeAHA3HAYCHBI IS UCTIOIB30BAHMS C COOTBETCTBYIOMIMM CTeHTOM-TpadroM IE, kak mokaszaHo Ha pucyHkax 3(b) u
3(c). B coueranum cteHT-rpadTel AAA u IE o0ecreunBalOT HENPEpPBHIBHBINA SHIOBACKYISPHBIA IIyTh,
MPOCTHUPAIOIIMIACS OT IUCTAJIBHOTO KOHIA cTeHT-Tpadta TAAA [0 MOAB3IOUIHBIX apTEpUil, YTO MO3BOJSIET
3 PEKTUBHO JEUNTH AHEBPU3MBI TPYAHON U OPIOIITHOM a0PTHI WIIK PACCIOCHUS a0PTHI, 3aTparuBaroniye 0udypKrannio

A0pPThI U IOAB3AOMIHBIC CETMCHTHI.

D2
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«8»
PeHTreHOKOHTpacTH PeHTreHOKOHTpACTH
2 PenTreHokoHTpacTH 3

b1l Mapkep «O» bIil Mapkep «V»

Bl MapKep

(a) G-Branch™ AE OcnosHoii crenT-rpadt (AE cTeHT-rpadr)

D1
1 2
L2 ~D4~-
L1 1
4
3 ®>
L3
L4
1
1@ -
o
3
5
3
D2 D5~
1
(b) G-Branch™ AAA Budypkaunonssiii creHT-rpadt (c) G-Branch™ IE Crent-rpadr mns pacmupenus
(AAA crenT-rpadr) TIO/IB3/I0IITHON apTepUu
(Crenr-rpadr IE)
| PeHTreHOKOHTpacTHBIN 5 PenTreHoKOHTpacTHBIH 3 PenTreHokOHTpacTHBIN
Mapkep «O» Mapkep «8» Mapkep «V»
4 PeHTreHOKOHTpaCTHBIH 5 PeHTreHOKOHTpacTHBIN
MapKep «e» mapkep «\»

Pucynok 3: Crent-rpadt a1s pacumpenus aoptsl (G-Branch™ AE, AAA, IE Stent Graft)

1.2 Onncanue CHCTEMBI JOCTABKH

1.2.1 Cucrema noctaBku G-Branch™ TAAA

Cucrtema noctaBku 1iist cTeHT-rpagTa TAAA B OCHOBHOM COCTOUT M3 KOHUYECKOTO HAKOHEUHHKA, THAPO(UIBHOTO
MOKPBITHS, IPEBAPUTEIBHO 3arpy>KEHHBIX IPOBOTHUKOB U PYKOSITKU. CTEHT-rpaT MpeABAPUTEIBHO 3arPyKaeTcsl B
000J70UKy JOCTaBKM M paclojlaraeTcs psiioM C KOHUYECKMM HAKOHEYHUKOM. lIpenBapHTenbHO 3arpyKeHHBIE
npoBonHukH guameTrpom 0,018 mroiima mpoxomsTt uepes BHYTpeHHHE BeTBU cTeHT-rpagra TAAA u ¢ukcupyrorcs
BHYTpH 0GO0IOYKH C HOMOIIBIO MEXaHH3Ma GIOKMPOBKHM TIPOBOJHHKA, KaK MOKa3aHo B nonoxennu (1) Ha pucyHke 4.

HOHpOGHBIfI NEepEYCHb KOMIIOHCHTOB CUCTEMBI TOCTABKH IPHUBCICH B Ta6nnue 1.
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Pucynok 4: Cucrema nocrasku TAAA

Taoauna 1. KomooneHnTs! cuctemMbl foctaBkn TAAA

Konnueckuit . IIpenoxpanurenbHas
1 5 CnyckoBoii MexaHu3m | 9
HAKOHEYHUK 3alienKa
PeHTreHOKOHTpPACTH
2 as MapKupoBO4dHas | 6 3axxuMmHo# perynsarop | 10 I'emocTrarnyeckuil kianan
JeHTa
3 Ob6omnouka 7 Dukcarop 11 Dukcarop NpOBOAHUKA
IIpokcumanbHbIM [IpensapurensHo
4 ITepennsis pykositka | 8 12 .
¢uxcarop 3arpy»KeHHbIH IPOBOTHUK

1.2.2 Cucrtema nocrasku SilverFlow™ PV

Cucrema nmocraBku aist PV-creHT-rpadTa B OCHOBHOM COCTOHUT M3 KOHMYECKOTO HAKOHEUHHKA, THAPO(UIBLHON
00070ukH U PYKOATKH. CTEeHT-rpadT IMpeABapUTENBHO 3arpy’kaercss B OOONOYKY M pPACHONaraeTcs pAaoM ¢
KOHHYECKUM HaKOHEYHHUKOM. Bo BpeMs mporenypsl CTeHT-TpadT BEICBOOOXKAACTCS IMyTEM HAaXKaTHsI Ha CIIyCKOBOMH

KPIOUOK U 0TBOJA MoN3yHKa. IlonpoOHOE onmicanne KOMIIOHEHTOB CUCTEMBI JOCTABKH MPUBEICHO B Tabnure 2.

Pucynok 5: Cucrema nocraBku PV

Tao6aunma 2. KoMnoHeHTBl cHCTEMBI JoCcTaBKu PV
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PentrenokonTpa
Konnueckuii CTHas Ilepennsis
1 2 3 O06o0s0uKa 4
HaKOHEYHUK MapKHPOBOYHAS PYKOsITKa
JIEHTA
. CmyckoBoit
5 3aaHui 3axXBaT 6 Jlrosp-nox 7
MeEXaHU3M

1.2.3 G-Branch™ AE u G-Branch™ AAA Cucrema 10CTaBKH

Cuctema poctaBku anst cTeHT-rpadgToB AE m AAA onunakoBa. CucreMa AOCTaBKM B OCHOBHOM COCTOUT U3
KOHUUYECKOTO HAaKOHEYHUKA, TUAPO(GUIbHON 00010uKU U PYKOSTKU. CTEHT-rpadT MpeaBapUTENIbHO 3arpyKacTcs B
000JI0UKy TOCTaBKU UM PacIojiaraeTcsl psSAaoM ¢ KOHMYECKHM HakoHeYHUKOM. [loapoGHoe ommcaHne KOMIIOHEHTOB

CHUCTEMbI JOCTAaBKH IIPUBCACHO B Ta6n1/1ue 3.

2

Pucynok 6: Cucrema nocraBku cteHT-TpagToB AE 1 AAA

Tabsmna 3. KoMIoHEHTHI cUCTeMBI JOCTaBKH CTeHT-rpadToB AE 1 AAA

1 Konnueckuit 4 [lepenusa 7 [IpoxcrumanbHBIN
HAaKOHCYHHUK pYKOSITKa (ukcarop
PentrenokoHnt
pacTHas CryckoBoii
2 5 8 3amuTHas 3aCTeXKa
MapKHPOBOYHA MEXaHU3M
s JIeHTa
I'emocTarnueckuit
3 Hosxubl 6 3aKuM 9
KJIaraH

1.2.4 G-Branch™ Cucrtema nocraBku IE

Cuctema mocraBku Ui cTeHT-rpadTa IE B OCHOBHOM COCTOMT M3 KOHHYECKOTO HAKOHEUHHKA, THAPO(HIEHOTO
MOKPHITHS W PYKOATKH. CTEHT-rpadT MpeIBapUTENFHO 3arpPyKaeTcs B JOCTaBKY, DPACIIONIOKEHHYIO PSIOM C
KOHHUYECKIM HaKOHEUYHHKOM. Pa3BepTrIBaHNe CTEHT-TpadTa OCYIIECTBISACTCS ITyTEM N3BICUCHHS TOCTaBKU BO BpEeMs

nponenypsl. IlonpoOHBIE KOMIIOHEHTHI CHCTEMBI JOCTABKH ITPEACTABICHEI B TabnuIe 4.
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Pucynok 7: Cucrema nocrasku [E

Taoauua 4. KomnonedTtsl cucreMsl 1octaBku [E

Konnueckuit I'emocraruyec
1 4 N 7 3aHAs pyKOATKa
HAKOHEYHUK KHUH KJIarnaH
PentrenokoHTp
3aHs PYKOATKA C
acTHas [epenuss
2 5 8 (UKCHPYIOIUM
MapKUPOBOYHAS pyKOsITKa
KOJITTAYKOM
JIeHTa
Ilepenusas
3 HoxabI 6 3aleNnKa 9 Coenunurens Jlrospa
PYKOSTKH

1.3 Texunveckue XapaKTEPUCTHKH U KATAJI0KHbIE HOMEPa

Cucrema cTeHT-TpadTOB 11 TIpyaHoit u Oprommuol aoptel G-Branch™, cucrema crent-rpadros s
nepudepuueckux cocynos SilverFlow™ PV u cuctema crenT-rpadToB aisl yAIMHEHHsS AOpPThl, BKIIOYAOIIAS
cUCTeMy CTeHT-Tpad)ToB [UIsl yAnuHeHns ocHoBHOTO Tea G-Branch™ AE, cuctemy cTeHT-rpadyToB s yUTHHEHHS
G-Branch™ AAA 6udypkanuonnas cucrema creHT-rpadToB u cuctema creHt-rpadgroB G-Branch™ IE nnsa

pacLIMpeHust MOJB3A0LIHON apTepuH, JOCTYIHEI B CISAYIONINX JUIMHAX U AUaMeTpax, yKa3aHHbIX B Tabnumax 5-9.

Ta6smua 5. Pasmeps! cuctembl ctent-rpadgro G-Branch™ nyist rpynno-6promHoit aoptei

Enununa usmepenus: MM

Hpoxcn\l'wam, Bl—[yTBeH Buemmuii | Liuna IddexTn Hap)?m{
N HbIH Juametp HMii BHas 18171
Karanoxubiii AUAMETP | CTEHT-
1 AUaMeTP | AUCTAJbHOr0 KOHUA |AMaMeTp AJUHA | IHamMeTp
HOMeEp BeTBH |rpajra
CTEeHT- crenT-rpadra (D2) | BerBH (d4) (L1) 000J104K | 000J10UK
rpadra (D1) (d3) u((L0) [ u(DO)
TAAA24WWXX
XeYiZZ77 20 14,16, 18, 20 6
TAAA24WWXX
XeYiZZZ7 22 14, 16, 18, 20 8 i;g
TAAAZBWWXX| oy 14, 16, 18, 20 8 6,7,8 | 130, | 680 | 20F
XeYiZZ77 140
TAAA26WWXX '
XeYiZZZZ 26 14,16, 18, 20 8,10 150
TAAA28WWXX
XeYiZZZ7 28 14, 16, 18, 20 8,10
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l'[pmccniwam, B]—lyTBeH Buemsuii | [{una IddexTn Hap)?lm
N HBIH Auametp HMii BHafl blii
Karanoxusbiii AUAMETP | CTEHT-
1 AUaMeTp | AMCTAJbHOrO KOHIA |AHaMeTp AJMUHA |IHaMeTp
HOMep ) ) BeTBH |rpadra
CTEHT crenT-rpadpra (D2) | BerBH (d4) (L1) 000J104K | 000J10UK
rpadra (D1) (d3) u((L0) [ u(DO)
TAAAZOWWXX
XeYiZZ7Z7 30 14, 16, 18, 20, 22 8,10
TAAA32WWXX
XeYiZZ77 32 14, 16, 18, 20, 22 8,10
TAAA34WWXX 34 14, 16, 18, 20, 22, 24, 310
XeYiZZZZ 26 ’
TAAAZ6WWXX 36 14, 16, 18, 20, 22, 24, 210
XeYiZZZZ 26 ’
TAAA3SWWXX 38 14, 16, 18, 20, 22, 24, 310
XeYiZZ7Z 26, 28, 30 ’
TAAA4OWWXX 40 14, 16, 18, 20, 22, 24, 310
XeYiZZZZ 26, 28, 30 ’

! TAAAVVWWXXXeYIiZZZZ — 5To cuctema cTeHT-TpadToB /s rpyaHol u GptomHoii aoptel G-Branch™
(«cucrema cteHT-rpadToB TAAAY). «VV» — npokcuManbHbli quaMeTp cTeHT-rpadTa (D1). « WW» — nuctanbHblit

nuametp cteHT-rpadra (D2). « XXX» — anunHa ctent-rpadra (L1). «e» o3HauaeT BHEIIHIOK BETBb. «Y» — TUAMETP

BHelIHel BeTBU (d4), «1» O3Ha4aeT BHYTPEHHIOIO BeTBb. «ZZZ7Zy» — nuameTp BHyTpeHHel BeTBu (d3).

Tabauua 6. Pazmeps! cucteMs! nepudeprudecknx cocyaucTsix crent-rpadros SilverFlow™ pv

Enunnna nsmepenus: Mmm

IIpoxcumanbH Juamerp IddexTun Hapz;mnu
KaTatomHbIi HoMeD 2 blil IUaAMeTP AUCTAJIBHOIO JJIuHa cTeHT- | Haf JJIMHA HaMeT
P creHT-rpadra KOHIIA CTEHT- rpadra (L1) | o6os0uKku (flﬁonomc[;l
(D1) rpajdra (D2) (LO) (DO)
PV-0OSWWYYYS/L/XL7 5 5
PV-06WWYYYS/L/XL7 6 5,6 7F
PV-07TWWYYYS/L/XL7 7 5,6,7,8
20, 30, 40, 50, S/L/XL
PV-08WWYYYS/L/XL8 8 6,7,8,9,10,12 60, 70, 80, 90, |(800/1000/1
100, 110, 120 200)
PV-0OWWYYYS/L/XLS8 9 6,7,8,9,10,12
8F
PV-10WWYYYS/L/XLS8 10 6,7,8,9,10,12, 14
PV-12WWYYYS/L/XLS8 12 8,9,10,12, 14

* Cmenmot onunoii 20/30 mm docmynner monvko ¢ D1 = D2.

2 PV-VVWWYYYS/L/XLZ — 510 cucteMa nepudepHdeckux cocymucTeix cTenT-rpadros SilverFlow™ PV
(«cuctema cteHT-TpadTOB PV»). «VV)» — mpOoKCHMaNbHBIH auamerp cTeHT-TpadTa. « WW» — JHCTaIbHBIH
nuametp creHT-rpadta. «Y YY» — mokpbITast JuinHa cTeHT-rpadra. «S/L/XLy o3Ha4aeT NIMHY CHCTEMBI JIOCTaBKH,

rae S = 800 mMm, L = 1000 MM, XL = 1200 MM. «Z» — BHEIIHUH TUaMeTp 000JIOUYKH CUCTEMBI JOCTABKH.

Taéauua 7. Pasmepsl cuctembl ctent-rpadgros G-Branch™ AE Main Body Extension
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Enunanna usmepenus: Mm

IMpoxcuma
JIbHBIH IddexTun| Buemnnii
KaTtanoxubiii auaMeTp JAuameTp auctraapHoro |JlnuHa creHT-rpadTa Has JJIMHA| AMAMeETP
Homep® CTEHT- KOHIIA cTeHT-TpadTa (D2) (L) 000J10YKH | 000J0UYKH
rpadra (LO) (DO)
(D1)
14, 16, 18, 20, 22, 24, 26, 28, | 70, 80, 90, 100, 110, 18F
16 30 120, 130, 140, 150,
AEIOWWBYYYZZ 32,34, 36, 38, 40 160, 170, 180, 190, 200 20F/22F
N 14, 16, 18, 20352, 24,26, 28, 71(?2,0801,3900,114%0,115100, ISF
AEISWWBYYYZZ 32,34, 36, 38, 40 160, 170, 180, 190, 200 20F/22F
14,16, 18, 20, 22, 24, 26, 28, | 70, 80, 90, 100, 110, 1SF
20 30 120, 130, 140, 150,
AE20WWBYYYZZ 32,34, 36, 38, 40 160, 170, 180, 190, 200 20F/22F
20 40, 60 18F
14, 16, 18, 20, 22, 24, 26, 28, 70, 80, 90, 100, 110, 1SF
30 120, 130, 140, 150,
AE2WWBYYYZZ| 22 32, 34, 36, 38, 40 160, 170, 180, 190, 200 20F/22F
20, 22 40, 60 18F
14, 16, 18, 20, 22, 24, 26, 28, | 70, 80, 90, 100, 110, 18F
30 120, 130, 140, 150,
AE2MWWBYYYZZl 24 32,34, 36, 38,40 160, 170, 180, 190, 200| 760 20F/22F
24 40 18F
14, 16, 18, 20, 22, 24, 26, 28, | 70, 80, 90, 100, 110, 18F
2% 30 120, 130, 140, 150,
AE26WWBYYYZZ 32, 34, 36, 38, 40 160, 170, 180, 190, 200 20F/22F
26 40 18F
14, 16, 18, 20, 22, 24, 26, 28, | 70, 80, 90, 100, 110, 18F
30 120, 130, 140, 150,
AB2SWWBYYYZZ| 28 32, 34, 36, 38, 40 160, 170, 180, 190, 200 20F/22F
28 40 18F
AE30WWBYYYZZ 30 30 18F
AE32WWBYYYZZ 32 32 40
AE34WWBYYYZZ 34 34 20F/22F
AE36WWBYYYZZ 36 36

3 AEVVWWBYYYZZ — 510 cuctema ctent-rpagros G-Branch™ AE Main Body Extension Stent Graft System
(«cucrema creHT-rpadToB AE»). «VV» — npoxcumanbHelil fuamerp creHT-rpadgra (D1). «WW» — nucranbHbit
nuamerp cteHT-rpadTa (D2). «B» o3HawgaeT, 4To CTEHT-TpadT MMEET MPOKCUMANIBHBIN OB CTEHT. «YYY» —

HoKpsITast JyinHa cTeHT-rpadra (L1). «ZZ» — BHemHui AuameTp 000JI0UKU CUCTEMBI JOCTABKH.

Ta6sanua 8. Pasmepsl cucteMbl 6udypKalmoHHbx crenT-rpagroB G-Branch™ AAA

Enununa uzmepenus:: MM
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JAuamertp Tluna
IMpoxcum| JIluamerp |AMCTAIBHOT
b Nnuna|ocHoBH| [launa | Jauna | Hapyxu
aJIbHBIN | IHCTAJbHO | 0 KOHLIA i i
3 . |cTeHT-| oro |KOpoOTKOii |[3dpdexTn bIH
KaTao:kHbIi HOMEp| AMaAMETP | 0 KOHLA | KOPOTKOii i
4 CTEHT- | CTeHT- perpu | TPAPT| Tera | BeTBH BHOM | Anamerp
rpagra | rpagra CTeRT- a CTEHT- | CTeHTa |000J0YK | 000J109K
(D1) 02) | rpagra | (LD [rpadmal (L3 | w(@0) | u(®O)
(D3) (L2)
AAAISW;NBYYYZ 18 | 09,1012 | 09,10, 12
AAA20W2NBYYYZ 0 10, 12 10, 12
AAA22W;VBYYYZ » 10, 12 10, 12
18F
AAA24W;VBYYYZ 24 12 12
AAA26W;VBYYYZ 2 12 12 120,
140, | 50 30 520
AAA28W2NBYYYZ )8 12,14 12,14 | 160
AAA30W;VBYYYZ 30 12,14 12, 14
AAA32W;VBYYYZ ” 12, 14 12, 14
20F/22F
AAA34W;VBYYYZ 34 12, 14 12, 14
AAA36W2NBYYYZ 36 12, 14 12,14

* Cmenm-epagpmor AAA docmynner monsko ¢ D2= D3.

*AAAVVWWBYYYZZ — 510 cuctema Oudypkaiuonnsix crent-rpadgros G-Branch™ AAA («cuctema crent-
rpagtoB AAA»). «VVy» — npokcumanbHbii quamerp cteHT-rpadTa (D1). « WW» — naucTanbHbIA AuaMeTp BETBH
crenT-rpadTa (D2, D3). «B» 03Ha49aeT, 94T0 CTEHT-TpadT NMEeT MPOKCHMATBHBIN TONBIH CTEHT. Y Y 'Y» — HOKpPHITAas

uiHa creHT-rpadra (L1). «ZZ» — BHeuHH AuaMeTp 000JI0YKH CUCTEMBI TIOCTaBKH.

Taéauua 9. Texuuueckue xapakrepuctuku cuctemsl G-Branch™ IE Iliac Extension Stent Graft System

Enununa usmepenus: Mm

IIpokcum
AJIbHBIH Juamerp IddpexTus| Buemnumii
Homen 110 katasory 5 | AMETP | ucTaILHOro JnmHa creHT-rpadTa (Hasi IJIMHA| JAMAMeETP
P y CTEHT- | KOHIIA CTEHT- (LD) 000J109KH | 000J0UKH
rpadra | rpadra (D2) (LO) (D0)
(DY)
40, 60, 80, 90, 100,
IEIOWWCYYYZZ 10 08, 10, 12, 14 120, 140, 160, 180
80, 90, 100, 120, 140,
IEIOWWCYYYZZ 10 16, 18,20 160, 180
08, 10, 12, 40, 60, 80, 90, 100,
[E12WWCYYYZZ 12 14, 16 120, 140, 160, 180 510 16F
18, 20, 22, 80, 90, 100, 120, 140,
IE1I2ZWWCYYYZZ 12 24,26, 28 160, 180
10, 12, 14, 40, 60, 80, 90, 100,
IEI4WWCYYYZZ 14 16, 18 120, 140, 160, 180
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poxkcum
AJNBHBIH Juamerp IddexTus| BHemnumii
Homen 1o katasory 5 | MAMETP | MCTaNLHOrO JnuHa creHT-rpadTa (Hasi IJIMHA| JAMAMeETP
P y CTEHT- | KOHIIA CTEHT- (L) 000J109KH | 000J0UKH
rpadra | rpadra (D2) (LO) (D0)
(B1)
20,22, 24, 80, 90, 100, 120, 140,
[E14AWWCYYYZZ 14 26, 28 160, 180
12, 14, 16, 40, 60, 80, 90, 100,
[EI6WWCYYYZ2 16 18, 20 120, 140, 160, 180
IE1I6WWCYYYZZ 16 22,24,26,28 80, 90,116(())0’118%)0’ 140,

SIEVVWWCYYYZZ — 570 cuctema G-Branch™ IE Iliac Extension Stent Graft System («cucTema cTeHT-rpadyToB
IE»). «VV» 0003HauaeT MpoKCUMalbHBIA auametp creHT-rpadra (D1). « WW» 0003HayaeT AMCTANBHBIA JHaMeTp
crent-rpadTa (D2). «C» 03HaYaeT, 4To CTEHT-rpadT HE MMeEeT MPOKCUMAIILHOTO TOJIOT0 CTeHTa. «Y Y Y» — 3T0

noKpseITast JuinHa cTeHT-rpadra (L1). «ZZ» — 3T0 BHEIHMH AuaMeTp 000JI0UYKN CHCTEMBI JOCTABKH.

11
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Il Ilpennasnayenue

Cuctema creHT-rpadTa UId TpyAHOW W OpPIONIHOM aopTHl NpenHa3HAa4YCHA U1 SHAOBACKYISIPHOTO JICUCHHUS

AQHEBPHU3M TPYTHOU U OPIOIITHONM a0PTHI M PACCIOCHUH a0PTHI.
2.1 Iloxkazanus

Cucrema CTeHT-Fpa(I)Ta JJIA I‘pyI[HOfI u 6plOIHH017I A0PThHI MMOKa3aHa MJIsI S3HAOBACKYJIAPHOI'O JICYCHUSI aHEBPU3M

IpyaHOI 1 OPIOLIHOM A0PTHI U paccIOSHUN a0pPTHI.

> Cucrema crent-rpapro G-Branch™ TAAA ucrons3yercs s SHIOBACKYIAPHOTO MPOTE3HPOBAHHS TPYIHOM

1 OPIOLTHOM aOPTHI ¥ PacCIOCHMI a0pTHI y MAIIEHTOB, KOTOPLIM TpeOyeTcst:

[ ] AZICKBATHOT'O JOCTYyIIA K COCYJaM 6ez[pa, MMOAB3OIIHON KOCTH U BCPXHHUX KOHC‘IHOCTCI\/'I, COBMECCTHMOI'O C

TpeOyeMoi CHCTEMOM JTOCTAaBKH.

e  [IpokcuManbHas 30Ha MPUKPETIICHUS TPy ROOPIOLIHOM a0pPThI JOKHA UMETh AuameTp oT 17 1o 36 MM, ¢

MUHUMAJILHOW JUTHHON TIPUKPETUICHUS 25 MM.

> Cucrema crent-rpadros SilverFlow™ PV ncnoms3yercss mas 3HI0BAacCKyISpHOH PEeKOHCTPYKIMH IPEBHOTO

CTBOJIA, BEpXHEH OpPBDKECUHOH apTepuu M OYEUHBIX apTepUil Y MAIMeHTOB, KOTOPBIM TpeOyeTcs:

®  AJeKBaTHBIN JOCTYH K cocynaM Oefpa, MOAB3OMIHON 001acTH 1 BEPXHUX KOHEUHOCTEH, COBMECTUMBII

¢ TpeOyeMolt CHCTEMOH JIOCTAaBKH.

[ J 30Ha MPUKPCTIIICHUA BHCHGpaﬂLHOP’I BETBU JOJDKHA UMETh JUAMETP OT 6 MM 0 13 MM, C MHUHHUMAaIbHOU

JUITMHOM MIPUKpeIuIeHus 15 Mm.

e  30Ha MpU3eMIIEHUS NOYEYHOU apTepuM NOJDKHA UMETh AuaMeTp oT 4,5 MM 10 9 MM, ¢ MUHUMAaJIbHOM

JUTMHOW TIpu3eMIIeHus 15 Mm.

hTM

» Cucremsl creHT-rpadpToB G-Branc AAA u |E ucnonp3yrorcs Uis 3HIOBACKYJIAPHOTO MPOTE3UPOBAHUS

OpIOIIHOM a0pPTHI M MOAB3AOIIHBIX apTEPHA y MAINEHTOB, KOTOPBIM TPeOyeTCs:

®  AJEKBaTHBII JOCTYI K cocyaaM Oenpa, HOAB3AOIIHON 00JacTH M BEPXHUX KOHEYHOCTEH, COBMECTUMBII

¢ TpeOyeMoit CHCTEMOM JTOCTAaBKH.

e  JlucranbHas 30HA MPUKPETUICHUS K MOAB3IONTHON apTepru JOHKHA UMETh JTUAMETP OT 7 MM J10 25 MM, C

MUHUMAaJIbHON AJIMHOMN NpUKpenaeHus 15 M.

hTM

» Cucrema crenr-rpadroB G-Branch' AE ucnonp3yercst Uit pacIIMPeHUs] TPOKCUMAITBHON M TUCTANBHON 30H

IIPY aHEBpU3Max TPYAHON U OPIOIIHOW a0PTHI M PACCIOCHUSIX A0PTHI Y TTAIMEHTOB, KOTOPBIM TpeOyeTcs:

®  aJEeKBATHOIO JIOCTYMA K cocyaM Oepa, MOAB3O0MIHON KOCTH U BEPXHUX KOHEUHOCTEH, COBMECTHMOTO C

TpeOyeMoil CHCTeMOH JIOCTaBKH.

12
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e JlucrampHas 30HA NPHUKPEIUICHHUS OpIONIHOW aopTHl IODKHA HMETh auameTp oT 12 mo 36 MM, ¢

MHUHAMAJIFHOW JUTMHON TIpuKperieHust 20 Mm.
2.2 llpeanoJiaraemMblie MOJIL30BaTeTH

Cucrema CTeHT—Fpa(I)Ta JJIA prI[HOfI u 6plOIHH017I A0PThI JOJIKHA UCITOJIB30BATHC TOJIBKO Bpa4aMU U KIIMHUYCCKUMHU
6eranaM1/1, npomeauunmMnu 06y'{eHHe o COCYAUCTBIM HMHTCPBCHIHUOHHBIM TEXHUKAM, BKJIIOHAd CIICIUAJIbBHOC

00yueHHe M0 MCIIOIB30BAHUIO JAHHOTO YCTPOMCTBA.
2.3 IlesieBasi rpynna manueHToOB

Cuctema creHT-rpadTa A TpyAHON U OPIOIIHOMN a0pTHI IpEHA3HAYECHA JJIS JII0OBIX MAIlIUEHTOB, KOTOPBIM TpelyeTcs
JIeYCHUE aHEBPHU3M TPYIHOM M OPIOIIHOIN aOpThI WIIM PACCIOCHUI A0PThl C aHATOMUYECKUMHU XapaKTEPUCTUKAMU U

MOP(OIOTHEH COCYIOB, COBMECTUMBIMHU C YCTPOHCTBOM.

2.4 Kiinan4yeckas moJib3a

Cuctema creHT-rpadra Ui rpyiHOH M OpPIONIHOM aopTHI, MpeAHa3HaYeHHas IS 3HAOBACKYISIPHOTO JICUCHHMS
aHEBPH3M IpynHOH u OpromrHoi aopThl (TAAA) u paccmoeHui aopThl, 00ecIIeunBaeT 3HAYUTENBHBIC KIIMHHICCKIE
MPEUMYIIECTBA, MO3BOJIS 3((PEKTUBHO HCKIIOYUTH AHEBPH3MY, BOCCTAHOBHUTH (DHM3HONOTHYECKUII KPOBOTOK H
COXpaHUTh MNepPy3ui0 BHYTPEHHUX OPraHOB C IOMOILIBI0O MHUHHMAJbHO HMHBAa3HBHOTrO mnonxona. OHa Taxoke
MIPEIOCTABISIET SHAOBACKYISIPHBIN BapuaHT JUIsl manreHToB ¢ TAAA WM paccioeHueM, KOTOpbIE MOABEPIKEHBI
BBICOKOMY PHUCKY OTKPBITOTO XHUPYPIMYECKOIO JIEUEHHS, CONpPSHKEHHOTO C BBICOKMMM —IIOKa3aTelsiMU

3a00J1€Ba€MOCTH U CMEPTHOCTH.

11 IIpoTuBoNOKa3aHus

3.1 Cucrema cTeHT-TpadTOB /1715 JIs TPY/AHOI U OPIOIIHOI A0PTHI MPOTHBONOKA3AHA B CJEAYIOIIUX CJIyYasax:

° ITanuenraM, aHaTOMUSL KOTOPBIX HE COBMECTUMA C UMEIOIIMMUCS pa3MEPAMHU yCTPOMCTBA.

° [TaneHTaMm ¢ OCTPHIMU CHCTEMHBIMH HH(PEKIUSIMH.

L [TanimeHTaM ¢ IpyruM UMIUTAHTHPOBAHHBIM yCTPOMCTBOM, KOTOPOE MEIIAET €T0 HCIIOIb30BaHUIO.
° ITanuenTaM ¢ IPOTUBONOKA3aHUSIMU K PEHTTEHOBCKOU BU3YyalU3alluu.

° [TanmenTam ¢ M3BECTHON TUIEPUYBCTBUTEIBHOCTHIO MIIH aJUIEPTHEl Ha MaTepralibl CTEHT-Tpadra.
L [TanmeHTEI, KOTOPBIE HE IEPEHOCAT KOHTPACTHBIEC BEIIECTBA U3-3a TOYEYHOW HEJOCTATOYHOCTH.
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° [TanueHTsI ¢ anjepruei Ha KOHTPACTHOE BEILECTBO.

° [TareHTHI ¢ TSDKENBIM CTEHO30M, KalbLU(HKaLMeH Win TpoMOO30M CTEHKH B 3allJIaHUPOBAHHON 30HE

NPU3CMIICHU, KOTOPBIC MOT'YT ITOMEIIATh NPaBUJIIbHOMY NPUJICTAHUIO CTCHT-rpaq)Ta.

3.2 bezonacHocTh M 3 (PEeKTUBHOCThL CHCTEMBbI CTEHT-TPadTOB A5 TOPAKOAOIOMHUHATBHBIX apTepuii He

ObLIIM OLIEHEHBbI Y CJIeIYIONIUX NAlHeHTOB:

L] [TanueHThI ¢ OCTPBIM pa3pbIBOM TOPAK0AOAOMUHATEHONW aHEBPU3MBI A0PTHI.

° [TanueHTsI ¢ HAPYIIEHUSIMHA COSTUHUTEIBHOM TKaHU.

° TTanueHThl B COCTOSTHUM THITEPKOATYJISIIHH.

L] [TarueHTsI ¢ COMyTCTBYIOIIUM OKKITFO3UOHHBIM 3a00JI€BaHUEM OPBIKEEUYHON apTepuu.
L] bepeMeHHBIX W KOPMSIINX KSHIIUH;

° [TarmenTsr mostoxe 18 Jer.

IV Hpeaynpe:xaenus

e BuHuMaTelIbHO 03HAKOMBTECH CO BCEMH HHCTPYKIUAMHU. HecoOroieHrue HHCTPYKITU, TPEeIyTPEeKICHUNA U Mep

MMPEAOCTOPOIKHOCTHU MOKET MPUBECTU K CEPHE3HBIM IMOCJICACTBUAM WU TpaBMaM IMallUCHTA.

L] ,Z[aHHOC yCTpOﬁCTBO JOOJDKHO HMCIIOJIb30BATHLCA TOJIBKO BpadaMH W KOMaHJAaMH, MpOoIIeAIINMHU 06yquHe o

COCYJHCTBIM UHTEPBCHLIMOHHBIM TEXHUKAM, BK/IIOUYas 00y4YEHUE MO UCTIOIb30BAHUIO YCTPOIiCTBA.
e  Bo3moxxHa 3MO0NIM3aIMs YCTPOUCTBA, M BPAYH JOIKHBI OBITH TOTOBBI YJATUTH 3MOOIN30BaHHOE YCTPOUCTBO.

e  He mpogomxkaiiTe mpoABMKEHNE, €CITH BO BPEMS IPOIBIKECHHUS MPOBOTHUKA M CHCTEMBI JIOCTABKH OIIYIIACTCS

conporusieHue. OCTaHOBUTECH U OLIEHUTE IPUYMHY COIIPOTUBIICHMUSL.

e VYV ManueHToB C aJuIeprueil Ha HUTUHOJ MOCIIE UMILIAHTALIMU CTEHT-TpadTa MOTYT BOSHUKHYTh aJUIEPrU4eCKue

pCaKkuum.

e He ucnone3yiiTe, eciin ynmakoBKa OTKPHITA WM MOBPEKIEHA, MM €CIIA €CTh MOI03PEHHE, YTO CTEPHIBHOCTh
yCTpoiicTBa OblIa HapyIlieHa, TaK KaK 3TO MOXET NMPHBECTH K UH(EKIMH U CBA3aHHBIM C HEW CEPbE3HBIM

MOTCHIHUAJIbHBIM IMOBPEKACHUAM MMAlIUCHTA, BKITFOYasa I/IH(I)CKHI/IIO.
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e  TombKo AJst OMHOKPATHOTO Hctonb3oBanus. HE UCIIOJIL3YUTE BHOBB, HE [IEPEPABATBIBAUTE U HE
CTEPUJIN3YUTE BHOBb. [ToBTOpPHOE WCNOJIB30BaHUE, ITepepaboTKa UJIM TTOBTOPHAS CTEPHIIM3AINS MOTYT
HaApYyIIUTh CTPYKTYPHYIO LEIOCTHOCTH YCTPOWCTBA W/WIIK MPHBECTH K €r0 BHIXOAY W3 CTPOS, UTO, B CBOIO

ouepenb, MOKET IPUBECTH K TPaBMe, 3a00JIEBAHHIO MIIM CMEPTH MAIIHEHTA.

[ ] He chom,syﬁTe MOPOAYKT C UCTCKIIUM CPOKOM I'OJAHOCTH. Ecnau kakoii-1u00 KOMITOHEHT yCTpOP'ICTBa HUMECT

MOBPEXICHUS WU Ipyre aHOMAJIUHU, HEe UCIIONb3YHTE YCTPOUCTBO.

e B ciyuyae BO3HHKHOBEHHS CEphE3HOT0 HHITUICHTA, CBI3aHHOTO C YCTPOWCTBOM, HEMEIJICHHO COOOIUTE 00 ATOM

B Lifetech u B cOOTBETCTBYIOIINIT KOMIIETCHTHBII OPTraH WK PEryJINPYIONIHA OPTaH.
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V Mepbl NpeaocTOPOKHOCTH

5.1 Undopmauus o MPT:

HexnuHnueckue NCHBITAHUS MPOAEMOHCTPHPOBANIN, YTO CTEHT-TpadT A UL TPYIHON M OpIOIIHOM A0PTHI
spigercds MR-coBmecTiMbIM. [lanmeHT ¢ MMIUIAaHTHPOBAHHBIM YCTPOMCTBOM MOXET 0€30I1acCHO MPOXOIUTH

CKaHUPOBAHHUE B CUCTEME MPT, OTBEYaIoIIel BCeEM CJICAYIOIIUM YCIIOBUSAM:

| Crarnueckoe marautHoe mojie 1,5 T umu 3,0 T

u MaxkcuManbHBIA TPOCTPAHCTBEHHBIN TpagueHT MarHuTHOrOo moys 1700 rayccoB/cM mpu

crarmueckoM MarHuTHOM nose 3,0 T u 2000 rayccoB/cM mpu cTaTHYeCKOM MarHuTHOM noie 1,5 T

u MaxkcuManbHas CpeiHsisl yaeabHas ckopocTs nornomienus (SAR) mis Bcero Tena 2 Br/kr

(HOpMaJIbHBIN PEXUM pabOThl) IPU MAKCUMAJIbHOMN MPOJOHKUTENIBHOCTH CKAHUPOBAaHUA 15 MUHYT.

HpI/I OIIPCACIICHHBIX  YCJIOBUAX CKAaHUPOBAHHUA OXHUAACTCA, UTO yCTpOﬁCTBO 6yI[eT Mpon3BOAUTH

MaKCUMaJIbHbII HarpeB MeHee 2,63 °C.

B xozme HEKIMHUYECKUX MCIBITAHUN MaKCHUMaJIBHBIN N3MEPEHHBIN apTe(akT H300paskeHUsI COCTaBUI 6,5 MM
(nocnenosarensHocTh GRE) npu 1,5 T u 7,5 mm (nocnenosarensHocTh GRE) npu 3,0 T. DtoT apredakr

I/I306pa>KCHI/ISI HE 3aCJIOHACT MMPOCBET YCTpOfICTBa.

IIpumeuyanue: kauectBO MP-1300paKeHUSI MOXKET YXYAIIUTHCS, €CITN 00IacTh HHTEPECa HAXOIUTCS B TOU jKe
00J1aCTU UM OTHOCUTENLHO OIM3KO K MOJIOKEHHIO YCTpoicTBa. [loaToMy MOXKeT TOTpeOoBaThCs ONTUMH3ALIUS

nmapameTpoB MP—BH3yannsaan JJI1 KOMIICHCAIIMY HAaJIM4YKW 5TOr0 MMILJIaHTarTa.

5.2 [Ipoune BompockI

L] ,Z[aHHOC yCTpOﬁCTBO CJICAYyCT XpaHUTbL B XOpPOMIO BCHTHUIUPYEMOM MW YHUCTOM IIOMEIICHWU, B CpPEAC, HC

coJiepKallleil KOpPO3UOHHBIX T'a30B.
®  YCTpOMICTBO HE JOKHO KOHTAKTUPOBATH C OPraHUYECKUMH PaCTBOPUTEIISMU.

[ ] Bo BpEMsA TPaHCHIOPTHUPOBKU yCTpOﬁCTBa CTPOro 3anpeuacTcs AaBUTb Ha HEro, MOYWUTb WM IOJABEPraTb

BO3/ICHCTBHIO COTHEUHBIX JTydeil. OOpamaliTech ¢ HIM OCTOPOYKHO M aKKYPaTHO KIIQJUTE €T0.

e Ecmum mepen UCHONB30BAaHHEM STOTO  yCTPOMCTBA BO3HUKHYT Kakue-THOO BOIPOCHL, 0OpaTHTECh

HEMOCPEACTBEHHO K I[I/ICTpI/I6bIOTOpy HJIN ITPOU3BOAUTEIIIO.

[ ] Bpatm JOJDKHBI OIIPEACIIATH HCO6XOZ[I/IMOCTB HCIIOJIB30BAHUA aHTHKOAryJIAHTOB WJIM aHTHArpe€raHToB 10, BO
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BpEMsI U II0CJIE€ UCTIOJIb30BAHUS JAHHOTO YCTPONUCTBA HA OCHOBAHUHU KIIMHUYECKUX TOKa3aHUH.
e  Y0enurech, 4YTO pa3Mep COCyAa JOCTyIa COOTBETCTBYET BBIOpaHHON MHTPOIIOCEPHONH 000I0UKE.

®  VYCTpOHCTBO cleAyeT HCIOJB30BAaTh C TMOMOIIBI0 CTAHAAPTHBIX WHTEPBEHIIMOHHBIX CEPIIEYHO-COCYIUCTBIX

KaTE€TCPHBIX TCXHUK.

e D(dexTuBHAS UIMHA MOBEPXHOCTU OO0OIIOYKH 00paboTaHa THUAPOQPIIHHBIM HOKpHITHEM. Bo un3bexanue

OTCIIOCHUS ITOKPHITHS N30eraiiTe KOHTAKTA C OCTPHIMHU IIPEIMETAMH.

[ ] I[J'IH aKTHBallH1 I‘I/IZ[pO(i)I/IJ'H)HOI‘O TOKPBITUA Ha MNOBEPXHOCTU 000JI04KHU IMOBEPXHOCTh CICAYET IMPOTEPETh

CTCPUIIbHBIMHA MapJICBbIMH TaMIIOHAMH, CMOYCHHBIMHA (I)I/ISI/IOJIOFPI‘IeCKI/IM pacTBOpPOM.

5.3 O0mas kayecTBeHHasl U KOJIMYeCTBeHHAs HHGOpPMAIUs 0 MaTepHaIax M BellecTBaX, KOTOPLIM MOIYT

noaABEPraTbCa NAalUCHTDI

L] MaTepI/IaJ'H)I 1 BCUICCTBA, C KOTOPBIMU MOXET KOHTAKTUPOBATH MAIIUCHT IIPU HCIIOJIb30BAHHUHU G-BranchTM

Thoracoabdominal Aortic Stent Graft (8 BecoBom mpouente): NiTi (nukens-tutan, 49-67%), HepKaBeromas
cranb (7-17%), PET (nmommstunentepedranar, 20-40%), TA (tamran, <1%).. Bo Bpems HCHONB30BaHHS
yCTpoiicTBa TpyaHAs a0pTa, OpIOIIHAS a0pTa, MOAB3AOIIHAS apTepHsl, OePEHHAs apTEpPHs, a TAKXKE KPOBb OYIyT

KOHTaKTHPOBATh C YCTPOICTBOM.

e  Marepuaibl ¥ BeIeCTBa, C KOTOPEIMU MOKET KOHTaKTUPOBATh IAIIMEHT IIPY UCIIOIBb30BaHUH ITepr(epuIecKoro
cocynuctoro crenta SilverFlow™ PV (8 BecoBom mpomnente): NiTi (nukens-turan, 49-67%), PTFE
(monuterpadropatunen, 15-35%), TA (tantan, <1%). Bo Bpems: McHonb30BaHus TpyaHAs aopTa, OpIOIIHAsS

aopTa, MOJB3/IOIIHAS apTepus, OCIPEHHAs apTEPHs, a TAKKE KPOBb OYAYT KOHTAKTHPOBATH C YCTPOHUCTBOM.

e  Marepuaibl ¥ BELIECTBA, C KOTOPHIMHU MALIUEHT MOKET BCTYIIUTh B KOHTAKT B 20PTaIbHOM PaCUInPEHHOM CTEHT-
rpadre (B BecoBbIX mpoiieHTax), Bao4daoT NiTi (Hukens-tutan, 49-67%), HepxaBerolywo cranb (7-17%),
PTFE (momurerpadropatunen, 20-40%), TA (tantan, <1%). Bo Bpems HCIHONB30BaHUS TpyIHAs a0pTa,
OproiHasi aopTa, MOAB3IOINHAS apTepus, OeApeHHas apTepus, a TaKKe KPOBb OyIyT KOHTaKTHPOBATh C

YCTPOUCTBOM.
VI Ocaoxnenus

Bo3MoykHbIE HeXenaTeabHbIe SIBICHUSI U OCJIOKHEHUS, KOTOpble MOTYT BO3HUKHYTh IPH MCIIOJIb30BAHUU CHUCTEMBI
CTCHT-TPaTOB I TOpaKoaOIOMUHANBHEIX apTepHil WM NPH JF000H YHIOBACKYISPHONH PEKOHCTPYKIIHH, KOTOPast

MOXKET HOTp€6OBaTB HJINn HE HOTpe6OBaTI> BMCIIATEJILCTBA, BKIIFOYAIOT, HO HE OTPaHUYUBAIOTCA CICAYIOIUM:

B OcJoXHEHHE B MECTe JIOCTyNa B [emoTopakc

B Anadunakcus B [leuenouyHas HETOCTATOYHOCTH
B Anemus B [unepTOHUSA/TUIIOTOHHS

B OcioXHeHMs, CBI3aHHEIE C aHECTE3HEN B Uudekuus

B VYenuyeHue/pa3pblB aHEBPU3MBI B Bocmnanenue
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B Paccioenue aopThl WM BHYTPUCTEHOUYHAsS B Arpodus/mHPapPKT MOUKH
remaroma
B Apurmus B Jlumdarnveckas ucryna
B ApTepHoBCHO3HBIH QUCTYIT B Uudapkr muokapna
B OcJoXHEHUS B BUJIE KPOBOTEUEHUS B MecTHbIE WU CUCTEMHbIE
HEBPOJIOTUYECKUE OCIOKHCHHUS
(HarpuMep, UHCYJIBT, TPaH3UTOPHAS
WIIeMHAYeCKas aTaka, naparieris,
rapariapes, CliMHaJIbHBIN IIOK,
rapanmg)
B OcraHOBKa cepAia B OkKII03Us BETBU cocyla
B (CepaeuyHas TamrioHana B Ortka3 opraHoB
B Xpomora (HarpuMep, ATOTUI] U HIKHUX B JlepukapaHaIbHBIA BBIIOT
KOHEYHOCTEM)
B PazneneHne KOMIIOHEHTOB B [IceBgoaHeBpu3Ma
B 3acroiiHas cepieyHasi HEAOCTaTOYHOCTh B JleroyHsle OCJIOXXHEHHUS (HApUMeEp,
aTeNeKTa3, IHEBMOHUS, JAbIXaTeabHas
HEIOCTaTOYHOCTh)
B Cwmeptb B CreHo3 IO4EYHOI apTepun
B Murpanus ycTpoicTaa B Jlouyeunas
HEIOCTaTOYHOCTH/ANCHYHKIHS
B Ortex B JloBTOpHAas ONEpanus/MOBTOPHOE
BMEIIATENIbCTBO
B DMOomus B PerporpagHasi UCCEKITUS
B Dposus B Cencuc
B Jluxopagka B JloBpexaeHue cene3eHKU (HarpuMmep,
nH(}ApKT, uIIeMusi)
B JKenynouHo-kuieyHble ocnokHeHUs (Hanpumep, M Tpomb6o3
KHLIeYHast
UIIeMU/UHGAPKT/00CTPYKIUS/UIIEMHUS/HEKPO3)
B KpoBoreueHue B Cocyauctas TpaBMa/TIOBPEKACHUE

(HarpuMep, pacciioeHue cocyaa,
nepdopanus, pa3peiB)

NPEAYHNPEXAEHUE: [laxxe npu NpaBUILHOM BBITIOTHEHHH TPOIEAYPHl MOTYT BOSHUKHYTH BBIIICYTIOMSIHYTHIC
ocnokHeHHA. [lo3TOMY KpaifHe Ba)KHO TIIATEIHHO OTOMPATh MAMEHTOB, BHUMATEIFHO OICHUBATh X KOHKPETHOE

COCTOSIHUEC U ONIPEACIATh COOTBETCTBYIOIUE MEPBI IMTPEAONIECPALIMOHHOTO IIJIaHUPOBaHUA.
VIl PykoBoacTBo no onepauuu

Ipumeyanue: oOannoe pyKoBOOCHBO OMHOCUMCA K NPUMEPY IHOOBACKVISIPHO20 HPOME3UPOBAHUS AHE8PUMbL
2pyoHoil u bprownou aopmel muna Il no kraccughuxayuu Kpoygopoa ¢ ucnonvzosanuem cucmemvl cmenm-pagpmos

07151 MOPAKOAOOOMUHATILHBIX ApMeEPUll.
7.1 IloaroroBKa 060pY/A0BaAHHUS U MATEPHAIOB (HEe BXOJIUT B 3Ty CHCTeMY, TpedyeTcsl 0T/IeJIbHO)

e  Cymnepsxkectkuii mpoBoauuk 0,035 nroiima (260 cm), He MeHee aByX mTyK, Hampumep Cook TSMG-35-260-LES
Lunderquist®Extra-Stiff Wire Guide.

e  Kecrkuii mporoanuk 0,035 mrotima (260 cm), He MeHee ByX mTyk, Hanpumep Cook THSCF-35-260-1.5-Rosen
Wire Guide.
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e TuapodunabHBIN MPOBOAHUK ¢ MATKAM HakoHeuHHKOM 0,035 morima (260 cMm), He MeHee IBYX IMTYK, HAIPHUMEP

Terumo RF*GA35263M.

e Jlnmunnas obomnouka 8F, He MeHee aByx komruiekToB, Hampumep Cook KCFW -8.0 -35-70-RB-HFANLO-HC
Flexor® Apsel Guiding Sheath.

e  DmujoBacKynspHas neTaeBas cuctema, Hanpumep Lifetech LT-SG-20 SeQure™ Snare System.

e  VYmpasnsemslit uaTpomocep, Hanpumep Lifetech SVASF -700 Fustar™.,

e  Hamnpasnsromuii karerep, Hanpumep Cordis 6F JR4.

e  Karerep juisa 6amutonHo# numaranuu 0,035 mroliMa, coBMecTUMBIN ¢ mpoBogHUKOM 0,035 mroiiMa.
e  Karerep s 6ayutonHo# munaranuu 0,018 moliMa, coBMecTUMBIN ¢ poBoaHuKoM 0,018 mroiiMa.

[ ] CTaHI[apTHI)IC XUPYPTUICCKHUE HUHCTPYMCEHTBI I OOHAKCHUSA H 3aKpBITUA IMMOJAB3AOIIHBIX, 66[[pCHHI>IX nu

IJIEYEBBIX apTepUil UM YCTPOUCTBA TS 3aKPBITHS COCYI0B.
e  VYcTpo#cTBa AN MyHKIIUU apTEPUi.
e  Paznmunbie aHrHorpaduIecKue KaTeTepsl.
e  KoHTpacTHBIC BelIeCTBa.
e Ammaparypa Jjs peHTTeHOCKOIIHH, TTOAIEPKUBAIONIAS TUPPOBYIO CyOTPaKIIMOHHYIO aHTHOTpaduIo.
e  CuIIoBOM HHXKEKTOD.
e  DusnosornyecKkuii pacTBOp renaprHa.
e  Halop miis u3MepeHus apTepuaIbHOTO NaBJICHUS.
e  TpexxomoBoH KpaH.
e  JlroOble Mpyrue HHCTPYMEHTHI, KOTOPBIE XUPYPT CUATAECT HEOOXOIUMBIMH IS TPOBEIICHHS OTICPaIIHH.

7.2 IloaAroToBKa MAIUEHTA

e  lI3mephTe [UIMHY U AMAMETP a0PThI B IPOKCUMAJIbHOM 30HE IPUKPEIIICHHUS.
e  lI3mephTe JUIMHY U AMAMETP aOPThI B IUCTAJIbHON 30HE IPUKPEILICHUS.
e l3mepbTe AMaMeETp U ITTUHY aHEBPU3MBI.

e  lI3MephpTe mUaMeTp UPEBHOT'O CTBOJIA, BEPXHEH OpBDKECUHON apTepuH, a TAaKXKe JICBOM WM NPaBOM IMOYCUHBIX

apTepuil.

e  lI3MmepbTe paccTOSIHUE OT OTBEPCTUS KaX 10l BETBU 10 30HBI IPUKPEILICHUS.
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e  lI3MmephTe [UIMHY OT OTBEPCTHSI KayKION BETBU JJO OTBEPCTUS AONOJHUTEIBHBIX apTEpUil BETBHU.

e  lI3MephTe TuaMeTp OTBEPCTHs MJIeUeBOM apTepuH (IIOAMBIILIEYHOH apTepuH).

e  lI3MepbTe yroy MpOKCUMAIBLHOTO MIEHHOTO OT/IENIa aHEBPU3MBI.

e  VY0eauTech, UTO COCYANCTAsT aHATOMHUS MTAIIMEHTA TIOAXOANT JUIS DHAOBACKYIISIPHOTO IIPOTE3UPOBAHMS.

[ ] HpOBCI{I/ITC pa3JIMYHbIC HeO6XOI[I/IMI)Ie PYTHHHBIC O6CJ'[6[[OBaHI/I${ u KOH’I‘pOJ’[prﬁTC KNU3HCHHO BaXXHBIC

II0Ka3aTCJIik, CBA3aHHBIC C aHeCTeSI/ICf/i, aHTI/IKanYJIﬂL[Heﬁ 1 BBEACHHUEM KOHTPACTHOI'O BEUICCTBA.

e OO0ecreybTe aJeKBATHBIA COCYAMCTHIA JOCTYI 4Yepe3 OeJpeHHble apTepuH, IUICYEBbIC apTepud U T. 1.,
HCTIONB3YS CTAaHIAPTHOE XHPYPruiyeckoe oOHakeHHe o0enx OepeHHBIX apTepui (MOJB3IOIIHBIX apTEpHid),
JICBOW TUIEYeBOM apTepud (JIEBOW TOJMBINICYHONW apTepuH), JIEBOW oOIIeld COHHOH apTepuu ( ) W JIEBOH

MOAKIIOUUYHON apTepuu.

[ ] IlogroroBrTeCh K CHCTEMHOM AHTHUKOAryJisinuu (CCJ'II/I Yy nanyueHTa aJuIeprusd Ha TIrelapuH, BLI6epI/ITe

MTOIXOJISINNHN allbTepHATHBHBIN Mperapar).
7.3 BpIOOp ¥ MOAT0OTOBKA MPOAYKTA

Ha ocHoBanuu u3MepeHuit BeiOepute noaxonasmuil creHT-rpagt TAAA, cTeHT-rpadThl A0PTAIBbHOTO PACIIUPEHHUS,
cTeHT-rpadThl PV 1 COOTBETCTBYIONIYIO 000104Ky. JInHa cTeHTa JOMKHA OBITh MAKCUMAIBHO BO3MOXHOM, YTOOBI
COOTBETCTBOBATh AHATOMHUHU I'PYTOOPIONIHONM a0PTHI MAIIUEHTa U ee BeTBeH. PexoMeHxyeTcst, 4TOOBI JUaMeTp CTEHT-
rpapta TAAA u creHT-rpadra aopragsHoro pacumpenust 66Ut Ha 10-20 % Oomblile COOTBETCTBYIOIIETO AUaMETpa

aopThl, a AUaMeTp cTeHT-rpadra PV Obut Ha 5-15 % Oosnbliie COOTBETCTBYIOLIETO JUAMETpa apTepUu.

7.4 UHCTPYKIUH 0 IKCITYyaTAL UM

7.4.1 TlonroroBKa nepeja UMILUIAHTALH e

® PacnakyiiTe ycTpoiicTBa:

B cTepHIBHBIX YCIOBHSAX M3BJIEKHTE CHCTEMY NOCTaBKHM W3 yMakoBKW. Jims cucremsl creHt-rpadgro G-
Branch™ nns rpynomnoscHHYHON a0pTHl OCTOPOKHO CHHMHTE 3aIUTHYIO TPYOKY C 3aKpyYeHHOH dacTH
MIPEABAPUTENBHO 3arPy>KEHHBIX ITPOBOJHUKOB Ha ITPOKCUMAJIIBHOM KOHIIE CUCTEMBI JOCTABKH, KaK IIOKa3aHO

Ha pucyHke 9(a).

BHUMAHME: Byapre 0CTOPOXKHBI, 4TOOBI 3aIlIUTHAS TPYOKa HE yIajia MpH U3BJICYCHUN CUCTEMBI IOCTaBKH
u3 ynakoBku. Ilocne ynaneHus 3amuTHOM TpyOKM akKypaTHO MPOTPUTE IOBEPXHOCTh IPEIBAPUTENIEHO

3arpy’>KCHHBIX IMPOBOAHMUKOB CTEPUIIBHBIM I'€IIapUHU3NPOBAHHBIM (I)I/I?»I/IOHOFI/I"ICCKI/IM pacTBOpOM.
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PI/IcyHOK 9(3): Pasmotka MPEABAPUTEIIBHO HATAHYTOI'O IIPOBOJAHWKA U YAAJICHUC 3alUTHOMN pr6KI/I U3 CUCTCMbI

noctraBku TAAA

® TloaroToBbTE CHCTEMY CTEHT-rpadiToOB /sl FPYAHOI u OpromHoii aopTel G-Branch™ u cucremy crent-

rpa¢gToB /151 A0PTAJBHOIO PACIIHMPEHHUS:

Jnsa cucrems noctaBku G-Branch™ TAAA u cicTeMBl JOCTaBKH a0PTadbHOTO PACIIMPEHHS TIPHCOSTUHHITE
IINPHUIBI K TEMOCTATUYECKOMY KIAIlaHy U JTydp-3aMKy COOTBETCTBEHHO. TIIATEIBHO MPOMOKTE IPOCBET
000JIOYKH ¥ TIPOCBET MPOBOJHUKA CTEPYIIEHBIM T'elapUHI3HUPOBAHHBIM (DU3HOIOTUIECCKUM PACTBOPOM, Kak

mokasano Ha pucynke 9(b) (cuctema moctaBku TAAA B KauecTBE MPUMEPA).

Pucynoxk 9(b): [IpombiBaHMe MpocBeTa 0OOJIOUKU U MPOCBETA MPOBOJHMKA CUCTEMBI ocTaBk TAAA

® [loarotoBnTe cucTeMy nepudepudeckoro cocyaucroro crenrta SilverFlow™ PV:

Jns cucremsr SilverFlow™ PV Peripheral Vascular Stent Graft System mocne pacnakoBku Tpomoiite

CUCTEMY OOCTABKHU OT JIy9P-JIOKa Ha AUCTAJIbHOM KOHIIC C TIOMOIIBIO MIITPpHIIA, KaK ITIOKa3aHO Ha PUCYHKE 9(C)
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Pucynox 9(c): [IpombiBKa cucteMsl JocTaBku PV

® [IpoTpuTe BHELIHIOK MOBEPXHOCTh O0OJOYEK CHCTEMbI JOCTABKH CTEPUIIbHBIM T€HapHHH3HPOBAHHBIM
(PU3HOTOTUYECKUM PACTBOPOM, YTOOBI CMa3aTh IMOBEPXHOCTh OOOJIOYKH U aKTHBHPOBATH THIPOPUIBHOE

MOKPBITHE Ha 000J0YKaX cHCTeMblI ocTaBkd | AAA, cuctemsl goctaBku PV, cucremsl moctaBku AE u

/

AAA u cucremsl noctaBku |E, kak mokazano Ha pucynke 10.

<
Pucynox 10: IIpotupanue 0605104KH CTEPUIBHBIM TeNapUHU3UPOBAHHBIM (PU3HOJIOTHYECKUM PACTBOPOM

® [log xouTtponem DSA momyuute DOCTYH K apTepHH BepXHEW KOHEYHOCTH M TPOJBHHBTE NIBE JIMHHBIC
obonoukn 8F mo cerMeHTa HUCXOIMIICH AaOpTHI. YIalNuWTe AWIATATOpP UL WCIIONB30BAHUS B PEXHUME
oxunanusi. Beeaute cBepxskectkuii mpoBoauuk 0,035" uepes orBepcTre OEIPEHHON apTEPUH B CETMEHT

HUCXOJIAIICH a0pTHI HAJl YCTHEM UPEBHOTO CTBOJIA, KaK MOKa3aHo Ha pucyHke 11. (Tombko It CripaBKH)
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PHC}’HOK 11: Beenenue CBEPXIKECTKOT'O MPOBOJAHMKA B YKa3aHHOC ITOJIOKCHUEC

7

BHUMAHMUE:

[ToanepxuBaiiTe YUCTOTY ONEPAUOHHOTO TOJIS:

[lepen HavaIOM UMILTAHTALIMK CTEHT-TpadTa yOeIUTeCh, YTO ONEPAITMOHHBIN CTON YUCT M HA HEM HET HHCTPYMEHTOB
WM MaTepuayioB (TaKMX KaK XHPYPTHYECKUE 3aKUMBI, Mapis U T. J.), KOTOPbIE MOTYT IOMEMIATh BBEACHUIO,
Pa3BepTHIBAHUIO U M3BJICYCHUIO CTEHT-rpadra.

Omnepanwmst mox kouTposieM DSA:

[Tocne BBeneHUs yCTPOICTBA B OPraHn3M BCE MPOLEAYPHI JOKHBI BRITIOIHATHCS C OCTOPOKHOCTHIO IO/ KOHTPOIIEM
obopynoBanuss DSA. B ciyuae BO3HMKHOBEHUS HEHOPMAIBHOTO COMNPOTHUBIICHUS HEMEIJICHHO IPEKpaTUTe

OTIEPAINIO U TIPOAOIDKANTE TOJIBKO ITOCIIE YCTPAHEHHSI BCEX MPOOIIEeM.

7.4.2 Amnaantanusa crent-rpadpra TAAA (dacTudHOe pa3BepThIBAHHE)

® Bpegenue cucreMbl 10cTaBKH TAAA:

Y6CILI/ITGCL, YTO TeMOCTAaTHYECKHWM KJamaH Ha MMPOKCUMAJIbHOM KOHIIE CHUCTEMbl JOCTaBKH oGpameH B

CTOPOHY, IPOTUBOIOJIOKHYIO OIIEPaTOpy.

[IponBunbTe cucteMy noctaBku TAAA 1Mo CBEpXKECTKOMY IMPOBOJHUKY, OCTOPOXKHO TOJKAS M PETYIHPYS
110 Mepe HeoOXOTMMOCTH, H CJIE/IUTE 33 PEHTIEHOKOHTPACTHBIM MapkepoM «G» (pucyHoK 1, kommoHenT (3))

crert-Tpadta TAAA nox kortposem DSA.

[IpekpatuTe MpoaBIMKEHUE, KOTIa PEHTTeHOKOHTPACTHBIA Mapkep «G» COBIaIeT C yCTheM YpeBHOTO CTBOJA,

KaK TOKa3aHO Ha pUCYHKe 12.
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Pucynoxk 12: IIponBmkenue cuctemsl 10cTaBku TAAA B HEOOXOAMMOE MOJIOKEHUE

®  YacTU4HO OTIYCTUTE NPOKCUMAJIbHBIH CErMEHT:

[Tox kouTposeM DSA yaep:kuBalTe MEpPEIHIO PYKOATKY JICBOW PYKOH, a MpaBod pPyKOH MOBOpaunBaiTe
CKOJIB3SIILYI0O PYKOSTKY MPOTHB YacOBOH CTpPENKH, YTOOBI MEUVIEHHO OCBOOOOUTH TOJIBIA CTEHT H

MMPOKCUMANTBHBIA cerMeHT cTeHT-rpadta TAAA.

IIpekpatute 0CBOOOXKAEHHE, KOIZA NPOKCUMAIBHBIM CETMEHT, MOKPBITHIN TPAHCIUIAHTATOM (BKIIIOUAs
PEHTTeHOKOHTpacTHble Mapkepsl «O» M «8» cucremsl nocraBku TAAA, NoOKa3aHHbIE Ha pHCYHKe 1,

xommonents (1) u (2)), GyeT MOMHOCTHIO 0CBOGOXK/ICH H3 060I0UKH, KaK MI0Ka3aHO Ha pUCYHKe 13.

Pucynok 13: OcBoOOXXIeHHE IPOKCHMAIBHOTO cerMeHTa cTeHT-rpadgra TAAA

® [loaTrBepauTe OPHEHTAIMIO M OTPETrYJHPYIiTE OCEBOE MOJIOKEHHE:
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I/ICHOJ'IBBYI‘/JITC PECHTITCHOKOHTPACTHBIC MAapKEPbI «O» m «8» mHa MNPOKCHUMAJIbBHOM KOHIIE, ITOKPbBITOM
TPAHCIUIAHTATOM, YTOOBI ONOATBCPAUTH TPABUIIBHYIO OPHCHTALIMIO BHYTPCHHUX BETBEH II0 OTHOIICHHUIO K

ycThIo upeBHoro creoia (CA).

y[lep)KI/IBaSI NEPCAHIOI0 PYKOATKY CUCTEMBI JOCTABKH, ITIOBEPHUTEC UJIIK OCTOPOIKHO OTperJ’IprﬁTe CUCTEMY
JAOCTAaBKU B OCEBOM HaAIIpaBJICHHUH, y'6eIlI/IBIIII/ICI), YTO Mapkep «G» ocraercs BBIPOBHCHHBIM C OTBEPCTUEM

ypesHoro creoia (CA).

Kak mokazano Ha pucyHke 1, mapkep «O» (cnmeBa) M Mapkep «8» (CmpaBa) yKas3bIBalOT, YTO BBIXOJBI
BHYTPEHHHMX BETBEW OpHEHTHUPOBaHBI BHepex (T. €. oOpameHbl BBepxX mpu mnpocMotpe DSA), uro

COOTBETCTBYET HAIIPABJICHHUIO BUCIICPATIBHBIX apTEPUH.

PentrenokoHTpacTHBIE MapKepsl «8» U «O» MOMOTaroT YOSAUTHCS, YTO TUCTATBHBIC OTBEPCTUS BHYTPCHHUX
BETBEH HalpaBjeHbl B CTOPOHY BHUCLEpaIbHBIX apTepuil. Ilepea TeM kak mepedTH K CleayoLIeMy 3Tarly,

y0OennTech B IPaBIILHOM OCEBOM IIOJIOKEHUH W OPHEHTALIUH CTCHT-TpadTa.

®  YacTH4HO 0CBOOOIUTE NPOKCUMAJILHBINA KOHell cTeHT-TpadTa TAAA!

VY iepKuBaiTe MEPETHIO PYKOSATKY CHCTEMBI IOCTABKH JIEBOH pyKoil. IloBepHUTE paBoil pyKOH PYKOSATKY-

MOJI3YHOK IIPOTHUB YAaCOBOW CTPEJIKH, YTOOBI TIOCTEIIEHHO OCBOOOIUTE CTEHT-TpadT mox KoHTposieM DSA.

HperaTI/ITe OCBO60)KI[6HI/IC, Koraa CTAaHET BUACH MapKeEp «G» Ha JUCTAJIbHOM CCIMCHTC CTCHTa'Fpa(i)Ta,
IOKPBITOM ( ), a TaKXeE 6y,£[eT IMOJIHOCTBIO BHJAHA PCHTTCHOKOHTPACTHAA II0JIOCAa HAa AWCTAJIbHOM KOHIEC

BHEIITHUX BETBEH, KaKk MTOKa3aHO Ha PUCYHKe 14.

K

Pucynox 14: [TonyocBoboxxaeHHoe cocTostHue cTeHT-Tpadta TAAA

Ha sroM sTame mpoKCHMaNbHBI CEerMeHT creHT-rpagra TAAA HaxXomuTcs B MOIYOCBOOOKICHHOM

COCTOSIHMM, C pacIIMpeHUEeM MPOKCUMaIbHOro auamerpa mnpumepHo Ha 70-80 %. OrpanuuurenbHas
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MIPOBOJIOKA OCTACTCS HA MECTE, YTOOBI 00ECTICUNTH TOUHYIO OKPYKHYIO K OCEBYIO PETyIIHPOBKY.

Beinmonnute Bce HGO6XOI[I/IMBIG KOPPEKTUPOBKH IMOJOXKCHHUA, OCTOPOXKHO MAaHUITYJIHUPY py‘-IKOﬁ CUCTCMBI

JOCTaBKH.

[Toce moATBEPKAEHNUS OMTUMAIFHOTO Pa3MENICHUS MPUCTYTIAWTE K CO3/IaHUI0 ITYTH JOCTYIA K BETBSIM IS

YPEBHOTO CTBOJIA M BEPXHEHN OPBIKEECUHOH apTepui.

7.4.3 YcTaHOBKA MYTH J0CTYINA K BETBSIM /151 YPEBHOTO CTBOJIA M BepXHell OpbIikeeyHOi apTepuun

® [IpoaBuHBbTE MpeABAPUTEIbHO 3arPY:KeHHbIH NPOBOJHUK:

YI[epﬁ(HBafITC MEPEAHIO PYKOATKY CUCTEMbl JOCTABKH. Ha IMPOKCUMAJIBHOM KOHLE CHUCTEMbl NOCTAaBKU
MOBEPHUTE OAUH (1)I/IKC8.TOp MIpOBOAHHWKA NMPUMEPHO Ha non—o6op0Ta pOTUB 4acoBOM CTpCJIKH, YTOOBI

Pa30JIOKUPOBATh COOTBETCTBYIOIIMN IPEABAPUTENILHO 3arpy>KEHHBIN POBOIHHUK.

AKKypaTHO TIPOJIBHUHBTE TPEABAPUTEIHLHO 3arpyKCHHBIH MPOBOJHUK BJIOJIb MPOAOJBHON OCH O0OJIOYKH,
KOHTPOIIUPYS €ro MOJIOKEHUE B TIPOCBETE a0pThl o KoHTposieM DSA. TToBTOpHTE TY XKe Mponeaypy, 4ToObI
MPOABUHYTH 00a MpeIBapUTEIbHO 3arpyKEHHBIX MTPOBOJIHUKA B HUCXOJALIYIO a0pTy, yOSAMBIIUCH, YTO UX
JIUCTATIbHBIE KOHIIBI OCTAIOTCS CIIETKa CMEIIEHHBIMHU B MPOJIOILHOM HANpaBJICHUH (T. €. HE PACIIONOKEHBI Ha

OJIHOM YpOBHE), KaK TIOKa3aHO Ha pUCyHKe 15.

ITocme Toro kak 00a MpPEABAPHUTENHFHO YCTAHOBICHHBIX IPOBOJHHKA OYIyT TNPAaBWIHHO PacIOIOKEHH,

MIOBEPHUTE (PUKCATOPHI IIPOBOTHHUKOB 110 YACOBOH CTPENKE, YTOOBI HAJEKHO 3a()UKCHPOBAThH UX HA MECTE.

o

Pucynok 15: IlponsuxeHue U NO3ULIMOHUPOBAHUE NIPEABAPUTENBHO 3arPy>KEHHBIX IPOBOJHUKOB

BHUMAHMUME: [lepen mponBHKeHUEM IPEIBAPUTEIBHO 3arPy>KCHHBIX MPOBOIHUKOB YOEIUTECh, YTO OHH OBUIH

IIpaBUJIBHO p2136J'IOKI/Ip0BaHLI, a CuCTteéMa NJOCTaBKU HAACKHO 3aKPCIJICHA Ha IMPOTHKEHUU BCEIro MPOABMIKCHUA IJIA
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obecrneueHus CTaOMIBLHOCTH.

Cosem no sxenayamayuu: ugpor (Du (2) na pucynke 0603nauaiom nocnedosamensHocme Oeiicmeuil.

° 3axBaTuTe npeaBapuTeJibHO 3al“py)KEHHl)II7I MPOBOAHUK:

Benure cucreMy memim B UIMHHYIO OOONIOYKY M W3BJICKHTE IETI0 W3 o0oioukw. Pas3bmoxupyiite
IIpEBAPUTENBHO 3arpy KEHHbIH IPOBOIHUK U MEJIEHHO IPOJIBUTaiTe €ro BIiepe U Ha3al [10 HalPaBJICHUIO
K Terre. ACCHCTEHT YIpaBiIsieT NeTiel, 4ToOBl 3aXBaTUTh MSTKHM HAKOHEYHHWK IIPEIBAPUTEIHHO
3arpy>kKeHHOro NpoBoJHMKa. Kak TOIbKO MATKUHA HAKOHEYHUK BOMIET B METII0, KaK IIOKa3aHO Ha pUCYHKe 16
(a), OCTOPO’KHO BTSTHHUTE HETIIO, YTOOBI IIOHOCTHIO BTSAHYTh MATKHH HAKOHEYHHK B KaTeTep meTiau. B aror
MOMEHT JTOJDKHO OBITH OIIyTUMOE YBEIWICHHE COMPOTHBICHMS, yKa3bIBAIOIIEE HA TO, YTO IPEIBAPUTEIHHO

3arpy>KeHHBIA TIPOBOTHHUK OBLT YCIIEIIHO 3aXBaYCH.

W3BnexuTe npeaBapUTENbHO 3arpy>KeHHBIA IPOBOIHUK U3 TeNa Yepe3 JUIMHHYIO0 000JI0UKY U OCTAaHOBUTECH,
Koraa nmpuMepHo 30-50 ¢cM MPOBOJHHUKA OCTAHYTCS CHAPYKH TeJIa PSAOM ¢ (PUKCATOPOM MIPOBOJHUKA. 3aTeM

MOBEPHUTE (PUKCATOP I10 YaCOBOI CTpeNIKe, YTOOBI 3aKPETUTH MIPEABAPUTENHHO 3aTPYKEHHBIH MTPOBOIHUK.

IToBTOpHTE mpOLERYpPY CO BTOPHIM IPEABAPUTEIBHO 3arpy>KEHHBIM HMPOBOAHUKOM, HMCHOIB3YS IPYTYIO

METIEBYIO CUCTEMY, KakK IMOKa3aHo Ha pucyHke 16 (b).

(a) (b)
Pucynok 16: 3axBaT nmpeaBapuTesbHO 3arpy>KEHHbBIX TPOBOAHUKOB

BHUMAHME: Ilpu BHITITHBaHNY TPEABAPUTEIHHO HATSHYTOTO MPOBOAHHUKA HAPYXKY ACCHUCTEHT JOJDKEH TOIKATh

€r0 ¢ KOHIIA, PACIIOIIOKEHHOTO PSAAOM ¢ (PUKCATOPOM MTPOBOAHUKA. ACCHCTEHT IOJDKEH IMOCTOSTHHO KOHTPOJIHPOBATH
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JJINHY TPOBOJAHHKA PSAIOM C (bHKC&TOpOM B pCKMME pCAJIbHOTO BPEMCHU, YTOOBI OpeaOTBPATUTD OJHOC BTATUBAHNC

IIPOBOJHUKA B CUCTEMY NOCTaBKH.

® [IpoaBuHbTE JJUHHYIO 000JI0UKY:

MeyieHHO TpOJIBUTaiTe [BE UIMHHBIE 00O0JOYKHA COOTBETCTBEHHO BJOJIb MPEIABAPUTEIBHO 3arpy’KEHHBIX
MPOBOJHUKOB BHYTph cTeHT-rpadpra TAAA. JimHHBIE O0OJOYKH MPOXOJAT dYepe3 TOJNbId CTEHT H
BHyTpeHHHe BeTBH. Korna JiinHHbIE 000I0UYKH BBIXOAT U3 BBIXO/a BHYTPCHHHX BETBEHl, IPOJABUHBTE UX HA

5-10 MM ¥ OCTaHOBHUTECH, KaK MTOKa3aHO Ha pUCYHKe 17.

(¢!

Pucynox 17: IIpoasmkeHue JUIMHHBIX 000JI04EK

Pexomenoayus no skcnayamayuu: 6o 8pems npoogudicenusi OIUHHLIX 000104eK eHympb cmenm-epagpma TAAA
PeKOMeHOYemcs UCHONb308aMyb  ounamamop 07 OOROTHUMENbHOU noddepacky. Ecau Kowuux ouramamopa
3aYenuics 3a 20110 YacMb CIEHMA Wil He MOJICem npouimu yepes Hee, OULAMAmop MONCHO 3AMEeHUMb OALIOHHbIM
xkamemepom 0,018 owiima (coemecmumviv ¢ NPeOBAPUMENLHO YCMAHO8IeHHbIM nposooHuxom 0,018 owiima) ons

BblNOJIHEHUA duﬂamauuu. Bannon moocem obnezuume npodeuofcenue ONUHHOU 0DONIOUKU 80 6HYMPEHHION 6€N16b.

BHUMAHMUME: Bo Bpems NpoaBMKeHUS 000JIOUYKH MOXKET MPOU30HTH 3aKyMOpKa TOJbIM CTEeHTOM. Mcronb3yiiTe
0aJJIOH U1 OCTOPOXKHOTO MPOXOXKIACHUS M PACIIMPEHHUS TOJOr0 CTEHTa W IOCTEICHHO MPOABUTAUTE UIMHHYIO

000J109Ky BO BpeMsI CIyBaHHS.

® 3ameHa NPOBOJHUKOB:

BBenure HampaBisIOImni KareTep depe3 UIMHHYIO OOOJOYKY BAONE TPEIBAPUTEIHHO yCTAHOBICHHOTO
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TIPOBOTHUKA.

Beenute ruapoduIIbHBI TPOBOJHHUK ¢ MATKAM HaKOHEUYHHKOM Yepe3 HaIlPaBISIOUINNA KaTeTep, Peryaupys
HaIpaBIICHUE HAMPAaBJISIONIETO KaTeTepa sl KaHIOISIUU YpeBHOTrO cTBoya (i SMA), Kak Moka3aHo Ha

pucynke 18(a).

MeieHHO peryiaupyiTe HalpaBiIeHHe MIATKOTO HAKOHEYHHUKA IPOBOTHIKA, YTOOBI HAIIPABHUTH €TI0 B BETBb
aprepun. Ilocme TOro Kak MPOBOAHUK OyIET YCTaHOBICH, MPOABUHBTE HAINPABILIIONUINHA KaTeTep B BETBD
apTepun. 3aTeM H3BIEKUTE THAPO(IIIEHBIN MPOBOAHUK C MATKAM HAKOHEYHHKOM W 3aMEHHTE €TO KECTKUM

IIPOBOJHUKOM.

PaS6J'IOKprfIT€ OpeaBapUuTCIbHO Sal"py}i(eHHBIﬁ NOPOBOAHUK M IMOJTHOCTBIO H3BJICKHUTC €ro M3 TCJIa 4YCpE3

JUTHHHYEO 000JIOYKY.

IMponsuHbTE UIMHHYIO O0OJOYKY JUIS KaHIOMSAUMM dYpeBHoro crBosia (winum SMA), 3arem ynanure

HAIMPABISIONINIA KaTeTep, Kak rmokasano Ha pucynke 18(b).

[

Pucynox 18: Co3nanue nytu noctyna k Betsu (CA/SMA)

Pexomenoauyusn no xcnayamayuu 1: Aneuocpaguueckuii xamemep MONCHO UCNOAL308AMb OISl GbINOIHEHUS
aneuocpapuu semseii apmepuii (nanpumep, CA u SMA) neped seedenuem nanpasnioujeco Kkamemepa.

Pexomenoayusn no xcnayamayuu 2: Eciu npoosudicenue npogooHUKA 8 YelegVI0 6emEb Uepe3 HaAnpagisiouull
Kamemep mexuuiecku 3ampyoOHUmenbHo, 6MECO He20 MONCHO UCRONb308aNTb ROOX0OSAULYIO VAPAGIACMYIO 0BONIOUKY

ons KAHIOJAYUU 6EMEU.

®  (OcBoloauTe NPOKCUMAJIBHBINH (UKCHPYIOIINI NPOBOIHUK cTeHT-TpadTa TAAA:

ITocne 3aBepieHus 3aMeHbI MPOBOJIHUKA ITOBTOPHO MOJATBEpAUTE MosiockeHue cTeHT-rpadTa TAAA. Tlocie

MOATBEPKACHUS TIONOKEHHUS aKKypaTHO Ha)KMUTE OOJBIINM ManbleM Ha (UKCHPYIOIINA 3aMOK Ha
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MPOKCUMAIIFHOM KOHIIE CHCTEMBI JOCTaBKu | AAA U MEUICHHO H3BICKUTE (PUKCHPYIONIYIO IPOBOJIOKY H3
MPOKCUMAIIFHOTO KOHIIA CHCTEMBI TOCTABKH, YTOOBI TIOHOCTHIO OCBOOOIUTH U PACIIHPUTH MPOKCHMAITBHBII

cermeHT creHT-rpadta TAAA, MOKPHITHIN rpadToM, Kak MOKa3aHO Ha pucyHke 19.

Pucynok 19: OcBoOoIcHIE IPOKCHMATIBHOTO CErMEHTa CTeHTa-TpaHcIIanTaTa TAAA, MOKPBITOTO

TpaHCIIJIaHTaTOM

BHUMAHME: Buitsrusaiite GUKCHPYIOINITYIO MPOBOJIOKY MEJICHHO U B HAIIPABJICHUH, TAPAIIICIIBHOM OCH CUCTEMBI

JIOCTaBKH.

7.4.4 Umnaantanusi PV-cTeHT-rpadTa B YpeBHOI0 CTBOJIA U BepXHeil OpbIKeeYHOH apTepuu

® Hmnaantanusi PV-crent-rpadgra B 4peBHOro cTBOJIA:

Beenure cucremy moctaBku PV BIONB JKECTKOTO NMPOBOAHHKA B IIETICBYIO BETBH apTEpUH, 3aTE€M CJETKa
M3BJICKHUTE [UIMHHYIO 000JI0UKY, ITOKa €€ JUCTAIBHBII KOHEeIl He OyIeT BTSHYT BO BHYTPEHHIOIO BETBb CTCHT-

rpadpra TAAA.

OTtperynupyiTe MOJOKEHUE CHUCTEMBI JocTaBKH PV Takum o0pa3om, 9ToOBI ABa PEHTTEHOKOHTPACTHBIX
MapKepa «-» Ha MPOKCHMAaJIbHOM KOHIIE CTeHTa-TpaHCIDIaHTata PV ObUIH BBHIPOBHEHBI C HIDKHUM KpaeM
MPOKCUMAIBHOW PEHTT€HOKOHTPACTHON MapKUPOBOYHON MMOJOCH! BHYTPEHHEW BETBU CTEHTA-TPAHCIJIAHTATa

TAAA.

VYaepxuBaiiTe TEpeHIO PYKOSATKY CHUCTeMbl AOCTaBKU PV jeBoi pykoil, 4ToOBl CTaOUIM3UPOBATH €e.
YnepxxuBast npaBoil pyKoll pyKOSITKY-TIOJI3YHOK, HAKMUTE Ha CITyCKOBOM KPIOYOK U CIABUHBTE PYKOSITKY

Ha3aJl, 9TOObI Pa3BepPHYTH CTEHT-rpadt PV.

Merton omepani M TOTHOCTBIO pPa3BEpHYTOE COCTOSHHE CTEHTa MOKazaHBl Ha pucyHke 20 (cmpaBa) u

pucynke 20 (cieBa) COOTBETCTBEHHO.

Habmonaiite 3a pa3BepThiBaHHEM 1101 KOHTpoJeM DSA 10 moTHOTO BRICBOOOKICHHUS CTCHTA.
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> A

Pucynok 20: Pa3septriBanue creHT-rpadTa PV

NPEJOCTEPEXKEHHUME 1: Ilepen BoicBOOOXKIeHHEM cTeHT-rpadta PV yOemurech, 4to AnwHHAS 000JOYKA

BBIBCJICHA B ITOJIOXKCHHE BBINIC IMPOKCUMAJIBHOTO OTBEPCTHUA BHYTpCHHCﬁ BeTBU. HeBrImotHEHHE 3TOTO Tpe6OBaHI/I51

MOXET MPHUBECTH K YaCTHYHOMY pa3BEPTHIBAHUIO INMPOKCHMAIILHOW YacTH CTeHT-rpadta PV BHYTpH IJIMHHOM

000JI09KH, HEBO3MOXXHOCTH BBICBOOOXKACHHS CTCHTA W HETIPEAHAMEPEHHON MUTPAIlUN CTEHTA.

HNPEJOCTEPEKEHMUE 2: B navane pa3BepTbIBaHUS CTEHTA JEPKHUTE YaCTh 0OO0TOUKH, BEIXOAALIYIO 3a MIPEAEIIb

T€Jia, B IIPSIMOM ITI0JIOKECHHUH.

CHuMmuTe cucreMy AocTtaBku PV:

HaxxmuTe Ha ciyCKOBOM KPIOYOK U YAEPKUBAWTE MOJI3YHOK ITPAaBOM PyKOH. Y IepKUBast NEPEAHIOIO PYKOSITKY
JeBOW pPyKOH, MEIJIEHHO BTSHHUTE €€ B HAIPaBJIE€HUM II0JI3yHKA, TEM CaMbIM BTATMBas KOHMYECKHUM

HaAKOHCYHHK, ITOKa KOHMYECKUHM HAKOHCYHMK HE 6yﬂeT BBIPOBHCH C JUCTAJIbHBIM KOHIIOM 000JIOYKH.

OTHYCTI/ITC CHyCKOBOI\/'I KpPIO4o0K, YTOOBI 33.(1)I/IKCI/IpOBaTB CUCTEMY HOOCTAaBKH. V}:[epmHBaﬁTe JJIMHHYIO
O60.]'IO'-IKy B HY>XHOM ITOJIOKCHUH U U3BJICKUTEC TOJIBKO CUCTEMY NOCTAaBKU PV, OCTaBUB JKECTKHUI IMPOBOJHHUK

Ha MECTC.

I[JIS[ o0ecreyeHHsT ONTUMAIBLHOM MPOXOAUMOCTU MPOCBETA MOKHO IMPOBECTU MOCTAWIATAIIUIO C ITOMOIIBIO

OatoHa moaAXoasAIero pasmepa 4€pes JKECTKU I MIPOBOJHUK.

CrenyeT BBIIONHUTE aHTHOTPA(QHIO IS TTOATBEPKICHUS MOP(OIOTHH U KPOBOTOKA PAa3BEPHYTOTO CTEHT-

rpadra JIA.

Pexomenoayus no sxcnryamayuu.: Kecmxutl npo80OHUK MOAICHO OCMABUMb HA Mecme 00 3a8epuleHUst He0OX00UMOul

nocmounamayuu 6AjIIOHOM.

NPEAJOCTEPEXEHMUE 1: Ilpu u3BieyeHUN KOHMUYECKOTO HAKOHEYHHKA JIEHCTBYWTE MEIJIEHHO M OCTOPOXKHO,

4TOOBI

KOHHUYECKHMN HaKOHCYHUK HC 3alCIUIICA 3a CTCHT u HC BbI3Ball €ro CMCIICHUC.

NPEANOCTEPEXEHMUME 2: Ecnu npu U3BIEYEHUH KOHHMYECKOTO HAKOHEYHMKA BO3HHUKAET CONMPOTHUBIIEHHUE, YTO

MOXKECT O3HA4aThb, YTO HAKOHCYHUK 3alCIINUIICA 3a CTCHT, MOXXHO HOHpOGOBaTI) OJVH WJIM HECKOJIbKO U3 CJICAYIOIUX
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MOJIXO/IOB:

1) H3Bnekure OpOBOAHHK OO0 TEX IIOp, IMOKa OH HE OCBO6OZ[I/IT TOYKY COIIPUKOCHOBCHUA MCEKIY
KOHMYE€CKUM HAKOHCYHHWKOM M CTCHTOM, 3aT€M MCIJICHHO H3BJICKUTC IEPCAHIOIO PYKOATKY, YTOOBI

KOHHYCCKUH HAKOHEYHUK MOT TIAaBHO MPOMTH Yepe3 MPOCBET CTEHTA.
2) [lepen u3BneUEHUEM CIIETKA MIOBEPHUTE CUCTEMY JIOCTABKH.

3) B kauectBe AJIBTCPHATUBBI MOXXHO OCTOPOXHO IMPOABHUHYTH BCIHO CHCTEMY HOOCTAaBKH IIEPCO

H3BJICYCHUCM.
He Tanute CHUCTEeMY J0CTABKH € YCHUJIMEM, TAaK KaK 3TO MOXET NPUBECTU K CMCIICHUIO CTCHTA WJIU

MMOBPEKICHUIO 000JIOUKH.

¢  Hmnaantupyiite PV-cTeHT-rpadT B BEPXHIOI0 OPHIKEEYHYI0 apTEPHIO:

Crnenys TOM e mpoueaype, 4To U MPHU peBacKyJIIpU3aLiy YpeBHOIO CTBOJIA, MPOJIBUHBTE U pa3BepHUTE PV-

CTEHT-TpadT B BepxHel OpbbkeeuHoM aprepun. Cucremy noctaBku PV MOXXHO H3BJI€Ub, KaK OTIHCAHO BHIIIE.

I[J'IS[ 0o0ecIeYeHUST ONTUMAIBLHOM MPOXOAUMOCTH MPOCBETA MOKHO IMPOBECTU MOCTAWIATAIIUIO C ITOMOIIBIO

OaaoHa noaAXOoAA1eTO pasMepa Had KECTKUM IMTPOBOAHUKOM.

Crnemyer BBITIOJHUTH aHTHOTpaUIO JUIS IMOATBEPXKICHHS MOP(OIOrHA W KPOBOTOKAa pa3BepHyTOoro PV-

CTEeHT-Tpadra.

Pucynok 21: Nmmnanranus PV-crenr-rpagra B CA u SMA

[ocne 3aBepmenns nmImanTamuy PV-cTeHT-TpadTa B YpeBHOTO CTBONA W BepXHEW OpBDKECUHOH apTepHH,

noJkajyicra, IpucTynaiTe K Co3JaHHUIO IOCTYyIa K IOYEUHBIM apTEPUsM.
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7.4.5 YcTaHOBKA N0CTYNA K BeTBAM MOYEYHBIX apTepuii

¢  OTBeauTe JJIMHHYIO 000JI04KY:

MenaneHHo OTTAHUTE JBE JUIMHHBIE OOOJOYKH OT HPOKCUMAalbHOro KoHLa creHT-rpadgra TAAA mox
KoHTposieM DSA, nmoka ux JuCTalbHBIC KOHIBI HE OKXKYTCS HAJl 3a0CTPEHHBIM KOHIIOM CHCTEMBI IOCTABKH

TAAA (cm. pucyHok 22).

Y

5
M i N
Pucynok 22: OTBOI AJTMHHOMN 000JI0UKH

®  (OcBoOoauTe roaslii cTeHT cTeHT-TpadTa TAAA:

VYnepxuBaiite cucreMy npoctaBkd TAAA neBoil pykod. CHHMHTE NPEeNOXpAaHHUTENBHYIO 3aIleNKy Ha
MPOKCUMAIIFHOM KOHIIE PYYKH IOCTaBKH INPAaBOH PYKOH (HAXKMHUTE Ha MHPETOXPAHUTENBHYIO 3alIeiKy B

HATpaBIIeHNH, yKazanHoM crpenkoii (1)).

OCTOpOXKHO TOTSHHUTE MPOKCHMAIBHBIA (PUKCATOp HA3aJ Ha BCIO IITHHY X0Ha (3KMHTE MPOKCHMAIIBHBIHN
¢duKcaTop MEeXAy OONBIIMM U yKa3aTeNbHBIM MalbI[AMU U MOTSHUTE B HAIIPABICHHUH, YKa3aHHOM CTPEIKOI
(2)), KOHTpOIHPYS Pa3BEPTHIBAHKE IPOKCUMATLHOTO TOJOTO CTEHTA 10 ()III0OPOCKOMHYECKAM KOHTPOJIEM

(pucyHoK 23, cneBa).

Mo 3aBepreHny pa3BepThIBaHUS KOHPUTYpaIHsl CTCHTA JJOJDKHA COOTBETCTBOBATh PUCYHKY 23 (cripaBa).
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Pucynox 23: OcBoOokaeHHE TONOT0 cTeHTa cTeHT-rpadta TAAA

¢ [IpoaBUHBbTE AJTUHHYIO 00010YKY Yepe3 KAHAJ BHellHel BeTBHU:

Beenute HaHpaBJ’IfIIOH.[I/Iﬁ KaTCTCp 4CPE3 MINHHYIO O6OJ'IO‘{Ky " MPOABUHBTE €T0 K IPOKCUMAJIBHOMY BXOY
LICJICBOM BHEIIHEH BETBU. OpI/IEHTI/Ipyf/iTe HAaKOHCYHUK HAIIPABJIAIOMICIO KaTeTepa Tak, YTOOBl OH

COBMECTHWIICS C BEIXOJIOM BHEIITHEH BETBH, M 3a()UKCHPYHTE HAIPABIIIONINI KaTeTep B 3TOM MOJI0KECHHH.

ITponBuHbTE TUAPOGUILHBIN NMPOBOJHUK C MATKUM HAKOHEYHHUKOM ue€pe3 HaNpaBILIOIUM KaTeTep BO
BHEIIHIOI BETBb, II0KA IPOBOJHMK HE BBIMJET W3 AMCTAJIBHOIO BbIXOJa BeTBU. Korja HaKOHEUHUK
MIPOBOAHUKA OKAXKETCS IPUMEPHO Ha 5—10 MM BBIIIE YCThs IOUEUHON apTepuH, 3apuKCUpyHTEe MPOBOIHUK B

9TOM IIOJOXKXCHHHU.

IIpoaBuHBTE HAIPABIAIOLIMNA KaTeTep MO HANPaBJIAIOLIEH IPOBOJIOKE 10 TOrO XK€ YPOBHS, 3aT€M NIPOIBUHBTE
JUTMHHYIO 000JIOYKY Yepe3 BHEIIHIOI BETBb /IO MOJOKEHUS Ha 5—10 MM BEIIIE YCThS TIOUYEYHOU apTEepHH.

[MonTBepauTe mosoxkeHue Mo GIFOOPOCKOMTMYSCKHUM KOHTPOJIEM (CM. pUCYHOK 24).

° 3ameHnnTe MPOBOAHUKH, 4TO0bI YCTAaHOBUTB JOCTYII K noYyeqyHoi apTepuun:

Pacrnonoxure KOHYMK HANPaBJIAIOLIETO KaTETEPa Ha OHOM YPOBHE C yCThEM [IOYEUHOM apTepUH U HAIIPaBbTE
€ro B CTOPOHY YCThbsl. MaHHUIyIUpYHTe TUAPOMUIBHBIM IMPOBOJHUKOM C MSTKMM KOHYHMKOM, YTOOBI

KaHIOJIMPOBATh MOYCYHYIO apTCPUIO, U ITPOABUHBTE HaHpaBJ’IS[IOIJ_II/II\/'I KaTeTCp B MOYCUHYIO apTCPUIO.

W3Bnexure ruapouiIbHEINH TPOBOIHUK ¢ MATKAM HaKOHEYHUKOM M 3aMEHHUTE €r0 KECTKUM IPOBOJIHUKOM,
pacloNOKEeHHbIM BHYTPU IOYEHYHOW apTepuu. M3BIEKUTE HANpaBIAIOIIMI KaTeTep, OCTAaBUB >KECTKUN
MPOBOIHUK HA MECTE B KaYECTBE YCTAHOBICHHOTO JTOCTYIA IS TIOCIEAYIONMEeH TOCTaBKH CTeHT-rpadra PV

(pucyHOK 24).
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Pucynox 24: YcranoBka mmyTteit qoctymna s creHT-rpadra PV (moueynsrii)

c

Pexomenoayus no npoeedenuio onepayuu: eciu 603HUKAIOM MPYOHOCU NPU KAHIONAYUU HOYEUYHOU apmepuu,
paccmompume 803MONCHOCTG UCHONb30BAHUS AH2UOZPADUUECKO20 Kamemepa 0715 TIOKANbHOU AHSUOSPADUYU C Yelblo

VMOYHEHUS. AHAMOMUY UNU YIPABTAEMOll 000I0UKU 05 0ONecyenus 0oCmyna.
7.4.6 Umnaantauus PV-cTenT-rpadTa B NepBYIO NOYEUHYIO apTEPHI0

Benute cucremy nocraBku PV depes KECTKHIA MPOBOJHUK B TIOYCUHYIO apTEPHIO.

CoBmecTHTEe JBa NMPOKCUMAIBHBIX PEHTTCHOKOHTPACTHBIX Mapkepa PV-creHT-TpadTa ¢ BEepXHUM KpaeMm
IIPOKCUMAIBHOM PEHTITEHOKOHTPACTHOM MapKUPOBOYHOM IIOJOCHl COOTBETCTBYIOIIEH BHEIIHEH BETBH

TAAA-crenT-rpadra.

VY aepxuBaiiTe NMEPENHIO PYKOATKY J1eBoil pykoi. IIpaBoif pykod Ha)KMUTE Ha CIIyCKOBOW KpPIOUOK U
MIOTSTHUTE 33 CKOJB3SILYI0 PYKOSTKY, YTOOBI pa3BepHyTh PV-cTenT-rpadt. HabmomaliTe 3a pa3BepTeIBaHHEM

non koHTpojiem DSA, noka PV-creHT-rpadT HEe OyZeT NOTHOCTHIO pa3BepHYT.

BrsHuTe KOHMYECKHI HAaKOHEYHHWK B O0OJOUYKY W yhanuTe cucrteMy aoctaBku PV. OcraBbTe AITUHHYIO

000JI0YKY ¥, TP HEOOXOIUMOCTH, KECTKHIA MTPOBOIHUK HA MECTE JUIS TOCTOIUTAIINH.

P@KOMeH()auu}l no sKkcnayamayuu.’ olcecmKul l’lpOGOaHMK MOJICHO OCINABUMb HA Mecme 00 3aeepuilerust HeobX00UMOU

OAIOHHOU NOCOULAMAYUUL.

IIpoBepka mocie MMIUTAaHTAILIMH: BBIOJIHUTE aHTHOTpaduio, YToOB NOATBEPAUTH MOP(HOJIOTHIO CTEHTA H
KpoBOTOK. [Ipy Hanmmuny moka3zaHuii BEITOJHAUTE OANTIOHHYIO TOCTIMIATAIINIO HAJl >KECTKUM IPOBOJIHUKOM,

YTOOBI OINITUMU3UPOBATH MIPOXOAUMOCTD ITPOCBETA.
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Pucynoxk 25: Cxemaruueckoe n3o0pakeHne MepBoil peBacKylsipu3aliy IOYEUHOH apTepuu

BHUMAHMUME: Ilepen ocsoboxaenueM PV-creHT-rpadra yOemurech, YTO JJIHMHHBIA YEXOJ W3BJICUYCH BBIIIC
MIPOKCUMAIILHOTO OTBEPCTHS BHyTPEHHEH BeTBU. HeBbIoTHEHHE 3TOTO TPeOOBaHUS MOXKET IMTPUBECTH K YACTHIYHOMY

Pa3BCPTHIBAHUIO BHYTPHU Y€XJId, HECBO3MOKXHOCTH OCBO60)K}Z[CHI/I$I nIn Here}:[HaMepeHHOﬁ MUTpanru CTCHTA.

7.4.7 IloanocTbI0 ocBoGOaUTE cTeHT-TPadT TAAA (IucTaTIBHOE 0CBOOOKIEHHE).

[Tocne peBackysspuzanu CA, SMA 1 oJTHON MOYEHUHON apTepUH PACTIOTIOKHUTE CUCTEMY JOCTaBku PV s
KOHTpaJIaTepaJIbHOM MOYEYHOI apTepuu B COOTBETCTBUH C TPEOOBaHHSMH. 3aTe€M MOJHOCTBIO OCBOOOHTE

JUCTANIBHYIO YacTh cTeHT-Tpadgra TAAA 111 BOCCTAaHOBIEHHS ITOJTHOTO MPUIETaHuUs.

VYnepxxuBaiiTe NEepeHIO PYKOSATKY JieBoM pykoil. IlpaBoli pykoil mpuBeauTe B JAEWCTBHE MEXAHHU3M
0CBOOOXIEHUS (HAXKMUTE Ha KYypOK M TOTSHHUTE 3a MOJN3YHOK), 4TOOBI OBICTPO OCBOOOIUTH AMCTANbHBIC

CETMEHTHI, MOKPBIThIE TPAaHCIIAHTATOM, KakK IOKa3aHO Ha pucyHke 26. IlonTBepaute pasBepHYTYIO

KOH(UTYpauuio noj GparoopocKOMUYeCKUM KOHTPOJIEM.
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Pucynok 26: OcBoOOXKACHNE TUCTAITBHOTO KOHIA cTeHT-rpadra TAAA
7.4.8 UmnaanTanus creHT-rpadgrTa PV B Apyryio noyeyHyro apTepuio

CwM. pazgen 7.4.6 11 O3HAKOMJICHHS C TallaMU UMIUTaHTalMu cTeHT-Tpadra PV. [IpoaBuHbTE U pa3BepHUTE
cteHT-TpadT PV B KOHTpanarepaabHON MOYEYHOH apTeprH, UCTIONB3YS Ty ke TeXHUKY. [Ipu HeoOxoaumocTu
BBINIOJIHUTE aHruorpaduio M OawmoHHyr0 mnoctauwnatanuio. CM. pucyHOK 27 AnsS O3HAaKOMIIGHHUS C

OKOHYATeJIbHON KOH(HUTYpaLrell 1ByCTOPOHHEN PeBACKYIAPU3ALIH [TOYEK.

Pucynox 27: Cxemarnaeckoe H300paKeHHE PEBACKYISIPU3AIIIH 00CHX MOYCIHBIX apTepHi

P@KOMeH()alﬂl}l no skcnayamayuu. eciu mpe6yemca nocmc)wzamauuﬂ, ocmaegvme JHCeCmKUL npOBO()HMK Ha mecme 00

3a6epuLenus Ouﬂamauuu, 3amem uzeneKume npOGOOHHK u 060]10'”('}/.

7.4.9 U3B1edyenue cucreMsl JoctaBru T AAA

° BTsinuTe KOHNYeCKUii HAKOHEYHHUK B 060.110qu CUCTEMBbI 10CTABKH:

Jlepkute TpaBOW PYKOH PYKOSATKY-TIOJ3YHOK, YTOOBI CTaOWIM3MPOBATH CHCTEMY, a JICBOW pPyKOW —
NepeSHIO PYKOATKY. HaxkMuTe Ha CryCKOBOM KPIOYOK, 3aTEM MEIUIEHHO MOTSHUTE NEPEIHIOI PYKOSTKY K

PYKOSITKE-TIOI3YHKY, YTOOB! BTSHYTh KOHHYECKHH HAKOHEYHHK B JUCTATBHBIA KOHEI 000JOYKH (PUCYHOK

28).

37

Pernctparna MU 8 Pocanpasransope
www.nevacert.ru | info@nevacert.ru



Pucynok 28: BrsruBaHne KOHUYECKOTO HAKOHEYHHUKA CUCTEMBI TOCTaBk TAAA

BHUMAHME: Ecnu BO3HHKAaeT COMPOTHUBIIEHUE U KOHUYECKAN HAKOHEYHHUK, TI0-BHINMOMY, 3aIICTIHIICS 32 CTCHT, HE
nmpuiiaraiiTe Ype3MepHbIX ycrimid. Clierka MOBEpHUTE CHCTEMY JTOCTABKH U MOMPOOYHTE OCTOPOXKHO OTBECTH €e.
Ecim npobniema He ycTpaHsieTcs, YaCTHYHO OTBEJAWTE NMPOBOJAHUKH, YTOOBI M3MEHUTH T€OMETPHIO, H MOBTOPHUTE

TIOIBITKY yIAJICHUS.

®  Vaanure cucremy noctaBku TAAA:

OcTtopoxHO U3BIEKUTE cucreMy goctaBku TAAA depe3 MecTo gocTyna B OenpeHHoil aprepuu. IIpoBeante
anruorpaduro, YTOOBl MOATBEPIUTH MOPQOJOTHIO CTeHTa U  KpoBOTOK. [locrme momydyeHHs

YAOBJIETBOPUTEIBHOTO IIOATBEPIKACHUA YAAIINUTE aHFI/IOI‘pa(i)I/I‘{CCKI/II\/'I KaTeTep.

Pexomenoayus no sxcnayamayuu: ecnu naanupyemcs nocieoyiowas umnianmayust cmenm-epagpmos AE, AAA unu
1E, ceepxoicecmiutl npOBOOHUK MOJICHO OCIABUMb HA Mecme, Ymobbl COXpAHUMb cOCYOUCIbLIL OOCHYN U CBeCMU K

MUHUMYMY HEOOXOOUMOCIb HOBMOPHO2O COCYOUCTO20 OOCTYNA.

7.4.10 AmmuianTanus creHT-rpadgra AE (korga Tpedyercsi paciimpeHue IMCTAIBHON 30HBI IPH3eMJICHHUS )

®  Bgegurte cucremy nocraBku AE:

Y6eaurech, 4TO reMOCTaTHYECKHI KiamaH oOpalleH B CTOPOHY OT OIepaTopa, 3aTeM BBEAUTE CHCTEMY

JA0CTaBKHU AE BAOJIb CBEPXIKECTKOI'O IMPOBOJJHUKA U3 6CZ[peHHOFO A0CTyna.

MenneHHo MpOABUraiiTe 3a0CTPEHHBIM HAKOHEYHHWK CHCTEMBI TOCTaBkH AE B NUCTaNbHYIO BHYTPEHHIONO

gacTh cTeHT-rpadTa TAAA mon xouTpoaem DSA (pucyHok 29).
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Pucynok 29: Beenenue cucreMsl noctaBku AE

®  Ocpo0oauTte NPOKCUMAJILHBINA KOHeLl cTeHT-TpadTa AE:

Y nepKuUBaiiTe MEPEeIHIOI0 PYKOATKY JEBON PYKOH U MOBOpAUYHMBANTE CKOJB3AIIYIO PYKOSTKY IPOTUB YAaCOBOI
CTpEJKH MpaBOW pPYKOH, YTOOBI MENJIEHHO OCBOOOAUTH TOJIBIM CTEHT M MNPOKCUMAJIBHBIA KOHell

TpaHCIUTAHTATa, IOKPBITHI 000IOYKOA.

OcrtaHOBUTECh,  KOIZla  HPOKCUMAIBHBIII ~ CEIMEHT,  IMOKPBITBI  TpPAHCIUIAHTaTOM  (BKJIIOYAs

PEHTTeHOKOHTpacTHBIE MapKepbl «O» H «8»), HOIHOCTBIO 0OCBOOOAUTCS OT 000049KH (puc. 30).

Pucynok 30: OcBoOO0XIeHHE POKCUMABHOTO KOHIIA cTeHT-rpadra AE
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VYbenurech, 4TO MPOKCHUMAIBHBIN PEHTTeHOKOHTPACTHEIA Mapkep («O» mmm «8») creHt-rpadra AE 1o ocn
MEPEKPBIBACT JAUCTANBHBIA PEHTICHOKOHTpACTHBIN Mapkep «O» crenT-rpadgra TAAA He MeHee yeM Ha 30
MM, a JJTHHA IEPEKPBITHS MEXK Ty TUCTAITBHBIM CErMEHTOM cTeHT-Tpadra AE 1 OpromrHo#t aopToii cocTaBiseT

He MeHee 20 MMm.

° BBICTPO 0CBOﬁO}]HTe MOJJHOCTBIO HOKpLITbIﬁ TPAHCIUVIAHTATOM CEIrMEHT:

VYaepKuBaiTe MEPEAHIO PYKOATKY pPOBHO. I[lOTSHUTE 3a CKONB3SIIYI0 PYKOSATKY MPaBOd pPYKOH,
OJTHOBPEMEHHO OTTATHBAsl KypOK Ha3aj OOJBIIMM TalbIleM NpPaBOi pYKH, 4TOOBI OBICTPO OCBOOOIUTH

JUCTAJIBHBIN CETMEHT, MOKPHITHIN TPAHCIUIAHTAaTOM (pPUCYHOK 31).

Pucynok 31: Beictpoe ocBoOOXkAeHNE nUCTanbHOTO cermMenTa AE

®  (OcBo0oauTe MPOKCMMAJBHBIN I0JIbIA CTEHT:

CHUMHTE MPEIOXPAHUTEIBHYIO 3alleNKy Ha MPOKCHUMAJIBHONH pydKe, 3aTeM OCTOPOXKHO MOTSHUTE
INPOKCUMAaNIbHBIH (puKkcaTop Hazaja 10 yrnopa, KOHTPOIHUPYs Hpolecc oA (IroopOoCKONMYECKUM KOHTPOIEM

(puc. 32). Ilo 3aBepiieHUHn pa3BepThIBAaHUS yOEIUTECh B OKOHYATEIbHOM COCTOSIHHH.
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Pucynox 32: OcBoboxeHne IPOKCUMaIbHOT0 0OHaxeHHOro cTeHTa AE

® Cuumwute cuctemy goctaBku AE:

BTsauTe KOHMYECKHMM HAaKOHEYHHK B OOOJIOYKY W W3BJIEKUTE cuctemy pgoctaBku AE (pucynok 33).
[poBenure anrumorpaduio A TOATBEPKICHUS COOTBETCTBHS W, INPH HEOOXOJMMOCTH, BBHIIOTHHUTE

MTOCTAMIATALIMIO C TOMOIIBIO OaUTOHA ITOIXO/IAIIEr0 pa3Mepa.

N

Pucynox 33: 3Bneuenue cuctemsl 1ocTaBku AE 1 OkOHYaTeIbHOE COCTOSIHUE

[Ipumeuanue: Cucremsl foctaBki AE u AAA UMEIOT 0IMHAKOBYIO MEXaHUKY paboThl; cM. pa3aen 7.4.11 ans

oJTydeHus! HHpopMaIuu o crieruduaeckux it AAA KOPOTKHUX BETBSX.
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7.4.11 Umnuantauus creHT-rpagra AAA un crent-rpadra (rpagTos) |E (pekoHCTpyKIUsI OPIOLIHOI 20PThI)

® Bgegurte u pacnosio:xkutTe cucremy goctaBeu AAA:

Beenute cucremy poctaBkd AAA BIOIb CBEPX)KECTKOTO MPOBOJHHKA W IMPOJABHHBTE KOHUYESCKHU

HAaKOHEYHHUK BO BHYTPEHHIOIO TUCTAJIbHYIO YacTh cTeHT-rpadpra TAAA.

®  Ocpo0oauTe NPOKCUMANBHBII CETMEHT, MOKPBIThIA TPAHCIJIAHTATOM, U KOPOTKOE OTBEeTBJICHHE:

MeeHHO 0cBOOOIUTE IPOKCUMANIBHBIN CETMEHT, IIOKPHITHIN TpaHcIuIanTaToM (Mapkepsl O u §). Yoeantech
B OCEBOM IEPEKpHITHH MeKAy MapkepoM AAA «8» u auctamsHbIM MapkepoM TAAA «O» (=30 mm). Ilpu
HEOOXOJUMOCTH CIIEeTKa OTperyIupylte BpameHue. IIponomkaiite 0ocBoO0XAaTh, T0OKa KOPOTKasi BETBb HE

Oyzet pa3BepHyTa (pUCYHOK 34).

Pucynok 34: Pa3BepThiBaHHEe KOPOTKOW BETBH CTEHT-Tpadta AAA

BHUMAHMUME: Yo6enutech, uto cTeHT-TpadT AAA W 3a0CTPEHHBI HAKOHEYHHK HE MEIIAIOT CYIICCTBYIOIIEMY

cteHT-rpadTy TAAA, uTOOBI H30€KaTh CMEIICHHS BO BPEMsI ITPOIBIDKCHUS M MO3UIIHOHIPOBAHMUS.

®  Ocgo0oaure roJplii creHT cTeHT-TpadpTa AAA!

CHUMUTE TPENOXPAHUTENFHYI0 3alleNIKy U TOTSHUTE NPOKCUMAIBHBIA (UKCATOp [0 yIOpa, 4YTOOBI
OTCOSAWHUTH TOJNBIA cTeHT. Ecim pa3BepThIBaHHE HEMONHOE, OCTOPOKHO IIPOIBHHBTE/OTOJBUHBTE

NPOKCUMAIIBHBIHN (hukcaTop Mo Mepe HeoOXOAUMOCTH (PHCYHOK 35).
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Pucynox 35: OcBoboxxIeHrE TPOKCUMAJILHOTO rojoro creHra AAA

® Hmnaantupyiite creHT-rpadt |E B KOPOTKYI0 BETBB:

C TIpOTHBOMOIOKHONW OSAPEHHONW CTOPOHBI BBEIHUTE OPYrod CBEPX)KECTKHU MPOBOTHHK Yepe3 KOPOTKYIO
BETBb U MPOJABHUHBTE CHCTeMy nocTaBku |E, moka mapkep «O» |IE He coBmaser ¢ MapkepoM «€» KOPOTKOH

BeTBH (puc. 36). [lepen pa3BepTrIBaHNEM MTOATBEPANTE BEIPABHUBAHKE C TOMOIIBIO (DITI0OOPOCKOIIHH.

!

|

N

Pucynox 36: Beenenne crent-rpadra IE B KOpOTKyIO BETBb

HOBepHI/ITe NEPCAHIONO 3alICIIKY HpOTI/IBO‘{aCOBOI\/'I CTpeJ’IKOI\;I OPHUMEPHO Ha non-06op0Ta, YTOOBI OCBO6OZ[I/ITI)
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3a[IHIOI0 3aIIEIIKY, YAEPKUBasl IEPEAHION0 3aIIENKY.

3adukcupyiite 3aJHIOI0 PYKOSTKY MpPaBOd pyKOH M MEIJIEHHO OTTSHHUTE MEPEAHIOI PYKOSATKY K 3aTHel
PYKOSITKE JIeBOW pyKoi, moka cteHT-rpadT IE He OymeT moiHOCTBIO pa3BepHYT moj KoHTponem DSA

(pucyHoxk 37, cnesa).

VY aepxuBaiTe NMEPEIHIO PYKOSATKY JIEBOM PYKOHM M OTTSHUTE 3aJHIOI0 PYKOATKY IMPAaBOW PYKOH, IOKa
KOHHYECKHH HAKOHEYHUK TIOTHOCTBIO HE OKaXKETCsI BHYTpH 000J7109KH. [loBepHHUTE (PUKCHPYIONTYIO KPBIIIKY
nepeTHeH PYKOSTKH IO YaCOBOH CTpEIIKe, YTOOBI 3aUKCHPOBATH CHCTEMY AOCTABKH, H H3BICKUTE CHCTEMY

nocraBku |E u3 tena (puc. 37, cipaa).

Pucynok 37: Ocoboxaenue creHT-rpadra IE u u3Bneuenne cuctemsr goctaBku 1E

® [loaHocThIo 0cBOOOAUTE cTEeHT-TPadpT AAA:

OcBo0oanTEe JUIMHHYIO BETBB, YTOOBI MOJHOCTBIO pa3BepHYTh CTeHT-TpadT AAA, W U3BICKUTE CHCTEMY

nmoctaBku AAA u3 tena (puc. 38).
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Pucynok 38: OcBoOOXXIcHHE JTMHHON BETBH CTEHT-TpadTa AAA M yiajieHue cucTeMbl JocTaBku AAA

®  Hmnaantupyiite creHT-rpadt |E B 11mHHY1I0 BETBB:

UYepes uricuarepaibHbI JOCTYI K OSIPEHHON apTepry BBEAUTE CUCTEMY NOCTaBkH |E B IIMHHYIO BETBb U
OTPETYHPYITE MOJ0KEHHUE TaK, YTOOBI PEHTTCHOKOHTPACTHBIN Mapkep «O» creHnT-rpadra |E 6511 coBMemeH

C PEHTTEHOKOHTPACTHBIM MapkepoM «O» B cepenuHe JUIMHHOW BeTBH (puc. 39).

Pucynok 39: Beenenue cucremsl joctaBku |E B IyIMHHYIO BETBb

[oBTopHTE Ty K€ MPOIEIYPY pa3BepTHIBAHUS, YTO U IJIsl KOHTpajdaTepaibHoro creHT-rpadra IE, Briodas
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pa30IOKUPOBKY, IOCTENICHHOE BTATHBAaHWE TIEPETHETO 3aXBaTa Uil IOJHOTO pPa3BEPTHIBAHUS IO
(ITI0OPOCKOTMIECKAM KOHTPOJIEM U YAAICHUE CUCTEMBI TOCTaBKH cTeHT-Tpadta |E. Ecnm mpuneranue e
SIBIISICTCSL ONTHMAIBHBIM, BBIIOJTHUTE IMOCTOMMIATHPOBAHUE C TIOMOIIBIO0 0ajuToOHA MOIXOJSIIETO pazMepa.

Koneunoe cocrosinue mociie MMIUTaHTalny oka3zano Ha Pucynke 40.

Pucynox 40: Koneunoe coctosHIe OCIe IMIUTAHTaINH cTeHT-TpadToB AAA 1 IE
7.4.12 Aurnorpaguyeckoe noaTBep:KIEHUE H MOCTENPOLEAYPHbIE MePONIPUSITHS

[IpoBenute anTHOTPadHIO BCETO TOPAKOAOJOMHUHAIHHOTO CTEHTA C TOMOIIBIO aHTHOTPA(YUIECKOTO KaTeTepa,
9TOOBI TOATBEPIANTE MTPOXOIUMOCTD H IPaBHIIbHOE pa3BepThiBaHMe. [lociie anrnorpaduu N3BIEKUTE KaTeTep
U TPOBOJHMK M 3aKpOHTE BCE MecTa COCYIUCTOrO JOCTyNa B COOTBETCTBUM CO CTaHIApTHBIMHU

XUPYPru4eCcKUMU IPOLELypaMHu.
VIl Metoab! ycTpaHeHUsI HEMCIIPABHOCTEH
8.1 AJ'[I:TepHaTl/lBHl)le HHCTPYKIHHU 110 U3BJCIYECHUIO CUCTEMBI 10CTABKHA

B MAaJIOBCPOATHOM CJIyda€ COIIPOTHBJIICHUA CHUCTEMBI MTOCTaBKU HJIM €€ 3aCTPEBaHUA BO BPEMsS H3BJICUCHUA

MO>KHO BBITIOJIHUTH CIIEAYIOIINE AIbTEPHATHBHBIE JICHCTBHSL:
1) VY06eamrech, 4TO BCE NPOBOAHUKU M 00OJIOUKH HE HATAHYTHL.

2) Tlox ¢r0OPOCKONHMYECKHM KOHTPOJIEM Clerka MPOJIBHHBTE CHCTEMY NOCTABKH Ha 2—3 MM, 4YTOOBI

0CJIA0UTH HATSHKEHUE.

3)  AKKypaTHO MOBEpHHTE HEPEHIOK pyKosATKY Ha 10—20°, 4ToObl I3BMEHHUTD TTOJIOKEHHE HAKOHEYHHKA.
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4)

5)

6)

Ecan xornueckuii HAKOHEYHUK OCTaeTCs 3aCTPABIINM, YaCTUYHO BTSAHUTC IIPOBOJHHUK B IIPOCBCT, YTOOBI

YMEHBUINTH CUJTY KOHTaKTa, a 3aTEM ITOBTOPUTE IONBITKY U3BJICYCHUA.

He an/maraﬁTe YpE3MCPHOTO YCHUIIHA IIPU U3BJICYCHUN; IPUHYAUTECIIBHOC N3BJICUCHUEC MOXET IMPUBECTHU K

MOBPCIKACHUIO COCYyJa NI CMCIICHUIO CTCHTA.

Ecnu u3BieueHue no-npexHeMy HE YIAeTcs, IOJHOCTBIO OTTSHUTE CKOJB3ALIYI0 PYKOSTKY B KOHEUHbIE
MTOJIOXKEHHUE, 3aTeM CTaOMIN3UPYHTE CUCTEMY JOCTABKH U 3a(UKCUPYHTE MEPEIHIOI PYKOATKY Ha MECTE.
VaepxuBas NEPEAHIO PYKOSITKY B HEIOJBM)KHOM COCTOSIHHUH, OCTOPOYKHO IIEPEMECTUTE CKOJIB3SILYIO
PYKOSITKY B HAlpaBJICHUH TEpeAHEH PYyKOATKH (KOHTPOIHUPYS €€ M MpeAoTBpaimiasl AaBJICHHE KOHYHMKA
000JI0UKH Ha CTEHT W CMEIIEHHE CTEHTa). DTO ABIXCHHE MPOABUTAET 000JI0UKY BIIEpE] OTHOCHTEIHHO
KOHHYECKOTO KOHYHMKAa 4Yepe3 MPOCBET CTeHT-rpadTa, IO3BOJS IBYM KOHYMKAM COCAMHUTHCS U
c(opMHpPOBATH IIAAKHIN, HETIPEPHIBHEIH Ipodnib. [Tocite mocTmKeHns I1agKOTo IPO(UIIST H3BICKUTE BCIO

CUCTEMY JOCTAaBKHU M3 MAllMCHTA MO KOHTPOJIEM PEHTTCHOCKOIINH.

8.2 Texnuka pa30opKku PYKOSTKH /sl YACTUYHOI0 Pa3BePThIBAHUSA

Ecnu creHT-TrpadT He MOKET OBITH ITONHOCTHIO Pa3BEPHYT M3-32 YACTUYHOTO pa3phbiBa IMOKPHITHS TpadTa HiH

HEUCITPaBHOCTH Claiiiepa:

1)
2)
3)
4)
5)

6)

OTOJBHHBTE CITyCKOBOH KPIOYOK U ITOJTHOCTHIO BTAHHUTE MTOI3YHOK.

CrabunusupyiTe CHCTeMy JOCTaBKH oj KoHTposieM DSA.

BcraBbTe 32kUM B pa3beMHBIE OTBEPCTHS PYKOSTKH ClIaiiepa.

BpyuHy!o oTcoennHNTE 3aKUM cliaiiaepa.

[TocTeneHHO Bpy4HYIO BTSIHUTE 000J0YKY, TIOKA CTEHT-TpadT He OyAeT MOTHOCThEO OCBOOOKACH.

OCTOpO)KHO H3BJICKUTC CUCTEMY NJOCTABKHU M3 MAIIMCHTA.

8.3 AlbTepHATHBHBINH METO/I 0CBOOOKIEHUS MPOKCUMAJIBHOI0 I'0JI0T0 CTEHTA

B MaJIOBECPOATHOM Cly4ae, €CJIr HpOKCI/IMaHLHHﬁ rOJIbIM CTEHT He 0c13060>1<,uaeTc;1 n3-3a HEHUCIIPABHOCTU

NPOKCHMAIILHOTO aHKepa:

1)

2)

3)

y6e,E[I/ITeCL, YTO CUCTEMA JOCTABKH OCTACTCA CTaOMIBHOM Ion (1)J'IIOOpOCKOHI/I'-ICCKI/IM KOHTPOJIEM.

CHUMUTE NPEeOXPAHUTENBHYIO 3aILEIKY U TOBEPHUTE IIPOTUB YaCOBOM CTPENIKH 3aMOK ITPOKCUMAJIBHOTO

0CBOOOIUTEINS C TTOMOIIBIO IITUIIIIOB.

C MOMOLIBI0 TEMOCTATUYCCKUX HIUIIIOB 3aXBATHUTE BaJl Pa3BEPThIBAHHUA U OCTOPOKHO BTAHUTE €T0, IOKa

TOJIBIA CTEHT He OYyJeT 0CBOOOXK ICH.
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4)  V6enmutech B IMOJHON UMIUIAHTAIIMN ¥ MEIUICHHO YAAJIUTE CHCTEMY JOCTABKH.
I X Ha0aroaenue 3a nalMeHTOM

B teuenue 3 MCCAILEB IMMOCJIC UMITNTAHTAIIU PCKOMECHAYETCA MPUEM aCIIMPUHA U KIIOIIMAO0rpeiia Wi aIbTCPHATUBHBIX

AQHTHUKOAryJITHTOB. PEKOMEH/IyeTCs MPOIOIDKHUTE IIPHEM aCIIMpPHHA.
9.1 Ilepuoabl HAOGJIKOAEHHS

PexoMenayercst KIMHUUeckoe HaOmoeHue yepes 24 ygaca, 1, 3-6, 12 u 24 mecsna nocne npoueaypsl. VIHTepBasb
Habmogenust follow-, Bo3MokHO, MOTpeOyeTCss CKOPPEKTHPOBATh C YYETOM KOHKPETHBIX YCIOBHH KaIOTO

HalHeHTA.
9.2 MeToapbl, HCNOIB3yeMble BO BpeMsl Ha0II01eHus

B 3aBuUCHMOCTH OT COCTOSIHUS nmagueHTa MOryT OBITH MPOBEACHBI TI'€MAaTONATOJOIrMYECKOEC MCCICIOBAHUC,

pentreHorpadus, KTA, MPT wnu JICA.
9.3 Hadmogaemble moKa3aTeJin:

®  Pasmep aHeBpU3M WU PACCIOCHUIA.

® DwmOonu3anus

® lI3MeHeHUe MyJIbCalld AHEBPU3MBI WIIH PACCIOCHHS.
®  Murpanus

®  DHjoJeka

® Jledhopmanus creHT-TpadTa.

® Kpome TOro, Clie[lyeT y4YUTHIBaTh MHAIMEHTOB CO CICAYIONUMH CICIU(PUISCKUMH HAXOJKaMH BO BpeMs

HAOIIOICHNS, SHJIOBACKYJIIPHOTO BMEIIATENLCTBA HITH XUPYPTHUECKOTO JICUCHHS.
®  VYBenuuyeHUE aHEeBPH3MBI Ha 5 MM U OoJee.

L] Wsmenenue myJbCallu aHCBPU3MbI W PACCIIOCHHUA C YBCIIMYCHUECM aHCBPU3MbBI WJIM OHOJICKOM, 6o 6e3

HUX, WM PAa3pPbIBOM PacCIOEHHS.

® [Iponmomkaromasics SHI0ICKA C YBEINICHUEM aHEBPU3MBI HITH Pa3phIBOM AUCCEKIINU MK 0€3 HUX.
®  Murpamus cTeHT-rpadTa, IPUBOIAIIAS K SHIOJIEKY.

X XpaHeHue ¥ TPAHCIIOPTHPOBKA

® Bepeqb OT COJIHEYHOI'O CBE€TAa, XPAHUTDH B CYXOM MECTC.
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®  Bo BpeMmsl TpaHCIIOPTUPOBKHU YCTPOMCTBO HE AOJKHO NOJABEPraThCs CAABIMBAHUIO, BO3JEHCTBUIO BIaru UiIu
MPSIMOMY COJTHEUHOMY CBETY.

® He pomyckars BO3EHCTBUSI OPraHUUECKUX PACTBOPUTETCH.

X1 Cpok rognocT

Cuctema cteHT-rpadTa IS TPYIHOW M OpIOMIHOW aOpTHI CTEPHIIM3YETCS STHICHOKCHAOM M IOCTaBIACTCS B
CTepWIbHOM BHUAE. [laTa M3roToBiIeHHMA M CPOK TOAHOCTH YKa3aHbl Ha 3THKeTKe. He HCnoib3yiTe HPOLYKT C

HUCTCKIINM CPOKOM I'OAHOCTH.

X1 Yruausanus

[ocne ucnonp30BaHMs BCE KOMIIOHEHTHI CHCTEMBI CTEHT-TPa(TOB Al TOPAKOA0IOMUHAIBHBIX apTEPHil, BKITIOUAs
CHUCTeMYy JIOCTaBKM MW aKceccyapbl, CJeQyeT paccMaTpuBaTh Kak IOTEHLMAIbHO OHOJIOTMYECKH OMAaCHbIE
MEIHUIIUHCKUE OTXOMBIL. Y THIM3UPYUTE X B COOTBETCTBHHU C MPOLEAYPAMU MEIUIIMHCKOTO YUYPEXKICHHUS, a TaKKe
BCEMH IPUMEHUMBIMH MECTHBIMH, PETHOHAJHHBIMA W HAIHOHAIGHHIMH HOPMATHBHBEIMH TPEOOBAHUSMH IO

YTUIU3auyuu MCAUIUHCKHUX OTXOJOB.

CoOmonaiiTe OCTOPOXXHOCTb TIPH YTIWIM3ALUH, YTOOBI IPEAOTBPATHUTH TPaBMBI OT OCTPBIX WIIH YKECTKUX
KOMITOHEHTOB M CHM3UTh PUCK MH()EKUMU WIK MHUKPOOHOIOTMYECKOM OMAcHOCTH, CBA3aHHOW C YCTpOMHCTBaMu,

KOHTAKTUPYIOIIHUMHU C KPOBLIO.
X111 YnakoBka u MapKHpOBKa

® (Cucrema cTeHT-rpadTOB JUIsl IS TPYIHOM U OPIOIIHOI aopTHI BKIIIOYAET B ce0sl CUCTEMY CTEHT-IpadToB JUIs
rpyaHoit u GprommHoii aoptel G-Branch™, cucrtemy cremt-rpadroB ans mepudepuueckux cocynaos PV
SilverFlow™, cucremy crent-rpadgros mns yanusenus ocHoBHoro Tena G-Branch™ AE, cucremy crent-
rpadros ans 6upypkanun G-Branch™ u cucremy crent-rpadtos ais paciuupenus noas3aouHoi aprepuu G-
Branch(TM) IE. Kaxnas cucrema CTEHT-TpadTOB MOCTABISIETCS B CTEPUIBHON YMaKOBKE M YMAKOBBIBACTCS
otmensio.™ AAA Bifurcated Stent Graft System u cucremy G-Branch™  IE Iliac Extension Stent Graft

System. Kaxnas cucrema CTeHT-Fpa(l)TOB INOCTaBJIICTCA B CTepI/IHLHOI\/'I YIIaKOBKE U YIIAKOBBIBACTCA OTACIIBHO.

®  KaxJplid CTeHT-TpadT NMpeBaApUTEIIEHO 3arpy’KaeTCcsl B CUCTEMY JIOCTaBKH, KOTOPAas MOMENIAETCs B JIOTOK U3
PETG u 3aneuarbiBaeTCst ABOMHBIMU ITaKeTaMu TYVeK ¢ OCHOBHOMN STHKETKOM. 3aTeM yIakOBaHHOE yCTPOHCTBO
MOMENIAETCS B BHEIHIOI KAapTOHHYIO KOpPOOKY BMecTe ¢ MHCTpyKiuei no npumenenuto (IFU), kaproukoit
UMIUIaHTaTa U APYTUMH CONPOBOIUTEIBHBIMU JOKyMEHTaMU. Ha kapTOHHON KOpOOKe HaKIICUBACTCS BHEITHSS

OTHUKCTKA.

® DTHKETKH COJAEpXKAT KIIOYEBYI0 WH(POPMAIIHIO, BKIFOUAs CIICIM(UKAIINIO YCTPOUCTBA, ATy CTEPIIIM3ALNH,
CPOK TOIHOCTH, CEpUIHBIA HOMEp, HOMEp NapTHU U APYTHE COOTBETCTBYIOIUINE NaHHBIC, HEOOXOIUMBIE IS

I/IIIGHTI/I(I)I/IKEIHI/II/I " OTCJIC)KUBAHUA.

® Omnmrcanue CHMBOJIOB Ha STUKETKE:
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JlaTa u3rotoBIeHUs

[TpousBoguTeNDH

Cpoxk ronHOCTH

2|1

SN

Cepuiinsblil HOMeEp

REF

Karanoxusiit Homep

—
O
—

Kon maprum

=

[Toxkamylicta, 03HaKOMBTECH C HHCTPYKIIUEHN IO
MIPUMEHEHUIO

[sTERILE | EO]

CTepI/IJ'II/ISOBaHO C UCIIOJIBb30BAaHUECM OTHIICHOKCH A

He ucnione3yiite, eciy ynakoBka IOBPEXICHA, U
03HaKOMBTEChH C HHCTPYKIMEN 110 IPUMEHEHUIO

He ncnonp3oBare MOBTOPHO

AnuporeHHbIN

He noxseprars NOBTOPHOU CTEpUIIN3ALUU

XpaHUTb B CyXOM MECTE

Bepeqb OT COJIHCYHOI'O CBCTA

YcaoBHO coBMecTuM ¢ MP

IIpousseneno B Kurae

JIBoiiHas cTepuiibHas OapbepHasi CHCTeMa
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M D MeauIHCcKoe U3Ienue

U DI YHUKaJIbHBIA WICHTHPHUKATOP YCTPOHCTBA

Nmmnoprep

30°C
TemneparypHblii penen
10°C
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Lifetech Sc [Entific (Shenzhen) Co., Ltd
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TEXHOJIOTUH, YITnIHbIi komuTeT F03xal, paiion Hanbmans, I1I3apux3HE, 518063, Kuratickas Haponnas Pecriyonuka
Tenedon: +86 755 86026250

OnexrponHas nouta: lifetechmed@lifetechmed.com
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Instructions for Use

Yuranos™ AB, IE and AE Stent Graft
System

Lifetech Scientific (Shenzhen) Co., Ltd.
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IFU OF Yuranos™ AB, |IE and AE Stent Graft System
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@ Lifctech
" IFU OF Yuranos™ AB, |IE and AE Stent Graft System

Please read this instruction for use carefully before using this product. Failure to follow the
instruction for use may cause serious injury to patients.

1 Device description

The Yuranos™ AB, IE and AE Stent Graft System consist of a pre-loaded stent graft and a delivery system.
The stent grafts include Abdominal Aortic Bifurcation Stent Graft (AB), lliac Artery Extension Stent Graft (IE),
and Aortic Extension Stent Graft (AE), which are composed of a metal stent (nitinol alloy), a fabric cover
(PET), suture (PET), a steel jacket at the stent connection (316L stainless steel), and markers (tantalum).
There is a barb structure on the bare stent of the Abdominal Aortic Bifurcation Stent Graft, and Aortic
Extension Stent Graft and on the proximal end of the lliac Artery Extension Stent Graft. The delivery system
is mainly composed of a sheath, an inner core, grips, an immobile pole, and other parts, to realize the
delivery, control and release of the stent grafts in human bodies. The delivery system has a proximal
hydrophilic coated segment of 510mm/520mm.

1.1 Abdominal Aortic Stent Graft
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(a) Abdominal Aortic Bifurcation Stent  (b) lliac Artery Extension Stent (IE) (c) Aortic Extension Stent (AE)
Graft (AB)

Figure 1 Yuranos™ AB, IE and AE Stent Graft System

(1: “O”-shaped mark point; 2: “8”-shaped mark point)

The Yuranos™ Abdominal Aortic Stent Graft System adopts a split-type design, including Abdominal Aortic
Bifurcation Stent Gratft, lliac Artery Extension Stent Graft, Aorto-Uni-lliac Stent Graft, and Aortic Extension
Stent Graft.

The Abdominal Aortic Bifurcation Stent Graft (Figure 1) is the primary component which is inserted into the
patient’'s abdominal aorta. It is designed with bifurcation, including a proximal bare stent, a main body, a
long branch and a short branch.

The lliac Artery Extension Stent Graft (Figure 1) is designed in a straight cylinder structure. It is used to
extend the length of implanted Abdominal Aortic Bifurcation Stent Graft or Aorto-Uni-lliac Stent Graft as
needed based on the patient’'s anatomy.
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@ Lifetech
' IFU OF Yuranos™ AB, |IE and AE Stent Graft System

The Aortic Extension Stent Graft (Figure 1) includes a proximal bare stent graft and a stent graft's main body.
It is used to extend the length of implanted Abdominal Aortic Bifurcation Stent Graft or Aorto-Uni-lliac Stent
Graft as needed based on the patient’s anatomy.

Each stent graft is separately loaded in its respective delivery system to be introduced into the human
vascular system during a medical procedure.

An Abdominal Aortic Stent Graft is composed of a superelastic nitinol stent and a PET fabric graft, which is
fixed onto the metal stent with suture. After the stent is implanted into the human body, the superelastic
metal stent can provide sufficient and stable expansion force to deploy the stent graft and anchor it in the
corresponding position as a whole. The bare stent with a barb design can provide enough anchoring force
to prevent the stent from migration. The fabric graft can serve as an alternative conduit for blood flow within
the patient’s vasculature by excluding the aneurysmal sac from blood flow and pressure, thereby reducing
the risk of aneurysm rupture.

1.2 The delivery system for the Abdominal Aortic Bifurcation Stent Graft

®7,
©_<
%

1 Tapered Tip 2 AB or AE 3 Markband

4  Fixation cap 5  Fixation anchor 6 Immobile Pole

7  Sheath 8 Front Grip 9 Sliding Grip

10 Trigger 11  Screw Gear 12 Rear Grip

13 Proximal releaser 14  Luer Connector 15 Hemostatis valve

16  Unlocking buckle

(a) Yuranos™ Delivery System (AB Stent Graft and AE Stent Graft)

1 Tapered Tip 2 IE 3  Sheath
4 Front Gripgrip 5 Immobile pole grip 6 Immobile pole

7 Inner core 8 Hemostatis valve 9  Luer Connector

(b) Yuranos™ Delivery System (IE Stent Graft)
Figure 2  Yuranos™ Delivery Systems

1.3 Device specifications
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IFU OF Yuranos™ AB, |IE and AE Stent Graft System

Both AB, IE and AE device are pre-loaded onto their respective delivery system and supplied sterile. The
AB, IE System and AE System are available in the following lengths and diameters as shown in following

table 1, 2, 3 and 4.

Table 1 Specifications Summary of Abdominal Aortic Bifurcation Stent Graft (AB)

Unit: mm
Distal Dia.
Specificati broximal Length of sent Length of Length of Length of Delivery
x long branch | short branch graft main body short
on Dia.(D1) System
(D2) (D3) &long branch(L1) | body (L2) | branch (L3) stent(L4)

AB-20XX-YY-ZZZ-S 20 10 10 18F
AB-22XX-YY-ZZZ-S 22 10 10 18F
AB-24XX-YY-ZZZ-S 24 12 12 18F
AB-26XX-YY-ZZZ-S 26 12 12 20F
AB-28XX-YY-ZZZ-S 28 12 12 20F

100,110,
AB-28XX-YY-ZZZ-S 28 14 14 20F

120,130, 50,70 30
AB-30XX-YY-ZZZ-S 30 12 12 20F

140,160
AB-30XX-YY-ZZZ-S 30 14 14 20F
AB-32XX-YY-ZZZ-S 32 12 12 20F
AB-32XX-YY-ZZZ-S 32 14 14 20F
AB-35XX-YY-ZZZ-S 35 12 12 20F
AB-35XX-YY-ZZZ-S 35 14 14 20F

L2
AN :) ; S
e ~ <
o
. Y ggéggsﬁsﬁ
L4 L1

*AB-WWXX-YY-ZZZ-S is the specification of Yuranos™ AB Stent Graft System which WW is Proximal Dia. (D1), XX is

Proximal Distal Dia. (D2&D3), and YY is Length of main body (L2), ZZZ is the Length of sent graft main body & long branch

(L1), Siis the code of bare stent graft.

Table 2 Specifications Summary of lliac Artery Extension Stent Graft (IE)

Unit: mm
e Proximal Distal Covered film Delivery
Specification” : .
diameter (D4) diameter (D5) length(L5) System
10, 12, 14, 16, 18 40,60,70,80,90, 100, 16F
IE-12XX-YYY 12
20, 22, 24, 26., 28 120, 140, 160, 180 18F
IE-14XX-YYY 14 10, 12, 14, 16, 18 40,60,70,80,90, 100, 16F
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*IE-ZZXX- YYY is the specification of Yuranos™ IE Stent Graft System which ZZ is Proximal Dia. (D4), XX is Distal Dia.

LS

(D5), and YYY is Covered length of stent graft (L5).

@ Lifetech
S e O e IFU OF Yuranos™ AB, IE and AE Stent Graft System
20, 22, 24, 26, 28 120, 140, 160, 180 18F
10, 12, 14, 16, 18 40,60,70,80,90, 100, 16F
IE-16XX-YYY 16
20, 22, 24, 26, 28 120, 140, 160, 180 18F
<t o
0O 0

Table 3 Specifications Summary of Aortic Extension Stent Graft (AE)

Unit: mm
: : Covered length Length of .
e Proximal Distal Delivery
Specification . . of stent graft bare stent
diameter (D1) | diameter (D2) System
(L1) graft (L2)
AE-20XX-YY 20 20 40,60 16 18F
AE-22XX-YY 22 22 40,60 16 18F
AE-24XX-YY 24 24 40,60 16 18F
AE-26XX-YY 26 26 40,60 16 20F
AE-28XX-YY 28 28 40,60 16 20F
AE-30XX-YY 30 30 40,60 16 20F
AE-32XX-YY 32 32 40,60 16 20F
AE-35XX-YY 35 35 40,60 16 20F
e -
\\ _:: ‘C;_H
5 SS SS9 s
) f‘f <
s
L2 L1

*AE-ZZXX- YY is the specification of Yuranos™ AE Stent Graft System which ZZ is Proximal Dia. (D1), XX is Distal Dia.

(D2), and YY is Covered length of stent graft (L1).

Table 4 Product specifications of Abdominal Aortic Stent Graft

Unit: mm

Name of delivery system for Abdominal Aortic

Specification

The outer diameter of

Effective length LO

Stent Graft sheath OD
Delivery system for IE 16F 5.33 510
Perncrpanuna MH B Pocagpasragsope 4
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' IFU OF Yuranos™ AB, |IE and AE Stent Graft System

18F 6.00

. 18F 6.00
Delivery system for AB/AE/AUI 520

20F 6.67

Table 5 Stent Graft Materials Composition

Stent graft component configurations Materials composition

Nitinol (48%-53% wi/w)

Stainless steel (8%-13% w/w)
Fabric graft (PET, 23%-32% w/w)
(AB) Tantalum Marker (3%-7% w/w)
Suture (PP, 5%-8% wi/w)

Nitinol (41%-52% w/w)

Stainless steel (7%-11% w/w)
Yuranos™ lliac Artery Extension Stent Graft (IE) Fabric graft (PET, 16%-28% w/w)
Tantalum Marker (2 %-11% w/w)
Suture (PP, 9%-24% w/w)

Nitinol (51%-56% wi/w)

Stainless steel (8%-12% w/w)
Yuranos™ Aortic Extension Stent Graft (AE) Film covering (PET, 24%-33% w/w)
Tantalum (1%-4% w/w)

Suture (PP, 5%-7%w/w)

Yuranos™ Abdominal Aortic Bifurcation Stent Graft

Physicians should strictly follow the indications and contraindications below, otherwise serious
harm may be caused to patients.

2 Intended Use

The Yuranos™ AB, IE and AE Stent Graft System is for the treatment of infrarenal abdominal aortic
aneurysm

The target population is as follows:

(1) Adult patients, male or female;

(2) The diameter of the proximal abdominal aortic aneurysm neck ranges from 17 mm to 32 mm;

(3) The length of the proximal abdominal aortic aneurysm neck is 10 mm or more, and the angle of the
proximal aneurysm neck is 75 degrees or less;

(4) The diameter of the iliac artery anchorage area ranges from 8 mm to 22 mm;

(5) The length of the iliac artery anchorage area is 15 mm or more;

(6) Patients with adequate iliac or femoral access.

3 Clinical Benefit

Note: After the EUDAMED website is launched, the Summary of Safety and Clinical Performance (SSCP)
can be found at https://ec.europa.eu/tools/eudamed using the Basic UDI-DI: 69383701004900VX.

4 Contraindication

The contraindications of Yuranos™ AB, IE and AE Stent Graft System are:

(1) Patients with acute systemic infection;
(2) Patients with mesenteric blood flow mainly supplied by the inferior mesenteric artery;

Perncrpanuna MH B Pocagpasragsope 5
www.nevacert.ru | info@nevacert.ru



@ Lifctech
' IFU OF Yuranos™ AB, |IE and AE Stent Graft System

(3) Patients with accessory renal artery original from abdominal artery;

(4) Patients who have allergic reaction to the device;

(5) Patients who can not tolerate contrast agents due to renal insufficiency;
(6) Patients who are allergic to contrast agents;

(7) Aneurysms neck with thrombus;

(8) Women who are pregnant or nursing.

5 Pre-implantation Preparation

Before using the Abdominal Aortic Stent Graft, please read the instruction for use carefully. The following
operation process is only for guidance, and appropriate changes are inevitable during the procedure. This
guidance is only to assist physicians and cannot replace their judgment ability.

5.1 Materials Required

e 0.035” super-stiff guidewire (260 cm);

e Pigtail catheter

e Surgical instruments for conventional femoral artery incision;

e Puncture instruments;

e Angiographic catheters and labeling catheters;

e Various balloon catheters (for blood vessel dilation before stent implantation or stent dilation after
stent implantation);

e Contrast agent;

e Fluoroscopy imaging instrument with digital subtraction angiography;

e High-pressure injection syringes;

e Heparin saline solution;

e Any devices that operational physician considers necessary for the operation.

5.2 A multidisciplinary team that has combined procedural experience with:

e Local anesthesia or general anesthesia;

e Femoral artery exposure, arteriotomy, and repair;

e Conventional guidewire and catheter technology;

e Fluoroscopic and angiographic image interpretation;
e Angioplasty;

e Endovascular stent placement;

e Appropriate use of radiographic contrast agent;

e Techniques to minimize radiation exposure;

e Expertise in necessary patient follow-up modalities;
e Femoral artery exposure, arteriotomy, and repair;

e Experience in traditional vascular surgery for any possibility of failure in EVAR.

5.3 Patient preparations

e Measure proximal aortic neck length and vessel inner diameter;

¢ Measurement of the angle between aneurysm neck and aneurysm, i.e. aneurysm neck angle;

e Evaluation of the quality of aneurysm neck;

e Confirmation of the suitability of vascular morphology of patient for endovascular repair;

e All kinds of necessary routine tests and examinations, and monitoring of important vital signs;

e Vital signs related to anesthesia, anticoagulation, and angiography that need to be monitored based
on routine practice;

¢ Adjustment of the patient’s position so that the area from the aortic arch to the iliac artery bifurcation
can be fully exposed to the X-ray;

e Adequate iliac/femoral artery access and exposure of both femoral arteries with standard surgical
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54

6
6.1

techniques;
Systematic anticoagulant preparation (if the patient is allergic to heparin, choose an appropriate
alternative).

Products preparation

The stent graft size should be selected according to the vessel inner diameter, and the proximal
diameter and distal diameter of the selected stent graft should be 110% to 120% of the landing zone
vessel inner diameter;
The diameter of the proximal end of the lliac Artery Extension Stent Graft D4 should be at least 2
mm larger than the diameter of the short branch of the Abdominal Aortic Bifurcation Stent Graft D3.
If multiple extension stent grafts are to be connected, the diameter of the proximal end of the
second extension stent graft should be at least 2 mm larger than the diameter of the distal end of
the first extension stent graft, and so on;
The main covered bifurcation stent graft and Iliac Artery Extension Stent Graft of appropriate length
should be selected based on the lengths of the infrarenal abdominal aorta and iliac artery. Generally,
the distal anchoring area of the lliac Artery Extension Stent Graft should be at least 15 mm,;
Check and make sure there is no package damage due to transportation. If the package is
damaged or there is a potential risk of sterilization failure or damage to the device, please do not
use it and return it to Lifetech Scientific (Shenzhen) Co., Ltd.;
After the stent graft size is determined, unpack the outer packaging box of the corresponding size
product, and take out the product together with the dialysis bag. Open the dialysis bag and take out
the stent graft system under a sterile environment. Carefully check whether there is any crease on
the surface of the sheath of the delivery system and whether the tapered tip of the front end fits well
with the sheath port. If the package is damaged or the product is damaged, please do not use it.
Note: If there is a small gap between the tapered tip and sheath port (this phenomenon is caused
by the natural shortening effect of sheath material), it can still be used normally after appropriate
measures are taken. There are several solutions for the gap with the delivery system for Bifurcation
Stent Graft: 1. Remove the unlocking buckle at the end of the delivery system, and rotate the
releaser at the end counterclockwise (opposite to the direction of the arrow) to tighten the inner
core; 2. If there is a gap between the front grip and the sliding grip, the sliding grip can also be
rotated forward; 3. Alternatively, push the tapered tip gently into the sheath to close the gap
between the tapered tip and the sheath, then it can be used normally. For lliac Artery Extension
Stent Graft, if there is a little gap between the tapered tip and sheath port, loosen the tapered tip
cap at the end of the outer sheath grip, and push the tapered tip into the sheath slightly for normal
use.

Implantation Procedure

Preparations before implantation

Connect an injection syringe to the hemostatis valve and Luer connector respectively, and rinse the
sheath inside and guidewire cavity with sterile heparinized saline solution, as shown in Figure 3.
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(b) Rinsing method for lliac Artery Extension Stent Graft System

Figure 3Rinsing the stent graft system with sterile heparinized saline solution

e Wipe the outer surface of the sheath with sterile heparinized saline solution to activate the
hydrophilic coating on the sheath, as shown in Figure 4;

Figure 4Wipe the stent graft system with sterile heparinized saline solution
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Expose the femoral artery using the standard surgical procedures. Insert the 0.035” super stiff
guidewire into the femoral artery, and advance the guidewire under monitoring with DSA, until the
front end of the guidewire reaches the abdominal aorta above the renal artery opening, as shown in

) |
AN

Figure 5The super stiff guidewire reaches the desired position

Note 1: Before the implantation, the operating table should be kept clean and tidy to prevent other
devices or articles (such as surgical forceps, gauze, etc.) on the operating table from interfering with
the introduction, release, and recovery of the stent system.

Note 2: Once the device enters the human body, all operations should be carried out carefully under
the guidance of the DSA instrument. When encountering abnormal resistance, stop the operation
immediately, and proceed with the next step only after the abnormality is eliminated.

6.2 Direction for use for Abdominal Aortic Bifurcation Stent Graft system and lliac Artery

Extension Stent Graft system

1) Keep the hemostatis valve at the end of the delivery system toward the opposite side of the operator,
and insert the delivery system of the Abdominal Aortic Bifurcation Stent Graft along the guidewire
(the short branch and hemostatis valve are on the same side of the delivery system when the stent
graft is loaded).

Figure 6The location on the abdominal aortic aneurysm where
the delivery system loaded with the stent graft enters
2) Determine the directions of the long and short branches of the stent graft. The directions of the long
Perncrpanuna MH B Pocagpasragsope 9
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3)

4)

and short branches of stent graft are adjusted by rotating the delivery system as a whole to make the
short branch face the branch on the other side of the patient. The “O”-shaped and “8”-shaped mark
points at the proximal end of the fabric cover can be used as references for adjusting the positions of
the long and short branches (the “8”-shaped mark point is located on the side of the short branch), so
that the “8”-shaped mark point at the proximal end of the stent graft is always on the side of the
branch on the opposite side of the patient. The final positions of the long and short branches should
be confirmed by the “O”-shaped mark points at the distal end of the long and short branches (from
the bifurcation position, there are three consecutive “O”-shaped mark points on the short branch, as
shown in Figure 1).

Note: When the tapered tip of the delivery system cannot rotate along, the whole delivery system can
be partially withdrawn to locate the sheath of the delivery system in a relatively straight vascular
segment, then you can try to rotate again to adjust the orientation of the stent graft.

Position the proximal end of the stent graft. Adjust the delivery system so that the “O”-shaped and
“8”-shaped mark points at the beginning end of the stent graft are located on the lower edge of the
lower renal artery opening.

Slowly release the stent graft. Under monitoring with DSA, hold the front grip firmly with the left hand,
and rotate the sliding grip counterclockwise with the right hand to slowly release the bare stent graft
and the front segment of the stent graft until at least one coil of the stent graft completely engages
the vascular wall, as shown in Figure 7.

Before the stent graft engages the vessel wall, the proximal end of the stent graft can be adjusted slightly
again. The adjustment should be carefully carried out under monitoring with DSA to prevent the stent graft
or tip from scratching the endangium.

Note 1: Before releasing the stent graft, keep the exposed sheath straight and ensure that the front grip
position does not move again.

Note 2: When the stent graft is released, the sheath will move toward the inside of the grip with the sliding
grip. At this time, it is necessary to prevent foreign matters (such as gauze, surgical towel, etc.) from
wrapping on the surface of the sheath and entering the gap between the sheath and the front grip to prevent
release.

A

Figure 7Slowly release the stent graft

5) Quickly release the stent graft. When a stent graft is to be released quickly, hold the front grip with

the left hand to stabilize the delivery system, hold the trigger with the right thumb backward, remove
the screw gear lock, and pull the sliding grip backward to release the stent graft quickly. At the same
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time, observe the stent graft release process under DSA until the sheath is exposed from the short
branch opening, and stop the release. As shown in Figure 8.

Figure 8Quickly release the stent graft

6) Later release the proximal end of the stent graft. Fix the delivery system with the left hand and
remove the unlocking buckle at the end of the delivery system with the right hand (the unlocking
buckle is a blue translucent safety device, and its removal is as follows: gently press the end of the
unlocking buckle with the thumb and index finger and pull it backward to remove it). Under
monitoring with DSA, rotate the proximal releaser at the end of the delivery system clockwise, and
pay attention to the forward movement of the tapered tip until the proximal bare stent graft is fully
deployed, as shown in Figure 9 (rotate in the direction of the arrow printed on the releaser, the
tapered tip can be advanced to deploy the proximal bare stent graft).

Note 1. Please make sure that the relative position of the delivery system and the patient remains
unchanged during the rotation of the releaser, to avoid stent graft migration.

Note 2: Rotate the releaser to the farthest end (toward the sheath) to ensure that the proximal bare stent
graft is fully deployed and detached from the anchoring mechanism.

Note 3. When the releaser is rotated to the farthest end, if part of the wave crest shows that the proximal
bare stent graft is not detached from the anchoring mechanism, you can try to release the knob by reversing
it slightly (in the opposite direction of the arrow on the knob), and then turn it forward again (in the direction
of the arrow on the knob) to try to release the bare stent graft.
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Figure 9Later release the proximal end of stent graft

7) Introduce the contralateral lliac Artery Extension Stent Graft. A guidewire is introduced from the
contralateral femoral artery into the main stent graft through the short branch of the Abdominal Aortic
Bifurcation Stent Graft. Next, introduce the lliac Artery Extension Stent Graft System along the
guidewire, and with the help of DSA, ensure it overlaps the short branch of the Abdominal Aortic
Bifurcation Stent Graft by 2 to 3 coils (about 3 cm; the proximal “O”-shaped mark point on the lliac
Artery Extension Stent Graft exceeds the distal “O”-shaped mark point on the short branch by 2 to 3
coils and doesn’t exceed the mark point on the bifurcation). As shown in Figure 10.

Figure 10  Position the lliac Artery Extension Stent Graft

8) Release the contralateral lliac Artery Extension Stent Graft. After confirming the accurate positioning
of the lliac Artery Extension Stent Graft, rotate the end cap of the sheath grip about half a circle
counterclockwise to unlock the immobile pole. Hold the immobile pole grip still with one hand, and
withdraw the sheath grip with the other hand to pull back the outer sheath. At the same time, observe
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the release of the iliac artery stent graft under DSA until the stent graft is completely deployed, and
the distal stent graft engages the vessel wall well. As shown in Figure 11. After completing the
implantation of the lliac Artery Extension Stent Graft, withdraw the delivery system of the lliac Artery
Extension Stent Graft with the detailed operation as follows: Fix the sheath grip with one hand, and
withdraw the immobile pole grip with the other hand. Observe through DSA until the gap between the
tapered tip and the sheath end is closed, then rotate to tighten the end cap of the sheath grip to lock
the system, and withdraw the delivery system for the whole extension stent graft out of the body.

Figure 11  Release the lliac Artery Extension Stent Graft

9) Release the long branch extension stent graft of the ipsilateral Abdominal Aortic Bifurcation Stent
Graft. After the implantation of the contralateral lliac Artery Extension Stent Graft, release the long
branch of the Abdominal Aortic Bifurcation Stent Graft according to the operation guidance in Steps
4) or 5), to deploy the whole main stent graft and make the distal long branch well engage the
vascular wall, as shown in Figure 12.

~

Figure 12  Release the proximal bare stent graft of the main stent graft (later release)

10) Reset the tapered tip of the delivery system for Bifurcation Stent Graft.
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Reset the tapered tip of the delivery system for Bifurcation Stent Graft by following the three steps below:

a. After the proximal stent graft is released, the whole delivery system is advanced by more than 2 cm
with the guidance of DSA, so that the tapered tip and fixation anchor are far away from the bare stent
graft, and in a straight vascular cavity (to prevent the fixation cap on the tapered tip from scraping the
stent graft or blood vessels when the tapered tip is withdrawn), as shown in Figure 13.

Note 1: Please keep the delivery system moving as a whole during the advancement of the delivery

system.

Note 2: If any interference between the tapered tip or the later release mechanism and bare stent graft

is observed under DSA, the operation should be stopped. The next operation can be continued after

the interference is removed by slightly rotating, withdrawing, and advancing the delivery system.

b. Fix the delivery system and rotate the releaser counterclockwise (the opposite direction of the arrow
printed on the knob) to withdraw the tapered tip slowly. Observe under DSA until the gap between the
fixation cap and anchor of the tapered tip is completely closed when the resistance to the knob
increases, and the knob is basically rotated to the farthest end, as shown in Figure 14.

Note: Please make sure that the tapered tip of the delivery system is completely reset, that is, the

fixation cap and anchor are fully engaged, and otherwise accidental injuries may be caused to patients
during the withdrawal of the delivery system.

c. Hold the sliding grip with the right hand, pull the trigger backward to unlock the screw gear, hold the
front grip with the left hand, and withdraw it until the tapered tip is reset to the sheath port (at this point,
the gap between the front grip and the sliding grip is also basically closed), as shown in Figure 15.
Note: If the tapered tip sticks to the stent gratft, try the following solutions:

o Firstly, withdraw the guidewire until the end of the guidewire leaves the point where the tapered tip
sticks to the stent graft, and then slowly withdraw the grip to make the tapered tip pass through the
inner cavity of the stent graft;

o Alternatively, rotate the delivery system slightly, then withdraw it;

o Alternatively, advance the delivery system as a whole slightly, then withdraw it.

Do not drag or pull the delivery system forcibly, to avoid migration of the stent graft or damage to the
sheath.

Figure 13  Advance the delivery system as a whole

Perncrpanuna MH B Pocagpasragsope 14
www.nevacert.ru | info@nevacert.ru



IFU OF Yuranos™ AB, |IE and AE Stent Graft System

Figure 14  Close the gap between the tapered tip and the fixation anchor

!

A

Figure 15 Tapered tip reset

11) Withdraw the delivery system of the Abdominal Aortic Bifurcation Stent Graft. According to clinical
needs, another lliac Artery Extension Stent Graft can be placed in the ipsilateral iliac artery. The
procedure follows Steps 7) and 8). The result after completing the implantation of the stent graft is

shown in Figure 16.

NN

Figure 16  Result after stent graft implantation completion
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12) Perform angiography to assess the wall engagement for the proximal and distal stent graft and
endoleak, and to confirm the positions of the stent components relative to the aneurysm and renal
artery. Finally, withdraw the guidewire and catheter and close the femoral artery incisions with the
standard surgical procedure.

6.3 Direction for use for Aortic Extension Stent Graft System

When Aortic Extension Stent Graft needs to be used, ensure that there is a minimum 1.5cm overlaps
between the Aortic Extension Stent Graft and Abdominal Aortic Bifurcation Stent Graft. Completed the
Abdominal Aortic Bifurcation Stent Graft deployment steps, except rotate the handle to open the Aortic
Extension Stent Graft entirely before releasing the proximal end of the suprarenal stent of the Aortic
Extension Stent Graft.

7 Management Suggestions

7.1 Management suggestions for incomplete stent graft release

During the stent graft implantation process, if the rotation function and backward pull function of the delivery
system of the main stent graft fail and the stent cannot be released completely, it is suggested to take the
following steps to disassemble the grip of the delivery system, eliminate the fault, and restore to a simple
backward pull release system:

a. Keep the outer sheath of the conveyor delivery system still, press the back ends of the two shell
parts of the front grip with fingers to enlarge the gap between the shells, insert the surgical scissors
into the gap, pry the front grip open, and remove it;

b. Use the surgical scissors to pry off the blue trigger on the sliding grip;

c. With the same method as in step b, squeeze the tail of the sliding grip in dislocation to enlarge the
gap between the two valve shells, pry the two-valve shells with the surgical scissors, and remove it;

d. Pull back the blue ring trigger sleeve (the part before the metal spring) to compress the spring. After
unlocking the screw gear, remove the screw gear sliding sleeve assembly from the screw gear. At
this point, the screw gear is in a half-loosened state. Check whether there is foreign matter in the
screw gear which may hinder the sheath movement;

e. After removing the obstacles, fix the screw gear and pull back the sheath connector (a white
translucent part) to withdraw the outer sheath and complete the further release of the stent graft;

f. There is a small hole on the left and right sides of the hemostatis valve hose connection at the end
of the screw gear. Use surgical scissors or hemostatic forceps to press the spring buckle in the
small holes at the same time, and pull the screw gear forward to further remove the screw gear,
facilitating further inspection and troubleshooting;

g. After the screw gear is removed, restore the delivery system to a simple backward pull release
system. Fix the transparent immobile pole joint (connected with the steel pipe) and withdraw the
sheath joint (connected with the blue sheath) to release the stent graft.

7.2 Management suggestions for stent graft deployment failure

During the stent graft implantation process, if the releaser is rotated to the farthest end and the later release
mechanism on the tapered tip end cannot be opened in unexpected cases, trying the following measures is
recommended:

a. Make sure that the releaser is rotated to the farthest end (toward the sheath) and kept there for a
period of time. If the stent graft still cannot be released, slightly advance or withdraw the delivery
system (the operation needs to be carried out carefully under DSA monitoring to prevent stent
graft migration), and observe the deployment of the tapered tip end;

b. Under monitoring with DSA, carefully turn the releaser back to its original position in the opposite
direction. Use a compliant or semi-compliant aorta balloon, expanding the balloon in the main
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segment of the Abdominal Aortic Bifurcation Stent Graft, anchor the stent graft, then try to release
the proximal bare stent graft again according to Step 6) in Section 5.2;

c. Introduce the capture device through the upper limb approach, try to capture the tapered tip of the
delivery system, rotate the releaser of the delivery system to the farthest end (towards the sheath),
fix the grip of the delivery system, and gently drag the tapered tip with the capture device to
facilitate the release of the later release mechanism.

Note: The above suggestions are only used as emergency measures under abnormal circumstances, and
cannot replace the professional judgment of physicians. The above operations should not be attempted
during normal stent graft release.

7.3 Management suggestions for poor stent graft wall engagement or type | or Ill endoleak

After the stent graft is released, the balloons of corresponding compatible sizes can be delivered selectively
to the proximal end of the main bifurcated stent graft, the junction of the branch of the bifurcated stent graft
and the extension stent graft, and the distal end of the extension stent graft. The balloons can be expanded
to the sizes of the blood vessels, to facilitate the stent graft to engage the vessel wall and stabilize the stent
graft.

Aleak at the proximal or distal end of the stent or at the joint may be reconstructed to the vessel wall using a
balloon, but if the leak is severe and cannot be corrected by balloon expansion, it may be managed by
adding an extended stent to the already placed stent assembly.

Note: Please refer to the device instruction manual for all operations.

8 Potential Adverse Event

Potential Adverse Events of the Yuranos™ AB, |IE and AE Stent Graft System include but are not limited to
the following:

e Aneurysm enlargement

e Aneurysm rupture

e Thrombosis or vessel thrombosis

e Arterial injury

e Artery perforation

¢ Arteriovenous fistula

e Bleeding, hematoma, or coagulopathy

e Heart failure/myocardial infarction

e Turn to surgical operation

e Edema

e Sexual dysfunction

¢ Infections

e Nerve injuries, local or systemic injuries (e.g. stroke, paraplegia, paraparesis)

e Pulmonary Adverse Events

e Renal function injury or renal failure

¢ Wound infection and subsequent attendant problem

¢ Allergic reaction

¢ Anesthetic complications

e Arrhythmia

e Bowel complications

e Embolism

¢ Intercostal pain

e Shock
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Tissue necrosis
Wound complications and subsequent attendant problems
Death
¢ Device-related Adverse Events include but are not limited to:
+ Insertion and removal difficulties
+ Release difficulties
+ Failure to deploy
+ |naccurate placement
+ Endoleak
¢ Stent migration
+ Stent fracture
+ Rupture of graft material
+ Erosion
+ Stent thrombosis or embolization
+ Stent graft expansion
+ Stent graft twisting or kinking
Note: For any serious incident, the user or patient should report it to Lifetech at quality@lifetechmed.com or the

local sale representative of Lifetech and your local Competent Authority (CA).

9 Summary of Clinical Data

9.1 Summary of Clinical investigation in China

A clinical investigation to evaluate the safety and efficacy of Yuranos™ Stent Graft System in the
endovascular treatment for infrarenal abdominal aortic aneurysms was conducted by Lifetech in China in
2018. The study adopted a prospective, multi-center, single-arm objective performance criteria (OPC)
design.
The primary safety endpoint is:
¢ Incidence of major adverse events (MAE) at 30 days after surgery.
o MAE refers to all-cause death, myocardial infarction, renal failure, respiratory failure, paraplegia,
stroke and intestinal ischemia.
And the primary efficacy endpoint is:
e Treatment success rate of abdominal aortic aneurysm (AAA) at 12 months post operation.
e Treatment success is defined as immediate technical success, increase of maximum diameter of
AAA < 5 mm at 12 months post operation compared with that before operation, migration of stent
graft <10 mm at 12 months post operation compared with that before discharge, no type | or lli
endoleak requiring further intervention or rupture of AAA at 12 months post operation.
A total of 22 centers participated in the study. The study enrolled 156 subjects with a mean age of 68.91 +
6.90 years, consisting of 87.82% males (n = 137) and 12.18% females (n = 19). Both the Full Analysis Set
(FAS) and Safety Set (SS) comprised all 156 enrolled subjects. Among these, 12 subjects were missing
primary efficacy endpoint data: 10 were lost to follow-up at the 12-month postoperative visit, and 2
completed the 12-month visit but failed to undergo computed tomographic angiography (CTA) as required
by the protocol, causing the primary efficacy endpoint unevaluable. Therefore, the Per Protocol Set (PPS)
included 144 cases.
In the FAS, one subject did not achieve immediate technical success due to the failure of the delivery
system to reach the predetermined position. Consequently, the immediate technical success rates in the
FAS and PPS were 99.36% (155/156) and 100% (144/144), respectively.
For primary efficacy endpoint (Treatment success rate of AAA at 12 months post operation), 6 subjects
experienced type I/lll endoleak requiring further intervention at 12 months post operation. No increase in
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the maximum AAA diameter exceeding 5 mm was observed at 12 months post-operation, no stent
migration exceeding 10 mm (compared with measurements taken before discharge) occurred, and no
ruptured aneurysms were observed at 12 months post-operation. Therefore, 138 cases achieved treatment
success at 12 months post-operation, resulting in a treatment success rate of 88.5% (138/156, 95%
Cl1:83.5%~93.5%) in the FAS and 95.8% (138/144, 95% CIl:91.2%~98.3%) in the PPS. Comparison of the
treatment success rate at 12 months post operation with OPC of 80% showed a statistical significance
(Z=4.7500, P=0.0001).

For primary safety endpoint (Incidence of MAEs within 30 days post-operation), 2 subjects had MAE within
30 days post-operation, specifically all-cause mortality due to coronary heart disease and intestinal
obstruction, resulting an incidence rate of 1.28% (2/156, 95% CI. 0~3.05%) in the SS. The incidence of
MAEs within 30 days post operation was compared with OPC of 20% and the result showed a statistical
significance (Z=-5.8447, P<0.0001). The incidence of perioperative delivery-related complications and
acute limb ischemia were both 0.00% (0/156).

Three subjects died due to coronary heart disease, intestinal obstruction, and bone metastases, resulting
an all-cause mortality of 2.0% (3/154) at 6 months post-operation, with two cases lost to follow-up. One
subject died from lung cancer between 180- and 360-days post-operation, resulting an all-cause mortality of
2.6% (4/153) at 12 months post-operation, with three cases lost to follow-up. The deaths of these four
subjects were not related to the investigation device.

There was no aneurysm-related mortality in 180- and 360-days post-operation. No serious adverse events
were reported as being related to the device under evaluation. No device-related complications, such as
stent migration, conversion to open surgery, or secondary intervention, were observed at either 6- or
12-month post-operation.

This study demonstrated the efficacy and safety of Yuranos™ Stent Graft System in treating patients with
infrarenal abdominal aortic aneurysms. The follow-up period for this study is five years to evaluate the
long-term safety and performance of the device. Updated clinical results will be released upon completion
of the follow-up period.

10 Warnings and precautions

10.1 General warnings

o Please read all instructions carefully. Failure to follow the instruction for use may cause serious injury
to patients.

e This product (including the stent graft and the delivery system) is disposable and cannot be used
again after sterilization or disinfection.

o Please check if the sterile packaging is damaged or unintentionally opened before use. If yes, DO
NOT use damaged or open packages. And please follow your local or hospital’s rules to handle such
a situation.

o Do not use if the sterile pouch is compromised in any way.

o Please check the product carefully before use. If any damage is found or physicians think there is
any problem affecting the safety of use, please do not use it. Please follow your local or hospital’s
rules to handle such a situation.

o Regarding safe disposal of the device or its package, please follow your local or hospital’s rules.

o This kind of device is only used by physicians with endovascular interventional treatment skills
(including those trained on using this device).

o The long-term efficacy and safety of endovascular graft exclusion have not been established. All
patients with endovascular graft exclusion are required to receive long-term follow-up to evaluate
their health and stent graft status.

o After use, discard the products and packaging according to the policies of the hospital, regulations,
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10.2

or local government.

STERILIE- DO NOT RESTERILIZATION-SINGLE USE ONLY. Do not reuse, reprocess or resterilize.
Reuse, reprocessing or re-sterilization may compromise the structural integrity of the device and/or
lead to device failure which, in turn, may result in patient injury, iliness or death.

Patient selection, treatment and follow-up requirements

Clinical studies have shown that inappropriate patient selection can reduce the clinical treatment effect,
even leading to endovascular treatment failure which requires surgical operation and causing an increased
risk of Adverse Events.

Patient condition should be evaluated before operation, including heart failure/infarction, pulmonary
Adverse Events, edema, and renal insufficiency.

After stent graft implantation, all patients need to be regularly monitored for stent graft status
(including stent graft endoleak, migration, shape and location changes, aneurysm enlargement, etc.)
at least once a year, by X-ray or CT with or without contrast.

There is a risk of continuous aneurysm dilation or other diseases at the stent graft placement site
after stent graft implantation, which requires secondary interventional operation or open surgery. A
persistent aneurysm dilation or leakage may cause aneurysm rupture.

Patients with infection after device implantation need antibiotic treatment.

During stent graft implantation or the second intervention, a standby vascular surgery team is
needed to promptly perform open surgery on patients in case of intervention failure.

The size and shape of the access vessels should conform to the general principles of interventional
operation and match the size of sheath of the stent graft delivery system. Excessive curving blood
vessels will increase the risk during stent graft delivery and release and the delivery system recovery,
increase the difficulty of operation, and even lead to operation failure.

Significant or circumferential calcification or mural thrombus within the treatment length may
adversely impact device patency

The Yuranos™ AB, |IE and AE Stent Graft System products are not recommended for patients who
weigh more than 150 kg because obesity may reduce the accuracy of DSA.

Patients with systemic infection have an increased infection risk after intravascular stent
implantation.

Patients with coagulation disorders have an increased risk of endoleak and bleeding after stent
implantation.

The safety and efficacy of Abdominal Aortic Stent Graft have not been evaluated in the following patients:

Patients with traumatic aortic disease

Patients with coagulation disorders

Patients with hereditary connective tissue disorders (e.g. Marfan syndrome, Ehlers-Danlos
syndromes)

Abdominal aortic aneurysm patients with thoracic aortic disease

Patients with acute systemic infection

Pregnant or lactating women

Morbidly obese patients

Patients under 18 years old

Patients with life expectancy of less than one year

Precautions during stent graft implantation

During stent implantation, anticoagulant therapy should be administered according to hospital or
physician advice. If patients are allergic to heparin, other appropriate anticoagulants should be
considered;
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o In order to reduce the risk of device contamination and its resulting infection, the time to stent
implantation after removing the sterilization barrier should be shortened as far as possible;

¢ Inthe process of inserting the delivery system, it is necessary to keep the guidewire in position;

o Do not bend the sheath of the delivery system, otherwise, the delivery system/or stent graft may be
damaged,;

o The DSA equipment must be used to observe during the delivery system introduction and delivery,
stent graft release, and delivery system withdrawal,

o During stent implantation, a contrast medium should be used, which will increase the risk of
postoperative renal failure in patients with renal insufficiency;

o If balloon catheters are used, do not over-expand or expand them outside the graft. Follow all
manufacturer's instructions for catheter operation;

o When the delivery system needs to be rotated to adjust the position of the stent graft, it should be
rotated as a whole. It can only be rotated when the stent graft is not released completely. Once the
stent graft starts to deploy, the delivery system cannot be rotated. When the sheath is in a twisted
blood vessel, it may not be able to rotate along with the rotating grip. At this point, it is necessary to
consider withdrawing the sheath to a relatively straight segment of the vessel and then try to rotate it;

e Incorrect stent graft release position may lead to endoleak or vascular blockage due to migration;

« Inadequate anchorage of stent graft increases the risk of stent graft displacement, and the incorrect
release mode or stent migration may require surgical intervention;

¢ During the introduction or withdrawal of the guidewire or the delivery system, if abnormal resistance
is encountered, please stop the operation and eliminate the cause of failure before proceeding to the
next operation;

e The stent graft should not be used to block any vascular branches supplying blood to viscera or
limbs unless it is medically proved to be applicable.

10.4 Warnings on MRI safety and applicability

Non-clinical tests have shown that the Abdominal Aortic Stent Graft can be safely scanned on the following
MRI equipment:

Item Magnetic field conditions
Static magnetic field strength 1.5 Tesla 3.0Tesla
Spatial gradient magnetic field 2000 G/cm 1700 G/cm

Maximum whole-body average
specific absorption rate (SAR)
Based on the non-clinical test results, with the 1.5T and 3.0 T MRI equipment, the maximum whole body
average specific absorption rate (SAR) of patients is 2.0 W/kg, and the local temperature rise due to stent
graft is no more than 2°C after 15 minutes of imaging. Under this condition, the one-sided artifact of the
image obtained with spin-echo sequence is not more than 20 mm, and the one-sided artifact of the image
obtained with gradient-echo sequence is not more than 20 mm.

2.0 W/kg with imaging for 15 minutes

11 Follow-up

Follow-up period

It is suggested that the clinical follow-up should be carried out at 24 hours, 1 month, 3 months, 6 months, 12
months and 24 months after implantation. The follow-up period can be adjusted as appropriate according to
the patients' conditions.

Follow-up examination means

According to the patient's condition, blood pathology, X-ray fluoroscopy, B-US, CTA, MRI or DSA
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examinations can be performed.

Follow-up examination indicators

e Aneurysm size

e Thrombosis

e Aneurysm pulsation

e Stent graft migration

e Endoleak

e Stent graft deformation or distortion

o Asecond interventional operation or surgical treatment can be considered for patients with the
following cases during follow-up
> Aneurysm enlargement by more than 5 mm
» Serious type | and/or type Il endoleak
> Persistent endoleak with dilated or non-dilated aneurysm
> Endoleak due to stent graft migration
> Stent graft broken or damaged

12 Shelf life

The Yuranos™ AB, IE and AE Stent Graft System is sterilized with ethylene oxide. The manufacture date
and expiration date of the product are shown on the label. The product labels indicate the safe use period,
and expired products shall not be used. Please use before the Expiration Date marked on the packaging
label.

13 Storage and Transportation Requirements

The Yuranos™ AB, IE and AE Stent Graft System products should be stored in a clean, room temperature
in a cool place, keep away from sunlight, and keep dry.

During transportation, the products are strictly prohibited from being squeezed, wet or exposed to sunlight,
and must be handled with care.

The Yuranos™ Abdominal Aortic Stent Graft and the delivery system should not contact organic solvents
(Including alcohol).

14 Package and label

The Yuranos™ AB, |IE and AE Stent Graft System products are packed in PETG tray boxes and sealed with
double-layer pouches. Then the Abdominal Aortic Bifurcation Stent Graft System, Aortic Extension Stent
Graft System and lliac Artery Extension Stent Graft System products are respectively packed in outer box
with an IFU, and customer information feedback sheet.

The labels indicate the product specification, manufacture date (sterilization date), validity period, batch
number, product barcode, sterilization mark, etc.

Symbols explanations are shown below table:

Date of manufacture

g Use-by date

SN Serial number
LOT Batch code
Perncrpanuna MH B Pocagpasragsope 29
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STERILE |EOQ

Sterilized using ethylene oxide

Do not reuse

=
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Consult Instructions for Use
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Keep away from the sunlight
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Keep dry

Non-pyrogenic

MR conditional

Do not use if package is damaged

Do not re-sterilize

EO@B X

Manufacturer

T

Catalogue number

MR Conditional, for implant only

Importer

Country of manufacture

Double sterile barrier system

50 B @>

Medical device

UDI

Unique device identifier

XL’:O“’C
10°C

Temperature limit
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‘Manufacturer

Lifetech Scientific (Shenzhen) Co., Ltd

8F, LifeTech Scientific Building, No.22, Keji 12th Road South, High-tech Industrial Park, Yuehai Subdistrict, Nanshan District,
Shenzhen 518063, P. R. China.

Tel: +86 755 86026250

Fax: +86 755 86026251

Email: lifetechmed@lifetechmed.com

Document No.: LT-TS-491-01EN V1.0 27/01/2026
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RPpUMEHEHUIO. Hecooniwooenue UHCMPDYKUUU NO NPUMEHEHUIO MO0)cem npueecmu K CEpPbe3HbiM mpasmam
nayuenmoes.

1 Onucanme usaeaus

Cucrema crenT-rpadra aus 6promnoii aoptel Yuranos™AB, IE u AE cOCTOMT M3 TIpeABApUTENBHO yYCTAHOBIEHHOTO
CTeHT-Tpad)Ta W CHCTEeMBl IOCTaBKM. B cocTaB CTEHT-TpadTOB BXOHSIT aOIOMHHAIBHBIA  aOPTaTbHBINA
oudypkanuonnsiii creHT-rpadt (AB), crent-rpadT s yaarHeHus moas3nomHoro kommnonenTa (IE) u crear-rpadr
Ut yamrHeHus: aopthl (AE), KOTOpBIE COCTOAT M3 METAUTHYECKOTO CTeHTA (CILIaB HUTHHOJA), TKAHEBOH 000JI0YKU
(IT19T), mwoBHoro Marepuana (I19T), cranbHoi 000I0YKH B MECTE€ COETUHEHHS CTeHTa (HepkaBeromias cranb 316L) u
MapkepoB (TaHTan). Ha romoM creHTe ab0OOMHHAJIBLHOTO aopTajbHOro OudypkalroHHOro creHT-rpadra,
CTeHT-rpadTa IJIs VIJIMHEHHsI aopThl, a TaKKe Ha IPOKCHMAIBHOM KOHIIE CTEHT-TpapTa Uil YIJIWHEHUS
MOJB3IOIIHOTO KOMITIOHEHTA UMeeTcs 3a3yOpeHHas cTpykTypa. Cucrema I0CTaBKd B OCHOBHOM COCTOUT M3 00O0JIOUKH,
BHYTPEHHEro CepJeyHuKa, 3aXBaToB, HEMOABM)KHOTO CTEPXKHS U JAPYTUX JAeTaled, YTO IMO3BOJIAET OCYLIECTBIATH
JOCTaBKY, yIpaBJICHWE W BBICBOOOXKIEHHE CTEHT-TpaTOB B OpraHu3Me deioBeka. CHcTeMa IOCTaBKH HMEET

MIPOKCUMAJIbHBIN CErMEHT ¢ THAPO(GUIBHBIM MOKPHITHEM JTHHON 510 MM/520 MMm.

1.1 Crent-rpadT GpIOIIHOI 2a0PTHI

01
3 @01 &1
L/ AN VY
W W
A WA r
Vo v
VAR AY) : /
A
= iVAY A .y [Wu' \
W VY NN
Wl
IINAY W VY v ™1
(P Ry orn
L
(a) AGmomMuHATBHBIN A0PTATBHBIH (o) Crenr-rpapr mas  ywmmuenus  (C) CteHT-TpadT I YATHHEHHS
OudypkauroHHslil creHT-rpadT (AB) nozB3notrHon aprepuu (IE) aopThl (AE)

Figure 1 Cucrema rpadTos crentos Yuranos'™ AB, IE u AE

(1: Touxa c oTmMeTKO# B hopme OykBEI «O»; 2: TOUKa ¢ OTMETKOH B hopMme 1udps «8%»)

Cucrema abJOMHHAJIBLHOTO A0PTAIbHOr0 CTeHT-rpadra YUranos™ MMeEeT pashbeMHYK) KOHCTPYKLHMIO M BKIIOYAET B
ce0s1 abmOMHHAIBHBIA a0pPTalbHBIA OH(YPKAIUOHHBIN CTEHT-IpadT, CTEHT-TpadT U YUIMHEHHS TOAB3NOLIHOTO
KOMIIOHEHTA, a0PTO-YHU-TIOAB3AONIHBIA CTEHT-TPadT U CTEHT-TpadT JUIsl YJTMHEHHS a0PTHI.

CrenT-rpadt abOMUHANBHBIH aopTanbHbI OM(ypKaluOHHBIH (puc. 1) sABIIAETCS OCHOBHBIM KOMIIOHEHTOM, KOTOPBII
BBOIUTCSI B OpromHyro aopry mnauveHta. OH uMeer OM(YpPKAMOHHYIO KOHCTPYKIHIO, BKJIIOYAIOIIYIO
MTPOKCHMAJTHHBII TOJIBIH CTEHT, OCHOBHOW KOPITYC, JUITMHHYIO BETBh U KOPOTKYIO BETBb.

CrenT-rpadt Ans yIIMHEHUS MOAB3AOLIHOIO KOMIOHEHTa (pHC. 1) HMEeT KOHCTPYKUHUIO B BUJIE MPSAMOro LHJIMHApA.

On HCIOJB3YCTCA IJId  YAJIMHCHUA UMILIAHTUPOBAHHOI'O a6,E[OMI/IHaJ'IBHOFO aopTaJIbHOTO 6I/I(1)ypKaI_II/IOHHOFO
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HalKeHTa.
Crenr-rpadt 11 ynauHEHUs aopTHl (pHC. 1) BKIFOYaeT MPOKCHMAIBHBIA TONBIH CTEHT-TpadT U OCHOBHOH KOpIyC
creHT-rpadpra. OH HCHONB3yeTCs I YAJIMHCHHS HMIUIAHTHPOBAHHOTO a0JOMHHATBHOTO  a0PTATBHOTO
On(ypKaIOHHOTO CTEHT-TpadTa MM a0pTO-YHH-TIOB3IONIHOTO CTEHT-TpadTa B COOTBETCTBHH C aHaTOMHYECKHUMHU
0COOEHHOCTSIMH TTAIlMEHTA.

Kaxxaslit creHT-rpadT OTAETBHO 3arpyskaeTcsi B COOTBETCTBYIOIIYIO CHCTEMY JOCTABKH JJISI BBEICHHS B COCYIUCTYIO
CHUCTEMY YEJIOBEKA BO BpeMsl MEJMLIMHCKON MPOLENypPBL.

Crenr-rpadt st OPIOMIHON A0PTHI COCTOHUT M3 CBEPXIIACTHYHOTO HUTHHOJIOBOTO CTEHTA M TKaHEBOTo rpadra n3
[19T, xOTOpBI KpEemuTCcs K METALIMYECKOMY CTEHTY C IOMOILBI0 IIBOB. Ilocie MMIJIaHTAlUU CTEHTa B OpraHU3M
YeJ0BeKa CBEPXTACTUUHBI METaNIMUeCKUil CTEHT CIocoO0eH 00eCHedYuTh IOCTaTOYHYI0 U CTaOHIBHYK CUIY
PAaCKPHBITHSA, YTO MO3BOJISIET Pa3BEPHYTh CTEHT-TpadT M 3aUKCHPOBATH €T0 B HY)KHOM ITOJIOKEHUH B IesioM. CTEHT
0e3 MOKPHITHS C 3a3yOPEeHHON KOHCTPYKIHEH 00eClednBaeT JOCTaTOYHYI0 CHITY 3aKPEIUICHHs, IPEeJOTBPAIIAIOILYO
CMEIIeHHE CTeHTAa. TKaHeBBIl rpadT MOXET CIYKHTh AIbTCPHATUBHBIM KaHAJIOM JUIi KPOBOTOKA B COCYAUCTOH
CHCTEME NAalUEHTa, U30JIUPYsl aHEBPU3MATUYECKUN MEIIOK OT KPOBOTOKA M JABJIEHHS, YTO CHUXKAET PUCK Pa3pbiBa

aHEBPHU3MBL

1.2 Cucrema AO0CTABKH CTEHT-Fpaq)Ta AJIdA a0OMHHAJILHOTO A0PTAJBHOIO0 6I/I(l)ypKaIII/IOHHOF0

cTeHT-rpagTa

o [

| é %3
Konunueckuit MapkupoBoyHas
1 2 AB unmu AE 3
HaKOHCYHUK JIeHTa
Qukcupyromas . .
4 5 Kpenexwusrit ankep 6 HenonBuxHbIi cToa0
KpBILIKa
Ckonb3siiast
7 Ob6omnouka 8  Ilepennss pykostka 9
pyKOsITKa
10 Kypok 11  BwuHTOBas mepemaya 12 3agHss pykosiTKa
IIpoxcumanbHbII .
T'emocrarnueckuit
13 CErMEHT 14 Coepunwurens Jlrospa 15
KJIaraH
CITyCKOBOTO
MeXaHH3Ma
16 Pazbnokupyrotias
3aIenKa
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1.3 Texunuyeckne XxapaKTePHCTHKH YCTPOHCTBA

(a) Cucrema mocrasku Yuranos™ (crent-rpadgt AB u crent-rpadgr AE)

Konnueckni

HAKOHEYHUK
[lepenusas
pYyKOsITKa
Buyrpennnit

CepACUHHK

2 1E

5 HenonsuxHas
PYKOSITKA IIecTa

8 I'emocrarnueckuii
KJIaItal

3 Ob6onouka

6 HenoasuxHebIi
IIect

9 CoequHHTENb
JIronpa

(b) Cucrema nocrasku Yuranos"™(IE crent-rpadr)

Figure 2

CucreMbl JIOCTaBKH Y uranos

™

VYerpoiictsa AB, IE u AE npeaBapuTenbHO YCTAHOBJIEHBI HA COOTBETCTBYIOIINE CHCTEMBI IOCTABKU U MTOCTABIISIIOTCS

B crepmibHOM BHjae. Cucrembl AB, IE u AE AoCTynHBI B CIEAYyIONUX JUIMHAX W JHaMETpax, KaK IMOKa3aHO B

Tabauuax 1,2, 3 u 4 Hike.

Ta6auna 1. CBogHas TabmuIa TEXHUYECKUX XapaKTEPUCTHK a0 JOMIUHAIBHOTO a0pPTAILHOTO OM(ypKaIlMOHHOTO

creaT-rpadra (AB)

Envnanna uamepenus: MM

JlnaMeTp AMCTATBHOIO KOHIA Jnnna
IIpoxcuma
TR _— OCHOBHOM Jnnna Jiauna Jauna Crcrema
; JIMHHAs KOPOTKAasi BETBb yacTu rpadgra OCHOBHOI KOPOTKOi roJIoro
a* CEerMeHT IOCTaBKH
BeTBb (D2) (D3) | UITMHHOM qactu (L2) BerBu (L3) crenta (L4)
(b1)
BeTBH (L1)

AB-20XX-YY-

20 10 10 18F
27Z-S
AB-22XX-YY-

22 10 10 18F
277-S
AB-24XX-YY-

24 12 12 100, 110, 18F
277-S

120, 130, 50, 70 30 16

AB-26XX-YY-

26 12 12 140, 160 20F
277-S
AB-28XX-YY-

28 12 12 20F
277Z-S
AB-28XX-YY-

28 14 14 20F
277Z-S
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AB-30XX-YY-

30 12 12 20F
777-S
AB-30XX-YY-

30 14 14 20F
777-S
AB-32XX-YY-

32 12 12 20F
777-S
AB-32XX-YY-

32 14 14 20F
777-S
AB-35XX-YY-

35 12 12 20F
Z77Z-S
AB-35XX-YY-

35 14 14 20F
Z77Z-S

* AB-WWXX-YY-ZZZ-S — 5To cnenudukanus cucreMs! crenta Yuranos™ AB, rne WW — mpoxcuMansrbiii guamerp (D1), XX —

MpOKCHMabHO-AucTanbHbli quamerp (D2 u D3), YY — mamuna ocHoBHOTO Kopryca (L2), ZZZ — ninnaa 0CHOBHOTO KOpITyca U AJMHHOM

D1
.

=t NI
a

oo SOSEEEEEE

L4

L1

BetBu rpadra crenra (L1), S — kox rpadra crenta 6e3 MOKPHITHS.

Tadoauna 2. CBOZ[HaSI Ta6J'[I/II_Ia TEXHUYCCKHX XapPaKTCPHUCTUK CTCHT-Fpa(l)Ta JJI YAJIMHEHU S TTOAB3A0IHOI'O

komronenTa (1E)

EnuHuna u3mepeHus: MM

IIpoxcumaabHBIA
XapakTepucTHKA JAucranabHbli JIMHA MOKPBITOMH Cucrema
x CETMERT auametp (D5) mienku (L5) JAOCTABKHA
muametp (D4)
10, 12, 14, 16, 18 40, 60, 70, 80, 90, 100, 16F
IE-12XX-YYY 12
20, 22, 24, 26, 28 120, 140, 160, 180 18F
10, 12, 14, 16, 18 40, 60, 70, 80, 90, 100, 16F
IE-14XX-YYY 14
20, 22, 24, 26, 28 120, 140, 160, 180 18F
10, 12, 14, 16, 18 40, 60, 70, 80, 90, 100, 16F
IE-16XX-YYY 16
20, 22, 24, 26, 28 120, 140, 160, 180 18F
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D4

D5

LS

X 1E-ZZXX-YYY — 370 crenudpukanus cuctems! crenT-rpadra Yuranos™ IE, tne ZZ — npoxcumanshslit quamerp (D4), XX

— mucranbhbiil quametp (D5), a YYY — mmna mokpsitus crent-rpadra (L5).

Tadmuna 3. Kparkoe onmcanue TEXHUYECKUX XapaKTEPHCTUK a0PTABHOTO YIJIMHSIOMIETOCS CTEHT-TpadTa

(AE)
Enununa nsmepenus: MM
Jdnuna Jnuna
HaMeT TIOKPBITOI0 cTeHT-rpadTa
. IIpoxkcumanbHbIH A P P pad Cucrema
Xapakrepucruka™ JUCTAJIBHOTO y4acTka 0e3
cermenr (D1) JMOCTABKH
Kkonmna (D2) cTeHT-rpadgTa MOKPBITHS
(L1) (L2)
AE-20XX-YY 20 20 40, 60 16 18F
AE-22XX-YY 22 22 40, 60 16 18F
AE-24XX-YY 24 24 40, 60 16 18F
AE-26XX-YY 26 26 40, 60 16 20F
AE-28XX-YY 28 28 40, 60 16 20F
AE-30XX-YY 30 30 40, 60 16 20F
AE-32XX-YY 32 32 40, 60 16 20F
AE-35XX-YY 35 35 40, 60 16 20F
o e -~
N = SS
a > < 4 8
<< <G
‘ 12 L1
* AE-ZZXX-YY — 5To cnemudukanus cucteMsl cTeHT-rpadta Yuranos™ AE, rie ZZ o603Ha4aeT npokcHManbHELi cerment (D1),
XX — nucransubiii quametp (D2), a YY — mmHy nokpsitus crent-rpadra (L1).

Ta6mmua 4. TexHnueckre XapakTepruCTUKA CTEHT-TpadTa OPIONIHON a0pThI

Enununa uzmepenus: MM

HaumMeHoOBaHHe CHCTEMBI I0CTABKU CTeHT-TpadTa BHemnmii 1uametp ddekTHBHAS AINHA
" XapakTepuCTHKH
JJ1s1 OPIOLIHOH a0pPTHI o600k OD LO
CucreMa nocrasku i |[E 16F 5,33 510
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18F 6,00
18F 6,00

Cucrema nocrasku uist AB/AE/AUI 520
20F 6,67

Taémuna 5. CocraB marepuaioB cTeHT-TpadTa

Kondpurypanuu KoOMIoHEHTOB CTeHT-TpadTa CocTaB MaTepHaJIoB

Hurnnon (48-53 % mo macce)
Hepxaseronias crans (8—13 % no macce)

TraneBoi rpadt (TI9T, 23-32 % no macce)

AOIOMUHATBHBIN A0PTaJBHBIH OoundypKamoHHBII

y ™
crent-rpagpr Yuranos™ (AB) Tanranosbiit Mapkep (3—7 % 1o macce)

[Hosueii marepuan (PP, 5-8 % no macce)

Hurunon (41-52 % no macce)
Hepxagerommas crais (7—11 % mo macce)

Txanesoit rpadt (II9T, 16-28 % mo macce)

CTCHT-Fpa(bT JJI YAJIMHECHUS TI0OAB3JOUIHOTO KOMIIOHCHTA

™
Yuranos™ (IE) Tanranoserit Mmapkep (2-11 % mo macce)

ToBHbiit marepuai (PP, 9-24 % mo macce)

Hurnnon (51-56 % mo macce)

- 0,
AopTaibHbIl  yIUIMHUTENBHBIH  cTenT-rpadT Yuranos™ Hepxaperomas cras (8-12 % no macce)

IInenounoe nokpertue (11D T, 24-33 % no macce)

(AE) Tanran (1-4 % no macce)

loBusrit Mmarepuan (PP, 5-7 % mo macce)

Bpalm 00J1)ICHbL cmpozo coonooams npueedeuuue HU2Ce NOKA3AHUA U NPOMUBONOKA3AHUA, 6 NPOMUBGHOM

cyuae nayuenmam moincem Oblmb HaAHeCeH cepbe3nbu2 epeo.

2 Hasunauenue

Cucrema crent-rpadra as 6Gpromnoit aoptel Yuranos™ AB, |IE u AE npennasHadena a1 jgedeHns uH(ppapeHatbHOM
AQHEBPU3MBbI OPIOIITHON aOpPTHI

Leneas rpynmna NaueHToB MpelCTaBleHa CIeyoUM 00pa3oM:

(1) B3spocinble ManKUeHThbl, MY)KYHUHbI HIIH )KEHIIUHBI;

(2) duameTp mpOKCHMAIBHOTO CETMEHTA IIEHKH aHeBPU3MBI OPIOIITHOM a0PThI COCTaBIIsIET OT 17 MM 10 32 MM;

(3) JnuHa meWkd MpOKCUMATIbHOW aHeBPH3MbI OPIOIIHOW aopThl cocTaBimsier 10 MM wim Oonee, a yroi mielku
MIPOKCUMAJILHOW aHEBPHU3MEI COCTABIISIET 75 TpagyCcoB MM MECHEE;

(4) Hduamerp o6macTd MPUKPEIIIEHHUS TOAB3IONIHON apTEPHH COCTABIIET OT 8 MM 10 22 MM;

(5) Jnuua obnacTu 3aKperUIeHusI TIOAB3AONIHON apTepUu COCTaBIsIET 15 MM miu Golee;

(6) TlarueHTHI C aMeKBAaTHBIM JOCTYIIOM K ITOAB3IOIIHON MM O€PEHHOM apTepUHu.

3  Kiaunudeckas moJib3a

IIpumeuanne: Ilocne 3amycka Be6-caiita EUDAMED kparkoe u3i10KeHHE TaHHBIX O 0€30IMacCHOCTH M KIMHWYECKON
s¢pdexruBHoctr (SSCP) mokHO HaiiTu 1Mo agpecy https://ec.europa.eu/tools/eudamed, ucnons3ys 6azossiii UDI-DI:
69383701004900V X.

4 TIpoTruBONMOKa3aHMA

[IpOTHBOMOKa3aH|s K MPUMEHEHHUIO cucTeMbl cTeHToB Yuranos™ AB, IE u AE:

(1) TarueHTHI C OCTPOI CHCTEMHON HH(DEKIUCIH;
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(2) TMamueHTH ¢ ME3EHTEPHATIBHBIM KPOBOTOKOM, OOCCIIEUMBACMBIM IMPEUMYIICCTBEHHO HIDKHEH OpbDKeedHON

apTepue;

(3) TlaumeHTHI ¢ TONONHUTENILHON TOYEUHON apTepHeil, Oepyllell Hauano oT OPIOLIHON apTepuH;

(4) IMarueHTHI, Y KOTOPBIX HAOIIOMACTCS AJUICPrudecKas peakiius Ha yCTPOHCTBO;

(5) HaL[I/IeHTBI, HEC ICPCHOCAIINEC KOHTPACTHLIC BEIICCTBA U3-3a ITOYCYHOM HEJIOCTaTOYHOCTH

(6) IMarueHTshI, CTPamAONIME AUICPrUel HAa KOHTPACTHBIC BEIIECTBA;

(7) AmneBpusMBbl LIEiKH ¢ TPOMOOM;

(8) JKeHIIMHBI, HAXOMSIIKECS B TOJIOKEHUH UJIH KOPMSIIHE TPYIbIO.

5 IloaroroBka mepea UMILIAHTAIHEH

HepeL[ HCIIOJIb30BAHHUEM CTCHT-Fpa(l)Ta 6p}OHJHOI>'I aopThl BHHUMATCJIbHO O3HAKOMBTECH C I/IHCTPYI(]_II/Ieﬁ oo

IIPUMCHCHUIO. OnucaHHBIA HUXKE MOPpsAAOK OIECpallMOHHBIX JIENCTBUN HOCHUT HCKIIOYUTEIHLHO pCKOMCHZ[aTeHBHBH\;I

XapakTep, U B XOJIe MPOIeTyphl HEN30EKHBI COOTBETCTBYIOIINE H3MEHEHNs1. HacTosiee pykoBoICTBO IpeTHA3HAYEHO

HUCKJIIOYUTEIBHO AJI1 TOMOIIHN BpadiaM U HE MOXXET 3aMCHUTD UX HpO(l)eCCI/IOHaJ'ILHOC CYXKACHUCE.

5.1

5.2

5.3

Heo0xonnmblie MaTepu aJIbI

Ceepxokectkuii mpoBogauk 0,035 mroitma (260 cm);

Karetep Tuna «nurreitnm»

XupyprudecKkue HHCTPYMEHTHI JUIS CTaHIapTHOTO pa3pes3a OeJpeHHON apTepun;

HHcTpyMeHTHI 1715 TYHKIUY;

aHruorpaduvIecKue KareTepbl U KaTreTepsl JJIsl MApKUPOBKH;

Paznuunble OaymioHHblE KareTephl (1 paclIMpeHUs KPOBEHOCHOIO cocyla Iepesl MMIUIaHTaluel cTeHTa
WJIM JJIS PacIIUPEHUs CTEHTA M0 CNIe eT0 UMILIAHTALUN );

KontpacTtHoe BeriecTBO;

Amnmnaparypa 17151 (pJIF0OpOCKOIUYECKON BU3yanu3auuu ¢ HuppoBoi cyOTpaKIMOHHON aHTHorpaduei;
[npuwbl 111 THBEKLUMIA MO BHICOKUM J1aBICHUEM;

PactBop remaprna B pU3H0IOrHYECKOM PacTBOPE;

JIro0OnIe IpuUcIo CO6J'ICHI/I$[, KOTOpEBIC OHCpaIOH_II/Iﬁ Bpa4 COUTET HCO6XOI[I/IMBIMI/I JJIs1 TPOBEACHUS OIICpalluu.

Memncunnnnﬂapnaﬂ KOMaH/1a, oﬁnanammaﬂ COBMECTHBIM OIIBITOM IIPOBCACHHA Mmpoueayp ¢

HCIMOJIb30BAHUEM

MecTHOM aHEeCTEe3HH MM OOIIEeH aHeCTe3U N,

BckpriTie OeapeHHoN apTepuH, apTepUOTOMHUS H PEKOHCTPYKIIUS;
Hcnonp30BaHnEM TpaJuLIMOHHBIX IPOBOAHUKOB U KaTETEPOB;
Untepnperanueii GuroopocKoNMYecKUX U aHTHOrpaguueckux n300pakeHui;
AHTUOIJIACTUKOH

YcraHOBKa 3HI0BACcKYISIpPHOTO CTEHTA,

Hannexaniee ucnonp30BaHne peHTTEHOKOHTPACTHOTO BELIECTBA;

MeTonbl MUHUMH3aLUU PaAHALMOHHOTO O0IydeHHUS,

OnbIT B TPAMEHEHNUN HEOOXOIMMBIX METOI0B HAOIIOICHH 3a TTallHeHTaMU ;
BcekpriTre GeapeHHoN apTepuy, apTeprOTOMUS U PEKOHCTPYKIIHS;

OnbIT B TPaIMIIMOHHON COCYIMCTONW XUPYPrUM Ha ciiydail Bo3MokHOU Heynaun EVAR.
IMonroroBka mammeHTa

N3mepbre AMMHy NPOKCUMAJIBHOIO CErMEHTA IIEeHKH a0pThl U BHYTPEHHUN AUAMETP COCyna;
M3mepenue yriia Mexxay MEeUKOH aHeBPU3MbI U CaMOl aHEBPU3MOM, T. €. YIJia IIECHKU aHEBPU3MBIL;
OrneHka KadecTBa MIEHKN aHEBPU3MBI;

[oaTBepxaeHNE MPUTOIHOCTH MOP(OIOTUH COCYAOB MALlUEHTA AJISl SHAOBACKYISIPHOTO JICUCHUS;

HpOBC,E[CHI/Ie BCCX H606XOI[I/IMI>IX PYTUHHBIX aHAJIN30B U O6CJ'IC,E[OB3.HPII>1, a TaK)K€ MOHHUTOPUHT BAXKHBIX
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MoKa3areJiei >KU3HEHHO BaKHBIX (PYHKIUH;

JKu3HeHHO BaXHBIC TIOKA3aTEJH, CBI3aHHBIC C aHECTe3UeH, aHTUKOAryJSIHTHOW Teparnuel U anruorpaduei,
KOTOpbIE HEOOXOIMMO KOHTPOJIMPOBATh B COOTBETCTBUH C PYTUHHOMN MPAKTHKOIA;

KoppexTrpoBka moI0KeHNS MAIIEHTa TAKUM 00pa3oM, YTOOBI 00J1aCTh OT AYTH aOpTHI A0 Oudypraruu
MOZB3IOIIHBIX apTEePHid ObIIa MOIHOCTHIO TOCTYITHA JUISl PEHTICHOBCKOTO 00 CIICI0BaHUS;

OObecnieueHne aJIeKBaTHOTO JOCTYIA K MOAB3IOIIHON/OeIPEHHOI apTeprH U OOHaKEHEe 00enX OeIPEHHBIX
apTepuii C UCIOIb30BAHUEM CTAHIAPTHBIX XUPYPTUUECKUX TEXHHUK;

CucreMarnyeckas MoJroToBKa ¢ UCIO0Jb30BAHUEM aHTUKOATY/SIHTOB (€CIH Y Mal[MeHTa alieprus Ha

TerapuH, BEIOEPHUTE MOAXOISIIYIO aJETCPHATHBY).

5.4 IloaroroBka u3aemii

Pa3mep creHT-rpadTa cnenyer BIOUPATh B COOTBETCTBUH C BHYTPEHHUM JUAMETPOM COCYAA, IPU 3TOM
MIPOKCUMAJIBHBINA M JUCTANBHBIN THaMETPhl BIOPAaHHOTO CTEHT-TpadTa JOJDKHBI COCTABIATH OT 110% 1o
120% oT BHYTpEHHETO AMaMETpa COCyla B 30HE UMIUIAHTALIH |

JuameTp IpOKCUMAJIBHOTO KOHIIA CTEHT-rpadTa Il yIJIHHEHUS TOAB3IO0IIHOr0 KoMInoHeHTa D4 nomken
OBITH KAK MUHMMYM Ha 2 MM OOJIBIIIE THaMeTpa KOPOTKOM BETBH abIOMIHAIGHOTO a0pTAIBHOTO
oudypkanronHoro creHT-rpadpra D3. Ecnu Heo0XonuMo cOeTMHUTH HECKOIBKO YIITMHUTEIBHBIX
CTEHT-TpaTOB, TUAMETP MPOKCUMAIBHOTO CETMEHTA BTOPOTO YAJIMHUTEIBHOTO CTEHT-TpadTa JOIKEH OBITh
KaKk MHHAMYM Ha 2 MM OoJbIIe fnameTpa AUCTATFHOTO KOHIIa IEPBOTO VAJHHUTEIBHOTO CTEHT -TpadTa U T.
.

OcHOBHOI TTOKPHITHIA OU(YPKATMOHHBIA CTEHT-TPadT U CTEHT-TpadT IS YATHHEHHS OB3A0IIHOTO
KOMITOHEHTA COOTBETCTBYIOIIEH UIMHBI CIIEIyeT BEIOMPATh C YIETOM [UTMHBI HH(ppapeHAIBHOH 9acTH
OPIOIIHOM a0pTHI M MOAB3AONIHON apTepun. Kak mpaBuio, qucranbHas 00JacTh 3aKperieHus: cTeHTa-rpadra
JUTSL YAJTMHEHUS TTOAB3/OIIHOTO KOMITOHEHTA JOJDKHA COCTABILITh HE MeHee 15 MM;

[IpoBepbTe U ydenuTech, 4TO yIaKkoBKa HE MOBPEXKACHA B pe3y/bTare TpaHcnopTUpoBKU. Ecny ynakoBka
MTOBPEX/ICHA FJIH CYIIE CTBYET IOTCHIINATBHBIA PUCK HAPYIICHUS CTEPHIIBHOCTH WM TIOBPEXKICHNS H3ICIIHS,
MOXKaIylcTa, He NCIOoNB3YiTe ero U BepHuTe ero kommanuu Jlaiiprek Caitentudux (Lsaswksns) Ko., JIta.;
Iocne ompeneneHus pa3Mepa CTeHT-rpadTa pacnakyiTe BHEIIHIOW yIaKOBOUHYK KOPOOKY IPOAYKTa
COOTBETCTBYIOIIETO Pa3Mepa M U3BJICKUTE IPOAYKT BMECTE C AMAIN3HBIM ITakeToM. OTKpOHTE THATN3HBIH
MTaKeT ¥ M3BJICKUTE CHCTEMY CTCHT-TpadTa B CTCPHIIBHEIX YCIOBUSX. BHUMarensHO poBepbTe, HET N
CKJIaIOK Ha IOBEPXHOCTH 00O0JIOUKH CHCTEMBI JOCTABKH U XOPOIIO U KOHUYECKHH HaKOHEUHUK IEePEIHET0
KOHIIa BXOAWT B OTBEpCTHE 000JI0YKH. ECin yrmakoBKa HOBpeKAeHA N IIPONYKT MOBPEKACH, TTOKATyHCTa,
HE HCIIONb3YUTE €TO0.

Ipumeuanue: Ecan Mex1y KOHMYECKMM HAKOHEUHHKOM K OTBEPCTHEM OOOJIOUKHM HMEETCS HEOOJNBIION
3a30p (3TO SBJEHME BBI3BAHO €CTECTBEHHBIM YKOPOUEHHEM Marepuaja OOOJIOYKH), U3JENIMe BCE PABHO
MO)XHO HCIONB30BaTb B OOBIYHOM pEXUME IIOCIE IPUHATHS COOTBETCTBYIOIUX Mep. CyluecTByeT
HECKOJIBKO CIIOCOOOB YCTpAaHEHHs 3a30pa B CHCTEME JOCTaBKM OudypkalnoHHOro creHT-rpadpra; 1.
CHuMHTe pa30IOKHPYIONIYIO 3alIelKy Ha KOHIIE CHCTEMBI JOCTaBKH WM IIOBEpHUTE (UKCATOp HAa KOHIIE
MPOTHUB YacOBOW CTPEJKH (B HAIPABICHHUU, HMPOTHBOINOIMKHOM CTPEIKE), YTOOBI 3aTSHYTh BHYTPECHHHN
cepredHuK; 2. Ecim Mexay nepenHell U CKOJIb3ALIEH PYKOSITKaMU MMEETCs 3a30p, CKONB3SIYI0 PYKOSATKY
TaKke MOXHO IIOBepHYTh BHepea; 3. B KkadecTBe ajbTepHATWBBI aKKypaTHO BCTAaBbTE KOHUYECKHM
HaKOHEYHUK B 00OJIOUKY, YTOOBI YCTPAaHUTh 3a30p MEXAY HUM M 0OOJIOUKOH, IOCE Yero M3Aeane MOXKHO
OyIeT HCIONb30Bark B OOBIMHOM pekuMe. B cmydae ¢ creHT-rpadToM Ui yIUIMHEHHS ITOB3IOLIHOTO
KOMIIOHEHTA, €CJIM MEXy KOHMY€CKUM HaKOHEYHUKOM M OTBEPCTHEM 000JIOUKH UMEETCsl HeOOMIbILIOH 3a30p,
ocna0bTe KPBILIKY KOHUYECKOr0 HaKOHEYHMKa Ha KOHIE 3aXBara BHEIIHEH OOOJOYKH U Cllerka BCTaBbIE

KOHHUYECKHM HAKOHEYHHK B 060H0‘{Ky UL HOPMAJIBHOT'O M CITIOJIb30BaHU .

6 Ilpouexypa muMILUIAHTAIMH

6.1

IMoaroToBka mepea UMNJIAHTAIHEH
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e [logcoennHuTe HHBEKIMOHHBINA IIIPUILL K TEMOCTATHYECKOMY KIalaHy U pazbeMy JIto3pa cOOTBETCTBEHHO, a

3arem HpOMOﬁTe BHYTPCHHIOIO IMOBEPXHOCTH 000JIOYKM U IOJOCTh AJi1 IpOBOAHWKA CTCPHUIIBHBIM

reNapHHU3UPOBAHHBIM (PH3HOTIOTUYECKUM PacTBOPOM, KaK ITOKa3aHOo Ha pUCYHKE 3.

(b) MeTox NpOMBIBKH CUCTEMBI CTEHT-TpadTa JTsl YIITHHEHHS TIOB3AO0IIHOr0 KOMIIOHEHTA
Figure 3 TIpoMbIBKa CHCTEMBI CTEHT-TPa@Ta CTEPUIBHBIM IeNAPUHU3HPOBAHHBIM (PU3UOJOTHIECKUM

pacTBopoM

e [IpoTpute HapYKHYIO TOBEPXHOCTH O0OJIOUYKH CTEPUIIBHBIM I'elIapHHU3UPOBAHHBIM (PH3HOIOTHIECKUM

PacTBOPOM Il aKTUBAILIUKN I‘HI[pO(bI/IJ'ILHOFO IIOKPBITHA HA 060J'IO‘IKC, KaK IMOKa3aHO Ha PUCYHKC 4,

Figure 4 TIpoTpuTe cucTeMy cTeHT-rpadgTa CTEPUIBHBIM IeNapUHA3MPOBAHHBIM (PU3HOTOTHYECKHM

pacTBopomM

Peructpamua MU B Pocagpasramzope 9
www.nevacert.ru | info@nevacert.ru



@ Lifetech .
WHCTpYKIKMS 10 MPUMEHEHHIO CUCTeMbI cTeHTOB Yuranos ~ AB, IE u AE

e  Oroaute OeIpPEeHHYIO apTEPHIO C UCIOIb30BAHHEM CTAaHAAPTHBIX XUPYPrHUECKuX mpoueayp. Beenure
CBEPXKECTKHH MpoBonHUK AuameTpoM 0,035 mrofiMa B O€IpeHHYIO apTepHIO U ITPOABUTANTE €ro Mox
KOHTpoJieM nu(poBoii cyoTpakionHol anruorpapun (DSA) o Tex mop, noka nepeaHui KoHell

IIPOBOJHHKA HE JOCTUTHET OPIONTHON a0OPTHI BBILIE OTBEPCTHS IIOUCUHOM apTepUH, KaK IIOKa3aHO Ha PUCYHKE

5.

AN

Figure 5 Ceepx:kecTKHii IPOBOTHHK JOCTUT HYKHOI'O MOJIOKEHHUSI
Ipumeuanmue 1: [lepen nmmanTanueld oneparuoOHHbINA CTOJ JODKEH OBITh YUCTBIM U YIIOPSIOYCHHBIM, YTOOBI
JIpyrue yCcTpolcTBa UM MPeAMETH (Takue Kak XUPYPruiecKye MHUIILbl, MapJis ¥ T. A.) Ha OepallMOHHOM CTOJIe
HE Mellaji BBEICHUIO, BBICBOOOXK/ICHHUIO M U3BIICUCHUIO CHCTEMbI CTEHTA.
IIpumeuanune 2: Ilocrne BBeneHWs YCTPOWMCTBA B OpPraHM3M YEJIOBEKa BCE OINEpAlMU CIEAYeT MPOBOIUTH
OCTOPOXKHO TIO1 KOHTposteM npubopa DSA. [Ipu BOSHUKHOBEHUH HEHOPMAIFHOTO COMPOTHBIICHUS HEMEIICHHO

MPEKPaTUTEe ONEPAIHIO W TPHCTYNAWTE K CICAYIOMEMY 3Taly TOJBKO IMOCIE YCTPAHCHHS HEHOPMAIBHOTO

SIBJICHUSL.
6.2 HMHCTpyKUHUS MO NMPUMEHEHHI0 CHCTeMbl OM(YPKALMOHHOIO CTEHT-rpadgTa s OpPIOIIHOW AOPTHI M

CHCTEMBbI CTeHT-Fpa(l)Ta AJIA YIJIHHCHUS MOAB3TOITHOI0 KOMIIOHCHTA

1) JlepxuTe reMOCTaTHYECKUI KilalaH Ha KOHIE CHCTEMBI JOCTABKU B HANPABJICHUH, IIPOTHBOIOIOKHOM
oreparopy, ¥ BBEAUTE CUCTEMY JIOCTaBKU aOJOMHHAIBHOTO a0PTaJbHOr0 OM(YypKAIIMOHHOTO CTeHT-rpadTa

BIOJIb ITPOBOIHUKA (KOpOTKaH BETBb M T€MOCTAaTMYECKHUI KJIallaH HaxoAsTCs Ha OHOM CTOPOHE CUCTEMBI

JOCTaBKH, KOT/Ia CTEHT-TpaT 3arpyxeH).

R

R

R

R

.

Figure 6 Mecrto Ha aneBpu3Me OPIOIIHOI a0PTHI, Ky1a BBOTUTCS

Peructpamua MU B Pocagpasramzope 10
www.nevacert.ru | info@nevacert.ru



ifetec

N T

h

0]

MHCTPYKIMSA 110 NPUMEHEHUIO cUCTeMBI cTeHToB Yuranos™ AB, IE u AE

2)

3)

4)

CHUCTECMA N10CTABKH CO CTeHT-Fpa(l)TOM

Ormpenenure HapaBJICHUS JUIMHHON M KOPOTKOH BeTBel cTeHT-TpadTa. HanmpasneHus JUIMHHON 1 KOPOTKOH
BeTBeil CTEHT-TpadTa peryImMpyioTcs yTeM II0BOPOTa CHCTEMBI JOCTaBKHU B [IEJIOM, YTOOBI KOPOTKas BETBb
Ob11a oOpareHa K BEeTBH Ha IIPOTUBOIIOIOKHOI cTOpoHE narueHTa. « O»-00pasHble METKH U «8»-00pa3HbIe
METKU Ha IIPOKCUMAaJIbHOM KOHIIE TKAHEBOT'O ITOKPHITHUS MOXKHO HCII0JIb30BaTb B KAUECTBE OPUEHTUPOB AJIs

PErympOBKH MONOXKEHUS JUIMHHOM U KOPOTKOH BeTBell (MeTKa B (hopMe «8» paclookeHa co CTOPOHBI

KOPOTKOH BETBH), YTOOBI METKa B (popMe «8» Ha MPOKCHMAIEHOM KOHIIE CTEHT-Tpa)Ta BCETrAa HaXOAMUIIach CO

CTOPOHBI BETBH, pacnonoxceHHoﬁ Ha HpOTHBOHOHO)KHOﬁ CTOPOHEC MalucHTA. OKoHYareIIbHOE TTOJIOKCHHE

JUTMHHOMN 1 KOpOTKOﬁ BETBEH CJIEAYET MOATBEPAUTD I10 « O>)-06pa3HI>IM MCTKaM Ha AUCTAaJIbHOM KOHIIC

JUIMHHOM U KOpOTKON BeTBeH (0T MECTa pa3BETBIICHUS Ha KOPOTKOM BETBU UMEIOTCS TPU I1OCIIE10BATEIIbHbIE

«O»-00pa3Hble METKH, KaK ITOKa3aHO Ha PHUCYHKe 1).

IIpuMeuyanmne: eciaM KOHMYECKUMH HAKOHEYHUK CHCTEMBbl JOCTaBKM HE MOXET Bpallarbcs, BCIO CUCTEMY
JIOCTaBKA MO>KHO YaCTUYHO BBITAUIUTH, YTOOBI PACHOJIOKUTH 000JIOUKY CHCTEMBI JOCTABKH B OTHOCHTEIHHO
IpsAMOM CETMEHTE cocCyda, IOCHe 4Yero MOXHO IIOBTOPUTH IIONBITKY BpaleHUS i1 KOPPEKTHPOBKH

OpHEHTAINH CTEHT-TpadTa.

YcTaHOBUTE IPOKCHMANBHBIN KOHEI] CTeHT-TpadTa. OTperyaupyiTe CHCTEMY TOCTaBKH TaKHMM 00Pa3oM,
yT00BI «O»-00pa3Has 1 «8»-00pa3Has MeTKH Ha HauaJbHOM KOHIIE CTEHT-TpadTa HaXOIWUINCh Ha HIDKHEM
Kpae OTBEpPCTHS HIDKHEN IIOYeUHOM apTepuu.

Mennenno ocoboaute creHT-rpadt. [lox konTponem JJCA Kpemnko yaepkuBaiiTe nepeIHIO PYKOSTKY J€BOH
PYKOH M IMOBOpaYNBaTE CKONB3SAIIYI0O PYKOATKY IIPOTHB YacOBOH CTPENKU IMPaBOil pyKoi, ITOOBI MEUICHHO
OCBOOOJIUTE TOJIBIH CTEHT-TPadT U MEPEeTHIIA CETMEHT CTEHT-TpadTa 0 TeX MOp, ITOKa II0 KpaifHelH Mepe onHa

Cliupajib CTeHT-Fpa(bTa MOJHOCTBIO HE 3alICTIUTCA 3a CTCHKY COCYJa, KaK IMOKa3aHO Ha PUCYHKE 7.

J1o TOrO KaK CTEHT-TpadT 3alleUTCs 32 CTEHKY COCYa, IPOKCUMATBHBIN CETMEHT CTEHT-TpadTa MOXKHO CHOBA CIIETKa

OTPErylnupoBarb. PerynupoBky ciieyeT MpoBOAUTH OCTOPOXKHO 101 KoHTposieM JJCA, uToObI IpeA0TBPaTuTh

TOBPCKACHUEC DHAOTCIINA CTCHT'Fpa(i)TOM NI €ro HaKOHCYHHUKOM.

Hpumeyanue 1: Ilepen BbICBOOOXKIEHHEM CTEHT-TpadTa AEPKUTE OTKPHITYIO OOOJOYKY POBHO M YOEOHUTECh, YTO

TIOJIOKCHUEC HepeﬂHeﬁ PYKOATKH HE U3MCHHIIOCh.

Ilpumeuanue 2: [Ipu ocBoOOXICHWM CTEHT-TpadTa 000J0UKa OymeT cMemarscsi K BHYTPEHHEH dYacTH 3axBara

BMECTE C CKOJIB3SIIUM 3aXBaroM. B 3TOT MOMeHT HeO6XO,HI/IMO OpeaOTBparTuTh HAMOTAHHUE IMMOCTOPOHHUX MPEIMETOB

(Takux Kak Mapis, XUpyprudeckas cajiderka U T. [.) Ha MOBEPXHOCTh OOOJIOYKH U UX TMOMaJaHHe B 3a30p MEXIY

000JIOUKOW ¥ MEepeTHUM 3aXBaTOM, YTOOBI HE TIOMEIIAaTh 0CBOOOXKICHUIO.

R

S

S

LR

Figure 7 MensieHHOe BbICBOOOKIEHHE CTEHT-TpadTa
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5)

6)

Brictpoe BricBOOOKACHHE cTeHT-TpadTa. Eciiu TpedyeTcst ObicTpoe BRICBOOOXKACHUE CTEHT-TpadTa,
yIepKUBATE TIEPETHIOI0 PYKOSATKY JICBOM PYKOH JUIs CTaOMIIM3al[iH CHCTEMBI IO CTaBKH, YIepKUBATE KYpPOK
OONBIINM NANBIIEM TIPABOM PYKH B 3aTHEM MTOJI0KEHUH, CHUMHUTE BUHTOBOH (PUKCATOP U MOTSHHUTE
CKOJIB3SIIYI0 PYKOSTKY Ha3aJl, 9TOOBI OBICTPO BBICBOOOTUTH CTEHT-T'padT. OTHOBpEeMEHHO HabMIOMAaNTe 32
MPOLIECCOM BEICBOO OKIICHHS CTEHT-Tpadra mox konTporeM DSA 1o tex mop, moka 00009Ka He CTaHeT BUAHA

13 OTBEPCTHS KOPOTKOH BETBH, M OCTAaHOBUTE BEICBOO Ok IeHNE. Kak moka3zano Ha pucyHKke 8.

Figure 8 BeicTpoe BbicBOOOKIeHNE CTEHT-TpadTa

3aremM 0cBOOOIHTE MPOKCUMAIBHBIA CEIMEHT CTEeHT-TpadTa. 3adUKCHpYyHTE CHCTEMY TOCTaBKH JIEBOH PYKOH
Y CHUMHUTE pa30IOKUPYIONIYIO 3aIle]IKy Ha KOHIIE CHCTEMBI IOCTABKH MPaBOU pyKoid (pa30OIoKupyroas
3allIeIKa MPEICTaBIIeT cO00i CHHEe MOITYNPO3PaIHOE ITPEAOXPAHUTEIFHOE YCTPOMCTBO, U €€ CHITHE

OCYIIE CTBIISETCS CIESAYIOMINM 00pa3oM: 0CTOPOXKHO HAXKMHUTE Ha KOHEIl Pa30IOKHPYOMIeH 3aIlenku
OONBIIMM M yKa3aTeJIbHBIM MTANbLAMH U TOTSHHUTE €€ Hazas, 4To0b! cHATh). [Tox konTponem DSA moBepHuTE
MIPOKCUMAJIBHBIA Pa30JIOKUPYIOIINH MEXaHN3M Ha KOHIIE CHCTEMBI I0CTABKH T10 YaCOBOM CTPEJIKE U CICIUTE
3a MPOABUKEHUEM KOHUYECKOTO HAKOHEYHHKA J10 MOJHOTO Pa3BEPThIBAHUS IPOKCUMATIBHOTO TOJI0T0
cTeHT-Tpad)Ta, KaKk IMOKa3aHo Ha PHCYHKE 9 (TOBOpadMBaiTe B HAIPABICHUH CTPEIIKH, HaHE CEHHOM Ha
Pa30IOKMPYIOMINI MEXaHW3M; KOHWYECKUI HAKOHEYHUK MOXKHO IIPOIBHUTATh JUISI Pa3BEPTHIBAHIS

MPOKCUMAJTLHOTO TOJIOTO CTeHT-TpadTa).

HpnMeanI/le 1: yﬁeIlHTeCI), 4YTO OTHOCHUTCIBHOC IIOJIOXKCHUEC CHUCTEMBbI JOCTABKM M IMallMCHTa OCTacTCs

HEU3MEHHBIM BO BpeMsi ITOBOPOTa (HUKcaropa, YTo0bI N30ekKarh CMENICHUs CTeHT-TpadTa.

Ipumeuyanue 2: [loBepHUTE MEXaHU3M BBICBOOOXKACHHUA 0 KpalfHETo MONOKEHHS (B CTOPOHY OOOJOYKH), YTOOBI

yOeIUTHCS, 9YTO TPOKCUMAIBHEIA TONBIA CTCHT-TPAadT MOJHOCTHIO Pa3BEPHYT U OTCOCANHEH OT MEXaHM3Ma (hUKCALINH.

Mpumeuanne 3 : Korga pasOnokupyromuii MEXaHH3M MOBEPHYT 10 KpallHETO MOJIOKCHHWsS, €CIH YacTh TpeOHs
BOJIHBI TIOKA3bIBACT, YTO MPOKCHMAJBHBIA TOJBIA CTEHT-TpapT HE OTCOSIWHWICS OT MeXaHu3Ma (DUKCaIluH, BBI
MOXKeTe IONpOOOBaTh OCBOOOAUTH PYKOATKY, ClleTKa IOBEpPHYB €€ Hasal (B HaImpaBJICHHUH, NPOTHBOIIOIOKHOM
CTpeJIKE Ha PYKOATKE), a 3areM CHOBa IMOBEPHYTh €€ BIepeA (B HANPaBICHUU CTPEIKH Ha PYKOSTKE), YTOOBI

TMIOMBITAThCSl 0CBOOOAMTH TOJIBIA CTEHT-TPadT.
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7)

Figure 9 3arem ocB0GOANTE MPOKCHMAJIBHDBIN CETMEHT CTEHT-rpadTa

BBenute cTeHT-TpadT AJI YAIHMHEHUS [TOAB3IOIIHOTO KOMIIOHEHTA. BBeinTe MPOBOTHUK 13
KOHTpasarepajbHON OeAPCHHON apTepHH B OCHOBHON CTEHT-TpadT Yepe3 KOPOTKYIO BETBh a0OMUHAIEHOTO
aopTaJbHOro OMGYPKaIMOHHOTO CTEHT-TpadTa. 3areM BBEJUTE CHCTEMY CTEeHT-TpadTa JuIst yIInHeHN]
MTOAB3/OIIHOI0 KOMIIOHCHTA BJIOJIb IPOBOTHIKA U C IIOMOIIBIO IM(POBOIT CyOTpaKIIMOHHOH aHTHOTpadhuu
(DSA) yoeauTech, 4TO OHa MEPEKPHIBACT KOPOTKYIO BETBb a0/OMUHAIIBHOIO a0pTAIBHOTO OH(pYpPKAHOHHOTO
creHT-rpadTa Ha 2—3 crupany (MPUMEPHO Ha 3 ¢M; IPOKCHMalbHas Touka ¢ «O»-00pa3Hoi OTMETKOH Ha
creHT-Tpadde ISt yIIMHEHHS TOIB3IO0IIHOTO KOMITOHEHTA IIPEBHIMIACT AU CTATBHYIO TOUKY ¢ «O»-00pa3Hoit

OTMETKOI Ha KOPOTKOH BETBH Ha 2—3 BUTKA M HE NPEBHIIIACT TOYKY OTMETKH Ha Ondypxarun). Kak mokazaHo

Ha pucynke 10.

Figure 10 YcraHoBuTe CTeHT-TpadT A5 YIUIMHEHHUS MOAB310IIHOr0 KOMIOHEHTA

8) OCBO60,I[I/ITC KOHTpaJ'IaTepaJ'IBHBIﬁ CTCHT-Fpa(I)T A1 YAJIMHEHU S TOAB3JOIIHOI0 KOMITOHEHTA. Ilocne
TOATBEPKACHUA TOYHOT'O TO3UITUOHUPOBAHUA CTGHT-I‘pa(i)Ta I YIUIMHEHUA IMTOAB3I0IITHOTO KOMITOHEHTA

Peructpamua MU B Pocagpasramzope 13
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9

MOBEPHUTE TOPLEBYIO 3aMIYLIKY PYKOSTKHA OOOIOYKH IPUMEPHO HA MOI-000pOTa IPOTUB YaCOBOI CTPENKH,
9TOOBI pa30IOKUPOBATh HETIOABIDKHBIH moroc. OMHOM pyKO# yaep)KUBaHTe PYKOSTKY HETTOABHIKHOTO
CTEpPXKHS, a APYTOH PYKOH OTTSHHUTE PYKOIATKY 000JIOUKH, YTOOBI CIBUHYTH BHEIIHIOIO 000JIOUKY Ha3al.
OnHOBpeMeHHO Ha0JII01aliTe 32 BEICBOOOKICHNUEM CTEHT-TpadTa MOAB3AONIHOM apTepHH MO KOHTPOJIEM
nudpoBoii cyoTpakimonHoi anruorpaduu (DSA) 1o Tex mop, moka CTeHT-rpadT He pa3BEPHETCS MOIHOCThIO,
a AMCTAIBHBIN KOHEI] CTeHT-TpadTa He MPUKMETCS K cTeHKe cocyna. Kak mokaszano Ha pucyske 11. [Tocne
3aBEPIICHIS UMIIIaHTAIIMK CTEHT-TpadTa s yIUIMHEHHS TIOB3/I0IIHOT0 KOMIIOHCHTA H3BJICKUTE CUCTEMY
JOCTaBKU CTeHT-TpadTa Ays yIIMHEHHs MOAB3I0IIHOIO KOMIIOHEHTA, BBIITOJIHSAS CIEAYIOUINE ACHCTBUS:
OfTHOH pyKol 3aQHUKCHPYHTE PYKOSTKY 00O0JIOUKH, a IPYTOH pyKOW BBITSIHUTE PYKOSTKY HETTOABHKHOTO
crepkHs. Habmopnaiite ¢ moMomisio mudpooit anruorpapuu (DSA) o tex mop, moka 3a30p Mex1y
KOHUY€CKUM HAKOHEUHUKOM M KOHI[OM 00O0JIOUKU HE 3aKPOETCsl, 3aTE€M IIOBEPHUTE U 3aATSIHUTE TOPLIEBYIO
3aNTyIIKy PYKOATKH 000JIOUKH, YTOOBI 3a()MKCHPOBATH CUCTEMY, U M3BJICKUTE CHCTEMY TOCTaBKH BCETO

VATIMHUTEIBHOTO CTeHT-TpadTa u3 Tena.

Figure 11 OcBodonuTe cTeHT-rpadT AJds YIIMHEHHUS MOAB3IOIIHOI0 KOMIIOHEHTA

OcBoGonuTe NIMHHYIO BETBb YIMHUTEILHOTO CTEHT-T'padTa UICHIIATePATBHOTO a0OMHHAIEHOTO
AopTaIIbHOTO OM(YPKAIIMOHHOTO CTeHT-TpadTa. [lociie MMILIaHTallnKA KOHTPAIAaTepalbHOTO CTEHT-rpadyTa s
YIJIMHEHUSI TIONB3IO0IIHOI0 KOMITOHEHTA 0CBOOOIUTE IITHHHYIO BETBb a0 OMUHAIBHOTO a0PTAIBHOTO
6udypKalOHHOro CTeHT-rpadTa B COOTBETCTBUH C MHCTPYKIIMSIMU 10 ONEPAIUH, TIPHBEICHHBIME B 1IATaXx 4)
W 5), 9TOOBI pa3BepPHYTH BECh OCHOBHOM CTEHT-TpadT M 00€CIIeUNTh HaIe)KHOE TTPHJIETaHNe TUCTaTbHON

JUIMHHOW BETBU K COCYIMCTON CTEHKE, KaK MIOKa3aHo Ha pucyHke 12.
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Figure 12 PacnpaBbTe NpoKCHUMAJILHBIH CErMEHT OCHOBHOI0 CTEeHT-TpadgTa 6e3 NOKpbITHS (pacnpaBiieHUe

TPOU3BOIUTCS MO3IHEe)
10) CopocbTe KOHUYECKHI HAKOHEYHHK CHCTEMBI I0CTAaBKH O YpKAIIMOHHOTO CTeHT-rpadTa.

COpochTe KOHMYECKII HAKOHEYHUK CHCTEMBI I0CTaBKU s OM(YPKALIMOHHOTO CTEHT-TpadTa, BBIIOIHUB TPH

CIENYIOIIMX IIara:

a. [Tocne BEICBOOOXICHHS TPOKCUMAIILHOTO CTEHT-TpadTa BCIO CHCTEMY JJOCTaBKH ITPOABHUTAIOT Oojiee 4eM Ha 2
cM ozt KoHTposieM DSA, 4TOOBI KOHUYECKUIT HAKOHEYHUK U (PUKCHPYIOIIHI aHKep HAXOAUJIUCH Ha
3HAUUTENBHOM PACCTOSIHUM OT TOJIOTO CTEHT-TpadTa u B mpsAMOI MOJIOCTH cocyna (Uil IpeloTBpaLleH s
[[apara”ys CTeHT-TpadTa MM KPOBEHOCHBIX COCYI0B (PHKCHUPYIOIINM KOTITAIKOM Ha KOHMYECKOM HAaKOHETHHKE
MIPU €ro U3BJICYCHHH ), KaK [TOKa3aHo Ha pucyHKe 13.

Ipumeyanue 1: Bo BpeMst IpOIBUKEHHS CUCTEMBI 10CTaBKHU CJIEAYET 00€CHeYuTh ee HEMpPEePhIBHOE
[IEPEMEILEHHUE B L[EJIOM.

Ipumeuanne 2: Ecnu npu Busyanu3anuu ¢ nomomnisio DSA HabmonaeTcst kakoe-mmb0 COMPUKOCHOBEHHUE
MEXy KOHHYECKUM HaKOHEYHUKOM HJIH MEXaHHW3MOM ITO3HETO BHICBOOOXKACHUS U TOJIBIM CTEHT-TpadToM,
OIlEepaLUIO CIIEAYET NPEKPATUTh. IIponomKkUTh onepanuo MOKHO II0CIE YCTPAHEHHUS CONIPHUKOCHOBEHUS IIyTEM
JIETKOTO TIOBOPOTA, U3BJICUEHUS U TPOJBUIKEHUS CHCTEMBI 10 CTaBKH.

b. 3adukcupyiite cucteMy JOCTaBKH U TOBEPHUTE MEXaHH3M BBICBOO OXKICHHS TIPOTHB YaCOBO CTPeNKH (B
HalpaBJICHUH, IPOTUBOIOJIOKHOM CTPEJIKe, HAHECEHHON Ha PYKOATKY), UTOOBI MEIJIEHHO BHITALIUTh
KOHWYeCKUI HakoHeuHUK. Habmronaiite mox kortponem DSA 1o Tex mop, moka 3a30p Mexay Gpukcupyrommm
KOJIMAYKOM M aHKEPOM KOHHYECKOTO HAaKOHEYHUKA HE 3aKPOETCs MOJHOCTHIO, KOT/[a COTPOTHBIICHHUE PYKOSTKE
YBEJIMUUTCS, a PYKOSATKA OyJeT MPakTUYECKH MOBEPHYTa 10 KpallHEero MojJoKeHus, Kak IOKa3aHo Ha pUCcyHKe 14.
ITpumeuanue: Yoequrech, 4T0 KOHUUECKUH HAKOHCUHHUK CHCTEMBI JOCTABKH ITOJHOCTHIO BO3BPAIICH B MCXOTHOE
MOJIOKEHUE, TO €CTh (PUKCUPYIOIAst KPBIIIKA U aHKEP MOJHOCTHIO COSTMHUIINCH, HHAYE TIPU H3BJICYCHUN
CHCTEMBI JJOCTaBKU MALIMEHTY MOT'YT ObITh HaHE CEeHbI CIydaiiHble TPaBMBbI.

C. YiepKuBaiTe CKONB3AIIYI0 PYKOSTKY MTPAaBO PYKOH, MMOTSIHUTE KypOK Ha3a, 9ToO0bI pa30iI0KHpOBaTh BUHTOBYIO
nepenady, yaepKuBaiTe MepeHIOI0 PYKOSITKY JIEBOW PYKOM U BBITSTUBAWTE CHCTEMY, ITOKa KOHUYECKUH
HaKOHEYHUK HE BEPHETCS B OTBEPCTHE 00OJIOUKH (B 3TOT MOMEHT 3a30p MEXY IepeIHell PYKOSTKON 1
CKOJIB3SIIIICH PYKOSTKON TaKkKe MPAaKTHUECKH 3aKPHIT), Kak IMOKa3aHo Ha pUCYHKe 15.

Ipumeuanne: Eciin KoHMYECKHT HAKOHSYHHK TPUIIMIT K CTEHT-T'pad Ty, MONPOOYHTE CIICAYIOMINE PEIICHUS:
e Bo-niepBbIX, BHITSHUTE IPOBOAHUK [0 TE€X MOP, IOKA €r0 KOHEI[ He MOKMHET TOUKY, B KOTOPOl KOHUYECKHH

HAKOHEYHUK IIPIJIHUII K CTCHT-TPaTy, a 3aTeM MEIJICHHO BBITSIHUTE PYKOSTKY, YTOOBI KOHIYECKHIH
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HAKOHEUHUK IIPOIIENT 4epe3 BHYTPEHHIOIO MOJIOCTh CTCHT-TpadTa;
e B Ka4ecTBe albTEpHATUBHI CJIETKa IOBEPHUTE CUCTEMY JOCTaBKH, a 3aT€M BBITSHUTE €€;
e B kauecTBe albTepHATUBHI CIIETKA IPOJBUHBTE CUCTEMY AOCTABKU B 1I€JIOM, a 3aT€M BBITAILLUTE €€.
He TstHUTE 1 HE BRITACKMBAITE CHCTEMY JOCTaBKH CTEHTA C YCUJIMEM, YTOOBI H30€KaTh CMEIIEHHS CTEHT-TpadTa

HJIA ITOBPEIKACHUA 000JIOUKH.

A

Figure 13 IIpoaBUHBTE CHCTEMY 1OCTABKHU LEJTUKOM

a

Figure 14 Yerpanute 3a30p MeK1y KOHHYECKUM HAKOHEYHUKOM U (GUKCHPYIOIIMM aHKepPoM

A

Figure 15 COpoc KOHMYeCKOT0 HAKOHEYHUKA
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11) U3BriekuTe cHCTEMY TOCTABKU abIOMUHAIBHOIO a0pTAIBHOrO OU(YpKAIMOHHOTO cTeHT-rpadTa. B
3aBHCUMOCTH OT KJIMHUYECKUX TOTPEOHOCTEH B UITCHIIaTePaTbH YIO TTOAB3IOIIH VIO apTePHIO0 MOKHO
YCTaHOBHTS €Ille OAMH CTCHT-TpadT JAJIs yIITMHEHHs TOAB3IOIIHOro KomnoHeHTa. [Ipomeaypa BeImoIHsIeTCS B

COOTBETCTBHH C Iaramu 7) u 8). PesynpTar mocne 3aBeplieHns MMIUTAHTAIUN CTEHT-Tpad)Ta oKa3aH Ha

pucynke 16.
Figure 16 Pe3yabTar mocJie 3aBepuieHnsi MMIJIAHTAIUH CTeHT-TpadTa

12) TlpoBenute aHruorpaduio Ui OLEHKH IPHIIEraHus IPOKCUMATIBHOTO U JUCTAIBHOIO CTEHT-TPadTOB K CTEHKE
COCYyna, BBIABIICHHS SHJIOYTEUKH, a TAKOKE IS MOATBEP KIAECHNS IIOJI0KSHN I KOMITOHEHTOB CTEHT-TpadTa
OTHOCHTENIBFHO aHEBPU3MBI U [TOYECYHON apTepuH. B 3akirodeHne U3BIEKUTE MTPOBOJHUK U KaTeTEp U 3aKPOHTE

pa3pe3sl Ha OSAPEHHON apTepHH C TIOMOIIBIO CTAHAAPTHON XUPYPrideCKOH MPOIEIyphL.

6.3 I/IHCprKIIl/lﬂ MO0 NPUMEHEHHUI0 CUCTEMbI A0PTAJTBHOI0 YIJIMHUTECJIBbHOI'0 CTeHT-l"pa(l)Ta

HpI/I HeO6XO,I[I/IMOCTI/I HCIIOJB30BaHUA aOPTAJIbHOI'0 YAJIHMHUTEIBHOIO CTCHTA Y6e,ZlI/ITeCI>, 4YTO MEXKAY aopTaJbHBIM
YOIMHUTEIBHBIM CTCHTOM U a6JIOMI/IHaHBHI)IM A0pTAJIbHBIM 6H(1)ypKaLH/IOHHI)IM CTGHT-I‘pa(I)TOM HUMECTCA IEPEKPBITHE
HC MCHEC 1,5 cM. BpImomHuTe Bce ATarbl Pa3BCPThIBAHU a6I[OMI/IHaJ'IBHOFO a0pTaJIbHOTO 6H(1)ypKa]_II/IOHHOFO
CTCHT-Fpa(l)Ta, 3a UCKIHYCHUEM IMOBOPOTA PYKOATKU OJIA IMOJIHOTO PACKPBITUSA CTeHT-Fpa(I)Ta YAJIMHUTEIA a0pPThI,

IPEKAC 4YEM OCB060}II/ITL HpOKCI/IMaJIBHBII;’I CETMCHT HAAIIOYCYHHUKOBOI'O CTCHTA CTCHT -rpaq)Ta YAJIUHUTEIA aOPTHL.

7 PexoMeHaaMU 110 BeJIeHUIO MAIUEHTOB

7.1 PexomeHIauMu MO BeJleHUIO MANMEHTA MPHU HEMOJHOM BbICBOOOKIeHHHU CTeHT-rpadTa

Ecnu B nmporecce uMnuanTanuy creHT-rpadra QyHKIUN BpalleHUs U 00paTHOTO BBITATUBAHUS CHCTEMBI JOCTaBKU
OCHOBHOTO CTEHT-Tpa(hTa BEIIIIN U3 CTPOS U CTEHT HE MOXKET OBITH IIOTHOCTHIO BEICBOOOXKAEH, PEKOMEHTYeTCs
BBIIIOJHUTG CIEAYIOINE AEHCTBUS IS pa300OpKH 3aXBara CUCTEMBI JOCTaBKH, YCTPAHEHUS HEUCTIPABHOCTH U
BOCCTAHOBJICHHS IIPOCTOI CHCTEMBI BEICBOOOKACHUS C 0OPAaTHBIM BBITSATHBAHHEM:

a. VYrmepxwuBaiiTe BHEIIHIOW 000JI0YKY CUCTEMBI JOCTAaBKHM KOHBEWepa B HEMOABUKHOM MONOXKEHUHU, IPUKMHUTE
MagbllaMi 3aJHHE KOHIBI ABYX 4YacTeil OOOJOYKM INEpeJHEro 3axBara, YTOObI YBEIHUYUTH 3a30p MEKIY
000JI09KaMH, BCTABBTE XUPYPrHUSCKHE HOXKHUIIBI B 3a30p, MOIACHETE IEPETHUN 3aXBaT, YTOOBI OTKPHITH €TI0,
U CHUMUTE €r0;

6. C noMOIIBI0 XUPYPrUIECKUX HOKHUI] OTIICIKHUTE CHHUN KYpOK Ha CKOJB3SIIIEM 3aXBare;

B. lMcmomb3ys TOT XK€ METOH, YTO M B NYHKTC O, COKMUTE 3aIHIOI0 YacTh CKONB3SIICH DPYKOSTKH, YTOOBI
YBEIMYUTh 3a30p MEXAY JBYMsl OOOIOYKAMH KilanaHa, MOAACHbTE 00€ OOONOUKM XUPYPrHUYeCKUMU
HOXHMIIAMU U CHUMUTE UX;

r. OTonBUHETE Ha3ax CHHIOI MY(PTY KypoKa (JacTh Iepe MeTAUIMYECKOH MPYKUHOIT), 9TOOBI CXKATh MPYKHHY.

Ilocne p336J'IOKI/IpOBKI/I BUHTOBOM nepeaayn CHUMUTE C HEC Y3CJI CKOJIB3SIIIIEH My(l)TBI. Ha »stom »stame
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BHHTOBas IeEpe€aadya HAXOAUTCA B HOHYOCHa6HeHHOM COCTOsAHHUH. HpOBepLTe, HET JIX B BUHTOBOM nepeaadye
MTOCTOPOHHUX IPEIMETOB, KOTOPBIE MOTYT IIPEATCTBOBATH JBIKEHHIIO MY(TEI;

e. Tlocne ymameHust mpemsTCTBUi 3adUKCHPYHTE BHUHTOBYIO IEepefady M OTTSHUTE COCAMHHUTETb O00OJIOUKU
(Genyro TONMYMpPO3payHyl JeTajb), YTOOBl H3BIIEYb BHEIIHIOI OOOJOYKY W 3aBEpIIUTh JalbHEIIee
BBICBOOOXKACHHUE CTEHT-TpadTa;

f. C neBoii u HpaBOﬁ CTOPOH COCAWHCHUS IJIAaHTa I'EMOCTAaTUI€CKOTO0 KJlallaHa Ha KOHIIC BUHTOBOIO ME€XaHU3Ma
HUMCHOTCA HC60.HLI_HI/IG OTBCPCTUA. C IMOMOLIBIO XUPYPTUUCCKUX HOXHUI[ UM T'EMOCTATUYCCKUX MIHUIIIOB
OITHOBPEMEHHO HA)XMHUTE Ha TPYKHHHBIC 3aIICIKH B 3THX OTBEPCTUSIX U MOTSHUTEC BUHTOBOH MEXaHU3M
BIIEpell, 4YTOOBI TONHOCTHEO M3BJICYb €ro, YTO OOJErdyuT JaTbHEUIIHA OCMOTP H YCTpaHCHHUE
HEHCIIPABHOCTEH;

g. Tocne cHATHS BUHTOBOH IICCTEPHH BEPHUTE CUCTEMY JOCTABKH B PEXKUM IPOCTON CHCTEMBI OCBOO OKICHUS
nyTeM TArH Haszaa. 3aduKCHpydTe NpOo3padyHOe HEMOABHIKHOE COCHMHEHHE INTAaHIH (COSIUHEHHOE CO
CTAIbHOH TPYOKOW) W BBITSHUTE COCIWHEHHUE OOOJIOYKM (COSAMHEHHOE C CHHEW O00OJOYKOM) st

0CBOOOXKICHUS CTEHT-Tpadra.
7.2 PexoMeHJAUMU MO YCTPAHEHHIO HEMCIIPABHOCTEI NMPH pa3BepThIBAHUM CTEHT-TpadTa

Ecnu B nporecce UMIIaHTaMK CTEHT-TpadTa, HECMOTPSI Ha IOBOPOT MEXaHU3Ma BEICBOOOXKACHUS 1O KpaiHero
MOJIOXKEHUS, MEXaHU3M MO3IHETO BBICBOOOXKACHUS Ha KOHUYECKOM KOHIIE HE OTKPBIBACTCS B HEMPEABUICHHBIX
CIly4asX, PeKOMEHIYeTCsl IPUMEHHUTD CIEAYIOLINE MEPBIL:

a. Yoemurech, yTo (PUKCATOp MOBEPHYT B KpaliHee MOJIOKEHHE (B CTOPOHY O00JIOUKH) U yACPIKUBAETCS B STOM
MOJIOKEHUM B TEUEHHUE HEKOTOpPOoro BpeMeHH. Ecimm creHT-rpadT mo-mpekHeMy HE pa3BOpadMBacTCs,
cIIerka IpofBUHETE WM OTTSHHUTE CHCTEMY JOCTaBKH (ONepaIiio HeoOXOAHMMO ITPOBOIUTE OCTOPOKHO ITO]
koHTponeM JICA, 4ToOBI IpeROTBpPaTUTh MHUTPAUIO CTEHT-TpadTa) M HaOMIOmaiTe 3a pa3BepTHIBAHUEM
KOHHYECKOTO KOHIIA;

6. Ilon xontposnem JICA 0OCTOpOXHO MOBEPHUTE MEXaHWU3M BbICBOOOXKJECHMS B OOpaTHOM HaNpaBlICHUU B
HCXOIHOE TIOJIOKEHNE. VICTIONB3yiHTe MaCTHYHBIN MM TONY3TaCTHIHBIA a0pTaIbHBIA OaIOH, pa3BepHATE
0ayIoH B OCHOBHOM CETMEHTE abJOMHMHANBHOTO aopTaJbHOr0 OM(YPKAIMOHHOTO CTEHT-Tpadra,
3aUKCUpYHTE CTEHT-rpadT, a 3areM IOBTOPHO IOMNBITAUTECh BBICBOOOAUTH MPOKCHUMANBHBIA CErMEHT
creHT-TpadTa 63 IMOKPHITHS B COOTBETCTBHH C ITYHKTOM 6) pasmena 5.2;

B. BBemure 3axBarelBaroliee yCTPOMCTBO 4epe3 BEPXHUU JOCTYI, IMONBITAWNTECh 3aXBATUTh KOHWYECKUHI
HAKOHEUHUK CHCTEMBl JOCTaBKH, IOBEpHHUTE (PUKCATOp CHCTEMBI JOCTaBKH B KpailHee monoxeHue (B
CTOpPOHY 000704KH), 3aQUKCHPYHTE 3axBal CHCTEMBI JOCTAaBKH W OCTOPOXKHO MOTSHHTE KOHWYECKHH
HAKOHEYHUK C IIOMOIIBIO 3aXBAaTBIBAIOLIETO YCTPONCTBA, YTOOBI OONErdUTH CcpabaTbIBaHHE MEXaHH3Ma

IO3IHETO BBEICBOO OXJICHUS.

HpnMeanHe: HpI/IBCILCHHI)Ie BBIIIE PEKOMEHAAIIMKU UCITOJIB3YIOTCA NCKIIIOYUTEIIBHO B KAY€CTBE OKCTPCHHBIX MEP B
HECTAaHIAPTHBIX CUTyalusAX U HC MOI'YT 3aMCHUTD HpO(beCCI/IOHaJ'ILHOC CYyXXKOCHUC Bpaqeﬁ. Brmonnenue

BEIIICYKa3aHHBIX IEHCTBUH HE CIeAYyeT IMpeIIpUHIMATh IPH HOPMAIEHOM BBICBOOOXKICHUH CTEHT -TpadTa.

7.3 PexoMeHanuu 1o BeieHUI0 NAIHEHTOB IPH IJIOXOM NPUHJIETaHUU CTeHTa-Fpaq)Ta K CT€HKe COCyaa Win

snaoyreuke | wmm 111 Tuma

INocie BBICBOOOXKACHUS CTEHT-TpadTa OATIOHBI COOTBETCTBYIOIINX COBMECTUMBIX Pa3MEPOB MOKHO BEIOOPOUHO
JOCTaBHUTh K IIPOKCHMAIIbHOMY CEI'MEHTY O0CHOBHOT'O OM()ypKallMOHHOTO CTEHT-TpadTa, K MECTY COSAMHEHHNS BETBH
On(ypKaOHHOTO CTEHT-TpaTa M YUIMHUTEIBHOIO CTEHT-TpadTa, a TAkKe K JUCTAIbHOMY KOHITY YAIHHHUTEIHHOTO
creHT-TpadTa. BamIoOHBI MOKHO PaCIIMPUTH A0 Pa3MEPOB KPOBEHOCHBIX COCYIOB, YTOOBI OOJIETYNTH NPHUJICTaHNe
CTEeHT-TpaTa K CTEHKE COCYyAa U CTaOUIN3UPOBATh €ro.

VYTeuky Ha MPOKCUMANbHOM UM JUCTAIbHOM KOHIIE CTEHTA UJIM B MECTE COEUHEHUS MOXKHO YCTPAHUTh IIyTEM
MPIJIETaHHSI K CTEHKE COCY/a C MOMOIIBI0 OaIOHa, OMHAKO €CIN YTeUKa SBJIAETCS CEPhE3HON U HE MOXKET OBITh

YCTpaHC€Ha MYTEM paClIuPEHUA 6a.]'IJ'IOHOM, €€ MOXXHO YCTPAaHUTD ITYTEM I[O6aBJ'ICHI/ISI YAJIUHUTEIIBHOTO CTCHTA K YK€
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YCTaHOBJICHHOMY CTEHT-TpadTy.

IIpumeyanne: /17151 BRITOTHEHUS BCEX ONEPAINi oOparmaiiTech K HHCTPYKIINH 110 IPUMEHEHHIO H3AEIH.

8

Bo3Mo:KHBIE He:KeJlaTeJdbHble IBJIEHUS

K IIOTCHIO U AJIbHBIM HEXKCJIATCIIbHBIM SIBJICHUAM, CBA3aHHBIM C MU CIIOJIB30BAHUEM CUCTEMBI CTCHTOB YUranOSTM AB,

IE u AE, oTHOCSTCS, TOMUMO TIPOYETO, CIEAYIOIIHE:

YBenmMueHne aHeBPU3MBI
Pa3pbiB aneBpu3MBI
TpomM603 mim TpoMO03 COCyNOB
[MoBpexnenue aprepuu
[Nepdoparust aprepun
ApTeproBeHO3Has prCcTyIa
KpoBoreuenune, reMaromMa MM KOAryJionarus
CepaeuHasi HeJJOCTaTOYHOCTE/UH(PAPKT MHOKap/a
HeobxoanMocTh XHpypridecKoro BMeNIareIbCTBa
Orex
CexcyanmbHast T COYHKITHST
HNudexnun
HOBpe)K)ICHI/IH HCPBOB, JIOKAJbHBIC MKW CUCTEMHBIC TTOBPCKIACHUSA (HaHpI/IMep,
naparapes)
HexenarenpHbIe SIBICHUS CO CTOPOHBI JIETKHX
Hapymenne ¢GpyHKINY IOYEK WM TIOYEYHAS HEOCTaTOYHOCTh
Wudekuus paHbl U CBs3aHHBIE C HEW OCIOKHEHUS
Alieprudeckas peakuus
OcCnoXHEHUS, CBI3aHHBIE C aHECTE3UeH
Aputmus
OCnOXHEHHSI CO CTOPOHBI KHIIICYHUKA
OMbommst
MexpebepHast 6016
ok
Hekpo3s Tkanen
OcnoxxHeHHs B 00JIACTH PaHBI U CBSI3aHHBIC C HUMH IO CIISTYIOIINE TPOOISMEI
Cmepth
HexenarensHble SBICHNUS, CBI3aHHBIE C YCTPOMCTBOM, BKIFOUAOT, IIOMUMO ITPOYETO:
¢ TpynHOoCTH NpH BBEJAEHUU U U3BJICUEHUU
¢ [Ipobnemsl ¢ pa3BepThIBAHUEM
¢ HeBO3MOXXHOCTB pa3BepPTHIBAHUS
¢ Herounoe pa3smenieHue
* DHAOoyTeuKa
¢ Murpauus creHTa
¢ Ilepenom creHTa
¢ Pa3peiB marepuana rpadra
* Dposus
¢ Tpom003 mim dMO0NM3aIKs CTEHTa
¢ Pacmmpenue creHT-rpadTa

¢ Ckpy4yuBaHH€ WK Tieperud creHT-rpadTa

UHCYIIBT,

TaparuIerus,

IMpumeuanue: O J1II000M cepbe3HOM MHIIHAEHTE I0Jb30BaTe]b HJIH NANMEHT T0KHBI coo0muTh B Kommanuio Lifetech mo
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anpecyquality@lifetechmed.com , a Tak:ke MecTHOMY TOproBomy npenacrasurento Lifetech u B Bam MecTHbIII KoMneTe HTHbII
oprau (CA).
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9 Pe3roMe KJIMHHUYECKUX JAHHBIX

9.1 Pe3oMe KIMHUYECKOr0 uccaeaosanusa B Kurae

B 2018 rony xommanus Lifetech nposena B Kurae ximHu4eckoe uccieT0BaHUE C IENBIO OICHKH O€30MaCHOCTH U
3 (PEKTUBHOCTH CHCTEMBI CTEHT-rpadTa Uil OpPIOMIHOM aopThl YUranos™ Mpd 9SHIOBACKYISPHOM JIEYEHHH
nH(ppapeHaIbHBIX aHEBPU3M OPIOMIHON aopThl. MccnenoBanue mpoBOAUIIOCH IO TPOCHEKTHBHOMY, MHOTOIICHTPOBOMY,
OIHOTPYIIIOBOMY JIM3aifHY C HCIOIb30BaHHEeM 00beKTHBHBIX KpuTepres 3¢ dexkrusHoctu (OPC).
[lepBuuHas kOHe4YHas TOUKA OE30MAaCHOCTH:
e UYacrora cepbe3HbIX HexenarenbHbIX sBieHnil (MAE) uepes 30 aueii mocie omnepamuu.
e K MAE orHOcaTCs cMepTh OT JIOOBIX NPUYHMH, HH(PAPKT MHUOKapAa, IO4YeyHas HeJ0CTaTO4YHOCTbD,
JBIXaTeNIbHas HeI0CTaTOYHOCT b, ApaIuIerus, UHCYJIbT U KUIIEYHAS HIIEMHUSL.
A TiepBUYHAs KOHEYHAs TOYKa d3P(PEKTHUBHOCTH:
e [lokazarenp yCHEUIHOCTH JICUEHHs aHEBPU3MBI OpromHoi aopThl (ABA) yepe3 12 mecsieB mocnie onepauuu.
e VYcmex JEUYCHHS ONPENeiseTcs Kak HEMEMJICHHBIH TEXHHYECKHH YCIeX, YBEIMYEHHE MaKCHMalbHOTO
muameTpa AAA < 5 MM uepe3 12 mecsieB mocne Onepanuy 10 CPaBHEHUIO C II0Ka3aTelsIMHU O OlepaluHy,
cMerieHne creHT-rpadgra < 10 MM gepe3 12 MecsmeB mocie ONepanyy M0 CPaBHEHHIO C ITOKA3aTeIsIMHU 10
BBIITUCKH, OTCyTCTBUE 3HA0yTeukH | mmu |11 Tima, Tpebyromeit nanpHeinero BMenareIbCcTBa, WK pa3phiBa
AAA depe3 12 MecsIieB 1mocie oneparuu.
B uccnenoBannm mpuHsM ydactue 22 meHTpa. B mccremoBaHme OBUIO BKIIIOUEHO 156 MalMeHTOB CO CPeTHHM
Bo3pactoM 68,91 + 6,90 set, u3 Kotopsix 87,82 % cocramsim myxaunst (N = 137) u 12,18 % — xenumnsl (N = 19).
Kak monnas ananuruueckas Beioopka (FAS), Tak 1 BeiOOpka 6e3omacHocTd (SS) BKIoUanu Bcex 156 BKIIIOUCHHBIX B
uccienoBanue manueHToB. Cpean HUX y 12 y4acTHHKOB OTCYTCTBOBAJIM [aHHBIC II0 MEPBUYHOMY KPUTEPHUIO
s dextuBHOCTH: 10 OBUM yTpadeHbl PU HAOIOACHUN Ha 12-MeCsIYHOM IO CIICOnepalMOHHOM BH3HUTE, a 2 TPOIILIH
12-Me cUHBIA BU3WT, HO HE MPOILUIH KOMIBIOTEpHYIO ToMorpaduueckyto anruorpaduio (KTA), kak Toro TpeGoBai
MIPOTOKOJ, B pe3ylbTare 4Yero MepBUYHBIA KpuTepuil 3(PeKTUBHOCTH OKazajicd He MOAAAIIIMMC OueHke. Takum
obpazom, Habop «Ilo mporokoiy» (PPS) Brimtouan 144 cioyvast.
B rpynne FAS onuH manueHT He JOCTHT HEMEAJICHHOTO TEXHUYECKOro ycrexa M3-3a TOro, 4T0 CUCTEMa JOCTaBKU HE
CMOINIa JTOCTUYh 3aJaHHOrO MoiokeHUs. COOTBETCTBEHHO, IMOKAa3aTell HEMEJICHHOTO TEXHHUYECKOIo Yyclexa B
rpynnax FAS u PPS cocraBrnmm 99,36 % (155/156) u 100 % (144/144) coOoTBETCTBEHHO.
Yro KacaeTcs MEPBUYHON KOHEYHOW TOUKH 3((deKTuBHOCTU (MOKA3arellb yCHEIHOCTH JedeHuss AAA gepes 12
MECSIEB TIOCIIE OlEpaliK), y 6 MalHeHToB Yepe3 12 Mecsles mocie onepanuu Haomoganack supoyredxa /111 tuma,
nmorpeboBaBIIas JalbHEHIIEro BMemareapcTBa. Yepes 12 MecseB mocie ornepannuy He ObIJIO OTMEUEHO YBEIHMUCHHUS
MaKCUMaJlbHOro nuameTpa AAA Oojiee yeM Ha 5 MM, HE TIPOM3OILIO CMEIIEHUs cTeHTa Oonee yeMm Ha 10 MM (1o
CPaBHEHHIO C M3MEPEHUSIMH, BBITOJHEHHBIMU J0 BBIIUCKH), & TaKXKe HE OBUIO 3apETUCTPUPOBAHO CIy4aeB pa3pbiBa
aHEBPU3MEI uepe3 12 MecsieB nocie onepanuy. Takum 06pa3oM, depe3 12 MecsIeB Mociie olepanuy ycIeX JeIeHUs
Ob1 mocTUTHYT B 138 cirydasx, 4TO MpHUBENO K IOKAa3areio ycrmemmHoctu JyedeHus 88,5 % (138/156, 95 % JAU:
83,5 %-93,5 %) B rpynmne FAS u 95,8 % (138/144, 95% AW: 91,2%-98,3%) B rpynne PPS. CpaBHeHUe mOKa3areJst
VCIEIIHOCTH JIedeHHss Yepe3 12 MecsmeB Iocle omnepandd ¢ KoHTpoinbHoM rpymmoii  (OPC)  (80%)
MIPOAEMOHCTPUPOBAJIO CTATUCTUYECKYIO 3HauuMocTh (Z = 4,7500, P = 0,0001).
Uro kacaeTcs IepBUYHON KOHEYHOH ToukH Oe3onacHocTH (dacrora MAE B teuenne 30 aHeid nmocne omnepanuun), y 2
nanueHToB pasBwinck MAE B Teuennme 30 mHe# mocie omepanuy, a MMEHHO: CMEPTHOCTh OT BCEX MPHYHH,
CBSI3aHHASI C MIEMUYICCKON OOJIC3HBIO CEP/IIla, M KUIIICYHAsi HEMPOXOAMMOCTh, 4TO IPHBENo K wacrore 1,28 % (2/156,
95 % AU: 0-3,05 %) B rpynne SS. Yacrora MAE B Teuenue 30 aHeil mocie omepanuu Oblla CONOCTaBICHA C
koHTponbHOU rpynmoit (OPC) 20 %, u pe3yasrar mpoIeMOH CTPUPOBAJ CTATUCTHYESCKYIO 3HAYMMOCTh (Z = -5,8447, P

< 0,0001). Yacrora nepuonepaloOHHBIX OCIOKHEHUH, CBA3aHHBIX C PONAMHM, U OCTPOH MILNEMUU KOHEYHOCTEH
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cocraswmia 0,00 % (0/156).

TpOC MMallMeHTOB CKOHYAIMCh BCICACTBHE HIIEMHUYECKOU Oole3Hu cepana, KHUIIIEYHOMN HETIPpOXOAUMOCTH H
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METacTa3oB B KOCTH, B pe3ylbTare 4ero oomias jJeTanbHOCTh cocTaBuiua 2,0 % (3/154) uepe3 6 mecsmeB mocie
OIepanyy; ABa caydas ObUIM yTpadeHbl IpH HabmoaeHnu. ONUH MAIMEeHT CKOHYAJICS OT PakKa JITKUX B MEPHOI OT
180 mo 360 mmell mocne omepanuu, B pe3ydbTare Yero obmias JIeTaabHOCTh cocraBmia 2,6 % (4/153) uepes 12
MECAIEB MOCTE ONepaluy, MPH 3TOM TPU IMANHMEHTa ObUIM yTpadeHBl NpH HabmogeHHH. CMepTh 3THUX YeThIpeX
MAIMEHTOB He ObIIa CBs3aHa C UCCIIEAYSMbIM YCTPOHCTBOM.

CMepTHOCTH, CBS3aHHOM C aHEBPU3MOW, He HaOmonanock HU 4yepe3 180, Hu uepe3 360 mneit mocne ormeparuu. He
OBUIO 3apETHCTPHPOBAHO HUKAKUX CEPHE3HBIX HEXETATEIBHBIX SIBJICHNH, CBA3aHHBIX C HCCIETYyeMBIM YCTPOWCTBOM.
Hu depe3 6, Hu yepe3 12 MecsleB MOCIe ONEpaluy He HaOMIOAaOCh OCIOKHEHHH, CBA3aHHBIX C YCTPOMCTBOM,
TaKMX KaK MUTPAUs CTCHTA, IEPEXO K OTKPHITON XUPYPriH UK TOBTOPHOE BMEIIATEIIbCTBO.

JlaHHOEe WCCIeOoBaHUE TIPOAEMOHCTPHPOBATO S(PQPEKTUBHOCTE M O€30MacHOCTh CHCTEMBI CTEHT-TpadTa UL
OprouIHoi aopThl YUranos™ mpH JIeYeHHH TAMEHTOB ¢ MH(pPAPEHATLHBIME aHEBPHU3MaMU OPIOIIHOM aopThl. [leproxn
HaOMoJieHNs B paMKax JaHHOTO MCCIIEIOBaHUS COCTABIISIET MATH JIET € IEJIbI0 OLEHKU JTOJITOCPOYHON 0€30MacHOCTH
n 3¢ddexruBHOCTH ycTpoiicTBa. OOHOBJICHHBIE KIIMHUYECKHE PE3YJbTaTbl OYIyT OIMYyOJMKOBAHBI IO 3aBEPIICHHUH

reprosa HabJIFoICHUSI.

10 IlpenympexaeHusi H Mepbl NPEAOCTOPOKHOCTH

10.1 OO6mme mpexynpesKaeHust

e BHUMarenpHO NPOYTUTE BCe HHCTPYKIMU. Hecobmoaenne HHCTPYKIMY 10 IPUMEHEHHIO MOXKET IIPUBECTH K
CepPbE3HBIM TPAaBMaM IaLUEHTOB.

e JlaHHBII MPONYKT (BKIIIOYAS CTEHT-TPA(T U CHCTEMY JTOCTABKH) SBJISACTCS OMHOPA30BBIM M HE MOJICKUT
MTOBTOPHOMY HCIIOJIb30BAHHIO ITOCIIE CTEPUIIM3alUuU MM 1€3UH(DEKIHH.

e Ilepen ucronb30BaHUEM IIPOBEPETE, HE IOBPEXKIACHA JIM CTEPUIIbHAS YITaKOBKA U HE ObljIa JIM OHA CIIy4aiHO
BckphiTa. Ecim na, HE UCIOJIb3YUTE TTOBPEXX/ICHHBIE UITH BCKPHIThIE ymakoBKu. [loxamyiicra, cnenyiite
MECTHBIM IIpaBUJIaM MJIHM [IpaBUJiaM Ballei OOJbHULIBI IPU PELIEHUH MOAOOHBIX CUTYaI[UH.

e He ucnons3yiite uznenue, €Ciy CTEPHIIbHbIA aKeT MOBPEXKICH KAKUM-JIHO0 00pa3oM.

e [lepen ucmonb30BaHHEM BHUMATEILHO IPOBEPhTE U3zeiue. Eciin 00HapyKeHbI TOBPEXK ICHUS I Bpadu
CYUTAIOT, YTO UMEIOTCS KaKue-1100 mpoOsieMbl, BIUSIOIINE Ha 0€301acHOCTh M CIOJIb30BaHUs, MOXKaAIyHCTa,
HE HCIONb3yiTe ero. B Takoil cuTyauuu cneayiiTe npaBuiaM, IeHCTBYIOLUIMM B BallleM PETHOHE UITH B
OOJIBHHULIE.

e Uro kacaeTcs 0e30macHON YTUIM3AMK U3IEIHS UM €r0 YIIaKOBKH, IOKaJIyiCcTa, ClelylTe IpaBuiIaMm,
JIEHCTBYIOIINM B BallleM PErHoHe UK B OOJBHULIE.

e JlaHHOE M3aenHe IperHa3HaueHO HCKIIOYUTENBHO [T M CIIOIB30BaHMs BpadaMy, 00IaTaloNIMMH HaBBIKaMH
MIPOBEICHHUS SHJ0BACKYIISIPHBIX HHTEPBEHIIMOHHBIX MPOIeYp (B TOM YHCIIE MPOIIEAIIUMEI 00ydeHHE IO
MPUMEHEHUIO TaHHOTO U3ICIIH).

e Jlomrocpo4uHas 3p(PEeKTHBHOCTE U 0€30MaCHOCTh 3HAOBACKY/IPHOH SKCKITIO3UH rpadTa He yCTaHOBIEHBL. Bee
MAIMECHTHI, KOTOPBIM MPOBEACHA SHOBACKYIIIpHAs SKCKIIO3Us rpadTa, TOJHKHBI IPOXOIUTH TOJTOCPOIHOE
HaOMIOZICHHE JIS1 OIICHKH WX 30POBbS U COCTOSIHUS CTEHTAa-TPAHCILIAHTATa.

e Jlocie UCONb30BaHUS YTUIIM3UPYHTE U3IEHSI U YIAKOBKY B COOTBETCTBHH C IOJUTUKOI OOJIBHUILIBI,
HOPMAaTHUBHBIMHU aKTaMH W TPeOOBAaHHUSIMU MECTHBIX OPTaHOB BIIACTH.

e CTEPWJIbHBIN — HE ITOJBEPTATH IIOBTOPHOM CTEPMJIN3ALIMN — TOJIBKO JIJI5
O/JHOPA30OBOI'O UCTIOJIb3OBAHMU . He ucnonb3yiiTe MOBTOPHO, HE MOABEPTaiiTe TOBTOPHOM
00paboTKe U He cTepui3yiiTe moBTOpHO. [IOBTOpHOE HCIONIb30BaHKE, TOBTOPHAsE 00padOTKa HITH TOBTOPHAS
CTEpPHIIU3AIUSl MOTYT HapYIIUTh CTPYKTYPHYIO 1[EJIOCTHOCTh U3ENHNs U/WUIIA IPUBECTH K €T0 OTKa3y, 4To, B

CBOIO OU€pe€ab, MOXCT CTAarb HpH'—IHHOﬁ TpaBMBblI, 3a00JICBaHMS MU CMEPTHU MMallUCHTA.

10.2 TpeGoBanus K 0TOOPY NAIMEHTOB, JeUEHUIO H HAGIIONEHIIO
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KimmHanyeckue ucciaemoBaHus MOKa3ald, YTO HEHAUICKANMH OTOOp MAallMeHTOB MOXKET CHU3WTh KIMHUYECKUN

spderr medeHHs, NaKe MPUBECTH K HEymaye OSHIOBACKYISIPHOIO JICUSHHS, YTO IOTPEOYEeT XHPYPrHIECKOTO

BMCHIATCJILCTBA U ITIOBBICUT PUCK HEKEJIATCIIbHBIX SIBJICHUM.

[epen onepanueld HEOOXOAMMO OIIEHUTH COCTOSHUE MAITUEHTA, BKIIFOUasi CEPACYHYIO
HEI0CTaTOYHOCTh/UH(DAPKT, HeXKeNareIbHbIC SBICHHS CO CTOPOHBI JISTKUX, OTEKH M ITOYCUHYIO
HEI0CTAaTOYHOCTb.

[Nocne nMIUTaHTAIIMK CTEHT-TpadTa BCeX MAUEHTOB HEOOXOAMMO PETYSPHO KOHTPOIHPOBATh Ha IPEAMET
COCTOSIHUS CTeHT-rpadTa (BKJI0Yast SHAOYTCUKY, MUTPALMIO, H3MEHEHHSI (POPMBI M TTOJIOKEHHUS, paCIIUPEHHE
AQHEBPU3MBI U T. JI.) HE PEXKE OTHOTO Pa3a B TOJ C TOMOIIBI0 PEHTTEHOTPapHH HITH KOMITBIOTEPHOM
TOMOTpaduu C KOHTPACTUPOBAHUEM U O€3 HETo.

Cyl1iecTByeT pUCK TPOJOIDKAIOIIEr0Csl PACIIMPEHIS] aHEBPU3MBI HIIM Pa3BUTHSI IPYTrUX 3a00JIeBaHU B MECTE
YCTaHOBKH CTEHT-TpadTa mocje ero MMIUIaHTalluH|, YTO TPpeOyeT MOBTOPHON HHTEPBEHIIMOHHOH ONepaIiuu
WJIM OTKPBITOTO XUPYPrHUYECKOro BMeniareibcTBa. CoxpaHsIolee sl paciiipeHrue aHeBPU3MbI HITH yTeUKa
MOTYT MPUBECTU K Pa3pbIBy aHEBPU3MEI.

[TanimeHTam ¢ MHEKITUEH MOCIie HMITIAHTAIlUN YCTPOH CTBA TpeOyeTcs JicueHHe aHTHONOTHKAMH.

Bo Bpems UMITIaHTaIIUK CTEHT-Tpad)Ta HITH IOBTOPHOTO BMEIIATEILCTBA HEOOXOMUMO HAIMYHE JCKYPHOH
Opurazbl COCYNUCTHIX XUPYPTOB JJIsl OIIEPATUBHOTO IPOBEIEHUS OTKPHITOM ONepalyy NallueHTaM B ciydae
HEeyJa4H BMEIIaTeIhCTBa.

Pasmep u Gpopma cocynos JocTymna J0HKHBI COOTBETCTBOBATH OOIIUM IMPHHITUIIAM HHTEPBEHIIMOHH O
oIepalry U COOTBETCTBOBATh pa3Mepy 0O0IOUKH CHCTEMBI JI0CTaBKU CTeHTa. Upe3sMepHO H3BUTHIE
KPOBEHOCHBIE COCY/IbI ITOBBIIIAIOT PHCK BO BPeMs IOCTABKU M BBICBOOOXKICHUS CTEHTA, a TAKKE U3BJICUCHHUS
CHCTEMBI JIOCTABKH, YBEIMYUBAIOT CJIOKHOCTD ONEpalliy U IaKe MOT'YT MPHUBECTH K €€ Heymade.
3HauMTebHAS UK UPKYISIPHAs KaTbIIH(UKAIIMS WM HACTCHHBIM TPOMO B IIpeiesiaX Je4eOHOro yqacTka
MOT'YT HETaTHBHO MOBIUATH HA MPOXOIUMOCTh YCTPOHCTBA

[TponyKTHI CHCTEMBI CTEHTOB Yuranos™ AB, IE u AE He PEKOMEHYIOTCsI JIJIsl TAIIMEHTOB C MAacCcol Tela
6oinee 150 KT, MOCKOJIBKY OKHPEHHE MOKET CHU3UTh TOYHOCTH PE3yJIBTaToB HHU(POBOH CyOTpaKIIMOHHOMH
anruorpapuu (DSA).

V nmanueHToB ¢ CHCTEMHON MH()EKIIMEH MOBBIIIEH PUCK PA3BUTHS HHPEKIIUU TIOCIIE BHYTPH COCY/IU CTOM
MMILTAHTALMU CTEHTA.

V nmanueHToB ¢ HapyIIEHUSIMUA CBEPTHIBAEMOCTH KPOBHU TOBBIIIEH PUCK 3HIOYTEYKH U KPOBOTEUCHUS MTOCIIC

HUMILJIaHTalu CTCHTA.

besomacHocTh u 3(1)(1)6KTI/IBHOCTB rpa(l)Ta CTCHTA 6pIOIHH0171 A0PThI HE OLUCHUBAIMCH Yy CICAYIOINX MAalUCHTOB!

10.3

[TanMeHThI ¢ TpaBMaTM4eCKUM IOpaKEHUEM a0PThI

[TarueHTh! ¢ HApYLIEHUSIMU CBEPTHIBAEMOCTH KPOBU

[TanMeHTHI ¢ HAacIeICTBEHHBIMU HapyIICHUAMH COSAMHUTEIBHOM TKaHU (HampuMmep, CHHIpoM Mapdana,
cuHApOMBI Dnepca-Jlannoca)

[ManMeHThI ¢ aHeBPU3MOil OPIOIIHOW a0pTHI, CTpajarolIre 3ad0IeBaHeM IPYIHOW a0pThI

[TanMeHTHI ¢ OCTPO cHCTEMHON HH(EKITHEH

BepemeHHbIe 1IN KOPMSALIUE JKEHIINHBI

[TarueHThI ¢ aToJIOTHYECKUM OXKUPEHUEM

[MTartmenTsr Mosoxe 18 et

IlanueHTsI ¢ OXKUIaeMOU MNPOAOJDKUTEIIbHOCTBIO )KU3HU MEHEC OAHOTO roaa

Mepbl IPeAOCTOPOKHOCTH IPH UMILJIAHTALIMA CTEHT-rpadTa

Bo BpeMA UMIIJIAHTAUU CTCHTA CJIICAYCT MPOBOAUTDH aHTHUKOAr' YIAHTHYIO TE€pAIiO B COOTBETCTBHHU C
PEKOMCH JallusIMU J1Ie9e0HOr0 YUYPECKIACHUA UK Bpa4da. Ecmu Yy NarnureHTOB Ha6J'IIOJIaeTCH AJJICPrus Ha rénapul,
CJIIEAYCT PaCCMOTPETH BO3ZMOXXHOCTD IPUMCHCHU A APYTUX MMOAXOAAIINX aHTUKOATI'YJIAHTOB,

C LEJIbIO CHMIKCHUS PUCKA 3arpsA3HCHUSA U3ICTINA U nocne):[yfou_[ef/i I/IH(I)CKI_II/II/I BpeMs MEXKAY CHATHEM
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MHCTPYKIMSA 110 NPUMEHEHUIO cUCTeMBI cTeHToB Yuranos™ AB, IE u AE

CTEepUIN3AIOHHOr0 0apbepa U UMILIAHTAMEH CTEHTA CIEAYeT COKPATUTh HACKOJIBKO 3TO BOBMOXHO;

e B mponecce BBeJeHUS CUCTEMBI JOCTaBKH HEOOXOIMMO YIeP)KHBATh TPOBOTHUK B HY)KHOM IIOJIOXKEHHH;

e He cru6aiite 000104Ky CHCTEMBI JOCTaBKH, HHAYE CHCTEMA JI0CTABKH U/HIIM CTCHT-TpadT MOT'YT OBITH
TIOBPEX/ICHBI,

e Bo Bpems BBeJeHHUS U JOCTAaBKH CHCTEMBI JJOCTaBKHU, BEICBOOOXKJICHHUS CTEHT-Tpad)Ta U U3BIEUEHHS CHCTEMBI
JIOCTaBKH HEeOOXOIMMO HCI0JIb30Bark 000pyRoBaHue Ut LU(PPOBOit cyoTpakunoHHoi aHruorpapuu (DSA)
JUUIST HaOJTIOCH S,

e Bo BpeMs UMITaHTALUK CTEHTA CIIEYeT HCIOJIB30BaTh KOHTPACTHOE BELIECTBO, YTO MTOBBIIIAET PUCK
TIOCIICOTIEPATIOHHON TOYEUHOH HEOCTAaTOYHOCTH Y AEHTOB C TOYEYHON HEIOCTaTOYHOCTEIO;

e [Ipu ncnonp3oBaHNHM OAJUTOHHBIX KaTeTEPOB HE CIEAYET UPE3MEPHO pa3nyBaTh X UIM Pa3LyBarh 3a
npeaenamu rpadra. CobmoaaiiTe Bce HHCTPYKIUM IPOU3BOAUTEIS 110 SKCILTyaTal[Ul KaTeTepOB;

e Ecmm mis KOppeKTHPOBKH TTOJIOXKEHUS CTEHT-TpadTa HEOOXOONMO MOBEPHYTH CHCTEMY JIOCTaBKH, €€ CIIeIyeT
MOBOPaYMBaTh IENHKOM. [I0BOPOT BO3MOMKEH TOJIBKO [0 TTOJHOTO BEICBOOOXKIeHHs cTeHT-Tpadra. [Tocne
Hayaja pa3BepThIBAHUS CTEHT-TpadTa IOBOPOT CHCTEMBI JOCTaBKU HEBO3MOXEH. Haxo/s1ch B U3BUTOM
KPOBEHOCHOM COCYIIE, 000JI09Ka MOXKET He TOBOPaIMBAThCA BMECTE C BPAIIAIONINMCS 3aXBaroM. B atom
CcIydae HeoOXOOMMO PacCMOTPETh BO3MOKHOCTH BEIBOZIA 00OJIOYKH B OTHOCHTENBHO MIPSIMOM y4acTOK cOCy/a,
a 3areM IONBITAThCA IOBEPHYTH €€;

e HenpasnipHOE MONOXKEHHE IIPH BHICBOOOKACHIH CTEHT-TpadTa MOKET IIPHUBECTH K SHAOYTEUKE HITH
3aKyIIOPKE COCY/a BCIIEACTBHE MUTPAIIH;

e Henocrarounoe 3akpenieHue CTEHT-rpadTa MOBBIIIAET PHCK €r0 CMELICHNUS, a HEIPAaBUIBHBIN PeXUM
pa3BepPTHIBAHMS NIIM MUTPALHS CTEHTa MOT'YT IIOTPe0OBaTh XUPYPrHYECKOTO BMEIIATeNILCTBA;

e Bo Bpems BBeICHUS WM U3BJICIEHUS TPOBOIHIKA HIIM CHCTEMBbI JI0CTaBKH, €CJIM BO3HUKAeT HEHOpPMaJbHOe
COIPOTHUBIICHHE, TOXATYHCTa, 0CTAHOBUTE OMEPAINIO U YCTPAHUTE IPUIHHY OO0, IPEKAe YeM MPUCTYIIaTh
K CIeAyIolel onepanny;

e CreHT-rpadT HE CleyeT UCIOIb30BaTh I OJIOKMPOBAHHS KAKMX-TH00 COCYIHCTBIX BETBEH, CHAOXKAIOIIMX
KPOBBIO BHYTPEHHHUE OPTaHbl MM KOHEYHOCTH, 32 NCKITIOYEHHEM CITydaeB, KOT/a ero IIPUMEHEHHUE JOKa3aHo ¢

MEIUITMHCKOW TOYKH 3pCHU.

10.4 TlpenynpexaeHus o 6e30MacHOCTH U NpuMeHuMocTH npu MPT

BHeKIMHWYECKHE WCIBITaHUS TTOKA3aM, YTO CTEHT-TpadT OpIOmHOW aopTHl MOXHO 0€30IacHO CKaHHPOBATh Ha

crnenyronieM obopyarosanud MPT:

IIynkT Ycii0BMsE MATHUTHOTI'O OIS
HanpsxeHHOCTH cTarndyeckoro 3,0 recina
1,5 Tecna
MarHUTHOTO MOJIS
[IpocTpaHCTBEHHBIH TPaAUEHT 1700 T'/em
2000 I'c/em

MAarHuTHOI'O ITOJIA

MaxkcuManbHas CpeAHss yaenabHas
cxopocts nornomeHus (SAR) ams Beero 2,0 B1/kr mpu BU3yanu3anuyu B Te4eHHE 15 MUHYT

TCI1a

CornacHo pe3ynbTaraM HEKIMHUYECKUX UCIBITAHUMN, NpU Ucnonb3oBaHuy annaparos MPT ¢ marHutHeIM nonem 1,5
T u 3,0 Tn makcuManbHbIA cpequuil koaddunmenT mornomienus (SAR) mis Bcero Tena maruenTa cocrapiset 2,0
Brt/kr, a moKanbpHBIN pOCT TeMIeparypsl B obiactu rpadta He npessimaet 2 °C nmocne 15 MunyT Busyanusanuu. [Ipn
TaKUX YCIOBHUSIX OJHOCTOPOHHUH apTeakT W300paKCHHS, MHOIYYCHHOTO C MOMOIIBIO IOCIEAOBATEIBHOCTH
CIIMHOBOTO 3Xa, He mpeBblliaeT 20 MM, a OJHOCTOPOHHUH apTehaKkT H300pakeHMs, MOIYUYEHHOTO C IOMOLIBIO

MOCIIEIOBATEIFHOCTH TPAANSHTHOTO 3Xa, He TpeBbimaeT 20 MM.

11 HaOaroxenue
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MHCTPYKIMSA 110 NPUMEHEHUIO cUCTeMBI cTeHToB Yuranos™ AB, IE u AE

PexomenyeTcs mpoBOaUTh KIIMHUYECKOE Ha0mroieHne yepe3 24 gaca, | mecs, 3 mecsa, 6 Mecsiies, 12 mecsies u
24 mecsna nocne UMIUTaHTauy. [lepruon HaOMIONEHUS MOXKET OBITH CKOPPEKTUPOBAH B COOTBETCTBHH C COCTOSHUEM

Al ECHTOB.

MeToabl KOHTPOJIBLHOTO 06C/I€10BAHUSA

B 3aBucuMOCTM OT COCTOSIHMSI IIAlMEHTAa MOTYT IIPOBOAMTHCS MCCIEJOBAHUA KPOBU, PEHTICHOCKOMMS,
VABTPa3BYKOBOE HCCIICIOBAHUE, KOMIBIOTEpHAs ToMorpaguueckas anruorpadus, MPT wmm aururanbHas

cyOTpakuMoHHas aHTHorpadus.

IMoxa3zaresu KOHTPOJIBLHOTO 00C/I€10BAHUST

e Pasmep aHeBpU3MBI

e Tpombo03

e [lynbcanus aHEeBpU3MBI

e Murpanus creHT-rpapTa

e DHJOyTEYKa

e Jledopmanius Ui HCKpUBIIEHHE CTeHTa-TpadTa

e B ciydae BbIIBICHUS Y TALIUEHTOB CIEAYIOIIUX COCTOSHUHN B X0[€ HAOMIONEHUS MOKHO PACCMOTPETH
BO3MO)XHOCTh ITPOBEICHHSI TOBTOPHON MHTEPBEHIIMOHHON OMepalliy WK XUPYPrudecKoro JeueHus
> YBeIMYeHUE aHEeBPU3MBI O0Jiee 4eM Ha 5 MM
> Cepbesnblii sH0yTeuka tuna | u/wm tuma 11
> Coxpassromasics SHI0yTeUKa IPH JHIATa[IH aHEeBPU3MbI WK 0e3 Tuararum
> OHJO0yTeYKa, BRI3BAHHAS MUTpanueil creHT-rpadra

> PaspbIB uiam noBpexaeHue creHT-rpadra

12 Cpox rognoctu

Cucrema crentos Yuranos'™ AB, IE u AE crepuiin3syeTcs ¢ OMOIIBIO STHIEHOKCHA. Jlara M3rOTOBIIEHUS M CPOK
TOOHOCTH IPONYKTA yKa3aHBI Ha 3THKeTKe. Ha STHKeTKax MpOonyKTa yKa3aH CpOK 0e301acHOT0 HCIIOIb30BAHMS;
MPOAYKTHI C UCTEKIINM CPOKOM TOIHOCTH MCIIOJIb30Barh 3anpeniaercs. [Ipocsda ucnonb3oBars A0 AaThl UCTEUEHUS

CpOKa rogHocCTu, yKaSaHHOﬁ Ha OTUKETKE YITAKOBKH.

13 TpeOoBanusi K XpaHEeHHI0 H TPAHCIIOPTHPOBKE

ITpomykThl cucTeMbl cTeHToB-TpadToB Yuranos™ AB, IE u AE ciieiyeT XpaHuTb B YMCTOM, TIPOXJIATHOM MECTE TIPU
KOMHAaTHOW TeMIIeparype, 3alliias OT COJTHEYHOTO CBETA M BIIArH.

Bo Bpemst TpaHCIOPTUPOBKH CTPOTrO 3alpeliacTcsl CaBIuBarb, HAMOYATh WJIH MOJIBEPrarh MPOIYKTHI BO3AEH CTBUIO
COJIHEYHOTO CBETA; C HUMH CIIeyeT 00paIiarbcsi OCTOPOKHO.

Crent-rpadt Yuranos™) nius6pronHoii a0pThl U cHCTEMa JOCTaBKH HE JIOJKHBI KOHTAKTHPOBATH C OPraHHY€CKMMH

pacTBopuTeIsIMH (BKJIIOYAs CITUPT).

14 YnakoBka u MapKHPOBKA

[Iponyktel cucremsr crent-rpadgos Yuranos™ AB, IE u AE ynakoseBatorcs B j0oTku u3 [IDTT u repmeTnyno
3aKpBIBAIOTCS B JBYXCJIOWHBIC IaKeThl. 3areM IpPOAYKTHI CHCTEMBI CTEHT-TpadoB miust OudypKannoHHOTo
cTeHT-TpadTa A7 OpIONTHONW aOPTHI, CHCTEMBI CTEHT-Tpa(oOB IS YIIMHEHHUS A0PTHl U CHCTEMBI CTCHT-TpadoB IS
VAJIMHEHUS TTOAB3IONIHOTO KOMIIOHEHTa COOTBETCTBEHHO YITaKOBBIBAIOTCS BO BHEIIHIOI KOPOOKY C HHCTPYKIIUEH 11O
MPUMEHEHUIO U OIaHKOM 7 OOPATHON CBSI3U C KIIUCHTOM.

Ha sTHkeTkax yka3aHBl TEXHHYECKHE XapaKTEPHCTHKH H3ICINHs, J1ara W3TOTOBJICHHS (Jara CTePIIIM3AINN), CPOK

TOAHOCTHU, HOMEP MapTHH, ITPUX-KOA U3ACITINA, 3HAK CTCPUIIU3AIUN U T. 1.
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IlosicHenHs K CUMBOJIaM MIPUBEACHBI B Ta6J'II/IIIC HUXKE:

Cpok romHOCTH
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