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1 Medical devices name

Hydra aortic valve, in variations:

1 Hydra aortic valve HYDRAZ22, in composition:
» Hydra aortic valve HYDRA22 - 1pc;
» Patient Card - 1pc;
* Instruction for use - | pc.

2. Hydra aortic valve HYDRAZ26, in composition:
» Hydra aortic valve HYDRA26 - 1pc;
» Patient Card - 1pc;
* Instruction for use - 1 pc.

3. Hydra aortic valve HYDRA3O0, in composition:
* Hydra aortic valve HYDRA30 - 1pg;
» Patient Card —1 pc;
* Instruction for use - 1pc.

Hydra aortic valve transcatheter delivery system:
1. Hydra aortic valve delivery catheter (HYDRA 18F);
2. Hydra aortic valve loading system (HYDRA 18VLS), in composition of: funnel -  pc, funnel
cap —1 pc; tube —I pc, prong —1 pc, silicone ring - 1pc;
3. Instruction for use - 1pc.

2. General information

Aortic valve replacement (AVR) is the most common heart valve operation performed today. Two types
of valve prosthesis are used: biological and mechanical. Mechanical valves have evolved from the initial
ball and cage design with tilting disc valves, to the current generation of bi-leaflet valves. Biological
valves are of several types: bovine, pericardial or porcine valves, stented or stentless, homografts,
pulmonary autografts, and more recently, sutureless biological valves and autologous pericardial valves.
Vascular Innovations’ Hydra aortic valve prosthesis is designed to replace the native aortic heart valve
without open heart surgery and without concomitant surgical removal of the failed native valve.

The prosthesis is delivered in the native aortic valve through the aorta by a specific delivery catheter,
the Hydra Aortic Valve Delivery Catheter (AVDC).

The valve is safely loaded in the capsule of the delivery catheter by means of the Hydra Aortic Valve
Loading System (AVLS).
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3. Description

The valve is made of a support frame on which a skirt and leaflets are sewn with a PTFE suture thread.
The support frame is manufactured from Nitinol, which has self-expanding properties and is radiopaque.
The bioprosthesis is manufactured by suturing valve leaflets and a skirt from a single layer of bovine
pericardium into a tri-leaflet configuration.

Each valve is uniquely identified with a tag indicating its serial number and is supplied sterile in ajar

All Hydra aortic valve prostheses are delivered with the 18F delivery catheter. The valve is loaded in
the capsule of the delivery catheter using the 18F loading system. No other delivery system can be used
for delivering the valve.

The delivery catheter is compatible with a 0.035 in (0.889 mm) guide wire. The distal end of the system
features a tapered radiopaque tip and a handle at the proximal end. A stability catheter extends from the
handle, along the inside ofthe stability catheter is a 12F braided catheter which extends into a protective
capsule.

The bioprosthesis is loaded into the protective capsule which also has a radiopaque marker band at the
distal end. The AVDC comes with 14F Equivalent inline sheath for Hydra 22 81 26 and 15F Equivalent
inline sheath for Hydra 30.

The handle located at the proximal end of the catheter is used to load and deploy the bioprosthesis. The
handle includes a main knob for turning, to open and close the capsule and to facilitate bioprosthesis
deployment. The main knob turns counterclockwise to retract the capsule of delivery catheter for
deployment of the valve and clockwise to advance the capsule of delivery catheter for re-capturing (re-
sheathing) the valve.

Proximal to the main knob there is secondary knob with a safety lock, meant for smooth final release of
the valve. The handle also features 2 Unique color-coded indicators for deployment guidance.
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Schematic figure 1

The HYDRA Aortic Valve Loading System (AVLS) (Model HYDRA18VLS) compresses and facilitates
loading of the bioprosthesis into the delivery catheter. The AVLS is comprised of a funnel, funnel cap,

tube, prong and silicone rii

a) Silicone ring
b) Prong
c) Tube
d) Funnel
e) Funnel cap

4. Indication for use
The Hydra valve system is indicated for patients with severe degenerative aortic stenosis presenting a

high predictable operative mortality risk for surgical aortic valve replacement. The Hydra Valve

transcatheter aortic valve implantation necessitates valve replacement of the native aortic heart valve

without open heart surgery and without concomitant surgical removal of the failed native valve and
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presenting with femoral access vessels with diameters > 6 mm and anatomical dimensions of the aortic
annulus diameter between 18 mm to 27 mm,

Reference | Valve Size | Recommended for Aortic | Delivery Catheter | Valve Loading
Number Anaulus Diameter System
HYDRA22 22 mm 18-20 mm HYDRAI18F HYDRAI8VLS
HYDRA26 26 mm 20-24 mm HYDRAISF HYDRA18VLS
HYDRA30 30 mm 24-27 mm HYDRAI1SF HYDRAI18VLS

5. Indications

The Hydra Valve system is indicated for patients with severe degenerative aortic stenosis presenting a
high predictable operative mortality risk for surgical aortic valve replacement and therefore is referred
to transcatheter aortic valve implantation. The decision is based on the clinical judgment of the Heart
Team.

6. Contraindications
The Hydra aortic valve system is contraindicated for patients presenting with any of the following
conditions:
o known hypersensitivity or contraindication to aspirin, Heparin, Ticlopidine, Clopidogrel, Nitinol,
or sensitivity to contrast media
sepsis, including active endocarditis
recent myocardial infarction (< 30 days)
left ventricular or atrial thrombus by echocardiography
uncontrolled atrial fibrillation
mitral or tricuspid valvular insufficiency (> grade IT)
previous aottic valve replacement (mechanical or stented bioprosthetic)
patients with:
o vascular conditions that make endovascular access to the aortic valve not possible, OR
o symptomatic carotid or vertebral arterial narrowing (>70%) disease, OR
o abdominal or thoracic aortic aneurysm in the path of delivery system
. bleeding diathesis or coagulopathy, or patient refusing blood transfusion
. creatinine clearance < 20 mU/min

e pregnancy

7. Potential adverse events
Adverse events that may be associated with the use of the Hydra® System which include, but may not
be limited to, the following:
] access site complications (e.g., pain, bleeding, hematoma, etc.)
. acute coronary closure
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acute myocardial infarction

acute renal failure

allergic reaction to antiplatelet agents, contrast media, anesthesia, and valve components

ascending aorta trauma

arteriovenous fistula

bowel ischemia

cardiogenic shock

conduction system disturbances

coronary occlusion, obstruction, or vessel spasm (including acute coronary closure)

death

embolization

emergent balloon valvuloplasty

emergent percutaneous coronaiy intervention (PCI)

emergent surgery (e.g. coronary artery bypass, heart valve replacement)

hemorrhage requiring transfusion

hypotension or hypertension

infection

myocardial ischemia

mitral valve insufficiency

perforation of the myocardium or vessel

stroke, transient ischemic attack (TTA) or other neurological deficits

structural or nonstructural dysfunctions

thrombosis

tamponade

valve migration

vessel dissection or spasm

ventricular arrhythmias prosthetic valve dysfunction including, but not limited to, fracture;
bending (out-of-round configuration) of the valve frame; under-expansion of the valve frame;
calcification; pannus; leaflet wear, tear, prolapse, or retraction; poor valve coaptation; suture breaks or
disruption; leaks; mal-sizing (prosthesis-patient mismatch); malposition (either too high or too low) /
malplacement; regurgitation; stenosis

8. Principles of operation

The Hydra aortic valve prosthesis is delivered into the native valve with a specific delivery catheter
(AVDC) and is intended to replace it without removal. The Hydra aortic valve prosthesis is first loaded
into the deliver>' catheter by means of a specific loading system (AVLS).

The prong of the Hydra aortic valve loading system is attached to the three tentacles of the prosthesis
stent. The valve is slowly pulled into the tube by the funnel then loaded in the capsule of the delivery
catheter.
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The tentacles are carefully positioned and attached to the stent holder component of the delivery catheter.
The silicone ring is used to prevent any damage to the valve during the loading operation.

The native aortic valve site is then accessed through femoral approach.

Once the crimped prosthesis is in the correct position in the native valve, the user rotates the handle,
opening the capsule and relcasing/deploying the device.

After release, the capsule is closed before the delivery catheter is removed.

9. Individualization of treatment
The risks of long-term anticoagulation and/or antiplatelet therapy should be considered. Implanting a
bioprosthesis should generally be avoided in patients with any of the following conditions:
e ahighrisk of bleeding (e.g., patients with recently active gastritis or peptic ulcer disease)
e pre-existing morbid conditions
e severe aortic root angulation (angle between the plane of aortic valve annulus and horizontal
plane/vertebrae >70° for femoral access)

10. Instructions for use
10.1. Inspection Prior to Use
I. Carefully inspect the package before opening. Do not use after the expiry date, or if the
integrity of the sterile package has been compromised.
2. Remove the product from the protective package and visually check that it is free of defects.
Do not use if any defects are noted.

10.2. Hydra Valve Rinsing Procedure

1. Prepare four sterile bowls and fill them with sterile saline solution. Thrce bowls can have
room temperature saline (15-25°C). One larger bowl should have cold saline (0-8°C).

2. Remove the valve from the jar using a blunt tip forceps. Do not use the forceps to touch
any portion of the pericardium on the valve. NOTE: Outer surface of the box is non-sterile

3. Place the bio prosthesis in the first saline bowl. Remove the identification tag. Match the
serial number on the container with the serial number on the tag attached to the Hydra Valve
bioprosthesis. If they do not match, reject the prosthesis, and use a new one.

4. Flush the Hydra Aortic valve in the saline solution by gently agitating the valve in the
solution for 90 seconds. This is to ensure that the glutaraldehyde storage solution is
completely rinsed off the bioprosthesis.

5. Perform the procedure mentioned in above point 4 in the second and third bowls, flushing
the valve by total of three times for 90 seconds each time.

6. Place the valve in the fourth bowl containing sterile saline (temperature 0-8°C) until it is
ready to be loaded into the Hydra Aortic Valve Delivery Catheter (AVDC).

7. Ensure that the saline solution in the first three bowls is disposed of and is not used for any
purpose.
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10.3. Preparation of the Delivery Catheter and Valve Loading System

1. Open new Hydra AVDC with 14 F Equivalent inline sheath for Hydra 22 & 26 and Hydra
AVDC with 15 F Equivalent inline sheath for Hydra 30, from its packaging and place it on
the sterile table. Wipe the length of the catheter with wet gauze, soaked in sterile saline
solution.

2. Attach three way stop cocks to the two flush ports and the guidewire port on the Hydra
AVDC.

3. Turn the main knob counterclockwise to open the capsule (proximal end) ofthe catheter so
that the stent holder on the shaft is visible.

4. Attach a 10 ml syringe filled with sterile saline to the two stop cocks and flush each port.

5. Verify no catheter leakage is observed during any of the flushing steps. If leakage is
observed, use a new system.

6. Open the Hydra Valve Loading System (AVLS) and immerse the contents in sterile saline.

10.4. Hydra Aortic Valve Loading Procedure
After performing the rinsing (see section 10.2) and delivery system preparation (see section 10.3)
procedures:

10.4.1. Attach the metal prong to the tentacles oftlie Hydra Aortic bioprosthesis and dip it into cold
saline (Q-8°Cj). (Refer image 10.4.1 below)

Image 10.4.1

10.4.2. Pass over the silicone ring on the prongs and push it over the tentacles so they are compressed.
(Refer image 10.4.2 below)
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Image 10.4.2
NOTE: Make sure the prosthesis is immersed in cold saline (0-8°C) before performing this step,

10.4.3. Insert the end of the prong into the hole of the Funnel Cap and pull the prongs through it as
shown in below image, till the silicone is sitting against the hole of the Funnel Cap. (Refer
images 10.4.3.1 & 10.4.3.2 below).

Image 10.4.3.2

Image 10.4.3.3

10.4.4. Slide the Funnel along the funnel Cap and lock both the parts by rotating the Funnel onto
Funnel Cap gently enclosing the bioprosthesis till 1.5 revolutions approximately. The end of
rotation is identified a locking sound (Refer images 10.4.4.1, 10.4.4.2 & 10.4.4.3 below). The
correctly enclosed bioprosthesis will look as in image 10.4.4.4.
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NOTE: The prosthesis should be dipped in cold saline (0-8°C) before this process. This will ensure
that the prosthesis is soft and will easily fit into the funnel.

10.4.5. Insert the blunt end of the tube through the end of the funnel and gently guide it through the
leaflets till it comes out of the Funnel Cap with all three tentacles and enclosing the tube
(Refer images 10.4.5.1 & 10.4.5.2 below).

NOTE: Ensure that the tentacles are free and are not tangled with one another. If they are tangled
gently tr>'to straighten them. If it cannot be untangled, remove it from the loader and perform this
step again.

10.4.6. Insert the blue tip of the Hydra AVDC into the tube and gently push the catheter till the
tentacles are in line with the stent holder on the AVDC. (Refer images 10.4.6.1 & 10.4.6.2
below)
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10.4.7. Hold the stent holder in place and ensure that they are properly anchored on the tentacles.
(Refer images 10.4.7.1 & 10.4.7.2 below)
o1

10.4.8. Rotate the main knob clockwise to move the capsule over the tentacles.

10.4.9. When the catheter has covered the stent holder, stop turning the main knob and visually
inspect that the tentacle tips are sitting in the stent holder. This is the crucial step in the
process. If this inspection is not performed properly, the bioprosthesis will move during
further loading or the bioprosthesis can be released prematurely during deployment.

10.4.10. If the tentacles are not properly anchored, the valve has to be unsheathed and repeat the
steps 10.4.1 to 10.4.9.
10.4.11. If satisfied that the stent holder is in place, turn the main knob a few more turns till the

tentacles are inside the capsule and the silicone ring moves past the tentacles and is close to
the belly shape in the prosthesis. (Refer images 10.4.11.1 below). Now gently push the
prosthesis into the Funnel cylinder to collapse the bioprosthesis (Refer image 10.4.11.2,
10.4.11.3 and 10.4.11.4 belowl
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10.4.12. Insert the assembly into the cold saline (0-8°C).
NOTE; This is important to reduce the stress on the prosthesis during the next step.

10.4.13. Push the AVDC along with the prosthesis along the funnel and into the tubular section
until the prosthesis is completely inside the tube.

10.4.14.  Turn tiie main knob clockwise slowly to move the capsule over the Hydra aortic
bioprosthesis.

10.4.15. When the flush port on the Hydra AVDC handle reaches the blue mark on the handle,
stop turning the main knob and give the catheter a few seconds to complete its movement.
(Refer image 10.4.15.1 below)

10.4.16. NOTE: If the capsule does not reach the nosecone on the AVDC, continue clockwise
rotation on the main knob until the capsule is fully closed. Next, counterclockwise rotate the
main knob until the flush port is back at the blue mark on the handle.

10.4.15.1
1
10.4.16.1. Remove the AVLS from the AVDC.
10.4.16.2. Flush both ports and guidewire port on the Hydra AVDC to remove any air in

the system.

10.5. Bioprosthcsis Implantation

1. Prepare the vascular access site according to standard practice.

2. Ifrequired, pre-dilate the native aortic valve with an appropriate diameter valvuloplasty
balloon.

3. Introduce in line sheath in the access artery, and a pigtail catheter from the contra-lateral
femoral artery. Place the pigtail catheter in the bottom ofthe non-coronary cusp for repeated
aortic root angiograms during deployment.

4.  Cross the aortic valve with an at least 260 cm long 0,889 mm (0.035”) guidewire.

5. Move the inline sheath of the AVDC all the way up to the capsule of AVDC and backload
the catheter onto the guidewire while maintaining guidewire position across the aortic
valve.
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Ensure to secure the inline sheath appropriately.

Under fluoroscopic guidance, advance the catheter over the guidewire until the distal part
of the valve frame crosses the native aortic valve.

Using the markers on the valve frame, position the catheter so that the first cell of the inflow
portion of the bioprosthesis is 3 to S mm below the native valve annulus.

Adjust the fluoroscopy position so that the delivery system is aligned with the delivery
plane. This can be verified by the alignment of the markers on the valve frame. (Refer
images 10.5.1 & 10.5.2 below).

®  No

=

10. To open/deploy the bioprosthesis, tum the mainknob counterclockwise. The capsule will
retract and expose the bioprosthesis. Continue opening/deploying the bioprosthesis in a
controlled manner and adjust the valve position as necessary. (Refer images 10.5.3 & 10.5.4
below).

11. When the bioprosthesis is about 80% deployed, perform an angiogram to confirm proper
position and function of the leaflets of bioprosthesis.
12. Incase of sub-optimal position after opening the fully functional inflow portion of the valve,
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partial or complete re-capturing (re-sheathing) and repositioning can be performed. Turn
the main knob clockwise in a controlled manner to retrieve the bioprosthesis into the
catheter.

13. After complete deployment has been achieved, use orthogonal views under fluoroscopy to
confirm that all 3 of the tentacles have detached from the stent holder. If any tentacle(s)
is/are still attached to stent holder, remove the safety lock of the secondary knob from the
end of the handle, then rotate the secondary knob counterclockwise to enable forward
translation of stent holder enabling release of the stuck tentacle(s). Use orthogonal views
under fluoroscopy to confirm release.

14. Bring the AVDC in descending aorta and bring the capsule to its original position near the
nose cone by turning the main knob clockwise before withdrawal of AVDC from access
site.

15. Perform routine aortogram and transthoracic echocardiogram to assess the bioprosthesis for
proper expansion and function.

16. In case of more than mild paravalvular leakage, post dilation can be performed with an
appropriate diameter valvuloplasty balloon.

11. Training
Implantation of the Hydra valve system should be performed only by physicians who have received
training by Vascular Innovations.

12. Technical specification
The Hydra aortic valve prosthesis is available in 3 sizes:
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HYDRA22 HYDRAZ26 HYDRA30
Diameter 0OA (mm) 22 0.5 26 + 0.5 30+ 05
Diameter 0B (mm) 36.5+ 05 405+ 0.5 445+ 05
Height H (mm) 55,5 + 1.0 535+ 10 . 50.0+ 1.0
Sealing skirt height C (mm) 12+ 1.0 13+ 1.0 14+ 10
First marker distance D (mm) 5+0.2 6+ 0.2 7+0.2
Second marker distance E (mm) 15+ 0.2 18+ 0.2 21 + 0.2
Recommended for annulus size (mm) 18 to 20 20 to 24 24 to 27

Length A Diameter OB Diameter 0C Diameter 0D Length E Length F

(mm) (mm) (mm) (mm) (mm) (mm)
69 +2.5/-0.5 6.0 £0.05/ 4.25 +0.05 5.05 +0.07/- 1140+10 900+10
6.25 £0.05 0.05

The AVLS is comprised of a funnel, funnel cap, tube, prong and silicone ring.
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Figure 1
a) Silicone ring
b) Prong
c) Tube
d) Funnel
e) Funnel cap

Description of medical devices or products that are not medical, but intended for use in combination
with the claimed medical device.

- Sterile saline solution of 9% sodium chloride, registered in accordance with the established procedure
on the territory of the Russian Federation.

- Four sterile cups for filling with sterile saline solution, for soaking the Prosthesis.

- A syringe with a volume of 10 ml, 20 ml, registered in accordance with the established procedure on
the territory of the Russian Federation.

- A 0.889 mm (0.035 in) guidewire with a length of at least 260 cm, registered in accordance with the
established procedure on the territory of the Russian Federation.

The Hydra aortic valve prosthesis and Hydra aortic valve transcatheter delivery system can be used in
combination with devices commonly used in prosthetics of the aortic valve of the heart, at the

discretion of a medical professional, depending on the clinical situation and the intervention
performed.

13. MR related information
MR Conditional
The Hydra Aortic Valve is MR Conditional. Non-clinical testing (HYDRAZ30 sample) demonstrated that
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the Hydra Aortic Valve is MR Conditional. A patient with this device can be scanned safely, immediately
after placement under the following conditions:

+ Static magnetic field of 1.5-Tesla and 3-Tesla, only
e Maximum spatial gradient magnetic field of 8,000-Gauss/cm (extrapoiated) or less

¢ Maximum MR system reported, whole body averaged specific absorption rate (SAR) of 4-W/kg
for 15 minutes of scanning (i.e., per pulse sequence) in the First Level Controlled Operating
Mode of operation for the MR system

MRI-Related Heating

In non-clinical testing, the Hydra Aortic Valve produced the foliowing temperature rises during MRI
performed for 15-min of scanning (i.e., per pulse sequence) in 1.5-Tesla/64-MHz (Magnetom, Siemens
Medical Solutions, Malvern, PA. Software Numaris/4, Version Syngo MR 2002B DHHS Active-
shielded, horizontal field scanner) and 3-Tesla (3-Tesla/128-MHz, Excite, HDx, Software 14X M35,
General Electric Healthcare, Milwaukee, W1} MR systems:

1.5-Tesla 3-Tesla
MR system reported, whole body averaged SAR 2.9-Wikg 2.9-Wikg
Calorimetry measured values, whole body averaged SAR 2.1-W/kg 2.7-Wikg
Highest temperature change 2.1°C 2.5°C
Temperature scaled fo whole body averaged SAR of 4-W/kg 2.9°C 3.4°C

Artifact Information
The maximum artifact size as seen on the gradient echo pulse sequence at 3-Tesla extends approximately
10-mm relative to the size of the shape of the Hydra Aortic Valve.

14,  Animal tissue safety evaluation

As a result of this risk assessment, Vascular Innovations has carefully identified potential risks relating
to the use of bovine sourced Pericardium and has identified, demonstrated and adopted all control
measures taken,

Bovine Pericardium was selected, due to its purity level, EDQM certification, geographical sourcing,
and commercial availability. In addition, it is deemed justified to use Bovine Pericardium, as Vascular
Innovations has demonstrated acceplability of the overall TSE risk estimate and the expected clinical
benefit.

Identification of any residual risks

As a result of the risk assessment, there are no residual risks left that are deemed not acceptable /
intolerable. Out of the residual risks, 1 is related to the Hydra Aortic Valve, This remains in this region
as their severity is highest, but through the controls established, the estimate occurrence level is set at
the lowest.
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Weighting the benefit for the patient

The evaluation of the overall residual risk acceptability has taken into account the balance between the
residual risk after implementation of all risk control measures and the expected medical benefit, as
compared to available alternatives. No residual risks exist with regard to the contamination with
transmissible agents, as is demonstrated throughout the presented documents.

Overall risk evaluation and conclusion

Based on the above Vascular Innovations justifies the use of animal tissue in Hydra Aortic Valve Device
for its intended use and application.

Vascular [nnovations concludes that the safety risk of Hydra Aortic Valve Device related to the use of
animal tissue, when applied according to its intended use, application and indication, is negligible and
therefore acceptable. Based on the data available, no clinical safety risks are foreseen.

15. EXISTING CLINICAL DATA
15.1.Hydra Valve CE Study

[Published in JACC: Cardiovascular Interventions Vol. 15, No. 1, 2022,

doi.org/10.1016/.jcin.2021.09.004]
The Hydra CE study was a pre-market, prospective, multicenter, single-arm study conducted across 18
study centres in Europe and Asia-Pacific countries. The primary objective of this study was to evaluate
the safety and performance of the Hydra self-expanding transcatheter aortic valve in the treatment of
symptomatic severe aortic stenosis in patients at high or extreme surgical risk.
The primary safety endpoint was all-cause mortality at 30 days and primary performance endpoint was
device success defined as per VARC Il criteria. A total of 157 patients (age: 79.2+7.1 years, 41.4%
men; STS Score: 4.7+3.4%) were enrolled. The aortic valve area was 0.7+0.2 cm? and the mean
transvalvular aortic gradient was 49.5£18.5 mmHg. Most patients received either the Hydra 30 mm
(81; 51.6%) or Hydra 26 mm valve (72; 45.9%). Pre- and post- dilatation were performed in 126
(80.3%) and 81 (51.6%) patients, respectively.
The demographic characteristics and procedure dctails of the enrolled patients are described in Table
1 and Table 2, respectively.

Table 1- Baseline patient Characteristics (Hydra CE Study)

Variables N=157
Age, Years 79.2+7.1
| Age <75 years 32 (20.4)
Male 65 (41.4)
Body-mass index 26.0=5.2
Body surface area, kg/mz 1.7£0.2
Coronary artery disease 65(41.4)
Previous CABG 22 (14.0)
Page 18 of 35
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Previous PCI 38 (24.2)
History of myocardial infarction >6 months 17 (10.8)
History of atrial fibrillation 30 (19.1)
Left bundle branch block 7 (4.5)
Right bundle branch block 10 (6.4)
Permanent pacemaker 12 (7.6)
Heart Failure 14 (8.9)
New York Heart Association functional class

1 1(0.6)
11 77 (49.0)
111 72 (45.9)
v ) 7 (4.5)
Diabetes mellitus 48 (30.6)
Hypertension 125 (79.6)
Prior stroke 13 (8.3)
Prior TIA 0(0.0)
Peripheral artery disease 4 (2.5)
Chronic kidney disease 40 (25.5)
COPD 21 (13.4)
Asthma 8 (5.1)
Pulmonary hypertiension 19 (12.1)
Moderate or severe aortic regurgitation 17 (10.8)
Moderate mitral regurgitation 16 (10.2)
Moderate tricuspid regurgitation 15 (9.6)
STS Score (%) 4.7+3.4
EuroScore 11 5.1£4.9
Haemoglobin, g/dl 11.9+£2.0
Serum creatinine, umol/L 1.2+1.1
Creatinine >2 mg/dL 10 (6.4)
eGFR, mL/min/1.73m? 59.0+21.6
LLVEF, % 56.4+13.2
Mean aortic gradient, mmHg 49.5+18.5
Aortic valve area, cm? 0.7+0.2

Duata expressed as mean + standard deviation or as frequency (percentages).

EQA: Effective orifice area, AR: Aortic regurgitation, eGFR: Estimated glomerular filtration rate,
LVEF: Left ventricular ejection fraction, NSTEMI: Non-ST elevation myocardial infarction, STEMI: ST
elevation myocardial infarction, UA: unstable angina
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Tabic 2 - Procedural characteristics (Hydra CE Study)

Variables Value
Trans-femoral Access 157(100)
Local anesthesia and conscious sedation 69 (43.9%)
Implanted valve size

Hydra 22 mm 4 (2.5)
Hydra 26 mm 72 (45.9)
Hydra 30 mm 81 (51.6)
Pre-dilatation 126 (80.3)
Post-dilatation 8l (51.6)
Procedure time, min 122.8i57.0
Fluoroscopy time, min 31.7+£18.8
Contrast Volume, mL 130.7£72.2
Duration of hospital stay, days 7.246.3

Data expressed asfrequency (percentages) or mean + standard deviation

At 30 days, the primary safety endpoint of all-cause mortality had occurred in 11 (7.0%; 95% CI; 3.7-
12.5) patients, including 9 (5.7%; 95% CI: 2.8-10.9) cardiovascular death and 5 (3.2%; 95% CI. 1.2-
7.7) device-related death. Between 30-day and 1-year, there were 12 additional all-cause deaths,
including four cardiovascular deaths. Cumulatively, there were 23 (14.6%; 95% CIl: 9.7—21.4) all-cause
deaths at 1year, including 13 (8.3%; 95% CI; 4.7-14.0) cardiovascular deaths (Figure 1).

(A) .AU-caase mortality (B) Cardiovascalar mortaiih’
ENTOits: 23 (14.69'); EVent-free Sun-hul: 85.4'l-i Events: 13 (8.3®/0); EnTaii-iiree Sunival: 91.7%

10- 1.0*

0j
CvMtr 230 4.6V: Events: 13(8.3%);
Evmt'frM Survival: 85.4X Event-fre« Survival: 91.7%

0.6- (9S%Cl: 78,6-90.3) (95% Cl: 86.0-95.3)

0.4 0.4

@ 0.2

00 F F + QoM S —- —~
180 270 360 450 180 270 360 450
Tima (day») rm>e(day»)

Figure 1- Kaplan-Meier Survival Curve for (A) All-cause mortality and (B)
Cardiovascular mortality
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The rate of new permanent pacemaker implantation in patients at risk was 11.7% (95% CI: 7.2-18.4) at
30 days and 12.4% (95% Cl: 7.7-19.2) at 1 year. The details of clinical outcomes at 30-day follow up
and 1-year follow-up are described in Table 3.

Table 3- C!inlcal ontcomes at 30-days & 12 months (Hydra CE Stody)

: L ___Atl'month. ' . At 1 year*
Variables Events 95% Events | 95% CI
All-cause mortality 11 (7.0) 3.7,12.5 | 23(14.6) | 9.7,21.4
Cardiovascular mortality 9(5.7 2.8, 109 13(8.3) | 4.7, 14.0
Non-=cardiovascular mortality 2(1.3) 0.2,5.0 10(6.4) | 3.3,11.7
Device-related mortality : 53.2) 1.2, 7.7 532 112,77
All stroke 1 (0.6) 0.03, 4.04 1(0.6) | 0.03,4.04
Disabling 1 (0.6) 0.03, 4.04 1(0.6) | 0.03, 4.04
Nondisabling/Transient ischemic attack 0(0) - 0(0) -
Life-threatening bleeding 3(1.9 0.5,5.9 3(1.9) | 0.5,5.9
Major bleeding 7 (4.5) 2.0,9.3 7(4.5) | 20,93
Major vascular complication 7 (4.5) 2.0,9.3 7(4.5) 20,93
Acute kidney injury 1(0.6) 0.03, 4.04 1(0.6) | 0.03,4.04
Myocardial infarction 00 - 0 (0) -
New permanent pacemaker implantation 17 (10.8) 6.6,17.0 { 18(11.5) | 7.1,17.8
In pacemaker nalve patients 17¢11.7%) | 7.2, 18.4 18(12.4) | 7.7, 19.2

Data expressed as frequency (percentages)
*Based on Kaplan-Meier estimate.

The primary performance endpoint of device success was achieved in 130 patients (82.8%; 95% CIL:
75.8-88.2). Notably, successful implantation was achieved in 148 (94.3%; 95% CI: 89.0--97.2) patients.
Correct positioning of a single prosthetic heart valve into the proper anatomical location was achieved
in 142 (90.4%; 95% CI; 84.5-94.4). The details of device success and its components are described in

Table 4.
lele 4 Devlce Success (Hydra CE Study)
_Variables - N=157 ' 95%, CI
Device Success 130 75.8,
{82.8) 88.2
Successful implantation 148 89.0,
(94.3) 97.2
One valve implanted (i.¢., no need for second valve) 148 89.0,
(94.3) 97.2
Proper anatomical location 146 87.5,
Page 21 of 35
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(93.0) 96.3
Single valve in correct position 142 84.5,
(90.3) 94.4
Aortic valve area >1.2 cm? 145 86.7,
(92.4) 95.8
Mean aortic valve gradient <20 mmHg 150 90.7,
(95.9) 98.0
Without moderate or severe prosthetic valve PVL 146 88.3,
(93.0) 96.7
Without moderate or severc prosthetic valve TVAR 156 95.9,
(99.4) 99.9
Without moderate or severe prosthetic valve AR 147 88.3,
(93.6) 96.7
No prosthesis—patient mismatch 135 79.3,
(86.0) 90.8
No severe prosthesis—patient mismatch 148 89.0,
(94.3) 97.2
No procedural mortality 154 95.0,
98.1) 99.8

Data expressed as frequency (percentages)

The paired-analysis of hemodynamic performance (N=69, Figure 2), the effective orifice area improved
from 0.7£0.2 cm? at baseline to 1.9+0.6 cm? at 30 days (P<0.001) and to 1.7+0.5 cm? at 1-year follow
up (P<0.001). The mean aortic valve gradient also improved from 49.5+18.5 mmHg at baseline to
8.14+3.7 mmHg at 30 days (P<0.001) and to 8.8+4.7 mmHg at 1-year follow up (P<0.001).

60 24
49.5218.6
so | 1.910.6 1.910.6 1.810.6 1 20
1.720.5
—— .
© pooor @ 16
g I : P<0.001 :
E 20 {12 g
i )
g 2 } { o8
5 o 0.720.2 92145 81137 80136 8.814.7 04
- a .
P<0.001 P<0.00} P<0.001 P<0.001
o b i — — 0.0
Pre procedure  Post procedurs At 30 days At 6 months At 1 year
=8~ Mean sortic gradient (mmHg) —&~ EOA (cm')
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EOA: Effective orifice area
Figure 2 - Mean aortic-valve gradient and effective orifice area by echocardiography

More than mild paravalvular leak was observed in 8/151 (5.3%) patients’ post-procedure, 9/142 (6.3%)
patients at 30 days and 5/73 (6.9%) patients at 1year. Changes in para-valvular leak at post-procedure,
30 days and 1-year follow up are shown in Figure 3A. There was an improvement in the NYHA
functional class and 6-minute walk test distance from baseline as shown in Figure 3B and Figure 3C,
respectively. At 1year, 72.4% patients improved by at least one NYHA functional class and 21.9%
patients improved by at least two NYHA functional classes. The six-minute walk test distance increased
from 231+100 m at baseline to 268+119 m at 30 days (p<0.001) and to 310+105 m at 1 year follow up

¢0.00).
i (A Pravaltfylarkak<do) (B) N\vHAFUnctiofiai Class (%9 (C) Six-minute walk test (m)
323 310M05
9%
7J 374
*3S
A

2

Po*t proctifur* 30 day lyw Baseline 30 day Pre-procedure 30 day lyew

« None/Tr»re MiM = Moderate m Severe NYHA»  *KYHAH B NVHAW

Figure 3 - (A) Para-valvular leak, (B) NYHA Functional Class, (C) 6-minute walk test distance
(m) [Hydra CE Study]

The results of the Hydra CE study trial demonstrated favorable and sustained 1-year efficacy providing
large effective orifice area and low transvaivular gradient as well as high survival rates and low
complication rates with regards to paravalvular leak, new permanent pacemaker, stroke, major vascular
complications, and bleeding with the self- expanding Hydra THV in patients with symptomatic severe
aortic stenosis.

15.2. Genesis Trial

[Published in Catheterization and Cardiovascular Intervention: Catheter Cardiovasc Inierv. 2021; 1-9.
doi.org: 10.1002/ccd.29733]

The GENESIS trial was a prospective, multicenter, single-arm, 6-month follow up study conducted in
India. The objective of this study was to evaluate the safety and performance of the Hydra transcathcter
aortic valve in the treatment of symptomatic severe aortic stenosis in patients at high or extreme surgical
risk. The primary safety endpoint was all-cause mortality at 30 days and the primary performance
endpoint was device success defined as per VARC-II criteria.
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In this trial, 40 high-risk patients were enrolled at 11 centres. The demographic and clinical
characteristics ofthe patients at baseline are described in Table 5. The patients enrolled in this study had
a mean age of 74.5+6.7 years, included more males (60%), and had a mean STS-PROM score of
5.6+4.2%.

Table 5 - Baseline Patient Characteristics (Genesis Trial)

Variables | Value
Clinical characteristics

Age, Years 745 +6.7
Male 24 (60)
New York Heart Association functional class

I 27 (67.5)
" 10(25)
v 3(7.5)
Diabetes Mellitus 15 (37.5)
Hypertension 23 (57.5)
Prior stroke 3(7.5)
Coronary artery disease 19 (47.5)
Prior coronary artery bypass grafting 2 (5.0)
Prior percutaneous coronary intervention 3(7.5)
Prior acute coronary syndrome 5(12.5)
UA/NSTHMI 4(10.0)
STEMI 1(2.5)
Chronic obstructive pulmonary disease 9 (22.5)
Pulmonaiy hypertension 3 (7.5)
Hemoglobin, g/dL 11.4+ 138
eGFR, mL/min/1.73m" 62.2 £27.1
Chronic kidney disease 3(7.5)
History of atrial fibrillation 1(2.5)
Pre-existing pacemaker 0(0)

Computed Tomography
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Annulus perimeter, mm 72459
Annulus diameter, mm
Perimeter derived 259+22
Area derived 22619
Sinus of Valsalva, mm
Left 308+3.5
Right 29257
Non coronary 30.8%35
Height of coronary ostia, mm
Left 126+ 3.6
Right 14726
Sinotubular junction diameter, mm 265+29
Echocardiography
LVEF, % 53+13
Peak aortic gradient, mmHg 82.5+32.6
Mean aortic gradient, mmHg 53.5+18.1
EOA, cm? 0.7+0.2
AR grade >moderate 4 (10.0)

Data expressed as mean * standard deviation or as frequency (percentages).

EQA: Effective orifice area, AR: Aortic regurgitation, eGFR: Estimated glomerular filtration rate,
LVEF: Left vemtricular ejection fraction, NSTEMI: Non-ST elevation myocardial infarction, STEMI:
ST elevation myocardial infarction, UA: unstable angina

All 40 study subjects received the Hydra THV through the transfemoral route without any need for
surgical conversion for valve replacement. Most patients received either the 26 mm or 30 mm Hydra
THYV (Table 6). Pre-dilatation and post-dilatation were performed in 27 (67.5%) and 29 (72.5%) cases,
respectively.

The primary performance endpoint of device success was achieved in 37 subjects (92.5%, Table 6) with
peri- procedural death in two subjects, while another subject had a mean gradient over the left ventricular
outflow tract that exceeded 20 mmHg at the end of the procedure. There were no cases of annulus
rupture, device embolization or need for second THV,

Table 6 - Procedural characteristica {Genesis Trial)

Variables = . . Value
Implanted valve size
Hydra 22 mm 3(1.5)
Hydra 26 mm 18 (45.0)
Hydra 30 mm 19 (47.5)
Pre-dilatation 27 (67.5)
Post-dilatation 29 (72.5)
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37 (92.5)
40(100)
40 (100)
37(92.5)

42.7+30.5

7 (4-9)

Data expressed asfrequency (percentages) or mean + standard deviation

At 30 days, the primary safety endpoint of ail-cause mortality had occurred in four (10.0%) patients,
including three (7.5%) cardiovascular death and two (5%) device-related death. Between 30-day and 3-
month foliow-up, there were two non-cardiovascular deaths, and one additional non-cardiovascular

death at 6-month (Figure 4).

100%
90%-
80%-
70%-
60%

50%-

NoatRi* 40 36

Six-month rate (95% Ci)
92.5% (79.6%, 98.4)

Six-month ratt (95% C!)
82.5% (67.2%, 92.6)

CV Mortality
All cause Mortality

60 90 120 ISO 180

Time from Implant Procedure (Days)

35 34 34 34 33

Figure 4 - Kaplan-Meier survival curve for all-cause mortality and cardiovascular mortality

(Genesis Trial)

All included patients were pacemaker naive and at 30 days, three patients (7.5%) required a new
permanent pacemaker without any additional pacemaker implantation during the remaining follow-up.
There were no strokes, acute myocardial infarction, acute kidney injuiyy definitive infective endocarditis,
clinical valve thrombosis or structural valve degeneration during the 6-month follow-up period. Detailed
clinical outcomes are depicted in Table 7 below.
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Table 7 Clinical outcomes (Genesis Trial)

S . Upto . .| 30-dayto '3-month to
- 30 days (w=40). | 3-montk | G-month.

: ST | : (u~40) (n=40)
All-cause mortality 4 (10.0) 2(5.0) 1(2.5)
Cardiovascular mortality 3(7.5 0 0 (0)
Device or procedure associated 3(7.5) 0(0) 00
cardiovascular events
Major vascular complications 1(2.5) 0(9) 0(0)
All Stroke 0 (0) 0(0) 0 (0)
Disabling stroke 0 (0) 0(0) 0(0)
New pacemaker implantation 3(7.5) 0 (0) 0 (0)
Myocardial infarction 0 (0) 0 (0) 0 (0)
Acute kidney injury 0(0) 0(0) 0(0)
Life threatening bleeding_ 0(0) 0 (0) 0(0)
Maijor bleeding 0 (0) 0(0) 0 (0)

Data expressed as frequency (percentages)

Echocardiographic evaluation showed a significant improvement in effective orifice area and mean
transvalvular gradient post-procedure compared to the baseline and the results were sustained at 6-month
follow-up (Figure 5). The effective orifice area increased from 0.7£0.2 cm? at baseline to 2.3+0.6 cm?
at 30 days (p<0.001) and to 2.2+0.7 cm? at 6 months (p<0.001). Conversely, the mean transvalvular
gradient decreased from 54.5£8.9 mmHg at baseline to 6.7+2.8 mmHg at 30 days (p<0.001) and to
7.6+2,7 mmHg at 6 months (p<0.001).

Page 27 of 35

o ’1%&3& A9 BROVATICHS CO.LTD

{\_} 53 DTS T L) '.a}‘- et vty

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




V SCU |_ R Instruction for use (Russia)
7\ I\ Hydra aortic valve
INNDVATIDNS Hydra aortic valve transcatheter delivery system

(Hydra delivery catheter. Hydra loading system)
Revision: 02 | Date: August 2024

60 3-0
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P<0.001 Py0.001 P<0.001
0.0
Pre procedure Post procedure At 30 days At 3 months At 6 months
Mean aortic gradient (mmHg) - EOA(cm’)

AV: Aortic valve
Figure 5 - Mean aortic-valve gradient and effective orifice area by echocardiography (Genesis
Trial)

Paravalvular leak (Figure 6A) of more than mild severity' was not observed in any patients at end of
procedure and this persisted up to the 6-month follow-up. Changes from baseline in the NYIIA class
and 6-minute walk-test distance at 30 days and 6 months are shown in Figure 6B and 6C. There was a
statistically significant improvement in the functional class and 6-minute walk test at 6 months.

(A) Patients with Paravalvular lebk (%) <B) Patient*; with NYHA functional Class (%). (C) Sik-mImitew alktest (m)

owHftM - Bimuiv

tie IS

par IR AR WY M WE 8 B
YorkHeart Assoc/aiion
Figure 6 - (A) Paravalvular leak (B) NYHA functional class and (C) 6-min walktest
distance [Genesis Trial]

The Genesis trial demonstrated a favorable and sustained 6-month safety and performance outcomes

of the self- expanding Hydra bioprosthetic aortic valve in patients with symptomatic severe aortic

stenosis who were at high or extreme surgical risk. Lower rates of paravalvular regurgitation and
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pacemaker suggest an optimal anchoring and sealing without excessive radial pressure on the annulus
or the outflow tract.

15.3. Hydra Valve First in Man Study

[Published in Asialntervention: 2017;3:177-182]

The First-in-man study was conducted to report the initial experience with implantations of the Hydra
Aortic bioprosthesis in humans. Implantation of the Hydra aortic valve was performed in patients with
symptomatic, severe aortic stenosis. Surgical treatment was deferred based on Heart Team assessment
of an estimated high surgical risk. The Hydra Valve was implanted in 15 patients with mean STS score
6.2%, mean age 82 years, mean aortic valve area

0.68 cm?, mean aortic pressure gradient 49 mmHg. The clinical characteristics and imaging findings of

patients are listed in Table 8.

Table 8 - Preprocedural clinical characteristics and cardiac imaging ﬁndlnq (Genesis Trial)
. Characteristic ' ~__| All patients (né<15)
| Sex, male, n (%) 8 (53.3)
| Age, years (SD) 82 (4.5)

Body mass index, kg/m? (SD) 23.2(4.9)
Hypertension, n (%) 10 (66.7)
Diabetes, n (%) 2(13.3)
Previous myocardial infarction, n (%) 1(6.7)
Previous PCI, n (%) 6 (40.0)
Previous CABG, n (%) 2(13.3)
Peripheral vascular disease, n (%) 2(13.3)
Atrial fibrillation, n (%) 2(13.3)
Previous permanent pacemaker, n (%) 0 (0
Stroke, n (%) 3 (20.0)
Chronic kidney disease, n (%) 6 (40.0)
¢-GFR, mL/min (SD) 51.8 (20.8)
COPD, n (%) 1(6.7)
STS score (SD) 6.2 (1.4)
EuroSCORE I (SD) 4.3 (1.9)
Echocaidiography I
LVEF, % (SD) 60.0 (18.3)
LVEDD, mm (SD) 43.9 (9.2)
Peak aortic gradient, mmHg (SD) 71.8 (21.6)
Mean aortic gradient, mmHg (SD) 49.0 (16.3)
AVA, cm? (SD) 0.68 (0.19)
AR grade >moderate, n (%) 5(33.3)
MR grade >moderate, n (%) 2(13.3)
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VASCU LAR Instruction for use (Russia)

Hydra aortic valve
w INNDVATIDNB Hydra aortic valve transcatheter delivery system

(Hydra delivery catheter, Hydra loading system)
Revision: 02 | Date: August 2024

Multislice computed tomography

Annulus mean diameter, mm (SD) 23.5 (3.4)
AR: aortic regurgitation; AVA; aortic valve area; CABG: coronary artery bypass grafting; CORD:
chronic obstructive pulmonary disease; e-GFR: estimated glomerular filtration rate; LVEDD: left
ventricular end-diastolic dimension; LVEF: left ventricular ejection fraction; MR: mitral
regurgitation; PCI; percutaneous coronary intervention; SD: standard deviation

Implantation ofthe Hydra valve was accomplished in all cases (see Table 9 for procedural details) and
there were no instances of delivery system failure.

Implantation characteristic

Transfemoral access, n (%) 13(86.7)
Subclavian access, n (%) 2(13.3)
Mean annulus diameter, mm (SD) 23.1 (3.3)
Mean annulus area, cm2 (SD) 3.7 (0.9
Mean annulus planimetry, mm (SD) 69.1 (8.1)
Coronary height- LCA, mm (SD) 11.9(2.0)
Coronary height- RCA, mm (SD) 12.0(1.6)
Hydra 26, n (%) 9 (60.0)
Hydra 30, n (%) 6 (40.0)
Pre-dilatation, n (%) 15(100)
Post-dilatation, n (%) 7 (46.7)
Need for 2nd valve, n (%) 5(33.3)

SD= Standard Deviation

A total of 14 patients survived the post-procedural period and thirteen patients completed full
echocardiographic assessment at 30 days (Table 10). At 30-day follow-up, the median aortic valve area
and pressure gradient were 1.53 cm” and 9.0 mmHg, respectively. The prevalence of more than mild
paravalvular leakage and new permanent pacemaker implantation was 7.7% and 14.3%, respectively.
No patient suffered from stroke or TIA. The details of clinical outcomes at 30-day follow up is
described in Table 11.

Follow-up echocardiography at 30 days

LVEF, (SD) 69.3(12.8)
Peak aortic gradient, mmHg (SD) 18.9 (8.7)
Mean aortic gradient, mmHg (SD) 9.4 (4.8)
AVA, cm” (SD) 1.53 (0.45)
AR grade, n (%) None or trace 4 (30.7)
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v ASCLI R Instruction for use (Russia)
L‘ \ Hydra aortic valve
INNOVATIO NS Hydra aortic valve transcatheter delivery system
(Hydra delivery catheter, Hydra loading system)

%

I - Revision: 02 Date: Augllst 2024
Mild 8 (61.5)
Moderate 1(7.7)
Severe 0

AR: aortic regurgitation; AVA: aortic valve area; LVEF: left ventricular ejection fraction; SD: standard
deviation

Table 11 - Clinical outcomes at 30 days post pmcedure (Hydra FIM Study_)

Myocardial infarction, n (%) 0(0)
Stroke, n (%) 0(0)
Death, n (%) 1(6.7)
Bleeding complication, n (%) | Minor 3 (20.0)
Major or life-threatening 1(6.7)
Vascular complication, n (%) | Minor 4 (26.7)
Major 2(13.3)
New permanent pacemaker, n (%) 2 (14.3)

The Hydra aortic bioprosthetic valve is useful for transcatheter treatment of severe aortic stenosis. Initial
results indicate a high hemodynamic performance and complication rates similar to those reported for
second-generation transcatheter aortic bioprosthesis.

16.  Sterility, shelf life, transportation, storage information and use terms

Each valve is supplied STERILE and NON PYROGENIC (liquid chemical sterilization process) in a
glass jar containing a glutaraldehyde storage solution. The jar is packed in a box with a foam insert to
protect it during transportation. The outside of the container is NON STERILE and must not be placed
in the sterile field.

A freeze indicator is stuck on the secondary package to ensure that the product has not been [rozen at
any stage before use. The user should check that the freeze indicator has not been activated and should
not use the valve if it has.

The valve should be stored at room temperature, nominal 15°C to 25°C, in an enclosed space in the
original manufacturer’s packaging for the labeled shelf life. Exposure to extreme fluctuations of
temperature and freezing should be avoided. Appropriate inventory control should be maintained so that
products with earlier Use By dates are implanted preferentialty.

The shelf life of Hydra aortic valve prosthesis is I year.

Each delivery catheter is supplied STERILE and NON PYROGENIC (ethylene oxide sterilization
process) in double Tyvek sterilization pouches. The delivery catheter should be stored at room
temperature, nominal 15°C to 25°C, in an enclosed space in the original manufacturer’s packaging, and
has a shelf life of 2 years,

Each loading system is supplied STERILE and NON PYROGENIC (ethylene oxide sterilization
process) in double Tyvek sterilization pouches. The loading system should be stored at rcom
temperature, nominal 15°C to 25°C, in an enclosed space in the original manufacturer’s packaging, and
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Instruction for use (Russia)

VAS C U I—A R Hydra aortic valve

INNQVATIDNB Hydra aortic valve transcatheter delivery system
(Hydra delivery catheter, Hydra loading system)
Revision: 02 1Date: August 2024

has a shelf life of 2 years.

Devices packaged by manufacturer may be transported by all modes of transport in covered vehicles in
accordance with the rules of transportation of goods for each type of transport.

The temperature at transportation should be between 2°C to 40°C with a range of £2°C and Relative
Humidity from 30% to 75% with a range of £5%.

17. Explanation of Symbols

Symbol Definition
m | Manufacturer

EU authorized representative

EC REP
REE Reference number
SN Serial number
Product lot number
|.ot]
Date of manufacture
H
Use by date
2
® Do not re-use

Do not re-sterilize

O Size

Sterilized using ethylene oxide

kterile]eo
STERiLG LC Sterilized using liquid chemical process
r Temperature limitation (lower and upper limits)

Non pyrogenic
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/Z) VASCULAR =i
INNOVATIONS Hydra aortic valve transcatheter delivery system

(Hydra delivery catheter, Hydra loading system) I

Revision: 02 Date: A 2024

—_

Caution

Consult instructions for use

Keep dry

Fragile, handle carefully

Do not use if package is damaged

Does not contain phthalates

Does not contain latex

MR conditional

Contains biological material of animal origin

R (@I o B B

Indication of conformity with the essential requirements set out in European
Directives

| N The unique device identification
uUDI

18. Environments protection requirements
Hydra aortic valve with Hydra delivery catheter and Hydra loading system does not adversely impact

the environment.

19. Disposal

Products, which had contact with blood and/or other biological liquids of patients should be disposed
and eliminated in accordance with the requirements for handling medical waste, established by SanPiN
2.1.3684-21_for class B and other normative legal acts of the Russian Federation.

Unused products, including the ones which expired (which had no contact with the biological liquids of
patients) should be disposed in accordance with the procedure of disposal of solid domestic waste
established by the legistation of the Russian Federation for class A by SanPiN 2.1.3684-21.
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20.

List of International Standards

Sr.

No.

1

10.

11.

12.

13.

14.

15.

16.

w

VASCULAR

INNDVATID NS

Instruction for use (Russia)
Hydra aortic valve
Hydra aortic valve transcatheter delivery system
(Hydra delivery catheter, Hydra loading system)

Revision: 02 Date: August 2024

Essential requirements applicability
Hydra aortic valve with Hydra delivery' catheter and Hydra loading system is in conformance with
conformity Medical Device Directives: Essential Requirements of MDD 93/42/EEC.

Standards

MDD/93/42/EEC as

amended by 2007/47/EC

EN ISO 13485:2016

EN ISO 14971:2012

EN ISO 14630:2009

EN ISO 11607-1:2006

EN 1SO 5840:2009

ISO 5840-3:2013

EN I1SO 22442-1:2007

ENISO 22442-2:2007

EN 1SO 22442-3:2007

ENISO 80369-1:2018

EN ISO 80369-7:2021

EN ISO 10993-1:2009

ENISO 10993-3:2014

IENSO 10993-4:2009

ENISO 10993-5:2009

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

Title
Medical Devices Directive

Medical Devices - Quality Management Systems - Requirements
for regulatory purposes

Medical Devices: Application of Risk management to Medical
Devices

Non-active surgical implants - General requirements

Packaging for terminally sterilized medical devices. Part - 1
Requirements for materials, sterile barrier systems and packaging
systems

Cardiovascular implants - Cardiac valve prostheses
Cardiovascular implants - Cardiac valve prostheses - Part 3: Heart
valve substitutes implanted by transcalheter techniques

Medical devices utilizing animal tissues and their derivates - Part
1. Application of risk management

Medical devices utilizing animal tissues and their derivates - Part
2: Controls on sourcing, collection and handling

Medical devices utilizing animal tissues and their derivates - Part
3: Validation of the elimination and/or inactivation of viruses and
transmissible spongiform encephalopathy (TSE) agents
Small-bore connectors for liquids and gases in healthcare
applications - Part 1. General requirements

Small-bore connectors for liquids and gases in healthcare
applications - Part 7: Connectors for intravascular or hypodermic
applications

Biological evaluation of medical devices - Part 1. Evaluation and
testing within a risk management process

Biological evaluation of medical devices - Part 3: Tests for
Genotoxicity, carcinogenicity and reproductive toxicity
Biological evaluation of medical devices - Part 4: Selection of
tests for interactions with blood

Biological evaluation of medical devices - Part 5: Tests for in vitro
cytotoxicity
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Hydra aortic valve

INN OVATION S Hydra aortic valve transcatheter delivery system

(Hydra delivery catheter, Hydra loading system)
Revision: 02 Date: August 2024

6 VASEU L AR Instruction for use (Russia)

17. | EN ISO 10993-6:2009 Biological evaluation of medical devices — Part 6: Tests for local
effects after implantation

18. | EN ISO 10993-7:2008 Biological evaluation of medical devices — Part 7: Ethylene oxide
sterilization residuals

19. | ISO 10993-10:2013 Biological evaluation of medical devices — Part 10: Teste for
irritation and skin sensitization

20. { ENISO 10993-11:2018 Biological evaluation of medical devices — Part 11: Tests for
systemic toxicity

21. | ISO 14155:2011 Clinical Investigation of Medical devices for human subjects:
Good clinical practice
22. | ENISO 15223-2016 Medical devices - Symbols to be used with medical device labels,

labelling and information to be supplied - Part 1: General
requirements

21.  Disclaimer of warranty

There is no express or implied warranty, including without limitation any implied warranty of
merchantability of fitness for a particular purpose, on the Vascular Innovations Co., Ltd’s product(s)
described in this Instruction for use. Under no circumstances shall Vascular Innovations Co., Ltd. be
liable for any direct, indirect, incidental or consequential damages resulting from reuse of the product
and other than as expressly provided by specific law. No person has the authority to bind Vascular
Innovations Co., Ltd. to any representation or warranty except as specifically set forth herein.
Description or specification in Vascular Innovations Co., Ltd. printed matter, including this Instruction
for use, are meant solely to generally describe the product at the time of manufacture and do not
constitute any express warranties.

Manufacturer:

Vascular Innovations Co., Ltd.

88/38 Moo 1, 345 Road, Bangtanai, Pakkret, Nonthaburi 11120 - Thailand
Phone: +66 (0) 2-598-2361

Fax: +66 (0) 2-598-2360

Email: info@vascularinnovations.com

Web: www.vascularinnovations.com

Authorized Representative in Russia:
SMT CIS Limited Liability Company (SMT CIS LLC)

Krasnobogatyrskaya str., 89, block 1, floor 5, room 109, 110,
Moscow, 107076, Russia

tel.: 8 (495) 280-70-26

e-mail: smtcis@smtpl.com
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WHCTpyKLMa no npumeHeHuto (Poccus)
MpoTe3 aop3asibHOro KnanaHa Hydra

CucTeMa TpaHCKaTeTepHOW JOCTaBKM NpoTe3a aopTa/lbHOro KianaHa
Hydra (kaTeTep Ana AOCTaBKM NpoTe3a aopTanbHOro KnanaHa Hydra,
cuCTeMa 3arpysku npoTesa aopTanbHOro KnanaHa Hydra)

Pepakumsa: 02 | Oata: aBryct 2024 r.

AORTIC VALVE

MHCTPYKUMA NO NPUMEHEHUNIO
(Poccuq)

MpoTe3 aopTanbHOro KnanaHa Hydra
Cnctema TpaHCKaTeTepHOI fgoCTaBKM NpoTe3a aopTanbHOro KnanaHa Hydra

MpoBepeHo: YTBepXaeHo:
/Mopnuce/ /Mopgnuck/
wma: MpuankX. Mogu Vma: Anatom CuttutapH
[Hata: Asrycr, 2024 Oata: AsrycT, 2024
Ctp. 1z 44

MevaTb:*HoTapnanbHble ycn\Tu a,TBokata*UneH Coseta KOpuctoB TannaHga

Per NeNe4142/2554

CPpoOK f1eicCTBUA KOMUCCUMN UCTEKaeT:

[ata: 28 aBn'cta 2025

Mevatb:

A BMAen opurnuHan fOKyMeHTa U NOATBEPXAAl0, YTO 3TO MOASIMHHASA M KOPPeKTHasa Konusa opuruHana fOKymeHTa,
(nognucob)

["-n Busat MNpayymBOHI

ApBokart. JlnyeHsnsa jY« 931/2551

HoTapuanbHble ycnyru agBokaTta. PermctpayuoHHbli Homep: Ne4142/2554

MeuaTb: BACKYJ/IAP MHHOB3WILIH3 KO. NTA. (VASCULAR INNOVATIONS CO. LTD.)
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Hucrpykitna no npuMerennio (Poccus)
ITpotes aopransHoro knanasa Hydra

Cucrema TpaHcKaTeTepHO# JOCTaBKH NPOTE3a A0PTANLHOTO
knanaHa Hydra (kareTep ans A0cTaBKU npoTe3a
aopransHoro xnanana Hydra, cuctema 3arpysku nporesa
aopranbHoro knanasa Hydra)

Penaxkuns: 02 ara: apryct 2024 r.

, VASCULAR
INNOVATIONS

1. HauMenoBaHHe MeJHIIHHCKOTO H3ACAHS
[Mpores aopranbioro knanana Hydra, BapuanTsl ucnofHeHns:

1. [Tpores aopranbHore knanaia HYDRA22, B cocTabe:
e [Ipotes aopraneHoro knanaia HYDRA22 — 1 mr.

e Kapra naumenra — | wr.

o HHCTpyKUMA O NpUMEHEHHIO — | 1T,

2. [Tpores aopranpHoro knanata HYDRA?26, B cocTage:
¢ [Ipores aopransHoro knanana HYDRA26 — | wT.

¢ Kapra nauventa — | mwr.

¢ Hucrpykuns no mpuMereHnto — | 1.

. IIpores aopransHoro knanana HYDRA30, B cocTage:
TIpoTtes aopransHoro knanaHa HYDRA30 — 1 w.
Kapra nauvenra — 1 wmr.

HHceTpykima no npuMeHeruio — 1 T,

® & @ (L

CrcTema TpaHCKaTeTepHOI 1ocTaBKy NpoTe3a aopTaabHoro knanaHa Hydra:
1. Karetep ans aocraBxy npoTte3a aopranbHoro knanaHa Hydra (HYDRAISF);
2. Cucrema 3arpy3kW mnpoteza aopransHoro knanaHa Hydra (HYDRAISVLS), B coctaee:
BOpOHKa — | T, Konrna4ok BopoHkn — | wr.,, TpyOka — 1 wrT., 3ybex — 1 wrt., xonwuo
CHIIWKOHOBOE — | 1UT.
3. MIHCTpYKUKMA Mo NnpHMeHeHuio — | wT.

2. Ob6mas uadopmannsa

3aMeHa aopTansHoro KnanaHa (AVR) aBnserca Hanbonee pacnpocTpaHeHHON onepauHel Ha cepaue,
BBHIMOJHACMOM B HacTOAILEe Bpema. Mcnonb3yioTes ABa THNA NPOTE30B Knanaros: Guonoruyeckuii u
Mexanu4eckuil. Mexanuueckie KaanaHsl NEPBOHAYMANBHO HMENH KOHCTPYKIMIO M3 LIapHKa K Kapkaca
¢ HAKJIOHHBEIMH AWCKOBLIMH KJIanaHaMH, B HAacTOAllCe BpeMs pa3paloTaHO HOBOE TNOKONECHHE
OBYXCTBOpYATHIX KnamaHoB. DBHonormvueckme knanaHu OBBAIOT HECKONBKHX THNOB: OBIYBAM,
NIEPHUKAPAVATLHBIE HITH CBHHBIC KNANAHB!, CO CTCHTHPOBAHHEM HIH 6€3 CTEHTOB, NOMOTPaHCIINAHTATSI,
JIETOYHBIE AYTOTPAHCNAHTATH, 8 B MocaeaHee BpeMma H GecliopHile GHoNOrHYecKHe KAalaHbLl M
ayTONOrHYHbIC TTIEPHKAPAHANbHEIE KJIanaHEkl,

IMpotes aopranpHoro knanaa Hydra xomnanun «BACKVYJIAP HWHHOBOHMILH3» (Vascular
Innovations) npeaHasHaueH AN 3aMEHB! HATHBHOIO AOPTANBHOTO KnanaHa cepaua Ge3 onepauun Ha
OTKPLITOM CEpALE M COMYTCTBYIOLErO XUPYPrUiecKoro YAalneH!a NMOpaXeHHOro HATUBHOTO KilanaHa.

Crp.2us 44
IMewars: BACKYJIAP MHHOBOHIIIH3 KO. T/, (VASCULAR INNOVATIONS CO. LTD.)
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MWHcTpyKkuua no npumeHeHuto (Poccus)
VASCULAR
I N N DVAT I D N S MpoTte3 aopTanbHOro knanaHa Hydra

CncTeMa TpaHCKaTeTepHOM JOCTaBKM NpoTe3a aopTanbHOro
KnanaHa Hydra (kaTeTep 418 40CTaBKW npoTesa
aopTanbHOro knanaHa Hydra, cuctema 3arpysku nporesa
aopTanbHOro knanaHa Hydra)

Pepakuyuns: 02 ANdatar”BrcT2027

MpoTe3 pgocTaBnAeTCcAa B HATWMBHbLIA aopTanbHbI/i KnanaH 4epe3 aopTy C MOMOLLbHO CheynanbHOro
KaTeTepa 414 LOCTaBKM NpoTe3a aopTanbHOro knanaHa Hydra (AVDC).

KnanaH 6e30nacHO 3arpy)aeTcd B Kancyny KaTeTepa AN AOCTaBKW MnpoTe3a C MOMOLbIO CUCTEMBI
3arpysku nportesa aopTanbHoro knanaHa Hydra (AVLS).

3. OnucaHwne

KnanaH BbIMO/IHEH M3 ONOPHOr0 Kapkaca, Ha KOTOPbI HalMTbl H06Ka U CTBOPKK C HATbIO U3 MNTd 3.
OnoOpHbIA KapKac WM3roTOBAEH W3 HWTWMHOMA, KOTOPbI/A CNOCO6EH CaMOCTOSATE/IbHO PacLIUpATLCA K
ABMAETCA PEHTIEHOKOHTPACTHbIM. BMONPOTE3 M3roTaBNMBaOT NyTeM BLIMBAHUSA KnamnaHHbIX CTBOPOK U
06KN 13 0HOCNOKNHOr0 6blYbero Nepukapaa B KOHCTPYKLMNIO C TPEMS CTBOPKaMMU.

Kaxablii KnanaH WMeeT WHAMBWAYaANbHY MAapKMPOBKY C CepUitHbIM HOMepOM W nocTaBnsetchi
CTepuNbHLIM B 6aHKe, cofepiKalleli pacTBOp FyTapoBOro anbaernaa ansa XpaHeHus.

Bce npoTesbl aopTanbHOro kKnanaHa Hydra nocTaBnAwTCA C KateTepoM Ana [LOCTaBKWM MnpoTesa
aoptanbHoro knanaHa Hydra 18F (AVDC). KnanaH 3arpyaetcs B Kancyny (Capsule) katetepa gns
[OCTaBKM npoTe3a aopTafbHOro knanaHa Hydra ¢ uMcnonb3oBaHMEM CUCTeMbl 3arpysku npoTesa
aoptanbHoro knanaHa Hydra 18F (AVLS). Hwukakaa pfpyrasa cuctema [OCTaBKM He MOXeET
MCNonb30BaThCA A9 BBELEHUA KnanaHa.

KaTteTep pgna p[ocTaBKkM COBMECTMM C NPOBOAHMKOM TonuimHoin 0,889 mm (0,035 groiima). Ha
ANCTaNbHOM KOHLEe CUCTEMbl UMeeTCA KOHUUYECKUI PeHTIeHOKOHTPACTHbI HakoHeYHUK (Nose Cone) u
PYKOATKa Ha NpPOKCMManbHOM KoHUe. CTabunusnpyrouwmnii katetep (Stability catheter) BbigBuraeTtca um3
pykoaTkn (Handle). BHyTpn cTabunmnsnp)Toliero Katetepa UMeeTcsa NaeTeHbln KateTep 12F, KoTOpbIi

Crtp. 3un3 44

MeyaTb: BACKY IAP MHHOB3WLWH3 KO. NTA. (VASCULAR INNOVATIONS CO. LTD.)
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HucTpykuus no npumenenuio (Poccusn)
6 Yl\ﬁ\lsue}ﬁ?lrlrmﬁg [1poTe3 aopranbHoro knanana Hydra

CucTema TpaHCKaTeTEPHOI JOCTaBKH MPOTE3a a0PTaIbHOTO
knanaHa Hydra (kaTetep ans AocTaBKu npoTesa
aopTa;ibHoro knanaHa Hydra, cucrema 3arpysku nportesa
aopTasibHOro knanasda Hydra)

Pepakums: 02 Hara: aBrycr 2024 r.

NPOXOAMT B 3aLUMTHYIO 0605104KY.

Buonpores 06xat 3alMTHON 0060:104KOM, KOTOpas TaKKe MMEET PEHTreHOKOHTPACTHBIH MapKep Ha
adcTanbHOM KoHue. Karerep ans aoctaBkM nporte3a aopraiabHoro knanana Hydra (AVDC)
MOCTAaB/AETCA C IKBUBATEHTHON BCTpoeHHOM 06010uKoii (Inline sheath) 14F ans npotesor aopranbHoro
knanaHa HYDRA22 u HYDRA26 u 3xBHBaneHTHO BcTpoeHHO#H 06010ukoi | 5F ans HYDRA3O0.
PykosTka, pacnonoxeHHas Ha MNPOKCHMAaNbHOM KOHLE KaTeTepa, HCNOJIb3yeTCs A7si 3arpy3KdH M
paseepTbiBaHHs Ouonporesa. PykodTka BKIIOYaeT OCHOBHYIO MOBOPOTHYIO pyuky (Main knob) aas
OTKPBITHS M 3aKpbITHA Kancynsl U A obneryeHus pasmeuleHus Guonpotesa. [ToBopoTHas pyuka
BpALLAEeTCs NPOTHB YaCOBOH CTPENKH, YTOObI BTAHYTD Karcyay KaTeTepa AN JOCTABKH AN PacKpbiTHs
K/anaHa, M 1o 4acoBo# CTpeske, 4ToObl BbLABUHYTh Kancyy KaTetepa 478 AOCTaBKH A/ MOBTOPHOrO
3axBaTa KjanaHa (NOBTOpHO#H ¢uKcaLun).

PagoM ¢ noBOpoTHOH pyukoi pacno:lokeHa A[OMOAHMTeNbHas pyuka (Secondary knob) ¢
npexoxpanutenem (Safety Lock), npeaHazHaueHHas AN NJIABHOrO OKOHYATENBHOrO OTKpbIBAHHS
KnanaHa. Pyuka Takxke ocHalleHa ABYMS YHHKalbHbIMM UBETOBBIMH WHAMKATOPaMH IS YKa3aHHs
HanpaBJIeHUA OTKPbIBAHMA.

7,31en hokgar ‘

Lsaterrion 2 Mar: Kb 3,00t Cara
- g 4 Nuring Povt $ it shon 6 Statdity Cottwey ‘ 8L ainde
| 0 s censre G 10, Horstin 14 Nows Carer ‘
] 2‘_‘{', e s Prwt
| Safety Lock [TpepoxpaHuTens
2 Main Knob OCHOBHas NMOBOPOTHasA py4ka
3 Quter Case BHewnuit kopnyc
4 Flushing Port [TpoMBIBOYHbBIH NOPT
5 Inline Sheath BcTpoenHnas o6onouka
6 Stability Catheter Crabunusvpyrownii katetep
7 Stent Holder Hepxxarenb cTeHTa
8 Capsule Kancyna
9 Secondare Knob JonoauurenbHas pyuka
10 Handle PykosTka
11 Nose Cone KoHuveckuit peHTreHOKOHTPaCTHbI HAKOHEUHHK
12 Guide Wire Port [TopT npoBoaHHKa

Cuctema 3arpy3ku npotesza aoptansHoro knanaia HYDRA (AVLS) (mozens HYDRAISVLS)
Crp.4u344

Mevars: BACKYJIAP MFHHOBHLIH3 KO. IT/. (VASCULAR INNOVATIONS CO. LTD.)
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NHcTpyKuMsa no npumeHeHuto (Poccua)

VATIONS MpoTe3 aopTanbHOro knanaHa Hydra
Cuctema TpaHCKaTeTepHOI AOCTaBKM NPOTe3a a0pPTaNbHOI0
KnanaHa Hydra (katetep 414 fOCTaBKM npoTesa
aopTanbHOro knanaHa Hydra, cuctema 3arpysku nporesa
aopTanbHOro KnanaHa Hvdra)

Pepakuunsa: 02 [arta; aBryct 2024 r.

CXMMaeT 6uonpoTe3 M 06eryaeT ero 3arpy3Ky B KateTep 415 AOCTaBKM NpoTe3a a0pTafbHOro KnanaHa.
CucTtema 3arpy3ku npotesa aopTa/ibHOro KiamaHa COCTOMT M3 BOPOHKM, KO/Mnayka BOPOHKMW, TPY6KH,
3y6Lua N CUIMKOHOBOTO KOMbLiaA.

4. TpepycMOTpeHHOE NPpUMeHeHune

MpoTe3 aopTanbHOro knanaHa Hydra npegHasHayeH ANs NayuMeHTOB C TSHKeNbIM [ereHepaTUBHbIM
aopTasibHbIM CTEHO30M, KOTOPbI/A XapakTepu3yeTcsi BbICOKMM MPOrHO3MPYEeMbIM PUCKOM CMEPTHOCT
npu XMPYpPruyeckoM BMeLlaTeNbCTBE C LLeNIbl0 3aMeHbl aopTasbHOro Knanada. lNpu TpaHcKaTeTepHC
nMmnnaHTauumM npotesa aopTanbHOro knanaHa Hydra TpebyeTca 3aMeHa HATMBHOIO aopTajnbHOro
cepAeyHoro knanaHa 6e3 onepauum Ha OTKPLITOM ceppaue M 6e3 COMyTCTBYHLWEro XMPYypruyeckoro
yAaneHns nopaxeHHOro HaTMBHOIO KaanaHa M YCTaHOBKMW 4Yepe3 (heMopanbHbIl 4OCTYN ¢ AMameTpom
cocyfa > 6 MM M aHaTOMWYECKMM AUaMETPOM aopTanbHOro Kosabua ot 18 go 27 mm.

KaTanoXHbl il Pasmep PekomMeHAYyeMbIn guameTp KaTteTep 4ns CucTtema 3arpysku
HOMep KnanaHa aopTanbHOro Konbla [OCTaBKW npoTesa npoTesa
aopTaNibHOro aopTanbHOTO
KnanaHa KnanaHa
HYDRAZ22 22 MM 18-20 mm HYDRAI18F HYDRA18VLS
Ctp. 5u3 44

MeuaTb: BACKY/TAP MIHHOB3WIWH3 KO. NTA. (VASCULAR INNOVATIONS CO. LTD.)
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Hacrpykuna no npumenenuio (Poccus)
@ Ivl\;ANsDeL-'ll'll?-Ahlg Ipores aopransHoro knanakda Hydra

Cucrema TpaHcKaTeTepHOH AOCTABKH NpOTe3a aOpTANbHOTO

knanaxa Hydra (xareTep anr aocTaBkH nportesa
aopransHoro knanaHa Hydra, cucrema 3arpy3ku npotesa
aopTanbHoro knanana Hydra)

Penaxuus: 02
HYDRA26 26 MM 20-24 MM HYDRAISF HYDRAISVLS
HYDRA30 30 Mm 24-27 MM HYDRAISF HYDRAISVLS
5. INoxazanus

l'lp(m‘:s A0PTAJIBHOTO KiamnaHa Hydra NpeaAHasHAYCH [NA NaUHCHTOB C TAXKEIBIM ACTCHCPATHBHLIM
aOpTaNbHBEIM CTCHO30M, KOTOpHﬁ XapaKTEPH3YETCA BLICOKMM MNPOTHOIUPYEMBIM PHCKOM CMEPTHOCTH
NMPH XHPYPruueCKOM BMCIIATC/IBCTBE € LCABIO 3aMCHBEI A0PTANBHOMO KnanaHa, U, CACAOBATE/IbHO,
NOKAa3aH A TPaHCKATETEpHOW HMMNAHTAUWMK aopTanbHOro KianaHa. PeweHue MPHHKRMACTCA Ha
OCHOBAHHH PE3YIBTATOB KIIHHHYECKOIO ofcneaoBanus, MPOBEACHHONO KapAROAOIrHUECKOR 6pur‘anoﬁ. |

6. IIpoTuponokaszanns

[Mpotes aopranenoro kinanasa Hydra npoTusonokazan nauueHTaM ¢ MOOBIM M3 CAEAYIOLIMX

COCTOAHUI:

*  W3BECTHAA FMIICPUYBCTBUTENBLHOCTH MM NPOTHBONOKA3AHUA K NPUMEHEHHIO ACNUPHHA, renapuHa,
THKNONHAWHA, KNOTHAOTPeNa, HHATUHONA MNH YYBCTBHTENLHOCTE K KOHTPACTHEIM BELIIECTRAM;
CENCHC, BKIIOYAn aKTHBHELR SHAOKAPAMT;

Hegasuuli nHdapxT muokapaa (< 30 aueit);

TPOMO NIEBOTO KENYAOUKA WK NPEACEPANA, BbIABICHHEIN METOROM 3XOKapaHorpaduy;
XpoHMueckaa GUOpuINAUMA npeacepanii;

MHTpaNbHAA WIK TPHKYCIMIANbHAA HENOCTATOUHOCTE (Tsxkesee 11 crenenn);

APeABAYILAS 3aMEHA 3OPTATLHOTO KnanaHa (MEXaHH4eCKHH WK CTEHTHPOBaHHEIH G1onpoTes)
NaUMEHTE CO CAEAYIOUMMH COCTONHUAMMN:

© cocyamcTeie 3a00NeBaHMA, KOTOpPHE CNAlOT HEBO3MOXKHEIM DSHAOBACKYAAPHBIA JocTyn K

aoprajieHOMY knanany; WIN

O CHMMTOMATHYECKOE CY)KEHHE COHHOH apTepHH MK NO3BOHOUROM aprepuu (> 70 %); HIN

© anespH3aMa GprotHolt WauM rpyAHOH YacTH a0PTH Ha MYTH CUCTEME! JOCTABKH;

*  reMOppAarH4ecKHit A1aTes, KOaryJonaTna WIH OTKa3 NalMCHTa OT NEPEITHBAHBA KPOBit;

*  KIMPEHC KpeaTHHWHA < 20 MA/MUH;

*  GepeMeHHOCTD,

a © 9% & ¢ ¢

7. Bo3moxubie HeXkeNaTetbAbIe ABJICHAR

HexenarensHpie sBIEHWA, KOTOpsle MOryr GHITE CBS3aHBI ¢ HCMOJAB30BaHWEM TNportesa Hydra,
BXJIIOYAIOT B TOM YHCJIC ClICAYIOLICE:

*  OCJIOXHEHMA B MECTE J0CTyma (Hanpumep, Gonb, KPOROTEUEHHE, TEMATOMA H T. 4.);

*  OCTpas KOpOHapHad HEAOCTATOMHOCTb;

*  OCTpHIK HH(pAPKT MUOKapAR;

*  OCTpad MoveuHas HeAOCTATOYHOCTD;

Ctp.6n344
Tenars: BACKYJIAP MHHOBILHS KO. ITA, (VASCULAR INNOVATIONS CO. LTD.)
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6 VASCLULAR Hucrpykuus no npumenennio (Poceun) I

INNOVATIONS [Npotes aopransHoro knanada Hydra

CucTeMa TpaHcKaTeTepHO# JOCTaBKM NPOTe3a a0PTaNbHOro
knanaHa Hydra (karetep ans nocraBku nporesa
aopra;bHoro knanaxa Hydra, cucrema 3arpysku nporesa
aopTanbHoro knanasa Hydra)

I Penakuns: 02 EaTa: aBrycr 2024 r. I

*  annepruyecKas peakliMs Ha aHTHarperaHThl HJIM KOHTPAacTHLIE BELLECTBA;

*  TpaBMa BOCXOSLLEro OTAE/a aOpThi;

*  apTEpPHOBEHO3HbIH CBULL;

*  HWEMHUs KHILEYHHKA;

*  KapAHMOreHHbIi LOK;

*  HapylleHHs NPOBOAHMOCTH;

*  CMEpThb;

¢ sMbonau3aums;

*  3KcTpeHHas 6anjoHHas BanbBYJIOMN1aCTHKA;

*  3KCTPEHHOE HPECKOXHOEe KopoHapHoe BMewaTenbcTBo (UKB);

*  JKCTPEHHBIE XHPYPrHYECKME BMELLATENLCTBA (HAMPHUMEP. AOPTOKOPOHAPHOE WYHTUPOBAHH.,
3aMeHa CEepIeYHOro KianaHa);

*  KpOBOTedeHHe, Tpedytoliee nepennBaHua;

*  apTepHasibHAA FHMOTEH3HA WM FTUNEPTEH3US;

*  uH¢eKuus;

*  HMIIEMHS MHOKapaa;

*  HEJOCTaTOYHOCTb MHTPANbHOIO KianaHa;

* nepdopaura MHOKap,1a WM COCYaa;

*  HUHCYAbT;

*  CTPYKTYPHbIE HJIH HECTPYKTYPHbie AUCHYHKLHH;

e  Tpombo3;

*  TaMnoHaza;

*  CMCLUEHHE KJlanaHa;

*  JKCCEKUMS MK Cna3M COCYAOB;

*  KeNy104KOBas apUTMHA, AMCOYHKUMSA NPOTE3HOrO K1anaHa, BKIO4as, HO He OrPaHHUUHBAsACh 3THM,
nepenoM; M3rud (Hekpyrnas KoHQUrypauus) kapkaca KjanaHa, HeJOCTaTOYHOE pacluMpeHHe
Kapkaca KnanaHa; Kaabuudukauus; naHHyc; M3HOC CTBOPKHM, pa3pbiB, BbiMaleHHUE WK PETPAKUM
nnaoxas ¢puKcaluMs KnarnaHa; paspbiBbl LBOB; NPOTEUKH; HEMPABHAbHLIN pa3Mep (HECOOTBETCTBL
npoTe3a MalUKEHTY); HENpPaBUIbHOE MOJIOXKEHHE (CAMIIKOM BBICOKOE MM CIMILUKOM HH3Koe) /
HenpaBU/bHaA YCTaHOBKA; PerypruTalus; CTEHO3.

8. IIpunusn aeiicraun

[MpoTe3 aopransHoro knanaHa Hydra aoctaBisercss B HaTMBHBIA K1anaH ¢ MOMOLLUBIO CMELMANbHOrO
KaTeTepa AN JOCTaBKM MpoTe3a aopransHoro knanaHa (AVDC) v npeanasHaueH ana 3aMeHbl
nopa)keHHOro knanaHa 6e3 ero yaanenus. [Iportes aoptansHoro knanada Hydra cnauana 3arpyxaercs
B KaTeTep A/ AOCTaBKH MPOTe3a a0pTaNbHOrO KjanaHa ¢ MOMOLLBIO CMIELHATTbHOH CHCTEMBI 3arpy3KH
npoTe3a aopransHoro K:anada (AVLS).

Ctp. 7u3 44

Meuats: BACKY.IAP MHHOBDHIUH3 KO. JITZ. (VASCULAR INNOVATIONS CO. LTD.)
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Huerpyxuns no npuMeHennio (Poecun)
, YN;APJSUQEFII-DAFJQ ITpoTes aopransHoro knanana Hydra

Cucrema Tpaucxare‘repﬂon AOCTaBKH MPOTE3a a0PTANBHOIQ

kranasa Hydra (kareTep ana aocrasku nporesa
aopTanbHoro KianaxHa Hydra, cucrema 3arpysku nporesa
aopransHoro xnanaHa Hydra)

Penaxknus: 02 aTa: asryct 2024 r.

3y0eu cHCTEMEI 3arpy3kH npoTesa aopTaibHoro kianana Hydra npucoeauHsercs K TpeM 3axXBaTam
cTenTa npoTesa. Knanad MeaneHHO BTATHBaeTCA B TPYOKY Yepes BOPOHKY, a 3aTeM 3arpyxaercs B
Kancysly KaTeTepa ANs JOCTABKH NPOTE3a aOPTANLHOTO KIIaNaHa.

3axBaTEl TOYHO OPHEHTHUPYIOTCH M HPHUKPENNAIOTCE K Aepxkaremo cteHta (Stent holder) cucrems!
TPAHCKATETEPHOH JOCTABKH.

CHIUKOHOBOE KOABLIO HCTIONB3YETCA AT NPEAOTBPAIICHHUA NOBPEKACHUA KNaNaHa BO BPEMSA 3arpy3ku
npoTeza.

3aTeM JOCTYN K HATHBHOMY YYaCTKY @OPTATbHOrO KiaMaHa OCYINECTBAfETCA uYeped demopatbHsiit
OOCTYIL.

Kak Tonsko cxatelit MPoTes OKaxeTcs 8 MPaBUNBHOM NOJMOKEHUH B HATHBHOM KJanaHe, No/jb30Bare/lb
MOBOPAYMBAET PYKOATKY, OTKPhIBAs Kancyny, B pe3yibTaTe 4ero H3JENTHE OTNYyCKaeres M
pa’BOpauHBaLTCs.

[Tocne BuICBOGOXKACHHA KANCYly 3aKpHIBAIOT NEPEA MIBJICYEHUEM KaTeTepa ANA I0CTABKH,

0. HMBauBaIyanbabli NOAXOA K JECHHIO
Chneayer yYUTHIBATE PUCKH AAUTENLHOM aHTHKOAryNAHTHOU M (Man) aHTUTpOoMOOLMTAPHOIN Tepanuu.
Kak npaBuno, creayer nsberath MMINaHTalkM GHONPOTE3a NaLMeHTaM ¢ MOOHM H3 CRERyrOWMX
COCTOAHHIH:
¢  BBEICOKMH PHCK KpOBOTeUeHHUIT (HANpUMep, Y NALIMEHTOB NOC/Ie HEAaBHETo 00OCTPEeHHS racTpUTa
HIY A3BeHHOK GonesHn);
NPEACYINECTBYIOUINE NATONOrHYECKHE COCTOAHHA;
® BHICOKAA AHFYNAUWS KOPHA BOPTH (YrOn MEXIY IHIOCKOCTHIO KONbLA a0PTaNbHOTO KJanaHa u
rOPH3OHTANBHON NIOCKOCTIO / No3BoHKaMU > 70° npu peMopanbHOM AOCTYTIE).

10, Huacrpyxkuus no ApHMeHennio
10.1. IlpoBepxa nepea HCMONLIOBARKEM
1. TmaTenrHO OCMOTPHTE YNAKOBKY nepes BCKpuiTHEM. He ucnonssyiite nocie ucreyeHus
CpOKa NOAAHOCTH WA B C/IyYac HAPYUICHUA LIEAOCTHOCTH CTCPHIBHOM YIIAKOBKA.
2. H3Bnexute M3AENHE W3 3AWWTHOW YMAKOBKM K BHU3yanbHo yOeAWTech B OTCYTCTBHH
nedexros. [py Hanuuuyu AePeKTOB HE UCNIONL3YHTE H3ACIHE.

10.2. IIpouenypa npombiBKH npoTe3a knanana Hydra
1. TpurotoBbre ueThlpe CTEPUIbLHBIE EeMKOCTH K 3afONHHTE HUX  CTEPUIBHBIM
($HU3MONOTrHYECKHM PacTBOPOM. B Tpex eMKoCTAX MOXeT ObITh PHIHOIOTHIECKHH pacTBOp
KoMHaTHOH TeMnepatypal (15-25 °C). B oanot emkocTi Gonbluero pasmepa A0MmKeH ObITh
xonoaHei#t duzHonoruueckuii pacrsop (0-8 °C).

Crp.8n344
Tesars: BACKYJIAP HHHOB3M1LIH3 KO. JITA. (VASCULAR INNOVATIONS CO. LTD.)
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Huacrpyknus no npumenensio (Poccns)
ﬁ VASCLILAR PYIE 2

INNOVATIONS TMpotes aopransHoro knanana Hydra
CrcTeMa TpaHCKATETEPHONH ROCTABKK NPOTE3A A0PTAILHOTO

xnanana Hydra (karetep ana aoctaBku npoTesa
aopransHoro knanana Hydra, cucrema aarpysku npotesa
aoptansHore knanana Hydra)

Pepaxuna: 02

2. Hapnexure xnanan u3 GaHKM C MOMOLIBIO TYMOKOHEuHoro nuuuera. He kacaifrecs
NUHUETOM Kakoi-iuGo wacty nepuxapaa knanaHa. I[TPUMEYAHUE. Buewmnss
NOBEPXHOCTH YNAKOBKH HeCTEpHiIbHA.

3. Tlomecture 6uonpores B NEpByi0 €MKOCTb ¢ (PHIMONOrHYECKMM pacTBOpoM. CHUMHTE
HACHTUPHKALMOHHYIO 3TUKETKY. CpaBHHTE cephitHbIli HOMED HAa YNAKOBKE ¢ CEPUItHBIM
HOMEPOM HA 3ITHUKETKE, NpUKpenmeHHod k Guomporesy. Ecnu cepuiinpie HoMepa He
coenaaaot, HE ucnonssyiite nanueiii 6uonpores. Bocnonsayiitech apyrum nportesom
aoprankbHoro knanasa Hydra.

4. Tlpomoiire npores KnanaKa 8 PH3NOIOrHHECKOM PACTBOPE, OCTOPOKHO NEPeMeLIast IPOTE3
Knanaxa B pactsope B TeueHHe 90 cexyHa. 1o HeOGXOAUMO AN MOMHOrO yAANCHHS |
6uonporesa pacTBOpa MYTApOBOro anbAeTHAa (KOHCEPBAHTa).

5. Tloeropure npoueaypy, ONHMCaHHYIO Bbilie B 1.4, BO BTOPOl M TpeThed eMmkocTax,
npomsbisas KnanaH B obuieil choxHocTH TPH pasa no 90 cexyHa.

6. TloMecTHTe KnanaH B YETBEPTYIO EMKOCTH CO CTEPUNLHBIM (PHIUONOTUHECKHM PACTBOPOM
(0-8 °C) 1o Tex nop, NoKa oH He Sy/1eT rOTOR K YCTAHOBKE B KATETED ANA AOCTABKH NPOTE3a
aopransHoro xnanana Hydra (AVDC).

7. Yrunusupyitre GpusHonornueckuii pacTBop K3 MepBbIX TPeX eMKOCTeld U He UCMONb3YiiTe
€ro HW B KAKMX APYTHX UENAX.

10.3. TloaroToBxa xaTeTepa ANH JOCTABKH H CHCTEMBbI 3ArPY3KH NPOTE3a A0PTANLHON0 KAANIAHA
Hydra
1. H3pnekute M3 ynakoBKH HOBHIH KaTeTep ANS ROCTABKH MpPOTE3a aOpTANbLHONO KlanmaHa
Hydra AVDC u nonoxure ero Ha crepunbHbifi cronuk. IIpotpute kaTeTep no sceil Annue
BAAXKHOI Mapneil, CMO4UEHHOH B CTEPHITLHOM (PU3UONOTHYECKOM PACTBODE.
2. TIpHcoeauHHTE TPEXXOAOBLIE 3ANOPHBIC KPAHBI K ABYM OTBEPCTHAM AN MPOMBIBKH H
OTBEPCTHIO ANA NPOBOJHMKA HA KaTeTepe A8 HOCTABKM NPOTE3a aOPTaAbHOIC KnanaHa
Hydra.
3. [lopepHHUTe OCHOBHYIO pPYYKY NPOTHB 4acOBOH CTPENKH, 4YTOOB OTKPEITH Kancyhy
(NpoKcHMANTBHLINA KOHEW) KaTeTepa Tak, YToGH Gbln BHACH AepaTelb CTEHTA HA CTEPIKHE.
4. Tlpucoeaunure mnpui oGbemom 10 Mi, HANONMHEHHBIH CTEPUNBLHEIM (UIMONOTHUECKHM
pacTBOpPOM, K ABYM 3aNOPHEIM KpaHaM H NPOMOITE KaXA0¢ OTBEPCTHE.
5. VY6emurech, 4TO BO BpeMs NPOMBIBKH He HaOMIOZAeTCA YTeukH M3 xarerepa. Ecmm
HabntoxaeTcs yreuxa, MCTIONbL3YHTE APYTylo CHCTEMY ANA UMINAHTALIMY.
6. Ortkpoiite cucTeMy 3arpy3ku npoTesa aopTansHoro knanaHa Hydra # norpysure
COAEPKUMOE B CTEPUNbHBIH (pH3nONOrHYECKHi pacTBOp.

10.4. IIponenypa 3arpysxu mporesa aopranbroro Kiaanana Hydra
Crp. 91344

TMenars: BACKYJIAP MHHOB3HILH3 KO, ITA (VASCULAR INNOVATIONS CO. LTD.)
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MHCcTpyKumMa no npumeHeHuto (Poccua)
# \I/I\ﬁ\\l% \(}HIL[')Al\J? MpoTe3 aopTanbHOro KnanaHa Hydra

CwucTema TpaHCcKaTeTepHOl AOCTaBKM NMpoTe3a aopTanbHOro
knanaHa Hydra (kaTeTep A4 AOCTaBKW npoTe3a
aopTanbHOro knanaHa Hydra, cuctema 3arpy3ku npoTtesa
aopTanbHOro knanaHa Hydra)

Pepakuunsa: 02 Oata: aBryct 2024 r.

Mocne BbINOSHEHUS npouefyp MpombiBKM (cM. pasgen 10.2) M MNOAroOTOBKWM KaTeTepa And
[OCTaBKMN NpoTe3a aopTanbHOro knanaHa Hydra (cm. pasgen 10.3):
10.4.1. TMpukpenute MeTannuyeckuin 3ybel, K 3axBaTam npoTe3a aopTanbHOro KnanaHa Hydra u
ONyCcTUTE ero B X0N104HbIA (hnsnonornyeckunii pacteop (0-8 °C). (Cm. puc. 10.4.1 Huxe.)

Puc. 10,4.1

10.4.2. HafeHbTe CMAMKOHOBOE KOMbLO Ha 3ybel M HajaBMTe UM Ha 3axBaTbl MpoTe3a TaK, 4ToObl
OHM 6bInKn cxatbl. (C.m. puc. 10.4.2 Huxe.)

Puc, 10.4.2
MPUMEYAHWE. Mepea BbINO/IHEHNEM 3TOrO LWara y6eantecb, YTO NPOTE3 MOTrPYXeEH B XON0AHbI
thusmonormyeckuii pacteop (0-8 °C),

10.4.3. BcTaBbTe KOHel, 3ybua B OTBEPCTME KONMavyka BOPOHKN U MPOTAHMTE 3ybeL, vYepe3 Hero, Kak

MOKa3aHO Ha PUCYHKe HWXe, [0 TeX Nop, NoKa CUIMKOHOBAA 4acTb HEe MNpPUXKMeTca K
OTBEPCTUIO KOoNnayka BOPOHKK. (Cm. puc. 10.4.3.1 n 10.4.3.2 HUXe.)

Crtp. 10 n3 44

MeyaTb: BACKY/TAP MHHOBOMWH3 KO. N1TA. (VASCULAR INNOVATIONS CO. LTD.)
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MHcTpykuma no npumeHeHunto (Poccus)

I N N OVAT I D N S MpoTe3 aopTanbHOro KnanaHa Hydra
CucTtema TpaHCKaTeTepHON JOCTaBKW MpoTe3a aopTanbHOro
KnanaHa Hydra (kateTep Ans LOCTaBKW npoTesa
aoptanbHOro knanava Hydra, cuctema 3arpysku nporesa
aopTtanbHOro KnanaHa Hydra)

Pepakuna: 02 [ata: aBryct 2024 r.

Puc. 10.4.3.1

Puc. 10.4.3.2

Puc. 10.4.3.3

10.4.4. TMpunaBMHbLTE BOPOHKY K KONMMAyKy BOPOHKU W 3aPUKCUpPyiTe 06e 4yacTu, aKKypaTHO
NOBEPHYB BOPOHKY Ha KpblLLKe BOPOHKW, 0XBaTbiBas 6MonpoTe3 npuMepHo Ha 1,5 o6opoTa.
OKOHYaHMe BpalleHUs onpegensercs 3BYKOM ¢ukcauum (cm. puc. 10.4.4.1, 10.4.4.2 n
10.4.4.3 Huxe.) MNpaBuUAbHO 3aKpbITbI GonpoTe3 OyAeT BbirNAfeTb Tak, Kak NokasaHo Ha

puc. 10.4.4.4.
MPUMEYAHWE. TMepeg a3Toil npoueaypoin npoTes cnegyet
thusnonornyecknii pacteop (0-8 °C). 370 rapaHTMpyeT, YTO MNpoTe3 ByAeT MATKUM U NErko

MOMECTUTCS B BOPOHKY.

onyctTutb B XO!'IO,U,HI:IVI

Ctp. 1 n3 44

MeyaTb: BACKY/TAP UHHOB3WWH3 KO. NITA. (VASCULAR INNOVATIONS CO. LTD.)
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MHCcTpyKUMA no npumMmeHeHunto (Poccns)

VASCULAR
INNDVATIDNS MpoTes aopTanbHOro KnanaHa Hydra

CucTeMa TpaHCKaTeTepHOW JOCTaBKM NpoTe3a aopTasbHOro
KnanaHa Hydra (kaTteTep Ana LOCTaBKM npoTesa
aopTanbHOro knanaHa Hydra, cuctema 3arpysku nportesa
aopTanbHOro knanaHa Hydra)

Pepakuua; 02 [Jarta: asryct 2024 r.

10.4.5. BcTaBbTe TynoW KOHel, TPyOKM B KOHEL, BOPOHKM W OCTOPOXHO MPOBeANTE €ro uepes
CTBOPKW, MOKA OH He BblIAET M3 KPbILW KW BOPOHKU CO BCEMMW TPEMS 3axBaTaMy MpoTe3a U He
0XBatuT Tpy6KYy (c™m. puc. 10.4.5.1 n 10.4.5.2 Huxe).

MPNMEYAHWME. Y6eautecb, 4To 3axBaTbl NpoTe3a CBOOGOAHbLI M He nepenyTtanucb. Ecnn oHu

nepenyTtanucb, nonpobyiiTe WX akKypaTHO pacnyTaTb. Ecniu pacnyTaTb WX He ypgaetcs,
N3BMIEKUTE UX W3 3arpys3ymkKa v NOBTOPUTE 3TOT Luar.

10.4.5.2

10.4.6. BcTaBbTe CMHMIN HAKOHEYHMK KaTeTepa 414 AOCTaBKM MpoTe3a aopTanbHOro KnanaHa Hydra
B TPYOKY M OCTOpPOXHO npoTanKkuBaiTe KaTteTep 4O Tex MOp, MoOKa 3axBaTbl MpoTe3a He
OKaxX\TCA Ha OfHON NUHWM C fJepxaTeneMm CTeHTa Ha KaTeTepe Ans [OCTaBKM (CM.
puc. 10.4.6.1 n 10.4.6.2 HWUXe).

Ctp. 12 n3 44

MeuaTb: BACKY/TAP MHHOB3MWH3 KO. 1ITA. (VASCULAR INNOVATIONS CO. LTD.)
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MHCcTpyKLuMsa no npumeHeHunto (Poccus)
W Y@%\?ﬂ%@\l@ MpoTe3 aopTanbHOro knanaHa Hydra

Cuctema TpaHCKaTeTepHO AOCTaBKU NpOTe3a aopTanbHOro
kKnanaHa Hydra (kateTep Ans 4OCTaBKM nNpoTesa
aopTanbHOro knanaHa Hydra, cuctema 3arpys3ku nporesa
aopTasbHOro knanaHa Hydra)

Pepakuua: 02 [Oata: aBryct 2024 r.

10.4.7. YpaepXxuBaiiTe aep)aTeNb CTeHTa Ha MecTe W ybeAUTEChb, YTO OH MPaBWAbHO 3aKpenneH i
3axBartax npotesa (cm. puc. 10.4.7.1 n 10.4.7.2 HuXe).
V.

10.4.8. MoBepHNUTE OCHOBHYIO PY4YKY MO YacOBOW CTpenKe, YTo6bl NMEpPeMecTUTb Kancyny noBepx
3axBaToB.

10.4.9. Korga KkaTeTep HaKpoeT JAepXaTeflb CTeHTa, NpekpaTuTe BpawiaTb OCHOBHYK PYUKY W
BM3yaslbHO MPOBEPbTE, HAXOAATCA M KOHUYMKM 3aXBaTOB NpOTe3a B JepXKaTene CTeHTa. ITO
pelwatwmnin war B npouecce. Ecam 3T0T 0CMOTP He 6YAeT BbIMOMHEH AOMKHBIM 06pa3oMm,
npoTe3 KnamaHa CABWHETCH NPV [JanbHeliwel 3arpyske unm 6uonpoTe3 MOXeT ObIT'
NpeXaeBpemMeHHO CHAT BO BPEMS YCTaHOBKMW.

10.4.10. Ecnn 3axBaTbl NpoTes3a 3akpenseHbl HenpaBUAbLHO, KnanaH Heo6XoAMMO W3BfeYb U3
yexna v nostoputh warn ¢ 10.4.1 no 10.4.9.
10.4.11. Y6eanBLINCL, YTO AepXKaTeb CTeHTa YCTaHOB/IEH, MOBEPHUTE OCHOBHYIO PYUKY eLle Ha

HEeCKo/Ibko 060pOTOB, NMOKa 3aXBaThl MPOTE3a HEe OKAXYTCA BHYTPU Kancy/bl, 8 CUIMKOHOBOE
KOMbLO He NMPOJeT MUMO 3aXBaTOB M He NMPUOBAN3UTCA K pacluMpeHHOR yacTn npoTtesa (cM.
puc. 10.4.11.1 Hwmxe). Tenepb akKypaTHO BCTaBbTe MNpPOTe3 B LWUAUHAP BOPOHKW, YTOOLI
6uonpoTes cxancs (cm. puc. 10.4.11.2, 10.4.11.3 n 10.4.11.4 Hunxe).
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MHcTpyKLMA no npuMmeHeHunto (Poccus)

Y@% \(}:Al\'-JI—IL[l)Al\\:? MpoTe3 aopTanbHOro KnanaHa Hydra

CwucTtema TpaHCKaTeTEPHOW JOCTaBKM NpoTe3a aopTanbHOro
KnanaHa Hydra (KkateTep gns fLocTaBKM npoTesa
aopTanbHoOro knanaHa Hydra, cucTema 3arpysku nporesa
aopTtanbHOro KnanaHa Hydra)

Pepakuunsd: 02 Oata: aBryct 2024 r.
Co i
m
7
10.4.11.4
10.4.12. MomecTuTe cobpaHHOe M3aenne B X0NO0A4HbIA pusnonornyecknin pacteop (0-8 °C).
MPNMEYAHWE. 370 BaXHO ANA YMEHbLUEHWUSA HArpy3Kn Ha NpoTe3 Ha cnegytoLem aTane.
10.4.13. MpoTankuBaiiTe KaTeTep ANA [OCTaBKM npoTe3a aopTaNbHOro KnanaHa BMeCTe C

NpoTe30M BAO/lb BOPOHKM B TpyGuaTyt CeKLMK 40 Tex Mop, Moka NpoTe3 He OKaXeTcs
MONHOCTbI BHYTPU TPYGKMU.

10.4.14. MeaneHHO NOBEPHUTE OCHOBHYH pPYYKY MO 4YacOBOW CTpenke, 4To6bl MepeMecTUTb
Kancyny noBepx npoTe3a aopTanbHOro knanaHa Hydra.
10.4.15. Korfa oTBepcTue [nA MNPOMbIBKM Ha PYTCOATKE KaTeTepa ANA [LOCTaBKM MpoTesa

aopTanbHOro KnanaHa Hydra JOCTUTHET CMHE OTMETKM Ha PYKOATKe, NpekpaTuTe Bpawatb
OCHOBHYHIO pPY'uKy M NOAOXANTE HECKObKO CeKYHS, YTOObl KaTeTep 3aBepLllinn nepemeLleHue
(cm. puc. 10.4.15.1 Huxe).

10.4.16. MPNMMEYAHWME. Ecnu Kancyna He [JOXOAMT A0 KOHMYECKOro HaKOHeYHWKa Ha
KaTeTepe 415 OCTaBKMW, NPOLOMKalTe Bpal,aTh OCHOBHYH pYyUKYy MO YaCOBOW CTpesnke, Noka
Kancyna MONHOCTbIO He 3aKpoeTcsd. 3aTeM BpaliaiiTe OCHOBHYIO Py~ Ky MpPOTWUB 4acoBoOil
CTPENIKKN, NOKa OTBEPCTUE ANA NPOMbIBKW He BEpPHETCA Ha CUHIOIO OTMETKY Ha PYKOATKE.

|}

10.4.15.1 I

f NN
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MHCcTpyKUMSa no npumeHeHnto (Poccus)
VASCU LAR lNpoTe3 aopTanbHOro KnanaHa Hydra
0 INNDVATIDNS P g y

CucTtema TpaHCKaTeTepPHON JOCTaBKM NpoTe3a aOpTa/ibHOro
KnanaHa Hydra (kaTeTep 418 4OCTaBKW npoTesa
aopTanbHOro KnanaHa Hydra, cuctema 3arpysku npoTtesa

aopTtanbHOro knanaHa Hydra)

Pepakuuna: 02

10.4.16.1. M3BneknTe cucteMy 3arpys3ky npoTesa aopTaibHOr0 KnanaHa U3 Katetepa Ans
[00CTaBKM NpoTe3a aopTanbHOro KnanaHa.

10.4.16.2. MpomoliiTe 06a 0TBEPCTUS AN MPOMbIBKM M OTBEPCTUE ANA MPOBOAHMKA Ha
KateTepe Ans AOCTaBKU NpoTe3a aopTanbHOro knanaHa Hydra, 4tobbl yaanuTb BO34yX M3
CUCTEMBI.

10.5. WwmnnaHTaumsa 6uonporesa

1. ToarotoBbTe y4acTOK COCYANCTOro A0CTyna B COOTBETCTBUM CO CTaHAAPTHON NPaKTUKOIA.

2. Tpn Heob6X0AMMOCTM MpeABapuUTeENbHO pacluMpbTe HATWUBHbIM aopTanbHbIA KnanaH C
nomMowblo 6annoHa Ans BafbBYNOMNAACTUKN COOTBETCTBYIOLLErO gnameTpa.

3. BBeaute B apTeputo AocTyna BCTPOEHHY 0060/104KY M KaTeTep TUMa «CBUHOW XBOCT» WN
KOHTpNaTepanbHOro goeMopanbHOro goctyna. NMoMecTuTe KaTeTep TuNa «CBMHOM XBOCT» B
HMXXHIOK ~ 4aCTb  HEKOPOHapHOM  CTBOPKWM AN BbIMNO/IHEHWS  MHOTOKpPaTHOro
aHrmorpaMyeckoro KOHTPO/IA KOPHA aopThl BO BPEMS pa3BepTbiBaHUS.

4. TlpolignTe aopTanbHbIl KnanaH ¢ nomolibt nposogHuka 0,889 mm (0,035 gtoiima) c
ANVHON He MeHee 260 cm.

5. TepemecTnTe BCTPOEHHYH 060M104KY KaTeTepa ANd AOCTaBKM nNpoTesa aopTanbHOro
KnanaHa A0 ynopa B Kancyny KaTeTepa Ans AOCTaBKM M CHOBa HajeHbTe KaTeTep Ha
NPOBOAHMK, COXPaHAA MOMOXEHMNE NPOBOAHMKA NOMNEPEK a0OpPTasbHOr0 KnanaHa.

6. Ybeautecb, YTO BCTPOEHHaa 060/104Ka HaleXXHO 3aKpenseHa.

7. Tlofj KOHTpPO/SeM PeHTreHOCKONUM NpoABuraliTe KateTep No NPOBOAHUKY A0 TeX Mop, Noka
AWCTanbHas 4acTb Kapkaca npoTe3a aopTanbHOr0 KnamaHa He nepeceyeT HaTUBHBbIN
aopTasNibHbIl Knanax.

8. Mcnonb3ysi MapKepbl Ha KapKace KnanaHa, pacrofioXXuTe KaTeTep Tak, 4To6Gbl nepBas
AYeilka BXOAHOr0O yyacTka 6MonpoTesa Haxoaunacb Ha 3-5 MM HUWXe KoNnbla HaTMBHOTO
KnanaHa.

9. OTperynupyiiTe NonoXeHMe PEeHTreHOCKONMK TakKuM 06pa3om, 4To6bl cMcTemMa JOCTaBb
Oblla BbIPOBHEHA C M/IOCKOCTbK [JOCTAaBKW. ITO MOXHO NPOBEPUTHL MO PACMOIOXKEHUIO
MapKepoB Ha Kapkace knanaHa (cm. puc. 10.5.1 n 10.5.2 Huxe).

Ctp. 15un3 44
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MHcTpyKuna no npumeHeHuto (Poccua)

VATIDNS MpoTe3 aopTanbHOro knanaHa Hydra
CwucTtema TpaHCKaTeTEPHOW AOCTaBKU NPOTE3a aopTanbHOrO
KnanaHa Hydra (kaTeTep Ans LOCTaBKWM npoTesa
aopTanbHOro KnanaHa Hydra, cuctema 3arpysku nporesa
aoptanbHOro knanaHa Hydra)

Pepakuyuna: 02 Oata: aBryct 2024 r.

UTo6bl packpbiTb/pa3BepHyTb NpOTe3 KfanaHa, MOBEPHWUTE OCHOBHYIO pPYy4YKY NpoTuUB
yacoBoil cTpenku. Kancyna BTAHeTcA M 06HaxuT 6uonpotes, [lpogomkalite
OTKpbIBaTb/pasBopaynBaTbh OMONPOTE3 KOHTPONUPYEMbIM 06pa3oM M NpU HEO0OXO0AUMOCTH
OTperynupyiite nonoxeHue knanaHa (cm. puc. 10.5.3 n 10.5.4 Huxe).

Korga 6uonpoTte3 6ygeT pa3BepHyT npuMepHo Ha 80 %, BbIMNONHUTE aHTMOrpamMmmMy, 4To6bI
NOATBEPAUTb MPaBUbHOE MOMIOXKEHME U (YHKLUIO CTBOPOK GuonpoTesa.

12. B cnyyae HeONTUMaNbLHOIO0 NOMOXEHUA NOC/E OTKPbITUA MOMHOCTbIO DYHKUNOHUPYOLLE
NPUTOYHOW YacTu KnanaHa MOXeT OblTb BbIMOAHEH YAaCTUUHbIV WAW NOMHbIA NOBTOPHbI
3axBaT (MOBTOpHas (Qukcauma) U M3MeHeHne nonoXxeHus. KoHTponmpyembiM 06pasom
NOBEPHUTE OCHOBHYH PYYKY MO 4aCOBOWM CTpenke, 4ToObl BBECTU 6GMONPOTE3 B KaTeTep.

13. Tlocne AOCTMXEHWUS MOMHOIO PACKPbITUA UCMOb3YTE OPTOroHaNbHblIe N300paXeHWa npu
pPeHTreHoCcKonuu, 4Tobbl MOATBEPAUTL, YTO BCE TPU 3axBaTa MpoTe3a OTCOEAMHUAUCHL OT
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MHcTpykuuna IIP npumeHeHunto (Poccus)
W \I/I\IIAI\I\%\?H'II_@J? MpoTes aopTanbHOro knanaHa Hydra

CucTema TpaHCKaTeTepPHOI AOCTAaBKM MPOTe3a aopTanbHOro
KnanaHa Hydra (kaTeTep Ans A0CTaBKW MpoTesa
aopTanbHOro knanaHa Hydra, cuctema 3arpysku nporesa

aopTanbHOro KnanaHa Hydra)

Pepakuyuns: 02 OJatarsr"rr0247

pepxatens cteHTa. Ecnm kakoii-nubo 3axsat (3axBaTbl) NpoTesa BCe ele NPUKpensieHbl K
LepXaTeno CTeHTa, CHUMUTE nNpefoxXpaHuTenb [LOMNOAHWUTENbHOW PYyYKM C  KOHUa
PYKOATKW, 3aTeM MOBEPHWUTE LOMOMHUTENbHYIO PYYKY MPOTWMB 4acOBOW CTpenku, 4Tobbl
obecneynTb nepemelLeHWe JepxaTens CTeHTa BMepef, UYTO MNO3BOAUT OCBOGOAUTL
3aCTPABLUMIA 3axBaT (3axBaTbl) NpoTe3a. Mcnonb3yiiTe opTOroHanbHble M306paXeHUs npu
PEHTrEHOCKOMNUU, YTOObI NOATBEPAUTL BbICBOBOXKAEHME.

14. BBeauTe KaTeTep ANA AOCTaBKWM NpOTe3a aopTaNbHOro KnanaHa B HUCXOASLLYIO aopTy U
BEPHUTE Karncyniy B UCXOAHOE MOOXKEHMNE PSAOM C KOHUYECKUM HaKOHEYHUKOM, NOBEPHYB
OCHOBHYIO PY4YKYy NO 4acoBOW CTpefike, Npexpae 4eM W3BMeKaTb KaTeTep AN [JOCTaBKU
npoTesa aopTanbHOro KnanaHa “3 mMecTa JocTyna.

15. BbINOAHWUTE CTAHAAPTHYIO aopTOrpamMMy M TpaHCTOpaKanbHY0 3XoKapaumorpammy, ytobos
OUEHMUTb paclinpeHne n QyHKLMOHUPOBaHNE 6MonpoTesa.

16. Ecnv napaBacKynspHas yTeuyka MpeBbIAaeT NIErKyH CTeMeHb, MOXeT ObiTb BbIMOJHEHA
nocnefytouias  gunarauuma ¢ noMmowsblo  6annoHa  4NnA  BanbBY/IONNACTUKM
COOTBETCTBYIOLLEro guameTpa.

11. O6yuyeHune
MmnnaHTayuma npoTesa aopTanbHOro KnanaHa Hydra pfo/mkHa BbINOAHATLCA TOMLKO Bpavamu,

npoweawnMn obyyeHne B KomnaHun «BACKY/TAP MHHOB3WMLLH3» (Vascular Innovations).

12. TexXxHMYeCKOe onucaHmne
JocTynHo Tpu pasmepa npoTe3a aopTasbHOro KnanaHa Hydra:

Crtp. 171344
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MiVASCULAR
INNDVATIDNS

"W

OnameTtp 0 A (MMm)
OvameTtp 0 B (MMm)

PekomeHAyeTCcs Ans pasmepa Kosbla (,MM)

O.miHa A
(Mm)
69 +2,5/-0,5

Bbicota H (Mm)

BbicoTa repmetusnpytoulein 1ooku C (Mm)
PaccTosiHue fo nepsoit MeTku D (MM)
PaccTosHuMe 0 BTOPOA MeTKu E (MM)

OvameTtp 0B
(Mm)

6,0 + 0,05/

6,25 + 0,05

MHcTpyKLMA no npuMmeHeHuto (Poccuns)

MpoTes aopTanbHOro knanaHa Hydra

CwncTema TpaHCKaTeTepHOW A0CTaBKM MpoTe3a aopTasibHOro
KnanaHa Hydra (kateTep Ana AOCTaBKM npoTesa
aopTanbHOro knanaHa Hydra, cuctema 3arpysku nportesa
aopTanbHOro knanaHa Hydra)

Pepakuuns; 02

HYDRA22 HYDRA26
22 £0,5 26 £ 0,5
36,5 £0,5 40,5 £ 0,5
55,5+ 10 535+ 10
12+ 10 13+ 1,0
5+0,2 60,2
15 +0,2 18 £0,2
18-20 20-24
co
A
OvameTtp 0C Ovametp 0D OnvnHa E
(MMm) (MM™m) (Mm)
4,25 £ 0,05 505+007/- 1140x 10
0,05
Ctp. 18 n3 44
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HYDRA30
30 £0,5
44,5 + 0,5
50,0 + 1,0
14+ 1,0
70,2
21 +0,2
24-27

Onnna F
(Mm)
9000



V N SCU I_ N R MHcTpyKUMa no npu.meHeHuto (Poccus)
INNOVATIDNB MpoTes aopTanbHOro knanaHa Hydra
CucTema TpaHCcKaTeTepHOM [OCTaBKM NpoTe3a aopTanbHOro
KnanaHa Hydra (kaTeTep gns AoctaBky npoTesa
aopTanbHOro knanaHa Hydra, cuctema 3arpysku nportesa
aopTanbHOro knanaHa Hydra)

Pepakuynsa: 02 Oarta: asryct 2024 r.

Cuctema 3arpysku npotesa aopTaNbHOro KianaHa COCTOMT M3 BOPOHKM, Ko/amayka BOPOHKU, TPYGKH,
3y6Lua v CUMKOHOBOTO KO/bLa.

Puc. 1
a) CUNMKOHOBOE KOMbLO.
b) 3ybeu.
c) Tpyb6Ka.
d) BopoHKa,
e) Konnayok BOPOHKM.

OnucaHve MegULMHCKUX  U3Lennidi  unM  W3LENUin, He  SBAAKOWMXCA  MEAUUUHCKUMU,  HO
npeAyCMOTPEHHbIX 415 WCMOMb30BaHWUS B KOMOWHALMW C 3asiBIEHHbIM MEAULMUHCKUM U3LENNEM.

e CTepunbHbIA (u3nonoruyeckuii pactsop 9% xnopuaa HaTpus, 3aperucTpUpOBaHHbIN B
YyCTaHOB/IEHHOM MopsifKe Ha TeppuTopun Pd.

qupre CTEPU/IbHbIE EMKOCTMU ONA HaNOJIHEHUA CTEPU/IbHbLIM qJI/I3I/I0}'IOFI/ILIECKI/IM pacTBopom,
Onda 3aMadyunBaHuA npoTesa.

 LWnpuy ob6vemom 10 ma, 20 mA, 3aperucTpUpPOBaHHbLI B YCTaHOB/IEHHOM MOpAAKe Ha
Tepputopumn P®.

MposogHuk 0,889 mm (0,035 gtolima) ¢ ANNHONW He MeHee 260 cMm, 3aperncTpMpOBaHHbIN B
YCTaHOBNEHHOM MOpsiAKe Ha TepputTopumn PO,

MpoTes aopTanbHOro KnanaHa Hydra u CucTtema TpaHCKaTeTepHO [OCTaBKM NpoTe3a aopTaibHOro
knanaHa Hydra MOryT MCMonb3oBaTbCs B COYETAHUW C WU3AENUSMU, OBbIYHO WCMOMb3YEMbIMU MNPU
MpPoTe3NpOBaHUM aopTasbHOrO KranaHa cepgua, MO YCMOTPEHWID MefULMHCKOrO cheuuannucTa, B
3aBMCUMOCTM OT K/IMHWYECKOW CUTyal M v BbINONHSAEMOrO BMeLLATebCTBa.

Ctp. 19us 44
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Hncrpyxuns no npumenennio (Poccus)
6) Y\lAl\lstlA-'ll-ll_De\lg ITpoTes aopranbHoro knanasa Hydra

CucreMa TpaHCKaTeTEpHOR AOCTABKY NPOTE3a A0PTANBLHOTO

knanana Hydra (kaTetep ans BOCTaBKK NpoTesa
aopranbroro knanana Hydra, cucrema 3arpysku nporesa
aopransHoro Knanava Hydra)

Penakuua: 02 [laTa: aBryct 2024 r.

13. Hndopmannsn, ceazannan ¢ MPT
Ycaosus MPT
MarunTHO-pe3oHaHCHAS Tepanis NALMEHTa ¢ YCTAHOBACHHRIM NIPOTE30M aopTanbHoro knanaia Hydra
AOMYCKAETCA NPH ONMpEeReNeHHBIX ycnosusax. JOKnRHMYECKHE uccneaoBanun (MenbiTyeMslit ofpaseu
HYDRA30) nokasand, 4TO HCCAENOBaHMA C TNIPUMEHEHHMEM MAarHMTHOTO pe30HaHca nocie
MMIIAHTALMH NpoTe3a aopraabHOro knanadHa Hydra nonycTuMul npH onpeaeneHHBLX YCAOBUSAX.
MNauvenT ¢ JaHHEIM H3zenueM MOXeT OuITh Ge30macHO CKAHHPOBAH Cpasy NocCke MMIVIAHTALMK B
CNERYIOUIUX YCNOBHAX:
® craTuyecxoe MarHuTHOe nose Toabko | S Tau 3 Ta;
® MaKCHMATLHBIA  TIPOCTPAHCTBEHHBIA  rpaaueHT MarHuTHoro nons 8000 laycc/cm
(PKCTPanoMHPOBAHHLIR) HAKN MEHee;
® MaXCHMALHO perHcTpHpyemoe cucremoii MP cpeanee yaensHoe nornomenue (SAR) ecero
Tena 4 Br/kr 3a 15 MuHyT ckanuposaHua (1. €. AN NOCNeJ0BAaTENEHOCTH UMIYABCOR) B pEXHUME
KOHTPOJIA NEPBOTo YpoBHA cUcTeMEl MP.

Harpes, csa3zaunsiii ¢ MPT

B xone NOKNMHMYECKMX HCCJACAOBaHMH npoTesa aopranbHoro Knanawa Hydra waGmonanocs
cneayioulee noBseHHe Temnepatypsl Bo Bpems MPT, BumonHesHo#fi B teuenue 15 MUHYT
CKaHUpoBaHHA (T. €. ANA TIOCNEAOBATENBLHOCTH MMMYNbcos) B pexume 1,5 Tn/64 MI'u (Magnetom,
Siemens Medical Solutions, Malvern, ITencunbsanus. IlporpaMmHoe oGecneuenne Numaris/4, Bepcus
Synge MR 2002B DHHS, ¢ ropH3oHTansHBIM NOJNIEM, ¢ AKTHBHBIM 3KPAHHPOBaHWEM) W 3-Tecna
(3 Tn/128 MI'n, Excite, HDx, nporpammuoe oGecneuenue 14X.M5, General Electric Healthcare,
Munyoks, Buckoncun):

1,5Ta 3Ta
Hudopmaums no cucteme MPT, SAR ycpeaHeHo no BceMy TeRy 2,9 Bt/kr 2,9 Br/xr
Kanopumerpuueckue uaMepeHus, SAR ycpeaHeHO IO BceMy Teny 2,1 Br/kr 2,7 Br/xr
Haubonbllee H3IMEHEHNE TeMIIEPATYPHI 2,1°C 2,5°C
Temneparypa ¢ yuetom SAR ana Bcero Teaa 4 Br/kr 2,9°C 3,4°C

Hudopmauns o6 apredaxrax

Maxkcumanbuellf pasmep apredakra, HabntonaeMelii Ha NOCNEAOBATENEHOCTH MMITY/IECOB FPAAHEHTHOTO
3xa npu none 3 Ty, coctapaseT npubausurensHo 10 MM H 3aBHCHT OT pasMepa W (OpPMBI NPOTE3a
aoptansHOro knanana Hydra,

14. Oueuxa GesonacHocTH TRaneli AKHBOTHLIX
JAns  OUCHKH pPHCKOB, CBAR3aHHBIX ¢ Oe30NAacHOCTBIO TKAHEH KXHBOTHONO HNPOHUCXOXACHKA,

Crp. 20 w3 44
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MHCcTpyKuKna no npumeHeHuto (Poccus)
~ VASCUUAR
INNDVATIQNS MpoTe3 aopTanbHOro knanaHa Hydra

CwucTema TpaHCKaTeTepHOl LOCTaBKM MpoOTe3a aopTaibHOro
KnanaHa Hydra (KkateTep Ans fOCTaBKMW rnpoTesa
aopTanbHoro knanaHa Hydra, cuctema 3arpysku npoTtesa
aopTanbHOro knanaHa Hydra)

Pepakuymns:02 ANata™aBr~cr202/

ncnonb3yembiX B NpoTese aopTanbHOro knanaHa Hydra, n ana paspaboTku cTpaTerum obecneyeHus
6e30MacHOCTW ANA YCTPAHEHWUA BO3MOXHbIX PUCKOB 6biNv NPeANpUHATLI CNefytolne waru:
a) OueHKa 1 aHanM3 pUCKOB:
BbIfIB/leHWE MOTeHLMaNbHbIX MPUYUH OTKa30B (CBSI3aHHbLIX C WCNOMb30BaHMEM TKaHel
XXWBOTHOIO TMPOUCXOXAEHUS), OMacHOCTeid U puUCKOB Ana 6e30MacHOCTM Ha OCHOBaHMU

KOHCTPYKLUWK, XapaKTEPUCTUK, npepnonaraemMoro wucnonb3oBaHua wu obnacTtu nPpUMeEHEHNA
n3genna.

b) KoHTponb pucka:
e BaAMAaLUs npouecca;
UCNbITAHMS;
0630p pe3ynbTaToB WUCMbITAHWIA.
c) O6Lwan oLeHKa pUcKa, CBA3aHHOTO C TKAHAMMU XXMBOTHOTO MPOUCXOXAEHUS, N 3aKN0YeHNe.

PesynbTatbl NyHKTOB (2) W (b) BK/AOYeHbl B Tabnuubl aHanuM3a PUCKOB ANA uU3henus W npouecca
npoM3BOACTBA.

B faHHOM oTuyeTe AOMOMHUTENbHO pa3paboTaHbl MOAXOAbI, BKAOUYaKOLWMe cneynduruyueckne onacHoOCTH
TKAHEN XXMBOTHOIO NPOUCXOXAEHUS B YNOMSAHYTble Tabnuubl aHanu3a puckos, YTO NO3BONSAET cAenaTb
ob6uiee 3akntoveHne o 6e30NacHOCTM M 060CHOBATbL MCMONb30BaHNE GblYbEro Nepukapaa.

NaeHTU M KaALMA 0CTAaTOUYHbIX PUCKOB

B pesynbTate OUEHKM PUCKOB OTCYTCTBYKOT OCTaTOYHble PWUCKW, KOTOpble cuyMTatoTCs
HeNpMeMIeMbIMU/HEAOMYCTUMbIMU. M3 0CTAaTOUYHbIX PUCKOB OAMH OTHOCUTCA K MPOTE3y aopTasbHOro
knanaHa Hydra. OH ocTaeTcsi B 3TOli 061aCTW, NOCKO/bKY €ro TSXeCTb SBASAETCA CaMOW BbICOKOW, HO

nocpeAcTBOM YCTAHOB/EHHbIX Mep KOHTPONS YpOBEHb BO3SHUKHOBEHWS COTNacHO OLEHKEe YCTAHOB/EH
Ha CaMOM HW3KOM YpPOBHE.

OueHKa No/b3bl ANA nauneHTa

OueHKa o6LLeli NpYeMNemMoOCTM OCTaTOYHOrO pPUCKA yuuTbiBana 6anaHC MeXAy OCTaTOUYHbIM PUCKE
nocne BbIMOMHEHUS BCEX Mep MO YNpPaBfeHWIO PUCKOM W OXWAAEMOW KAWHWYECKOW MOMb30WA, .
CPaBHEHWIO C [AOCTYMHbIMM anbTepHaTMBamu. OTCYTCTBYHOT Kakue-nnbo O0OCTaTOUYHble PUCKM,

CBA3aHHbIE C KOHTaMMHaLLMEI‘;I TPAaHCMUCCUBHbLIMM areHTamn, KakK TMMOKa3aHO B nNpeactaB/iEHHbIX
OOKYMeHTax.

Obuwas oueHKa pUcKa 1 3aK/4veHune

icxoas M3 BbILIEN3NOXEHHOr0, KoMnanua «BACKY/TAP MHHOB3WMLH3» (Vascular Innovations)
060CHOBbIBaNa UCMO/Ib30BaHWE TKaHW >XXUBOTHOIO MPOUCXOX[EHUA B NpoTe3e aopTalbHOM KnanaHe
Hydra npn ncnonb30BaHUM MO Ha3HAYEHUHO.

Komnanns «BACKYJIAP MHHOB3WMLWH3» (Vascular Innovations) genaeT BbIBOA O TOM, YTO PUCK
npoTe3a aopTanbHOro KnamaHa Hydra, cBfA3aHHbI C WCNOAb30BaHWEM TKaHell >KMBOTHOTrO
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Hrcrpykuus no npaMenernnio (Poccusn)
@ IVI‘JAI\ISD?/HI'II_DAI\IE [Tpores aopransHoro knanana Hydra

CrcreMa TpaHcKaTeTepHO) NOCTABKH NPOTE3a a0PTANLHOTO

knanada Hydra (kareTep ana aocrasku nporesa
aopraneHoro knanala Hydra, cucrema sarpysks nporesa
aopranbHoro kiuanaHa Hydra)

Penaxiusa: 02 : apryer 2024 r.

NPOUCXOXKACHHA, NPU TNPHMCHCHHH B COOTBETCTBHH C €10 HA3HaYCHWEM, MCMOML3OBAHWEM M
NOKa3aHHAMH NpeHe0peXNMO MaT ¥ MO3TOMY AB/AAETCA NpHemieMsiM. Ha oCHOBaHHM UMEIOLUMXCS
AaHHBIX KIEHHHYECKUX PHCKOB 1A 6€30NacHOCTH HE MPeIBHANTCA.

15. HMEIOINIHMECHA KIHHHYECKHE JAHHBIE
15.1.Mccaenosanne nporesa aopraabuoro kianana Hydra ans nonyuesus mapxuposxu CE

[onybauxoeano e JACC: Cardiovascular Interventions, mom 15, Nel, 2022,
doi.org/10.1016/].jcin.2021.09.004]

Uccnenosanve npotesa aopranbHoro xnanasa Hydra ana nonyuenus wmapkuposkn CE —

NPOCNEKTHRHOE  MHOFOLEHTPOBOE  HECPABHHTENbHOE  MCCICAOBaHWE, NpPOBOAWBINESCS HA

JOpErucTpauHoHHoM 3tane B |8 nccneaoBaTensckux UeHTpax B EBpone WM cTpaHax A3uarcko-

TrhxookeaHckoro pernoHa. OcHOBHOM 3aaaveli AAHHONO UCCAEHOBAHUA OblNla OLIeHKa Ge30nacHOCTH H

GYHKUMOHANBHEIX XaPAKTEPHCTHX CAMOPACKPHIBAIOMETOCA TPAHCKATETEPHOrO NPOTE3a aA0PTANTBLHOTO

knanana Hydra B ieieHHI KNHHWYECKH BRIPAXKESHHOTO THKENOTO A0PTAIBHONO CTEHO3a Y MALHEHTOB ¢

BLICOKHM MM MPE3BBEIYAWHO BLICOKHM PUCKOM XHPYPTHUYCCKOrO BMELLATEILCTEA.

B kauecTBe MEpBHYHON KOHEUHON TOUKH AN OLUEHKH Ge30MacHOCTH HCMOAL30BANM CMEPTHOCTh OT

mobo#t npHuuHbl B TeueHue 30 AHe, B KAUSCTBE NEPBHYHON KOHEYHOM TOUKKH ANA OUCHKH

(GYHKIHOHANBHBIX  XAPAKTEPHCTHK —  YCMEIIHOCTh NPUMEHEHUS W3ACH M, ONpeAeiseMylo B

coorsBercTBHH ¢ KpuTepuamMu VARC II. B uccienosanue Guino BiunoyeHo 157 nauueHTOB (BO3pACT:

79,2+ 7,1 ropa, 41,4 % My)K'-lHH, oucHka no wkane STS: 4,7+ 3,4 %). [Inomaae aopransHoOro

xnanasa coctasaana 0,7 + 0,2 cM?, cpeauuii TpaHcKnanaHHei rpaguentT — 49,5 + 18,5 MM pr. cT. ,

BonsmnnacTsy nauuenTos Guin ycraHosneH xnanan Hydra 30 mu (81; 51,6 %) unu Hydra 26 mm (72; ‘

45,9 %). Tlpe- n nocraunatauua nposogunack y 126 (80,3%) u 81 (51,6 %) naumenra

COOTBETCTBEHHO.

Hemorpaduyeckue rasHbie # noapoGHas nHGOpPMaALINA O NPOLEAYPAX, NPOBEACHHHIX BKNIOYEHHBIM ‘

nalueHTam, npeacrasneHs 8 rabmauax 1 n 2.

Tabanua 1. Hexoaneie nokasaTe/In NAHERTOB (HCC/e0BaHHE NPOTE3A

aopransLuoro lmanalm Hydra Jma nonyqenuu MapKHPOBKH CE)

‘Tloxgsarenm - - - : NIREREEN N=1%87
Bospact (net) 792+ 7,1
Bospact < 75 ner 32 (20,4)
MyxyHHbB 65 (41,4)
Hnpexc maccH Tena 26,0+ 5,2
Tnowans nosepxHocTH TeNa (Kr/m*) 1,7+ 0,2
Hwemuyeckas Gonesns cepaua 65 (41,4)
K1l 5 anamue3se 22 (14,0)
YKB e anamnese 38 (24,2)
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Hucrpyxkius no npumenenno (Poccus)

6 VASBL"—AR Ipotea aopranbHoro Knanava Hydra

-t INNOVATIONS
CucTeMa TpaHCKATETEPHOM JOCTABKH NPOTE3a A0PTANBHOTO
| Knanata Hydra (xaterep gaa focTaeky nporesa
aopranbHoro kranada Hydra, cherema sarpysku nporesa
aopransHoro knanana Hydra)

Pepakiuya: 02
Hudapkr Muokapna B aHamHese > 6 Mecaues 17 (10,8)
Dubpuanauua npeacepanii B aHaMHese 30 (19,1)
BJIHI 7 (4,5)
BITHI 10 (6,4)
TTocToAHHBIA HCKYCCTBEHHEIR BOAHTENL PHTMA 12 (7,6)
CepaeyHas HEAOCTATONHOCTE 14 (8,9)
QyHKUKOHANBHLIA Khace no KpuTepuaMm Heio-
Hopxexoit kapanonoruueckoit accomuauny 1 (0,6)
1 77 (49,0)
I 72 (45,9)
1l 7 (4.5)
v
CaxapHelit 1naber 48 (30,6)
ApTepHanbHas rurepTeHIna 125 (79.6)
HHeynbT B aHaMHE3e 13 (8,3)
THA B anaMHe3e 0 (0,0)
3aboneBanue nepudepnyecknx aprepuit 4(2,5)
Xpotinyeckas GonesHb NoHex 40 (25,5)
XOBJ 21(13,4)
AcT™a 8.1
Jlerousas runepTeH3Hs 19 (12,1)
AOpTansHas peryprutauus YMepeHHON HiH Takenoi 17 (10,8)
CTENEeHH
YMepeHHas MUTpansHas perypruTauns 16 (10,2)
YMepeHHas TPHKYCNUAANbHAS PEryPruTalins 15 (9,6)
Ouenka no wxane STS (%) 4,7+3,4
EuroScore 11 5149
I"'emornobun (r/an) 11,9+ 2.0
KpeaTHHHUH CBIBOPOTKH KPOBH (MKMOJL/T) 1,2+ 1,1
Kpeatunus > 2 Mr/an 10 (6,4)
pCK® (Mn/mun/1,73 M%) 59,0+ 21,6
OBJIXK (%) 56,4+ 13,2
Cpeannii a0pTanbHEIH rpagueHT (MM PT. CT.) 49,5+ 18,5
[nomams AK (cm?) 0,7+0,2

Hannvie npeocmasaenv: kax cpeonee + cmandapmuoe OMKAOHEHUE UAY KaK vacmoma (6 npoyermax).
IIAK: nnowads aopmanvnozo kranana, AP: aopmanenan pecypeumayus; pCK®: pacuemnan ckopocme
Crp. 23 na 44
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Hucrpyxnnsa no npumenennio (Poccns)

VASCULAR
@ INNDVATIONS

[TpoTes aopransHoro knanaxna Hydra
CucTeMa TpaHCKATETEPHONH AOCTABKH NPOTE3a 80PTaNBEHOrO
xnanana Hydra (kaTetep ans RoctaBku nporesa
aopraneHoro knanana Hydra, cucrema 3arpysku nportesa
aopransHoro knanara Hydra)
Pepaxnua: 02

rnobyuxoeoii purempayuu; PBJ/DK: ¢paxyus ewvibpoca nesozo acenydouxa; NSTEMI: ungpapxm
Mmuoxapoa 6e3 sneeayuu ceemerma ST; STEMI: ungpaprm muoxapoa ¢ aneeayueii ceemenma ST; HCK:
HECMAbUTLHAR CIMEKOKAPOUA,

Tabauna 2. IlapaMeTph! npouteaypsbl (HoC/IeA0BAHHE NPOTE3A AOPTAILHOTO
KJanasa Hydra a.ml IlOle‘leHll! Mapxuponml CE)

Toxasavenm . %~ o0 i 7 SnAveRNe |
beapeHHnMR noctyn 157 (100)
MecTHan aHeCTe3HA U CeJaLng © 69 (43,9 %)
COXPaHEHHEM CO3HAHHUA

Pasmep umMnnaHTHpyeMoro KnamnaxHa

Hydra 22 mm 4 (2,5)
Hydra 26 mMm 72 (45,9)
Hydra 30 MM 81 (51,6)
IIpeaunaraums 126 (80,3)
TlocTaunaTaums 81 (51,6)
IpoaoIKHTEABHOCTS NPOLICAYPH (MUH) 1228+ 57,0
FpoaomKUTeNLHOCTD PEHTTEHOCKOTIHH 31,7+ 18,8
(MuH)

Q6beM KOHTPACTHOIO BElECTBa (M) 130,7 + 72,2
[TpoAoKUTENEHOCTS MNOCNIUTANTH3AIMH 7.2+6,3
(aum)

Hannvie npedcmaenenst xax vacmoma (e npoyenmax) uru Kax cpedree = CIMarnoapmnoe omiioHeRue.

B Teuenue 30 nHeil nepBMyHas KOHe4Had TOYKA GeE30NMACHOCTH — CMEPTh OT MOOOH NPHYHHBI —
Hactynuna y 11 (7,0 %; AU 95 %: 3,7-12,5) naumenros, exmouas 9 (5,7 %; IH 95 %: 2,86-10,9)
CNYYacB CMEPTH OT CEPACHHO-COCYRUCTHIX HapyweHnii 4 5 (3,2 %; [IU 95 %: 1,2-7,7) cayyaes cMepTH,
CBA3AHHLIX ¢ M3geaueM. 3a meproa ot 30 gHedt mo oaHoro roaa Osuno 3aperucTpuposaho 12
JOTIOTHUTEALHBIX CY4aeB CMEPTH OT No60i NPHYKHEL, BKIOYas YEThIpE Cly4as CMEPTH OT CEpAEYHO-
coCyAUCTHIX HapymmeHuidl. B ofineli cnoxHOCTH B TeueHHUe OZROTO Toga Gbuio 3aperucTpuposano 23
cnyvas cmepti (14,6 %; IU 95 %: 9,7-21,4) ot moboit npuunuel, B ToM yucne 13 cny4aes (8,3 %; U
95 %: 4,7-14,0) cMepTH OT cepaeHHO-COCYANCTEIX Hapyiueru#t (puc. 1).
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MHcTpyKuma no npumeHeHuto (Poccus)
Fti:J VA%\?H'I_[/)AI\J? MpoTe3 aopTanbHOro knanaHa Hydra

CucTtema TpaHCcKaTeTepHOM [OCTaBKM NpoTe3a aopTajibHOro
KnanaHa Hydra (kaTeTep 414 40CTaBKU npoTesa
aopTanbHoro knanaHa Hydra, cuctema 3arpysku npoTtesa
aopTanbHOro knanaHa Hydra)

Pepakuyna: 02 Oata: aBryct 2024 r.
(A) AM-caase mottaiin- (B) CardiovascttJar mortalin-
Events: 23 (14.6%); Event-free Sunfrial: 85.4% Events: 13 (8.3%); Event-free Survn'al: 91.7%
1.0 1.0-
0.8 0.8-
Event*: 23(14.6%}: Event*: 13(8.3%);
l Event-free Survival: 85.4% Event-free Survival: 91.7%
| 0.6 (05% Cl: 78.6-00.3) 0.6- (05% Cl: 86.0-95.3)
i1l
I I 0.4
0.2 0.2-
0.0 -+ —+— — —
00 180 270 360 450 180 270 360 450
Time (<Uy») Time (day*)

Puc. 1. KpuBasa BbxxuBaemocTn Kannana — Meitepa, oTpaxatouasa (A) CMepTHOCTb OT
N0 60 NpuYnHbl 1 (B) CMEPTHOCTbL OT CEPAEYHO-COCYANCTbIX HapYLIeHW

YacToTa MMnaaHTaLMm HOBOTO MOCTOAHHOMO MCKYCCTBEHHOIO BOAUTENS PUTMA Y NaLMEHTOB U3 TPynnbl
pucka coctaBuna 11,7 % (AW 95 %: 7,2-1 8,4) B TeueHune 30 gHeid n 12,4 % (AN 95 %: 7,7-19,2) B
TeueHue ofHOro roga. Moapo6Hbie faHHbIE 0 KMHUYECKNX pe3ynbTaTax B TedyeHue 30 gHel 1 O4HOrO
roga HabnwaeHnsa npefgcrasneHbl B Tabnuue 3.

Tab6nuua 3. KnuHnyeckne pesynbTaThl Yyepe3 30 gHel H 12 mecAueB (nccnegoBaHue npoTesa
aopTanbHOro KnanaHa Hydra gna nonyydyeHusa mapkuposku CE)

Uepes oguH mecal, Uepes ognH rog*

MokasaTenu CobblTus AN 95 % CobbiTn AU 95 %
A
CMepTHOCTb OT M0G0 NPUUMNHBI 11 (7,0) 3,7, 125 23 (14,6) 9.7,21,4
CMepTHOCTb OT CepAeYHO-COCYAMNCTbIX 9(5,7) 2,8, 10,9 13 (8,3) 4,7, 14,0
HapyLLeHWni
CMepTHOCTb OT HapyLEHWI, He CBSA3AHHbIX C 2(1,3) 0,2, 5,0 10(6,4) 3,3, 11,7
CepAeYHO-COCYANCTON CUCTEMOIA
CMepTHOCTb, CBA3aHHasA C U3LeNunem 5(3,2) 1,2, 7,7 5(3,2) 1.2, 7,7
Bce Bugbl MHCyNbTa 1(0,6) 0,03, 4,04 1(0,6) 0,03, 4,04
Ctp. 25 u3 44
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Hucrpykuus no npumenenuio (Poccusn)
76) VASCULAR [NpoTes aopransHoro kianaHa Hydra
INNOVATIONS
CucteMma TpaHcKaTeTepHOH AOCTaBKM NMPOTe3a aOPTaLHOTO
knanaHa Hydra (katetep a1 noctaBku nporesa
aopranbHoro kaanana Hydra, cucreMa 3arpysku nporesa
aoptansHoro knanasa Hydra)
— Pewua: 02 Jara: aBryct 2024 r.

UHBanuansnpyomuii 1 (0,6) 0,03, 4,04 1 (0,6) 0,03, 4,04
Heunnsanuaunsmnpyiollas/TpaH3uTopHas 0(0) - 00 ~
vleMHYecKas aTaka
Yrpoxarluiee )KH3HH KpOBOTEYEHHE 3(1,9) 0,5.5,9 3(1,9) 0,5,5,9
Bonswoe kpoBoTeueHHe 7 (4,5) 2,0, 9,3 7 (4,5) 2,0, 9,3
Bonbluoe cocyaucToe ocnoXKHEHHE 7 (4,5) 2,0,9,3 7 (4,5) 2,0,9,3
OcTpoe NoBpexKIAEHHE NOYEK 1 (0,6) 0,03, 4,04 1 (0,6) 0,03, 4,04
Hudapkr Muokapaa 0(0) - 00 -
HMMnnaHTaumus HoBOro NOCTOSHHOIO 17 (10,8) 6,6,17,0 18(11,5) § 7,1,17.8
MCKYCCTBEHHOTO BOAUTENS pUTMa
[MTauneHTbl, KOTOPBIM HCKYCCTBEHHBIH 17(11,7%) | 7,2, 18,4 18(12,4) | 7,7, 19,2
BOAMTE/b PUTMA UMIIAHTHPYETCS BNEPBbIE

Hannbie npedcmaenenvi kak yacmoma (e npoyermax).
* Ha ocnosanuu oyenxu Kanrana — Meiuepa.

lNepBuyHas KoHe4YHaa TOUKA OLEHKH YCTICIUHOCTH TNPUMEHEHHS M3AENHA OblNla JOCTHrHYTa Yy
130 nauunenTos (82,8 %; I 95 %: 75.8-88,2). Cneayer otMeTuts, uto y 148 (94,3 %; IU 95 %: 89,0—
97,2) nauMeHTOB HWMMNJaHTaUMs npouia ycnewHo. [IpaBuibHas ycTaHOBKa OJHOTO MpoTesa
aoOpTanbHOro KjlanaHa B MpPaBH.IbHOE aHAaTOMHYECKOE MoJoxkeHWe Obina BbiMonHeHa B 142 cnyuasx
(90,4 %; TU 95 %; 84,5-94,4). Moapo6Has uHpopmaLs 06 YCrEWHOCTH IPUMEHEHHS H3AEHA U €rO
KOMIIOHEHTOB NpHUBEAcHa B Tabanue 4.

Ta6auua 4. YenewHocTh NPHMEHEHHS H3aeaHs (MCC/Ie10BaHHe NIPOTE3a A0PTAILHOr0 KJI1anaHa
Hydra aas noayuenus mapkuposku CE)

IlokasaTenn N=1§7 AN
» 985 %

YcneuHocTb NPUMEHEHHS U3aeNns 130 75,8,
(82,8) 88,2

VYcneurdas UMnIaHTaLUHs 148 89,0,
(94,3) 97,2

HMmnnanTHpoBaH 0aMH Knanad (BTOpoii KlanaH He 148 89,0,
notpeboBancs) (94,3) 97,2
[IpaBnabLHOE aHaTOMHYECKOE MOJIOKEHHE 146 87,5,
(93,0) 96,3

OarHOYHBIH KJ1aNaH B IPaBUJIBHOM MOJIOXKEHHH 142 84,5,
(90,3) 94 4

Mnowaae AK > 1.2 cm? 145 86,7,
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6 VASDU LAR Hucrpyxkuus no npumesiesnio (Pocens)

! INNGOVATIONS Ilpotes aopransHoro knanana Hydra

CHcTeMma TpaHcKaTeTepHO# A0CTaBKH MPOTE3a A0PTANBHOTO
knanaHa Hydra (xaTerep ansa aocrasku nporesa
aoptansxoro knanada Hydra, cucrema sarpysku nporesa
aopranbHoro knanaHa Hydra)

Penaxupa: 02 Hara: aryct 2024 r.

(92,4) 93,8
Cpennuii rpagMeHT Ha ROPTANBHOM KianaHe 150 90,7,
< 20 MM pT. CT. (95,5) 98,0
Bea ymeperHo#H NaH CHABbHON OKOJIOKNANaHHOM! 146 88,3,
YTEYKH Yepes NpoTe3 KnanaHa (93,0) 96,7
Be3 ymepenHolt nnu cuncHol TpanckaTeTepHoil 156 95,9,
3aMeHBl aopransHoro knanaxsa (TAVR) yepes (99,4) 99,9
npoTe3 KaanaHa
Be3 ymepenHOR MM CUTBHONW 20pTanbHOM 147 88,3,
peryprutalmi (AR) uyepes npores knanaua (93,6) 96,7
HecooTBeTcTBHe AMaMeTpa KNanaHa 1 AMaMeTpa 135 79,3,
COCYAa NALKEHTA (86.0) 90,8
BripaxeHHOe HECOOTBETCTBHE AMaMeTpa K/amnaHa H 148 89,0,
AMAMETPa COCYAa NALHEHTA OTCYTCTBYET (94,3) 97.2
Her cnyuaes cMepTH, o6ycnoBnenHo# npoueaypoit 154 95,0,

(98.1) 99,8

JaHHBIC NPEACTABNEHE! B BUE MACTOTHI (B MPOUEHTAX).

[Tpu naprom aHanu3e remMoaMHamuyeckux nokasareneit (N= 69, puc.2) sdpdexrusHas naowans
oreepcTHa yseauuunacs ¢ 0,7+ 0,2 cM> B UCXORHOM COCTOAHMM #0 1,9 0,6 cm? uepes 30 aueli
(P <0,001) u mo 1,7+0,5 cM® uepes onun ron HaGmogenus (P <0,001). Cpeanu#t rpaaHeHT Ha
aopTaNbHOM KlanaHe Taxke yayuwunca ¢ 49,5+ 18,5 mm prT. cT. B HCXOAHOM COCTORHMM A0 8,1 +
3,7 MM pT. cT. uyepe3 30 aneit (P <0,001) n go 8,8+ 4,7 MM p1. cT. Yepes omuH roa HabmMOACHUA
(P <0,001).
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:6) VASCLILAR HucTpyxuus no npumerennio (Poccusn)

INNOVATIONS Mpotes aopransHoro k1ranaHa Hydra
CHcTeMa TPaHCKATETEPHOH AOCTABKH NPOTE3a A0PTaNnbHOTO

kianana Hydra (kaTerep ang aocraBku npotesa
aopraneHoro knanava Hydra, cucTema sarpysku nporesa
aopTanbHoro knanaHa Hydra)

Penaxnusn: 02 [Tata: asryct 2024 r.,
60 24
50 4 20

1 16

41 t2

() voa

Maan aortic gradient (mmig)
8

20 4 o8
. n1a0.s 92148  9.113.7 80436 ST | o4
— o il
P<0.001 P<0.001 $<0.001 P<D.001
0 0.0

Pre procedure  Post procedise At 30 days At 6 months AT yoar

8= Mean adrtic gradisnt (mmHg) == EOA {cm’)

3IMO: agppexmusnas nrowyads omsepcmus,
Puc. 2. Cpeaunii rpaanenT ua aopTanbLHOM Kianane U niomanb 3$PpeKTHBHOIO 0TBEPCTHS NO
DAHHBIM 3XoKapaAHoOrpadun

OxonoknananHas yreyka ¢ MHTEHCHBHOCTHIO Bhillle HE3HAYMTEAbHONW HabGmopaanack y 8/151 (5,3 %)
NaUKEeHTOB Nocne npoueaypn, y 9/142 (6,3 %) naumentos 4yepes 30 mueit u y 5/73 (6,9 %)
NaLHEHTOB — 4¢pe3 oAWH roa wabmoaenus, Msmenenns B ofseMe OKONOXNanaHHON yTEHKH rocne
npoueaypsl, uepes 30 nueil u uepes oxKK roa HabmoAeHNA NpeACTaBNeHb Ha pRC. JA. Tlo cpasuenuio
¢ MCXOAHBIM YPOBHEM OTMEYANIOCH YAYUIICHHE PE3yIbTATOB N0 QyHKLMOHaNbHOMY Knaccy NYHA u B
TECTE ¢ WECTUMHHYTHOH x0Ab00ii, cMm. puc. 3B u 3C, Yepes oaun roa cocroauue 72,4 % naunenTos
YAYHIIHAOCH KaK MWHUMYM Ha oauH pyHKUHOHANBHENH Knace no NYHA, a y 21,9 % nauuentos — xax
MHHAMYM Ha ABa (YHKUHOHaNbHRIX knacca. PaccrosaHue B TecTe ¢ LIECTHMHHYTHOH Xoawboit
ysenndunock ¢ 231 + 100 M B ucxoanom cocroshuu no 268 = 119 M yepes 30 aneii (p <0,001) u go
310 + 105 m yepes oaus roa sabmoaenus (p < 0,001).
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MHcTpyKumMAa no npumeHeHunto (Poccus)
"W Y@%\C/:HITSVI? MpoTe3 aopTanbHOro KnanaHa Hydra

CwucTema TpaHCKaTeTepHOl AOCTaBKM MpoTe3a aopTanbHOro
KnanaHa Hydra (kaTeTep gns A0OCTaBKM npoTesa
aopTanbHOro knanaHa Hydra, cuctema 3arpysku nportesa
aopTanbHOro KnanaHa Hvdra)

Pepakuuna: 02 [arta: aBryct 2024 r.
(*)K (A) Pvaivutar leak (29 (B) NYHA Pimctkmat Class (%
1.4 3101TO05
nmm
371 2.4
43.8
e
49
H3&- 200

Poet PFOVHUF* 30 day 1y«cr Saseline 30 day 1year Pre-p(ocedur« 30 day lyear
m Non*/Tr»c* Mfid m Mod»r«te = Severe NVHAI NYHA li = NYHA Il = NYHA IV

Puc. 3. (A): okonoknanaHHaga yTeuka. (B): dyHKumnoHanbHbI kKnacc NYHA. (C): TecT ¢
WeCTMMUNHYTHOI xo0ab60i (M) [MccnegoBaHue NpoTe3a aopTanbHOro KnanaHa Hydra gns
nony4vyeHua mapkuposku CE]

WccnepoBaHne camopacKpblBalolWeroca npoTesa aopTanbHOro KkKnanaHa Hydra ans  nonyyeHus
mMapkuposkn CE nokasano, 4to MPpUMEeHeHWe W3fennsa y naumeHTOB C KJAUHWUYECKU BbIPaKEHHbIM
TAXKENbIM a0pTaibHbIM CTEHO30M MMeeT 61aronpuATHbIA M yCTONUYMBLIA 3deKkT (HabnogeHne B
TeyeHMe OAHOrO roga), obecneynBarWwnii 60nbWYH 3WPEKTUBHYO NaowWadb OTBEPCTUS N HU3KWIA
TpaHCKNanaHHbIA rpafgneHT, a TakXe BbICOKYK BbDKMBAE.MOCTb W HU3KYID 4YaCcTOTY OC/OXHEHW
(okonoknanaHHas \Te4yka, HeO6XOAUMOCTb YCTAHOBKM HOBOTO NMOCTOAHHOINO MCKYCCTBEHHOIO BOAUTENS
puTMa, WHCYNbT, 60MbLLINE COCYAUCTbIE OCMOXHEHUA U KPOBOTEYEHUS).

15.2. WccnepoBaHne Genesis

[ony6nukosaHo B Catheterization and Cardiovascular Intervention: Catheter Cardiovasc Interv.
2021;1-9. doi.org: 10.1002/ccd.29733]

McecneposaHne GENESIS — npocnekTnMBHOE MHOTOLEHTPOBOE HECpaBHUTENbHOE muccneposaHue ¢ *
MeCAYHbIM HabnwaeHnem, nposefeHHoe B WHAauu. 3afavyeil AaHHOro uUccnefoBaHMA 6Gblfa OLEHKa
6e30nacHOCTU M (hYHKLUNOHaNbHbIX XapakTepucTUK NpoTe3a aopTanbHOro knanaHa Hydra n cuctemsl
TpaHCKaTeTepHOW AOCTaBKW MpoTe3a B NEeYEHUU KAMHUYECKN BbIPAXKEHHOTrO THXKENOro aopTanbHOro
CTEHO3a Yy MauMeHTOB C BbICOKA.M UWAN  4pe3BblYaliHO BbICOKUM PUCKOM  XUPYPruyeckoro
BMellaTeNbCTBA. B KayecTBe NepBUYHOW KOHEUYHOW TOYKM ANA OLeHKU 6e30MacHOCTM MCMNOMb30Bancs
nokasaTenb CMEPTHOCTU OT NO6bIX MNpUYUH B TeyeHue 30 gHeil, B Ka4yecTBe MEePBUYHON KOHEYHOI
TOYKM [ANA  OUEHKUM (YHKUMOHANbHLIX XapaKTEPUCTUK— YCMEWHOCTb MPUMEHEHUA WU3[enus,
onpejensemas B COOTBeTCTBUM C kKputepuamm VARC IL.

B 310 uccnegoBaHue 6bi10 BKAOYEHO 40 mayMeHTOB C BbICOKMM puckom B 11 ueHTpax. WcxofHble
pemorpauyeckme M KAMHUYECKMe MoKasaTenn nauuMeHTOB npeacTaBneHbl B Tabnuue 5. CpefHuii
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Hucrpyxuns no npumenerno (Poccun)
, KIAI\ISBEH'Ir-Al\Ig [Mpotez aopranbHoro xnanana Hydra

CucTema TpaHckaTeTepHO! A0CTABKK MPOTE3a a0PTAILHOTO
xnana#a Hydra (katerep ans aocraBku nporesa
aopransHoro knanasa Hydra, cucrema 3arpysku npotesa
aopranbHOro knanaHa Hydra)

Jara: apryct 2024 r.

Pepakuma: 02

BO3PACT NALIHEHTOR, BKIIOYEHHAIX B UCCNIEIOBaHNKE, cocTakhia 74,5 £ 6,7 roaa, cpean HHX 6pin0 Gonbloe
MYXYHH (60 %), cpeaunit 6ann no wkane STS-PROM cocraBun 5,6 = 4,2 %.

Tabanna 5. llcxonuue noka3aveny uanuem'on (uccnenonaane Genesls)

Tlokasavenw & - - 0w |0 Bugigehme
Kmaaageckne uoma'ream

Bospact (n1er) 74,5+ 6,7
MyxuHHBbI 24 (60)
OYHKUHOHANBHEIH KNAcC NO KPUTEPHAM

Hoto-Hopkekoit kapanonoruueckoit 27 (67.5)
accouMauHK 10 (25)
I 3(7.5)
In

v

CaxapHsiil nHaber 15 (37.5)
ApTepHanbHasg rHNepreH3na 23 (57,5)
UncynsTr B aHAMHe3e 3(7,5)
Hwemnueckas 6one3Hb cepaua 19 (47,5)
LIyHTHpOBaAHHE KOPOHAPHOH apTEPHUH B 2(5,0)
aHaMHe3e

YKB B anaMHe3e 3 (7,5)
OcTpEiii KOPOHAPHEIN CHHAPOM B AHAMHE3€ 5(12,5)
HCK/NSTEMI 4(10,0)
STEMI 1 (2,5)
Xpoxnyeckas o0CTPYKTHBHAA GoNe3HD 9 (22,5)
NerKknx

Jlerousas runepreH3us 3 (7,5
TemornoGuH (r/mn) 11,4+ 1,8
pCK®D (Ma/mnn/1,73 M%) 62,2+ 27,1
Xpouuyeckan 50ne3Hy NoueK 3 (7,5)
Oubpunnauas npeacepaAni B aHAMHE3€ ] (2,5)
Panee ycTaHOBNCHHBIA UCKYCCTBEHRHI 00
BOAMUTENb pUTMA

KomnbloTepnas ToMorpadpns
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NHCTpyKumMs no npumeHeHuto (Poccus)
W Y@%Sﬂ%ﬁ? MpoTe3 aopTanbHOro knanaHa Hydra

Cuctema TpaHCKaTeTEpPHON AOCTaBKM NPOTe3a aopTabHOro
KnanaHa Hydra (kaTeTep Ans 4OCTaBKM NpoTesa
aopTanbHOro knanaHa Hydra, cuctema 3arpy3ku nporesa
aopTasbHOro KnanaHa Hydra)

Pepakuunsa: 02 [arta: aBryct 2024 r.

MepumeTp KNanaHHOro Kosbua (Mm) 72.4 +£5,9
OvameTp KnanaHHOro kosbua (Mm)
PacyeTHbIil nepumeTp 259 12,2
PacyeTHas nnowagb 226+ 19
CuHyc BanbcanbBbl (MM)

NeBbiit 30.8 £3,5

Mpasblii 29,2 £5,7

HeKopoHapHblii 30.8 £3,5
BbicoTa yCTbsi KOPOHAPHbLIX apTepuin (Mm)

NeBoe 12.6 +3,6

MpaBoe 147 £2.,6
OnameTp CUHOTYOYNAPHOIO COegMHEHMNA 265+ 29
(Mm)
IxXokapauorpadus
®BJ/1XK 53+ 13
MWKOBLIV aopTanbHbIl rpagueHT (MM pT. 82.5 + 32,6
CT.) 53.5 + 18,1
CpefHuWiA aopTanbHbI rpagueHT (MM pT. CT.) 0,7+0,2
ano (cm?) 4(10,0)

CteneHb AP > ymepeHHas

JaHHble NnpeAcTasneHbl Kak cpefjHee + cTaHAapTHOE OTKIOHEHUE UK KaK yacToTa (B NpoueHTax).
MAK: nnowapfb aopTanbHoro knanaHa; AP: aopTanbHaa peryprutauuns; pCK®d: pacyeTHas
CKOpOoCTb KnobyuykoBoil ¢unbTpauun; GBMIXK: dpakuma Bbibpoca nesoro >kenygouka; NSTEMI:
MHapKT Mnokapga 6es anesaunn cermeHTa ST; STEM1: nHapkT Mmokappga c anesayuneii cermeHTa
ST; NCK: HecTabunbHasa cTeHoKapaus.

Bce 40 yyaCTHMKOB UCC/e0BaHMA MNONAY4YUIM NPoTe3 aopTaibHOro KnanaHa Hydra yepes (hemopasbHb:
pocTyn 6e3 Heob6XoAMMOCTM Mepexofa K XWPYPrmyecKkoMy BMeLIATeNbCTBY ANA 3aMeHbl KfanaHa.
BOoNbWWHCTBY NayMeHTOB BblN YCTAHOB/IEH MPOTe3 a0pPTanbHOro KnanaHa Hydra guameTpom 26 MM unn
30 mm (Tabnwuua 6). Mpegunatayms v noctagmnataynsa 6bian BbiNoAHEHbl B 27 (67,5 %) 1 29 (72,5 %)
cryyasx.

MepBMYHAs KOHeYHasi TO4YKa OLEHKM YCMEWHOCTM MNPUMEHEHUA wu3genns 6bina [JOCTUTHYTa Yy
37 naumeHtoB (92,5 %, Tabnuua 6), NpM 3TOM Yy [ABYX MNaLMEHTOB Mpou3owia nepunpouegypHas
CMepTb, a Y el e OAHOr0 NayueHTa CpeHNIA rpagnMeHT B BbIHOCALLEM TPaKTe 1eBOM0 XenyAouKa K KOHLY
npoueaypbl npesbicun 20 MM pT. CT. He OblN0 3apermcTpMpoBaHO HW OAHOr0 c/iyyasd paspblBa

K/flanaHHOro Konbua, 3amb6onusaumm usgenns wmanm Heob6XoLUMOCTH YCTaHOBKM BTOpPOro npotesa
aopTanbHOro KnanaHa.
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Hucrpyxuus no npumenennio (Poccns)
6) YIQAI\ISD\B/L-'Irll?.e\Ig IpoTes aoprankHoro wiana#a Hydra

CucTeMa TPAHCKATETEPHON AOCTABKH NPOTE3a A0PTaNbHOTO

knanaxa Hydra (xarerep ana goctasky nporesa
aopTransHoro knanaH#a Hydra, cHctema 3arpyskH npotesa
aopTaneHore kaanawa Hydra)

Peaaxuus: 02

Tabanua 6. Ilpouenypnue nona:uu‘euu (nccuenomne Genesis)

Hoxasatens .~ | ‘Bnsvdenme
Pa3mep nunnaumpyenoro

Khanana 3(7.5)
Hydra 22 MM 18 (45,0)
Hydra 26 MM 19 (47.5)
Hydra 30 MM

INpeannarauns 27 (67,5)
Tocraunarauns 29 (72,5)
OOwan aHecTezus 37 (92,5)
DeMopanbHbIA JOCTYN 40 (100)
YenemHan umMnaaHTauyn 40 (100)
YenemHoCTh NPUMEHEHHS 37 (92.5)
H3JeNHA

TIponosexurensHOCTL 42,7 £ 30,5
PEHTTEHOCKONHY (MHH)

[poaonXUTENLHOCTD 7 (4-9)
TOCIIMTANU3ALAN (AHH)

Hannvie npedcmaenenst xax 4acmoma (8 npoyenmax,) uru Kax cpeonee + CmanoapmHoe OMmKNONEHYe.

Yepes 30 queli mepBuuHas KOHeYHas TOYKA VLA OLCHKM GE30MacHOCTH — CMEPTHOCT: oT moboit
npuYnHE — Guinia 3aperucTpuporana y yetsipex (10,0 %) naunenTos, Bmouas TpH (7,5 %) cayvas
CMEPTH OT CEPACYHO-COCYIUCTHIX HapYLUSHHH M fiBa (5 %) cnyuas cMepTH, CBA3AHHOM ¢ u3aenuemM. [ise
CMEPTH M0 MNpPHYUHAM, HE CBA3EHHEIM C CEPACYHO-COCYAMCTHIMH  HapyUleHHAMH, Obinu
3aperucTpupoBaHsl 3a neprod ot 30 axel 10 Tpex Mecaues HabmoAeHHs, ¥ elle 0AHA — Yepe3 LWeCTh
Mmecsues (puc. 4).
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MHcTpykumna no npumeHeHuto (Poccus)
T VASC U LAR MpoTe3 aopTanbHOro KnanaHa Hydra
it INNDVATIDNS P P y

CucTtema TpaHCKaTeTepHOW 40CTaBKM NMPoTes3a aopTa/ibHOro
KnanaHa Hydra (KkateTep 4nd AOCTaBKW npoTesa
aopTanbHOro KnanaHa Hydra, cuctema 3arpysku npoTtesa
aopTanbHOro knanaHa Hydra)

Pepakuusa: 02 1[ata: aBryct 2024 .

100% -
Six-monlh rate (95% ClI)
92.5% (79.6%, 98.4)

90%- Six-month rate (95% Cl)
82.5% (67.2%, 92.6)

80%-

_____________ CV Mortality

— Ail cause Mortality
50%-

ST -T-

30 60 %0 120 1SO 180
Time from Implant Procedure (Days)
No at Risk; 40 36 35 34 34 34 33
Puc. 4. KpuBaga BblXXnBaemocTn KannaHa Meliepa, oTpaxatu,ad CMEPTHOCTb OT N060I
MPUYNHbI N CMEPTHOCTb OT CEPAEUYHO-COCYAUCTLIX HapyweHuii (nccnegosaHme Genesis)

Bce nauueHTbl, BKAKOUYEHHbIE B MUCCNef0BaHWe, paHee He WUMENW WUCKYCCTBEHHOro BOAMTENA PUTMA,;
yepes 30 gHeir Tpem naumeHtam (7,5 %) noTpe6oBanacb YCTaHOBKAa HOBOFO0 MOCTOSIHHOIO
MCKYCCTBEHHOrO BOAUTENA pUTMA; B TeuyeHMe OCTaBLUErocs nepumoja HabnwaeHUs LOMNOAHUTENbHOMN
MMNnaHTauMyM BofMTeneil putMa He notpeboBanocb. B TeueHue LWecTu MecsueB HabngeHUsA He
OTMEYEHO C/y4YaeB WHCY/NbTa, OCTPOr0 MHGpapkTa MWUOKapAa, OCTPOro MOBPEeXAEHUS MOYeK,
MH(EKLMOHHOTO 3HAOKapAMTa, KAWHWYeCKOro Tpom6o3a KnanaHa WAM CTPYKTYPHOW fJereHepauuu
knanaHa. MogpobHas nHopmMayns 0 KIMHMYECKNX pe3ynibTaTax NpeAcTaBfieHa B Tabauue 7 HUXe.

Tabnuya 7. KnuHuyeckue pesynbtathl (MccnegosaHune Genesis)

Oo OT 30 gHen go OT 3 mecAues
30 gHel (n = 3 mecdyes (n = Jife}
40) 40) 6 mecqaues (n =
40)
CMepTHOCTb OT N060I NPUYNHBI 4(10,0) 2 (5,0) 1(2,5)
CMepTHOCTb OT CepfieyHo- 3 (7,5) 0(0) 0(0)
COCYAUCTbIX HapyLUeHWi
CepaeyHo-coCcyancTble 3(7,5) 0(0) 0(0)
HapyLleHuns,
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HucTpyxunsg no npumenennio (Poecusn)
6 YQ\ISD\CIHFIFUAI\IE IMpores aopranshoro knanana Hydra

CrcTema TPaHCKaTETEPHOH JOCTABKY IPOTE3a a0PTaNLHOTO

knanaua Hydra (kaTeTep Ans A0CTABKH NpoOTe3a
aopransHoro knanana Hydra, cucreMa 3arpysku nporesa
aopTanbHoro kaanana Hydra)

Pegakuus: 02

BBI3BAHHBIC N3AC/IIHEM UIIH

npoueaypoit

Bonbuine cocyaHeTRIe 1(2,9) V()] 0 (0)
OCNIOMHEHHS

Bce BHAB HHCYNBTA 0 (0) 0 (0) 0 (0)
UHBannanu3upyiolnii HHCYnpT 0(0) 0 0 ()
HmnnasTaums HoBOTO 37,5 0 0 (0)
HCKYCCTBEHHOTO BOZIUTENA PUTMA

Undapkt Muokapaa 0(0) 0 (0) 0 ()
OcTpoe noBpexacHHE NoYEK 0(0) 0(0) 0 (0)
Yrpoxatouiee KH3HA 0(0) 0 (0) 0 (0)
KpOBOTEYCHHE

Bonsioe KpoBoTeucHHe 0 (0) 00 0 (0)

Hannvie npedcmasnenst xax wacmoma (e npoyenmax).

Oxoxapauorpadpus Nokasana 3HAYUTENbHOE yayulleHue 3peKTHBHON NUIOLANH OTBEPCTHSA H CPEAHETO
TPaHCKJIANaHHOTO rpajHeHTa noche MPOUEAYPH NO CPaBHEHHIO C MUCXOAHEIMH AAHHLIMH, M 3TH
Pe3yNBTATEl COXPAHANNUCH B TeuYeHHe IIecTH Mecanes Habmonenns (puc. 5). Iddekrurnas nromans
oTBepcTHS yBenwuunach ¢ 0,7+ 0,2 cM? B WcXoaHOM cocTosHHM o 2,3 + 0,6 cm® uepes 30 auehi
(P <0,001) u 10 2,2 = 0,7 cm? yepes wecTs Mecaes (p < 0,001). Hanpotus, cpeannii TpanckiananHui
TPARUCHT CHU3HICA ¢ 54,5+ 8,9 MM PT. CT. B UCXOZHOM COCTOAHMH A0 6,7 £ 2,8 MM pT. CT. uepes
30 aueit (p <0,001) u ne 7,6 £ 2,7 MM pr. ¢T. vepes mecTh Mecaues (p < 0,001).
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NHCTpyKUMs no npumeHeHnto (Poccus)
M\/\J/ Y@%\?ﬂ%ﬁﬁ\“‘? MpoTe3 aopTanbHOro KnanaHa Hydra

CucTtema TpaHCKaTeTEPHOWN AOCTaBKM MPOTE3a aOpTa/ibHOrO
knanaHa Hydra (kaTeTep gns 4oCTaBKW npoTesa
aopTaNbHOro KnanaHa Hydra, cuctema 3arpysku npoTtesa
aopTanbHOro knanaHa Hydra)

Pepakuyuna: 02 Oarta: aBryct 2024 r.

4H M«an aortic gradient (mmHg) EOA(cm™)
AK: aopTanbHbliA Knana.

Puc. 5. CpefHWil rpajMeHT Ha aOpTanbHOM KnanaHe v nnowanb 3(peKTUBHOIo OTBEPCTMA MO
LaHHbIM axokKapauorpahum (uccnegosaHune Genesis)

B KoHUe npoueAypbl HW Y OAHOrO naumeHTa He Habnwpganacb OKoOJloKnanaHHas yrteuka (puc. 6A) ¢
WHTEHCMBHOCTbIO BbIlLE HE3HAYUTEbHOW; Ha NPOTAXEHWUN LIECTU MeCALEeB HabMAEHNS CUTyaLna He
n3meHunacb. M3amMeHeHNs Mo CPaBHEHMIO C UCXOAHbIM YPOBHEM (YHKLMOHanbHOro knacca NYHA u
pe3ynbTaTa TecTa C LIECTUMWUHYTHON xoab6oi 4vepe3 30 gHeli M 4Yepe3 LWECTb MecALEB MOKa3aHbl Ha
puc. 6B n 6C. Yepes wecTb MecALEB OTMEYEHO CTaTUCTMUYECKU 3HAUYMMOe YynydlleHue
thyHKUMoHanbHoro knacca NYHA 1 pe3ynbTaTa TecTa C LUECTUMUHYTHOW X04b60WA.

(A) Patients with Paravalvular teak (%) (B) Patients with NYHA Functional Class (%9 (C) Six>minute walk test (m)
IUMmn  aSenn mmun  amuiv
14
R, "&1

loltow

He WE W RN R
NVHA-New York Hesl Association
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HUucrpykuus no npumenernnto (Poccus) I
36 \"/ﬂAhlSD?/H-Il_Dﬁg [Tpore3 aopransHoro knanaxa Hydra

CucTema TpaHCKaTeTEpHOH 10CTaBKHU MPOTE3a a0pTallbHOTO
knanaHa Hydra (katerep a211 nocraBku npoTtesa
aopTansHoro knanaHa Hydra, cuctema 3arpysku npotesa
aopTanbHoro kianasa Hydra)

Peaakuus: 02 Hara: asryct 2024 T. I

Puc. 6. (A): okonokjsanannan yreuka. (B): pynkunonannusiii knace NYHA. (C): Ttecr ¢
LlEeCTHMHHYTHO#H xoab60ii [MccienoBanne Genesis)

HMccneaosanue Genesis MpOAEMOHCTPUPOBANO MONOXKHTENLHBIE W YCTOWYMBBIE (LLECTh MECALEB)
pe3ynbTaThl OUEHKH Oe3onacHOCTM M 3¢ ¢EeKTHBHOCTH TNPUMEHEHHS CaMOPAaCKpPLIBAIOLLETOCs
Guonporesa aopranbHoro knanaHa Hydra y mauueHTOB ¢ KIMHHYECKH BBIPaXXEHHLIM TAXKEBIM
aopTaNbHbIM CTEHO30M, KOTOPbIE HAXOAWINCH B IPYNINE BHICOKOTO WM YPE3BbIYAAHO BLICOKOTO pHUCKa
XHpYpruyeckoro BMmeluatenbcTBa. bosiee HM3kMe noka3aTenud OKONOKIANaHHON perypruraumy,
YMEHbIIEHHE NOTPEeOHOCTH B YCTAHOBKE WCKYCCTBEHHOTO BOIAMTENS PHTMa CBHAETENLCTBYIOT 06
ONTHMAIBHOH (UKCAUHH M repMeTH3auMH 6e3 M3NHILIHEro pajJHalibHOrO JaBNE€HHMs Ha KialaHHoe
KOJIbLIO MJIH BLIHOCSALUMI TPaKT.

15.3. IlepBoe ucciienoBanne NpHMeHeHHs NPoTe3a aopTa/ibHoro k1anana Hydra y yenoBexa
(FIM)

[onybauxoeano e Asialntervention: 2017;3:177-182]

IlepBoe uccnenoBaHKe y yenoBeKka NPOBEAEHO A TOro, 4ToGbl MONY4HUTs MHPOPMALKIO O NepBOM
OMNbITe UMNIaHTauMKu GHonpoTesa aopranbHoro knanaHa Hydra y moneit. UMnnantauus nporesa
aopraneHoro knanaHa Hydra 6eina nposeiaeHa nauMeHTaM ¢ KJIMHHYECKW BBIPRXEHHBIM THKENbIM
aopranbHbeIM CTeHO30M. [lockonbky kapauosoruueckas Opuranza OUEHHWTAa PHUCK XHUPYPrHUYECKOTO
BMELLATE/1LCTBA KaK BLICOKUM, ONepaTUBHOE JieueHHe Ob110 oTaoxkeHo. [IpoTe3 aopTanbHOro knanaxa
Hydra 6b11 mmnnanTpoBan 15 nauueHtam co cpeaHum Gamiom no wkane STS 6,2 %, cpeanum
Bo3pacToM 82 roaa, cpeaHeil NIOLAAbIO a0PTANLHOrO KJlanaHa

0,68 cM? M CpEefHMM IpaAMEHTOM aOPTANbHOTO AaBleHUA 49 MM pT. cT. KnuHuueckue nokaszartenu
NauMeHTOB U Pe3y/bTaThl BU3yalH3aLHH NpHBeacHb B Tabanue 8.

Ta6auna 8. lonpouenyphbie KAHHHYECKHE NOKA3ATENH H Pe3y/IbTaThl BU3YaJIH3alHH cepaua
(uccnegoBanue Genesis)

Ioka3arenn Bce nanuenTtos
(n=18)

ITon, myxcko#, n (%) 8 (53,3)

Bospacr, net (SD) 82 (4,5)

Unaekc macchl Tena, kr/m? (SD) 23,2 (4,4)

ApTepHaibHas runepressus, n (%) 10 (66,7)

HAuaber, n (%) 2(13,3)

Hudpapkr Muokapaa B aHaMHe3e, n 1 (6,7)

(%)

YKB B anamHese, n (%) 6 (40,0)
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MHCcTpyKumMa no npumeHeHuto (Poccus)
y f Y@% \(}:Al\-!rll_[')al\\r? MpoTe3 aopTanbHOro KnanaHa Hydra

CucTtema TpaHCKaTeTepHOl AOCTaBKM NpoTe3a aopTanbHOro
KnanaHa Hydra (kaTteTep Ans AOCTaBKM MpoTesa
aopTanbHOro KnanaHa Hydra, cuctema 3arpysku nporesa
aopTanbHOro knanaHa Hydra)

Pegakumna: 02 [ata; aBryct 2024 r.
KLU B aHamHese, n (%) 2(13,3)
3aboneBaHue nepnhepmnyeckKmx 2(13,3)
apTepuii, n (%)
dunbpunnaumnsa npegcepanii, n (%) 2(13,3)
PaHee yCTaHOB/IEHHbIW MOCTOAHHbI 0(0)
NCKYCCTBEHHbIA BOAUTENb PUTMA, N
(%)
WHcynbT, n (%) 3 (20,0)
XpoHuyeckas 60ne3Hb noyek, n (%) 6 (40.0)
pCK®, mn/muu (SD) 51,8 (20,8)
XOBN, n (%) 1(6,7)
OueHka no wkane STS (SD) 6,2 (1,4)
EuroScore Il (SD) 4,3 (1,9)
xokapauorpadus
®BJ/1X, % (SD) 60,0(18,3)
KAPJIX, MM (SD) 43,9 (9,2)
MUKOBbIN aopTanbHbIA FTPagUeHT, MM 71,8(21,6)
pT. cT. (SD)
CpefHuii aopTanbHblil FTpagUeHT, MM 49,0(16,3)
pT. cT. (SD)
MAK, cm' (SD) 0,68 (0,19)
CteneHb AP > yMepeHHas, n (%) 5 (33,3)
CteneHb MP > ymepeHHas, n (%) 2(13,3)
MynbTucpesoBas KOMNbIOTepHas ToMorpagus
CpefHnin gnuameTp KnanaHHoOro 23,5 (3,4)

Konbua, mm (SD)
NP: aopTanbHaa perypruTauua; JIAK: nnowafgb aopTanbHoro knanaHa, KLU: Kopouapuoi
WyHTUpoBaHue; XOBJ1: XxpoHnyeckas o6CTPYKTUBHAA 60ne3Hb nerkux: pCK® : pacyeTHaa CKOPOCTb
KNnobyukoBoii unbTparwm; KAPJ/IK; KOHEYHO-ANACT ONMYECKNIA pasMep NeBOro >Kenyaouka; ®BJIK:
(hpakuusa Bblbpoca nesoro >kenygouka; MP: muTpanbHaa perypruTaums; UKB: upecko>kHoe
KOpPOHapHOe BMeLwaTeNbCcTBO; SD: cTaHAap THOE OTKIOHEHME.

Bo Bcex cnyvyasx MmnnaHTauma npotesa knanaHa Hydra 6bin1a BbinosHeHa (MOgpPO6HOCTU Npoueaypsl
cM. B Tabnumue 9), cnyyaes 0TKasa CUCTeMbl 40CTaBKW He Hab/1t04anoch.

Tabnuua 9. MapameTpbl mnnaHTaynm (nccnegosaHme Hydra FIM)
MapameTp MmnaaHTaumm

Ctp. 37 n3 44
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Hucrpykiing no npumenennio (Poccun)
6) ﬁ%ﬁk’rﬁg [IpoTes aopranstoro knanauna Hydra

CHcTeMa TpaHCKaTeTepHON IOCTaBKH NPOTE3a a0PTallbHOTO

knanaxa Hydra (kaTetep Ana AOCTAaBKH NpoTesa
aopTansHoro knamana Hydra, cucrema sarpysku nporesa
aopransHoro knanada Hydra)

Pepakuns: 02
Beapeuuriii aoctyn, n (%) 13 (86,7)
MoaxkmounyHi aoctyn, n (%) 2(13,3)
Cpeaunii agnameTp KnanaHHOTo KONbLa, 23,1 (3,3)
MM (SD)
CpenHan nioulaas KAanaHHoOro Koabua, 3,7(0,9)
cM? (SD)
Cpearee 3HaueHHE noWaAK 69,1 (8,1)
KNAN2HHONO KONbLA NPK NAAHHMETPHH,
MM (SD)
Bricota yeea, JIKA, mm (SD) 11,9 (2,0)
Bricora yerea, [TIKA, mm (SD) 12,0 (1,6)
Hydra 26, n (%) 9 (60,0)
Hydra 30, n (%) 6 (40,0)
TIpeannarauns, n (%) 15 (100)
HMoctamnaraums, n (%) 7 (46,7)
Heobx0aAMMOCTE YCTAHOBKH BTOPOTo 5(33,3)
Kaanaua, n (%)

SD = cmanoapmuoe omxnonenue.

B ofueit cnoxHOCTH 14 NauMeHTOB MEPEKKN NOCTHPOUCAYPHEIH neprod, 13 NauMeHToB npownH
TIONHYIO 3XOKapAHOTpagHYecKy1o oueHKy uepes 30 mueli (raGmuna 10). Ha 30-i zenp Habmoneuuns
CpEeAHAA TIOWAAb AOPTANBHOIO KIaNaHa ¥ TpajueHT AABNEHAA COCTaBUIH 1,53 eM? 1 9,0 MM pT. CT.
COOTBETCTBEHHO, PacnpocTpaHEHHOCTb OKOJIOKNANaHHOW YTeYKH ¢ WHTCHCHBHOCTBIO BHIILE
HE3HAYKTENLHON U HeOOXOAMMOCTH HMNNAHTALMM HOBOTO TIOCTOAHHOTO MCKYCCTBEKHOIO BOAWTENA
put™ma cocraBuna 7,7 % u 14,3 % cooreercTBeHHO. Cpel nauueHToB He GBINO HHU OAHOrO Ciyvas
uHcynsTa und THA. [logpoGHele AaHHbIE O KIHMHHMECKMX pesynsTaTax B Teueue 30 auch

Ha6moaeHna npeacTapneHs B Tabauue 11,

Tabanua 10, PyaxkuMoHaAAbHBIE XAPAKTEPHCTHKA NPOTE3A AOPTANLHOO KIanana depes 30 gued

_ nocJe nNpoueayphb (ucgmmonanne Hyt_l!’a FIM)
Kourposbiag sxoikapaisorpadns depes 30 awelt - | ¢

&

69.3 (12.8)

®BJTXK (SD)
TTHKOBLINA a0PTANBHLIH TPAANENT, MM PT. CT. (SD) 18,9 (8,7)
CpenHuill a0pTaabHEIK rPagHeHT, MM pT. cT. (SD) 9,4 (4,8)
TTAK, cm? (SD) 1,53 (0,45)
Crenensb AP, n (%) OTCyTCTBYET AN 4 (30,7)
HE3HAYHTEJILHAR
Crp. 38 uz 44
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MHCTpYyKLMA no npumeHeHuto (Poccus)

MpoTe3 aopTanbHOro KnanaHa Hydra

mIVASCULAR
Y INNDVATIDNB
Cuctema TpaHCKaTeTepHOW JOCTaBKM NpoTe3a aopTabHOro
knanaHa Hydra (kateTep A4ns fOCTaBKM npoTesa
aopTanbHOro knanaHa Hydra, cuctema 3arpysku nportesa
aopTasbHOro knanaHa Hydra)

Pepgakuusa: 02 Jata: aBryct 2024 r.
Jerkas 8(61,5)
YMmepeHHas 1(7,7)
CunbHas 0

AP: aopTanbHas perypruTauusa; MAK: niowafb aopTansHoro knanaHva; ®BJ1)K: dpakuusa seibpoca
neBoro >enygouka; SD: cTaHfapTHOE OTKNOHEHME.

Tabnuua 11. K.WwHnyeckne pesynbtaTbl yepe3 30 gHeil nmocne npoueaypsbl (nccnegosaHue Hydra

FIM)
PesynbTaTbl 4epe3 30 AHeil
WHpapkT Mnokapaa, n (% 0 (0)
WHecynbT, N (% 0 (0)
CwmepTb, 1 (%) 1(6,7)
OcnoxHeHwue B BUAe He3HaunTtenbHoe 3 (20,0)
KpoBOTeyeHus, n (Yo 3HaunTeNbHOE UN 1(6,7)
YrpoXarLee Xn3HK
Cocygucrtoe 0C/IOXKHEHUE, N He3HauyuTenbHoe 4 (26,7)
3HaunTenbHoe 2(13,3)
HoBbI/i NOCTOAHHBIA UCKYCCTBEHHbIN BOAUTENb PUTMA, N 2(14,3)

MpoTe3 aopTanbHOro KnanaHa Hydra npuroaeH and TpaHCKaTeTepHOro Ne4eHnd TAXXEeN0ro aoptaabHOro
CTeHo3a. [NepBble pe3ynbTaTbl CBUAETENLCTBYIOT O BLICOKUX FreMOLMHaMUYECKNX MOKa3aTenax, yacrora
BO3HWUKHOBEHUS OCNOXHEHWU CpaBHMMa C faHHbIMW MO TPaHCKATETEPHbIM 6|/|0np0Te3aM aopTanbHOro
KnanaHa BTOPOro nokKosieHusa.

16. CTepunbHOCTb, CPOK FOAHOCTU, TPAHCNOPTUPOBKA, MUHOPMALUA NO XPAHEHUIO U
YCNOBUA NCNONb30BaHUA

Kaxgblii npoTe3 aopTanbHoro knanaHa Hydra noctaensietcda CTEPU/IbHBIM n AMMMPOTEHHbBIM
npouecce 06pPaboOTKM >XWUAKUM CTepUNN3YIOLLUM CPeACTBOM) B CTEKNAHHOW 6aHKe, cojepxallei
pacTBOp rnyTapoBbll anbjernfa Ana xpaHeHus. BaHKy ynakoBbiBalOT B KOPOOKY C MeHONNacToOBOW
BCTaBKOI AN1A 3aliMTbl BO BPeMS TPAHCMOPTUPOBKMW. Y MaKOBKa He SIBASETCA CTEPUIbHOW M He AO/DKHA
nMomeLaTbCa B CTEPUbHbIE MONA.

NHanKaTop 3aMOpaXuBaHWS TMpPUKPenseH Ha BTOPUYHON YynakoBKe, 4TOObl rapaHTMpoBaTb, 4TO
NPOAYKT He 6blf1 3aMOPOXEH Ha KakKol-nnbo cTagum nepef Mcnofib3oBaHuem. Monib3oBaTeNnb JOKEH
y6eanTbCA, YTO MHAMKATOP 3aMOpPaXBaHNA HE aKTUBUPOBAH, U He [0/KeH NCNONb30BaTh KfanaH, eciv
OH OblN aKTUBUPOBAH.

MpoTe3 aopTanbHOro KnanaHa Hydra cnefyeT xpaHUTb NPW KOMHaTHON TemnepaTtype oT 15 go 25 °C, B
3aKpbITOM MOMELEHUN B OPUTMHANBHON YynakOBKe MPOW3BOAWUTENS B TEYEHUE YKa3aHHOro Ccpoka

Ctp. 39 n3 44
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Hucrpyxunusg no npumMenenuio (Poccun)
',6 XIAIQSD\BIJA-'I“F.#\Ig ITpoTes aopransHoro knanana Hydra

CucreMa TpaHCKaTeTepHON NOCTABKH MPOTE3A BOPTANBHOTO

knanana Hydra (kaTerep ans nocraBku nporesa
aopransHoro knamana Hydra, cucTema 2arpysku npotesa
aopranbrOro knanasa Hydra)

Penakuua: 02

roasoctd. Cneayer nslerate SKCTpeMalbHLIX KoneDaHuit TemmepaTypel W 3amep3aHna. JlomkeH
NOAAEPKUBATECA HAANCKAUHKIE KOHTPONL 3anacoB W WMILIAHTHPOBATh KNanaHW ¢ Sonee paHHUMH
AaTaMM HCTEYEHHA CPOKa POJHOCTH.

Cpok roaHoCTH npotesa aopranbHoro knanaHa Hydra cocrarnser 1 roa.

Kaxpiit kaTeTep ans AocraBku npotesa aopransHoro knanaHa Hydra nocrasnsercs CTEPHJIbHBIM
n ATNTMPOIEHHBIM (npouecc crepunniaumMy 3TIiEH OKCHAOM) B ABOMHEIX nakerax Tyvek mna
cTepunnsaumi. Karerep aia nocrasks mporesa aoprasbHoro knanadHa Hydra chesyer XpaHuTs npu
KOMHATHOHW TeMneparype otr 15 no 25°C, B 3akphiTOM MNOMELUEHHY B OPWIMHANLHON YIaxoBKe
NPOU3BOANTENA B TEUCHHE CPOKA FOAHOCTH 2 rOAA.

Kaxgas cuctema 3arpysku nporesa aopransHoro knanawa Hydra nocrasnaerca CTEPUJILHOH w
ATIMPOTEHHOM (npouecc crepunusaumu >THAEH OKCHAOM) B ABOHHLIX naxetax Tyvek ans
crepunuiauui. CHcTeMy 3arpy3ku nporesa aoprajibHoro knanaHa Hydra crenyer xpauuth npu
KOMHATHOW Temmnepatype oT 15 fo 25°C, B 3aKpHITOM TIOMCIEHHH B OPHTHHANLHON YMaKOBKE
MPOM3BOJANTENA B TCUEHHE CPOKA FOAHOCTH 2 roaa.

YcrpoiicTa, ynakoBaHHBIC NPOM3BONUTENIEM, MOTYT NEPEBO3UTHCA BCEMM BUIAMM TPAHCIOpTa B
KPBITBIX TPAHCIOPTHBIX CPEACTBAX B COOTBETCTBHH C NPABUIAMH NEPEBO3KY IPY3OB INIA KAOXKAOro BHAA
TPaHCTIOPTHPOBKH.

TemnepaTypa npu TpPaHCNIOPTHPOBKE JAOMKHA cOCTaBaaTh OT 2 Ac¢ 40 °C ¢ auanazonom +2°C nu
OTHOCHTENLHOM BAAXHOCTLIO oT 30 10 75 % ¢ ananazonoM %5 %,

17. PacuugpoBxa cHMBOAOB

CuMBoa OnpeaeicHne

H3roToBUTE B/ NPOH3BOAKTENE

VYnonsomoueHHni npeacrasurens 8 EC

ik

Homep no katanory

CepuitHriit HoMep
l’-""’ l HoMep napruu
E JlaTa u3rotopneHurs
g Hcnone3osars a0
Crp. 40 u3 44
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WHcTpykumMsa no npumeHeHuto (Poccua)

m i VASCULAR
"W INNDVATIDNS MpoTe3 aopTanbHOro knanaHa Hydra

CucTtema TpaHCcKaTeTepHOW AOCTaBKM NpOTe3a aopTanbHOro
knanaHa Hydra (kaTeTep gna f4ocTaBKM npoTtesa
aopTanbHOro knanava Hydra, cuctema 3arpysku nportesa
aopTanbHOro KnanaHa Hvdra)

Pepakuusa: 02 [Jarta: aBryct 2024 r.

3anpeTt Ha NOBTOPHOE MCNO/Mb30BaHUe

He cTepnnnsosaTtb NOBTOPHO

Pasmep
0
STERILC|EO] CTepnnusauns sTUNEHOKCUAOM
STERILe|LC 1 CTepuaN3aLmns XUAKUM CTePUAN3YIOLWUM CPEACTBOM
L26"“ o o o
¢ TemnepaTypHblii 4nanasoH (HWKHUA 1 BEPXHUIT Npegenb)
15"c4

AnNnporeHHo
BHumaHune

O6paTnTech K MHCTPYKLUMUM NO MPUMEHEHUIO

Bepeub oT Bnaru

He ncnonb3oBaTb Npu NOBPEXAEHUN YNaKOBKU

? Xpynkoe, obpalwaTtbCa OCTOPOXHO
K He cogepxuT (ranatsl
He cofep>xut natekc
A TpebytoTcsa onpeaeneHHble ycnosusa gna MPT
CofepXuUT 6MONOrMYeCKNiA MaTepuan XXUBOTHOIO NPOUCXOXAEHUS

YKasaHue Ha COOTBETCTBME OCHOBHbIM Tpe6OBaHI/IFIM, N3NMTOXEHHbIM B

a
eBpONencKUX AMpeKTmnBax
MD MeauunHCKOe YCTPOCTBO

uDI YHUKaNbHbIA NaeHTUHUKATOP 1U3genmns
18. TpeboBaHMA K 3allUTe OKPYXXaloLLeil cpelbl

Ctp. 41 n3 44
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INNOVATIONS [NpoTtes aopTansbHoro knanasa Hydra

Cuctema TpaHCKaTETEPHOH N0CTaBKM NPOTE3a a0PTAIbHOIO
knanaHa Hydra (kaTerep ans nocraBku nportesa
aopTtanbHoro knanaxHa Hydra, cuctema 3arpy3ku nporesa
aopTranbHoro kJjanada Hydra)

Pepakuus: 02 Jlata: aBryct 2024 r.

6) VASBULAR HucTpykuus no npumenennio (Poccun)

IlpoTe3 aopransHoro knanaua Hydra, Katerep ana noctaBku nporesa aopranbHoro knanawa Hydra u
Cucrtema 3arpysku nporesa aopTanbHoro knanava Hydra He oka3biBaloT BpeAHOro BO3NEHCTBMA Ha
OKpYXalollly10 Cpeay.

19. Yruauszauus

M3nenus, UMEBLINE KOHTAKT C KPOBbIO M (HIK) APYriMH GHONOTHYECKHMM XKHAKOCTAMM, NOLNEXKAT
YTHITH3a1IHKH U YHHUTOXXEHHIO COrNacHo TpeGoBaHMAM K 00pallleHHIO C MEAULIHHCKHMH OTXOAaMH,
onpeaensiembim CanlluH 2.1.3684-21 (knacc B) v ApyruMu HOPMaTHBHBLIMH 3aKOHOJATENBbHLIMH
aktamMu Poccuiickoii ®eaepaumu.

Hencnonb3oBaHHble u3nenua (He UMEBLIHE KOHTAKTa ¢ GHONOrHYECKUMH KUAKOCTAMH MAUUEHTOB), B
TOM YHCNIE€ C MCTEKIIKM CPOKOM TFOAHOCTH, NOANEKAT YTUAH3ALMHM B COOTBETCTBHHM C NpoLeaypoi
YTHIM3aUMK  TBEPAbIX ObITOBbIX OTXONOB, YCTAHOBNEHHOI 3akoHOAaTeNbCTBOM Poccuiickoit
®eaepauuu B CanlluH 2.1.3684-21 (knacc A).

20. IIpumennMoCcTb OCHOBHBLIX TpPeGoBaHuH

[pote3 aopranbHoro knanaHa Hydra, Katetep ans aocrasku nportesa aopTanbHoro knanawa Hydra u
CHCTEMa 3arpy3Ku npoTesa aopTaibHOro knanaHa Hydra coorsetcTBytoT TpeGoBaHUAM AHPEKTHUBLI MO
MEAMUHHCKHUM n3aeausm (MDD): ocHoBHble TpeboBanua 93/42/EEC.

Hepe-leu b MEKAYHAPOAHLIX CTAHAAPTOB

Ne | CraHpapthbl Hassanue
n/n
1. MDD/93/42/EEC ¢ JlnpekTHBa N0 MEAWLIMHCKHM H3ENHAM
NonpaBKaMH, BHECEHHbIMH
2007/47/EC
2. EN ISO 13485:2016 H3genus Meanunnckue. CucteMbl MeHeakMeHTa kadecTsa. TpebosaHus
A8 ueneit peryanpoBaHus
3. EN ISO 14971:2012 Meanunnckne wu3nenus. [lpuMeHeHHe MEHENXMEHTa pucKa K
MEAHLUHHCKHM H3NENHAM
4. EN ISO 14630:2009 UMniaHTaThl XHpypruueckue HeakTuBHble. Obwne TpeboBaHus
5. EN ISO 11607-1:2006 YnakoBka 18 MEOUUMHCKHX H3Ienauit, noanexawmx GUHULIHOMN
crepunu3zaumn. Yacte 1. TpeGosanua k Martepnanam, OGapbepHbIM
CHCTEMaM 18 CTEPHJIH3AaUHH H YNAKOBOYHbIM CHCTEMAM
6. EN ISO 5840:2009 CepaeuHo-coCyAUCTbIE HMMIaHTaThl. [TpoTe3bl cepacuHoro knanaHa.
7. ISO 5840-3:2013 CepneuHo-cocyaucTble uMnaaHTatshl. [1poTe3bl cepae4HOro kianawa.
Yactb 3. 3aMEHMTENIH CEpAEYHOro KjianaHa, BBOAMMbIE B OpraHu3im
TPAHCKaTEeTEPHbIMUW METOLAMH TEPANHH
8. EN ISO 22442-1:2007 Hinenna MeaHULHHCKHE, HUCNOJbL3YIOUWHME TKAHH H HX MPOM3BOAHLIC
Crp.42 3 44
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- WHcTpyKunsa no npumeHeHunto (Poccus)
l\j/l-l- I \|{\|IA|\|\%€H_I|_DANI§ MpoTe3 aopTanbHOro knanaHa Hydra

10.

12.

13.

14.

16.

17.

18.

19.

20.

21.

22,

EN 1SO 22442-2:2007

EN 180 22442-3:2007

EN 1SO 80369-1:2018

EN 1SO 80369-7:2021

EN 1SO 10993-1:2009

EN ISO 10993-3:2014

EN SO 10993-4:2009

EN ISO 10993-5:2009

EN ISO 10993-6:2009

EN ISO 10993-7:2008

ISO 10993-10:2013

ENISO 10993-11:2018

ISO 14155:2011

EN ISO 15223-2016

CucTtema TpaHCKaTETEPHOI AOCTaBKM NpoTe3a aopTa/ibHOro
knanaHa Hydra (kaTeTep Ans 4OCTaBKM npoTesa
aopTanbHOro knanaHa Hydra, cuctema 3arpysku npotesa
aopTanbHOro knanaHa Hydra)

Pepakuuna: 02 |,£l,aTa: aBryct 2024 r.

YKMBOTHOIO npoucxoxgeHusa. Yacte 1 MeHeq>KMeHT pucka

M3genmsa  MeguMUUHCKME, WCMOMb3YIOWME TKaHW W KX NPOU3BOAHbIE
XWBOTHOTO npoucxoxaeHusa. Yactb 2. KoHTponb oT6opa, cbopa u
06paboTKu

V3genna MeguLMHCKME, WCMOMb3YoWMe TKaHW W UX MPOM3BOAHbIE
XXVBOTHOIO MpoucxoxaeHns. Yactb 3. Banugauma yHUUTOXeHUA wnunm
[e3aKTuBauuM  BUPYCOB U areHToB  MH(EKLUMOHHON  ry6yaToit
3HUedanonaTnm

CoefjJMHUTENN MaJioro AnameTpa 415 XXUAKOCTER 1 rasos, UCMOMb3yeMble
B 3paBooxpaHeHnn. Yactb 1 O6wwme TpeboBaHUs

CoefjMHUTENN MaNioro uameTpa /18 XUAKOCTel 1 rasos, UCNOMb3yeMble
B 3[paBooxpaHeHnn. Yactb 7. YacTHble TpebOBaHMA K COEAMHUTENAM
BHYTPUCOCYAMUCTOrO WM MOLKOXHOIO NpUMeHeHus

N3genna  meguuuHckve.  OueHKa — GMOMOrMYECcKoro  AeicTeus
MeaMLNHCKMX n3gennid. Yactb 1 OueHKa 1 uccnegosaHus

W3penns  meguumHckme.  OueHKa  BMONOTMYECKOTO  AeiCcTBUS
MeAMUMHCKNX wm3genunid. Yactb 3. WccnepoBaHWs TeHOTOKCUYHOCTH,
KaHL,ePOreHHOCTM U TOKCMYECKOro [eWCTBMS Ha pernpojyKTUBHYHO
(hYHKUMIO

W3penns  meguumHckme.  OueHKa  GMONOTMYECKOro  AeicTBus
MeAUUMHCKUX  u3genmit.  Yactb 4. VccnemoBaHuws — U3AEnui,
B3aVIMOLENCTBYIOLLMX C KPOBbHO

W3genua  meguumHckme.  OueHkKa  GMONOrMYECKOro  AeicTBuS
MeANLMHCKMUX n3genunid. YacTb 5. VccnegoBaHUs Ha LUTOTOKCUYHOCTb:
MeTogbl in vitro

N3genua  meguumHckve.  OueHKa — GMONOrMYecKoro  AeicTeus
MeANUMHCKMUX n3genunit. Yactb 6. VccnefoBaHns MeCTHOrO felicTBus
rocne uMniaHTaLmm

W3gerua  meguumHckme.  OueHKa — OMONIOTMYECKOro  AeicTBuS
MeAMUMHCKMX — u3genuid.  Yactb 7.  OcTaToyHOe  cofepykaHue
3TUNIEHOKCM A nocne cTepuansaunm

WNsgenus wmegnuuHckme. OueHka OMONOrMYecKoro [feicTsus
MeguUnHCKMX nsgenunii. Yacte 10. ViccnegoBaHunsa pasgpaxaroLero
N CEHCUBUNN3NPYIOLLErO AeACTBUA

N3genus meguuuHckue. OueHKa 6GMONOrMYECKOro [AencTeus
MeLNLUHCKNX n3gennii. YacTtb 1 WccneposaHus
06LLEeTOKCNYECKOTO AeliCTBMSA

PYKOBOACTBO N0  MPOBEAEHUN  K/IMHWYECKUX  WUCMbITaHWiA
MeaANUUNHCKNX n3genunii. Obune TpeboBaHus

MeguunHckne  usgenua -  CUMBOSbI,  KOTOPble  LO/DKHbI
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6 VASCLILAR Hucrpyruus no npumenenuso (Poccns)

INNOVATIONS IpoTes aopraneksoro knanaxa Hydra
CHCTEMa TPAHCKATETSPHRO| AOCTABKH NPOTE3a A0PTANLHONO

knanaHa Hydra (kaTerep Ans AocTasKkM nporesa
aopranbHoro xnanana Hydra, cicrema 3arpyskH nporesa
aopransHoro kaanana Hydra)

Penakiua: 02

HCMIONB3OBATECA  HA  JTHKETKAX  MERWLWHCKMX  W3aeaui,
MapKHpOBKa M NipeocTasaseMan HHpopMauus - Yacts 1: O6wme
TpeboBanna

21,  Orka3 OT OTBETCTBEHHOCTH N0 FAPAHTHH

He aaercs #ABHEIX MIM nojpasyMeBaeMEIX TrapaHTHH, BKMOYad, NOMHMO npovero, mobsie
NoApPasyMeBacMbIC TAPAHTHH TOBAPHONK NPHIOAHOCTH JUIA KOHKPETHON UENH, HA M3AG/IHNR KOMNAHHHK
«BACKVJIAP MHHOBDHIIH3 KO. JITA» (Vascular Innovations Co., Ltd.), onHcauubie B
HacToRImed HHCTPYKUMH no npuMeHeHHio. Hu npn kakux ofcroarenncTaax komnanua «BACKVIIAP
HHHOB3MILH3 KO. JIT/.» (Vascular Innovations Co., Ltd.) He HeceT 0TBETCTBEHHOCTH 38 npAMEIe,
KOCBCHHBIC, ClAydaliHHC WiH NOCACAYIOMME YORITKHM, BOSHMKIIME B pE3YNRTATE [MOBTOPHONO
MCIIONBI0OBAKNUA M3AEAMA, 38 MWCKMIOYEHHEM CJIy4acB, NPAMO TNPEAYCMOTPEHHBIX OTACHbHBIMH
3akoHaMH. HH 0HO 1ML HE “MeeT NpaBa CBA3KIBATE koMnanuio «BACKYJIAP HHHOBRMILH3 KO.
JITA,» (Vascular Innovations Co., Ltd.) xakamMu-nn60 3aABNEHHSIMYA WIH FRPRHTHAMH, 38 HCKNIOHEHHEM
Cnyvaes, YKa3aHHSIX B HACTOALLIEM NOKYMEHTE. )

Onucanne HAK XAPAKTEPHCTHKYA B NeUATHOR NpoAyKuMH kommanku «BACKVJIAP UHHOBOHLIH3
KO, ITA.» (Vascular Innovations Co., Ltd.), Bkniouas HacTOAIIYI0 WHCTPYKUMIO 1O NMPHMEHEHHIO,
NpeAHazHaYeHB! TOALKO ANa o6uWero ONMcaHUA NPOAYKT2 Ha MOMEHT NMPOH3BOACTEA H He ABNSIOTCS
OCHOBAHHCM JUTA KaKHX-1HG0 2BHBIX rapaHTHit.

Vascular Innovations Co., Ltd.
(Backynap Unnosstimns Ko., JIta., Taunann)
88/38 Moo 1, 345 Road, Bangtanai, Pakkret, Nonthaburi 11120 - Thailand
(88/38 Moo 1, 345 wocce, Banrranait ITakkpet, HoutxaGypu 11120 — Taunana)
Ten.: +66 (0) 2-598-2361

T Daxc: +66 (0) 2-598-2360

In. noura: info@vascularinnovations.com

CaiiT: www.vascularinnovations.com

RN e RS IEIIE B 1 OGN
O61ecTso ¢ orpasneHHO# orsercrBeHHOCTRIO «CMT CHI™»
107076, Poccus, r. Mocksa, yi. KpacuwoGorarsipckas, a. 89, c1p. 1, aT. 5, nom. 109, 110
Tea.: 8 (495) 280-70-26
. novra: smtcis@smtpl.com
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MepeBof 4aHHOIO TEeKCTa BbINOMHEH MHOR™ NepeBogYMKOM MapKoBbiM AnleKcaHApoMm
AnekcaHApoBNYEM

noamnmcob

Poccuniickaa ®epepaums
Mopog Mocksa

[BajuaTb BTOPOro oKTA6ps ABe ThiCAYM BajLaTb YeTBEPTOrO roga.

A, Aky6oBa TaTbsAHa OnerosHa, HoTapuyc ropoga MockBbl, CBUAETENLCTBYH MNOAIMHHOCTb
nognucu nepesogumka Mapkosa AnekcaHapa AnekcaHgposuya.
lMognuck caenaHa B MOEM MPUCYTCTBUMN.

JINYHOCTb NOANMCABLUErO JOKYMEHT yCTaHOBNEHA.

3aperncTpupoBaHo BpeecTpe: Ka 77/2171-H/77~2024-
YnnayeHo 3a coBepLUeHMe HOTapuanbHoro gelicTema: 400 py6. 00 kon.
T.0. Aky6oBa
Mep6oBas neyatb
HoTapuyca ropoja
MockBbl fAky6oBoli T. O. MOAMMCH NOAMNCH
NHH 771775502947*

Fep6oBas neyatb
HoTapuyca ropoga
MockBbl AKy6osoii T. O.
MHH 771775502947*

Bcero npoLUHypoBaHO, NPOHYMePOBaHO
1 cKpeneHo nedyaTbio 0 nucT(a)(oB)

HoTapuyc

Poccuiickaa degepaums
Fopog MockBa
[BajuaTb BTOPOro oKTA6pA ABe ThiCAYN [BajLaTb YeTBEPTOro roga
A, Aky6oBa TatbssiHa OneroBHa, HoTapuyc ropoga MockBbl,
CBU/ETeNbCTBYIO BEPHOCTb KOMWUW C NPeACTaB/IeHHOr0 MHE JOKyMeHTa.
Cipa]iHUb™M | M..~npeAcTaBNeHHOro AOKYMeHTa SIBNAOTCA KONUAMU
poBaHoBpeBeN: Ne 77/2171-H/77-2024- [

JACHO 3y coBepLUEHME TNapuanbHOro AeicTBUS; py6. 00 kon.

Bcero npowHypoBaHo, MPOHYMepPOBaHO
N CKpenneHo neyvyaTbio nuct(a)(oB)
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