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1.  Medical devices name

Hydra aortic valve, in variations:

1. Hydra aortic valve HYDRAZ22, in composition:
¢ Hydra aortic vaive HYDRA22 ~ 1 pc;
¢ Patient Card - 1 pc;
¢ Instruction for use— 1 pc.

2. Hydra aortic vaive HYDRAZ26, in composition:
o Hydra aortic valve HYDRA26 — 1 pc;
¢ Patient Card - 1 pc;
o Instruction for use - 1 pc.

3. Hydra aortic valve HYDRA30, in composition:
¢ Hydra aortic valve HYDRA30 - 1 pc;
o Patient Card -1 pc;
o Instruction for use — 1 pc.

Hydra aortic valve transcatheter delivery system:
1. Hydra aortic valve delivery catheter HYDRA18F);
2. Hydra aortic valve loading system (HYDRA18VLS), in composition of: funnel — 1 pc, funnel
cap — 1 pc; tube — 1 pe, prong — 1 po, silicone ring 1 pc;
3. Instruction for use -1 pc.

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, homografis,
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 Delnvety 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 {rame 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-lcaflet configuration.

Each valve is uniqucly identificd with a tag indicating its scrial number and is supplicd sterile in a jar
containing a glutaraldehyde storage solution.
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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 of the 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 & 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 1o 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 vaive.

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 deliveiy catheter. The AVLS is comprised of a funnel, funnel cap,

tube, prong and silicone ring.

UNE

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
Page 4 of 35
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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 Annulus Diameter System
HYDRA22 22 mm 18-20 mm HYDRALSF HYDRAI1SVLS
HYDRA26 26 mm 20-24 mm HYDRAISF HYDRAI18VLS
HYDRA30 30 mm 24-27 mm HYDRA |8F HYDRAI18SVLS

5. Indications

The Hydra Valve system is indicated for patients with severe degenerative aortic stenosis presenting a
high predictable aperative 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:
» known hypersensitivity or contraindication lo 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 II)
previous aortic 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

pregnancy

® &6 & » @& & o

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 (c.g:. pain. bleeding. hematoma. ctc.)
) acute coronary closure
Page S of 35

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



Hydra aortic valve

INNOVATIONS Hydra aortic valve transcatheter delivery system

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

g VASGU L AR Instruction for use (Russia)

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 vesscl spasm (including acute coronary closure)
death

embolization

emergent balloon valvuloplasty

emergent percutancous coronary 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 (TIA) 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; undcr-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 prosthests is delivered into the native valve with a specific delivery catheter
(AVDC) and is intended to replace it without removal. The llydra aortic valve prosthesis is first loaded
into the delivery 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 wbe by the funnel then loaded in the capsule of the delivery
catheter.
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The tentacles are carcfully 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 gencrally 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 hetween the planc of aortic valve annulus and horizontal
plane/vertebrac >70° for femoral access)

10. Instructions for use
10.1. Inspection Prior to Use
1. Caretully 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 trom 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. Three 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 (o the Hydra Valve
bioprosthesis. If they do not match. reject the prosthesis, and usc a new one.

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

Perform the procedure mentioned in above point 4 in the second and third bowls, flushing

the valve by total of three times tor 90 seconds cach 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 Ilydra Aortic Valve Delivery Catheter (AVDQ).

7. Ensurc that the saline solution in the first three bowls is disposed of and is not used for any
purposc.

rn
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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 ofthe Hydra Aortic bioprosthesis and dip it into cold
saline (0-8°C). (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)

Page 8 of 35
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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 helow).

Image 10.4.3.1

Image 10.4.3.2

S5 S T

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 identificd 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. Ifthey are tangled
gently try 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)

R N ]
S A s
. - B P

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

10.4.9. When the catheter has covercd 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 holdcr 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 tentacies 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 (Reler image 10.4.11.2,
104, !1 3and 104 ll 4below)

| 104111 }“’)“'%ﬂ' ,M
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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 the 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
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. Bioprosthesis Implantation

1 Prepare the vascular access site according to standard practice.

2. If required, 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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6. 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.

8. 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.

9. Adjust the fluoroscopy position so that the delivery system is aligned with the delivery
planc. This can be verificd by the alignment of the markers on the valve frame. (Refer

images 10.5.1 & 10.5.2 below).

~

10. To open/deploy the bioprosthesis. turn 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).

1
1
i

. When the bioprosthesis is about 80% deployed, perform an angiogram to confirm proper
position and function of the leaflets of bioprosthesis.
12. In case of sub-optimal position after opening the fully functional inflow portion of the valve,
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14.

16.

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.

. 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 sccondary knob counterclockwise to enable forward
translation of stent holder enabling release of the stuck tentacle(s). Use orthogonal views
under fluoroscopy to confirm release.

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.

. Perform routine aortogram and transthoracic echocardiogram to assess the bioprosthesis for

proper expansion and function.
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 availablc in 3 sizes:
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HYDRA22 HYDRA26 HYDRA30
Diameter @A (mm) 22+0.5 26+0.5 30+ 0.5

Diameter @B (mm) 36.5+0.5 40.5+£0.5 445+0.5

Height H (mm) 555+1.0 53.5+£1.0 50.0+1.0
Sealing skirt height C (mm) 12+1.0 13£1.0 14£1.0
First marker distance D (mm) 5+0.2 6+0.2 702
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
a

fonginf
Lengih €
A
Length A Diameter OB | Diameter @C | Diameter OD | 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.
Page 15 of 35
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Figure 1.
a) Silicone ring
b) Prong
¢) 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. MRI related information
MR Conditional
The Hydra Aortic Valve is MR Conditional. Non-clinical testing (HYDRA30 sample) demonstrated that
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the Hydra Aortic Valve is MR Conditional. A patient with this device can be scanncd safely, immcediately
afier placement under the following conditions:
o Static magnetic field of 1.5-Tesla and 3-Tesla, only
¢ Maximum spatial gradient magnetic field of 8,000-Gauss/cm (extrapolated) or less
e Maximum MR system reported, whole body averaged specific absorption rate (SAR) of 4-W/kg
for 15 minutes of scanning (i.c., per pulse sequence) in the First Level Controlled Operating
Mode of operation for the MR system

MRI-Related Heating

In non-clinical testing, the [ydra Aortic Valve produced the foliowing temperature rises during MRI
performed for 15-min of scanning (i.c., per pulse sequence) in 1.5~ Tcsla/64-MHz (Magnetom, Sicmens
Medical Solutions, Malvern, PA. Sofiware Numaris/4, Version Syngo MR 2002B DHHS Active-
shielded, horizontal field scanner) and 3-Tesla (3-Tesla/128-MHz, Excite, HDx, Sofiware 14X.MS5,
General Electric Healthcare, Milwaukee, WI) MR systems:

1.5-Tesla 3-Tesla
MR system reported, whole body averaged SAR 29-Wig 2.9-Wikg
Calorimetry measured values, whole body averaged SAR 2.1-Whkg 2.7-Wig
 1lighest temperature change 2.1°C 2.5°C
Temperature scaled to whole body averaged SAR of 4-Wikg 2.9°C 3.4°C

Artifact Information
The maximum artifact size as seen on the gradient echo pulse sequence al 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 Bovinc Pericardium, as Vascular
Innovations has demonstrated acceptability 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 cstablished, the estimate occurrence level is set at
the fowest.
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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 Innovations concludes that the safety risk of Hydra Aortic Valve Device related to the use of
animal tissue, when applied according to its intended usc, 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/j.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 scvere aortic stcnosis 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 1l 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%) paticnts, respectively.
The demographic characteristics and procedure details of the enrolled patients are described in Table
1 and Table 2, respectively.

Table 1- Baseline patient Characteristics (Hydra CE Study)

Variables =157
Age, Years 79.247.1
Age <75 years 32 (20.4)
Male 65 (41.4)
Body-mass index 26.0+£5.2
Body surface area, kg/m’ 1.7£0.2
Coronary artery disease 65 (41.4)
Previous CABG 22 (14.0)
Page 18 of 35
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Previous PCl R 38 (24.2)
History of myocardial infarction >6 months 17 (10.8)
History of atrial fibriilation 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)
1 72 (45.9)
Iv , 7 (4.5)
Diabetes mellitus 48 (30.6)
Hypertension 125 (79.6)
Prior stroke L i3 (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 hypertension 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 Il 5.1£4.9
Haemoglobin, g/dl 11.9+£2.0
Serum creatinine, pmol/L 1.241.1
Creatinine >2 mg/dL 10 (6.4)
eGFR, mL/min/|.73m> 59.0+21.6
LVEF, % 56.4+§3.2
Mean aortic gradient, mmHg 49.5+18.5
Aortic valve arca, cm? 0.7+0.2

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

EOA: 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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Table 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 81 (51.6)
Procedurc time, min 122.8+57.0
Fluoroscopy time, min 31.7=18.8
Contrast Volume, mL 130.7£72.2
Duration of hospital stay, days 7.246.3

Data expressed as frequency (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 dcath. Between 30-day and 1-year, there were 12 additional all-cause deaths,
including four cardiovascular deaths. Cumulatively, there were 23 (14.6%; 95% CI: 9.7-21.4) all-cause
deaths at 1 year, including 13 (8.3%; 95% CI: 4.7-14.0) cardiovascular deaths (Figure 1).

(A) All-cagse mortality (B) Cardiovascular mortality
Events: 23 (14.6%); Event-free Sunial- 85 4% Events: 13 (8.3%), Event-free Sunival: 91.7%
104 .
081
§ 2z Events: 13 (8.3%);
z Event-free Survivel: 91.7%
06 (95% Ct: 86.0-95.3)
1}
i3
§ 5 0.4
0.24
00— v v v ~ —r
[} 9 180 270 360 450
Time (days)

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% CL: 7.2-18.4) at
30 days and 12.4% (95% CI: 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 - Clinical outcomes at 30-days & 12 months (Hydra CE Study)

At 1 month Atlyear*
Variables Events 95% C1 Events | 95% Cl1
All-cause mortality 11 (7.0) 3.7.12.5 | 23(14.6) | 9.7, 214
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(64) | 3.3,11.7
Device-related mortality 53.2) 1.2.7.7 5.2 12,77
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) 20,93 7(4.5) | 2.0,93
Major vascular complication 7(4.5) 2.0,9.3 7(4.5 |20,9.3
Acute kidney injury 1. 1¢0.6) 0.03, 4.04 1(0.6) | 0.03,4.04
Myocardial infarction 0 (0) - 0(D) -
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%) | 72,184 | 18(124) | 7.7,19.2

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

The primary performance endpoint of device success was achieved in 130 patients (82.8%; 95% Cl:
75.8-88.2). Notably, successful implantation was achieved in 148 (94.3%; 95% Cl: 89.0-97.2) paticnts.
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.
Table 4 - Device Success (Hydra CE Study)

Variables N=157 95% CI1

Device Success 130 75.8,
(82.8) 88.2

Successful implantation 148 89.0,
(94.3) 97.2

One valve implanted (i.c., no need for second valve) 148 89.0,
(94.3) 97.2

Proper anatomical location 146 87.5,
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(93.0) 96.3
Single valve in correct position 142 84.5,
(90.3) 944
Aortic valve arca >1.2 cm? 145 86.7,
(92.4) 95.8
Mean aortic valve gradient <20 mmHg 150 90.7,
(95.5) 98.0
Without moderate or severe prosthetic valve PVL 146 88.3,
(93.0) 96.7
Without moderate or severe 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—paticnt 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 aiso improved from 49.5£18.5 mmHg at baseline to
8.1+£3.7 mmHg at 30 days (P<0.001) and to 8.8+4.7 mmHg at 1-year follow up (P<0.001).

=3= Mean aortic gradient (mmHg)
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EQA: 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 | year. Changcs in para-valvular Icak at post-procedure.
30 days and 1-year follow up are shown in Figure 3A. There was an improvement in the NYIIA
functional class and 6-minute walk test distance from baseline as shown in Figure 3B and Figure 3C,
respectively. At 1 year, 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 2312100 m at bascline to 268+119 m at 30 days (p<0.001) and to 310105 m at | year follow up
p<0.001).

IAY Paravaivuiar leak (% (B8] NYHA Sunclional Class 1% €} Six-rnimste walk tast (m}
Rt Jusios
w -t : -
- ~ g™ 81t
’“ PuDEW
. I ,,, o~
Post procadue Hdey Tyew 04y Syem
¥ Nerm?Trace Wid  2Woderaie  ® Sovem » NYHAL - NYHAM  mNYHARY
Figure 3 - (A) Para-valvular leak, (B) N YHA Funchonal 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 orificc arca and fow transvalvular 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 Interv. 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 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 the primary performance
endpoint was device success defined as per VARC-I eriteria.
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In this trial, 40 high-risk patients were enrolled at 11 centres. The demographic and clinical
characteristics of the patients at baseline are described in Table 5. The patients enrolled in this study had
a mean age of 74.54£6.7 vears, included more males (60%), and had a mean STS-PROM score of

5.6+4.2%.

Table 5 - Baseline Patient Characteristics (Genesis Trial)
Variables I Value
Clinical characteristics
Age, Years 74.5£6.7
Male 24 (60)
New York Heart Association functional class
I 27 (67.5)
I 10 (25)
v 3.5
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(.5)
Prior acute coronary syndrome 5(12.5)
UA/NSTEMI 4 (10.0)
STEMI o 1(2.5)
Chronic obstructive pulmonary disease 9(22.5)
Pulmonary hypertension 3(.5)
Hemoglobin, g/dL 114+1.8
eGFR, mL/min/1.73m" ) 62.2+27.1
Chronic kidney disease 3.5
History of atrial fibrillation 1(2.5)
Pre-existing pacemaker L 0(0)
Computed Tomography
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Annulus perimeter, mm 724159
Annulus diameier, mm
Perimeter derived 259+2.2
Area derived 226%+19
Sinus of Valsalva, mm

Left 308+£35

Right 29257

Non coronary 30835
Height of coronary ostia, mm

Left 126+ 3.6

Right 147426
Sinotubular junction diameter, mm 265+29
Echocardiography
LVEF, % §3x13
Peak aortic gradient, mmHg 82.5+32.6
Mean aortic gradient, mmHg 53.5c 18.1
EOA. cm® 0.7+02
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 ventricular ejection fraction, NSTEMI: Non-ST elevation myocardial infarction, STEMI:

ST elevation myucardial 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
THV (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 & 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 cmbolization or need for second THV.

Table 6 - Procedural characteristics (Genesis Trial)

Variables Value
Implanted valve size

Hydra 22 mm 3(7.5)
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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General anesthesia

37(92.5)

Transfemoral access

40 (100)

Successful implantation

40 (100)

Device success

37(92.5)

Fluoroscopy time (min)

42.7+30.5

Duration of hospital stay (days)

7(4-9)

Data expressed as frequency (percentages) or mean + standard deviation

At 30 days, the primary safety endpoint of all-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 follow-up, there were two non-cardiovascular deaths, and one additional non-cardiovascular

death at 6-month (Figure 4).

Six-month rate (95% C1)
92.5% (79.6%, 98.4)

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

100% ]
90% e
. T
&
§ 80%
¢
3 70%
w
60%
CV Mortality
All cause Mortality
50%
T e T T
0 30 60 90

T T
120 150 180

Time from Iimplant Procedure (Days)

NoastRisk: 40 36 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 injury, 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)

Up to 30-day to 3-month to
30 days (n=40) 3-month 6-month
(»=40) (n=40)
All-cause mortality 4(10.0) 2(5.0) 1(2.5)
Cardiovascular mortality 3.9 0(0) 0 (0)
Device or procedure associated 3(7.9) 0(0) 0(0)
cardiovascular cvents
Major vascular complications 1{2.5) 0 (0) 0 (0)
All Stroke 0 (0) 0 (0) 0
_Disabling stroke 0(0) 0(0) 0(0)
New pacemaker implantation 3(7.5 0(0) 0 (0)
Mpyocardial infarction 0(0) 0(0) 0 (0)
Acute kidney injury 0(0) 0(0) 0(0)
Life threatening bleeding 00) 0(0) 0(0)
Major bleeding 0(0) 00 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 onﬁce 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 54.548.9 mmHg at baseline to 6.742.8 mmHg at 30 days (p<0.001) and to
7.6£2.7 mmHg at 6 months (p<0.001).
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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 NYHA 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 wHh Paravalvular leak (%) (B) Patients with NYHA Functional Class (O/d' iC! Six-minute walk test (m)

Poet 39 day fellow 3 moiiAh 6 mentit Basebne Post  sodoyfolkm  3ntonA (enonth
Procedure  up(ns35) foUonrup foitowup (w>401 Procedwe fokowup  fehowup
(»*38) (n-33) (n»32) (n*3~ >33 (it-51)

NYHA-New Y(sik Heart Assedsbon

Figure 6 - (A) Paravalvular leak (B) NYHA functional class and (C) 6-min walk test
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. Low'er rates of paravalvular regurgitation and
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pacemaker suggest an optimal anchoring and sealing without excessive radial pressurc 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 cxperience with implantations of the Hydra
Aortic bioprosthesis in humans, Implantation of the 11ydra aortic valve was performed in paticnts with
symptomatic, severe aortic stenosis. Surgical trcatment 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 findings (Geunesis Trial)
Characteristic All patients (n=15)
Sex, male,n(%) 8 (53.3)

| _Age, years (SD) 82 4.5)

| Body mass index, kg/m? (SD) 23.2 (44)
Hypertension, n (%) L. . 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 discase, n (%) 6 (40.0)
e-GFR, mL/min (SD) 51.8 (20.8)
COPD, n (%) 1(6.7)
STS score (SD) 6.2 (1.4)
EuroSCORE 1l (SD) 4.3 (1.9
Echocardiography
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® (S8D) 0.68 (0.19)
AR grade >moderate, n (%) 5(33.3)
MR gradc >moderate, n (%) 2(13.3)
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Multislice computed tomography
Annulus mean diameter, mm (SD) | 23.5(3.4)
AR: aortic regurgitation; AVA; aortic valve area: CABG: coronary artery bypass grafting; COPD:
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 of the Hydra valve was accomplished in all cases (see Table 9 for procedural details) and
there were no instances of delivery system failure.

Table Y - Implantation characteristics (Hydra FIM Study)

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 suffcred from stroke or TIA. The details of clinical outcomes at 30-day follow up is
described in Table 11.

Table 10 - Valve performance at 30 days post procedure (Hydra FIM Study)

Follow-up echocardiography at 30 days

LVEF, (SD) 69.3 (12.8)

Pcak aortic gradient, mmlig (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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INNDVATIONS Hydra aortic valve transcatheter delivery system

{Hydra delivery catheter, Hydra loading system

— Revision: 02 Date: August 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 procedure (Hydra FIM Study)

Outcomes at 30 days
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 frozen 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 1o 25°C, in an enclosed space in the
original manufacturer’s packaging for the labeled shelf lifc. Exposure to extreme fluctuations of
temperature and freezing should be avoided. Appropriate inventory control should be maintaincd so that
products with earlier Use By dates are implanted preferentially.

The shelf life of Hydra aortic valve prosthesis is | 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 (cthylene oxide sterilization
process) in double Tyvek sterilization pouches. The loading system should be stored at room
temperature, nominal 15°C to 25°C, in an enclosed spacc in the original manufacturer’s packaging, and
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Instruction for use (Russia)
5 VASEU U \R Hy:ra aortic valve
- INNOVATIONS | bydra aortic vaive transcatheter delivery system

(Hydra delivery catheter, Hydra loading system) |
Revision: 02 | Date: 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%.
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5 VASBU L AR Instruction for use (Russia)

Hydra aortic valve

INNOVATIONS Hydra aortic valve transcatheter delivery system

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

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

Medical Device

18] (n @@ > &5 B

o)

The unique device identification

r
(3

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 legislation of the Russian Federation for class A by SanPiN 2.1.3684-21.
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VASCULAR
INNOVATIONS

Instruction for use (Russia)

Hydra aortic valve
Hydra aortic valve transcatheter delivery system
(Hydra delivery catheter, Hydra loading system)

Revision: 02 Date: Aﬁugust 2024

20.

List of International Standards

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.

Sr. [ Standards Title

No.

1. | MDD/93/42/EEC as Medical Devices Directive

amended by 2007/47/EC

2. [ ENISO 13485:2016 Medical Devices — Quality Management Systems — Requirements
for regulatory purposes

3. | ENISO 14971:2012 Medical Devices: Application of Risk management to Medical
Devices

4. | ENISO 14630:2009 Non-active surgical implants — General requirements

5. [ENISO11607-1:2006 Packaging for terminally sterilized medical devices. Part — 1:
Requirements for materials, sterile barrier systems and packaging
systems

6. | ENISO 5840:2009 Cardiovascular implants — Cardiac valve prostheses

7. | ISO 5840-3:2013 Cardiovascular implants — Cardiac valve prostheses — Part 3: Heart
valve substitutes implanted by transcatheter techniques

8. | ENISO 22442-1:2007 Medical devices utilizing animal tissues and their derivates — Part
1: Application of risk management

9. | ENISO 22442-2:2007 Medical devices utilizing animal tissues and their derivates — Part
2: Controls on sourcing, collection and handling

10. | EN ISO 22442-3:2007 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

11. | ENISO 80369-1:2018 Small-bore connectors for liquids and gases in healthcare
applications - Part 1: General requirements

12. | EN ISO 80369-7:2021 Small-bore connectors for liquids and gases in healthcare
applications - Part 7: Connectors for intravascular or hypodermic
applications

13. | ENISO 10993-1:2009 Biological evaluation of medical devices — Part 1: Evaluation and
testing within a risk management process

14. | EN ISO 10993-3:2014 Biological evaluation of medical devices — Part 3: Tests for
Genotoxicity, carcinogenicity and reproductive toxicity

15. | IEN SO 10993-4:2009 Biological evaluation of medical devices — Part 4: Selection of
tests for interactions with blood

16. | EN ISO 10993-5:2009 Biological evaluation of medical devices — Part 5: Tests for in vitro
cytotoxicity
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INNOVATIONS Hydra aortic valve transcatheter delivery system

VASBUL AR Instruction for use (Russia)

Hydra aortic valve

(Hydra delivery catheter, Hydra loading system)

Revision: 02 Date: August 2024

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. |1SO 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.

rer:

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.vascularingovations.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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INNOVATIONS Tpotes aopransuoro knanana Hydra

CHCTeMa TPAaHCKATETEPHOH BOCTABKH MPOTE3a A0PTATLHONO KNaNaHa
Hydra (xaTerep ans AOCTABKH NPOTE3a aopTanbHoro knanana Hydra,

CHCTEMA bHOTO Knanana Hydra)

H 0o npumenenuio (Poccnn) I
ﬁ VASCULAR FASCIPYERES D Bommcnetol

'AORTIC VALVE

HecTpyxuns no npaMeHeHHI0
(Poccus)

IIpores aopranbHoro kinanaua Hydra
CHcTeMa TpaHCKaTeTepHO# JOCTABKH DpoTe3a aopTajibroro kKaanaua Hydra

Iposepeno: YrsepxacHo:
Moannce/ Moanucy/
Hwma: IMpuank X. Moaun Hma: Anatom CutTutapH
Jara: Aerycr, 2024 Jara: Asrycr, 2024
Crp. 1 n344

fleuars:* Horapuanstmie ycnyrn anpokara*Uacn Cosera I0pncroe Taunauzaa

Per Je 204 142/2854

Cpox AclicTBIA KOMHCCHH HCTEKaET:

Aara; 28 asrycma 2025

Tevars:

?mmmummmm H KOPPEKTHAN KONHE OPHFHHANA BOKYMENTA,
THOANMCE)

I"-x Busar Mpauymeour

Anpoxar, Jluuenzun Ne 93172551

Hotapuansimie yonyry axposars, Perncvpausounstii wonep: Nod142/2554

Tewats: BACKYJIAP HHHOBSHILIH3 KO. AT, (VASCULAR INNOVATIONS CO.LTD.)
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INNOVATIONS poTe3s aopTanbHoro Kianana Hydra

Cuctema TpaHcKaTeTepHO# J0CTaBKM NPOTE3a a0PTAIbHOIO
k:anana Hydra (katetep 4.1 JocTaBku npotesa
aopTainbHoro kianaHa Hydra. cucteMa 3arpy3ku npotesa
aoprasbHoro kaanaua Hvdra)

Penaxkuums: 02 arta: asrycrt 2024 r.
y

1. HaumMeHoBaHue MEIHIMHCKOIO H3/1eIHA
[1poTes aopransHoro knanana Hydra. BapuaHTbl HCNOIHEHUA:

1. Ilpotes aopranbHoro knanana HYDRA22, B coctase:
e [Ilpote3 aopranbhoro knanana HYDRA22 | wr.

e Kaprta nauuenTta -— | wr.

e HHcTpykuus no npuMeHeHuo - | wir.

2. flpotes aoprasabhoro knanana HYDRAZ26. B cocrase:
¢ [lpores aopraabHoro knanada IHIYDRA26 --- | wr.

e Kapta nauuenra — 1 wr.

¢ HucTpykuua no npumenennio — | wr.

3. llpote3 aopranbHoro knanasa HYDRA30. B cocrasc:
¢ [lpote3s aopraabhoro knannana HYDRA30 — | mit.

e Kaprta naunenra - | wr.

¢ HUHucTpykuma no npumerenuto — | wr.

CucTema TpaHcKaTeTEPHO# 10CTaBKM NpoTe3a aopTaibHoro knanasa Hydra:
1. Katerep auis joctaBku 11poTe3sa aopranstoro kinanana Hydra (HYDRA18F);
2. Cuctema 3arpy3ku mnpotesa aoptasiibHoro khanaHa Hydra (HYDRAI8VLS). B cocrase:

BOPOHKa — | wT.. konna4yok BOpOHKM — | wr.. Tpydka -— | wr.. 3yfeu — | wWT.. KOAbUO
CUINKOHOBOC — | T,
3. Huctpykums no npumeniennio | wr.

2. O6wmasn nuadpopmauusn

3amena aopranbHoro kaanana (AVR) saBasetcs HauGonee pacnpocTpaHeHHOM onepaiiueii Ha cepaltle.
BbIIIOJIHAEMOH B HacToawee Bpems. Mcnons3yiores 4Ba THha 1IPOTE30B KIAIAHOB: OHOJIOIMUYCCKUI 1
MexaHu4ecKHH. MexaHnueckue Kianalbl NEpBOHAYAIBHO UMEIN KOHCTPYKLMIO U3 LIApHKa W KapKaca
C HaK/IOHHBIMH JMCKOBBIMW KjalaHaMH, B HacTosllee BpeMs pa3pabOTaHO HOBOE [OKOJICHHE
ABYXCTBOpYAThIX KiaanaHoB. buosnoruueckue kiananbl ObIBAIOT HECKOIbKUX THMOB: ObiUbH,
nepyUKapaHanbHbie WY CBUHBIE KIanalibl. CO CTCHTUPOBAHUEM WK OC3 CTCHTOB. FOMOTPAIICNIAHTATHI.
JICTOYHBIC AayTOTPAHCMAAAHTATHI, 2 B [OCJICAHCC BPCMA U OCCLIOBHBIC OMOJIOMMYCCKUC KianaHbl W
ayTO/10rHUHBIE NEPUKAPANAIbHBIC KIANaHbI.

Mpores aopransHoro knanana Hydra komnauuu «BACKYJIAP UHHOBOHIIIH3» (Vascular
Innovations) npejHa3zHaycH jUif 3aMeHbl HATHBHOIO A0OPTA/ILHOIO KiallaHa cepaua Oe3 ollepaunu Ha
OTKPLITOM CCPALC M COMYTCTBYIOLIETO XUPYPrHYECKOrO YAAICHUS NOPAXKCHHOTO HATHBHOTO KJ1anaHa.

Crp. 23 44

Heuars: BACKYJIAP HHHOB)IIH3 KO JIT/L (VASCULAR INNOVATIONS CO. LTD)
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N A S C U LAR NHCTpyKLMsa no npuMmeHeHuto (Poccus)

INNOVATIONS MpoTes aopTanbHOro knanaHa Hydra
CucTtema TpaHCcKaTeTepHO AOCTaBKW NpOTe3a aopTanbHOro
KnanaHa Hydra (kaTeTep 419 fOCTaBKM npoTesa
aopTanbHOro knanaHa Hydra, cuctema 3arpysku nporesa
aopTanbHoro knanaHa Hydra)

Pepakuma: 02 Jara: asrycrt 2024 r.

MpoTes focCTaBNAeTCA B HATMBHbIA aopTanbHbI KnamaH 4epe3 aopTy C MNOMOLLbI CreuuansHOro
KaTeTepa AN 4OCTaBKM NpoTe3a aopTanbHoro knanaHa Hydra (AVDC).

KnanaH 6e3onacHO 3arpyxaetcs B Kancyny karteTepa AN LOCTaBKWM NpoTe3a C MOMOLLbIO CUCTEMBI
3arpys3km npotesa aoptanbHOro knanaHa Hydra (AVLS).

3. OnucaHue

KnanaH BbIMOJIHEH M3 OMOPHOTO Kapkaca, Ha KOTOPbI/ HawuThl K06Ka 1 CTBOPKM C HUTbLKO 13 MTd 3.
OnopHbI Kapkac WM3roTOB/IEH M3 HWUTWUHOMA, KOTOPbIA CMOCOGEH CaMOCTOATENbHO PacLiMpATbHCS M
ABMIAETCA PEHTIEHOKOHTPACTHLIM. bronpoTes n3rotaBAnBaloT NyTem BLUIWBaAHUA KamnaHHbIX CTBOPOK U
t06KM 13 OL4HOCNONHOTO 6blYbero NepukKapAa B KOHCTPYKLUIO C TPEMS CTBOPKaMMU.

Kaxablii knanaH uMeeT WHAMBMAYANbHYI MapKMpOBKY C CepuiiHbIM HOMEPOM W MnocTaBnseTcs
cTepunbHbIM B 6aHKe, cofepiKalleli pacTBOP ryTapoBOro anbfernga Ans XpaHeHus.

Bce npoTtesbl aopTanbHOro knanaHa Hydra nocTtaBnfloTCA C KaTteTepoM A1 [OCTaBKM MpoTesa
aopTansHoro knanaHa Hydra 18F (AVDC). KnanaH 3arpyaetca B kancyny (Capsule) kateTtepa ans
[OCTaBKM npoTe3a aopTajibHOro knanaHa Hydra ¢ MCNonb30BaHWEM CUCTEMbl 3arpys3ku nportesa
aopTanbHoro knanaHa Hydra 18F (AVLS). Hwukakaa pgpyrasg cuctema [OCTaBKM He MOXeT
MCNONb30BaTbCA A1 BBEAEHMA KnanaHa.

KateTep Ans [f[ocTaBKM COBMECTMM C MNPOBOAHMKOM TonwmHoin 0,889 mm (0,035 groiima). Ha
OUCTaNnbHOM KOHLLE CMUCTEMbl UMEETCA KOHUUYECKNI PEeHTreHOKOHTPACTHbI HakoHeYHUK (Nose Cone) u
PYKOATKa Ha NpoKcumanbHOM KoHue. CTabununsnpytowuin katetep (Stability catheter) BbigBMraetcsa ms
pykoaTku (Handle). BHyTpu cTabunm3npyrowero Kkatetepa MMeeTca nieTeHblli KateTep 12F, KoTopblii

Crtp. 3us 44

MeuaTs: BACKYNAP NHHOB3MLH3 KO. NTA. (VASCULAR INNOVATIONS CO. LTD.)
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¢ INNOVATIONS

TMpotes aopranshoro xnanana Hydra

CucTeMa TPAHCKATETEPHOM A0CTABKH NMPOTE3a 80PTANLHOTO
knanana Hydra (xarerep ans gocrasku npovesa
aopranbHoro kianaxa Hydra, cucrema 3arpyski npotesa
aopTanbHoro xnanasa Hydra)

Penakums: 02 Jlata: asrycT 2024 r.

NPOXOAKT B 3aLUMTHYIO 060JI0UKY.

BuonpoTtes o6xar 3alMTHONH 060/IOUKOM, KOTOpas TaKKEe WMECT PEHTTCHOKOHTPACTHLIA Mapkep Ha
anctanbHoM KoHue. Karerep ana AocTaBkM nporesa aopraneHoro ksaanaia Hydra (AVDCQ)
MOCTABNAETCA C IKBHBAJIEHTHOH BCTpoeHHOMH oGonoukoii (Inline sheath) 14F ana nporesos aopransHoro
knanana HYDRA22 u HYDRA26 u 3ksuBaneHTHo# BcTpoeHHoi oGonoukoii 15F ans HYDRA30.
PykoATKa, pacnofioxeHHas Ha TPOKCHMANbHOM KOMNIE KaTeTepa, MCNOAb3YeTCA ANA 3arpy3kd H
pa3sepThiBaHua GHonpotesa. PykoaTka BKMIOYAET OCHOBHYIO NMOBOPOTHYIO pydky (Main knob) ana
OTKPHITH W 3aKPHTHA Kancynhl W s obneryenus pasmeiieHna G6uonporesa. Ilosopotnas pyuka
BPAILAETCS TIPOTHB YacoBO#H CTPENKH, YTOOb! BTAHYTH Kancyly KaTeTepa ANa A0CTABKH A% PaCKpPHITHA
KJIANAHa, M MO YacoBo#i cTpenke, 4ToOH BLABWHYTL Kancyny KaTeTepa ANs A0CTABKH LISl NOBTOPHOIO
3axBarta Kjanaua (NOBTOpHOH PuKcaumH).

PagoM ¢ noBopoTHOR pyukoli pacmonokeHa AononuMTeNbHas pyyka (Secondary knob) ¢
npeaoxpanutenem (Safety Lock), npeana3HaueHHas ANA NJaBHOTO OKOHYATENBHOMO OTKPLIBAHKA
Knamana. Pyyka Taioke oCHallleHa ABYMA YHHKANbHBIMH LBETOBLIMH HMIAWKATOPAMH A1A yKazauus
HANpaBAeHHS OTKPHIBAHUA.

9:&'.’!“:’& 0i:p A
120 wenet
| Safety Lock TpenoxpaunTrens
2 Main Knob OcHOBHAA NIOBOPOTHAS PY4YKa
3 QOuter Case Buemnnii kopnyc
4 Flushing Port TTpoMbisouHLIH nOpPT
5 Inline Sheath Betpoernas obonouka
6 Stability Catheter Crabunnsnpyiomnit xarerep
7 Stent Holder Hepxarens crelita
8 Capsule Kancyna
9 Secondare Knob HononuureasHas pyyka
10 Handle PyxosTka
11 Nose Cone Konnveckuit peHTTEOKOHTPACTHRH HAKOHEYHHK
12 Guide Wire Port TopT npoBOAHKHKA
Cuctema 3arpy3ku npotesa aopranbHoro knanava HYDRA (AVLS) (moaeas HYDRAISVLS)

Crp.4ms 44
[leuars: BACKYJIAP HHHOB ALLIN3 KO. JIT/L (VASCULAR INNOVATIONS CO. LTD.)
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VASCULAR WNHCTPYKLUs Ho npumMeHeHuio (Poccust)

W INNOVATIONS MpoTe3 aopTanbHOro KnanaHa Hydra
CwucTemMa TpaHCcKaTeTepHOW JOCTaBKM NpoTesa aopTanbHOro

knanaHa Hydra (kateTep gns AocTaBKu npoTesa
aopTanbHOro knanaHa Hydra, cuctema 3arpysku nporesa
aopTanbHOro KnanaHa Hydra)

Pepakumsa; 02 [ata: aBryct 2024 .

CXXUMaeT 6uonpoTes M 06/1eryaeT ero 3arpysKy B KateTep A8 A4OCTaBKM NPoTe3a aopTanbHOMo KianaHa.
CucTtema 3arpysku npoTesa aopTafibHOro KjarnaHa COCTOMT M3 BOPOHKM, KO/Mavyka BOPOHKW, TPYGKMU,
3y6la v CUIMKOHOBOTO KOfblia.

a) CMIIMKOHOBOE KOMbL,O

b) 3y6eL,
O c) Tpybka
d) BopoHka
wwd:.,
LLL... N ' B e) Konnavyok BOpPOHKM
- -LUICe

4. TMpefycMOTpeHHOe NPUMEHeHMe

MpoTe3 aopTanbHOro knanaHa Hydra npegHasHayeH ANA MauMeHTOB C TAXKENbIM AereHepaTuBHbIM
aopTanbHbIM CTEHO30M, KOTOPbIi XapaKTepusyeTcs BbICOKMM MPOrHO3MPYEMbIM PUCKOM CMEPTHOCTM
Mpu XWPYpruyeckom BMeLIAaTeNbCTBE C Le/bi0 3aMeHbl a0pTanbHOro KnanaHa. MNpu TpaHCKaTeTepHOIA
MMnnaHTauMm npoTte3a aopTanbHOro knanaHa Hydra Tpe6yeTcs 3amMeHa HaTWBHOrO aopTanbHOrO
cepfeyHoro knamaHa 6e3 onepauun Ha OTKPLITOM cepale M 6e3 CONyTCTBYIOLLEr0 XMPYPru4ecKoro
yAaneHnsa NOpaKeHHOro HaTMBHOrO KfanaHa W YyCTaHOBKMW Yepe3 (hemMopanbHblii A4OCTYN C JuamMeTpoMm
cocyja > 6 MM 1 aHaTOMUYECKMM AnamMeTpOM aopTanbHOro Konbua oT 18 go 27 mMm.

KaTanoxHbli Pasmep PekomeHayemblit gnameTp KateTep ansa Cuncrtema 3arpysku
HOoMep KnanaHa aopTanbHOro KosbLla [LlOCTaBKM npoTesa nporesa
aopTasibHOro aopTasibHOro
KnanaHa KnanaHa
HYDRA22 22 MM 18-20 mm HYDRA 18F HYDRA18VLS
Ctp. 5m3 44

MevaTb: BACKY/TAP MHHOB3MLLIH3 KO. NTA, (VASCULAR INNOVATIONS CO. LTD.)

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



Hncrpyxuus no npumenennio (Poccus)
t_” msosg-lroﬁg [MpoTes aopranbHoro kaanana Hydra

CucTeMa TpaHCKaTETEPHON A0CTaBKK NPOTE3a a0pTaIbHOIO
kianaHa Hydra (katetep juis 1ocTaBKu nipotesa
aopTtanbHoro knanana Hydra, cuctema 3arpy3ku nporesa
aopTanbHOro Knanawa Hvdra)

Peaakums: 02 Hara: aryct 2024 r.
HYDRA26 26 Mm 20-24 mm HYDRA8F HYDRAISVLS
HYDRA30 30 Mm 24-27 MM HYDRA18F HYDRAISVLS

S. IMoka3zauus

[lpote3 aopranbHoro knanana Hydra npeana3sHaueH 118 NaUMEHTOB € TSXKENbIM J1EreHEPATHBHbLIM
aopTanbHbIM CTEHO30M. KOTOPbIH XapaKTepH3yeTCH BLICOKMM IPOrHO3ZUPYCMbIM PHCKOM CMEPTHOCTH
lIpH XUPYPIHHECKOM BMELIATENLCTBE C LEJbLIO 3aMEHbl A0PTAILHOFO KJIAllaHa, W, ClIEA0BATE!ILHO.
MoKaszaH AN TPaHCKATETEPHON WMILIAaHTAUMKU aopTaNbHOro KianaHa. Pewenue npuHumaercs Ha
OCHOBAHUH pPe3y.1bTAaTOB KNWHUUYECKOTo 00C/IeI0BaHHS. MPOBEICHHOIO KapAHoIoruiueckoi Opuraaoi.

6. IIpoTnBonoka3zanus
llpote3 aopranbHoro xknanana Hydra npoTuBonokazaH nauumcHTaM ¢ moObIM M3 CACAYIOLIMX
COCTOSHHIA:
*  M3BECTHaRA TMNEPHYBCTBUTENBHOCTb MM NPOTHBOMNOKA3aHMUA K NPUMEHEHHIO aCMUPHUHA, renapuHa.
THIKI0IM/IMHA, KJIOIKAOIPE;ia. HUTHHO/IA MW HYBCTBHTEILHOCTL K KOHTPACTHBIM BELLECTBAM:
*  Cencuc. BKIOYas aKTUBHBINA 3HIOKApAKT:
*  HeaasHMil MHDapKT Mrokapaa (< 30 aweit);
*  TpoMOD IeBOro e.1YA0UKa WK Npeacepans. BbIABIEHHBIA METO10M 9X0KapaHorpaduu:
*  Xxpohuyeckas pubpuanaums npejacepauii;
*  MHTpa/ibHas WK TPUKYCNHANbHAA HEAOCTATOYHOCTD (Taxkence 1l cTencun):
*  npelbiayluas 3aMeHa aopTaibHOro KJlanaHa (MeXaHWYecKUH MM CTEHTHPOBAaHHbIH OHOIPOTE3)
*  MAUMUEHTHI CO CIIEYIOINMH COCTOAHUAMMU!
O cocyaucTbie 3abosieBaHMs, KOTOpbIE /AEIAT HEBO3MOXKHBIM IHLOBACKYIJIAPHLIA L0CTYN K
aopranbHOMY Kianauy: MJIHU
O CHMIMTOMATHYECKOE CYXKEHHWE COHHOM apTepUu MK NO3BOHOUHOI apTepun (> 70 %). UJIU
O aHeBpHU3Ma OPIOIHOMN MK FPYAHON YaCcTH a0PThl HA NYTH CUCTEMbI JOCTABKH;
*  reMOpparM4ecKHii JuaTe3, KoaryjaonaTusa MM 0TKa3s nauMeHTa oOT nepeanBalug KpoBH:;
*  KJMpeHC KpeaTuHuHa < 20 MI/MUH:
*  6epeMeHHOCTD.

7. Bo3Moxknble HexenaTeabibie ABJIEHHA

Hexcenateasiible saBsienns. KOTopbie MOrYT OBbITb CBf3aHbl ¢ HCNOJb30OBaHMEM MpoTe3a Hydra.
BKJIIOYAIOT B TOM YHCJIC CJICAYIOLUCC:

*  OC/IOXKHEHHMA B MECTe 10CcTYNa (Hanpumep. 60Jb. KPOBOTEYCHHUE. reMaToMa U T. 1.):

*  OCTpas KOPOHApHas HE0CTaTOHHOCTD,

*  OCTpbIH HH(}APKT MHOKapAa:

*  0CTpas no4eyHas HeAOCTATOYHOCTh:

Crp. 6 n3 44

Hewars: BACKYJIAP HHEIOBDHUNTS KO JIT/L (VASCULAR INNOVATIONS CO. L 1D.)
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) VASCUL AR | tscrerms o spuseseeno ®occs)

"? INNDVATIONS {pores aopram.soro kxanasia Hydra
CHCTEMa TPAHCKATETEPHOH AOCTABKH NPOTE32 A0PTAILHOIO

xnanaia Hydra (xarerep ana gocrasxu nporesa

aopransHoro knanaxa Hydra, cucrema 3arpysxu nporesa
aopranbioro xnanana Hydra)

Pepaxuns: 02 ATA: a8

ALICPrUvecKas peakiiia Ha AHTHATPEraHTH HAN KOHTPACTHHIE BEIECTBA;
TPABMa BOCXOJALIETO OTAC/A A0PTHI;

apTepHOBEHO3HLIH cBHIN,

HIIEMUA KHIIEYHUKA;

XapAMOreHHbIH OK;

HapYUICHHR NPOBOAUMOCTH;

CMEpTH;

smbonusatms;

3KCTPeHHAA Gannonnas BaAbBYNOIUIACTHKA;

3KCTPEHHOE YPECKOXKHOE KOPOHapHOe BMewiaTenbeTso (UKB);

IKCTPCHHBIC XHPYPrHYECKHC BMCLIATENLCTBA (HANPHMEP, AOPTOKOPOHAPHOE LIYHTHPOBAHME,
3aMCHA CCPACYHOID KNanaHa);

KpOBOTeHEHMHE, TPeGylollee NepenHBaHNA;

apTepHabHAd FHTIOTEH3NA HIH THNEPTeHINN;

HHeKuuA;

HIIEMHA MHOKAPAA;

HCA0CTATOYHOCTH MHTPAILHOTO KJIANAHA;

nephopanns MHOKapAa WM COCYA;

HHCYNBT;

CTPYKTYPHEIE AN HECTPYKTYPHBIC AHCHYHKLMH;

TpomGo3;

TaMnoHazaa;

CMeIIeHHE Kianana;

AMCCEKUMA UAH CTIAZM COCY/OB;

KEMYAOUKOBAN APHTMHA, AHCHYHKUMSA NPOTEIHOTO KNANAHA, BKIIOUAA, HO HE ONPAHHUHBAACH FTHM,
nepenom; u3rnb (Bexpyrnas koH(Mrypaums) xapkaca KNanaHa; HEAOCTATOMMOE paciIMpeHue
KapKaca K/anaHa; KambUHQUKALHA; NAHHYC; WIHOC CTBOPKY, PaspHB, BHIANCHHE HITH PCTPAKIS;
nnoxas GUKCAUMA KNANaHa; PaspLIBL WBOB; MPOTEUKH; HENPABHILHEH pamMep (HECOOTBETCTBHE
NpoTe3a MAUMCHTY); HEMPABHILHOC NONOXKEHHE (CAMIIKOM BHICOKOE HIHW CAMUIXOM HU3KOE) /
HEMPaBUILHAA YCTAHOBKA; PErypruTalua; CTeHo3,

® @ 8 8 & & & & 6 o @

a8 & & & & ¢ ¢ @ " 8 4 >

8. Hpununn peficrsnn
[IpoTes aopranshoro knanaia Hydra aocTaBraeTca B HATHBHLIN KAaNAH ¢ NOMOIILIO CNELMAILHOTO
KaTerepa A8 AOCTAaBKM MpoTe3a aopranbHoro knanana (AVDC) u npeasasHaden Ans 3aMEHBI
TOp2KEHHOTO Knanaxa 6e3 ero ynanenus. Ipotes aopransuoro xnanana Hydra cuauana sarpyxaerca
B KATCTEP /A IOCTABKY NPOTE3a A0PTANLHOIO KAANAHA ¢ NOMOLIBIO CIICUMANBHON CHCTEMB) 3aIpYy3KH
npoTe3a aopTanbHoro knanana (AVLS).

Crp. Tus 44

Tewars: BACKYJIAP HHHOB3HILH3 KO. AITA (VASCULAR INNOVATIONS CO. LTD.)
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g VASEU LAR “l;]CT[)VKllHﬂ no npumel'ienmo (:(’)dccun)
INNOVATIONS poTe3s aopTaibHoro k;ianaxda Hydra

CucTeMa TpaHCKaTETCPHOM J0CTABKK MPOTE3a A0PTaibHOIO
k:1anana Hydra (karerep 15 1ocTaBKu 11poTesa
aopranbHoro knanava Hydra. cuctema 3arpysku nipotesa
aoprajibHoro kjanaxa Hvdra)

Peaakuus: 02 Hara: asryct 2024 r.

3ybew cucTeMbl 3arpy3kd npote3a aopranbHoro knanaHa Hydra npucoeauHsercs K Tpem 3axBaTaMm
CTeHTa mpoTe3a. KnanaH MeANEHHO BTAIMBAcTCS B TPyOK) 4epe3 BOPOHKY. a 3aTeM 3arpyaercs B
KancyJly KaTeTepa IS A0CTaBKHY NMpoTe3a aopTa IbHOIO K.1anaHa.

3axBaTbl TOYHO OPHEHTHPYIOTCA M MPUKPETUIAIOTCA K Acpxkatento creHta (Stent holder) cuctems
TpaHCKaTETEPHON 10CTaBKH.

CunMKOHOBOE KO1b110 HCNOJb3YETCs 1717 MPe0TBpaLICHUS NOBPEXAECHUS KNanata Bo BpeMs 3arpy3ku
nporesa.

3aTtemM 0OCTYN K HaTHBHOMY YYAacTKY QOpTAJ1bHOMO K/anaHa OCYILECTBIACTCA Hepes (peMopanbHbii
AOCTYI.

Kak Tonbko cxKaTblit npoTe3 OKaXeTcs B NMPaBUIbHOM MOJIMKEHUH B HATHBHOM KJ1allaHE., N0AbL30BATE b
NOBOpAuUBAET PpYKOATKY. OTKpbIBaA Kancyay. B pe3y.bTaTe uero W3ilenue OTnycKaercs M
pa3BopayuBaeTCcs.

[Tocse BbICBOOOM IEHHSA Kancy Ny 3aKpbIBalOT Nepel U3BJICHEHHEM KaTeTepa /15 JOCTaBKH.

9. Huansuaya bHbI 1104X0.1 K JIeHeHH 10
CreayeT yuuThIBaTb PHCKHM MUIMTENILHOW aHTUKOATYISHTHOM W (MiM) aHTUTPOMOOUMTAPHOW TEpanuu.
Kak npasuno, cneayer uiberaTb MMIMIAHTauMM OMoMNpoTes’a MauMeHTaM ¢ JOObLIM M3 CIEAYIOLUMX
COCTOSHHIA:
®  BbLICOKHH PUCK KPOBOTCHCHHI1 (HANPUMCP. Yy 1IALMCHTOB NOCAC HCAABHCTO 0OOCTPCHUA racTpUTa
MK A3BEHHOM Gone3Hu):
® MpeicyUecTBYIOWNE NaTONOrHYECKHE COCTOAHUS:
® BbLICOKasA aHrYJALMA KOPHS aopThl (Yrosl Mexkay ITOCKOCThIO KOJIbLA a0pTalbHOrO KianaHa u
ropH30HTaNbHOIF MJIOCKOCTBIO / no3BoHKkaMyu > 70° npu demopanbioM AocTyne).

10. HHCcTpyKiuHA 110 HPHMEHeHHI0
10.1. [IpoBepka nepea HcNoJb30BaHHEM
. TwaTenbHo OCMOTPHTE YNaKOBKY neped BCkpbiTUeM. He ucrnonb3yiiTe nocae UCTCHCHUS
CpPOKa roIHOCTH MJIH B CJIY4ae HAPYILCHHS UEJOCTHOCTH CTEPH.ILHOH YNaKOBKH.
2. H3Bnekute u3lenue U3 3alLMTHOH YNAKOBKM M BH3yalabho yOeauTech B OTCYTCTBHUM
Aedekros. [Tpu HaunK aedeKTOB HE HCNONL3YATE H3aEHE.

10.2. Tlponeaypa npombiBKH nporesa kaanaia Hydra
1. TlpuroToBbTe 4YeTbipe CTEPUIbHBIC €MKOCTH M 3AIIOJHUTE  UX  CTEPH.ILHBIM
¢du3mnosiornyeckuM pacTopoM. B Tpex eMkocTax MoXeT ObITb PH3HOTOrHUECKHNT pacTBOp
KoMHaTHoi TemnepaTtypsi (15-25 °C). B oaHoii eMkocTu H0:1bluero pazmepa 10xeH ObITh
XxonoaHblit pusnonorudeckuii pactsop (0 8 °C).

Crp. 81344

Hewate: BACKYJIAP HHHOB)HIIH3 KO. JTT/1 (VASCULAR INNOVATIONS CO. L1D.)
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g VASCULAR MucTpykuns no npumenennio (Poccusn)

INNOVATIONS IpoTe3 aopranbHoro knanaxa Hydra

CucTtema TpaHCKaTETEpPHO AOCTaBKH NPOTE3a a0PTANbLHOIO
knanana Hydra (karetep ans nocraBky nporesa
aoptanbHoro knanaHa Hydra, cucrema 3arpy3ku npotesa
aopranbHoro knanasda Hydra)

Penakuus: 02 Jlata: aBryct 2024 r.

H3ssnekute knanan u3 6aHKH ¢ MOMoOLLBLIO TynNoKoHeuHoro nuHuera. He kacaiitecs
nuHUeToM Kakod-nub6o 4actu nepukapaa knanaHa. T[IPUMEYAHUE. Bueuinas
NMOBEPXHOCTb YNAKOBKH HECTEPUIIbHA.

[lomecTuTe GHonpores B MepByld EMKOCTb € (PU3HONOTHYECKUM pacTBOpoM. CHHUMHTE
MIAEHTHOHUKAUMOHHYIO ITHKETKY. CpaBHUTE CEpUIHBIH HOMEP Ha yNaKOBKE C CEPUAHBIM
HOMEPOM Ha DTHKETKE, NPHUKperieHHO# K Ouonporedy. Ecnu cepuiinbie Homepa He
cosnanatot, HE ucnone3yiite nanubifi 6uonpores. Bocnonb3syiitech ApyruM npore3om
aopranbHoro knanaxa Hydra.

[TpomoiiTe npoTes knanaHa B pH3n0ONOrHIECKOM PacTBOPE, OCTOPOXHO MEpeMeLLas npoTes
Knanasa B pacteope B TedeHHe 90 cekyHa. D10 HeoOXOAWMO IS MONHOIO yAaneHHs U3
6u1onpotesa pacTsopa rayTapoBoro ajibaernaa (KOHcepBaHTa).

[ToBTOpUTE nNpoueaypy, ONHUCaHHYIO Bbilie B M. 4, BO BTOPOi W TpeTbeil €MKOCTAX,
NpoMbIBasi KianaH B o01eil cNoXHOCTH TpH pa3a no 90 cekyHa.

[TomecTHTe KnanaH B YETBEPTYIO EMKOCTb CO CTEPHALHBIM (PH3HONOMHYECKHM PacTBOPOM
(0-8 °C) no Tex nop, noka oH He GyAET rOTOB K YCTaHOBKE B KaTeTep A/ JOCTABKM NPOTe3a
aopranbHoro kianaia Hydra (AVDC).

Yrunusupyiire ¢pusHonornueckuii pacTBOp U3 NepBbIX TPEX EMKOCTEN M HE UCMONb3YiiTe
€ro HH B KaKHX ApYIrHUX UeNax.

10.3. TloaroroBka KaTerepa AJIA J0CTABKH H CHCTEMbI 3arPy3KH NPOTe3a a0PTANBHOr0 KAanaHa

Hydra

1.

H3pneknTe M3 ynakoBkM HOBBIA KaTeTep /s AOCTaBKM NPOTE3a aoOpTabHOroO KianaHa
Hydra AVDC u nonoxure ero Ha crepuibHblit cTosmk. [1poTpuTe KateTep no Bcei anmHe
BNIaXKHOH Mapneii, CMOYEHHOH! B CTEPHIBbHOM (H3HOIOrHYECKOM PacTBOPE.
[TpucoeaMHUTE TPEXXO/J0BbIE 3aNOPHbIE KPaHbl K JBYM OTBEPCTHAM IS NPOMBIBKH W
OTBEPCTHIO AJ/IA NPOBOAHWKA HA KarTeTepe ANs AOCTaBKH NpOTE3a aOpTaNbHOrO KjaraHa
Hydra.

[ToBepHHTE OCHOBHYIO PYuKy NPOTHB HacOBOH CTPENIKM, YTOObI OTKpBITH Kancymy
(npokcuManbHbLIH KOHEL) KaTeTepa TaK, YToObl Obl1 BUAEH A€pKaTeNb CTEHTa Ha CTEPXKHE.
[Ipucoenunure wnpuu o6vemoM 10 M, HaNOAHEHHbIN CTEPUILHBIM GHU3MONOTHYECKHM
pacTBOPOM, K ABYM 3aNOpHbIM KPaHaM U NMPOMOTE KaX10€ OTBEPCTHE.

Y6eanrech, yTo BO BpeMs NpPOMbIBKH He Habawoaaercs yTeukd M3 Karetepa. Ecnu
HabmoaaeTca yreuka, HCNoNbL3yHTE APYryO CUCTEMY [Tl MMIIAHTALMH,

OtkpoiiTe cucTeMy 3arpy3ku 1poresa aopranbHoro kianasHa Hydra wu norpysure
COJIEpP)KUMOE B CTEPHIbHBIN PH3HONOrHYecKnit pacTBOp.

10.4. [Ipoueaypa 3arpy3ku npote3a aopraabHoro kjaanana Hydra

Crtp. 93 44

Meuars: BACKYJIAP MHHOBOWLIH3 KO. JITA. (VASCULAR INNOVATIONS CO. LTD.)
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"' VASCLU LAR "lll_]ﬂ[)V‘Klllﬂl no nplme.ueumo i:’(:jccuu)
INNOVATIONS poTe3 aopTaibHoro knanaxa Hydra

CucTema TpascKaTeTepHOM A0CTABKM NPOTE3a A0PTAIbHOIO
kianana Hydra (katetep 115 qocTaBku 11poTesa
aopranbHoro knanaHa Hydra, cucteMa 3arpy3ku npotesa
aoprajbHoro knanaHa Hydra)

Penakuus: 02 Jara: asryct 2024 r.

Ilocne Bbinonnenus npoueayp npombiBkM (cM. pazaea 10.2) M moarotoBku Kartetepa 1.s
JAOCTaBKHW NpoTe3a aopraibHoro kaanava Hydra (cm. pazaen 10.3):
10.4.1. I'lpukpenure mMeTauimueckuid 3ybeu K 3axBataM npotes3a aoprajibHoro kianasa Hydra u
OMYCTHTE €T0 B X0NOAHbIH (pusnonornucckuii pactsop (0-8 °C). (Cm. puc. 10.4.1 nmxe.)

Puc. 104.1

10.4.2. HaneHbTe cHAMKOHOBOE KOABUO Ha 3y0ell M HA1aBUTE UM HA 33aXBaThl NPOTE3a TaK. YTOOLI
oHu ObliM cxkaTbl. (CMm. puc. 10.4.2 Huxe.)

Puc. 104.2

[NIPUMEYAHHUE. lNepen BbinoaHeHUeM 3TOrO w1ara yO€/AMTECh, YTO NPOTE3 NOrPYKCH B XOJIOAHbIU
¢du3nonoruueckuii pacteop (0 -8 °C).

10.4.3. BcraBbTe Koneu 3y0ua B OTBCPCTHE KOJNA4yKa BOPOHKH M MPOTAHUTE 3yOel yepe3 Hero. Kak

MOKa3aHO Ha PUCYHKE HHMXKE. A0 TEX MNOp. MOKAa CHIMKOHOBAA HacTh HE MPHAKMETCA K
OTBEPCTHIO KO.:111a4Ka BOPOHKH. (CM. puc. 10.4.3.1 n 10.4.3.2 nuxe.)

Crp. 10 3 44

llewars: BACKYJIAP HHHOBDHLIZ KO JITA (VASCULAR INNOVATIONS CO. L1D.)
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6 VASCU L AR Hucrpyxuns no npumenenno (Poccnsn)

INNDVATIONS [pores aopranssioro xnanaua Hydra
CucTema TPRHCKATETEPHOI JOCTABKH NPOTEIA AOPTANLHOIO

xnanaua Hydra (xarerep ana aocraeku nporesa
aopransHoro knanana Hydra, cicrema sarpyskn nporesa
aopTansHoro Kianaia Hydra)
aTa: aBryct 2024 r.

Penakuns: 02

Puc. 10.4.3.1

Puc. 10.4.3.2

Puc. 104.3.3

10.4.4. TlpuaeHHETE BOPOHKY K KOINAauKy BOPOHKM W 3aduKCHpyiiTe 06e uyacTH, aKxypatHo
MOBEPHYB BOPOHKY Ha KPBHIIIKE BOPOHKH, OXBaThiBan Guonpores npumepHo Ha 1,5 oGopora.
OxoHuaHHe BpallicHHA onpeaenserca 3sykoM ¢ukcaunn (cm. puc. 1044.1, 10442 u
10.4.4.3 nuxe.) Mpasuasho 3akpuTHH GHONMPOTEs GyAeT BHINALCT TAK, KAK HOKA3aHO HA
puc. 10444,

[IPUMEYAHUE. [lepea »1oit npoueaypoli npores caesyer ONYCTHTE B XONOAHIH

busuonoruyeckuit pacreop (0-8 °C). 10 rapaHtTHpyeT, 4ro npores Gyaer MATKHM W Jerko
NOMECTHTCA B BOPOHKY.

Crp. 11 m3 44
TMexars: BACKV/IAP HHHOBMIIHE KO. ITA, (VASCULAR INNOVATIONS CO.LTD.)
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Hncrpyxums no npumenennso (Poccns)
'.,"’ XIA'\ISUE‘!:-'FIFD%g Tlpore3s aopransHoro knanaxva Hydra

Cucrema TPaHCKATETEPHOH AOCTABKH MPOTE3a A0PTANLHOIO
knanana Hydra (xarerep ang socraBku npoTesa
aopranbHoro knanaxa Hydra, cncrema 3arpysks nporesa
aopranbHoro xnanasa Hydra)

Penaxumsn: 02 Hara: asrycr 2024 r.

F LLLN P

10.4.5. BcraBbre TYno# koHell TPYOKHM B KOHell BOPOHKH H OCTOPOXKHO TPOBEAHTE €ro yepes
CTBOPKH, NOKA OH He BHAACT U3 KPHIUKH BOPOHKH CO BCEMH TPEMA 3aXBATAMK MPOTE3A U He
oxsatuT TpYOKy (cM. puc. 10.4.5.1 n 10.4.5.2 nuxe).

NMPUMEYAHHUE. Y6eantech, 4To 3axeaThl NpoTe3a cBoOOAHE W He mepenyTaanch. Eciu oHn

nepenyranuch, nonpolyiiTe WX akkypaTHo pacnyrate. EcaW pacnyTaTs MX He yZAaercs,
M3BNEKHTE HX M3 3arpy34yiKa U NOBTOPUTE ITOT wiar.

104.5.2

10.4.6. BcTaBbTe CHHHIE HAKOHEYHHK KaTeTepa ANS AOCTAaBKH NPOTe3a aopTanbHoro knanana Hydra
8 TpYOKY H OCTOPOXKHO APOTANKHBANHTE KaTeTep A0 TexX MOp, NOKA 3aXBATH MNPOTe3a HE
OKAKYTCA HA OAHOH JMHMH C ACPKATEICM CTEHTA HA KaTeTepe NS AOCTaBKH (CM.
puc. 10.4.6.1 v 10.4.6.2 anxce).

Crp. 12344
Teuars: BACKYJAAP HHHOB IS KO. JITAL (VASCULAR INNOVATIONS CO. LTD.)

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



, VASCLILAR pyscua no apamenenno (F

INNDVATIONS Tpores aopransroro knanawa Hydra
CHCTeMa TPAHCKATETEPHO OCTABKH NPOTC3a AOPTANLHOTO

knanaHa Hydra (xarevep gna gocTaBku nporesa
aoprancHoro knanana Hydra, cucrema sarpysku npotesa

10.4.7. Yaepxusaiire nepxate/ib CTCHTA HA MECTE H YOEAUTECh, YTO OH NPABWILHO 3AKPEMICH Ha
mnmx npo'rm(cu pue. 104.7.1 H 10.4 7. 2 nuxe)

e e e s—— R e L A

10.4.8. Mozepuure ocHOBHYIO PYUKy No 9acoBoil cTpenke, YTO0K NMEPEMECTHTH KANCYAY MOBEPX

38XBATOB. .

10.4.9. Korzia katerep HaKpoeT ACPAKATENb CTCHTA, MPEKPATHTE BPAWIATH OCHOBHYIO PYUKY M
BH3YaNbHO NPOBEPLTE, HAXOAATCA 1M KOHYHKH 3aXBATOB NMPOTe3a B JEPRATENE CTEHTa. ITo

peatomuit wiar 8 npouecce. Ecnk 3101 ocMOTp He GyAeT BHNOAHEH AOMKHEIM 00pazoM,
RpOTE3 KlanmaHa CABHHETCA npH jganpHeftweff 3arpyske win GHonpores Moxer OuTh
NPEXICBPCMCHHO CHAT BO BPpeMA YCTAHOBKH.

10.4.10.  Ecnu 3axsaTel NpoTe3a 3aKPEMUICH HEMPABWILHO, KIANAH HEOGXOAMMO M3BACHL M3
4exna U nosToputh tiark ¢ 10.4.1 o 104.9,

104.11.  Y6eansincs, 4TO A€pKaTeNb CTCHTa YCTAHOB/ICH, IOBEPHATE OCHOBHYIO PYUKY €Ie Ha
HECKONBLKO 060OPOTOB, I0OKA 3aXBATH NPOTE3a HE OKAXKYTCH BHYTPH KATICYIN, & CHAMKOHOBOE
KOJILLO HE MPOAACT MHMO 3aXBaTOB K HE MPROMMIKTCR K paciuMpenHoi HacTH npoTesa (CM.
puc. 10.4.11.1 nioke). Teneps axKypaTHO BCTaBLTC MPOTES B WWIMHAP BOPOHKHM, YTOOM
Guonporea cxanca (cm. puc. 10.4.11.2, 10.4.11.3 1 10.4.11.4 ninxe).

Crp. 13344
Hevars: BACKYJIAP HHHOBLHHB KO. JITA,. (VASCULAR INNOVATIONS CO. LTD.)
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Hucrpyvknns no npumernenuio (Poccun)
7)) VASCULAR
. INNDVATI DNS ﬂp01‘e3 A0pTa/IbHOTO KjanaHa H_\'dra
CucTeMa TPaHCKATETEPHOI A0CTABKH NPOTE3a A0PTaIbHOTO
kianana Hydra (karerep i 40CTaBKH 11poTesa
aoptanbHoro knanava Hydra. cuctema 3arpy3ku niporesa
aopransHoro knanaHa Hydra)
Peaakums: 02 Hara: asryct 2024 r.
= .
—m;t 2
to
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*
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10.4.12.  TlomecTuTe coOpaHHOE M3ae/He B XON0AHbIA (r3Honoruyeckuit pacteop (0-8 °C).

NMPUMEYHAHHE. 310 BakHO 218 YMEHbLICHUS Harpy3Ku Ha NPOTE3 HA C.IEAYIOLIEM HTAlC.
10.4.13.  Tlporankupaiite kateTep WIS JAOCTABKM 11pOTE3a aOpTaibHOI'O KilallaHa BMeECTe ¢

NpoTe30M BJOJL BOPOHKH B TpyOuaTyIO CEKUMIO 40 TeX MOp. MOKa MpoTe3 He OKAXKeTCs

NOAHOCTBIO BHYTPH TPYOKH.
10.4.14.  MeanenHo NOBCPHHUTE OCHOBHYIO PYYKY MO 4acOBOH CTpEIKE. YTOOBI NEPEMECTHTH

Kancyny rnoeepx npotesa aopTanbhoro kianakia Hydra.
10.4.15. Koraa orBcpcTHe ansi MPOMBIBKM HA PYKOATKC KaTcTepa JUis JOCTaBKH NpoTc3a

aopranbHoro knanaa [lydra JocTUrHeT cHHEH OTMETKHM Ha PYKOSTKE. PEKPATUTE Bpaularh
OCHOBHYIO PY4KY M M0/10%/1MTe HECKONBKO CEKYH/, YTOObI KaTeTep 3aBEPIINI NEPEMEIUCHHE
(cm. puc. 10.4.15.1 Huxe).

10.4.16. TIPUMEYAHUE. Ecnu kancyna He HOXOAMT OO0 KOHUYECKOTO HAKOHEYMHWKA Ha
KaTeTepe A8 AOCTABKH, NPOIO/DKANTE BpallaTh OCHOBHYIO PYUKY 10 HaCOBOMH CTPEJIKE. 110Ka
Kancyna MoJHOCTbIO He 3aKpoeTcs. 3aTeM BpalliaiiTe OCHOBHYKO PYYKY MPOTHB 4acoBO#
CTPENKH, NOKa OTBEPCTHE AN MPOMBIBKH fie BEPHETCA HA CHITIOIO OTMETKY HA PYKOSTKE.

10.4.15.1

aEEEEEEE————— ":— e 7 » ] : -'
. \ »
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Hewain: BACKYJIAP HHHOBOHIIH3 KO. 1L (VASCULAR INNOVATIONS CO. L1ID.)

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



HucTpykuus no npumenennio (Poccus)
g }@‘\l%ek{'lroﬁlg ITpore3 aopransHoro knanava Hydra

CucTema TpaHCKaTETEPHOM JOCTABKH NPOTE3a a0PTaNbLHOTO

knanava Hydra (karetep ans qocrasku nporesa
aopransHoro knanada Hydra, cucrema 3arpy3ku nporesa
aopranbHOro knanaHa Hydra)

Penakums: 02 JHara: aBryct 2024 r.

10.4.16.1. H3Bnexute cucteMy 3arpysku npotesa aopTanbHOro KianaHa U3 KateTepa Ana
ROCTaBKH MPOTE3a a0PTaNnbHOTO KNanaua.

10.4.16.2. TTpoMoiite 06a 0TBepCTHA /1S MPOMBIBKH M OTBEPCTHE /1 IPOBOAHKKA HA
KaTteTepe 1S A0CTaBKH MpoOTe3a a0pTajbHOro Kinanava Hydra, uto6bl yaanuts Bo3ayx us
CHCTEMBI.

10.5. Hmnaantauus Guonporesa

1. TloaroToBbTe y4acTOK COCYAHCTOrO AOCTYIA B COOTBETCTBMM CO CTAaHAaPTHO# MPaKTHKOIA.

2. Tlpn Heo6XORMMOCTH NpEABAPHTENBHO PACLIMPbTE HATHBHBIA AOPTaNbHBIA KiamaH ¢

NoMOLUbIO 6alIOHa AN BaibBYONNACTHKH COOTBETCTBYIOLLETO AUaMETPa.

3. Bsenute B apTepHIO J0CTYNA BCTPOEHHYIO 060N0UKY M KAaTeTEp THNA KCBHHOM XBOCT» U3
KOHTpAaTepanbHoro pemopansHoro goctyna. [lomecTure katetep Tna «CBHHOM XBOCT» B
HWXKHIOIO  4acTb  HEKOPOHapHOW CTBOPKM /IS BBIMOJIHEHHA  MHOrOKpPaTHOro
aHrMorpagMyecKoro KOHTPOS KOPHS a0PTbl BO BPeMsi pa3BepThiBAHHA.

4. TlpoinuTe aopranbublit knanaH ¢ momowbio nposoanuka 0,889 mm (0,035 mioiima) ¢

ANHHOM He MeHee 260 cM.

5. Tlepemectute BCTpOEHHYIO 0GONOYKY KaTeTepa Ans AOCTaBKM MpOTE3a AOPTaNbHOrO
Kj1anaHa 10 ynopa B Kancyny KaTeTepa Ans JOCTaBKM M CHOBa HajleHbTE KaTeTep Ha
NPOBOAHHK. COXPaHsAA NOJMKEHHe NPOBOJHHKA NMOMEPEK aQ0PTaNbLHOro KilanaHa.
Y6eautecs, 4To BCTpoeHHas 060104Ka HaleXHO 3aKperieHa.

Moz KOHTPONEM PEHTIEHOCKONKHK NPOABHIaiTe KaTeTep Mo MPOBOAHUKY 0 TEX MOp, NOKa

AUCTaNbHasA 4acTh KapKaca MpoTe3a aopTalbHOrO KJafaHa HE MnepeceyeT HATHBHBbIH

aopTalbHbiii KAanax.

8. Hcnonb3ys Mapkepbl Ha KapKace KianaHa, pacriooXHMTe KaTeTep Tak, 4ToObl nmepsas
fAYeHKa BXOJHOro y4acTka 6MonpoTes3a HaXoAMnach Ha 3-5 MM HHXE KOMbLA HATHBHOTO
K/1anaHa.

9. Ortperynupyiite NoN0XEHHE PEHTTEHOCKONUU TaKUM 06pa3oM, YTOGbI CHCTEMa JOCTABKH
Gblna BHIPOBHEHA C NIOCKOCTBIO JOCTAaBKH. ITO MOXHO MPOBEPUTHL MO PACTONOKEHHIO
MapKepoB Ha Kapkace KiaanaHa (cM. puc. 10.5.1 n 10.5.2 nuxe).

~ o

Crp. 15u3 44

Meuars: BACKYJIAP HHHOBOHLUH3 KO. JITA. (VASCULAR INNOVATIONS CO. LTD.)
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. Hucrpykuus no npumenennio (Poccus)
g XJABISDEH-%DAI\lg IlpoTes aopTanbHoro kianana Hydra

CucTema TpaHCKaTeTepPHOH A0CTaBKW NPOTE3a aOPTaIbHOIO
K:1anana Hydra (katerep 15 10CTaBKH 1ipoTesa
aopTanbHoro knanaua Hydra. cuctema 3arpy3ku nporesa
aopranbHoro Kianava Hydra)

Peaakums: 02 Hara: asryct 2024 r.

10. YroObl packpbiTh/pa3BepHyTb MPOTE3 KJanaHa., MOBEPHUTE OCHOBHYIO PYUKY MPOTHB
yacoBoi crTpenku. Kancyna BTaHercs #  obHaxkut Ouonpores. [lpogonxkaiite
OTKpbIBaTb/pa3BOpayMBaTh OHONPOTE3 KOHTPONUPYEMbIM 06Pa3oM U MpU HEOOXOAUMOCTH
OTperyaupyiTe nonoxenue knanaua (cm. puc. 10.5.3 n 10.5.4 unxe).

11. Koraa 6uonpotes 6yaer pasBepHyT npuMepHo Ha 80 %, BbINOAHHTE aHTHOTPAMMY, YTOObI
MOATBEP/IUTH NMPABH.TLHOE MOJOXKEHHE U PYHKIIMIO CTBOPOK OHONpoTe3a.

12. B ciiyyae HEONTHUMANBLHOIO HOIOKCHUSA 110CIIE OTKPITHUS 1TOJHOCTBHIO GYHKUMOHUPYIOILEH
MPUTOYHOR YaCTH KIalaHa MOKET ObITb BbIMOJIHEH YACTHUYHBIH WM MOTHBIA MOBTOPHbIN
3axBaT (NoBTOpHas Qukcauns) u umMeHeHuwe nonoxcHus. KoHTponupyeMsiM oOpa3zom
MOBEPHUTE OCHOBHYIO PYUKY 110 HacOBO#M cTpesike, 4ToObl BBECTH OMOIPOTE3 B KaTeTep.

13. Tlocne gocTHREINA MOMIOTO PaCKPbLITUA UCNOb3YiTe OpTOroHaNbible H300paxKeHus npy
PEHTTEHOCKOMHUHU. 4TOOBI MOTBEPANTh. YTO BCE TPHU 3aXBaTa NpoTe3a OTCOCAMHUANCH OT

Crp. 16 u3 44
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VASCLUILAR ——E= -occh
."‘) INNDVATIONS Tipates oro xnanana Hydra

CucTema TpancKaTeTepHO#l AOCTABKH NPOTE3a A0PTANLHOTO
knanaia Hydra (xaterep ana aocrasku nporeza
aopransHoro knanaia Hydra, cicrema sarpyskn nporesa
aopranbhoro xnanaia Hydra)

Pegakuus: 02 ATA: at

Acpxarena crenta. Ecan kakofi-ninGo 3axsar (3aXBaTH) NpoTe3a BCE Clte NPHKPEMICHE K
AEPAKATENO CTEHTA, CHHUMHTE MPEAOXPAHHTEAb AONONHHTENBHON PYUKH C KOHLA
PYKOATKH, 3a3TeM MOBEPHHUTE JOMOIHHTENLHYIO PYYKY MPOTHB 4acoBoH cTpenku, yTobu
obecneyuTh nNepeMellieHyde AepXaTeNs CTCHTAa BOEpEed, YTO TO3BOAHT OCBOGORHTH
3ACTPABLINIA 3aXBaT (3axsarhi) nporesa. Henonw3ydite oproronanbHnie H30GpaxeHna npx
PCHTTCHOCKOMNH, YTOGI NOATBEPANHTE BHICBOGOXKACHHE.

14. Beeaute kateTep AMd AOCTABKH MPOTE3a 40PTANBHOTO KAANAHA B HHCXOAALLYIO A0PTY H
BECPHHTE KAICYJTY B HCXOAHOE NOMOKCHHE PAAOM ¢ KOHHYECKHM HAKOHCYHHKOM, NIOBEPHYB
OCHOBHYIO PYHYKY MO 4acOBOH CTpenke, NPEKAC HYeM H3RICKATH KATeTep MUIA ROCTABKH
NPOTE3a A0PTANBHOIO KANAHA U3 MECTA AOCTYNA.

15. BuinonHHTe CTaHAAPTHYIO A0PTOTPAMMY H TPAHCTOPAKANLHYIO SXOKAPAHOTPAMMY, YTOGL!
OLECHHTE pacHIHpeHHe H yHKIMORNpPOBAHHE SHonpoTesa.

16. Ecnu napaBacKy/ispHas YTeuxka MPEBHINACT JIETKYIO CTeNeHsb, MOXCT OITh BHIIONHEHA
MOCACAYIOWIAS [AMRAOTAUMA C MOMOLIBIO GanloHa And  BaNbBYIOMIACTHKM
COOTBETCTBYIOIMIETC AHAMETPA.

11.  OGyuenme

Hmnnauwraunws nporesa aopransHoro knanaHa Hydra ROMKHA BLIMOAHATECA TOABKO BpayaMM,
npowemnMH oSyaerne B komnanur «BACKYJIIAP MHHOBAHLLH3» (Vascular Innovations).

12. Texunveckoe onHcanne
JoctynHo Tpy pa3Mepa npoTesa aopTansHoro kianana Hydra:

Crp. 171344
TNesars: BACKYIAP HHHOBSMIIHS KO. JITA. (VASCULAR INNOVATIONS CO. LTD.)
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Hucrpykuus no npumenennio (Poccun)

#5) VASCULAR
¥ INNOVATIONS

[lpoTes aopranbhoro knanawa Hydra

CueTema TpaHCKaTeTEPHOM HOCTABKH NPOTE3a a0pTanbHOrO

Kkjanana Hydra (katetep A18 10cTaBKH npoTesa

aopTaabHoro kinanaxa Hydra, cuctema 3arpy3ku npotesa

aopranbHoro knanasa Hydra)

Penakums: 02

Hara: aBrycr 2024 r.

HYDRA22 HYDRA26 HYDRA30
Huamerp O A (Mm) 22+0,5 26 £ 0.5 30105
Huamerp O B (mm) 36,5+0,5 40,5 +0,5 44,5+ 0.5
Boicota H (MM) 585.5+1.0 535+ 1.0 500+1.0
Beicota repmeTtusupytouteii 106xu C (Mm) 12+ 1.0 13+1.0 14+£1.0
PaccTosanue no nepsoii metkn D (Mn) 5+0.2 6+0,2 7+0,2
PaccTosnmne 1o BTopoii MeTku E (Mm) 15+0.2 18 +0.2 211202
Pekomenayertcs ans pazmepa konbua (MM) 18-20 20-24 24-27
o Y //’/ I
;
! t !
Length F \\.\
Length € e -
A
Jdanua A Aunamerp OB Aunamerp OC | Anamerp OD Jauna E Qauna F
(Mm) (Mm) {(Mm) (MMm) (MM) (Mm)
69 +2,5/-0,5 6.0+ 005/ 4,25 £ 0.05 5.05+007/- 1140 £ 10 9000
6,25 £ 0,05 0,05

Crp. 18 u3 44

Hewarn: BACKY AP HHHOBDHALINZ KO, I (VASCULAR INNOVATIONS CO. 1.TD.)
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VASCULAR

ﬁ INNOVATIONS TIpores aopransHoro knanaxa Hydra
CucteMa TPaHCKATETEPHOH AOCTABKY NPOTE3a A0PTANBHOTO
knanada Hydra (xareTep ana aoctasku nporesa

aopransHoro knanada Hydra, cHcrema 3arpysku nporesa
aopransHoro KnanaHa Hydra)

Penakuna: 02 | M aBrycr 2024 r. I

CHcTeMa 3arpy3ku NpoTesa A0PTANLHONO KAaNaHa COCTOMT W3 BOPOHKH, KOAMAYKA BOPOHKH, TPYOKH,
3y6ila H CHJIHKOHOBOTO KOMBLIA.

Puc. 1
a) CUNMKOHOBOE KONBLO.

b) 3yGeu.
¢) TpyOka.
d) Boporxa.
€) Koanauok BOPOHKH.,

OnucaHWe MEAMUMMHCKHX HIgeNMii WM  M3enul, He ABILIOWMXCA MCAWUHHCKMMH, HO .
NPeyCMOTPEHHLIX ANA HCNIONB30BAHNA B KOMOHHALIHY C 3aABNCHHBIM MEAHUMHCKHM H3ACTHOM.
o Crepunbhbiit ¢uaMonoruveckuii pacteop 9% XNOPHZA HATPHA, 3APETHCTPHPOBAHHLIE B
YCTaHOB/CHHOM NOPAAKE HA TeppHTOpHH PO,
¢ UYeThipe CTEPHALHEIE EMKOCTH ANA HANONHCHHA CTEPHABHBIM (HIUONOTHYECKHM PACTBOPOM,
ANA 3aMaYHBAHHA MPOTE3R,
¢ linpuu obvemom 10Mn, 20 MA, 3aPErHCTPHPOBAHHLIH B YCTAHOBJIEHHOM TOPAAKE Ha
TeppHTOpUH PD.
o flposoaunx 0,889 mm (0,035 motima) ¢ mymmol He menee 260 cM, 3apErHCTPHPOBAHHLIR B
YCTRHOBAEHHOM MOPAAKE Ha TeppuTophn PO,
Ipores aopransioro knanana Hydra u Cucrema TpauckateTepHoli A0CTAaBKM NpOTE3a aOPTAALHONO
knanasa Hydra MOTYT WMCNONL30BATECA B COMETAHHH C HANEIHAMH, OOBIMHO HCNOMB3YCMbIMK MpH

NPOTEIHPOBAHHH AOPTANBHOrNO KianaHa Cepaua, no yCMOTPEHHIO MEOWUWHCKONO CnelHanncra, B
3aBHCHMOCTH OT KIIHHHYCCKOH CHTYALIHH W BLINOSHAEMOrO BMELIATS/ILCTRA.

Crp. 19m3 44
TNeuars: BACKYJIAP FHHOBAHIIH3 KO. JITA, {(VASCULAR INNOVATIONS CO. LTD.)
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, Hucrpyknus no npumenenuio (Poccus)
6 YN;ANSDQL-"rll-DAf\Ig Ipores aopranbHoro knanaxa Hydra

CucteMa TpPaHCKaTeTEPHON AOCTABKH NPOTE3a AOPTANLHONO

knanana Hydra (xatetep aia soctagky npotesa
aopranbHoro knanaka Hydra, cucrema 3arpysku npotesa
aopTasibHOro Knanaxwa Hydra)

Penakuns: 02 Ta: asryct 2024 r.

13. Hudopmanusn, caszannas c MPT
Yenosus MPT .
MarnuTHO-pe30HaNCHas TEPanKA NALMEHTA ¢ YCTAHOBNSHHBIM NPOTE30M aopTanblioro knanana Hydra
AONMYCKAETCA NPH ONPEAETEHHLIX YCAOoBHIX. JIOKIMHMYECKHE HCecneaoBanua (McnbityeMelii obpasen
HYDRA30) nokasany, 4TO HCCHEAOBAHWSN ¢ MPUMCHEHHCM MATHMTHOTO PC30HaHca noche
HMIIAHTAUMH NpPoOTe3a aopTaabHOro KianaHa Hydra nonycTHME NPH ONPEOCNEHHMX YCNOBUAX.
MauneHt ¢ AaHHBIM W3aenueM MoxeT OMTh Ge30nacHO CKAHMPOBAH Cpa3y MOC/E WMIUIAHTALRH B
CAEAYIOIXHUX YCIOBHAX:
¢  CTaTHYecKoe MarHuTHOE none Tonbko | 5 Tan 3 Ta;
¢ MaKkCHMaIbHLIi NPOCTPAHCTBEHHWI  rpaameHT  MarHumTHoro nona 8000 laycc/em
(3XcTpanoMHpOBaHHEIK) AW MEHEE;
¢ MaXCHMaNbHO perucTpupyemoe cucreMoli MP cpemnee yaensHoe mornomenue (SAR) scero
Tena 4 Br/xr 3a |5 MHHYT CKaHRPOBaHKIA (T. €. AR NOCACAOBATEILHOCTH HMITYILCOB) B PEIKHME
KOHTPONSA NEPROro YPoBHA cHcTeMbl MP,

Harpes, caszannuiii ¢ MPT

B xome AOKTHHWYECKMX WCCNICOBAHWI npoTesa aopranbHoro knanaHa Hydra wmabmioganock
creayolliee nOBHINENAe TeMmnepaTypsl Bo Bpems MPT, ewnonnenuoii B Tteuenwe 15 muuyT
CKAHHPOBAHKA (T. €. AIA MOCICAOBATENLHOCTH uMNyabcoB) B pexume 1,5 Ta/64 MI'u (Magnetom.
Siemens Medical Solutions, Malvern, lMencuneeanna. Tiporpammuoe o6ecnevenne Numaris/4, sepcns
Syngo MR 2002B DHHS, ¢ ropuzoHTanbHHIM NOACM, C AKTHBHbHIM JKPaHUPOBAHHWEM) M 3-Tecna
(3 Tw/128 MI'y, Excite, HDx, nporpammuoe oGecueuenne 14X.MS5, General Electric Healthcare.

Munyoku, Buckoncun):
1,5Tna 3Ta
Hudopmauna no cucreme MPT, SAR ycpeateHo no BceMy Teny 2,9 Br/kr 2,9 B1/kr
Kanopumerpuueckne wimepenus. SAR ycpeaAHEHO N0 BCEMY TENY 2.1 Br/kr 2.7 Br/kr
HanbGonsluee H3MEHEeHRE TEMNEPATYPEI 2.1°C 2,5°C
Temnepatypa ¢ yuetoM SAR aas scero Tena 4 Br/xr 2.9°C 3.4 °C
Wndopmanns ob apredpaxrax

Makcumanenif pasmep apredaxrta, HabmosacMuli Ha NOCACAOBATENILHOCTH HMITYILCOB MPAZHEHTHOTO
3xa npu none 3 Tn, cocranser npubanznreabso 10 MM ¥ 3aBHCHT OT pa3Mepa W GOpMBEI NpoTesa
aopransHoro xnanaxa Hydra.

14, Onenxa GezonacHocTd TKAaHeH KHBOTHBIX
JAna  OUEHKH pHCKOB, CBA3AHHLIX ¢ Oe30NacHOCTHIO TKaHeH XXHBOTHOMO MPOWCXOKACHHUS.

Crp.20m3 44
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v VASCULAR

INNDVATIONS l'lpmaomnsnommnamﬂydm
CucTeMa TPaHCKATETEPHOM AOCTABKH MPOTE3A A0PTAALHONO

xnanaxa Hydra (katerep ana gocrasku nporesa

aopramsHoro knanaxa Hydra, cucrema sarpysku nporesa
aopransvoro knanada Hydra)

Pepaxuus: 02

HCRONb3YyeMBX B NpoTeae aopTanbMoro knanava Hydra, u ana paspabotxu crparerun ofecneuenna
GezonacHoCcTH ANA YCTPaHEeH A BO3MOXHBIX PHCKOB GhUTH NPCANPHHATH CACAYIONNG LAry:

a) OueHka H aHAIH3 PHCKOB:
BHIABJICHRE NOTCHUMANBHEX MNpPHYKHH OTKA30B (CBA3AHHBIX ¢ MCHONBIOBAHHEM TKAHCH
XHBOTHOTO TMPONHCXOXIACHHA), onacHocTedf # PHCKOB ANA Ge30NACHOCTH Ha OCHOBAHMH
KOHCTPYKUMH, XAPaKTEPHCTHK, MPEANIONAracMOro HCMONB3OBAHHA M OGNACTH NpUMEHEHHA
H3aeans.

b) KoHtpons pucxa:

*  BaAMAALMA TpoLecca;

¢*  HCMBNTaHHA,

* 0030p pe3yabTaToB HCNbHITAHHH,

¢) OO6man otieHKa pucka, CBA3AHHOTO C TKAHAMH KHBOTHOTO NPOHCXOXACHHA, U 3aKTIOYCHME.

Pesynstatat mytkTos (a) 1 (b) BKmoYeHs B TAGAHIBL AHANN3S PHCKOB A/IA H3ACAHA M OpOUECCA
npou3BOACTBA.

B naHHOM OTYETE AONOAHHTEABHO paspaboTatbl NOAXOAH, BIMIOHAIOIIHE ClCUMHUECKHE ONAacHOCTH
TKaHe#H XKHBOTHOTO ITPOHCXOXKACHHA B YNIOMAHYTHIC TGIIHIL aHANH3A PUCKOB, YTO NO3BOIAET CACNATH
obiee 3axmoueHne 0 6e30NacHOCTH U 0GOCHOBATD HCMOJIL3OBAHNE SLIYLEro NEPHKAPAS.

HaenTEGEKALHS 0OCTATOUHLIX PHCKOB

B pesynstare OMEHKH PHCKOB OTCYTCTBYIOT OCTATOMHME DMCKH, KOTOphE CUHTAlOTCH
HENPHEMICMBIMIWHEAOMYCTHMBIMH. M3 OCTATOUHEIX PHCKOB OAMH OTHOCHTCA K MPOTE3Y R0PTANLHOIO
xnanana Hydra. OH octaetca B 310#t 06nacTH, NOCKONBKY €10 TKSCTH ABNIETCA CAMOH BHICOKOM, HO
MOCPEACTBOM YCTAHOBJICHHBIX MEDP KOHTPO/SA YPOBCHb BOSHHKHOBEHHSA COTIACHO OLCHKE YCTAHORNCH
Ha CAMOM HHU3KOM YPOBHE.

Ounenxa NoNb3bl ANN NANNEHTA

Ouenka ofimet MPHEMACMOCTH OCTATOYHOTO PHCKA YMHTHIBANA GaNaHC MEAKAY OCTATOYHEIM PHCKOM
necne BRINONHCHURA BCCX MEP MO YNPaBRCHUIO PHCKOM H OXHaaeMmoif xamHuuecxolt noneioit, no
CPaBHCHMIO ¢ AOCTYNHLIMKH anbTepHaTHRaMK. OTCYICTBYIOT KakHe-THOO OCTATOUHBIE PHCKH,
CBA3aHHBIC C KOHTAMHHAUMEN TPAHCMHCCHBHLIMH arcHTAMH, KaK MNOKA3aHO B MPEACTABNCHHHIX
AOKYMEHTax.

O6mas ouenxa pHCKa B 3aKA0%CHNE

Hcxoas us slmenznoxentoro, xounauus «BACKYJIAP HHHOBIHIIH3» (Vascular Innovations)
060CHOBMBANA WCMONB30BAHHE TKAHW XMBOTHONO NPOHCXOXKACHHUS B MPOTE3C SOPTANLHOM KIANAHE
Hydra npu Hcnons30BaHHH NO HAZHAYCHUIO.

Komnanua «BACKVJIAP HHHOBDHLIH3» (Vascular Innovations) aenaer B&iBox 0 TOM, 4TO PHCK
npotesa aopranbHoro kKiaanaHa Hydra, ceasanHmilfi ¢ HCNONB3OBAHMEM TKaHell KWBOTHOTO

Crp. 21 i3 44
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Hucrpyxung no npumenenno (Pocens)
s” XQA'\ISDSH-IrDﬁE TIpores aopransHoro knanaxa Hydra

Cucrema TPaHCKATETEPHON AOCTABKH NPOTE3a 20PTANBHONO
knanasa Hydra (karerep ana aocrasky nporesa
aopranbHOro knanana Hydra, cicrema 3arpysku nporesa

aopransHoro knanawa Hydra)
Pegaknna; 02 JlaTa: aBryct 2024 r.

NPOHCXOXKACHHA, NPH NPUMCHCHHH B COOTBCTCTEBHH € €0 HA3HAYCHWEM, HCHONL30BAHHCM H
ROKa3aHHAMM npeueﬁpexcuno Majl KB NO3TOMY ABRACTCA MNPHUEMICMBbIM. Ha ocHOBaHNK WMeloWMXCa
JAHHBIX KJIHHHYCCKHX PHCKOB 1i4 GesonacHOCTH He ApCaABHANTCA.

15. HMEIOIHMECA KIHHHYECKHE JAHHBIE
15.1.Hccnenonanue npotesa aopranabioro wianana Hydra ana noayyenns mapxknporxkn CE

[onybruxoeano e JACC: Cardiovascular Interventions, mov 15, Nel, 2022,

doi.org/10.1016/ jcin.2021.09.004}
Hccnenosanne nporesa aopranbHoro knanawa Hydra ans nomyuerus wmapkuposkn CE —
APOCTIEKTUBHOE  MHOTOLICHTPOBOE  HECPABHHTENILHOE  HCCICAOBAHWE, NPOBOAUBILLCECA  Ha
AoperucTpauHoHHoM stane B 18 uccnenosarensckux uentpax B EBpone u crTpaHax Asuarcko-
Tuxookeanckoro peruona. OcHoBHO#M 3anaveil AAHHOTO HCCEHOBAHUA ObiNa OLeHKa 5e30NacHOCTH H
(P YHKUMOHANBHBIX XaPAKTEPUCTHK CAMOPACKPHIBAIOWIENOCA TPAHCKATETEPHOrO NPOTE3a A0PTANLHOTO
xnanaxa Hydra B aeueHHH KAMHHYECKM BRIPAXEHHONO TAXKEAO0N0 A0pTARLHOTO CTEHO3a Y IALMEHTOB C
BBICOKHM KITH 4PE3BbI4aHO BHICOKHM PHCKOM XMPYPrHUeCKOro BMEHIATENbCTRA.
B kauecTBe nepeHYHOI KOHEUHOH TOUKH ANS OLUEHKH 630MacHOCTH HCMOAL3OBANH CMEPTHOCTh OT
mobo#t npuyuHnl 8 Tevenne 30 auefi. B KayecTBe NEpBHYHON KOHEUHOHR TOMKM ANA OLEHKH
GYHKUHOHANLHBIX  XApPaKTEPHCTHK —  YCTICWIHOCTh TNIPUMEHCHHS HM3fICNHA, ONpPERCIAEMYyIo B
cooTBeTcTeHH ¢ KpuTepuamu VARC II. B uccneaosanue Suino siknioyeno 157 nauuentos (Bo3pact:
79.2% 7,1 roga, 41,4 % myxuuH; ouenka no wkane STS: 4,7+ 3,4 %). [Inowaapr aopTanbHOro
xnanana cocrasaana 0,7 £ 0.2 cm’, cpeanuii Tpancknananubiii rpaauent — 49.5 + 18.5 mm pT. cT.
BonbumHCTBY NnaunetTos Gwa yecranoenen knanad Hydra 30 mm (81; 51,6 %) unu Hydra 26 mM (72;
459 %). Mpe- u nocrgunaraums npoeoaunack y 126 (80,3%) u 81 (51,6 %) unaunenTa
COOTBETCTBEHHO.
JeMorpaduueckue faHHue W NoapoOHas urGopMalHa 0 NpoueAypax, NPOBEACHHLIX BKIOYEHHBIM
NaUMEHTaM, npeacTasiieHsl B Tabmsuax 1 1 2.

Ta6auna 1. Hexoansbie MOKAZATENR NANHEATOB (HCC/ICAOBAHNC IPOTE3a
aopTanabhoro kianaus Hydra ans nonyyenus mapxuposks CE)

IloxasaTenn N=157

Bospact (ner) 79,2+ 7,1
Bospact < 75 ner 32 (20.4)
My®xuMHbI 65 (41,4)
Hupaekc Macch Tena 26,0+5.2
TInowazk NOBEPXHOCTH Teta (Kr/m?) 1.7+ 0,2
Hinemuueckas Gone3nb cepaua 65 (41.4)
KLU B anamHeze 22 (14,0)
HKB B aHamnese 38 (24.2)

Crp. 22 u3 44
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Hucrpyxuns no npumenenuio (Poccus)
5 Y\IAI\ISDE:/H-IFDAf\Ig Ilpore3 aopransHoro knanana Hydra

CucTema TpaHCKaTeTEPHO# JOCTaBKH NPOTE3a a0PTaibHOrO
xnanava Hydra (katetep ans qoctaBku tiporesa
aopTtanbHoro knanava Hydra, cucrema 3arpysku nporesa
aoprajibsHoro knanasa Hydra)

Penakums: 02 Jara: aBrycrt 2024 r.
HHdapkT Muokapaa B aHamHese > 6 MecsLes 17 (10,8)
®ubpunnsuns npeacepanii B aHaMHese 30 (19,1)
BJIHII 7(4.5)
bITHI1 10 (6,4)
[TocTosiHHBIR MCKYCCTBEHHbIH BOAMTENL PHTMA 12 (7,6)
CepaeyHas HeOCTaTOYHOCTh 14 (8,9)
QyHKUHOHANBHBIHA Knacc no kputepusam Hlo-
Mopkckoit KapaHoorHyeckoi accoLnalmu 1 (0,6)
1 77 (49,0)
| 72 (45.9)
I 7 (4,5)
\Y%
CaxapHblii anabet 48 (30,6)
AprepHanbHas rMNepTeH3us 125 (79,6)
HUHcynbT B aHaMHe3e 13 (8,3)
THA B anamHese 0 (0,0)
3aboneBaHue nepupeprUuecKuX apTepuii 4(2,5)
XpoHHuyecKas 601€3Hb Noyek 40 (25,5)
XOBJ1 21 (13,4)
Actma 8 (5,1)
JlerouHas runepreH3us 19 (12,1)
AopTanbHas perypruTauus yMEpeHHO! WK TAXeNOoi 17 (10,8)
cTeneHu
YMepeHHas MUTpa/ibHaA perypruTaums 16 (10,2)
YMepeHHas TPUKYCIHAAIbHAS Perypruraums 15 (9,6)
OueHka no wkane STS (%) 4,7+34
EuroScore 11 5,1+£49
["'emornobut (r/an) 11,9+2,0
KpeaTHHUH CbIBOPOTKH KPOBH (MKMOJIb/JI) 1,2+ 1,1
Kpearuuun > 2 mr/an 10 (6,4)
pCK® (Mn/mun/1,73 M) 59,0+ 21,6
OBIIK (%) 56,4+ 132
Cpeanuii aopTanbHbIi rpaaHeHT (MM pT. CT.) 49,5+ 18,5
IMnowaas AK (cM?) 0,7+0,2

Hannvie npedcmasnenst kak cpedwnee + cmanoapmuoe omKIOHeHue WU KAaK Nacmoma (8 npoyenmax).
ITAK: naowads aopmansnozo kranana; AP: aopmansnan pezypeumayus; pCK®: pacuemnas ckopocmo
Crp. 23 u3 44
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HucTpykuns no npumenennio (Poceun)
;" IV'\IAI\ISDSH-Irnﬁg [TpoTte3 aopransHoro knanana Hydra

CucTeMa TpaHCKaTETEPHON A0CTABKH NPOTE3a a0PTaibHOIO
knanana Hydra (katerep .15 10cTaBku nporesa
aoptanbHoro kianaka Hydra. cuctema 3arpysku nporesa
aopranbHoro kjianava Hydra)

Peaakums: 02 Hara: asryct 2024 r.

K100yuroeoit guwiompayuu; OPBIDK: gpaxyus eviGpoca 1e6oco xceiyoouna; NSTEMI: unghaprm
Muorapoa oes rieeatuu ceexmenma ST. STEMI: unghaprm muokapoa c rieeayuent ceevenma ST: HCK:
HECMABUIBHAS CMEHOKAPOUSL.

Tabanua 2. IlapameTpsl npoueaypbl (Heeneq0Batne NPoTe3a A0pTAAbLHOIO
khaanana Hydra aas noayuenuns mapkuposku CE)

TlokasaTesn 3nauenue
beapenHmii ocTyn 157 (100)
MecTHas aHecTe3us W ceaauns ¢ 69 (43.9 %)
COXPAHEHHEM CO3HAHUA

Paimep nmMnaaHTUpyeMoro K:aanaxHa

Hydra 22 um 4 (2.5)
Hydra 26 mm 72 (45.9)
Hvdra 30 mm 81 (51.6)
[1peannatauus 126 (80.3)
[Noctaunaataumus 81 (51.6)
llpononxuTenbHOCTL npoueaypbl (MHH) 122.8 + 57.0
[TpoaonkuTEIbHOCTL PEHTIEHOCKOINNH 31,7+ 18,8
(MHUH)

O6beM KOHTpacTHOrO BewecTsa (M) 130.7 £ 72,2
[MpoonkuTeIbHOCTL rocnyUTaan3aLUm 7.2+63
(iHm)

Hannsie npeocmas.iens kak wacmoma (6 npoyenmax) Win KAk cpeonee = cmanoapmioe Omr.I0neHue.

B Tteuenue 30 aHe#t nepBUuHAs KOHeYHas TOYKa GE30MAaCHOCTH — CMEPTb OT JHOOOH NPHUUHBE —
Hactvnuaa y 11 (7.0 %: AU 95 %: 3.7-12.5) nauueHtoB, Bkmouas 9 (5.7 %; AU 95 %: 2.8-10.9)
CJly4aeB CMEPTH OT CEP1EHHO-COCYAUCTbIX HapyweHuit n 5 (3.2 % AN 95 %: 1.2-7.7) cnyqaes cmepTy.
cBA3aNHBIX ¢ u3aeaueM. 3a nepuox ot 30 aned no oanoro roaa ObO 3apericTpupoBano |2
AOTONHUTCAbHBIX CTyHaCB CMCPTH OT Nt000H MPHYHHBI, BKAKOYAS YCTBIPC C.1y4as CMCPTH OT CCPACUHHO-
COCYAMCTBIX HapylueHuil. B obuiet caoxkHOCTH B TeueHHe oaHOro roga ObuIO 3aperucTpuposato 23
cayuas cmepty (14.6 %: 1A 95 %: 9.7 -21.4) ot moboii npuunHb. B ToMm yuciae 13 cayuacs (8.3 %: JIU
95 %: 4.7- 14.0) cMepTH OT cep,1IeYHO-COCYAUCThIX HapyLIeHHi (puc. 1).

Crp. 24 u3 44
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Hucrpykuus no npumenennio (Poccus)

#) VASCULAR

L

¥ INNOVATIONS

[lpotes aopransHoro knanava Hydra

Cucrema TpaHcKaTeTepHOH NOCTABKH MPOTE3a a0PTaLHOTO
knanaHa Hydra (xatetep auia gocraBku nporesa
aopransHoro knanasa Hydra, cucrema 3arpysku nporesa

aopransHoro knanaHa Hydra)

Pepnakums: 02

Jlara: asryct 2024 r.

(A) All-canse mortality
Events: 23 (14.6%); Event-free Sunvival: 85.4%

(B) Cardiovascular mortality
Events: 13 (8.3%), Event-free Sunvival: 91.7%

M1060#i npuunnbl 1 (B) cMepTHOCTB OT cepaeYHO-COCYANCTBIX HAPY IIeHHTH

YacToTa MMNIAHTaUNH HOBOTO NOCTOAHHOTO HCKYCCTBEHHOTO BOAHTENA PUTMA Y NALMEHTOB U3 IPYNIbI
pucka coctasuna 11,7 % (AU 95 %: 7,2-18,4) B Teuenne 30 aueit u 12,4 % (AU 95 %: 7,7-19,2) B
TeueHHe oaHoro roaa. [loapobHbie AaHHble 0 KIMHHYECKHX pe3ynbTaTax B TedeHue 30 AHel U 0aHOoro

roaa HabmoaeHus npeaCTaB/ICHDb] B Tabanue 3.

Ta6snua 3. Kaunnueckue pesynsratni yepes 30 qnedi n 12 Mecsiues (ncciieoBanue nporesa
aopranbHoro knanana Hydra aas noayuenns mapkuposkn CE)

Yepes oaun Mecan Yepes oann rog*

IMoxa3zaTenu Cobuitua | AU 95% | Cobbirn | U 95 %
|
CMepTHOCTDb OT 11000ii NPUUHHLI 11 (7,0) 3,7,12,5 | 23(14,6) | 9,7,21,4
CMepTHOCTB OT CepIeUHO-COCYAHUCTBIX 9(5,7) 2,8,109 13(8,3) | 4,7,140
HapyueHni
CMEPTHOCTL OT HapyLIEHHW, He CBA3aHHLIX C 2(1.3) 0,2,5,0 10(6,4) | 3,3,11,7
CEPAEYHO-COCYAUCTON CHCTEMOH
CMEpTHOCTb, CBA3aHHas C H3JeNHEM 5(3,2) 1,2,7,7 5(3,2) 1,2, 7,7
Bce Buibl MHCYJIbTA 1 (0,6) 0,03, 4,04 1 (0,6) 0,03, 4,04
Crp. 25 13 44
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Hucrpykuns no npumenenio (Poccusn) I

%) VASCULAR
INNOVATIONS

[pores aopranbHoro kaanava Hydra

CucTema TPaHCKATETEPHOM A0CTABKM NPOTE3Aa a0PTa/bHOIO

knanana Hydra (katetep ;118 0ocTaBKkH 1ipoTesa

aoptansHoro knanada Hydra)

aopTajbHoro knanana Hydra, cuctema 3arpy3ku nporesa

Peaakuus: 02

Hara: aBryct 2024 r.
1

HuBanuansupyroumii 1 (0.6) 0.03, 4.04 1 (0.6) 0.03.4.04
HeunnBanuausupytowas/TpaH3uTopHas 0(0) - 0(0) -
HlIeMHYecKas aTaka

Yrpoxatouiee )Xu3Hu KPOBOTEHEHHUE 3(1.9) 0.5.5.9 3(1.9) | 0.5.59
bonbLoe KpoBOTEUEHHE 7 (4.5) 2.0.9.3 7 (4.5) 2.0.9.3
boJibLoe cocviancToe ocoKHEHHE 7 (4.5) 2.0.9.3 7 (4.5) 2.0.93
OcTpoe noBpekaeHHe NoYeK 1(0.6) 0.03.4.04 1 (0.6) 0.03. 4.04
HUudapkr Muokapaa 0(0) 0(0)

HWMmnnanTauns HOBOro nocTosaHHOro 17 (10.8) 6.6.17.0 18(11.5) | 7.1.17.8
MCKYCCTBEHHOTO BOAMUTENS pHTMA

[MaumeHTbI. KOTOPBIM HCKYCCTBEHHbIH 17(11.7%){ 7.2,184 18(12.4) | 7.7.19.2
BOIMTE1b PUTMA UMILTAHTHPYETCS BNEpPBbIC

,ZZamn,ze npe()cmae.':enb: Kaxk yacmoma (6 npoueuma.\').

* Ha ocnosanuu oyenxu Kanrana — Meuepa.

lMepBUyHas KOHEHHAs TOYKA OLCHKM VCNEIWIHOCTH TPUMEHEHUS M3aenus Obina /10CTUrHYTa 'y
130 naunentos (82.8 %: JIN 95 %: 75.8-88.2). Caeayer ormeTuts, uto y 148 (94.3 %: /1N 95 %: 89.0-
97.2) nauMeHTOB MMIIAHTauMs npowna ycnewHo. [lpaBuabHas yCTaHOBKa OJHOro mnpoTesa
aopTaNbHOro KJanaHa B MpaBWJIbHOE aHAaTOMMYECKOE MNoJlokeHne Oblna BeiNoHEHa B 142 ciyyasx
(90.4 %: 1U 95 %; 84.5-94.4). IloapobHas undopMauus o0 YCICIUHOCTH NPUMEHEHUSA H3AEAUA U €TO

KOMMOHEHTOB npueeacia B Tabanue 4.

Tabanua 4. YcnemwHocTs npHMeHEeHHS H31eaus (Hcc/ieI0BaHHe NPOTes3a A0PTAILHOI0 KjlanaHa
Hydra ans nonyuenus mapknposku CE)

IMoka3zaTenn N=15§7 AN
95 %

Ycenewmocts NpuMeHeHUa u3aeius 130 75.8.
(82,8) 88.2

YcnewHas umMniaHTauus 148 89.0.
(94.3) 97,2

HMnnanTupoBaH 0auH KNanaH (BTOPOii K1anaH He 148 89.0.
norpedosaics) (94.3) 97.2
I paBuabHO¢ aHATOMHYECKOE NOJIOKCHHE 146 87.5.
(93.0) 96.3

OamnHOUHBII KanaH B MPaBU.IbHOM TONOXKEHUU 142 84.5.
(90.3) 94 .4

Maowaas AK > 1.2 cm® 145 86.7.

Ctp. 26 n3 44
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Hucrpykusus no npumenenuo (Poccus)
g lvl\lAI\lle\:/llA-Ir'rDe\lg INpore3 aopransHoro knanana Hydra

Cuctema TpaHcKaTeTepHOH A0CTaBKH NPOTE3a a0PTANbHOIO
knanana Hydra (katerep ans gocraBku nporesa
aoprankHoro knanaHa Hydra, cucrema 3arpy3ku nporesa
aoprajbHoro kianasa Hydra)

Pepakums: 02 Jara: aBryct 2024 r.

(92,4) 95,8
CpenHuii rpaiMeHT Ha a0pTaNbHOM KnanaHe 150 90,7,
<20 MM pT. CT. (95.,5) 98.0
be3 ymepeHHO# WM CHIBHOM OKONOKNaNaHHOMH 146 88.3,
YTE4KH uepes npoTes KianaHa (93,0) 96,7
be3 ymepenHo# nnam cunbHoO# TpaHckaTeTepHOM 156 95,9,
3aMeHbl aoptanbHoro kinanava (TAVR) uepes (99.4) 99.9
npoTe3 KjanaHa
be3 ymepeHHON MM CUnbHOM aopTanbHO# 147 88.3,
peryprutaumnt (AR) uepes npores kianaHa (93,6) 96,7
HecooTBeTcTBHE AHaMeTpa Knanava U AMaMeTpa 135 79,3,
coCy/la NalKMeHTa (86,0) 90,8
BripakeHHOE HECOOTBETCTBHE JHAMETpa KanaHa u 148 89,0,
AHamMeTpa cocy/a NauueHTa OTCYTCTBYET (94,3) 97,2
Her cnyuaes cMepTH, 06ycnoBaeHHoii npouesypoi 154 95,0,

(98,1) 99,8

JaHHble npeacTaBneHb! B BUAE H4aCTOTHI (B MPOLEHTAX).

[lpn napHom aHanM3e remoauMHamuucckux nokasatened (N = 69, puc. 2) >¢dekTHBHas naowans
otepcTHs yBenuuunack ¢ 0,7+ 0,2 cM?> B ucxoaHoM coctosuuu o 1,9+ 0,6 cM? uepes 30 aweit
(P<0,001) u no 1.7+0,5cM® yepes oaun roa nabmoaeuns (P < 0,001). Cpeaunii rpaaueHT Ha
aopTaNbHOM KJlanaHe Taloke yaydwmiacs ¢ 49,5+ 18,5 MM pT. cT. B ucxoaHom coctosuuu ao 8,1 +
3,7 mm pt. cT. yepes 30 aneit (P <0,001) u no 8,8 £ 4,7 MM pT. CT. 4epe3 OAMH roa HabMIOAECHHA
(P <0,001).

Crp.27u3 44
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#) VASCULAR
INNOVATIONS

Huacrpyxuns no npavenenno (Poccan)

TpoTes aopranbHoro knanaxia Hydra

Cucrema TpancKaTeTepHO# AOCTABKH NPOTE3a A0PTANBHOTO
knanata Hydra (karerep ana 40cTaBkn nporesa
aopranbHoro knanaHa Hydra, cuctema 3arpysku nporesa
aopTanbHOro kianaHa Hydra)

i

i e

% ? 07202
; 10

Pepaxuns: 02

19206 19206
1.810.6

: 1.740.5

P0.00!  P<0.0O

Pe0 001

Pef3 001

92845 91237 20136 8.8247

- o -~

P<0.00} P<0 00} P<0.0N P0.OM

Pre procedure  Post procedire At 30 days AR 6 months

wfll= Meart aorti: gradient (nunig)

IAMO: rpexmuenas niowads omeepcmus.

Pac. 2. Cpeannil rpagnenT Ha 20pTANLHOM KIAANAHE H IJIOMAAL 3PPEKTHBHOIO OTBEPCTHA HO
AaHHBIM YXoKapaAHorpaduu

OxonoknananHas yTeuka ¢ MHTEHCHBHOCTHIO Bbillle HE3HauMTENLHOH HabGmoaanack y 8/151 (5.3 %)
NauK#eHTOB nocne npoueaypul. y 9/142 (6,3 %) naunenroB uepes 30 ameit u y 5/73 (6.9 %)
NAIHECHTOB — vepes OfHH roa Habmonenna. Mamenenns 8 oObeMe OKONOKIaNaHHON yTewku nocne
npoueaypH, uepes 30 anel M wepes OAKH roa HaGoeHHa NpeacTaBieHkl Ha pac. 3A. To cpaBHEHBIO
€ UCXOIHLIM YPOBHEM OTMEYANOCh Yy4llielHe pe3ynsTaTos no dynkiuonansiiomy knaccy NYHA u
TECTE € WECTHMHHYTHOH X0AR60#, cM. prc. 3B u 3C. Yepez oaun roa coctosauue 72,4 % nauueHTOB
YAYHIIMAOCH KAK MHHHMYM Ha OAMH pYHKUMOHANbHLINA Knacc no NYHA, ay 21,9 % nauucHToB — Kak
MHHHMYM H3 B2 (YHKUMOHAJABHHX Knacca. PaccTosHMe B TecTe ¢ IIECTHMHHYTHOH Xxoauboit
ysenuuusnoch ¢ 231 £+ 100 M B ncxoanom cocToanun 10 268 = 119 M uepes 30 aueit (p <0,001) u ao

310 = 105 M 9epes oaun roa Habmoaenusa (p < 0.001).

Cp. 28 u3 44
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Tlewars: BACKYJIAP RUHOB )AIIHS KO. JITA (VASCULAR INNOVATIONS CO. LTD.)
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VASCULAR WNHCTpyKLMA no npumeHeHUto (Poccus)

MpoTe3 aopTanbHOro KnanaHa Hydra
W INNDVATIQNS P pran y
CucTtema TpaHCKaTeTepHON AOCTaBKM MpOTe3a aopTanbHOro

KnanaHa Hydra (kateTep g5 foCTaBKM npoTesa
aopTanbHOro knanaHa Hydra, cuctema sarpysku npoTesa
aopTanbHoro knanaHa Hydra)

Pepakumna: 02 Jata: asryct 2024 .
(A) Paravalvutar leak (%9 (B) NYHA Fimctional Class (C) SiS'ininute walk test (m)
4s":
274
Post procodure 30 day lych Baseiine 30 day 1 year Pre-procedire 30 day lye»
« Mons/[rac« Mild B Moderate B Severe I m NYHAH « NYHAIV

Puc. 3. (A): okonoknanaHHas yteuka. (B): dyHKunoHanbHbIn knacc NYHA. (C): TecT ¢
LEeCTUMMHYTHOM xoA4b60l (M) [MccnegoBaHue nNpoTesa aopTanbHOro KnanaHa Hydra gns
nony4veHus Mmapkuposku CE]

WcecnegosaHne camopackpbialolieroes mnpoTe3a aopTanbHOro knamaHa Hydra fns nonyyeHus
MapkupoBkn CE nokasano, 4YT0 MpUMeHeHWe W3Lenns Yy NauMeHTOB C KAWHUYECKU BbIPAXEHHbLIM
TSXKENbIM aopTanbHbIM CTEHO30M WMeEeT 61aronpusaTHbIA U yCTOWYMBBLIA 3 dekT (HabnwogeHve B
TeYeHne OfHOro roga), obeeneumBarolnini 60bWYI0 IPPEKTUBHYIO NAOWAAb OTBEPCTUA UM HU3KMIA
TpaHCKNanaHHbI TPagveHT, a TakXe BbICOKYH BbDKMBAEMOCTb W HU3KYK YacTOTy OCMOXHEeHWi
(okonoknanaHHas yTeyka, HE06XOANMOCTb YCTAHOBKM HOBOTO NMOCTOSAHHOTO UCKYCCTBEHHOIO BOAUTENS
pUTMa, MHCYNbT, 60NbLUNE COCYANCTbIE OEMIOXHEHNSA N KPOBOTEUYEHUSA).

15.2. WccneposaHue Genesis

[ony6nukoBaHo B Catheterization and Cardiovascular Intervention: Catheter Cardiovasc Interv.
2021;1-9. doi.org: 10.1002/ccd.29733]

WccneposaHne GENESIS — npocnekTMBHOe MHOTOUEHTPOBOE HECPaBHUTE/NIbHOE uCCnefoBaHue C 6-
MecAYHbIM HabnwjeHneM, nposefeHHOe B WHAnMW. 3ajayeil fjaHHOro wmccnegoBaHus 6blna OLEHKa
6e30nMacHOCTN U YHKLMOHANbHbBIX XapaKTepUCTUK NPoTe3a aopTanbHOro knanaHa Hydra u cuctembl
TpaHCKaTeTepHO AOCTaBKM MpoTe3a B NEYEHUU KAUHUYECKN BbIPAXEHHOr0 TSXKENOoro aoptanbHOro
CTEHO3a Yy nNauWeHTOB C BbICOKMM WAM  4YpPe3BblY4AaHO BbICOKMM PUCKOM  XUPYPruyveckoro
BMellaTenbCcTBa. B kayecTBe MepBUYHON KOHEUHOI TOUKM 414 OLEHKM 6e30MacHOCTU MCNo/b30Bancs
nokasaTenb €MepTHOCTWM OT Nto6biIX NpuunH B TedeHue 30 fgHeld, B Ka4yeCTBe MEPBUYHON KOHEYHOW
TOYKM [ONA OUEHKU (YHKLUMOHANbHBIX XapakKTepuCcTUK— YCMEWHOCTb MPUMEHEHNA U3Lenus,
onpepensemas B cooTBeTcTBUU C Kputepuamm VARC Il

B 310 uccnegoBaHue 6bI1I0 BKAOYEHO 40 MauMeHTOB € BbICOKMM pUCKOM B 11 ueHTpax. McxogHble
Aemorpauyeckue M KAMHUYECKMe MoKasaTenu NauUWeHTOB npeacTaBneHbl B Tabnuue 5. CpegHuii
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g VASBU L AR Hucrpykuus no npumenennso (Poccnsn) I

f INNOVATIONS Tpores aopranbHoro knanana Hydra
Cucrema TpaHCKaTeTEPHOH SOCTABKY NIPOTE3a A0PTARLHOTO
knanada Hydra (kaTeTep Ana 4OCTaBKH 1poTe3a

aopranbHoro knanaHa Hydra, cictema 3arpysku npotesa
aopransHoro knanaxa Hydra)

: aprycr 2024 r.

Pepakuwa: 02

BO3PACT NALHEHTOB, BIUIIOYEHHKX B HCCACAOBaHME, COcTaBun 74,5 £ 6,7 rona. cpean Hux 66110 Gonbuie
myxunH (60 %), cpeanwuii Gamr no wxane STS-PROM cocrasun 5.6 + 4.2 %.

Tabamua 5. Hexoaunie nokazaTeay nanHenTos (Hcenexopanne Genesis)

Toxasarenn |  3nauenme
Kannnueckne nokaiavean

Bo3spacT (ner) 74.5 + 6,7
MyXUuHHBI 24 (60)
QYHKUHOHANBHLIH KNACC NO KPHTEPHAM

Huto-Hopkexoii kapanonoruaeckoi 27(67.5)
aCCOLMALRK 10 (25)
| 3(7.5)
1|

v

Caxapupiii quaber 15 (37.5)
ApTepnasnbHas rHNepTeHsns 23(57.3)
HeCynbT B aHaMKese 3(7.5)
Hwemuueckan Gosiesnd cepaa 19 (47.5)
LllynTiposanie KOPOHAPHOH apTepHy B 2(5.,0)
aHaMHese

YKB B anamnese 3(7.5)
OcTphiii KOPOHapHBIH CHHAPOM B AHAMHE3E 5(12,5)
HCK/NSTEMI 4(10,0)
STEMI 1(2.5)
Xpouuueckas obctpykTHBhas GonesHb 9(22,5)
NEerkKux

Jlerounas runepTeHsHs 3(7.5)
Temornobun (r/an) 114+1.8
pCK® (ma/mun/1.73 M*) 62.2 +27.1
Xponuueckan 601e3Hb MOYEK 3(7,5)
OubprnsuMa NpeaAcCepanii B aHaMHese 1(2,5)
Panee yCTaHOBNEHHBIA HCKYCCTBEHHBIH 0
BOJWTENL PUTMA

Komnbiotepaan tomorpadus

C1p. 303 44
Teuars: BACKYJIAP RHHOBHLUNE KO. ATA, (VASCULAR INNOVATIONS CO. L1D.)
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#2) VASCULAR
INNDVATIONS

Chcrema TpaHcKaTeTepHOIl A0CTABKH NPOTE3a A0PTARLHOTO
knanana Hydra (xarerep ans gocrasxu nporesa
aopranbHoro knanava Hydra, crerema 3arpyaku nporesa
aopranstoro kianaxa Hydra)

Pepaxkunsa: 02 aTa: at

TepnmeTp K1anaHHOTO KONbILA (MM) 724+£59
JuaMeTp xNanaHHOro KoabLa (MM)
Pacuernmiif nepumeTp 25922
PacuerHas nuomanb 226+19
Cruyc Banbcanbsil (Mm)

Jlenniit 308=+3,5

Tpasuii 29257

Hexoponapuniii 30,8+3,5
BoicoTa ycTba KOpOHAapHBIX apTepHil (M)

Jleroe 12,6 +3,6

[pasoe 14,7+£2,6
JnameTp cHHOTYOYASPHOTO coeaHHEHNHA 26,5+£29
(am)
Jxoxapauorpadus
OBJIX (%) 53213
[Muxosnii aopTanbHbli FpaaHERT (MM pT. 82,5+ 32,6
cT.) 53,5+ 18,1
Cpennnii aopranbHBi rpaaieHT (MM Pr. CT.) 0,7+0,2
MO (em?) 4(10,0)
Crenets AP > ymepernas

Hannvte npedcmaenenvi xax cpednee + cmandapmuoe OmrioneH e uM Kax uacmoma (8 npoyeNmax).
ITAK: naowadv aopmanvihozo ximana; AP: aopmanenas pezypzumayun; pCK®: pacvemnas .
cxopocme xaobyuxoeoit pusvmpayuu; PBIDK: dpaxyus evibpoca neeozo wcenydouxa; NSTEMI:
unipapxm muoxapoa bes snesayuu cezmenma ST; STEMI: ungpaprm muoxapoa ¢ aneeayueii cezmenma

ST; HCK: necmaburvnas cmenoxapous.

Bcee 40 yuacTHHKOB HCCICA0BAHHN NONYYHIH NPoTe3 aopTanbHoro knanaua Hydra yepes demopansunit
BocTyn 6e3 HECOOXORHMOCTH MEpexoAa K XHPYPrHYCCKOMY BMEIIATENLCTBY ANA 3aMCHB KIAnNaHa.
BoabuHCcTsy naupenTor 661 ycTanosneH npoTes aopransHoro kianasa Hydra auamerpom 26 M unn
30 MM (raGanma 6). [Ipeaunarauna U nocTaNAaTAUKHA 6ot BRnoNHeHN B 27 (67,5 %) K 29 (72,5 %)
cay4asx.

TleppHuHas KoHEYHAS TOYKA OLCHKH YCTICIIHOCTH NPHMEHEHHN H3AeiHA Obna JOCTMrHYTA Yy
37 naugenTon (92,5 %, TaGanua 6), npy 310M y ABYX NAUHCHTOB MPOH3OLLNA MEpHUNpoUCAYpHAd
CMEPTE, & Y €II(¢ OHOrO NAUKCHTA CPeAHNH MPA/HENT B BHHOCAIEM TPAKTE ICBOTO XKETYAOHKA K KOHLLY
npotieaypsl npesbicun 20 MM pr. cr. He 6uulo 3aperwcTpHpoBaNC HH OANHOTO CAydas pasphisa
KJANAHHOIO KOJbLi, SMOOIM3AUHM M3ACAHA WIH HeoGXOAMMOCTH YCTAHOBKK BTOPOro MpoTesa
S0PTaNbLHOTO KNANaHa.

Cip. 31 w3 44
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’, VASEU L AR Hucrpyxuns no npumenenno (Poccus)

&
, INNOVATIONS ITpoTes aopransHoro knanana Hydra
CucreMa TPaHCKATETEPHOHK AOCTABKH NPOTE3a 20PTANBHOrO

knaiiana Hydra (karerep nas nocrapk nporesa
aopransHoro knanaxa Hydra, cuctema 3arpysku npotesa

aopranbHoro xiaanasa Hydra)
Pepakuus: 02 arta: asrycr 2024 r.

Tabanua 6. [Ipoueaypunie noxazarenn (ucciegonanue Genesis)

Hoxaszarenn 3uauenne
Pa3mMep HMILIAHTHPYEMOro

Kjanana 3(7,5)
Hydra 22 mm 18 (45.0)
Hydra 26 mm 19 (47.5)
Hydra 30 MM

Ipeannatauus 27 (67.5)
IMocTanaTaums 29 (72,5)
O6uiaa aHecTe3us 37 (92.5)
GemopanbHbiit A0CTYN 40 (100)
YenewHas HMIIaHTauus 40 (100)
YenewHrocTs npuMeHeHUs 37 (92,5)
H3ACRMA

MpoaonxurensbHOCTD 42,7+ 30,5
PEHTICHOCKONHH (MUH)

[NpoaonxvrentHOCTh 7(4-9)
rocnuTanu3aunv (AHu)

Hannvie npedcmagnenst xax yacmoma (8 npoyesmax) uau Kax Cpeonee + Cmanoapmuoe omrIoHeRve.

Yepes 30 aneil nepsuuHAA KOHEYHAR TOYKA A8 OLEHKM OE30MACHOCTH — CMEPTHOCTH OT J0GON
npuuHEN — Obina saperucTpupoBana y uethipex (10,0 %) nauuenTos, skatouas Tpu (7.5 %) cayvas
CMEPTH OT CEPACUHO-COCYINCTHIX HapyLucHuH 1 18a (5 %) ciryuas cMepTw. CBA3aHHOM ¢ H3uenueM. dse
CMEPTH 10 TPHYHHAM, HE CBA3AHHHM C CEPACYHO-COCYAMCTHIMH HApYIWIEHHAMH, OLlnA
3aPETHCTPHPOBAHB! 3a NepHoA oT 30 axelt no Tpex mecAues HaOMIOAEHNUA, K €1UE OAHA — vepes WECTL
Mmecaues (puc. 4).

C1p. 32344
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VASCULAR

~
INNOVATIONS

Hucrpykuns no npumeneno (Poccun)

[Ipotes aopransHoro knanana Hydra

CucTema TpaHCKaTETEpPHO#H A0CTaBKM NPOTE3a a0PTaNbLHOTO
xnanana Hydra (katerep ans gocrasku npotesa
aopransHoro Kianaxa Hydra, cucteMa 3arpysku nporesa

aoprajeHoro knanada Hydra)

Penakuus: 02

Hara: aBrycr 2024 r.

100%

90% - S

70% ¢

Event free Survival (%)

No atRisk: 40 36

Puc. 4. Kpusas BuixnBaemoctn Kannana — Meiiepa, oTpaxaloumas cMepTHOCTb OT j11060#
NPHYHHDBI H CMEPTHOCTDb OT CEPACHHO-COCYAHCTHIX HapyweHnnii (nccienosanne Genesis)

Bce nauneHTbl, BK/IIOYEHHBIE B MCCEJOBaHHE, paHee HE MMEJIH MCKYCCTBEHHOrO BOAMTENS PUTMA;
yepe3 30 aueit Tpem nauuentam (7.5 %) noTpeGoBanach YCTaHOBKA HOBOrO MOCTOSHHOIO
MCKYCCTBEHHOrO BOJMTE/IA PHTMA; B TEYEHHE OCTABLUErOCs IlepHoia HaGMOAEHNA AONONHUTENILHOM
HUMILTAHTALUH BOAMTENIEH pUTMa He notpeboBanoch. B TeyeHue wecTtu MecsaueB HabmoaeHHs He
OTMEUYEHO CJly4aeB HHCYAbTa, OCTPOro HHGapkTa MHOKapAa, OCTPOro MNOBPEXKAEHWS MOYeEK,
MH(EKUHOHHOrO HAO0KAPAHTA, KIHHHYECKOTO TPoMmOOo3a KianaHa WM CTPYKTYPHOii AereHepauuu
knanaHa. Iloapo6nas nupopmaLms o KIMHUYECKHX pe3ynbTaTax npeacTasieHa B Tabanue 7 nuxe.

CV Mortality
All cause Mortality

60 90

Six-month rate (35% C1)
92.5% (79.6%, 98.4)

Six-month rate (95% CI)

82.5% (67.2%, 92.6)

1 T
120 150 180

Time from Implant Procedure (Days)

35 34

34 k) 33

Ta6anua 7. Kinunueckue pelyabtarhi (Hecaenopanue Genesis)

Ileuars: BACKYJIAP MHHHOBOHILH3 KO. ITA, (VASCULAR INNOVATIONS CO. LTD.)
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Ho O130 gnedt no | OT 3 Mecnen
30 ameii (n = 3 mecunes (n = no
40) 40) 6 MecsieB (n =
40)
CmepTHOCTb OT /11000 NPUUKMHBI 4 (10,0) 2(5.0) 1(2,5)
CMepTHOCTDb OT cepaeUHoO- 3(7,5) 0(0) 0(0)
COCYAMCTHIX HapylIEeHH I
CepaevHo-cocyaucThle 3(7,9) 00 0(0)
HapyLIEeHHS,
Ctp. 33 n344



"" VASBU L AR Hucrpyxuns no npumeneano (Pocens) I

INNDOVATIONS TMpores aopranssoro knanaxa Hydra

CHcTema TpaHCKaTETEPHOH AOCTABKY NPOTE3a A0PTANIbHONO
knanana Hydra (karerep ana aocrasxu nporesa
aopranbHoro knanana Hydra, cuctema 3arpys3ks nporesa
aopranbHoro Knanaua Hydra)

Peaakuusn: 02 Hara: asrycr 2024 r.
BLIZBAHHBIE HIACTHEM WK
npoueaypoi
Bonbwme cocynucteie 1(2.5) 0(0) 0(0)
OCTIOKHEHHS
Bce BHAB HHCYNBTA 0 (0) 0(0) 0(0)
HuBanuau3upylowuii MHCY LT 0 (0) 0(0) 0(0)
Hmnnantauusg HoBoro 3(7.5) 0(0) 0(0)
HCKYCCTBEHHONO BOJHTENS PHTMA
Hudapkt Muokapaa 0(0) 0(0) 00)
OcTpoe noppexacHHe Noyex 0 (0) 0(0) 0 (0)
Vrpoxaioltee KH3HK 0(0) 0¢0) 0(0)
KPOBOTEHCHHE
BONbIIOE KPOBOTEYEHUE 0 (0) 0¢0) 0(0)

Aannsie npedcmaanens kax wacmoma (6 npoyenmax).

Ixokapanorpadus nokazana 3HAYHTENLHOE YayHILeHNe HPEeKTHRHON IUTOIANN OTBEPCTHA H CPEAHETD
TPAHCKIANAHHOTO TPA/HEHTA MOCIE (POLEAYPH 110 CPABHEHHIO ¢ WCXOAHBIMM INAHHBIMH, ¥ ITH
PE3YNbLTATHI COXPAHAIHCL B TEHEHHE LIECTH MecALCB HabnioaeHus (puc. 5). Dddextusnas naowans
oteepcTHa yeeawuunach ¢ 0,7+ 0.2 cM® B McxomHOM cocTosHKH o 2.3 % 0,6 cM? uepes 30 ased
(p <0,001) n 0o 2,2 + 0,7 cM? uepes wects Mecaues (p < 0,001). Hanporue, cpeanuit TpaHcknanaHHbii
rpaaueHT cumsuncd ¢ 54,5+ 8,9 MM pT. CT. B ucxoaHoMm coctoHun Ao 6.7 £ 2,8 MM pT. CT. uepes
30 aneit (p < 0,001) 1 10 7.6 £ 2,7 MM PT. CT. Yepes wwecTs Mecanes (p < 0,001).

C1p. 34 u3 44
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T V A S C U |_ A R NHCTpyKumna no npumeHeHunto (Poccua)

W INNDVATIDNS MpoTes aopTanbHOro KnanaHa Hydra

CucTeMa TpaHCKaTeTEPHOWM AOCTaBKM NpoTe3a aopTasbHOro
KnanaHa Hydra (kaTeTep Ans A0CTaBKW MnpoTesa
aopTanbHOro knanaHa Hydra, cnctema 3arpy3ku nportesa
aopTtasnbHOro knanaHa Hydra)

Pepnakuymnsa: 02 Jarta: asryct 2024 .

3.0
2.4

18

1.2 6)

0.6

0.0

Mean aortic gradient (inmHg) EOA (cm")
AK: aopTanbHblii KnanaH.

Puc. 5. CpegHuid rpafjuMeHT Ha aopTaJbHOM KnanaHe v naowagb 3(HeKTUBHOr0 OTBEPCTMA NO
LaHHbIM axoKapauorpaguu (uccnegosaHue Genesis)

B KOHUe npouefypbl HU Yy OQHOr0 nauuMeHTa He Habnpanacb OKONOKManaHHasa yTteuka (puc. 6A) ¢
WHTEHCMBHOCTbLI BbIlIE HE3HAYMTE/IbHON; Ha MPOTSHKEHMMN LUECTMN MEeCALEB HabMOAEHUA CUTyaLNa He
M3MeHunacb. VIsaMeHeHUs No CPaBHEHUIK C UCXOAHLIM YpOBHeM (yHKLMOHanbHOro knacca NYHA wu
pe3ynbTaTa TecTa C LWeEeCTUMUHYTHON xonbboii yepe3 30 gHel M 4yepe3 LWeCTb MeCALEB MOKasaHbl Ha
puc. 6B n 6C. UYepe3s wectb MecAUeB OTMEYEHO CTaTUCTUYECKU 3HAYMMOEe YynydlleHue
thyHKuMoHanbHoro knacca NYHA 1 pesynbTaTa TecTa C LWWECTUMUHYTHOW X04b60A.

(A) Patients with Paravalvular leak (%9 (B) Patients with NYHA Functional Class (%) () Six-minute walk test (m)

SKYHAfV

Po«t 30day fdkjw 3 month 6 month Bardin« Poct 30 day follow 3 month 6 month
Procodur» up(n*3$) foHowup followup (n«40) Procedure up(n>3S) foRowup followup
(n=38) (n«33) (n=32) (n«38) (n=34) (»32)

Yoik Arsiociatfon

Ctp. 3513 44
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’ Nuctpykuns no npumenenuio (Poccus)
9/ }gol‘\l%ek"rll_l:lﬁlg [poTe3 aoptanbHoro kaanana Hydra

CucTema TpaHCKATETEPHOM A0CTABKY NPOTE3a a0pPTA/IbHOIO
k;1anana Hydra (karetep juis ;loctaskm nporesa
aopranbHoro knanaHa Hydra. cuctema 3arpysku npotesa
aoprasnsHoro knanaHa Hydra)

Peaakums: 02 Mara: asryct 2024 r.

Puc. 6. (A): oxonokaanannan yreuka. (B): pynkumonaabusiii knace NYHA. (C): Tect ¢
WeCcTHMHHYTHO# x0ab6oii [HeciienoBanne Genesis)

HUccnenosanne Genesis NpoacMOHCTPUPOBAIO NOJOKHUTENbHbIE W YCTOWUYUBBIC (LIECTh MECALEB)
pe3yabTaThl OLUEHKH 0€30MacHOCTH W  IPPEeKTUBHOCTH NPUMEHEHHUA CaAMOPACKpPbIBAKOLWETOCs
Ouonpoteza aoptansioro ki1amana Hydra y nauMentoB ¢ KJIMHHYECKH BbIPOXKEHHBIM TAXKEIIbIM
a0pTa.IbHbIM CTEHO30M, KOTOPbIE HAXOIHIMCh B FPYNIE BLICOKOrO MM YPE3BbIYAIHO BBICOKOTO PUCKA
XHMPYPruyecKoro BMelWaTeNbCTBA. bolee HW3KMe noKazaTeaM OKOJOKIAMAHHOW Pperyprutauuu.
YMCHbLIEHHE NOTPEOHOCTH B YCTAHOBKE MCKYCCTBEHHOrO BOAMTE/ PMTMA CBHMIETENBCTBYIOT 00
ONTUManbHOW (PUKCAUMK M repMeTH3aUMK Oe3 W3NTHUIHEro paavanbHOro NAaBICHMA Ha KlanaHHoe
KOAbUO MW BLIHOCALUMIA TPAKT.

15.3. IlepBoe nccienoBanne NpHMeHeHHs NPOTe3a aopTaibhoro Kianana Hydra y yenoBeka
(FIM)

[ony6aukosano 6 Asialntervention: 2017:3:177-182]

[lepBoe mccnenoBanue y uenoBeka NpoBEAEHO ANS TOro. YTOOb! MOAYYUTb MHPOPMAUUIO O NEPBOM
OMnbiTe MMNNAHTAlMK OuonpoTesa aopraibHoro knanava Hydra y moaei. Umnnantaunsa nporesa
aopraibHoro knanaxa Hydra 6biiia 11poBeleHa 11aUMEHTaM C KJIMHUYECKH BBIPAXKCHHBIM TAKEIbIM
aopranbHbIM cTeHO30M. [lockonbKy Kapauonoruyeckas Opuraga oueHHMIa PUCK XHPYPrHYeCKOro
BMELLATE/ILCTBA KaK BLICOKHIA. OMEPaTUBHOE j1eueHHE ObLIO OTI0KeHO. [1poTes aopranbHOro knanaHa
Hydra 6b1n umnnantupoBan 15 nauuenram co cpeauum 6annoM no wkane STS 6.2 %. cpeanum
Bo3pacToM 82 roja, cpeaneii niowaabio a0pPTanbLIoro Kianana

0.68 cM> ¥ CpcAHMM IPaJAMCHTOM a0OPTaNbHOro NaBicHuA 49 MM pT. cT. KiauHMucckue rokasatenu
NAaLMEHTOB M Pe3y;1bTaThl BU3yanu3auuu nNpuBeAcHb! B Tabanue 8.

Tab6auna 8. lonpoueaypHble KJIHHHYECKHE NMOKA3aTe/IH H pPe3y./IbTaThbl BU3yaH3aUHH cepina
(uccaegoBanue Genesis)

Iloka3sarensb Bce nauneHTbI
(n=15)
[Toa. myxkckoii. n (%) 8 (53,3)
Bospact. niet (SD) 82 (4.5)
Muaeke Maccht Testa, kr/m® (SD) 23.2 (4.4)
Aptepuanbhas runeprensus. n (%) 10 (66.7)
JlnabeT. n (%) 2 (13.3)
MudapkT muoxapaa 8 aHamHese. n 1 (6.7)
(%)
YKB B anamHuese. n (%) 6 (40.0)
Crp. 36 u3 44
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Hucrpyxums no npumenennio (Poccus)
t" }IQIQI‘\I%QH'II_De\Ig [IpoTte3 aopransHoro knanava Hydra

Cucrema TpaHckaTeTepHO# JOCTaBKM NPOTE3a a0PTANLHOTO
knanaHa Hydra (karetep ans gocrasku npotesa
aoprajbHoro knanaxa Hydra, cuctema 3arpysku npotesa
aopranbHoro knanaia Hydra)

I Pepakums: 02 Mara: aBrycr 2024 r.
KL B anamuese, n (%) 2(13,3)
3aboneBanue nepudepuueckux 2(13,3)
aptepmii, n (%)

Qubpunnauus npeacepanii, n (%) 2 (13,3)
Pahee ycTaHOBNEHHBIN NOCTOAHHBIA 00
MCKYCCTBEHHbIH BOAMUTENL PUTMA, N
(%)
Hucynst, n (%) 3 (20,0)
Xponunueckas 6one3Hb noyek, n (%) 6 (40,0)
CK®, ma/mun (SD) 51,8 (20,8)
XOBJ1, n (%) 1(6,7)
OueHka no wkane STS (SD) 6.2 (1,4)
EuroScore 11 (SD) 4,3 (1,9)
Ixoxapauorpadus
DBJIK, % (SD) 60.0 (18,3)
KJAPJDK, mm (SD) 43,9 (9,2)
ITukosblit aopTanbHbI rpaaueHT, MM 71,8 (21.6)
pt. cT. (SD)
Cpeauuii aopTanbHbiii rpagueHT, MM 49,0 (16,3)
pr. cT. (SD)
MAK, cM? (SD) 0,68 (0,19)
Crenenb AP > ymepeHHas, n (%) 5(33,3)
Crenens MP > ymepetnas, n (%) 2(13,3)
MyabTHCpe30Basi KOMALIOTEPHAS TOMOrpadus
Cpeauuii tnaMeTp KianaHHoro 23,53.4)
Konasua, Mm (SD)

AP: aopmarenasn pezypsumayus; IAK: nrowaos aopmansuozo knanama; KILU: xopouapuoe
wiynmuposanue; XObJI: xponuyeckas o6cmpyxmusnas 6o.1e3ub neekux; pCK®: pacuemnas ckopocms
k106yuxoeou purempayuu, KJIPJDK: konewno-ouacmonuveckuii pasmep ne6oco xceayoouka; ®BIDK:
ppaxyus evibpoca neeozo dicenydouxa; MP: vumparenas pecypeumayus; YKB: upeckoxcnoe
koponapnoe emeuamenscmeo, SD: cmanoapmuoe omiionenue.

Bo Bcex ciyvasx uMniantaums nporesa kianaxa Hydra 6uina BeinonseHa (noapo6Hocty npoueaypbt
CM. B Tabsinue 9). cyuaeB oTKa3a CHCTEMBI AOCTABKH He Hab0an0Ch.

Ta6anua 9. lapameTpnl nmnaanTaunu (uccaegosaune Hydra FIM)
| Mapamerp nmMnaanTanun B

Crp. 37 n3 44
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S VASCLULAR

. INNOVATIONS Ipotes aopransuoro knanawa Hydra
Cucrema TpaRCKaTETEPHOH AOCTABKH NPOTE3A A0PTANBHOTO

xnanava Hydra (xaterep ana 40CTaBKkm 1poTesa
aopranbHoro knanasa Hydra, cucrema 3arpyskn nporesa
aopranbHoro Knanawa Hydra)

Penaxuus; 02 Jlara: arryct 2024 r.
beapeunnit poctyn, n (%) 13 (86,7)
Tloaxmoununstit goctyn, n (%) 2(13,3)
Cpennnit tnaMeTp KNaNaHHOro KoNblia, 23.1 (3.3)
MM (SD)
Cpeansas nnolaas K1anaHHoro KoJabua, 3.7(0.9)
e (SD)
Cpennee 3HaYeHHe TIOINAAK 69,1 (8,1)
KIaNaHHOTO KOMbLA NPH NIAHHMETPHN,
MM (SD)
Beicora ycrbg, JIKA, mm (SD) 11,9 (2,0)
Bricota ycteg. [TKA. mm (SD) 12.0 (1,6)
Hydra 26, n (%) 9 (60,0)
Hydra 30, n (%) 6 (40,0)
1Ipeannaraums, n (%) 15 (100)
Toctaunarauus. n (%) 7 (46.7)
Heo6xoauMMOoCcTh YCTaHOBKH BTOPOTO 5(333)
KfianaHa, n (%)

SD = cmanoapmuoe omxionenue.

B obwmeit cnoxnocTy 14 mauueHTOB Nepexuny NOCTNpoucAypHbiii nepuoa, 13 nauyenTos npouinu
NOMHYIO 3XoKapanorpadpuyeckyio oueHky yepes 30 axei (rabanua 10). Ha 30-i aenb HaGmioaeuua
CPEAHSA TLNOWAAD AOPTAILHOIO KNANAHA H rPANMENT AABNEHNA cocTaBuau 1,53 cm> u 9,0 mm pT. CT.
COOTBETCTBENHO. PacnpocTpaHeHHOCT: OKONOKNANaHHOH YTEUKHM ¢ MHTEHCHBHOCTHIO Bbillle
HE3HAYHTENBHOH W HEOBGXOARMOCTH WMTIIAHTALIMH HOBOTO MOCTOAHHOTNO HCKYCCTBEHHOTO BOJHTENA
put™a cocTasuna 7,7 % u 14,3 % cooteercreeHHo. Cpeau MaUMeHTOR He G0 HA OAHOrO cly4as
uncynsta win THA. [loapoGubie AanHbie 0 KNMHMMeCKMX pe3ynabTaTax B Teuenue 30 aueii
HabmoneHua npeacTasneHs B Tabanne 11.

Tabauua 10. @PynknnonaNbHbIe XaPAKTEPHCTHKH NPOTE3A A0PTAALHOIO Kaanana yepes 30 aueit
nocse npouenyphi (necaenosanne Hydra FIM)

| Kourpoannad yxoxapauorpagus sepes 30 aueit
®BJIX (SD) 69.3 (12.8)
ITuxopril aopTanuHbili rpaaneHt, MM pT. ¢T. (SD) 18,9 (8,7)
Cpeannii 30pTaTbHbLIN rpaaMenT. MM pr. ct. (SD) 9.4 {(4,8)
TMAK, ew* (SD) 1.53 (0.45)
Crenens AP, n (%) OTrcyrcrByer HIH 4 (30,7)
He3HauHTeIbHAA
Cip. 38 u3 44
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Hucrpykuus no npumenennio (Poccus)
g Y\IAI\ISD?/L-:!'_DAI\IE [Ipote3 aopransHoro knanana Hydra

CucTema TpancKaTeTepHOM A0CTaBKH NMPOTE3a a0PTANLHOTO
knanaHa Hydra (xatetep s 1ocraBku npotesa
aopranbHoro knanava Hydra, cucrema 3arpysku nporesa
aopranbHoro kianava Hydra)

I Penakuus: 02 Jlata: aBryct 2024 r.
Jlerkas 8 (61.5)
YmMepeHHas 1 (7,7)
CuabHas 0

AP: aopmatvnan pecypeumayus; INAK: niowads aopmabnozo kianana; ®BJDK: ¢paxyus evibpoca
n1e6020 xcerayoouka; SD: cmanoapmuoe omkionenue.

Ta6auua 11. Knunnveckue pesyantarni yepes 30 aneit mocie npoueaypst (ncciaexosanne Hydra

FIM)

PesyanTaThl 4epe3 30 auelt
Hudapkt muokapaa, n (%) 0(0)
HucynsT, n (%) 0 (0)
CwmepTb, n (%) 1(6,7)
OcnoxxHeHue B BUaE HesnauurensHoe 3 (20,0)
KpoBoTeyeHH, n (%) 3HauUTENbHOE HIIH 1(6,7)

YTPOXKAOLUEE KHU3HH
Cocyaucroe ocnoxHeHue, n HesnauurensHoe 4 (26,7)
(%) 3HauuTeNbHOE 2(13,3)
HoBbi# nocTOAHHBIHA HCKYCCTBEHHBIH BOAUTENb PHTMA, N 2(14,3)
(%)

HPOTC3 aopTajdbHOIO KjanaHa Hydra NMPpUrocH AJis TPAHCKATETEPHOTO N€YECHHUSA TAXKENOro aopTajJbHOro
CTCHO3a. Hepsue pe3yabTaTbl CBHACTENLCTBYIOT O BbICOKMX reMOAHHAMHYECKHUX NOKA3aTensX, 4acToTa
BO3HUKHOBEHHSA OCJIOXHEHHIA CpaBHHMaA C 1aHHLIMU NO TPAHCKATECTCPHLIM 6M0llp0T63aM aopTanbHOro
KjlanaHa BTOpOro noKoJEeHHA.

16. CrepuniabHoCTb, CPOK FOJHOCTH, TPAHCNIOPTHPOBKA, HHPOPMALKS NO XPAHEHHIO H
YC/10BHS HCNO./Ib30BAHHA

Kaxawtit npotes aopranshoro knanana Hydra nocrasnserca CTEPUJIBHBIM n ATTMPOTEHHBIM (B
npouecce 06paGOTKH KHAKHM CTEPUIM3YIOLIMM CPEACTBOM) B CTEKIAHHOH 6Ganke, comepxalueii
pacTBOp rnyTapoBblii anbAeruaa Ans XpaHenus. baHKy ynakoBbIBalOT B KOPOOKY € MEHOMNACTOBO#
BCTaBKOW 111 3aUIMThI BO BPEMs TPAHCTIOPTHPOBKH. YNIaKOBKa HE ABNAETCS CTEPUIBHON U He JOMKHA
NOMELIATLCSA B CTEPHIbHBIE NMOS.

Muaukatop 3aMOpaKMBaHMA NPHUKPENIEH Ha BTOPMYHON Ynakoske, uTOObL! rapaHTHPOBaTh, YTO
NpoAyKT He OblN 3aMOPOXEH Ha Kakoii-nubo craaum nepea ucnonb3osanueM. [ons3oearens gomkeH
yOeauTLCA, YTO HHANKATOP 3aMOPaXXUBAaHHS He aKTUBMPOBAH, M HE 10/DKEH UCMOJb30BATh KJIanaH, eciii
OH Obl1 aKTHBHPOBAH.

[1pores aopraneHoro knanana Hydra cneayer xpaHuts npu koMHatHo# Temnepartype ot 15 1o 25 °C, B
3aKPbITOM MOMELIEHHH B OPUIMHANLHONW YNMAaKOBKE MNPOM3BOAMTENA B TEYEHHE YKA3aHHOrO CPOKa

Ctp.39u3 44
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Hucrpyxknus no npumenennso (Poccun)
5.” \I@SEEEFI!_D‘;‘\I? Tpores aopransHoro knanaxsa Hydra

CucTema TpaHCKaTeTepHOH AOCTABKK NPOTE3a A0PTANLHOIO

knatiana Hydra (karerep ans pocraBkun nporesa
aopranbHoro knanasa Hydra, ciuctema 3arpy3ku nporesa
aopransHoro knanaxwa Hydra)

Peaakuus: 02

ropHoctd. Cneayer usberaTh sSKcTpemanbHbix KoneGammnil Temnepatypn W 3amep3anus. Jlomken
NOAAEPKHBATLCS HAANEKAIIMH KOHTPO/Ib 3aMacOoB M MMIIAHTUPOBATH Kiananbl ¢ Gonee paHHHMH
AATAMH HCTEYEHHS CPOKA FOJHOCTH.

Cpok roaHoCTH NpoTesa aopTanbHoro knanaxa Hydra cocrasnser | roa.

Kaxawit kKareTep anda A0cTaBKH npoTesa aopranshoro kianana Hydra nocrasnaerca CTEPUJIBHBIM
# AITUPOTI'EHHbBIM (npouecc cTepHaH3aLuK 3THNEH OKCHAOM) B ABONHHIX nakerax Tyvek ana
crepunuizauny. Karerep ana aocraBxn npotesa aopransHoro knanada Hydra cneayer xpanuts npm
KOMBATHOH TemnepaType oT 15 no 25 °C, B 3aKpbiTOM NOMELICHHH B OPHIMHANBHOH yMaKoBKe
NPOHIBOAKTEINA B TEYEHHE CPOKA NOAHOCTH 2 roja.

Kaxzas cucrema 3arpysku mporesa aopransHoro knanawa Hydra nocraenserca CTEPMJIBHOM »
AITUPOTEHHOM (npouecc cTepuausauuM 3TiaeH okckzoM) B ABoHHeIX nakerax Tyvek ans
crepunnzaumu. CucteMy 3arpy3ku npove3a aopranbHoro knamaHa Hydra cneayer xpanurs npu
KOMHaTHO#H Temnepatype oT 15 no 25°C, B 3aKpbiTOM MOMELIEHUU B OPUrHHANBLHOW YMaKOBKeE
NPOH3BOANTENA B TEUCHNE CPOKA FOAHOCTH 2 FoAa.

YcTpolicTha, ynakoOBaHHLIC MPOM3BORMTENIEM, MOIYT MEPEBO3HTHCA BCEMH BHIAMH TPaHCROpTa B
KPLITHIX TPAHCTMIOPTHHIX CPEACTBAX B COOTBETCTBHH C NPaBHIaMH NEPEBO3KH TPY30B AA KAXAOro BUAA
TPaHCTIOPTHPOBKHY.

Temneparypa npH TpaHCNOPTHPOBKE JOMKHA cocTaBnaTh oT 2 a0 40 °C c auanasoHoM *2°C n
OTHOCHTeNBHOH BraxHocTbIO OT 30 a0 75 % ¢ ananaszotiom =5 %.

17. Pacmmadponka cHMBOIOB

Onpeaesienne
HU3roToBHTENL/NPOU3BOAHTEND

YnonsoMoueHHbIH npeacraeuTent 8 EC

Homcep no karanory

Cepnithbit HoMep

Homep napTin

JiaTa w3roToBieHus

Henonszosats 10

SHGATE

C1p. 40 usz 44
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& 000 LMPMM (] INFO@CIRMI.RU &5 WWW.G0SZDRAVNADZOR.RU



Huctpykuns no npumenennto (Poccns)
g lvl\ﬁ\lsneg-lrmﬁg Tlpote3 aopraneHoro knanasa Hydra

CucTema TpaHCKaTETEPHOH A0CTAaBKM NPOTE3a a0PTAILHOTO
knanaxa Hydra (katetep ans nocraBku 1poresa
aoptaneHoro kianaHa Hydra, cucreMa 3arpysku npotesa
aopranbHoro xiaanada Hydra)

I Peaakuus: 02 Jlara: asryct 2024 r.

3anpeT Ha NNOBTOPHOC UCTIOJb30BAHHUE

He CTEPUIN30BATb MOBTOPHO

Pazmep

STERILE| EO Crepunnsauns STHIEHOKCHAOM

HiiSet

Crepunnsaums XHAKUM CTEPHIH3YIOUINM CPEICTBOM

--
o
n

n.

TemnepaTypHblit 1nana3oH (HHXHHUIA H BEPXHUIT npeaesibl)

AnuporeHHo

Buumanue

O6paTHTech K HHCTPYKUMH MO NPUMEHEHHIO

Bepeusb o1 Bnarn

Xpynkoe, 06paiuarbcs 0CTOPOXKHO

He ucnonb3o8ats npu 110BpeXXA€HUH YIAKOBKH

@) -l H X

<z
-

He coaepxur ¢ranatb

He conepxut narekc

Tpebytotcs onpeneneHxsle ycnosus anas MPT

Conepxut 61M0N0OrHYecKMii MaTEPHAN KUBOTHOTO MPOHUCXOXKAEHHS

YKka3aHue Ha COOTBETCTBHE OCHOBHbIM TPeGOBAHUAM, H3IOKEHHBIM B
€BpONEHCKHX JHPEKTHBAX

MeauuuHckoe ycTpoicTBO

YHukanbHbli HACHTHOHKATOP M3ENHA

E[F] mepiac

-

18.  TpeGoBanus Kk 3alIHTe OKpYXKatoLLeii Cpeabl
Crp. 41 u3 44
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6 VASCU L AR Hucrpykuus no npumeneunio (Poccens) I

INNOVATIONS Mpores aopransHoro knanana Hydra

Cucrema TpanckaTeTepHON AOCTABKH NPOTE3a A0PTANBHOTO
knanaxa Hydra (kateTep 118 aocTaBkn npotesa
aopranbHOro Knanaxna Hydra, cucrema 3arpysku nporesa
aopTasibHOro KnanaHa Hydra)

Pepaxuus: 02 JlaTa: asryct 2024 r.

Mpores aopransuoro knanana Hydra, Katetep ans poctasku npotre3a aopranbHoro knanasa Hydra w
Cucrema 3arpyskn npotesa aopransHoro xnamaxa Hydra e oxassigaior BPEAHOrO BO3AEHCTBHA Ha
OKPYXalOIlylo cpeay.

19. Vrramanus

H3nenus, nMesLIKE KOHTAKT C KPOBBIO K (M) ApYruMy SHOAOTHHECKKMH KUAKOCTAMM, NOANEKAT
YTHRAN3AUHH H YHHYTOXKEHHIO COFNAcHO TpeOOBaHUAM K OOPaIEHHIO ¢ METHLIMHCKHMHI OTXOA8MH,
onpeaensembiM CanlluH 2.1.3684-21 (knacc B) 1 ApyruMU HOPMATHBHBIMY 3aKOHOAATENBHLIMH
akramMu Poccuiickoit Genepaumn,

HencnonbsoBauuble M3AENUS (HE HMEBIHE KOHTAKTA ¢ GHONMOTHUECKHMH JKUAKOCTAMH NAUHEHTOB), B
TOM HHC/IE € HCTEKIUHM CPOKOM FOAHOCTH, MOANEKAT YTHIH3ALUKKH B COOTBETCTBHH C MpOLEAYpPOH
YTHAH3AUMH  TBEPABIX OBITOBBIX OTXONO0B, YCTAHOBJEHHOH 3aKOHOJATENLCTBOM PoccHitckofd
Denepaunn B CanllnH 2.1.3684-21 (knacc A).

20. IIpMMeHHMOCTb OCHOBHBIX TPeGoBanuii

Mpotes aopranbHoro knanaua Hydra, Karerep ans aocrasku npoTe3a aopTanbHOro KnanaHa Hydra u
CHCTEMA 3arpy3kH MpoTesa aopranbHoro knanana Hydra cooTserctsyior Tpe6oBaHMAM ANPEKTUBDLI MO
MEANLMHCKNM H3aenuaM (MDD): ocuoBHble TpeGosanua 93/42/EEC.

[epevies MERAYHAPOIHBLIX CTAHAAPTOR

Ne | Craupaprhi Hazsatne
n/n
1. | MDD/93/42/EEC ¢ JMpeKkTHBa N0 MEAHLIMHCKUM H3ACTHAM
NOTNPABKAMH, BHECEHHBIMH
2007/47/EC
2. | ENISO 13485:2016 Hanenus meanumHckme. CHCTEMbI MEHEMKMENTA KavecTBa, TpeGopaHua
Ana uenehi peryiaupoBasug
3 EN 1SO 14971:2012 Meanuunckne wamenus. [pumeHeHue MEHEIKMEHTR pPHCKa K
MEHUHHCKHM H3IETTHAM
4. | EN ISO 14630:2009 HMnnaHTaTes Xupypraseckiie Heakrustbie, Obune Tpebosanns
5. EN 1SO 11607-1:2006 Ynakopka And MEAMUMHCKMX W3INEAWH, NOMANEKANMX GUHKLLIHON
crepunnzauud. Yacts 1. TpeGosawns x Marvepuanam, GapbepHbIM
CHCTEMAM 1 CTEPHAHIALNK H YNIAKOBOYHBIM CHCTEMAM
6. EN ISO 5840:2009 CepaeuHo-cocy IMCThIe HMNRAHTATLI. [TPoTessl cepaeuHoro knanana.
7. | 18O 5840-3:2013 CepaeuHo-CocyIMCTbie HMIUIAHTATH. [1poTessl CepaeMHOro KinanaHa.
Yacts, 3. 3ameHHTENH CepaevHOrO KnanaHa, BROJAWMBIE B OPraHHWIM
TPAHCKATETEPHLIMH METORAMH TEPANHH
8. | EN ISO 22442-1:2007 H3fenna MeaHUWHCKWE, MCMOMB3YIOUMHE TKAHH W HMX_NPOH3BOAHbIE

Crp. 42 w3 44
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Z

VASCL“_ AR HucTpykuusa no npumenennio (Poccus)

INNOVATIONS [IpoTe3 aoptansHoro knanaxa Hydra

CucreMa TpaHCKaTeTEpHOH AOCTaBKH MPOTE3a a0PTaNbLHOrO
knanana Hydra (katetep ans aoctaBku nporesa
aopTanbHoro Knanava Hydra, cucrema 3arpy3ku nporesa
aopranbHoro knanasa Hydra)

Penakuus: 02 [Hara: aBryct 2024 r.

XHBOTHOrO NpoucxoxaeHua. Yactb |. MeHemKkMeNT pucka

EN ISO 22442-2:2007

M3penua MeaMUMHCKHME, MCNOMb3YIOWMHE TKAHH H MX MPOM3BOAHbIE
KHMBOTHOrO npoucxoxaeHus. Yacte 2. Koutpons orGopa, cGopa u
obpaboTku

10.

EN ISO 22442-3:2007

W3nenns MeAHUMHCKHE, HMCMONBIYIOWIME TKaHW M WX MPOM3BOAHbBIE
XHBOTHOro npoucxoxaeHus. Yacrb 3. Banupauus yHHuTOKEHHS W/HH
Ne3aKTHBAlHH BHPYCOB M  areHTOB MHGEKLUMOHHOH ryGuaroii
JHuedanonaTuu

11.

EN ISO 80369-1:2018

CoeanHutenn Manoro AMaMeTpa ans XHAKOCTEH H ra3oB, UCMOJIb3yeMble
B 3ApaBooxpaHeHuH. Yactb 1. O6ume TpebGoBaHus

EN ISO 80369-7:2021

CoennHuTeny Masoro AMaMeTpa ans XHAKOCTEN H ra3oB, HCMONb3yeMble
B 3apaBooxpaHeHuH. Yactb 7. YacTHbie TpeGOBaHHA K COEAMHHTENAM
BHYTPHCOCYAHCTOrO WM NOAKOXKHOTO MPUMEHEHUS

EN ISO 10993-1:2009

Hanenna  menuumnHckne. OueHka  OHonoOruuyeckoro  neicraus
MEAKUHHCKUX u3nenuii. Yacts 1. OueHka U uccnenoBavms

14,

EN ISO 10993-3:2014

HUznenua  meauvumuckde. OueHka  6uonorHueckoro  AeHCTBUSA
MEAMUMHCKUX Hu3zenwii. Yacts 3. HccnenoBaHMA reHOTOKCHUHOCTH,
KaHLEPOreHHOCTH M TOKCHYECKOro AEHCTBMA HAa PenpoayKTHBHYIO

byHKuMIO

15.

EN SO 10993-4:2009

Hsnenua  MeanuuHckne. Ouenka  GHonmordueckoro  AeicTBHUA
MEAMUMHCKUX  u3penuil. Yactk 4. HccnenoBaHua — u3nenui,
B3aMMOJEHCTBYIOLLKX C KPOBbIO

16.

EN ISO 10993-5:2009

Hinenna  meanmumuckue. OueHka  OGuonoruueckoro  aedcTBus
MeAUUHHCKUX u3nennii. Yacty 5. UccnenoBanus Ha UMTOTOKCHUHOCTD:
METObI in Vitro

17.

EN ISO 10993-6:2009

Hznenua  meauunHckue. OueHka  Ouonoruueckoro  AelCTBUSA
MEAMUMUHCKUX u3aenuit. Yactb 6. MccnenosaHus MecTtHOro aeicraus
NocJie UMIIAHTALUH

EN ISO 10993-7:2008

H3nenua  MeauuuHckne. OueHka  GHOMOrH4eckoro  AeicCTBUA
MeAHUMHCKMX  W3geani. Yacte 7. OcrarouHoe  cosmepkaHHe
ITHIECHOKCHA NOCIE CTEPHINIALIHH

19.

ISO 10993-10:2013

Uznenns MeguumHckue. OueHka OMONOrHYECKOro AeHCTBUS
MeaMUMHCKUX u3nenuid. Yacts 10. MccnenoBanusa pazapaxatownero
H CEHCHOMM3NPYIOLLErO NeHCTBUS

20.

EN ISO 10993-11:2018

HU3nenna meanumHckue. OueHka OHONOrHueckoro AeicTBUs
MEAHLHHCKHUX U3aEAUNA. YacTb 1. Hccnenosauuns
00LLIETOKCHYECKOrO IEHCTBUS

21.

ISO 14155:2011

PykoBoACTBO MO  NPOBEAEHHIO  KJIWHUYECKMX  WCMbITAHHH
MEIMUMHCKHX H3aennii. Obiuue TpeboBaHus

22.

EN ISO 15223-2016

MeavuuHckue u3genua - CHMBONBLL,  KOTOPLIE  N0JIXKHbI

Crp. 43 u3 44
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Tea.: +66 (0) 2-598-2361 _ »
Daxo: +66 (0) 2-598-2360
2. novra: info@vascularinnovations.com
Caitr: www.vescularinnovations.com
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Pocom, r., mya.l(pacquomﬂpma.w.ﬂp. 1,57 5, now. 109, 110
Ten.: 8(495)280-70.26 - -

1. novra; smivis@smtpl.com
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MepeBoj fAHHOTO TeKCTa BbIMOMHEH MHOW, NepeBOAYNKOM MapKoBbiM ANleKCaHAPOM
AnekcaHpoBuYeM

MONTHNCH
Poccuitickaa depepaymns

Mopog Mocksa
LBaguaTb BTOPOro oKTA6psA ABe ThicAYM fBajLaTb YeTBEPTOro roga.

A, Aky6oBa TaTbsHa OneroBHa, HoTapuyc ropoga MocKBbI, CBUAETENbCTBYH NOAAMHHOCTb
nofnucy nepesofunka Mapkosa AnekcaHapa AnekcaHaposuya.

MNoanuck caenaHa B .MOeM NPUCY TCTBUN.
JInyHoCTb NofnucasLlero JOKYMEHT YCTaHoB/eHa.

3aperucTpuposaHo BpeecTpe: Ne 77/2171-n/77-2024- 5"

YnnayeHo 3a coBepLueHne HoTapuanbHoro geicTsusa: 400 py6. 00 Kon.
T.O. Akybosa

MepboBas nevaTb
HOTapuyca ropoga
MockBsbl AKy6oson T. O.
WHH 771775502947*

NOAMWUCH noanmceb

Mep6oBasi neyatb
HOTapuyca ropoga
Mocksbl AKy6oBoii T. O.
WHH 771775502947*

Bcero npoLwwHypoBaHo, NPOHYMEPOBAHO
1 CKPEn.4YeHo NnevYaTblo .TcT(a)(oB)

HoTapuyc

Poccuiickan Pepepauys
"opos Mocksa

[BajuaTb BTOPOro OKTABPS ABE ThiCSuM ABaALaTh ueTBépTOro MoA2

A, AkyboBa TaTbsiHa OneroBHa, HoTapuyc ropoga Mockabl,
CBUAETENLCTBYHO BEPHOCTL KOMWW C MPEACTaB/IEHHOrO MHE JOKYMEHTa.
CrpaHunupl 1- /7 npepactaBneHHOro JOKyMeHTa SBSKOTCS KOMMsIMA
3am Aol AMeTpe: Ne 77/2171-H/77-2024- 6T~<A<A.0 7-

NayeHo  coBepLLe”e HOTapWabHOTO AEMACTBUSA: PY6 00

Bcero npoLwwHypoBaHo, MPOHYMepOBaHO
1 ckpenneHo nevatbld Yy O nuct(a)(oB)

Hotapuyc
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