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Name of the device:
LEO+ self-expandable intracranial stents

Design variants:

I. LEO+ self-expandable intracranial stent in the following versions:

1. LEO+ self-expandable intracranial stent in the following versions: LEO0.3.5x12, LE0.3.5xI8,
LEO0.3.5x25, LEO.3.5x30, LEO0.3.5x35, LEO.3.5x50, LEO0.4.5x15, LEO.4.5x20, LEO0.4.5x25,
LEO.4.5x30, LEO.4.5x40, LEO.4.5x50, LEO0.4.5x75, LEO0.5.5x25, LEO.5.5x30, LEO0.5.5x35,
LEO.5.5x50, LEO.5.5x60, LE0.5.5x75.

2. LEO+ Baby self-expandable intracranial stent, in the following versions: LEQO.2.0xI2,
LEO.2.0xI8, LEO.2.0x25, LEO0.2.5x12, LEO0.2.5xI8, LEO0.2.5x25, LEO.2.5x30, LE0.2.5x35,
LEO.3.0x12, LEO.3.0x18, LEO.3.0x25, LEO.3.0x35.

Device delivery set:

LEO+ self-expandable intracranial stent

1. LEO0.3.5x12, comprised of:

- LEO+ self-expandable intracranial stent on the delivery system (LEO.3.5x12) - 1pc.
-Reinforced microcatheter Vasco+ (Vasco+21 (2.4F))- 1pc.

-Y-connector with hemostatic valve - 1pc.

- Rotating device (torquer) - 1pc.

- LFser manual - 1 pc.

-Label with information about the implantable device - 1 pc. (3 stickers).

2. LEO.3.5x18, comprised of:

- LEO+ self-expandable intracranial stent on the delivery system (LE0.3.5x18) - 1 pc.
-Reinforced microcatheter Vasco+ (Vasco+21 (2.4F))- 1pc.

-Y-connector with hemostatic valve - 1pc.

- Rotating device (torquer) - 1pc.

- User manual - 1pc.

-Label with information about the implantable device - 1pc. (3 stickers).

3. LEO.3.5x25, comprised of:

-LEO + self-expandable intracranial stent on the delivery system (LEO.3.5x25) - 1 pc.
-Reinforced microcatheter Vasco+ (Vasco+21 (2.4F))- 1pc.

-Y-connector with hemostatic valve - 1pc.

- Rotating device (torquer) - 1pc.

- User manual - 1pc.

-Label with information about the implantable device - 1 pc. (3 stickers).

4. LEO.3.5x30, comprised of:

-LEO+ self-expandable intracranial stent on the delivery system (LEO.3.5x30) - 1 pc.
-Reinforced microcatheter Vasco+ (Vasco+21 (2.4F))- 1pc.

-Y-connector with hemostatic valve - 1 pc.

- Rotating device (torquer) - 1pc.

- User manual - 1pc.

-Label with information about the implantable device - 1 pc. (3 stickers).

5. LE0.3.5x35, comprised of: A

-LEO+ self-expandable intracranial stent on the delivery system (LE0.3.5x35) - 1 pc.
-Reinforced microcatheter Vasco+ (Vasco+21 (2.4F))- 1pc.

-Y-connector with hemostatic valve -1 pc.

- Rotating device (torquer) - 1 pc.

- User manual - 1pc.

-Label with information about the implantable device - 1pc. (3 stickers).
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-Reinforced microcatheter Vasco+ (Vasco+25 (3.0F))- 1pc.

-Y -connector with hemostatic valve - 1pc.

- Rotating device (torquer) - 1 pc.

- User manual - 1pc.

-Label with information about the implantable device - 1 pc. (3 stickers).

14. LEO.5.5x25, comprised of:

- LEO+ self-expandable intracranial stent on the delivery system (LEO.5.5x25) - 1 pc.
-Reinforced microcatheter Vasco+ (Vasco+28 (3.3F)) - 1pc.

-Y -connector with hemostatic valve - 1pc.

- Rotating device (torquer) - 1 pc.

- User manual - 1pc.

-Label with information about the implantable device - 1 pc. (3 stickers).

15. LEO.5.5x30, comprised of:

- LEO+ self-expandable intracranial stent on the delivery system (LEO.5.5x30) - 1 pc.
-Reinforced microcatheter Vasco+ (Vasco+28 (3.3F)) - 1 pc.

-Y -connector with hemostatic valve - 1 pc.

- Rotating device (torquer) - 1 pc.

- User manual - 1 pc.

-Label with information about the implantable device - 1 pc. (3 stickers).

16. LEO.5.5x35, comprised of:

-LEO + self-expandable intracranial stent on the delivery system (LEO.5.5x35) -1 pc.
-Reinforced microcatheter Vasco+ (Vasco+28 (3.3F)) - 1pc.

-Y-connector with hemostatic valve - 1 pc.

- Rotating device (torquer) - 1pc.

- User manual - 1 pc.

-Label with information about the implantable device - 1 pc. (3 stickers).

17. LEO.5.5x50, comprised of:

- LEO+ self-expandable intracranial stent on the delivery system (LEO.5.5x50) - 1 pc.
-Reinforced microcatheter Vasco+ (Vasco+28 (3.3F)) - 1 pc.

-Y -connector with hemostatic valve - 1 pc.

- Rotating device (torquer) - 1 pc.

- User manual - 1 pc.

-Label with information about the implantable device - 1 pc. (3 stickers).

18. LEO.5.5x60, comprised of:

- LEO+ self-expandable intracranial stent on the delivery system (LEO.5.5x60) - 1 pc.
-Reinforced microcatheter Vasco+ (Vasco+28 (3.3F)) - 1 pc.

-Y -connector with hemostatic valve - 1 pc.

- Rotating device (torquer) - 1pc.

- User manual - 1pc.

-Label with information about the implantable device - 1pc. (3 stickers).

19. LEO.5.5x75, comprised of:

-LEO + self-expandable intracranial stent on the delivery system (LEO.5.5x75) -1 pc.
-Reinforced microcatheter Vasco+ (Vasco+28 (3.3F)) - 1 pc.

-Y -connector with hemostatic valve - 1 pc.

- Rotating device (torquer) - 1 pc.

- User manual - 1pc.

-Label with information about the implantable device - 1pc. (3 stickers).

LEO+ Baby self-expandable intracranial stent:
1. LEO.2.0x12, comprised of:
- LEO+Baby self-expandable intracranial stent on the delivery system (L.EO.2.0xI2) - 1pc.
- Rotating device (torquer) - 1 pc.
4\46
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Figure 3 - Reinforced microcatheter for installation (delivering catheter Vasco+)

«* Y-connector with hemostatic valve (5), which allows to install the introducer in the base ot
the microcatheter (Figure 4)

Figure 4 - Y-connector with hemostatic valve
> Included in the package of the LEO+ stent delivery kit
> Not included in the delivery kit of a LEO+ Baby stent

<* Rotating device (torquer) (figure 5), which secures the guide firmly and assists to rotating
and advancing the microcatheter.

Figure 5 - Rotating device (torquer)

Stents are supplied installed on the delivery guide according to the arrangement below (Figure 6);
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It is necessary to check the data on the device label regarding the maximum and minimum diam A
of the artery, depending on the nominal size ofthe LEO+ / LEO Baby stent used.

The stent should be chosen of such length that it would go beyond the neck of the aneurysm from
both sides for a distance exceeding at least 1.5 times the diameter of the target artery (see Figure 9).

1.5 X0a mm 1.5 X0a mm
Figure 9. Determination ofthe size of LEO+/LEO+ Baby stent to be used

Technical specification
The device construction materials are shown in Table 1

Name of device Device materials
component
Leo+ Leo+ Baby
Stent (Implant)
Braid Nitinol (nickel-titanium alloy, 45% titanium CAS # 7440-32-6, 55% nickel CAS #
7440-02-0). produced bv Fort Wavne Metals, USA
X-ray contrast Platinum 90% CAS # 7440-06-4 /  Platinum 92% CAS # 7440-06-4 / Tungsten 8%
markers iridium 10% CAS # 7439-88-5, CAS # 7439-88-5,
Production Johnson Matthey, Made By Johnson Matthey, United Kingdom

United Kingdom

Delivery system
Delivery guide Nitinol (nickel-titanium alloy, 45% titanium CAS # 7440-32-6, 55% nickel CAS #
7440-02-0), produced by Fort Wayne Metals. USA

Distal tip (platinum tip) Platinum 92% CAS # 7440-06-4 / Tungsten 8% CAS u 7440-33-7, Production
Johnson Matthey, United Kingdom

Proximal part Stainless steel (AISI SUS 304L) manufactured by Fort Wayne Metals, USA
Introducer Polvethvlene (ALCUDIA 4810) manufactured by Repsol, Spain
Fixing wings, radio- Platinum 90% CAS # 7440-06-4 / Platinum 90% CAS # 7440-06-4 / iridium 10%
opaque marker of iridium 10% CAS # 7439-88-5, CAS # 7439-88-5, Production Fort Wayne
delivery guide Production Fort Wayne Metals, Metals, USA

USA
Stainless steel braid Stainless steel (AISI SUS 304L) manufactured by Fort Wayne Metals, USA
Protective ring Polyethylene (Rigidex 5502 GA), manufactured by INFOS Olefins & Polymers, UK

Clamps: Polyethylene (Rigidex 5502 GA), manufaetured by INFOS Olefins &
Polymers. UK. pigment Blue (BIO 1)
Terminal Film 12/50 PET / PE STD (35709 G), Paper PS41 STD, manufactured by
sterilization package =~ SUDPACK MEDJCA, China
for the stent
(primarv package)

Torquer Polyamide Rilsan BESVO A MED, by Arkema, France
Individual package Film 12/50 PET / PE STD (35709 G), Paper PS41 STD, manufactured by
of torquer SUDPACK MEDICA, China

10\46

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



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



laoie z - lecnwcai cnaracieiisuch

Product

Intracranial
self-expanding
LEO+ Baby
stent

Intracranial
self-expanding
LEO+ stent

Product
versions

LEO.2,0xI2
LEO.2,0xI8
LEO.2,0x25
LEO0.2,5x12
LEO0.2,5xI18
LEO.2,5x25
LEO.2,5x30
LEO.2,5x35
LEO.3.0xI12
LEO.3,0xI8
LEO.3,0x25
LEO.3,0x35
LEO.3,5x12
LEO.3,5x18
LEO0.3.5x25
LEO.3.5x30
LEO0.3,5x35
LEO.3,5x50
LEO.4,5x15
LEO.4,5x20
LEO0.4,5x25
LEO.4,5x30
LEO.4,5x40
LEO.4,5x50
LEO0.4,5x75
LEO0.5,5x25
LEO.5,5x30

Recommende
d artery
diameter
(mm)

From 15to 2.5

From 2.0to 3.1

From 2.5 to
3.6

From 3.1 to

4.25

From 4.25 to
5.30

From 5.30 to
6.50
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Nominal
diameter of
stent (mm),
+5%

2.0

2.5

3.0

3.5

45

5.5

Length of
stent with
nominal
diameter
(mm), £5%
12

18

25

12

18

25

30

35

12

18

25

35

12

18

25

30

35

50

15

20

25

30

40

50

75

25

30

Length of stent
on delivery
system (mm),
+5%

14
21
30
17
23
31
37
44
17
24
32
47
18
24
34
40
48
70
24
30
37
42
56
70
109
36
43

Completely open

stent
Diamete
r (mm),
+5%

2.8

3.2

3.8

4.4

54

6.7

Length
(mm),
+5%
8

12
16

8

12
16
19
23

9

13
16
24

9

12
17
19
24
36
12
15
18
21
28
37
55
18
21

Delivering
catheter

Vasco+10(1,9
F

Vasco+10(1,9
F)

Vasco+21
(2,4F)

Vasco+21

(2,4F)

Vasco+25
(3.0F)

Vasco+28
(3,3F)

Stent cell
size, (+0/-
0,01)

1.8 F (0.60
mm)

19 F (0.63
mm)

1.9 F (0.63
mm)

2.1 F(0.70
mm)

2.4 F (0.80
mm)

2.4 F (0.80
mm)
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Extraction and replacement of The stent is installed to be used indefinitely and is not supposed to be extracted from the

implant natient's body and replaced.
Resistance to effects of biological The products are resistant to effects of biological fluids and secrets released by body
fluids tissues they contact with at operation: resistant to effects of aggressive biological fluids

(blood) (the stent material is inert to effects of internal milieu)

Table 4 - Technical characteristics of stent delivery system

Parameters Specification

Design Delivery of stent along a guide.

Lenath of delivery system 2000 mm (+10/-100 mm)

Outer diameter of delivery system 0.38 mm (£0.055 mm) for LeoxBaby
0.55 mm (£0.055 mm) for Leox

Leneth ofthe distal tip 9 mm (x1/-0 mm)

Diameter o f the distal tip 0.22 mm (£0.02 mm)

Length of introducer 600 mm (+5/-20 mm)

Length of stainless steel braid 4 mm (£0.05 mm) for Leox
For LeoxBaby:
LEO.2.0X12 89 mm (x£0.1 mm)
LEO.2.0X18 82 mm (£0.1 mm)
LEO.2.0X25 74 mm (£0.1 mm)
LEO0.2.5X12 89 mm (0.1 mm)
LEO.2.5X18 82 mm (x0.1 mm)
LEO0.2.5X25 74 mm (£0.1 mm)
LEO.2.5X30 68 mm (0.1 mm)
LEO0.2.5X35 61 mm (£0.1 mm)
LEO.3.0X12 89 mm (x0.1 mm)
LEO.3.0X18 82 mm (x0.1 mm)
LEO.3.0X25 74 mm (0.1 mm)
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- Vascor Cdeliverine catheter Vasco+)

Overall length (mm)

Ouicr distal diameter, Fr {mm}

Inner distal diameter *' {mm)

Outer proumnl diameter Fr (mm)

Inper proximal diameter "' {(mm)

Maximum tiamcter of compatible guide "' (mm}
Numberof . .. . -

a1 amemAE i e wm ==

strength of marker conncction
Strength of conacction of hub and rigid tube
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*All dimensions are indicated in mm. Size tolerances, which are not specified in Table 3, are +5%

Vasco+21 design:

"0 0810

Super
resilient
tube
Resilient tube
Extra resilient tube

+All dimensions are indicated in mm. Size tolerances, which are not specified in Table 3, are +5%
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Vasco+25 (3.0F) design.

Dista) tip 00ii 5o

Medium shaft Rigid tube
Median resilient tube Hub

Resilient tube
Extra resilient tube

*All dimensions are indicated in mm. Size tolerances, which are not specified in Table 3, are £5%

Vasco+28 (33F) design:

— ®K'
1250
| Medium shad Rigid lube
Super resilient tube Medlurrt resilient tube
149Q125
*All dimensions are indicated in mm. Size tolerances, which are not specified in Table 3, are £5%
Y-connector with hemostatic valve:
It must pressurize well and prevent the blood loss.
Distal Luer tip is connected with the catheter or other devices.
Length in open position 68+1 mm
Length in closed position 63.3 £1 mm
Internal diameter of valve 2.67 mm=5%
Connection joint Luer lock with tapering of 6%
Valve air-tightness Up to 300 kPa
Maximum weight ilg
Torque device (torquer):
Parameter Value
Length in fullv open position 51.5 £0.5 mm
Length in fully closed position 48 £0.5 mm
External diameter of handle 0.7 £0.1 mm
External diameter of cap 101 mm
Internal (working) diameter 1+0.01 mm
This product shall ensure gripping of the From 0.36 to 0.89 mm
wire with diameter
Maximum weight s
20/46
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Package;
Overall dimensions
Package for terminal 290x255 mm (+5%0)
sterilization (primary

package): stent

Package for terminal
sterilization (primary
package):
Y-connector with
hemostatic valve

Package for terminal
sterilization (primary
package):

torque device (torquer)

Package for terminal 290 x 255 MM (£5%6)
sterilization (primary
package): Vasco+

reinforced microcatheter

Secondary package 300x 260 mm (+5%)

(cardboard box)

Transportation container 526 x 380 x 306 mm (+5%b)
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184 x 100 mm (£5%)

184 x 100 mm (5%)

Specifications
Width of adhesive layer: 10+1 mm,

Tensile strength: > 1.2 N
Detachment/opening force: 2.5£0.5 N,

Weld joints shall be even - without burnt spots
or folds; packing material surfaces shall be free
from cracks, pressed folds, wrinkles,
punctures, tears, material laminations, dirt, as
well as sticking of internal surfaces of packing
materials.

Width of adhesive layer: 10+1 mm.

Tensile strength:> 1,2 N

Detachment/opening force: 2.5£0.5 N,

Weld joints shall be even - without burnt spots
or folds; packing material surfaces shall be free
from cracks, pressed folds, wrinkles,
punctures, tears, material laminations, dirt, as
well as sticking of internal surfaces of packing
materials.

Width of adhesive layer: 101 mm,
Tensile strength: > 1,2 N
Detachment/opening force: 2.5+0.5 N,

Weld joints shall be even - without burnt spots
or folds; packing material surfaces shall be free
from cracks, pressed folds, wrinkles,
punctures, tears, material laminations, dirt, as
well as sticking of internal surfaces of packing
materials.

Width of adhesive layer: 10+1 mm.

Tensile strength: > 1.2 N
Detachment/opening force: 2.5£0.5 N,

Weld joints shall be even - without burnt spots
or folds; packing material surfaces shall be free
from cracks, pressed folds, wrinkles,
punctures, tears, material laminations, dirt, as
well as sticking of internal surfaces of packing
materials.
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Data on sterility

This product is supplied sterile. Sterilization parameters: gas sterilization method (ethylene oxide) in compliance
with requirements of 1ISO 11135 (residual contamination level is 10'N).

Repeated sterilization of this product is forbidden.

Repeated use is forbidden.

Transportation, storage and use

This product may be transported by any means of transportation, in covered vehicles and in compliance with cargo
transportation regulations valid for the relevant means of transportation.

Transportation conditions: air temperature from +5°C to +35°C, relative humidity from 35% to 80% (non-
condensing) and atmospheric pressure of500 - 1060 hPa.

Storage conditions: air temperature from +5°C to +35°C, relative humidity from 35% to 80% (non-condensing)
and atmospheric pressure of 500 - 1060 hPa.

The product shall be stored in the original package of the manufacturer in a clean, dry place, away from heat
sources and direct sun light, at controlled temperature.

Use conditions: air temperature from +32°C to +42°C, relative humidity from 60% to 100% (non-condensing) and
atmospheric pressure of 500 - 1060 hPa.

Recommendations to medical specialist
Materials (Information for use for a medical specialist)
The product and its package do not contain any natural latex or polyvinylchloride.

Indications:

LEbOl?_/LEQI+ Baby self-expanding stent is used for treatment of intracranial aneurysms in combination with
embolic coils.

Contraindications:

Use of LEO + stent is counter-indicative in the following cases:

- In patients with developing bacterial infection.

- In patients with contraindications for anticoagulant, anti-platelet therapy, or thrombolytics.
- In patients with known hypersensitivity to nickel-titanium.

- In patients with anatomic features, which prevent stent from advancing or expanding.

- In patients, who had not been administered anti-platelet drugs prior to the procedure.

- In patients resistant to the effect of anti-platelet and/or anticoagulant drugs.

- These products are counter-indicative for newborns, prematurely bom children and infants.

Potential complications:

Complications and adverse manifestations may include without limitation:
- Death

- Renal insufficiency

- Sepsis / Infection

- Embolism

- Apoplexy

- Allergic reactions

- Perforation, rupture, dissection or any other arterial damage
- Diffuse intravascular coagulation

- Hemorrhage

- Arrhythmia

- Intima rupture or dissection

- Neurological disorders

- Aneurysm recanalization

- Migration / embolism

- Thrombosis

- Circulatory insufficiency

- Heart failure and ischemia

- AV fistula
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- This product is designed only

- K< ' product in dry place at  room

- Stent may be used only with the catheter, which is supplied * boxes
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scanned provided that the following conditions are observed:

Static magnetic field
- static magnetic field of 3 T or less;
- maximum spatial gradient of magnetic field of 720 Gs/cm or less.

Heating associated with M R |

During the pre-clinical trial, LEO+ stent was causing a temperature rise during the MRI scanning within 15
minutes with the application of 1.5-Tesla (1.5 Tesla / 64 MHz, Magnetom, Siemens Medical Solutions, Malvern,
PA) MRI systems. Numaris / 4, Version Syngo MMR 2002B DHHS) and 3-Tesla (3-Tesla/ 128 MHz, Excite)
software was used. Also, G3.0-052B, General Electric Healthcare, Milwaukee, WL software was used.

Maximum temperature change MRI status
+2.0°C 1.5-T / 64-MHz
+2.IC 3-T/ 128-MHz

These temperature changes are not hazardous for human under the above-stated conditions.

Information about artifacts

The MR image quality can worsen, if the region of interest is within the same area or.relatively close to the area,
where the implant is positioned. That is why some optimization of MRI parameters may be needed to compensate
for the presence of this implant.

Pulse sequence TI-SE TI-SE GRE GRE
Signal void size 486-mm” 52-mm™ 831-mm»" 79-mm’\_
Image plane orientation parallel perpendicular parallel perpendicular

A) Choice of stent size

Success of stent implantation depends on correct choice of the stent size. A stent of the wrong size may lead to
damage of vessels or stent migration.

It is required to be guided by the data indicated on the product label regarding the permissible maximum and
minimum artery diameter with respect to the nominal size of the applied LEO+/LEO+ Baby stent.

The stent length must be chosen such as to ensure the stent protrusion beyond the aneurysm neck from both sides
by the length exceeding the target artery diameter, at least, 1.5 times (see Fig. 1 below).

1.5 X0a mm 1.5 X0a mm
Fig. 1.

B) Catheter Dositionin2

- Use only the microcatheter indicated on the label.

- Check up the state of the package to make sure that it has not been opened or damaged.

- Open the sterile package and retrieve the microcatheter using the sterility preservation method.
- Examine the microcatheter to make sure that it has not been damaged.
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the microcatheter in sterile saline solution to ensure its patency.
- Insert the wire guide into the microcatheter (see the instructions to the wire guide) through a Y-connector with
the valve, ensuring thus the infusion of the guiding catheter during the whole process.
- Advance gradually forward the assembled unit formed by the wire guide and the microcatheter, moving in turns
first the wire guide and then the microcatheter.
* Direct the wire guide into the chosen vessel, applying carefully a torque force to it under the visualization
control.

C) LEQ+ stent preparation before implantation

- Check up the state of the package to make sure that it had not been opened or damaged. Open the package and,
following the aseptic rules, retrieve the introducer tube and the Leo stent, fit on the delivery wire.

- Check up all the components to make sure that they are not damaged.

- Make sure that the end of the delivery wire is entirely within the introducer.

- Attention: Do not let the stent expand (even partially) beyond the introducer.

- Attention: Do not give shape to the delivery wire tip.

- Insert the introducer halfway into the Y-connector with the hemostatic valve assembled with the microcatheter.

- Close the Y-cormector valve; do not connect the introducer to the microcatheter base, so that the liquid could
flow back in the tube.

- A drop of liquid formed on the tube end opposite to the one located inside the catheter base signals that the
introducer tube is filled with the liquid.

- Loosen the Y-connector valve.

- Push the introducer tube through the Y-connector, until it is connected to the microcatheter base.

- Close the valve so that the introducer tube remained in its place. Attention: check up if there is a reliable
contact and conformity between the introducer tube and the internal part of the microcatheter base.

- Advance the delivery wire forward so that the stent was displaced from the introducer into the microcatheter.
Advance the stent inside the microcatheter for, at least, 70 cm.

- Do not attempt to retrack the stent back into the introducer tube.

- Loosen the Y-cormector valve and remove the introducer tube, retaining the delivery wire in its place.

- Tighten up the Y-cormector valve.

- Then advance the stent in the microcatheter with the help ofthe delivery wire.

- Attention: if any resistance is felt at any stage of the work with the stent, retrieve the system and replace
it with a new one.

D) Stent expansion

- Put the distal end of the stent (1) at the target place; the distal end shall protrude beyond the aneurysm neck for
the length exceeding the target vessel diameter, at least, 1.5 times (see Fig. 1).
- Carefully expand the stent, while advancing the delivery wire (2) and retracting the microcatheter (4).

Note: At this stage, the distal end of the delivery wire (2) will advance forward (as the stent will shorten, while
getting expanded).
- Attention: Make sure that this motion is done freely in the artery to avoid perforation.
- At any moment of expanding (until the distal marker (7) of the microcatheter (4) coincides with the marker (6)
ofthe delivery wire), the stent can be returned into the microcatheter by pulling the delivery wire (2).
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Appearance of radio-
opaque markers
Fig. 2

- If the stent position needs to be changed, puli carefully the microcatheter over the expanded stent, then shift the
system and expand the stent at the new place.

- Note: While the microcatheter is being pulled over the stent to return it, the stent position may be stabilized, if
needed, by pulling at the delivery wire.

- Caution: If any resistance is felt during the return of the stent into the microcatheter, stop the attempts to
return the stent. Pull back slightly the microcatheter to expose the stent (trying not to exceed the limit,
beyond which the return of the stent would be impossible) and then repeat again the attempt to return the
stent.

- Caution: The full return of the stent is possible only once.

- The stent fully comes out of the microcatheter, when the marker (6) of the delivery wire (2) coincides with the
marker (7) of the microcatheter (see Fig. 2 above).

- Keep pushing the delivery wire (2) until it comes onto the radio-opaque marker of the catheter (distal ring) (7)
approximately for 2 mm.

- If at this moment the stent is not separated from the delivery wire (2), move the microcatheter (4) away by 2 cm
in the proximal direction, trying not to move the delivery wire. Try to disconnect the stent by turning gently the
delivery wire through 180° from right to left (Attention: do not turn it through more than 360°, otherwise the
delivery wire may break!) and waiting until the distal part makes a turn during the revolving. Then again advance
the microcatheter towards the stent, until it reaches the stent. Repeat these actions, if needed.

- Attention: To avoid the displacement of the stent after its expansion, do not move or retrieve the delivery
wire, before you make sure first that the stent is completely disconnected.

- Note: Keep the expanded stent accessible by leaving the delivery wire inside the stent.

- Before retrieving the delivery wire, place the distal end of the microcatheter (4) inside the stent, to keep the
distal end of the stent accessible.

- After making sure that the stent is correctly positioned and duly expanded, carefully remove the microcatheter
and the delivery wire.

Technical repair and maintenance
The product shall not be subject to technical repair or maintenance. It is designed only for single use.

Labeling and packing j-o i
Each LEO+/LEO+ Baby stent on delivery system is enclosed in a protective plastic ring for additional
protection against external effects during the transportation and storage, which has to be removed before
the use and then sealed into the package for terminal sterilization (individual package). Afterwards,
together with the instruction for use it shall be packed into a thick cardboard box. The box of LEO+
stents shall also contain the following items: a Y-connector with hemostatic valve, a torque device
(torquer), Vasco+ reinforced microcatheter, each sealed in a separate package for terminal sterilization
(individual package). The box of LEO+ Baby stents shall also contain a torque device (torque), which is
sealed into a separate package for terminal sterilization (individual package).
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keeping stock and traceability of products, each package of the product is provided with adhesive
labels - stickers - which shall be attached to the medical record and other records of the patient with the
implanted stent. The sticker shall contain the following information:

i"BeK Extrusion

10, Ruotto I8 Croix-Vigrwron
95160 Montmorency
France

a) manufacturer’s identification; wa 3 " "
b) product name*" CTeHT nHTpakpaHnasbHbIii camopackpbisatoLmiicss LEO+

¢) production lot No. and/or sterilization lotN o0 JA . ®0277548
d) lot or model No. (based on reference No.).L5"
| fREFI LEOJ.6Xi5
00277546

of«*6

ewawnaii
0. aif»d» H QW «Wigaafan

TBgl LED36B
00277548

sMTImMA
lInaMlieMrVirwran
Wuslanemxny-Inm

dMbnw

iM)onieomer
DA » I»H

Sterile product. Its use is strictly forbidden, if the package is damaged.
The package conforms to 1SO 11607.
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Symbol: “Keep dry”,

. Symbol: “Keep away from sunlight”, AN

. Symbol: “Do not use, if package is opened or damaged”

(8)

. Symbol: “Sterilized with ethylene oxide”,
Y y STEMLAEO
Symbol: “MRI”
. Symbol: “apyrogenic”.
* Non-toxic, _
. Compatible diameter of vessels. For vessels with
diameter from to
. Information on compatible microcatheter, including its basic Compatible only
dimensions. with
. Nominal diameter of stent, length of stent with nominal diameter.
. Length of stent on delivery system.
. Length and diameter of fiiHy extended stent
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e

Product name
Lot No. (LOT)

LOT
Reference No. (REF), R E F

Information about manufacturer

Text: “Made in France”,
Expiry date,

Manufacturing date,

CE labeling. C €

Symbol: “For single use only”, ¢

Symbol: “Re-sterilization is forbidden”.

Information on stent components (stent and delivery

system)

Symbol: “See instruction for use”,

. Symbol: “Caution! See instruction for use”. A
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. Symbol: “Keep dry”,

. Symbol: “Keep away from sunlight”,
. Symbol: “Do not use, if package is opened or damaged”
. Symbol: “Sterilized with ethylene oxide”,
8T1RILEEO
. “MRI1” symbol
. Symbol: “apyrogenic”,
. Non-toxic,
. Compatible diameter of vessels. For  vessels with
diameter from to
. Information on compatible microcatheter, including its Compatible only with
basic dimensions,
. Stent mesh size
* Information on compatible microcatheter, including its
basic dimensions,
. Nominal diameter of stent, length of stent with nominal
diameter
. Length of stent on delivery system
. Length and diameter of fully expanded stent
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. Product name.
. Lot No. (LOT),

LOT
«  Reference No. (REF), R E F

* Information about manufacturer

. Text: “Made in France”,
. Expiry date,

. Manufacturing date,

. CE labeling.

. Symbol: “For single use only”,

. Symbol: “Re-sterilization is forbidden”.

. Information on stent components (stent and
delivery system).

. Symbol: “See instruction for use”,

| Symbol: “Caution! See instruction for use”,
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VASCO*21 (-2021-10

VASCO+

MuKpoKaTeTep apMUPOBaHHBbI
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N Product name.
. Lot No. (LOT),

LOT
. Reference No. (REF), R E F

. Information about manufacturer

. Text: “Made in France”,

. Expiry date,

. Manufacturing date,

. CE labeling.

. Symbol: “For single use only”,

. Symbol: “Re-sterilization is forbidden”.

. Information on stent supply package.

. Symbol: “See instruction for use”,

. Symbol: “Caution! See instruction for use”.
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For transportation purposes the products shall be laid into a package made of corrugated cardboard.
Each transportation container includes two products named “LEO+ self-expanding intracranial
stent” or “LEO+ Baby self-expanding intracranial stent” enclosed in the secondary package.
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Labeling ofthe transportation container

. Product name.
. Lot No. (LOT),

. Reference No. (REF),
. Information about manufacturer
. Expiry date.
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. Manufacturing date.

. Symbol: “Keep dry”.

+
. Symbol: “Keep away from sunlight”,
N n

. Symbol: “Do not use, if package is opened
or damaged”

( &8 )
. Symbol: “Storage temperature”

i
. Number of products in a transportation
rnntainer
. Information about the authorized

representative ofthe manufacturer

Note: After the procedure of state marketing authorization on the RF temtory, the pnm ” and
secondary packages as well as the transportation containers shall be provided with tiie stickers
containing the following information: No. and date of Marketing Authorization.
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Conformity to standards of the Russian Federation

GOST R 50444-92 “Medical instruments, apparatus and equipment. General specifications”;

GOST ISO 10555-1-2011 “Sterile, single-use intravascular catheters. Part 1. General requirements”:
GOST R ISO 25539-2-2012 “Cardiovascular implants. Endovascular implants. Part 2. Vascular
stents”;

GOST RISO 14630-2011 “Non-active surgical implants. General requirements”;

GOST R ISO 15223-1-2014 “Medical devices. Symbols to be used with medical device labels,
labeling and information to be supplied. Part 1. General requirements”;

GOST ISO 11607-2011 *“Packaging for terminally sterilized medical devices. General
requirements”;

GOST R ISO 11070-2010 *“Sterile single-use intravascular catheter introducers. Technical
requirements and test methods”;

GOST R ISO 10993-2-2009 “Medical devices. Biological evaluation of medical devices. Part 2.
Animal welfare requirements”;

GOST ISO 10993-1-2011 “Medical devices. Biological evaluation of medical devices. Part 1
Evaluation and testing”

GOST ISO 10993-4-2011 “Medical devices. Biological evaluation of medical devices. Part 4.
Selection of tests for interactions with blood”;

GOST ISO 10993-5-2011 “Medical devices. Biological evaluation of medical devices. Part 5. Tests
for in vitro cytotoxicity”;

GOST ISO 10993-6-2011 “Medical devices. Biological evaluation of medical devices. Part 6. Tests
for local effects after implantation”;

GOST ISO 10993-7-2016 “Medical devices. Biological evaluation of medical devices. Part 7.
Ethylene oxide sterilization results”;

GOST ISO 10993-9-2015 “Medical devices. Biological evaluation of medical devices. Part 9.
Framework identification for identification and quantification of potential degradation products”;
GOST ISO 10993-10-2011 “Medical devices. Biological evaluation of medical devices. Part 10.
Tests for irritation and delayed-type hypersensitivity”;

GOST ISO 10993-11-2011 “Medical devices. Biological evaluation of medical devices. Part 11.
Tests for systemic toxicity”;

GOST ISO 10993-12-2015 “Medical devices. Biological evaluation of medical devices. Part 12.
Sample preparation and reference materials”;

GOST ISO 10993-13-2016 “Medical devices. Biological evaluation of medical devices. Part 13.
Identification and quantification of degradation products from polymeric medical devices”;

GOST ISO 10993-15-2011 “Medical devices. Biological eviuation of medical devices. Part 15.
Identification and quantification of degradation products from metals and alloys”;

GOST R 52770-2016 “Medical devices. Safety requirements. Methods of sanitation-chemical and
toxicological tests”;

GOST 31214-2016 “Medical devices. Requirements for samples and documentation presented for
toxicological tests, sanitary and chemical analyses, tests for sterility and pyrogenicity”;

GOST 31209-2003 “Containers for blood and its components. Requirements for chemical and
biological safety and methods oftesting”, par. 5.3

National Pharmacopoeia, Volume XII1, General Monograph 1.2.4.0005.15 “Pyrogenicity”.

National Pharmacopoeia, Volume XllI, General Monograph 1.2.4.0003.15 “Sterility”.

Data on disposal

Products shall be disposed of in compliance with SanPiN 2.1.7.2790-10 for Class B waste
(epidemiologically hazardous waste). After hardware decontamination techniques with application of
physical methods and changing of the waste appearance, thus ruling out the possibility of their repeated
usage, Class B waste can be accumulated, temporarily stored, transported, eliminated and dumped
together with Class A waste (epidemiologically safe waste brought more in line with solid municipal
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waste in their composition). Packages with Class B decontaminated medical waste shall bear the
labeling certifying that the waste was decontaminated.

Guarantees

Guaranteed shelf life is 5 years, sterilization validity time is 5 years.

BALT EXTRUSION, France, will not be held liable in the following cases:

() Ifa product was misused, or used by untrained users;

(1) Ifa product was used for indications other than it is designed for.

(1) Ifa product was used together with the products not approved by BALT EXTRUSION;
(IV) Ifa product was repeatedly used or sterilized.

Manufacturer:

BALT EXTRUSION, France

10 rue de la Croix Vigneron 95160 MONTMORENCY, France
+33 (0)1 39 8946 41

silvana.bro\vn@,balt-usa.com

Authorized representative o fthe Manufacturer on the RF territory:
“Perinatal Medical Center” LLC (PMC LLC)

Tovarishchesky per., 20, bid. 4, Moscow, 109004
8- 911-93-17, 8- 911-9377, 8- 912-9592

APOSTILLE
{Convention de La Haye du 5 oclobre 1961)

\. Mpublwmnep-wucrte =
Le present acte public
2. a ete signe par.. ...

3. agissant eu qualite de."Arfache
4, est levetu du sceaiUinibre de..Chambre .de................

Commerce, et dlindustiie.de Paris.........ccccuueee....
Atteste

3. a Paris

I.par le Procureur generalpres la Com d'appel de Paris

9. Sceau : 10. Signature

"L 'Apostille cotifirme seukinfnt I'autJieiiiicile de fa signature, du sceau ou
timbre sur te document. EUe ne signifiepas que le conienii du document est
correct on que la Republigiiefrangabe approitre son coutenu "
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Knaccugpukaums um3genns B COOTBETCTBUM C HOMEHKIATYPHbIM  KNacCUPUKATOPOM MEeAULMHCKUX W3LeNniA,

yTBEPXXAEHHbIM NpMKa3zoM MuUHUCTEPCTBaA 3apaBooxpaHeHns Poccuiickon degepaumnm ot 06 noHsa 2012 r. Ne 4H
-218150.

Bua KoHTaKTa ¢ opraHuaMomM: CTeHT-MMMAAHTAT - MOCTOSAHHbI KOHTAKT C KpPOBbH); CUCTEMa [JOCTaBKWM CTEHTa
apMMpPOBaHHbI  MMKPOKATeTEP -  KPATKOBPEMEHHbIA KOHTAKT C KpPOBbl; TOPKep, Y-KOHHEKTOp C
reMocTaTMYeCKUM KanaHoM, 3alUTHbIA 0604, ynakoBKa Ans PUHULLHOM cTepunusaunn (NepBuyHas ynakoBKa
n3genvs), MHAUBMAYya/ibHas YMNakKoBKa TOpPKepa. WHAMBMAyaslbHas YyNakKoBKa apMMPOBAHHOIO0 MUKpoOKaTeTepa
Vasco+, BTOpPUYHAs YynakoBka (KapTOHHasi KoOpobKa), TpaHCMOpTHas YnakKoBKa — KPaTKOBPEMEHHbI
0MocpefioBaHHbIi KOHTaKT C HEMOBPEXAEHHO! KOXXEN.

Ycnosus NpUMeHeHus: nedebHble 1 1eYebHO-NMPodunaKTUYeCKue MenLMHCKNe yupexaeHnsa (ycTaHoBKa CTeHTa
JO/MKHA OCYLLECTBAATLCA TOMbKO B MEAUUMHCKUX YUpexAeHUsX, rAe BO3MOXHO OKas3aHue 3IKCTPEHHOM
MeAMLMHCKON nomoLliu). M3genue [0O/KHO WCMOMb30BaThCA TOMbKO OMbITHbIMW BpadamMu-crieumanmctamm B
061aCcTN UHTEPBEHLUMWOHHOM HENpopagmMonormm u fIeYeHU0 MHTpPaKpaHuabHbIX aHeBpuam. CTeHTbl LEO+ n
LEO+ Baby npefHasHayeHbl [N MMMAaHTauuMM MaumeHTam ¢ aHeBpuM3MaMu COCY[O0B TOJIOBHOIO MO3ra,
He3aBMCMMO OT Mona U Bo3pacTa (3a UCK/IOYEHNEM HOBOPOXKAEHHbIX, HeLOHOLIEHHbIX feTeidl U MiafeHuUeB), U
KOTOpbIE He MMEIT MPOTMBOMNOKAa3aHWIA.

Ha3Ha4deHue

W3genne npefHasHayeHO AN UMMAAHTaUMM B OCHOBAHME WM POAUTENBLCKYH apTepuio BHYTPUUepernHoi
aHeBpU3Mbl C Uenblo 06ecriedeHns [OCTaBKU 3IMOOIM3UPYIOWMX CPeACcTB AN1A  3anofiHeHUS aHeBPU3MbI,
obecrneyvyeHs1 CBEPTLIBAEMOCTM KPOBW BHYTPM aHeBPU3Mbl 3@ CUET 3aMef/IeHUsi KPOBOTOKA BHYTPW aHeBpPU3Mbl
n/vnn obecrnevyeHUs MNOAJEPXKKN pasMeLleHHOW BHYTPU aHeBpuM3Mbl civpann pAas ambonusauumn cocyfnos
ro/I0BHOr0 mos3ra.

Ocobble cBolicTBa U3genns

OnuncaHue N KOHCTPYKLUUA

CTeHT WHTpaKpaHWabHbIA camopackpbiBaowmiics LEO+ (panee no TekcTy - cTeHT LEO+) w© CTeHT
WHTpaKpaHuasbHbIli  caMopackpbiBatowmiica LEO+ Baby (ganee no TekcTy- cTeHT LEO+ Baby) -
caMopacKpblBaloLnecs nMneTéHble CTEeHTbI, cocToAwMe M3 16 TOHKUX HWUTUHOMOBBLIX MpPOBO/OYEK.  [lBa
MPOAO/IbHbBIX PEHTIeHOKOHTPACTHbLIX MIATUHOBbLIX MapKepa NPoXoAAaT yepes BClo AivHy LEO+ u LEO+ Baby, yuTto
YNy4llaeT ero Bu3yanmsauuio u KoHTposnb. CTeHTbl LEO+ u EEO+ Baby umeloT 3akpyrieHHble KOHLbI C
pacLUMpeHHbIMU OKOHYaHUSAMMK, 4TO 0becneumBaeT Y/y4lleHHOe MpueraHve K CTEHKe W [efaeT pasmeLleHune
CTeHTa HaMHOro MpoLLie.

Mpn pasmelleHnn CTEHT MepefaeT BHELUHIOW pajuasibHYl0 CUy Ha MOBEPXHOCTbL MNpocBeTa cocyja Aid
pacKpbITMSA (CamopacLUMpPAOWNIACA CTeHT 06M1a4aeT MexaHWYecKMM MpPY>XMHONOAO6HbIM CBOWCTBOM, KOTOpOe
Mo3BOJIAeT EMY PacLUMPATLCA A0 NpPefornpeaesieHHOro gMamMeTpa).

CteHTbl LEO + n LEO + Baby no3BonstT NpoBecTU MUX PenosnuMoHUpoBaHKeE B Ciiydae Ux packpbitusa o 90%
NX 0INHBI pasBepTbIBaHUA.

CteHT LEO+ Baby umeeT manbiii npoguab, 4YTO MO3BOMSET NOAYy4YUTb JOCTYN K cyjam Ao 15 mm B gnametpe.
CTteHT LEO + Baby coBMeCTUM ¢ MUKPOKATETEPOM MAaTOoro npoguns.

PucyHok 1- BHewHWi BUA cTeHTa
CuncTemMa yCTaHOBKMU CTeHTA (CMCTeMa JoCTaBKM)
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LEO+/LEO+ Baby cucteMa ycTaHOBKM cTeHTa LEO BK/tOUaeT B cebs:
CamopacKpbIBalOLWMACA HUTUHOMOBLIA CTeHT (1) m cucTemy pgoctaBku. CucTema [AOCTaBKU COCTOMT U3
NPoBOAHMKa focTaBkM (2) n uHTpogbtocepa (3). CteHT LEO+/LEO+ Baby npefBapuTeflbHO YCTaHOB/IEH Ha

YcTtaHoBka LEO+/LEO+ Baby TpebyeT UCnosib30BaHNS CNefyoLmnx KOMMNOHEHTOB:

ApmnpoBaHHbIi MuKpokaTeTep Vasco-t- (4) ons ycTtaHoBkM {N0 TeKCTy - [LOCTaBNAKLWMIA KaTeTep
Vasco+) (pPUCYHOK 3):
> Bxo4uT B NakeT KOMMJeKTa noctaBku cteHta LEO+

> He BX0anT B KOMNAEKT nocTaBku cTeHTa LEO + Baby (ncnonb3oBaTb TOIbKO MUKPOKaTETepP, YKa3aHHbIN
Ha 3TUKETKE CTEHTA)

LLILLLLLILLI L

PucyHOK 3 - ApMMpPOBaHHbI MUKPOKaTEeTep A/1s1 yCTaHOBKM (4OCTaBNSAKOLWMNI KaTeTep Vasco+)

Y -KOHHEKTOP C reMocTaTMyecKum KnanaHoM (5), KOTopbIii MO3BONSAET YCTAaHOBUTb NHTPOLbIOCED B
OCHOBaHMe MMKpokaTeTepa (PUCYHOK 4)

VAVANEVAN
1

PUCYHOK 4 - Y -KOHHEKTOpP C remoctatuyecKum KnanaHom
BxoAnT B nakeT KommnekTa noctaBku cteHta LEO+
> He BXoAMT B KOMMNEKT noctaBku cteHTa LEO + Baby

% BpalLatoLLee ycTPoiicTBO (TopKep) (PUCYHOK 5). KOTOPOE MPOYHO yAepXMUBaeT NPOBOAHNK U NoMoraeT
BPALLIEHMIO U NPOABUXEHNI0 MUKpOKaTeTepa.

>
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PucyHok 5 - Bpalatowee ycTpocTBO (TOPKeP)

CTeHTbl MOCTaBNATCA YCTAHOBEHHLIMU Ha NPOBOAHWUK AOCTaBKW, COTMIacHO HUXXeCNeaytoLLei cxeme (puc.6):

TIN\KB. M|»aBopLulk
(IIHHl'alLaﬂ A J0CT&BIO1

CTEHT
(wrTpogbloch}

PwrrtBKOVtpUTVMB

\M 771(’\ NpW o AukKa

®HKCH|>NTo]lwe KpbIbs
PUCYHOK 6 - CTeHT yCTaHOBI'IEHHbIVI Ha NpPoBOAHUKE AOCTaBKWU

KOHCprKLI,VIFI CUCTeMbl JOCTaBKM CTeHTa Leo+ nokasaHa Ha PUCyHKe 7.

Ywucla.lbHbli PeHNCHKOMTPaCcTHbI MapKep MPOBOHMKA JOCTaBKM
KOHUYMK Cren! ®ukKcupyroLuine Kpblibs WHTpoabtocep
® "KZZL.
OMTH

onneTka S3 Hep)KaBeroLwes
( nmnemMma gocyHaBKun

PucyHoOK 7 - KOHCTPYKLUNA CUCTEMbI ocTaBKK Leo+

KOHCTPYKLMSI CUCTEMbI I0CTaBKM CTeHTa Leo+ Baby nokasaHa Ha pucyHKe 8.

dukcnpyroume

AvcTanbHbIl _,
MTeHT Kpbbiba [/

KOHYUNK PeHTFeHKOHTpaCTBbIVI MapKep nNnpoBOAHUKA OCTaBKM

OnneTKa 13 Hep)kaBeloLWen ctanm

MHTpoabtocep

(.’'mcTema gocTaBKM
PrcyHOK 8 - KOHCTPYKLMSA cUCTEMbI focTaBku Leo+ Baby

BbiGop pa3mepa CTeHTa
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CTEHTH HE NOABCPIAKTICK CHKATHIO LIPH KNHBBYCCKAOM HCITOJILSOBAIIMI
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Tabauua 3 - TexHuueckue XapaKTepUCTHKHE APMHPOBAHHOIO MHKpadTetepd Viasen® {J0CTABARKILEID KATCTCpa Vaseod)
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/QKVIpOBKa BTOPMYHOW ynakoBKK (Kopobkn) LEO+ copepxur:
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HanmeHoBaHMe n3genuns.
Homep naptum (LOT).

Howmep no katanory (REF),

NHhopmauns o nponsBoguTene

Tekct «CpenaHo Bo ®paHumn»,
[aty ncreyeHms cpoka rogHocTu,

[aTy nsrotoeneHus.

Mapkuposky CE,

CVMBON «He UCMO0JIb30BaTb MOBTOPHO».

CUMBO/ «He CTepMUIM30BaTb MOBTOPHOY.

MHpopmaymnio 4dacTax cTeHTa (CTeHT

cucTemMa A0CTaBKM).

CumBon «O6paTUTECh K WHCTPYKLWUWM MO

MPUMEHEHWNIO».

Cumon  «OcTtopoxHo! O6patutech

WHCTPYKLMMN NO MPUMEHEHUNIOY,
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MuKpoKaTeTep apMUPOBaHHbIN
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. HanmeHoBaHMe n3fenuns.

. Homep naptum (KOT), L T
. Howmep no katanory (REF), I f I
. NHdpopmayus o nponssogutene

. TekcT «CaenaHo Bo dpaHumumn»,

. [aTty ncredyeHusa cpoka rogHocTu,

. JaTty nsrotosneHuns.

. Mapkuposky CE,

. CnUMBON «HEe NCM0Nb30BaTb MOBTOPHOY,

. CuMBON «He CTEpPUIN30BaTb MOBTOPHO».

. MHpopmaumio O KOMMAEKTe nocTaBku

CTeHTa,

. CumBon «O6paTtutecb K WHCTPYKUUKM MO
NMPUMEHEHUIO». \]L
. Cumson  «OcTtopoxHo! O6patutecb K

WHCTPYKLMMN MO NMPUMEHEHUIO».
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Mapkiposka Wi e YAILHOR ynakoskr | 1-(Y+ Baby conepsnt:
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[ns TpaHCNOPTMPOBKM M3AeNNs NOMeLLalTCs B YNaKOBKY 13 ropuMpoBaHHOI0 KapToHa.

Kaxpaas TpaHcnopTHas ynakoBka COAepXWUT fBa wu3genus «CTEHT WHTpaKpaHuanbHbIi

camopackpbiBatoluiics LEO+» nnn «CTeHT MHTpakpaHWaNnbHblii camopackpbiBatowuiicas LEO+
Baby» BO BTOPUYHOI yNaKoBKe.
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CTeHT NHTpakKpaHuanbHbIN
camopackpbiBatomincs LEO-~-Baby
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MapK1poBKa TPAaHCMOPTHOW YNaKoBKU

. HanmeHoBaHue nsgenus,

. Homep naptum (LOT), LOT

. Howmep no katanory (REF), I f I
. WNHdopmaumna O npoussogutene

. [aty ucrteyeHms cpoka rogHocCTMm.
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AMNOCTUNb
{laarckas KoHBeHLMA 0T 5 oKTA6pA 1961 1.)

1. ®paHuysckas Pecnybnuka Poccusa

HacToawunin ohuunanbHblii LOKYMEHT:
2. 6611 nognucaH N9E
3. BbICTYNawwumm B Kayectse ATTalle

4. cKpenneH nevyaTbro/WITaMnoM TOProBo-NPOMbILLIEHHOA
nanatsl r. Mapunxa

Y nocToBepeHo
5. BT. MNapunxe
6.20 mapTa 2018 T.

7. l'eHepanbHbLIM NPOKYypopoM AMennsaunoHHOro cygar.
Mapuxa

8.3aNe7401-3

9. MNMeyatb: 10. Mopnuce:
/W Tamn;//INOANWNCbB/
Mwuwens JIEPHY
MepBblil reHepanbHbIN agBokat

[AeuyTe /ANENNAUMNOHHbBIV CYA * . MAPUXA *

«ANOCT UMb NOATBEP>KAAET UCKNOUYNTENbHO NOAAMHHOCTb NOANMCK, NeYaTu UM WTamna Ha fOKyMeHTe. OH He
NoATBEP>KAAeT, YTO Cofep>KaHne LOKYMeHTa BepHO uan 0go6peHo P paHLy3cKoil Pecnybnunkoi».

MepeBogumK: aAnN.'nN-b

Poccuiickaa depepayms
Nopog Mocksa
[Baauatb BOCbMOro MapTa iBe ThiCA4YM BOCEMHAALATOr0 roga

A. CmupHosa Onbra BnagumuposHa, HoTapuyc ropofa MOoCKBbI, CBUAETENLCTBYHO NOANMHHOCTb
nognucu nepesogumnka MogywmnHon VNpnHol AHaToNbEBHbI. MOANUCL caenaHa B MOEM NMPUCYTCTBUMN.
JInyHocTb NnoAnucasLLero AOKYMeHT YCTaHOB/IeHa.

3aperucTpupoBaHo B peectpe: Ne 77/774-1/ 77-2018- /C C N
B3biCKaHO rocygapcTBeHHOM nownnHbl (no Tapudgy): 100 pyo.
YnnayeHo 3a OKasaHWe ycnyr NnpaBoBOro M TeXHUYeckoro xapaktepa: 200 pyo6.

| m NMNaHNNb

bbldaP"'. NCKYMul'

O.B. CmunpHoBa
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Poccuiickas depepaumns
Mopos Mocksa

JBajuaTb BOCbMOro mapTa fiBe TbiCAYM BOCEMHaALATOro roga i
A, CmupHoBa Onbra BnagumumposHa, HoTapuyc ropoga MockBbl, CBUAETENLCTBYIO BEPHOCTbL Kon’/i ¢
npeACTaBNEHHOI0 MHe AOKYMEHTA.
3aperucTpmpoBaHo B peecTpe: Ne 77/774-H/ 77-2018- o
B3biCcKkaHO rocyfapCcTBeHHOM nowamHbl (no Tapudy): 940 pyo.
YnnayeHo 3a OKasaHue ycayr NpaBoBOro U TEXHWYECKOro xapakTepa: 4'<0  py6.

0O.B. CmupHoBa

Bcero npolwHypoBaHo,
NMPOHYMEpPOBaHO U CKPEneHo
neyatbto 70 (CEMbAECAT) NNCTOB
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