VIHCTpYKLMA Mo NpuMeHeHUo MeauL“HCKOP'0 M:LL A K O I-l |/| H

/ PEDRO-ANGEL CASAOO MARTIN
PUBLIC NOTARY
Registered with number 43/2021 in
my Registered Book of Certifications.

PTA balloon dilatation catheter i\Vascular
OCEANUS 14 PRO

Manufacturing company:
LIFE VASCULAR DEVICES BIOTECH, S.L.
Cami cie Can Ubacli. 11; Pol. Ind. Les Fallulles 08620 Sant Vicen9 Dels Horts- Barcelona. Spain.

Date of entry into force:

Version: 28-/July /2020

Action FULL NAME Position Date Signature
Prepared by .Aiirea Roca Regulatory Affairs 28/07/2020 . .
Director - :
Approved by M. Eugenia Villanueva  Regulatory Com- 28/07/2020

pliance Manager

2020

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI H PETHCTPALIMH MELMLMHCKUX U3REM



1. PURPOSE OF THE DEVICE. N

PTA balloon dilation catheter iVascular OCEANUS 14 PRO is intended for percutaneous transluminal angioplas” i
peripheral arteries.

2. RISK CLASS OF THE MEDICAL DEVICE.

The potential risk class for the use of a medical device is 3, in accordance with Directive 93/42/EEC. Type of contact
with the human body is a product that briefly (for less than 24 hours) comes into contact with blood.

3. LIST OF INTERNATIONAL REGULATIONS/STANDARDS THAT THE MEDICAL DEVICE MEETS.

STANDARD CODE DESIGNA- STANDARD NAME

TION

1SO 13485 Medical devices. Quality management system. Requirements for reg-
ulatory purposes.

HN 1SO 14971 \IXICeéjsfcal devices. The application of risk management to medical de-

UNE-EN 1041+A| \I/rig‘ggnatlon prepared by the manufacturer accompanying medical de-
Sterilization of medical devices. Requirements for medical devices of

EN 556-1 the "'sterile™ category. Part 1 Requirements for medical devices subject

to final sterilization.

Sterilization of medical devices. Ethylene oxide. Part 1: Requirements
UNE-EN ISO 11135 for the development, validation, and ongoing monitoring of the sterili-

zation process for medical devices.

Sterilization of medical devices. Microbiological method. Part 2: Ste-

UNE-EN 1SO 11737-2 rility tests performed at the stages of technical development, validation
and continuous maintenance of the sterilization process.
UNE-EN 1SO 14644-1 Clean rooms and their associated controlled areas. Part 1. Classifica-

tion of air cleanliness.
Clean rooms and their associated controlled areas. Part 2: Specifica-

UNE-EN ISO 14644-2 tions for testing and monitoring to ensure continuous compliance with
ISO 14644-1.
Clean rooms and their associated controlled areas. Control of bio-con-
UNE-EN ISO 14698-2 tamination. Part 2: Analysis and interpretation of biosafety data.
UNE-EN 1SO 14644-3 gﬁ?rnmrooms and their associated controlled areas. Part 3: Methods of
UNE-EN 1SO 14698-1 Clegn rooms and their assouat_ed.controlled areas. Control of bio-con-
tamination. Part 1: General principles and methods.
MOD 93/42/EEC Directive 93/42/EEC Medical devices, devices and equipment.
UNEENISO 10555-1 rSr:grg]]tlse-use sterile intravascular catheters. Part 1: General require-
UNEENISO 10555-4 Single-use sterile intravascular catheters. Part 4: Balloon dilation
catheters.
Conical fittings with a 6% Luer lock cone for syringes, needles and
UNE EN 20594-1 some other medical equipment.
Part 1. General requirements.
UNEEN 11607-1 Packaging for medical devices that have undergone final sterilization.

Part 1. requirements for materials, sterility maintenance systems, and
packaging systems.
UNE-EN 62366 1\I>/ilféjslcal devices: Application of serv'iceability design to medical de-
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y ISO 10993-1
N, fisyj
O:- . ONE EN ISO 10993-4

* ™MJINE EN ISO 10993-7

UNE ENISO 10993-9

UNEEN 1SO 10993-10
UNE EN 1SO 10993-1

UNEEN ISO 10993-12
UNE EN ISO 10993-13

UNEEN ISO 10993-18

UNEEN ISO 11737-1

Assessment of the biological effect of medical devices. Part 1 Analy-
ses and testing in the process of implementing risk management.
Assessment of the biological effect of medical devices. Part 4. Selec-
tion of tests for interaction with blood.

Assessment of the biological effect of medical devices. Part 5. In
vitro cytotoxicity tests.

Assessment of the biological effect of medical devices. Part 7. Resid-
ual amounts of ethylene oxide after the sterilization process.
Assessment of the biological effect of medical devices. Part 9. Stand
ards for authenticating and quantifying potential degradation prod-
ucts.

Assessment of the biological effect of medical devices. Part 10. Skin
imtation and sensitization tests.

Assessment of the biological effect of medical devices. Part 11. Tests
for general toxic effects.
Assessment of the biological effect of medical devices. Part 12. Prep-
aration of test samples and standard samples.
Assessment of the biological effect of medical devices. Part 13. Au-
thenticity and quantification of degradation products when using pol-
vmer medical devices.

Assessment of the biological effect of medical devices. Part 18.
Chemical characteristics of materials.

Sterilization of medical devices. Microbiological method. Part 1. De-
termination of microbial populations on products.

4. INFORMATION ON THE MANUFACTURER OF THE MEDICAL DEVICE

Manufacturing company:

LIFE VASCULAR DEVICES BIOTECH, S.L.
(LIFE VASCULAR DIVISION BIOTECH, Spain)
Caini de Can Llbach. 11; Pol. Ind. Les Faliulles
08620 Sant Viceia; Dels Hort.s- Barcelona, Spain.

Manufacturing organizations:

LIFE VASCULAR DEVICES BIOTECH. S.L.
(LIFE VASCULAR DIVISION BIOTECH. Spain)
Cami de Can Ubach, 11; Pol. Ind. Les Faliulles
08620 Sant Viceii9 Dels Horts- Barcelona, Spain.

Tel/fax +34936724711,
E-mail: info®ivascular.es

1) Balloon catheter - 1pc.
2) Instructions for use - 1 pc.
3) Tracking label - 6 pcs

5. DELIVERY SET.

6. INFORMATION ABOUT POTENTIAL CONSUMERS (USERS) OF A MEDICAL DEVICE

Oualified personnel of vascular surgery departments of medical treatment and preventive care institutions.

7. INFORMATION ABOUT THE VARIANTS OF THE MEDICAL DEVICE.

I.PTA balloon dilatation catheter iVascular OCEANUS 14 PRO:

1 PTA balloon dilatation catheter iVascular OCEANUS 14 PRO, with guidewire 0f0.014 inch, hydrophilic coating,
catheter length of 100 cm, balloon dimensions; 1,25 x 10mm; 1.25 x 15mm; 1,25 x 20mm; 1,5 x 10mm; 1.5'x
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15mm; 15 x 20mm; 1,5 x 40mm; 15 x 60mm; 1,5 x 80mm; 2,0 x 10mm; 2,0 x 15mm; 2,0 x 20mm; 2,0 x 40
2,0 X60mm:; 2,0 x 80mm; 2,0 x 120mm; 2,0 x 150mm; 2.0 X 200mm; 2.5 x 40mm; 2,5 x 60mm; 2,5 x 80mm;
X 120mm; 2,5 X 150mm; 2,5 X 200mm; 3,0 X 40mm; 3.0 X 60mm; 3,0 X 80mm; 3,0 X 120mm; 3.0 X 150mm;
X200mm; 3,5 x40mm; 3,5 x 60mm; 3,5 x 80mm; 3.5 x 120mm; 3.5 x 150mm; 3.5 x 200mm; 4,0 x 40mm; 4,%’
60mm; 4,0 x 80mm; 4,0 x 120mm. Q
PTA balloon dilatation catlieter iVascular OCEANUS 14 PRO, with giiidewire of 0.014 inch, with hydrophilic”,
coating, catheter length of 150 cm. balloon dimensions: 1.25 x 10mm; 1,25 x 15mm; 1.25 x 20mm; 15 x 10mm;
15 X 15mm; 1,5 x 20mm; 1,5 x 40mm; 1,5 x 60mm; 15 x 80mm; 2,0 x 10mm; 2,0 x 15mmT 2,0 x 20T 2.0 X
40mm; 2,0 x 60mm; 2,0 x 80mm; 2,0 x 120mm; 2,0 x 150mm; 2,0 x 200mm; 2,5 x 40mm; 2,5 x 60mm; 2,5 x
80mm; 2,5 x 120mm; 2,5 x 150mm; 2,5 x 200mm; 3.0 x 40mm; 3,0 x 60mm; 3.0 x 80mm; 3,0 x 120mm; 3,0 x
150mm:; 3,0 x 200mm; 3,5 x 40mm; 3,5 x 60mm; 3,5 x 80mm; 3,5 x 120mm; 3,5 x 150mm; 3.5 x 200mm; 4,0 X
40mm; 4,0 x 60mm; 4,0 x 80mm; 4,0 x 120mm

8. DESCRIPTION OF THE MEDICAL DEVICE AND ITS PHOTOGRAPHIC IMAGES.

PTA balloon dilation catheter iVascular OCEANUS 14 PRO is used for dilation and is used to inflate the balloon for
stenosis or occlusion of peripheral arteries in order to recanalize the artery.

This procedure is performed using minimally invasive techniques, also called percutaneous transluminal angiography
(PTA) of the peripheral arteries in which the puncture of the outer skin allows access to the blood flow and to the
affected area.

The catheter has a coaxial design and is a dual-lumen catheter (from the luer connector to the tip), also called an OTW
catheter, i.e. a catheter with a stent deliver) system along the guidcwire.

Gaidenire insertion  CONNector Balloon Tip
port (direct port)

Fig. L Schematic representation of a catheter.

The tip is at the distal end of the catheter, it is atraumatic in shape to avoid damage to the arteries during its insertion.
In the distal part of the catheter, in front of its tip, there is a balloon, or an inflatable segment that allows you to pump
the pressure to various values. The use of a balloon leads to the expansion of the artery by pumping a contrast medium
into it.

One or two radiopaque markers are placed; one marker - in the center of the balloon, two markers: one on each of the
tapered tips of the balloon, in order to labeling its length and help the user determine the location of the catheter when
it is inside the patient (when displayed on the x-ray screen).

Between tlie Luer lock connector and the catheter body is a connecting tube (strain relief), which is necessary to prevent
the catheter from bending at this point.

The connector has a branched (Y-shaped) shape and is provided with two ports directly connected to the catheter shaft:
- the side port (inflating port) allows for transmission contrast fluid to tlie catheter's inflation and deflating lumen (the
lumen for inflating);

- the direct port (guidewire insertion port) is intended for insertion of the catheter guidcw ire. A guidew ire is inserted
into the straight port of the connector and exits the catheter tip in order to reach the affected area.

For OCEANUS 14 PRO, the maximum guidewire diameter must not exceed 0.36 mm (0.014 in).
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Fig. 2. Enlarged image of tlie proximal part of the PT/1 balloon dilation catheter iVascular OCEANUS 14 PRO.

Fig. 3. Enlarged image of the middle part of the P'l A balloon dilation catheter iVascular OCEANUS 14 PRO.

Fig. 4. Enlarged image of the part at the junction of the tube with the balloon of the PTA balloon dilation catheter
iVascular OCEANUS 14 PRO.

Fig. 5. Enlarged image of the distal part of the P I'A balloon dilation catheter iVascular OCEANUS 14 PRO
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Fig. 6. Image of a general view of the medical device: PT A balloon dilation catheter iVascular OCBANUS 14 PRO
in a protective case.

9. TERMS OF USE.
Only qualified specialists of the surgical departments of the treatment and prevention institutions.

10. SCOPE OF APPLICATION.
Vascular surgery.

11. INDICATIONS FOR USE. CONTRAINDICATIONS. PRECAUTIONARY MEASURES.
INDICATIONS.

PTA balloon dilation catheter iVascular OCEANUS 14 PRO, with hydrophilic coating is used for dilation of
stenoses in the femoral, popliteal arteries, in the end branches of the popliteal arteries, in the renal arteries, as well as

for the treatment of obstructive lesions of native or synthetic arteriovenous dialysis fistuiae. whose diameters from 1.25
to 4.0 mm, and lengths from 10 to 200 mm.

CONTRAINDICATIONS.
Inability to pass the conductor through the stenosed area.
POSSIBLE SIDE EFFECTS/COMPLICATIONS.

Possible side effects and/or complications that may occur before, during, or afler the catheterization procedure are:
Death

Stroke/embolism/thrombosis
Haemodynamic deterioration

Sharp elastic rebound

Arrhythmias

Aneurysm or pseudo-aneurysm

Infections

Complete arterial occlusion

Reocclusion of the treated area: restenosis
Spasm

Perforation or dissection of the treated area
Arteriovenous fistula

Local hemorrhage with hematoma at the access point
Hypo/hypertension

Allergic reactions to materials
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WRY MEASURES.

A appropriate trcatiTienl ot’llie patient using anticoagulants, vasodilators, etc., according to the procedure for
. .ntravascular catheters.
«Cuse. check the size and suitability of the catheter for its intended use.
veed ith e.Kireme care so as not to damage the catheter while advancing it.
" ¢ balloon must be inflated with a mixture of saline solution and contrast medium (preferably 1/1, though the pro-
" - :nof contrast medium can be reduced in large balloons).
- LU not exceed the calculated burst pressure as the balloon could burst.
* |fan\ resistance is noticed during advance, stop and determine its cause before continuing.
Use with standard 0.014” guidewires and standard introducers. Ifthe introducer length goes above 25cm or the braided
T>pe is used, it may be necessary to increase its size to avoid catheter friction.
- Ifany resistance to withdraw ing the catheter is noted, it is recommended that the balloon catheter, the guidevvire and
introducer be removed as a single unit.
- .After use, this product may represent a biohazard. Handle and dispose it in accordance with accepted medical practices
and pertinent local, state or federal laws and regulations.
- Store ina cool, dry place away from direct sunlight.

WARNINGS.

- The device should only be used by experienced doctors familiar in the percutaneous transluminal angioplasty (PTA)
technique.

- The percutaneous procedure must be carried out in hospitals equipped with emergency facilities to conduct open
heart surgery or hospitals with easy access to other hospitals where this type of operation can be performed.

- The product is for single use. It must not be re-,sterilised or re-used once the procedure has been completed. Re-
using the product in another patient may lead to cro.ss contamination, infection or transmission of infectious diseases
from one patient to another. Re-use of the product may cause alterations to it and affect its effectiveness.

- The product is supplied sterile. Check the expiry date and do not use products which are past this date.

- Inspect the packaging before opening it. Ifthere are any defects or the packaging is damaged, do not use the product.
- Use aseptic techniques when the product is taken out of the primary packaging.

- Select the balloon diameter according to the diameter of the artery to be treated. Do not insert a balloon with a
diameter larger than the artery to be treated.

- Do not dry with gauze.

- Do not expose the product to organic solvents or to contrast media not suitable for intravascular use.

- Do not use air or gaseous media to inflate the balloon.

- Advance the product on the giiidew ire using fluoroscopy . Do not allow the product to advance without the guidevvire
inside it.

- Do not manipulate, advance or retract either the catheter or the wire guide while the balloon is inflated.

12. TECHNICAL CHARACTERISTICS AND MEDICAL DEVICE MANUFACTURING MATERIALS.

Tabic I. Tie principal dimensions oft le catheter.

Effective Balloon di-  Effective Reinforcing
catheter ametcr balloon- bar length
length (min) (mm) length (mm)  (mm)
10
125 15
15 20
1000 20 40
1500 25 60 283
30 80
35 120
40 150
200
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Table 2. Data on external and internal catheter diameters, depending on the parameters of the balloon

The cylinders of the catheter (di-
ameter Xlength mm)

External proximal
catheter diameter

(mm) IFr|
125 x 10; 1,25 x 15; 1,25 x20; 116
15x 10; 15x 15; 1,5x20; [35]
2,0x 10, 2,0 x 15,2,0x20
Other balloon .sizes 131
[391

Internal catheter
diameter (mm)

External distal
catheter diame-

ter (mm) |Frl |Inches|
0,75
[23]
0.43
[0.017]
0,98
[29]

Table 3. Data of the balloon cross-profile depending on the diameter of the balloon.

Balloon di-

ameter (mm) Inches
125 0,021
15 0,023
20 0.025
25 0,027
3.0 0,029
35 0,031
40 0,033

mm Fr

0,53 I.6F
0,60 18F
0,65 19F
0.70 2.1F
0,75 2.2F
0.80 2,4F
0,85 2,5F

Table 4. Data on the location of radiopaque markers/marks of catheter balloons.

Catheter balloon
(diameter x length in mm)

Number of radiopaque
markers/marks

125 x 10; 1.25x 15; 1,25 x20;
I,5x 10; 1,5x 15; 1,5x20;
2.0 X10; 2,0 x 15,2,0x20

One mark in the center

1,5x40 Two marks
1,5x60 Two marks
15x 80 Two marks
2,0 x40 Two marks
2,0x 60 Two marks
2,0x 80 Two marks
2,0 X120 Two marks
2,0x 150 Two marks
2.0 x 200 Two marks
25 x40 Two marks
25 x 60 Two marks
25x 80 Two marks
25x 120 Two marks
25 x 150 Two marks
2,5 x 200 Two marks
3,0x 40 Two marks
3,0x 60 Two marks
3,0x 80 Two marks
3,0x 120 Two marks
3,0x 150 Two marks
3.0x 200 Two marks
35 x40 Two marks
35x 60 Two marks
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Distance from the distal
end of the balloon to the
distal mark (mm)

One mark in the center

142 41,42
1,42 61.42
1,42 81.42
221 42,21
2,21 62.21
2,21 82.21
221 122.21
22i 152.21
2,21 202.21
2,95 42,95
2,95 62,95
2,95 82,95
2,95 122,95
2,95 152,95
2,95 202,95
3,73 43,73
3,73 63,73
3,73 83,73
3,73 123.73
3.73 153.23
3.73 203.23
4.52 1 44,52
4.52 64.52

Distance from the bal-
loon distal end to the
proximal mark (mm)

One mark in the center



35x80 fwo marks 4,52 84,52

3,5x120 fwo marks 452 124.52

35x 190 Two marks 4,52 154,52

3,5 X200 Two marks 4,52 204,52

4,0 x40 Two marks 5,28 45,28

4,0 x60 Two marks 5,28 65,28
.4,0x80 Two marks 5,28 85,28

* 1'4,0x120 Two marks 5,28 125,28

Table 5. Data on the balloon pressure taking into account the length and diameter of the balloon.

Balloon length Balloon diameter Rated pressure  Calculated burst
(mm) (nim) (Atm)|kPa| pressure (Atm)
IkPal
10-200 1,25-4,0 7 1709.2751 16 [1621,2]

jVore; nominal pressure corresponds to the pressure at which the balloon reaches the diameter
indicated in the labeling; calculated burstpressure corresponds to the maximum pressure to which
it is possible to Inflate the balloon.

Sccondan' parameters:

Compatible Introducer (mm) [Fr|: 1,3 [4];

Permissible guidewire diameter (mm) |lacli|: 0,36 [U,014J;

Maximum dcilation time of the balloon for all diameters and lengths: no more than 10s.
Load on the gap in the connecting points of the catheter (N): not less than: 10N.

Mass of catheter (g): no more than 6,00.

Table 6. Medical device manufacturing materials

Part name of the device Material of manufacture and manufacturer

1) Luer lock port Polycarbonate (color: clear)
Mark on the port surface: (laser application)

2) Connecting tube/strain relief Pebax, color: white;

3) Catheter shaft;

Front end Nylon 12; color; blug;

Inte_rnal lumen and lumen for guidewire in-  Nylon 12/Ple.\ar/HDPE; color: clear;

sertion

Tip Nylon 12; color; blue;

4) Balloon Nylon 12; color: clear;

5) Protective balloon tube Nylon 12; color: clear;
Plexar/lIDPE

6) Balloon radiopaque marker Alloy platinum and iridium
Tungsten - Pebax 63333

7) Reinforcing shaft Stainless steel

8) Catheter coating:

the hydrophilic coating of the catheter HYDRAX PLUS

IWCKAGISG:
9) Catheter protective case High-density polyethylene MDPE
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10) Catheter protective case clip High-densit\ polyethylene tIDPE

11) Blister LLDPETyvek -

12) Consumer packaging Coated cardboard

13. HOW 710 WORK WITH A MEDICAL DEV ICE.

Attention! Please refer to the instructionsfor use before use!

Warning. Do not use the device after the expiration date. |f there is obvious damage to the device, it isforbidden to
use it!

131 Preparing the catheter

Remove the device from its packaging. Check that the balloon procedure and the selected additional equipment the
catheter is indicated on the label attached to the protective case and the stickers placed on indiv idual and consumer
packages.

Gently remove the protective sheath from the balloon and the balloon's reinforcing shaft.

Connect a 10ml syringe containing sterile saline .solution to the port for the guidewire (straight part of the Y-connector)
and irrigate the lumen until the liquid comes out of the catheter’s tip.

Pump the air system;

- attach a three-way stopcock to the contrast liquid port (the side part of the connector). An e.xtension line could be
optionally placed between the balloon connector and the three-way stopcock;

- close the air passage through the balloon;

- attach a 10-20ml syringe with a one-third part of saline solution to the three-way stopcock;

- open the passage in the three-way stopcock between the syringe and the catheter;

- with the syringe in a vertical position, withdraw the plunger upwards allowing the air bubbles to e.\it to the liquid;

- when bubbles stop coming in, close the three-way stopcock at the catheter end and remove the s>ringe.

ATTENTION: if bubbles do not stop comingfrom the catheter into the syringe after 3 minutes of negative pressure,
this may be a clear indication that the balloon catheter has leaks, is broken or the connections between the syringe
and the three-way stopcock are not properly closed. | f bubbles continue to be seen after checking the connections,
do not use the device. Return it to the manufacturer or distributorfor inspection.

In order to activate the hydrophilic coating, it is recommended to wet the catheter with a sterile saline solution imme-
diately prior to its insertion through the introducer.

13.2 Technique for Insertion / Treatment

- Position the 0.014” guidewire across the lesion using PTA techniques, using fluoroscopy to detemiine its position
at all times.

- Insert the proximal end of the guidewire into the distal tip of the balloon catheter.

- Carefully advance the balloon catheter on the guidewire, through the introducer and with the aid of fluoroscopy,
until it reaches the area of stenosis. In the event that the balloon catheter selected cannot be placed inside the lesion,
take a smaller size to predilate the lesion.

- Connect the inflation device (1/3 of its capacity of contrast liquid mixture; saline solution) to the three-way stopcock
and open the passage between the balloon and the inflation device.

- Apply pressure to the inflation device so that the balloon inflates. Do not exceed the rated burst pressure on the label
and the compliance curve.

- Apply pressure for 30-60 seconds depending on the lesion.
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, pilingcr on the inflation device back to deflate the balloon. Keep up the negative pressure for between 2
ids depending on the si/.c of the balloon. Make sure the balloon is fully deflated (by means of fluoroscopv >
ung the catheter.

negative pressure in the inflation device and with the guidewirc in position, carefully retract the catheter until
~yzn\ the introducer sheath.
" Miect contrast liquid through the introducer to check the treated lesion before removing the guidewire.
.14. INFORMATION ABOUT ADDITIONAL EQUIPMENT REQUIRED BUT NOT SUPPLIED.

- J-Icparinized saline solution;
- Contrast agents (use contrast agents intended for intravascular use);
- One guidewire with a diameter of 0.014", do not use conductors with other dimensions;
- One Introducer with a hemostatic valve, the size ofwhich is indicated on the label. Do not use smaller introducer that
might damage the catheter;
- One three-way tap;
- One device for inflating the balloon (hand pump with built-in pressure gauge).

15. INFORMATION ABOUT MAIN | ENANCE AND REPAIR REQUIREMENTS.

This device is nol applicable because this medical device is intended for single use.

16. OPERATING CONDITIONS

The device is resistant to climatic factors during operation for temperature conditions from +15 to + 35 °C, at a relative
humidity of 45-80%, at atmospheric pressure from 84.0 to 106.7 kPa.

17. TRANSPORTATION AND STORAGE CONDITIONS
17.1. Transportation.
P A balloon dilation catheter iVascular OCEANIJS 14 PRO is transported by all modes of transport in covered vehicles
in accordance with the rules of cargo transportation applicable to each ty'pe of transport.
Transport temperature from 0°C to + 40 at a relative humidity no more than 75%.

17.2. Storaae.

The device must be stored in tiie warehouses of the supplier and consumer in a cool dry place (0*-40°C). away from
direct sunlight, at a relative humidity no more than 75%.

18. INFORMATION ABOUT STERILIZATION.
The device is sterilized with ethylene o.xide.
19. THE EXPIRATION DATE.
E.xpiration date of a medical device;

If the storage conditions are met, the manufacturer sets the following e.xpiration date of the medical de-vice in its original
packaging: 3 years from the date of production.

20. THE MANUFACTURER’S WARRANTY.

This product and its components htivc been designed, manufactured, tested, and packed with all appropriate precautions.
LITE V'ASCILAR 13EVICTS BIOTE(711, S. L. guarantees the product until its expiration date, provided that its pack-
aging is not damaged or tom.

THE MANUFACTURER GU.-VRANTEES; sterility of the product, as well as its compliance with the requirements
of international and national standards during the entire shelf life of the product, subject to the rules of transportation.
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storage and operating conditions established by the manufacturer and when used in accordance witli the instructifi®
use. i

21. REQUIREMENTS FOR ENVIRONMENTAL PROTECTION. %

I'lie materials used to make this product do not have a harmful eflect on the environment, provided that it is disposed of
in accordance with local biosecurity standards.

22. DISPOSAL OF MEDICAL DEVICES.

After use, the product presents a potential biological hazard. The product must be handled and disposed of in accordance
with medical practice, as well as the relevant local, state, and Federal laws and regulations.
Hazard class of medical waste-B. (Sanitary regulations and standards 2.1.7.2790-10)

23. CLAIMS AND COMPLAINTS.

Al claims and complaints related to a medical device should be sent to the authorized representative ofthe manufacturer.
The address is listed below. In the letter of claim, you must specify your full name, first name and patronymic, as well
as your contact phone number, the name of a legal entity or individual entrepreneur.

24. PACKAGING AND LABELING.
24.1. Packaging.

The medical device is delivered one piece per package. Each primary package contains a balloon catheter for
dilation.

The PTA balloon dilation catheter iVascular OCEANUS 14 PRO is placed inside the protective tube, which sup-
ports its folded state (the balloon dilation catheter iVascular OCEANUS 14 PRO also has a reinforcing rod of the
conductor lumen); the device is then placed in a special protective case in the form of a hollow HOPE tube, fi.\ed
to special clips to avoid possible damage.

Inside the primary package (blister) is also a card with the extensibility curve, which is a description of the char-
acteristic elasticity function in the form of values of the cylinder diameter, achieved with each step-by-step in-
crease in the created pressure. For product identification purposes, a sticker with a label is placed on the primary
packaging (blister). Sterility indicators are placed on the reverse side ofthe blister.

file primary packaging (the blister that encloses this device, which is necessaiy to preserve the sterility of the
device) is placed in an individual consumer cardboard package (together with a booklet with instructions for use)
to avoid damage during transport and storage.

Further, in the amount of 42 units, the medical device in individual consumer cardboard packages is placed in a
transport box made of corrugated cardboard, which is sealed with transparent adhesive tape and sent to the ware-
house for shipment.

24.2. Labeling.
The following labels and symbols are applied to the port of a medical device with a Lucr type lock:

~ brand lodo and manufac- The size of the balloon cath-
‘ 0g 0.00 X00mm eter format; balloon diame-
turer's name ter (mm) Xballoon length in

L (mm)

LOT The digital code of the lot.
¥aseyls)f g
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i ~he following labels and symbols are applied to the individual blister pack:

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



infomiation about the number
of radioopaque markers of the
balloon

Barcode or QR code

THE FOLLOWING INFORMA HON IS GIVEN IN TABLE FORM

Hydrophilic coating

Information about the
manufacturer's author-
ized representative in
the Russian Federation

Number of devices per package

Registration certificate number and
date

OTW describes the »
method of delivery™
of the catheter <
through the guide- 5
wire. A
m"'kiS

The extensibility curve, in the form of values of the balloon diameter, achieved with each step-by-step increase

in the created pressure.

REF

The transport package of a medical device contains
the following labels and symbols:

SYMBOLS (including 1SO 15223-1)

Device reference num-
ber

Use bv...

Keep away fi'om mois-
ture

Complies with Euro-
pean Directive
93'42/EEC

Do not dispose of as
household waste

Top

LOT

\1/

TITLES

Number of devices per package.

Lot code

Avoid direct sunlinht

Manufacturer

Temperature limit
during transportation

Careful handline

Information about the manufacturer's authorized representative in the Russian Federation

25. INFORMATION ABOUT THE MANUFACTURER'S AUTHORIZED REPRESENTATIVE ON THE
TERRITORY OF THE RUSSIAN FEDERATION.

RAYMED TG PVT LTD

8. 1st Vokzalnaya Str., Mytishchi. Mytishchi district, Moscow region. 141001

Phone/Fax; (495) 956-83-16
E-mail: raymcdtgpvt@inail.ru
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I, PEDRO-ANGEL
CASADO MARTIN, Notary of
the Catalonian
Association of Notaries,
living in the city of
3a:cel...;mg (CPAIN),
CERTIFY:I—————

That the previous
signature belongs to M.

EUGENIA VILLANUEVA
PEREZ, of Ilegal age, of
Spanish nationality and
with DNI/NIF. (National
Identity Card) number
373230G2L.

M. EUGENIA
VILLANUEVA PEREZ acts in
name and on behalf of
the company “"LIFE
VASCULAR DEVICES
BIOTECH, S.L.", a
comparry validly existing
and incorporated under
tho laws of Spain; with
registered address at
Sant Vicerig dels HorlLs,
industrial state Les
Fullulles, Ctiml de Can
Ubach, number 11, C.P.
08620; with Tax
Identilication Number
('CIF”) B-65405169; and
registered in the
Commercial Registry of
Barcelona V"olume 42171,
folio 171 and sheet
number B-402656.--—-—-—-

She acts as
attorneys by virtue of
tite power of attorriey
granted 1w the notary
pubiic of Barcelona, Mr.
?ed. Agel Casado

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

FK4145721

Yo, PEDRO-ANGEL
CASADO MARTIN, Notario
del Ilustre Colegio de
Notaries de Catalunya,
con resideneia en la

Ciudad de Barcelona
(ESPANA), DOY FE:i-—-——-
Que la precedonte

firma corresponde a DONA
M~ EUGENIA  VILLANUEVA
PEREZ, mayor de edad, de
nacionalidad espanola, vy
con DNI/NIF. n°
37323062L . ——————————————

DONA EUGENIA
VILLANUEVA PEREZ actlia
coTto Apoderada en nombre
y representacion de la
Sociedad "LIFE VASCULAR
DEVICES BIOTECH, S.L.",
una compahia validamente
constituida conforrne a
las leyes espafiolas; con
domicilio social en Sant
Viceng dels Horts,
Poligono Industrial Les
Fullulles, Cami de Can
Ubach, mimero 11, C.P.
08620; Tiene el C.I1.F.:
B-65405169. INSCRITA en
el Registro Mercantil de
Barcelona, al tomo
42171, folio 171 y hoja
mimero B-402656.---——-—--

-Actlia coTo Apoderada

en virtud del poder que
le fue conferido
lediante escritura

otorgada ante el Notario
de Barcelona, Don Pedro



Mart in, on 20 of Angel Casado Martin, el
November of the year 20 de noviembre de 2013,

2013, with  number of ndmero 2281. de
official record 2281. -- protocolo.-—————————————-
1, the Public Yo, el Notario, doy

Notary, attest that |1 fe de que eriLiendo el
understand the English idioma ingles.--———————-

language .- —————————————-—

Likewise 1, the Yo, el Notario, doy
Notary, certifty the fe asimismo del
identity of the conocimiento del

signatory party and by firmante y en su virtud
its virtue | state that legitimo la firma que

the previous signature antecede coTo propia de

belongs to Mrs. DONA M® EUGENIA
M*EUGENIA VILLANUEVA VILLANUEVA PEREZ.----—--—-
PfeREZ .- —————————————————

Barcelona, on the Barcelona, a 20 de

20th of January of 2021. enero de 2021.-——-——————-

Entry number As lento niiniero
43/2021 of my Book 43/2021 de mi Lj-bro
Records.-——————————————- Indicador- Seedon 2 -

FE PUBL/c.

HOTAF)IAA

Tw pm: -Of
A072397897
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/TIepeaod ¢ anruiicko20 U UCNANCKO20 ATBIKOEG HA PYCCKU RIbIK/

NEAPO-AHXEJIb KACAZIO MAPTHH

FOCYAAPCTBEHHbIA HOTAPHYC

3aperucTprpoBaHo rnoa Homepom 43/2021

. B PETUCTPALUHOHHON KHHINE MOHX 3aBePeHHA

Kpveaas 2epbosas nevame: /Homapuazsnas xonmopa 2-ua fleopo A. Kacaoo Mapmuu Bapcenona/

MHcTpykuma no npHMEHEHHIO MEAWUHHCKOTO H3ACIHR

«Kaverep Gaanonnniii aunaTannonnniit PTA iVascular,
BAPHAHT NCMOTHCHUA:
OCEANUS 14 PRO»

fpoussoacTsa KoMnaHuu:

JIAU® BACKY ISP JEBAUCH3 BAHIOTEK, CJI.
(LIFE VASCULAR DEVICES BIOTECH, S.L.)

Kamu-ae-Kan'Y6avy, 11 (Mpomuiumnennsiii nonnron Jlec-Danbynsec)
08620 Caur-Bucenc-aenc-Opre, bapcenona, Henauns
(Cami de Can Ubach, 11: Pol. Ind. Les Fallulles 08620 Sant Viceng Dels Horts- Barcelona, Spain)

Jlata BcTynnexns B CHAY:
Bepcua: 28/Hions/2020
JelicTpue PUHO Joaxnocth Jara Hoanuce
ToaroTosna Aypes Poka Jnpexrop no 28/07/2020
PEryAATOPHBIM
BONPOCaM
Yreepann M. Dyxenns Mexemkep no 28/07/2020
Buitauyesa cobatoaeHnIo
HOPMATHBHLIX
TpeboBanuii

M.JL

M. Dyxenns Builanyeea (M. Eugenia Villanueva)

Menemxep NO TEXHUUECKOMY PETYAHPOBAHKIO
/noonucs/

JAH® BACKYJSIP IEBANCH3 BAHOTEK, C.J1.
(LIFE VASCULAR DEVICES BIOTECH S.L.)

2020r

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




/Tepesood ¢ an2nuiickoz0 u UCRANCKO20 RIBIKOE HA PYCCKUL A3bIK/

Kpyesas cepbosas nenamn: /Homapuaienan xowmopa »-ua fledpo A. Kacaoo Mapmun Bapcenona/
1. HASHAYEHHE U3AEJHA.

«Karetep 6annonnnit amaarauvonnbili PTA iVascular, sapuant ucnoanenns: OCEANUS 14 PRO» npeasasnavues
ANA YPECKOKHON TPAHCHIOMHUHANBHON aHFHONNACTHKY NepHpepHtiecknX aprepHil.

2. KJIACC PHCKA MEANUHHCKOI'O H3AEJIHA.

Knacc noTeHU#anbHOrO pHCKa NPHMCHECHHA MEIMUHHCKOTO Wiaeaus - 3, B cooTsercTeuy ¢ Directive 93/42/EEC. Bua
KOHTAKTa C OPTaHW3IMOM HENIOBEKA - W3ZIenne, KPATKOBPEMEHHO (B TEUEHHE MEHEE YeM 24 4acoB) KOHTaKTHpYIolee ¢
KPOBbIO.

3. NEPEYEHD MEXAYHAPOJAHBIX HOPMATHUBHBIX JOKYMEHTOB / CTAHZAPTOB, KOTOPHIM
COOTBETCTBYET MEANLIHHCKOE H3AEJIHE.

KONOBOE OBO3HAYMEHHUE HA3SBAHHUE CTAHJAPTA

CTAHAAPTA

1SO 13485 Hsnenna meanunnckue, CHCTEMBbI MEHEDKMENTa KauecTBa. TpeGopanus
Ana uenei peryanpoBaHna.

1SO 14971 Hanenna meanumuckue. MpuMeHeHHEe MEHEUKMERTA PHCKA K MEAWLIHK-

CKWM H3IRCIIHAM

Hudopmauns, noaroTabinsaeMas HITOTOBUTEASM, CONIPOBOXKAAIOWAR Me-
RHIMHCKHE NPpHEOpSI

CTepuaniauns MearuUMHCKHX niennit. TpeGoBanMa K MEAHLIMHCKHUM H3zZe-
EN 556-1 amnaAM kateropun "crepuibHbie”. Yacts |. TpebGoBaHMR K MEAHUHHCKHM W3-
NENNAM, NORTEKAWNUM DHHAWHON CTEPHUIN3ALNH.

Crepuiiuzauns MEAMUMHCKHX npoaykTos. Jrunewoxcua. Hacts 1: Tpebo-
UNE-EN ISO 11135 BaHMA K pa3paboTke, BANMAAUMH M TEKYWIEMY KOHTPOAIO NpoUEcca CTEpH-
NH3AUHH MEAHUNHHCKHX H3AENWi.

Crepunniauus MeHUMHCKHX NPoAyKToB. MukpoOuonornyeckue Metoss.
Yacts 2: TecThl Ha CTEPHABHOCTD, BHINOSHAEMBIE HA CTAAUAX TEXHHYECKOH
NPopaGoTKH, BAHAAUMH H HENPEPLIBHOTO NOAJCPKAHHA NPOLIECCa CTEPH-
JIH3AUKH.

YucTeie KOMHATBI W CBA3AHHBIE C HHMHK KOHTpONHpYeMble 30Hbl. YacTs 1:
KAACCHOHKAUNA YHCTOTH! BO3AYXA.

YucTele KOMHATBL M CBA3AHHLIE C HUMHM KOHTpONYpYeMmble 30Hb. YacTy 2:
UNE-EN ISO 14644-2 Crneundmkauny aAn3 NPoBEACHHA TECTHPOBAHHA H MOHHTODHHIA C UENIBIO
ofecneuenns noctoaHHoro coorsercrans ISO 14644-1.

YucTrie KOMHATB! M CBA3AHHBIE C HHMH KOHTpPONHpYeMble 30HbI. KoHTponh
UNE-EN 180 14698-2 Ouorarpminennii. Yacts 2: ARanus u TonkoBaHne AaHHbIX o GHozarpas-
HCHUAM.,

Yicrsie kOMHATH W CBA3ANHBIE ¢ HHMH KOHTPONUpyembie 30Hb. YacTsb 3:

UNE-EN 1041+Al

UNE-EN 1SO 11737-2

UNE-EN ISO 14644-1

UNE-EN ISO 14644-3

MeTtoas KoHTpons.

UNE-EN 1SO 14698-1 UsnicTole KOMHATL H CBAIAHHBIE C HHMH KOHTpOAUpYEMbie 30HbL. KoxTpons
Ouosarpaznennii. Yacrs 1: O6Wmne NPUHUNNL H METOLL.

MDD 93/42/EEC f'l:epemnsa 93/42/EEC Meanunnckne npubopbi, ycTpoiicTea, obopyaosa-

UNE EN ISO 10555-1 CrepunbHbie BHYTPHCOCYANCTBIE KATETEPH! ORHOKPATHOIO NPHMEHEHNS.
Yactb |: O6tme TpeGosaunsg.

UNE EN ISO 10555-4 CrepuibHbie BHYTPHCOCYIMCTBIE KATETEPH ORHOKPATHOTO NPUMEHEHHA.

Yacte 4: Katerepn ana Gauionnol aunarauuu.
Konnueckue Gputunri ¢ 6% konycrbim pasbemom Jloap-Jlok ang wnpu-

UNE EN 20594-1 LB, HIA ¥ HEKOTOPOr'O APYroro MEAHLMHCKOrO 060pynoBaHKs.
YacTtb |: Obwme Tpebosanus.
UNE EN 11607-] YRakoska UIS MCAHLHHCKUX WIACANH, NPOWEAWIHX 3AKMOYHTEILHYIO CTe-

prawsaunio. Yacre |: TpeGosanua k MaTepranam, cHCTEMAM NOANCPKAHHA
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ATepeaod ¢ anenuiickoo 1 HCHANCKO20 RINKOG HA PYCCKUY SI0KS
CTEPHALHOCTH W CHCTEMaM YTIAKOBKH.
Meanunnckse winenns: lMpumeHenne NpoeKTHPOBAHNA IKCINYATALUHOH-
UNE-EN 62366 HOH NPHIroAHOCTH K
MEAWIACIIHEM.
Ouenka Ononornueckoro acHcTans MEAMUMHCKHUX wigenuil. Hacs 1. Aua-
JIN3 N TECTHPOBAHHE B NpoLecce OCYINECTBACHHA YIIPABNEHHE PHCKAMM.
OueHka Onosiornueckoro aeiHcTang MEAMUYMHCKNX wiaennii. Yacts 4: Bu-
6Op TeCTOB Ha B3AWMOEIICTBHE C KPOBBIO.
OueHka Guoaoruyeckoro aehcTerua MEAMUMHCKHX w3acani. Yacts 5: Te-
CThi H8 IHTOTOKCHYHOCTD IN Vitro,
Ouenka Suonornveckoro AeAcTena MEAMUMHCKHX Haaenui. Yacts 7:
OcTaTouHbie KONHYECTEBA ITHACHOKCHAA NOCTIE MPOLIECCa CTEPUNH3ALUNH.
Otierka Gnonornueckoro aeicTena MEANLMHCKUX Hanenwi. Yacts 9: Hop-
UNE EN 1SO 109939 Mbl JUIA YCTAHOBICHWA MOLTHHHOCTH M NPOBEACHNSA KOJIHUECCTBEHHOrO
OlPCACTICHHA NOTEHUHANLHO BOZMOXHbBIX IPOAYKTOB pacnaja,
OucHka GHOROIHMCCKOTO AEHCTBHS MCAULMHCKNX WinenniH. YacTb 10: Te-
CThi 11 PasApaKeIne # CEHCHOMNH3ALMIO KOXKH.
Ouenka GHoOrHISCKOro AcHCTBHA MeANUMHCKUX naaeauii. Yacts 11: Te-
CTHI Ha 00LWETOKCHYECKOE aeHCTBHE.
Ouenka OHONOrHYecKoro ASHCTBUR MeARUMHCKUX wanennil. Yacts 12:
flpuroToBneHue HCNLITYEMBIX OOPa3NoB M CTaHAAPTHBIE 00pa3lbl.
Ouenka Guonornueckoro AchHCTBHE MEARUMHCKHX H3aenuid. YacTs 13:
UNE EN ISO 10993-13 [MoANHHHOCTL ¥ KONHYECTBEHHOE ONpEaCIeHHE NPOAYKTOB pacnaja npu |
HCNOABL30BAHHK NOAUMEPHLIX MEAH3IREIHIL.
UNE EN 1SO 10993-18 Ouenka GHonornyeckoro ackHcTaus MeavumHekux usaenvwi. Yacts 18: Xu-

MHUECKHE XAPAKTEPHCTHKH MATEPHAIIOB.
| UNE EN ISO 11737-1 Crepransaums MeAHUHHCKRX winenanil. MukpoGuonornyeckie MeToab).
) Yactb |: Onpesenenue NONyasui MHKPOOPraHHiIMOoB Ha NPOAYKTAX.

@V EN 150 10993.

UNE EN 1SO 109934

UNE EN ISO 10993-5

UNE EN (SO 10993-7

UNE EN ISO 10993-10

UNE EN ISO 10993-11

UNE EN ISO 10993-12

i Kpyonun cepiosas nevams: /lomapuaionan konmopa o-na Hedpo A. Kacade Mapmun bapcenona/
4, HHOOPMALIUSA O NPOUIBOAUTENE MEAHLHHCKOI'O H3AEJINA

IponssoacTBo KoMNanKK:

JJAH® BACKYJIAP AEBAWCH3 BAHOTEK, C.JI.

(LIFE VASCULAR DEVICES BIOTECH, S.L.)

Kamu-ae-Kan'Y6au, 11 (Mpomuntncnumit nonuron Jlec-danvynpec)

08620 Cant-Bucenc-aenc-Opre, bapcenona, Ucnanns

{Cami de Can Ubach, 11; Pol. Ind. Les Fallulles 08620 Sant Viceng Dels Horts- Barcelona, Spain)

Oprani3annH-HIrOTOBHTENN:
JIAN® BACKYJIAP AEBANCH3 BAHOTEK, C.JI.
(LIFE VASCULAR DEVICES BIOTECH, S.L.)
Kamu-ae-Kan’Y6au, 11 (TMpombinunensnmit nonuron Jlec-Ganbyavec)
08620 Canr-Bucenc-aenc-Opre, Bapcenona, Mcnanus
(Cami de Can Ubach. 11: Pol. Ind. Les Fallulles 08620 Sant Viceng Dels Horts- Barcelona, Spain)
Ten/daxc +34936724711,
E-mail: infoi@ivaseular.es

—

5. Komnaexr nocraskn.,

) Karerep 6aniomumii - 1 wr.
2) HucTpykums no npumerennio — | wir,
3) Ornxerxa Ana NPocAEKUBAHKA — 6 T,
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/lepesod ¢ anzauiicxozo u uCnaNCcKo20 AIVIKOE 1A PyccKuil A3viK/
6. HHOOPMALIHA O NOTEHHAJABHBIX NOTPEBHUTEJAX (MTOJb30BATEJNAX) MEAHLIHHCKO-

ro H3AEJINA
Ksaaudguunposanubiii nepconan otaeneHnit COCyancTol XUpypriuu ieweSHO-npodunakTHUECKHX yupenacHuil.
.Kp;mas cepbosan nevams: /Homapuasenas xoumopa o-na fledpo A. Kacaoo Mapmun bapceaona/
7. HHOOPMALIUA O BAPHAHTAX HCHOJHERRA MEAULKHCKOr O H3AEJINS.
I. Karetep 6annonnuiii avnataunonumii PTA iVascular, sapuant ncnonnenna: OCEANUS 14 PRO:

1. Karerep Gannonubiit aunaraunonnstit PTA iVascular, sapnant ucnonnennn: OCEANUS 14 PRO, ¢ nposoanu-
kom 0,014 moiima, ¢ ruapoduabiieiM nokputreM, Ankuoi 100 cm, pasmepn Sannona:l,25 x 10mm; 1,25 x
15mm; 1,25 x 20Mmm; 1,5 x 10mm; 1,5 X 15Mm; 1,5 X 20MM; 1,5 X 40Mm; 1,5 x 60Mm; 1,5 x 80Mm; 2,0 x 10MM; 2,0
X 15mM; 2,0 X 20Mmm; 2,0 X 40MMm; 2,0 x 60Mm; 2,0 x 80MmM; 2,0 x 120Mm; 2,0 X 150MmM; 2,0 X 200Mm; 2,5 x 40MM;
2,5 x 60mm; 2,5 x 80MM; 2,5 x 120Mm; 2,5 x 150MM; 2,5 x 200Mms; 3,0 x 40Mm; 3,0 x 60Mm; 3,0 x 80mm; 3,0 x
120mM; 3,0 X 150MM; 3.0 x 200mMm; 3.5 x 40MM; 3,5 x 60mm; 3,5 x 80mm; 3,5 x 120MMm; 3,5 x 150MmMm; 3.5 X
200mm; 4,0 x 40mm: 4,0 X 60Mm; 4,0 x 80MmM; 4,0 x 120mm.

2. Karverep Gannonumii annaraunonnwii PTA iVascular, Bapuant ucnonnenus: OCEANUS 14 PRO, ¢ nposoatu-
koM 0,014 nioiima, ¢ ruapoduAbHLIM NOKPLITHEM, AMHHONH 150 cm, pasmepn Gasnona:1,25 x 10mwm; 1.25 x
15mm; 1,25 X 20Mmm; 1,5 x 10mMm; 1,5 X 15mm; 1,5 x 20mm; 1,5 x 40mm; 1,5 X 60Mm; 1,5 x 80mm; 2,0 X 10MMm; 2,0
x 15mm; 2,0 x 20mMm; 2,0 x 40Mm: 2,0 x 60Mm: 2,0 x 80mm: 2,0 x 120MMm; 2,0 X 150MM; 2,0 x 200mm; 2,5 x 40Mm;
2.5 x 60mm; 2,5 x 80mm: 2,5 x 120mm; 2,5 x 150MMm; 2,5 x 200mm; 3,0 x 40MM; 3,0 x 60mm; 3,0 x 80mm; 3,0 x
120MMm; 3.0 x 150Mmm; 3.0 X 200mm: 3.5 x 40mm; 3.5 x 60mm; 3,5 x 80mm; 3,5 x 120mm; 3,5 x 150Mm; 3,5 x
200mMm; 4,0 x 40mm: 4,0 X 60mMm; 4,0 x 80MM: 4.0 X 120Mmm,

8. ONUCAHHE MEAHLUHHCKOT'O H3AEJNS U EFrO ®OTONPA®HUYECKHE H30BPAJKEHHSL.

«Karercep Gamnonnuthi aunaraunonnsti PTA iVascular, sapuant ucnonnenns: OCEANUS 14 PRO» npumenserca
ANS AWIATBUMH H NCMIONL3YETCA NA Pa3lyBaHHa 5anI0Ha NPH CTEHO3e WK OKKMO3HH NEpHdEpHtecKHX aprepyil ¢
UebIO PeKAHATHIALHN APTEpHY,

Jlannas npoucaypa BLMIOJHAETCA C HCNONL3OBAHHEM MMHWMANLHO WHBAZHBHLIX METOAMK, TAKKe HA3bIBACMbIX
YPeCcKOXHONH TpaHCIIOMHHANLHOH anrnonnacTHkoil (PTA) nepueprueckux aprepnii, NpH KOTOPHX NYHKUMR
HaPYXKHOTO KOXKHOIO MOKPOBA NO3BONKCT O0ECNEYHTDb A0CTYN K KPOBOTOKY M K NOPAKEHHOMY YYacTKy.

Kavetep nmeeT koakcHansHOE HCMONHEHHE W NPEACTaBANET co00il ABYXNPOCBETHBIA (OT KOHHEKTOPA 10 HAKOHEY-
HHKA) KaTeTep, TaKke HasbiBaemblii OTW-xatcTepom - T.¢. KATETEPOM C CHCTEMOI AOCTABKH CTEHTA NO NPOBOIHH-

KYy.
flopr pm
POIAYBINIA
{6oronoi nopr}
Coppwnirersman 1pyina.
! VEATOP Hanpa PentienoRONTONCTIME METRN
|V 4
Gannon Hanoneuw

Noonssezeuun  COPPITERIA S .

APORDANNKY op
inpamoi nopt)

Puc.1. Cxematnueckoe wioBpakenne Karerepa.

Ha nanbuem komue kavetepa pacnonaracres cro 11aKOHEMHNK, avpaBMaTHUNLIH 110 Gopme 8o w3bexanne nospexzue-
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/MepeBop, ¢ aHIAIACKOrO M UCMAHCKOT0 S3bIKOB Ha PYCCKUIA 13bIK/
HWsl apTepuin Bo BpeMsl ero BBEAEHUS.

B oTaaneHHoli YacTu KaTeTepa, Mepes ero HakOHEYHWKOM, PacrofioXeH 6anioH, WM HagyBHON CErMeHT, NO3BOSAIO-
WMIA OCYLLECTBNATL HArHeTaHue fAaBneHWs [0 pasfMyHbIX 3HaydeHui. MpumeHeHWe 6annoHa NPUBOAMT K paclyupe-
HWIO apTepUN MOCPESCTBOM HarHeTaHWs BHYTPb HEFO KOHTPaCTHOW Cpeabl.
KOfHa, NMbo ABe PeHTreHOKOHTPAcTHble METKM NOMeLLaloTCA: OA4Ha MeTKa - Mo LeHTpy 6anioHa, ABe MeTKM: Mo Of-
PHON Ha KaXX[OM M3 KOHUYECKUX HAKOHEYHUKOB Ga/ioHa, C TeM 4TOObl MapKMpoBaTb €ro AJIMHY 1 NMomoYb Nosib30Ba-
TENI0 ONpefeNnTb PacrnosioKeHMe KaTeTepa Npy HaXOXAEHWM TOro BHYTPU naumeHTa (MpW 0TOBPaXeHUW Ha peHTre-
HOBCKOM 3KpaHe).

Mexgay coeanHUTENbHbIM pasbeMoM J1103p-J10K 1 KOpMYCOM KaTeTepa pacnonaraetcs coefjuHuUTeNbHas Tpy6ka (KoMm-
MeHcaTop HarpskeHWs), Heobxoaumas Ans nNpefoTBpalLleHns n3rnbaHus Katetepa B 3TOM MecCTe.

CoeMHUTENbHBIA pasbeM (KOHHEKTOP) MMeeT pasBeTBNeHHy (Y- 06pasHyto) opMy M CHabXeH AByMS MopTamu,
HenocpeACTBEHHO COEAUHEHHBIMU CO CTEPXXHEM KaTeTepa:

- 60KoBOW nopT (NOPT ANs pasfyBaHus) NO3BONAET OCYLLECTBAATL NPOMYyCKaHue

KOHTPaCTHOW XUAKOCTU K pa3fyBOYHO - CAYBOYHOMY MPOCBETY KaTeTepa (MPOCBETY AN1s pasfyBaHus);

NpAMOA NopT (MOPT BBeLEHNA NPOBOLHMKA) NpefHa3HayeH 4ns BBeAeHUS NPOBOLHUKA KaTeTepa. [poBONOUHBLIA Mpo-
BOAHWK BCTaBMIAETCA B MPSAMOA MOPT KOHHEKTOPA W BbIXOAWUT M3 HaKOHEYHMKA KaTeTepa C LeNblo JOCTUXKEHUA nopa-
YKEHHOTO y4acTKa.

Ons OCEANUS 14 PRO makcvManbHbIl AgnameTp MPOBOAHMKA He AO/MKeH npeBbiwaTh 0,36 Mm (0,014 atoiima).

n I I fl
Puc.2. YBennyeHHoe n306paxeHne NMpokcumanbHoli vyacT KaTteTepa 6ai1oHHOrO gnnatauuoHHoro PTA iVasciilar,

BapuaHT ucnonHeHus: OCEANUS 14 PRO.

Kpyrnasi repboBas neyaTsb: /HoTapnanbHas KoHTopa r-Ha Megpo A. Kacago MapTuH BapcenoHa/

Puc.3. YBenmyeHHoe n3obpaxeHune cpegHeli yactu Kartetepa 6annoHHOro gunataunoHHoro PTA iVascular, Bapu-
aHT ucnosHeHnsa: OCEANUS 14 PRO.
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/MMepeBod C aneMnCKOro U UCMAHCKOT0 A3bIKOB Ha PyCCKUA A3bIK/

v KE?

Puc.4. YBennyeHHoe M306paXkKeHne 4acTu B MecTe coeauHeHns Tpyoku ¢ 6annoHom KateTepa 6annoHHOro gunarta-
umMoHHoro PTA iVasciilar, BapuanT ncnonHeHuns: OCEANUS 14 PRO.

Puc.5. YBennyeHHOe M3obpaxeHne AncTanbHoi KateTepa 6annoHHoro gmnaraymoHHoro PTA iVascular, BapuaHT
ncnonHeHus; OCEANUS 14 PRO.

Puc.6. N306paxkeHne o6LLEro BUaa MeaNLMHCKOro uaenns: Katetep 6anioHHbIn aunataumoHHblin PTA iVascular,
BapuaHT ucnosHeHnsa: OCEANUS 14 PRO B 3alMTHOM MeHase.

Kpyrnas rep6osas neyaThb: /[HoTapuanbHaa koHTOpa r-Ha Megpo A. Kacago MapTwuH BapcenoHa/

9. YCNOBUA MPUMEHEHWA.
TonbKo KBaNMULMPOBAHHbIMMW CMELMANMCTaMN XUPYPrUYecKn.4 oTaeneHmnin Jry.

10. OBNACTb NPUMEHEHUNA.
Cocyanctas xXmpyprus.
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/Hepeaod ¢ aneniicko20 u UCRANCKO20 A3LIKOE HA PYCCKU A3NK/

11. NTOKA3AHMHS K TPRMEHEHUIO. TPOTHBONOKA3AHHA. MEPbI NPEAOCTOPOXHOCTH.
[TIOKA3AHHUA.

. Karetep Gannounnbtii aunaraunonnniii PTA iVascular, sapnaut ncnonnenus: OCEANUS 14 PRO, ¢ ruapo-
(PUALHBIM MOKPLITHEM NPHMEHAETCA ZLAA JMNATALIMM CTEHO30B B GEAPeHHBIX, NOAKONEHHLIX apTepHAX, B KOHEHHMIX
BETBAX NOAKONEHHBIX APTCPHI, B MOMEUNBIX APTEPHAX, & TAKIKE ANA NEYEHHS ODCTPYKTHBHHIX NOBPEXKACHWI HATHB-
HBIX WIH CUHTETHHECKHN APTCPHOBCHOIHLIN AAUINLIX PHCTYII. AHAMETPH! KOTOpLIX cocTasastoT 1,25 - 4,0 mm, a
sanno - 10-200 M.

MPOTUBONOKA3IAHHA.
HeBo3IMOXHOCTD NMPOBECTH NPOBOIHMK YEPL3 CIEHOIHPOBAHHLIN YHACTOK.

BO3MOXHBIE NOBOYHbLIE DOPEKTLI/OCNIOKHEHHUSA.

Bo3MOXHBIMY NOGOUHBIMK 2(hheKTaMN WHIK OCAOKHEHHAMH, KOTOPbIC MOTYT BOZHHKHYTSL 10, BO BPEMA HIH Noche
NpoueAypLl KaTeTepH3alnuH, ABASIOTCH:
* Jlevanbusiii nexon
Mucyast / 3m60ana / Tpombos
lFemoanHamHueckoe yxyaieHue
Pe3knii ynpyruii otckok
AprUTMHR
AHEBPH3IMA HAH JTOKHAA AHCBPWIMA
Hudexunm
1oanas apTeprHaabhiag OKKMoINA
Peokkaoins obpaborannoii obnac: pectenos
Cnaim
Mepdopauns un pacceueunc oopaboTaHHOMR 30HNL!
AprepnosesosHan ¢puctyia
MecTHas reMopparva ¢ reMaToMoif B MECTE 10CTYNna
Muno/runepreHsus
Annepruveckue peakuni Ha MaTepHanbl

Kpyveaas cepiosas nevams.: /Homapua:enas konmopa 2-na fledpo A. Kacado Mapmun bapcenona/

MEPSI MPEAOCTOPOXHOCTH

- TTIpOBOAMTE COOTRETCTBYIONICE NCHCHUE NALMEHTA C HCNONLIOBAHWUCM ANTHKOATY/ISHTOB, COCYAOPACIIKPAOINX
CPENCTB H T.A.. COrIACHO NPOICIIYPE BREICHHA BHYTPHCOCYAHCTHIX KATCTCPOB,

- Jlo npumenenna karerepa. 11poBePLTE €ro PAIMEP W NPUTOANOCTL K HCNONL3OBAHKIO.

- BsoanTe kateTep ¢ 50aALLIOH OCTOPOKHOCTHIO, BO W3beKaHHe KakUX-NHG0 ero NoBpexAeHHIA,

- Pasaysaiive 6annon cmechir (puIpacTBopa M KOHTPAcTHOH KHUAKOCTH (MpeanouTHTENHO B nponopunnr /], xoTs
Aona nocaeaueit MoxeT GuiTh cHixkena 8 Gannonax Gonbworo pasmepa).

= He npesbimaiite pacuetHoe naBnenue paspbisa, 4robbl n3lexars pa3pbisa Gannona.

- Ecnn npu npoasukeHnH kaTeTepa BCTPEUaeTCa Kakoe-1H60 NPENATCTBHE, NPEKPATHTE MAHUNYNALUKY W Onpeaenu-
Te NPUYHHY RAHHOIO NPENITCTBHA 10 TOrO, KAK MPOJACKHTL MPOABUKEHHE KaTeTepa.

- [pumensiite cranaapTiibic HTPOAKIOCEPS W NPOBORHHKK, AHAMETP KOTOPbIX cocTasnser 0,014 aokima. Mpn nc-
NOAE30BAHHKE WHTPOAbIOCEPA JUTMHOM, npesbimiatouei 25 ¢M, AN B CAYHaE MHTPOABLIOCEPA TUICTEHOR CTPYKTYPhI
MOXET MOHAROOHTLCA YBENHUHTD €10 PATMEPLI O W3BEXKaNHE TPEHHA NPH KATETEPH3AUHY.

- Ecin npu ButBOae KaveTepa BCTpevacTes Kakoe-nnGo npendTcTeme, peKomenayetcs, uTobu 6annonubiil karetep,
NPOBORHHK N MHTPOALIOCEP GbINK WIBJICUEHBI KAK €AHHOE YCTPOTCTBO,

- Tlocae ncnons3osanna aarnbIiE NPOaYKT MOXET NpeacTasnsTs Guonoruueckyio onacHocTs. Cneayer ofpaniaTses ¢
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lepeao0 ¢ auamuie ko0 1 UCNANCROIO RIWKOB NG PYCCKIE RILIK/
HUM ¥ 3aTeM BLIOPOCHTE €0 COMACHD YTBCPKICHHON MECHUNNCKOH NPAKTHKE N NPHMEHHMBIM MECTHBIM, rocyap-
CTBEHHBIM WK (JEACPANLHBIM JAKOHAM W HOPMAaM.
= Xpauure uiieamne B CyXOM 1 IPOXNANHON MCCTE, BAANN OT NMPAMBIX CONHEUHBIX Nyyei.

.1PEIIYI'IPE)K}1EHHX.

= H3menuc MCKNIOUHTEALNO NPENHAZNANEHO ANIA HCTIONLIOBAHHA ONBITHHIME BPAYAMH, BAANCIOLIMMH TEXHHKOH
NPOBEACHUA YUPECKOKHON TpaHcmoMURaNLHOH anrnonnactuku (UTA).

- [lpoucaypa 4pecKoXHOrO BMEILATENLCTBA ACMKHA TIPOBOAMTBCE B MEAWHMHCKHUX YHPEKACHHAX, OCHAWEHHLIX
HCODXOANMBIM 00OPYNOBAHKEM ANA NPOREACHNA IKCTPEHHOH OTKPHITOH Xupypriun, nin 8 GONBHAUAX, HMEIOUINX
NErKHiA A0CTYIL K APYIHM NCHCOHBIM YUPEIKACHHAM, TAe NPOBOAHTCA JAHHLIH THN XHPYPTHH.

- [annoe wiaenne npcaHa3HAUYCHO A OAHOKPATHONO HCMONL30BaHNA. [JOBTOPHO HE cTepuAnlyHTe ero 1 He Hc-
noAL3yHTe ero MOBTOPHO 1IOCNC 3ABEPILCHHA NPOUCAYPH KaTerepulaunn. [losTopHOe NpHMEHEHHE HIACNMA AnA
BMELIATENLCTBA Y APYFOFO NALHEHTA MOXKCT BbI3BATL NEPEKPECTHOE 3APAKEHNHE, NHPEKLMH HIK nepeaavy HH(pEKIH-
OHHOrO 3a00A€BAHNA OT OZHOTO NauKCHTa K Apyromy. [ToBTopHOoe NpUMereHHe N3AEAHA MOXKET NPHBECTH K H3Me-
HEHHIO €ro XapaKTEPHCTHK U OTPHIIATENBLHO CKATATLEA Ha €10 MPPHEKTHBHOCTH.

- HM3aeanc noctaBiserca 8 cTepuabHOM cocTOsHUK. [IposepbTe CPOK ero roaHOCTH 1 HE HCROAL3YHTE H3AEAHA ¢
HCTEKIIMM CPOKOM TOHOCTH.

- [pexae yem OTKpPLITH YHAKOBKY € WICIIHEM, BHHMATEABLHO ocMoTprTe ee. He ucnonbsyiite usaenue 8 cay4asx
HANNYHA KAKHX-ING0 AeeKTOB HAM NOBPEKACHWIH YNAKOBKH.

- Tlpu w3BneucHuK W3aenHA U3 NEPSHIHONR YNaKoBKH coOMIONANTE NPaBUAa aCENTUHKH.

- Buibupaiive anametp 6annona B 3aBHCHMOCTH OT JMaMeTpa apTepuy, noanexaeil Masunyasuvu. Henoas eso-
auTh Gannon, AuaMeTp KOTOPOTO NPEBLILIAET AKAMET] APTEPHH.

- He cywmure karerep npH nomown mapnesoro 6uura,

- H3nenre He N0NKHO NOABEPTaTLCA BOIACHCTBHIO OPraHWYECKHX PAcTBOPHTENCH W KOHTPACTHLIX BEUIECTB, He
NPEAHANAYEHHBIX 1S BRYTPHCOCYAHCTOTO NPHMEHENHS.

- He ucnonb3yiite Bo3ayx v razoobpa3ibie BeltecTsa s palaysanua Gannowa.

- MMpoaewraiire Katetep NO NPOBOANKKY NOA KOHTPOSEM penTreHockonun. Heabss npoasurarse xarerep Ges npo-
BOANUKA.

- Koraa 6anon HaXoAWTCA B PasiyTOM COCTOSHWH, HE MPOHIBORAKTE HUKAKNX MAHUNYASUKA C KATETEPOM W Npo-
BOJIHHKOM, HE NPOABHTANTC HX W HE WINICKAATC.

12. TEXHHYFECKHE XAPAKTEPHCTHKH ¥ MATEPHAJIBI H3TOTOBJIEHNA MEAULIHHCKOTI'O
M3AEJIUA.

Tabanna 1. OcHosHbie pa3Mepbl KaTeTepa.

pexrHenAR Auamerp 6asnona (Mm) SddexTuRRan Auna Gan- | Jnuna apMupywoiero
ANuHA KaTevepa (MM) JI0OHa (MM) CTEPAHSR (MM)
1000 1.25 10 283
1500 1.50 15
20 20
2.5 40
3.0 60
3,5 80
40 120
150
200

Tabanna 2. Jlannbie 1o BHEUIIMM ¥ BIYTPCHHHM AHAMCTPAM KATETEPA, B SABHCHMOCTH

oT napameTpos Sannoua,
Banrnons) KaTerepa (ABaMeTp X Buewnnii npoken- Bremunii an- Buyvpenuni
AIUHY MM) Manb CTANMHLIRE Ala- |  AHameTp KaTe-
Hbtli AnaMeTp KaTeTe- | METP KaTeTepa Tepa (Mm)
pa (mm) [Fr] | Aroiimax)
(mm) |Fr]
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/epeaod ¢ ansaulicko20 U UCHANHCKOZO RIBIKO HA PYCCKUl RIBIK/

1.25x 10: 1.25 x 15 1.25 x 20; 116
1L.5x 10 1,5 x 155 1,5 x 20; [3‘ 5] 0,75
20x10;20x15,20x20 i [2,3) 0.43
(0.017]
. OcTtanbitie pamepnl Sannonos 131 098
\ (3.9] [2.9]

Kpyesan vepoosan newamn: Aomapuaionas konmopa o-na Heopo A. Kacaoo Mapmun Bapeeaona/

Ta6anna 3. lanusie nonepewioro npoduna Gamiona B 3aBUCHMOCTH 0T AnaMeTpa Gannona.

Anamerp
Gasnons Aofimb MM Fr
(Mm)
1.28 0,021 0,53 1,6F
1.8 0,023 0,60 1,8F
2.0 0,025 0.65 1,9F
2.5 0,027 0,70 2,IF
3.0 0,029 0,75 2.2F
3.5 0,031 0,80 24F
1.0 0.033 0,85 2,5F

Tabanna 4. Jlanneic no pacnioNoKEHUKO PCHTTCHOKOHTPACTHBIX Mapkepos/MeTok Gannionos Katetepa.

Banaon xaverepa Koasnuecveo pentreno- Paccrosnne oT au- Paccrosune or au-
(AHAMETP X AHUY B MM) KOHTPACHBIX MapKe- cTanbiore Konus 6an- | craawnoro xouua 6an-
poB/MeTOR JIOHA X0 AHCTANLNHOMN JA0HA 10 NPOKCHMAND-
METKN (MM) Hof meTky (MM) |
1,25 x 10; 1,25 x 15; 1,25 x
20; Ozna MeTKa B LeHTpe Onna MeTka 8 LICHTpe OnHa METKa B UCHTpE
1S x10; 1,5x 15: 1,5 x 20;
20x10;20x15,2,0x 20
1.5 x40 Jlse serxi 142 4142
1.5x60 Jlse metkn §.42 61,42
1.5 x 80 Hse mMeTku 1,42 81,42
2.0 x 40 Jlne meTxt 2,21 42,21
2.0 x 60 Jlse MeTRn 2.21 62,21
2.0x80 Jlae MeTin 221 82,21
20x 120 Jlse MeTkY 2.21 122,21
20x 150 JiBe MeTKH 2.21 152,21
2.0 x 200 Jlse mevkn 2.21 202,21
2,5 x40 Hse meTkn 2,95 42,95
2.5x60 JlBe MeTxH 2,95 62,95
25x 80 Jpe metkn 2,95 82,95
2,5x 120 Hue merkn 2.95 122,95
25x 150 Hee meTen 2,95 152,95
2.5x200 Jlse MeTKH 295 202,95
3.0x40 llee MeTky 3,73 43,73
3.0x60 Jlee MeTkHM 3,73 63,73
3.0x80 Jse meTkn 3,73 83,73
3.0x 120 Jlee MeTkH 3.73 123,73
30x 150 Jlee MeTkn 3,73 153,23
3.0 x 200 Jlne MeTrm 3.13 203,23
35x 40 JIBe MeTRN 4,52 44 52
3.5x 60 Jise ek 4.52 64,52

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

- e




ATepeenn ¢ aniicKkoe0 U HCRANCKOO RINKOE HA PYCCKUL AIK/

3.5x80 Jlae meTkn 4.52 84,52
3.5x120 Hee metkn 4,52 124,52
3.5x 150 Jlue Merkn 4,52 154,52
3.5x200 Dee meTky 4,52 204,52
4,0 x 40 DNee merkn 5,28 45,28
4,0 x 60 Jse MeTkn 5,28 65,28
4,0 x 80 Jlee meten 528 85,28
40x120 JBe MeTkn 528 125,28

Kpyenan cepbosas nevanmn; /Homapuaionas xoumopa c-na fedpo A. Kacaodo Mapmun bapcenona/

Tabanna 8. Jlamneie no aasnennio 6a10HOB C YHeTOM ANHHBI H AnaMeTpa GannoHa.

JLnma Gannona Hurasserp Basssona Hosuanunoe Pacuctnoe nas-
{Mm) {mm) NaABIACHUE (ATM) | IeHUE pRIpLIBA
|xa} (ATM™) [xIla]
10+ 200 1,25 -+ 4,0 7{709.275] 16 [1621.2]

| puMengnye; HOMUNATSHOE OARIEHHE - COOMSENICIEYEN OGENERII0, HPH KOMOPOMN
barion Oocmuzaem YRAIGRNO20 6 MAPKNPOKE DHAMEMPA; paciemnoe oasenue pai-

PMGH - COOMISCINCIISYEN MARCUMAIBHONY 0a81ENHIHI0, 00 KOMOPO2G SOIMONCHO Pt
adyms ba.on.

ﬂgnmmnmsnug napaMeTpbl:

Cosmectummii nurpoantocep (mm) [Fri: 1.3 [4]:

Aonycrumniii Asametp npopoanuxa (ma) |Loitm): 0,36 (0,014];

Maxkcamanbhoe speMs aedasusn Gauiona Ass Beex AHAMETPOB W AINH: He Sonee 10c.
Harpyixa 5a paIpbiB B COCARNUTENLHLIX Toukax kaverepa (H) we mewee: 10H.

Macca karerepa (r): ne 6osree 6.00.

Tabanua 6. Mavepnaibl W350TOBICHEH MCAHNHHCKOIO HIACAHR.

Hassanse uacTn szacns Mavepsan HIroTOBACHUSE N NPOHIBOAHTENL

13} Mopr ¢ puxcavopom Tina Jhiodp foavkapSoHat (uBeT: Npo3payuHbiil),
Mapkuposxa Ha nosepxHocTi nopra: (Jlazeproe HaneceHHe).

2) Coeannurenshan Tpydka/komnencatop | Pebax, user: Genntif;
HANPAKEHHA.

3) Crepxenn KateTepa:

BuewHaa wacTh Nylon 12; user: ronyGoli;

BryTpennnii npocser n npoceer ann seeae- | Nylon 12/Plexar/HDPE; uset: npospaunuiit;

HHA NPOBOANNKA

Hakoneunnk Nylon 12: uset: ronySoil;

3} buanon Nylon 12; neT: npo3pausuit;

$) 3amaTuan TpyGka Gannona Nylon 12; user: npo3pauusiii;
Plexar/HDPL;

6) Pentrenaxontpactusiii Mapkep 6amona | Cnnas naatwra u npuani
Boangpam + Pebax 63333

7) Apmupytomnii crepxens Hepxasetonias crans

8) lMoxpuiTne kareTepa:

FHAPODIALHOC NIOKPLITIIC HYDRAX PLUS
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Mepeaod ¢ aneauticko2o u UCHANCKO20 RIBIKOE HA PYCeKuli AILK/

YHAKOBKA:
d 9) 3auuerni nenan waterepa Moawsrunen asicokoli maorrocty HDPE
10) Kninca 3aunrrioro nenana karevepa Honuyrunen sricokoli nnotHocty HDPE
1) Banerep LLDPE/Tyvek
—Ii;-l'l_owﬁlrrc:u:caaz -ynaxouxa Menosanneili kapron

Kpyeaas zepbogasn nevams: /Homapuanmnas sonmopa >na Iedpo A. Kacado Mapmun Bapceaona/
13. TOPAAOK PABOTHI C MEJHIITHHCKHM H3IAEJIHEM

Bnuvanue! Ieped ucno:aszosannen obpumumecs K uncmpykyuy 8o npuseneruio!
HIpedynpencoenue. 3anpetiaemes ucnow306ums wiNeIne nocae uemesenun cpoxa zodnocmu. Ipu nanusuy se-
HWIX NOSPEICOLN L HCNOILIO8AMS 13D e sanperieno!

1 3: 1. ] ISL’[I'(YI‘OBKR Karcrepa,

Wisnexnte nenne 13 ynakoskn. [iposepite coornerersie pasmepa Gannona npoueaype W coorsercTane Buibpan-
HOFO AOHOAHITENLIOND OGOPYIOBANNS KUTCTEPY, YKAZAHHBIX HA FITHKETKE, NPHKPENNEHHON K 3AUIKTHOMY NneHany W
1A CTHKEPAX, PATMEMEHHRIN 112 HHAHBHAYAILHOIL 1 10TPeOUTenbCeKOl YiakosKax.,

OcTopokKO CHUMHTE 3aIMTHYIO TPYGKY ¢ SaLoHa, WibjiekuTe apMupyionii crepxent Gannona.

Ipucoeaunwre mnpri Ha 10 M. coepxammii crepwibHbif pusnonornueckuii pacTeop, K NOPTy BBEAEHHS NPO- !
BOZAHMKA (NPAMAA 4acTb Y-KOHHEKTOPA) 1 BBOJIUTE KBAKOCTD B NPOCBET, NOKa OHA HE CTRHET BEIXOAWTL Yepes HaKo- |
HEYHHK KaTeTepa.

HNpokavaiire cucremy g yiaienus soaysa;

= NOACOCHUINTE TPEXXOUOROIT 3A1IOPHIMIT Kpan K NOPTY BREACHWS KOHTpacThOH xuaAKocTH (GoKOBas YACTh KOHHEK-
TOpa). Taioke MEHY KONHCKTOPOM 0010118 H TPCXXOAOBLIM IRNOPHEIM KPAHOM MOXHO AOMONHATENLHO YCTAHOBHTD
YRIMHHTEN D,

- HEPEKPOITe NPOX0A BO3AYNA Ycpes Gannon:

- noacocunrre wnpuid ua 10-20 Ma.. Ha oY TPETL 3a00AHEHHBIA PU3HONOTNUECKHM PaCTBOPOM, K TPEXXOAOBOMY
HANOPHOMY Kpany;

= OTKPOHTE COCANHCIHE TPEXXOOBOIO 3ATIOPHOTO KPaka MEXKAY LINPHLIEM H KATETEPOM;

- YCTAUOBITE (UNPRIL B BEPTHRAIBHOC NOIOACHHC, OTTRHUTE NOPWICHL BBEPX. 1IPH ITOM NY3bIPbKH BO3AYXa NMOCTY-
NMOT B AKHIKOCTL,

- IIPH HCUETNOBEHHH NY3bIPLKOB BOLYXA 1ICPEKPOHTC TPEXXOA0BOH 3anopHLIi Kpan Ha KOHUS KATETepa K HIBAEKHTE
1pyIL.

BHHMAHHE: ecu nyssipsku 60309Xa BPOOOINCAION ROCMYNGING U3 KAMEMEPR 6 HWIRPUY RO ucmedenui 3 Mu-
1Y NPU OPUYAIMETHIION OUGTCHIE, IO MOJCENT GLiNb ABHNM RPUINAKOM MO20, ¥mo & 6arnonnom Kamemepe
UMCIOMCR YIICUKH, ROSPEHCOCIUR UTU IO COEOUICHUE WNPUNA U MPEXXOI06020 3ANOPHO20 KPANA NE REAREMCR
sodonenponusaensiy. Eciu nocie nposepru coedunenui ace euje nabanoaomcs nyssipsKi 6030yxda, e ucnorv-
vinne Kamemep. Bepnume npodysm npoussodumenor uru oucmpubsiomopy 038 RPOGEOCHUR COOMEEMCMEYH)-
WX AW THIA HIOC 1N,

M axrisaum ruPOGUALHOTO NOKPLITH YRIAKHUTE KATeTep, NOTPYIHB €ro B CTEPHUALHLIK (HIHOAOrHU eCKHi
PACTBOP. HEROCPECTREIIIO NEPEIL TCM KK BBECTH €0 Uepes HHTPORLIOCEp.
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/TTepeao0 ¢ aneauiicko20 u UCNANCKO20 A3LIK0B HA PYCCKUL A3LIK/

13.2. Texnwxa ppeacHua.

- [lposeante nposoankx 0,014" uepes nospexnenHb yuacTok cornacHo npueMam YTA non KOHTPOEM peHTreHo-

CKOTIHH, 4TOGL! B NOGYIO MAHYTY NPABHIBLHO €10 NO3HUMOHHPOBATD.

- Berasbe npokcuManibHbIi KOHEU TIPOBOAHHKA B AHCTAILHLIH HAKOHEMHHK GANIOHHOrO KaTeTepa.

.- Ocropoxro npoasuraiite GannouHbIi KarTerep N0 NPOBOAHMKY NOCPEACTBOM MHTPOALIOCEPa H NOA KOHTPONIEM
PEHTTEHOCKOMHH BRROTH N0 AOCTIDKEHHA YwacTka cTeno3a. Ecan Gannonubiii katerep He MoxeT GbiTb yCTaHOBREH
BHYTPH NOBPEXICHHON 00NACTH, ANA NPCAWIATAUNH NOBPEKACHHOrO YHaCTKA BO3bMHTE KaTeTep MEHbLUETO pasMepa.
- CoestMHNTe YCTPOHCTBO ANs pa3ayBaHHA Gannona, cHabkeHHOEe MAHOMETPOM (CO CMECHIO KOHTPACTHOH XKHUAKOCTH
H $U3n0N0rHUECKOro pacTsopa, 3aHUMaIoLLCH OAHY TpeTb 00beMa 3TOr0 YCTPOHCTBA) C TPEXXOAOBLIM 3aNMOPHBIM
KpaHOM, 00ecneunBas npoxoa Mexay 6anioHOM W YCTPOACTBOM A Pa3/lyBaHHs.

- Pasayeaiive Gannon npy noMotk yeTpoiicTa Ana pazayBaHus noa aasneqneM. He npeswbimalite pacueTrHoe paene-

HHE Pa3pbLiBa, YKA3AHHOE HA ITHKETKE Y HA KPHBOI PacTAXKHMOCTH.

- Nonaeaiire nasnenne 8 Teuerne 30-60 cexyHn, B 3aBUCHMOCTH OT CTENEHH NOBPEXACHHA,

- Yrobm cayTe GannoH, NOTAHUTE 3a NOPLIEHDb YCTPORCTBA ANA Pa3AyBaHHA. Y ZepknsaliTe OTPHUATENBHOS NaBACHHE
| ot 20 a0 60 cexynn, B 32BHCHMOCTH OT pasMepos GannoHa. YaocTosepbTech 8 TOM, 4TO 6annoH NONHOCTHIO CayNCH
(nocpeacTBOM PEeHTIEHOCKONKHK), 10 TOrO Kak CABHHYTL KaTeTep.

- IMpu orpruaTensHoM AaBneHUH B yeTpolicTee 118 pasAyBaHHA, KOTAa NPOBOAHHK HAXOAKTCA B HAZIEKALIEM NOJO-

AKEHHH, OCTOPONHO WIBICKHTE KATETEP YEpes HHTPOALIOCEp.

- Jlo TOro Kax u3ssetdb NPOBOAHNK, BBEANTE KOHTPACTHYIO XKHAKOCTD HEPe3 HHTPOALIOCEP, YTOOHM MPOBEPHTL COCTOR-

HHUE NOBPEKIACHHOIO YUacTKa.

14, HHO®OPMAILHA O TPEFYEMOM JONOJHHUTEJIBHOM, HO HE MOCTAB/ISIEMOM OBOPY 10-
BAHHH.

- lenapunnsnposannbiil Guznonornyeckuil pacrsop:

- KontpacTusie sewecrsa (MCNoAsL3yiTe KOHTPACTHLIE BEWECTBA, NPEAHAZHAYCHHBE ANA BHYTPHCOCYAHCTOTO NpH-
MEHEHHA);

- Oany nposoanuk ¢ avamerpom 0,014%, He HenonwayiiTe NPOBOAHMKH € HHBIMH PasMepaMH.

- ORWH WHTPOABIOCEP ¢ FEMOCTATHYECKHM KNanaHOM, pasMep KOTOPOTo yKasbiBaeTcs Ha sTHkeTke. He ucnonesosats
HHTPOABLIOCEP MEHBLLIETrO PA3MEpPa, KOTOPLIA MOXET NOBPEAHTH KATETEp.

- Onun Tpexxonoeoii kpaw.

= Onuo yerpoiicTso pis pasaysanna Gannona (pywHo#H Hacoc CO BCTPOEHHLIM MAHOMETPOM).

15. HHOOPMAIIHUA O TPEBOBAHHSX K TEXHHYECKOMY OBCJIY)XXHBAHHMIO H PEMOHTY.

K nanHOMY HANCTHIO HE NPHMEHHMO, TIOCKONBKY AAHHOE MEAULIHHCKOE W3ACAHE NPEAHA3HANEHO JUIA OAHOPA30BOTO
NPHMEHEHNS,

16. YCJI0BHA SKCIIIVATALRHH

Hsneaue npy sKennyaTauun yCToRuHBhL K BOIACHCTBUIO KINMATHUECKUX (AKTOPOB AN TEMNIEPATYPHOTO PEXHMA OT
+15 a0 +35 °C, npn 0THOCKHTENBHON BRaXHOCTH BO3AYXa 45-80%, npu atmocdiepHoM Aasnenny ot 84,0 no 106,7 klMa
17. YCJAOBHSA TPAHCNTOPTHPOBKH H XPAHEHHA

C| BKA.

«Karetep Gannonnutii annaraunonnstit PTA iVascular OCEANUS 14 PRO» TpaHcnopTHpy1oT BCeMK BUAAMH TPaHC-
NOpTa B KPbLITHIX TPAHCMIOPTHLIX CPEACTBAX B COOTBETCTBHH C MPABHNAMK NEPEBO3KH TPY30B, ACHCTBYIOWNMH Ha
K2KIAOM BHAE TPAHCNOPTA.

Temneparypa TpaucnoptHpoakn ot 0°C no + 40 °C, npu oTHOCHTENbHOH BRaXHOCTYH He Gonee 75%. I

17.2. Xpanenue,

Haneane 1010KHO XPAHNTECA HA CKAAZAX NOCTABLIMKA H NOTPeGHTENS B CYXOM NpoxnaaHom mecte (0°-40°C), saanu
OT NPAMLIX CONTHEUHBbIX NYUEH, NPH OTHOCHTENBLHON BAAXHOCTH He Gonee 75%.
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Tepeaod ¢ aneauicro20 u UCNANCKRO20 A3LIKOG NG PYCCRUL AWK/

18. HH®OPMALIHA O CTEPHJIH3ALIMA.
. H3nenue crepuansyiotes OKCHAOM 3THACHA.
19. CPOK TOAHOCTH.
Cpox roaAHOCTH MEAMUMHCKOTO M3AC/IHA:

MNpy cobmonennn ycnosuil XpaHeHns, NPOHIBOAKTENCM YCTAHOBACH CACAYIOWNH CPOK POAHOCTH MEANLIMHCKOTO M3~
AeAUA B 3aBOACKOH ynakoske: 3 roaa oT AaThl NPOKW3BOACTBA.

20. TFAPAHTHU TPON3IBOAUTEJIA.

Jlannoe n3nenne W ero coctasybie 4acTH b paspaGoratbl, #3roTOBNEHB!, CNBITAHB M YNAKOBaHL! NpK cobnioze-
HUH BCEX COOTBETCTBYIOUIMX Mcp npeaocTopoxuocTH. LIFE VASCULAR DEVICES BIOTECH, S.L. aaer rapantiio
HA WINEANE 10 HCTEHEHNA CPOKA €10 FOAHOCTH, NPH YCAOBHH, YTO €10 YNAKOBKA HE NOBPEXKACHA H HE NOpBaHa.
NMPOU3ZBOAUTEJIb TAPAHTUPYET: crepunsHocTs TOBapa, a TAKKE €ro COOTBETCTBHE TPEGOBAHHAM MEXyHa-

POAHBIX # HAUHOHANBLHLIX CTAHAAPTOB B TEUEHHE BCETO CPOKA FOAHOCTH NPOAYKLIMH NPH COBNIONCHHN NPaBHA TPaHC-
MOPTHPOBKH, XPAHEHHA H YCNIOBHH KCINYATAUWH, YCTAHORNEHHBIX MPOUIBOAUTENEM H NPK KCTIONLIOBAHHH B COOT-
BETCTBHM C HHCTPYKUMHEH NO NPAMEHEHHIO,

Kpyenasa 2epboean nevanmn: /Homapuaisnas xonmopa 2-na Iledpo A. Kacado Mapmun bapcesona/
21. TPEBOBAHHSA K OXPAHE OKPYXXAIOIEH CPEABL.

MaTepHanbl HIFOTOBNIEHHS NAAHHOTO H3REANA HE OKA3LIBAIOT BPEAHOrC BOSACHCTBHA Ha OKPYKAIOULYIO CPELY NpH
YCNOBWH €10 YTHIW3IAUHH B COOTBETCTBHH ¢ MECTHBIMH HOPMamMK GHonoruueckoi GesonacHocTw.

22. YTWIKZAUHUA MEAHLHHCKOT' O H3AEJIHA.

Mocne uenonbloBaHHA usaene npeacTasnaeT NOTCHUNANLHYIO G"OJIOI'”‘ICCK)IIO ONaCHOCTL. OGpaLueHHe € H3ZCNHEM
# ero YTHIH3AUHIo HeobXoaHuMo OCYIUECTRIIATE B COOTBETCTBUH C NPHHATHIMH B MeAHLIHHCKON NPpaKTHKS HOpMaMH, a
TaKikKe COOTBETCTBYIOWMHMH MECTHLIMH, FOCYIAPCTBEHHBIMH H (beJICPUIbelMH 3aKOHONATCABHLIMH AKTAMH K HH-

CTPYKLUMAM.
Knacc onacHocTn meanunuckux orxoaos - b. (CanllnH 2.1.7.2790-10)

23. IPETEH3HH H PEKJNAMALIHHA.

Bee coobutenna npeTeH3HoHROre H pekNaMallnoHHOrO XapaKTepa, KacalolWHecs MEAULIMHCKOrO H3JENHS, HanpasnaTs
B aZpec YNOMHOMOYEHHOTO NPEACTABUTENA NPOH3BOANTENA. Aapec ykazaH HWXe. B nuchMe - npeTersun obasarens-
HO YKa3bIBaTh (PAMHIMIO, NMA N OTHECTBO, 3 TAKXKE CBOH KOHTAKTHbIH HOMep Tenedona, HANMEHOBAHHE IOPHAHYECKO-
O AHUA UAK HHAWBHAYANBHOTO NPERNPHHHMATENA.

24. YIAKOBKA H MAPKHPOBKA.

24.1, VYnakoska.

Meauumsckoe H3nenne NOCTaBAACTCR 110 OAHOMH LITYKe B ynakoBke. B kaxpok nepenuHoi ynakoske HaxoamTca
6annoHHbI KaTeTep A AMAATAUNH,

banson kaverepa Gannousoro aunataunontoro PTA iVascular OCEANUS 14 PRO nomeluaercs BHyTpb 3a-
wHTHOW TpyOKH, Onarozaps KOTOpoit NOANEPKHBAETCA €ro CIOKEHHOE COCTOSHHE (KareTep Gamtonnuii auna-
Taunonnblii PTA iVascular OCEANUS 14 PRO Taxie umeer apMupyiomnii crepixeb IPOCBETa NMPOBOAHAKA),
YCTPOHCTBO 3aTeM NOMEIAETCA B cneumanbHblii 3amuTHbii nexan B anae nono# Tpy6ku w3 HDPE, 3akpennen-
HOM HA CIEUHATILHBIX KITHNCAX BO W30eKaHHE BOIMOXHBIX NOBPEKACHHIH.

BuyTpu nepsuuoit ynakosku (6aucTepa) HAXOHTCA TAKKE KAPTOMKA C KPHBOH PACTAKHMOCTH, NPeACTABNS-
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MTepeaod ¢ ananuticko20 u UCNaNCKO20 RINKO8 HA PYCCKuli A3bIK/
1oman coboli onucanue xapakTepucTHUecKkoil GyHKUNN HRACTHYHOCTH B BHAE 3HaueHnH auameTpa Gannoua, no-
CTHIEEMbIX MPH KOKAOM NO3TaNHOM BO3IPACTAHWH CO34aBaEMOro AasneHud. Jing uenelt naeHTHdHXaUMH npo-
AyKTa Ha nepsuuHYIo ynakosky (6nncTep) nomcuaerca ctukep ¢ mapkuposko#i. Ha obparuoii cropote Gancre-
Pa pa3smMEIaloTCA HHAWKATOPB! CTEPHALHOCTH.

[lepenunas ynakoska (GnucTep, 3akaouaionmit BHYTPH AaHHOE YCTPOHCTBO, KOTOPLIA HEOGX0aNM 2NR coxpa-
.uclms CTEPHNBHOCTH RAPOZLYKTA) MOMCUIACTCH B HHAWBKAYANLHYIO NOTPEOHTENLCKYIO KAPTOHHYIO YMAKOBKY

(BMecTe ¢ BykneToM ¢ HHCTPYKUMEil 110 NPUMEHEHNIO) BO W3BEKAHHE NOBPEXACHUH NPH TPAHCNOPTHPOBKE K

XPaHEHHH.

Hanee 8 xonuiecTse 42 €AMHHIL, MERHUMHCKOE W3AEAHE B WHAWBHAYANbHMX MOTPEOHTENBCKHX KAPTOHHLIX

YNAKOBKaxX NOMEWACTCH B TPAHCNOPTHLIH kopo0 M3 rodpokaproHa, KOTOpii 3anevHaTHIBACTCS NPO3PauHOH

KiieHKOH NEHTON H OTNPaBNRETCS HA CKJIAA ANNA OTIPY3KH.

24.2. Mapkuposka,

Ha nopt meanuntckoro waaenus ¢ puxcaropom tuna JTiosp HAHOCATCR CNEAYIOLIKE HAANHCH W CUMBOIBI

] Pazmepn: Gannona xare-
(pHpMentbie NOroTHN K 0.00 x 00mm Tepa B (popMaTe: AMAMETP
HaHMEHOBAHNE NPOH3BO- Gannona (MM} X anuny
{ antens Gannona B (Mm)

W@S@U[r LoT Lindposoii xon napThw.

Kpyenas cepbosast newams: /Homapuansnas koumopa o-na fledpo A. Kacaoo Mapmun Bapceaona/

Ha HHANBHAYATTBHOM 6uucrepuoﬁ ¥ KapTOHHOH YNaKoBKE HAHOCATCA CNCAYIOUIHE HAANUCH H CHMBOALY;

CHMBO/TbI (8 mom yucne no ISO 15223-1):

REF KaTanoxHuiit Homep [ Koa naprun
NPOAYKUHN LOT
He wenonssosats no- He ucnonsiobatsh
BTOPHO NpH NOBPERACHHON
ynakoske
WUcnonb3oeats 10 ... Ay Hiberats nonananns
) P Yt
— T, APAMBIX Syueh con-
A\ HEWHOTO CBETA
|

o) Bepeusb ot Bnaru AnuporenHo

Buumanne! Osnako- IMponseoaurens
MHTBCA C BIOXKEHHEM.

He crepuaulosats Creprnisaums ¢
NOBTOPHO STERILE Eo NPHMCHCHHEM OKHCH

ITHACHA
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/Tlepeaod ¢ an2aulicko20 u uCnancko20 A3viK0B HA PYCCKUil A3/

Cootserctayer Enpo- He yrnnuauposarts
nefickoft JlupexTnpe KaKk 6MToBbIE OTXO-
93/42/EEC aul
e~ Cxematnynoe #306-
:} , .. . b —-—— paXceHie KaTerepa
—r" ° -
JiaTa npowssoncTsa |'| TemnepatypHuiii
npeaen npH xpane-
"- HUH
"";- OanakoMbTeCH C HHCTPYKUWel IO NPUMEHCHRIO
1
s
HAJITHCH
Haumenosanue Pasmepsl kateTepa Pa3mep COBMECTHMONO IMapameTphi copme-
MEQHLIHHCKOTO H3AENHR HHTPORLIOCEPA CTHMOTO NPOBOAHK-
Hanmenosanne nponisoan- .
Tens
Hudopmaunn o konmuecrse | N'napodsinbsioe no- Konanuectso usnenuli 8 ynakoske OTW - xapaxreps-
PEHTreHOKOHTPACTHLIX KpLITHE 3yeT cnocob aocTas-
Mapkepos GasnoHa XU KaTeTepa no npo-
BOAHHKY.

LWitpux koa wni QR-xon

Hudopmawn 06
YRONHOMOMEHHOM
NpEACTaBHTENC NPOH3-
soawrens 8 PO

Homep u nava PErucTpatHoOHHOro

YAOCTOBEPEeHHS

B TAB/THYHOR ®OPME JAHA CAEAYIOWAA HHOOPMALUHA

KpuBan pacTmXKMMOCTH, B BHAC 3HaYeHHN AKAMCTPE G110H2, AOCTHTACMBIX TPH KAXKAOM MOITANHOM BOIPACTANHK CO-

3AABACMOr0 AABNCHHA.

TpaHCNOPTHAA YNAKOBKA MERHUMHCKOIO H3EANA COAEPKUT

CCayioWHue HaaNUCH H CHMBOJTL

Kpyeaan ceplosas newams: /Homapuanenas xonmopa o-na fledpo A. Kacado Mapmun Bupcenona/

CHMBO/IbI (¢ mos usucae no ISO 15223-1);

REF Kavanoxkumil Homep Koa naprun
npoayKtHl LOT
Henosssosars ao ... Q. HsGerath nonananmns
O NpAMbLIX nyueti con-
| \ HeYHOTO CBeTa
|
R Bepeus oT rnarn MpouseoanTens
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/1epesod ¢ anaaulicko20 U UCRANCKOZ0 AIBIKOB HA PYCCKUT RFVIK/

CooteercTayet Eppo- |'| Temneparypunil
neitexoit Inpextuse npeaen npM Tpanc-
93/42/EEC { NOPTHPOBKE

. He yTuauinposaTe kax Ocropoxuoe obpa-
OuiToBbIE OTXOAM wenue

1

HAANMHCH

KonnvecTso i3aenuit B ynaxosxe.

'I Hudopmauus of ynomsoMmonchnom npeacrasurene npowssoantens s PO

25. HHOOPMALUHA OB YNTIOJTHOMOYEHHOM NPEACTABHTEJIE NPOU3IBOAUTEJIA HA TEPPH-
TOPHH PO.

000 «PAUME TI NBT»

141001, Mockosckas obnacte, MuirHmMHcKyil paiion, r.MurTuun, ya. 1-a Boksanshas, a.8
Tenedon/daxc: (495) 956-83-16

E-mail: raymedtgpvi@mail.ru
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/1epesod ¢ anzRuBcKO20 U UCNAHCKO20 RIVIKOE HA PYCCKUt ALK/
bnank, npeaHasHa4uCHHbIN HCKIIOYUTENBHO JUIA HOTAPHAIbHBIX IOKYMEHTOB
03/2020 Iepbosbiii Gnank Mapxa 0,15 espo FK4145721

. Kpyznas 2epboeas newams: /Homapuaiwnas koumopa 2-ua fledpo A. Kacaoo Mapmun. bapceaona/

A, NEAPO-AHXEJIb KACANO MAPTHH, norapryc Karanouckoii accounauyu HOTapHycOB,
npoxusaouuit B r. bapcenone (MCINAHHUA), YIOCTOBEPSIO:

Mopnuurocts noanucn MAPHH JYXEHWH BUHAHYEBOMN TEPEC, cosepmenoneteii
rpaxnanku Ucnannn, yaocrosepenne anatoctn Ne 37323062L.

MAPHSA 3YXEHHA BHHAHYEBA [EPEC naejictByerT OT HMEHH H IO NOPYHEHMIO KOMIAHHH
JIAH® BACKYJAAP AEBAHCH3 BAHOTEK, CJl» (LIFE VASCULAR DEVICES BIOTECH,
S.L.), yupexaenno#i u ocymecTsasiomed CBOIO AEATENLHOCTh B COOTBETCTBHH C 3aKOHORATENLCTBOM HMc-
nanum, opuanueckuit aapec: Kamu-ne-Kan'Y6au, 11 (Mpompimnentsiid nonuron Jlec-Qansynvec) 08620 Canr-
Buceunc-penc-Opre, Bapcenona, Ycnanna (Sant Viceng dels Horts, Poligono Industrial Les Fullulles, Cami de
Can Ubach, nimero 11, C.P. 08620), UHH: B-65405169, u 3apernctpuposasHo#i 8 KommepueckoM peectpe
Bapcenounl, Tom 42171, nucr 171, 3anuce Ne B-402656.

Ona peficTByeT B KayeCTBe NMPEJACTaBHTENS HA OCHOBAHHH AOBEPEHHOCTH, BLIIAHHON HOTApHYCOM T.
Bapcenonst, [lenapo Anxenem Kacago Mapruu 20 Hoabpa 2013 r., 3aperncTpupoBaHHoH B peectpe HoTa-
pyyca 3a Ne 2281.

51, noTapnyc., BOATBCPKAAIO, UTO A BAAACIO AHTTHACKUM A3BIKOM.

KpoMme 1010, 2, HOTApHYC, CBHACTENLCTBYIO, YTO MHOIO YCTAHOBIICHA JIMYHOCTL ML, NOANHKCABLUE-
TO JOKYMEHT, H Ha 3TOM OCHOBAHHY YIOCTOBEPAIO NOMTHHHOCTL noannch MAPHHU DYXEHHHU BHHA-
HYEBO# NEPEC.

r. bapcenona, 20 ausapa 2021 r.

3aperucTpupoBaHo B peecTpe Hotapuyca 3a Ne 43/2021

Kpyenan 2epbosas newams: /Homapuanenas konmopa 2-na Iledpo A. Kacado Mapmun Bapcenona/
/oonucv/

Mapra: /Homapuam Eepone * Fenepaxvuvii cosem nomapuama Henanuu * 0262722131/

Mapka: /Tevams aecanusayuti u necumusmaijuiz * A072397897/
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MepeBoA fAaHHOTO TeKCTa cAesiaH MHOM, NepeBogYMKOM YHepHocuToBbIM Cepreem
NropbeBnyem.

NOAMUCH

Poccuiickas deaepaupms
"opoz, Mocksa
[OBeHaguaToro espans gBe TbiCAUYN ABajLaTb NEPBOro roga
¢, Bepemnii KOnusa MiropeBHa, BPEMEHHO MCNONHAKOLWAsA 06593aHHOCTM HOTapuyca ropogy
MockBbl  Kopcuk Mapun  AneKcaHApOBHbl, CBUAETENLCTBYK  MOAJIMHHOCTL  NOANUC|
nepesogumnka YepHocutoa Ceprea Nropbesnya.
JInyHOCTb NOANMCAaBLLErO LOKYMEHT YCTAHOB/IEHA.

3apeructpmpoBaHo B peectpe: Ne 77/2139-H/77-2021- f -22™
YnnayeHo 3a coBepLleHne HoTapuanbHoro feiicteusa: 400 py6. 00 £or(7.

NoANUCH

FO.. Bepemunii

Mep6oBas nevatb
HoTapuyca r.Mocksbl
Kopcuk M. A.

Bcero npoLuHypoBaHO, NPOHYMepPOBaHO
M cKkpenneHo nevatbto 25  nuct(a)(oB)

Bpvo HoTapuyca

NoANUCH

Poccuitckas depepaums
["opoz, Mocksa
Miiguatoro heB”"st ABe ThiCAYM 4BaALATb NEPBOro roas
ANMAMHRA HO)|us UrppeBH?1: eMeHHO MCTONHAIOLLANA 0653aHHOCTY
[Xapwyca-( opiigi Mocysbl K 0 A kK Mapun AnekcaHIpoBHb!,
KBUACTEACTBYK» BEPHOCTb KOMWUWU* NPELCTaBNEHHOMO MHe AOKYMeHTa.
ba’Ne CTA{"Bak4 iip<"Tpe:Ne 7N 139-ArA ? -

ly HjiiWGH "1160” LLleHne HoTapuanbHoro geiicteusa: 2040  py6. 00

on.. n V-,

HO. N. Bepemuii

Bcero npowwmTo, NpOHYMepoBaHo, CKPeneHo
neyatbto__ 25 nucTt(a) (oB)

Bpno Hotapuyca
HO. N.Bepemuii
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Instruction for use

PTA balloon dilatation catheter iVVascular

OCEANUS 35

Manufacturing company:

PEDRO-ANGEL <
PUBLIC NOTARY
Registered with number 45/2021 in

my Registered Book of Certifications.

LIFE VASCULAR DEVICES BIOTECH, S.L.
Cam! dc Can Ubach, 11; Pol. Ind. Les Fallulles 08620 Sant Viceiio Dels Horts- Barcelona, Spain.

Date of entry into force:

Version: -28-/July/2020
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Prepared by  Aurea Roca Regulatory Affairs
Director
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Compliance Manager
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1. PURPOSE OF THE DEVICE..

PTA balloon dilation catheter iVascular OCEANUS 35 is intended for percutaneous transluminal angioplasty of pe

ripheral arteries.

2. RISK CLASS OF THE MEDICAL DEVICE.

The potential risk class for the use of a medical device is 3. in accordance with Directive 93 42 EEC. Tv pe of contact
with the human body is a product that brieflv (for less than 24 hours) comes into contact with blood.

3. LIST OF INTERNATIONAL REGULATIONS/STANDARDS THAT THE MEDICAL DEVICE MEETS.

STANDARD CODE DESIGNA-
TION

ISO 13485

EN ISO 14971

UNE-EN 1041+Al

EN 556-1

UNE-EN ISO 11135

UNE-EN ISO 11737-2

UNE-EN ISO 14644-1

UNE-EN ISO 14644-2

UNE-EN ISO 14698-2

UNE-EN ISO 14644-3

UNE-EN ISO 14698-1
MOD 93/42/EEC
UNE EN ISO 10555-1

UNEENISO 10555-4

UNE EN 20594-1

UNE EN 11607-1

UNE-EN 62366
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STANDARD NAME

Medical devices. Quality management system. Requirements for reg-
ulatoiy purposes.

Medical devices. The application of risk management to medical de-
vices j
Information prepared b> the manufacturer accompanying medical de- !
vices

Sterilization of medical devices. Requirements for medical devices of
the "'sterile’ categoiy. Part 1. Requirements for medical devices subject
to final sterilization.

Sterilization of medical dev ices. Ethylene oxide. Part 1: Requirements
for the development, validation, and ongoing monitoring of the sterili-
zation process for medical devices.

Sterilization of medical dev ices. Microbiological method. Part 2: Ste-
rility tests performed at the stages of technical development, validation
and continuous maintenance of the sterilization process.

Clean rooms and their associated controlled areas. Part 1: Classifica-
tion of air cleanliness.

Clean rooms and their associated controlled areas. Part 2; Specifica-
tions for testing and monitoring to ensure continuous compliance with
ISO 14644-1.

Clean rooms and their associated controlled areas. Control of bio-con-
tamination. Part 2: Analysis and interpretation of biosafety data.
Clean rooms and their associated controlled areas. Part 3: Methods of
control.

Clean rooms and their associated controlled areas. Control of bio-con-
tamination. Part 1. General principles and methods.

Directive 93/42/EEC Medical devices, devices and equipment.
Single-use sterile intravaseular eatheters. Part 1; General require-
ments.

Single-use sterile intravascular catheters. Part 4: Balloon dilation
catheters.

Conical fittings with a 6% Luer lock cone for syringes, needles and
some other medical equipment.

Part 1. General requirements.

Packaging for medical devices.that have undergone final sterilization.
Part 1: requirements for materials, sterility maintenance systems, and
packaging systems.

Medical devices: Application of serviceability design to medical de-
vices.



Assessment of the biological effect of medical devices. Part 1. Analy-
sis and testing in the process of implementing” risk management.
Assessment of the biological effect of medical devices. Part 4. Selec-
tion of tests for interaction with blood.

Assessment of the biological effect of medical devices. Part 5. In
vitro cytotoxicity tests.

Assessment of the biological effect of medical devices. Part 7. Resid-
ual amounts of ethylene oxide after the sterilization process.
Assessment of the biological effect of medical devices. Part 9. Stand-
UNE EN I1SO 10993-9 ards for authenticating and quantifying potential degradation prod-
ucts.

Assessment of the biological effect of medical devices. Part 10. Skin
irritation and sensitization tests.

Assessment of the biological effect of medical devices. Part 11. Tests
for general toxic effects.

Assessment of the biological effect of medical devices. Part 12. Prep-
aration of test samples and standard samples.

Assessment of the biological effect of medical devices. Part 13. Au-
UNEEN ISO 10993-13 thenticity and quantification of degradation products w'hen using pol-
ymer medical devices.

Assessment of the biological effect of medical devices. Part 18.
Chemical characteristics of materials.

Sterilization of medical devices. Microbiological method. Part 1. De-
termination of microbial populations on products.

jfe.fN 1SO 10993-1

P 4 e ENiso 10993-4

N

"1’NE EN ISO 10993-5

UNEEN ISO 10993-7

UNE EN I1SO 10993-10
UNEEN ISO 10993-11

UNE EN ISO 10993-12

UNEEN ISO 10993-18

UNEEN ISO 11737-1

4, INFORMATION ON THE MANUFACTURER OF THE MEDICAL DEVICE

Manufacturing company:

LIFE VASCULAR DEVICES BIOTECH, S.L.
(LIFE VASCULAR DIVISION BIOTECH, Spain)
Cami de Can Ubach, 11; Pol. Ind. Les Fallulles
08620 Sant Viceng Dels Horts- Barcelona. Spain.

Manufacturing organizations:
LIFE VASCULAR DEVICES BIOTECH, S.L.
(LIFE VASCULAR DIVISION BIOTECH, Spain)
Cam! de Can Ubach, 11; Pol. Ind. Les Fallulles
08620 Sant Vicen? Dels Horts- Barcelona, Spain.
Tel/fa.4+34936724711,
E-mail: info@ivascular.es
5. DELIVERY SET.

1) Balloon catheter - 1 pc.
2) Instructions for use - 1pc.
3) Tracking label - 6 pcs
6. INFORMATION ABOUT POTENTUL CONSUMERS (USERS) OF A MEDICAL DEVICE
Qualified personnel of vascular surgery departments of medical treatment and preventive care institutions.
7. INFORMATION ABOUT THE VARIANTS OF THE MEDICAL DEVICE.

®PTA balloon dilatation catheter iVascular OCEANUS 35:

1 PTA balloon dilatation catheter iVascular OCEANUS 35, with the guidewire of 0,035 inch, catheter length of 80
cm, balloon dimensions: 3.0 .\ 20mm:; 3,0 .\ 40mm; 3,0 x 60mm; 3,0 x 80mm; 3,0 x 120mm; 3.0 x 150mm; 3.0 X
200mm; 4,0 x 20mm: 4.0 x 40mm: 4.0 x 60mm; 4,0 x 80mm:; 4,0 x 120mm; 4,0 x 150mm; 4.0 x 200mm:; 5.0 X
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20mm:; 5.0 x 40mm 5,0 x 60mm; 5,0 x 80mm; 5,0 x 120mm; 5,0 x 150mm; 5,0 x 200mm; 6.0 x 20mm; 6?
40mm 6,0 x 60mm; 6,0 x 80mm; 6,0 x 120mm; 6,0 x 150mm; 6,0 x 200mm; 7,0 x 20mm; 7,0 x 40mm; 71"
60mm:; 7,0 x 80mm; 7,0 X 120mm; 8,0 x 20mm:; 8,0 x 40mm; 8,0 x 60mm:; 8,0 x 80mm; 9,0 x 20mm; 9,0 x 40n1t"
9,0 X60mm; 9,0 x 80mm; 10,0 x 20mm; 10,0 x 40mm; 10,0 x 60mm; 12,0 x 20mm; 12,0 x 40mm; 12,0 x 60vm"

2. PTA balloon dilatation catheter iVascular OCEANUS 35, with the guidewire of 0,035 inch, length of 140 cm, mA
balloon dimensions: 3,0 x 20mm; 3,0 x 40mm; 3,0 x 60mm; 3,0 x 80mm; 3,0 x 120mm; 3,0 x 150mm; 3,0 x
200mm; 4,0 x 20mm; 4,0 x 40mm; 4,0 x 60mm:; 4,0 x 80mm; 4,0 x 120mm; 4,0 x 150mm:; 4,0 x 200mm; 5,0 x
20mm:; 5,0 x 40mm 5,0 x 60mm; 5,0 x 80mm; 5,0 x 120mm; 5,0 x 150mm; 5,0 x 200mm; 6,0 x 20mm; 6,0 x
40mm 6,0 x 60mm; 6,0 x 80mm; 6,0 x 120mm; 6,0 x 150mm; 6,0 x 200mm; 7,0 x 20mm; 7,0 x 40mm; 7,0 X
60mm:; 7,0 x 80min; 7,0 x 1220mm:; 8,0 x 20mm; 8,0 x 40mm; 8,0 x 60mm; 8,0 x 80mm; 9,0 x 20mm; 9,0 x 40mm;
9,0 X60mm; 9,0 x 80mm; 10,0 x 20mm; 10.0 x 40mm; 10,0 x 60mm; 12.0 x 20mm; 12,0 x 40mm; 12,0 x 60mm.

3. PTA balloon dilatation catheter iVascular OCEANUS 35 with the guidewire of 0,035 inches, catheter length of
200 cm, balloon dimensions: 6,0 x 20mm; 7,0 x 20mm; 8,0 x 20mm; 9,0 x 20mm; 10,0 x 20mm; 12,0 x 20mm.

8. DESCRIPTION OF THE MEDICAL DEVICE AND ITS PHOTOGRAPHIC IMAGES.

PTA balloon dilation catheter iVascular OCEANUS 35 is used for dilation and is used to inflate the balloon for
stenosis or occlusion of peripheral arteries in order to recanalize the arter\'.
This procedure is performed using minimally invasive techniques, also called percutaneous transluminal angiography

(PTA) of the peripheral arteries in which the puncture of the outer skin allows access to the blood flow and to the
affected area.

The catheter has a coaxial design and is a dual-lumen catheter (from the luer connector to the tip), also called an OTW
catheter, i.e. a catheter with a stent deliver>" system along the guidewire.

Inflation port (side port)

Connecting tube

(iitrain rcliel) Radiopaque markers
| i \mmmmmmmm——— '

Guidewire insertion
port (direct port)

Fig. 1. Schematic representation of a catheter.

The tip is at the distal end of the catheter, it is atraumatic in shape to avoid damage to the arteries during its insertion.
In the distal part of the catheter, in front of its tip, there is a balloon, or an inflatable segment that allows you to pump
the pressure to various values. The use of a balloon leads to the expansion of the artery by pumping a contrast medium
into it.

One or two radiopagque markers are placed: one marker - in the center of the balloon, two markers: one on each of the
tapered tips of the balloon, in order to mark its length and help the user determine the location of the catheter when it is
inside the patient (when displayed on the x-ray screen).

Between the Luer lock connector and the catheter body is a connecting tube (strain relief), which is necessary to prevent
the catheter from bending at this point.

The connector has a branched (Y-shaped) shape and is provided with two ports directly connected to the catheter shaft:
- the side port (inflating port) allows for transmission contrast fluid to the catheter's inflation and deflating lumen (the
lumen for inflating);

- the direct port (guidewire insertion port) is intended for insertion of the catheter guidewire. A guidewire is inserted
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xdight port of the connector and exits the catheter tip in order to reach the affected area.
E.\NUS 35 the maximum guidewire diameter should not exceed 0.89 mm (0.035 in). £

Fig. 2. Enlarged image of the proximal part of the PTA balloon dilation catheter iVascular OCEANUS 35.

Fig. 3. Enlarged image of the middle part of the PTA balloon dilation catheter iVasciilar OCEANUS 35.

Fig. 4. Enlarged image of the part at the junction of the tube with the balloon of the PTA balloon dilation catheter
iVasciilar OCEANUS 35.
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Fig. 5. Enlarged image of the distal part of the PTA balloon dilation catheter iVascular OCEANUS 14 PRO

WhHV

Hom

Fig. 6. Image of a general view ofthe medical device: PTA balloon dilation catheter iVascular OCEANUS 35 in a
protective case.

9. TERMS OF USE.
Only qualified specialists of the surgical departments of the treatment and prevention institutions.

10. SCOPE OF APPLICATION.
Vascular surgery.

11. INDICATIONS FOR USE. CONTRAINDICATIONS. PRECAUTIONARY MEASURES.
INDICATIONS.

PTA balloon dilation catheter iVascular OCEANUS 35, with hydrophilic coating is used for dilation of stenoses
in the femoral, popliteal arteries, in the end branches of the popliteal arteries, in the renal arteries, as well as for the

treatment of obstructive lesions of native or synthetic arteriovenous dialysis fistulae, whose diameters from 3,0 to 12,0
mm, and lengths from 20 to 200 mm.

CONTRAINDICATIONS.
Inability to pass the conductor through the stenosed area.

POSSIBLE SIDE EFFECTS/COMPLICATIONS.

Possible side effects and/or complications that may occur before, during, or after the catheterization procedure are:
* Death
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0  Stroke/embolism/thrombosis
Haemodynamic deterioration
Sharp elastic rebound
Arrhythmias
Aneurysm or pseudo-aneurysm
Infections

WHEI j Complete arterial occlusion

Reocclusion of the treated area: restenosis
Spasm
Perforation or dissection of the treated area
Acrteriovenous fistula
Local hemorrhage with hematoma at the access point
Hypo/hypertension
Allergic reactions to materials

Increase / decrease in blood pressure

PRECAUTIONARY MEASURES.

- Perform appropriate treatment of the patient using anticoagulants, vasodilators, etc., according to the procedure for
inserting intravascular catheters.

- Before use, check the size and suitability of the catheter for its intended use.

- Proceed with extreme care so as not to damage the catheter while advancing it.

- The balloon must be inflated with a mixture of saline solution and contrast medium (preferably 1/1, though the pro-
portion of contrast medium can be reduced in large balloons).

- Do not exceed the calculated burst pressure as the balloon could burst.

- Ifany resistance is noticed during advance, stop and determine its cause before continuing.

- Use with standard 0,035 guidevvires and standard introducers. Ifthe introducer length goes above 25cm or the braided
type is used, it may be necessary to increase its size to avoid catheter friction.

- Ifany resistance to withdrawing the catheter is noted, it is recommended that the balloon catheter, the guidewire and
introducer be removed as a single unit.

- After use, this product may represent a biohazard. Handle and dispose it in accordance with accepted medical practices
and pertinent local, state or federal laws and regulations.

- Store ina cool, dry place away from direct sunlight.

WARNINGS.

- The device should only be used by experienced doctors familiar in the percutaneous transluminal angioplasty (PTA)
technique.

- The percutaneous procedure must be carried out in hospitals equipped with emergency facilities to conduct open
heart surgery or hospitals with easy access to other hospitals where this type of operation can be perfonned.

- The product is for single use. It must not be re-sterilised or re-used once the procedure has been completed. Re-
using the product in another patient may lead to cross contamination, infection or transmission of infectious diseases
from one patient to another. Re-use of the product may cause alterations to it and affect its effectiveness.

The product is supplied sterile. Check the expiry date and do not use products which are past this date.

Inspect the packaging before opening it. Ifthere are any defects or the packaging is damaged, do not use the product.
Use aseptic techniques when the product is taken out of the primary packaging.

Select the balloon diameter according to the diameter of the artery’ to be treated. Do not insert a balloon with a
diameter larger than the artery to be treated.

- Do not dry with gauze.
- Do not expose the product to organic solvents or to contrast media not suitable for intravascular use.
- Do not use air or gaseous media to inflate the balloon.

- Advance the product on the guidewire using fluoroscopy. Do not allow the product to advance without the guidew ire
inside it

- Do not manipulate, advance or retract either the catheter or the wire guide while the balloon is inflated.
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12. TECHNICAL CHARACTERISTICS AND MEDICAL DEVICE MANUFACTURING MATERIAL

0
Table 1. The principal dimensions of the catheter. 0
Effective Balloon diameter (mm)  Effective catheter length )
catheter length (mm) (mm) 20
30 40
800 4,0 60
1400 50 80
6,0 120
150
200
20
800 7.0 40
1400 60
80
120
20
800 8.0 40
1400 9.0 60
80
800 10,0 20
1400 120 40
60.
6,0
7.0
2000 8.0 20
9.0
100
120

Table 2. Data on external and internal catheter diameters, depending on the parameters of the balloon

The cylinders of the catheter (di-
ameter Xlength mm)

External proximal
catheter diameter
(mm)IFrl

cathete

3.0 X20; 3,0 x40; 3,0 x 60; 3,0 x
80; 3,0 X 120; 3,0 x 150; 3,0x200;
4.0 X20; 4,0 x40; 4,0 x60; 4,0 x
80; 4,0 X 120; 4,0 x 150; 4.0 x 200;
5.0 X20; 5.0 x 40; 5.0 x 60; 5,0 x
80; 5,0 X 120; 5,0 x 150; 5,0 x 200;
6,0 X 20; 6,0 x 40; 6,0 x 60; 6,0 X
80; 6.0 X 120; 6,0 x 150; 6.0 x 200;
7,0 X20; 7,0 x 40; 7,0 x 60;
7,0 x 80;

164
5]

7,0 x 120;
8.0 x 20; 8,0 x 40; 8.0 x 60;
8.0 X 80;
9.0 X20; 9,0 x 40; 9,0 x 60;
9.0 X 80;
10,0x20; 10,0x40; 10,0x60;
12,0x20; 12,0x40; 12,0x60;

175
[53]

External distal

ter (mm) |Fr|

(53]

Internal catheter
diameter (mm)
linchesi

r diame-

164
(5]

0,95
[0,0374]

175 0,95

[0,0374]

Table 3. Data of the balloon cross-profile depending on the diameter of the balloon.

Balloon
diameter Inches mm
(mm)
3,0 0,057 145
4,0 0,059 150
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4.3
45



50
6,0
7,0
8,0
9,0
10,0
12,0

0.061
0,065
0.070
0,072
0,073
0,077
0,083

154
1,66
1,79
182
1,85
1,95
2,10

4,6
49
54
55
55
58
6.3

Table 4. Data on the location of radiopaque markers/marks of catheter balloons.

Catheter balloon
(diameter x length in mm)

3,0 X20;
3,0 X 40;
3,0 X 60;
3,0 X 80;
3.0 X 120;
3.0 X 150;
3,0 X 200;
4,0 X 20;
4,0 x40;
4,0 X 60;
4,0 X 80;
4,0 X 120;
4,0 X 150;
4,0 X 200;
5,0 X 20;
5,0 X40;
5.0 X 60;
5,0 X 80;
5.0 X 120;
5,0 X 150;
5.0 X 200;
6,0 X20;
6,0 x40;
6,0 X60;
6.0 X 80;
6,0 X 120;
6,0 X 150;
6.0 X 200;
7,0 X 20;
7,0 X40;
7,0 X60;
7,0 X 80;
7,0 X 120;
8,0 X20;
8,0 x40;
8,0 X 60;
8,0 X 80;
9,0 X20;
9,0 X 40;
9,0 X 60;
9,0 X 80;
10,0x20;
10,0x40;
10.0x60;
12.0x20;
12,0x40;
12,0x60;

Number of radiopaque

markers/marks

Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
Two marks
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Distance from the distal
end of the balloon to the

distal mark (mm)
2,08
2,08
2,08
2,08
2,08
2,08
2,08
3.34
3,34
334
334
3,34
3,34
3.34
483
4.83
483
483
4.83
483
4,83
6,15
6,15
6,15
6,15
6,15
6,15
6,15
7,58
7.58
7,58
7,58
7,58
8,85
8,85
8,85
8.85
1021
1021
1021
1021
1155
11,55
11,55
14,19
14,19
14,19

0

Distance from the
balloon distal end to the
proximal mark (mm)
22,08
42,08
62,08
82,08
122,08
152,08
202,08
23,34
43,34
63,34
83,34
123,34
153,34
203,34
24,83
44,83
64,83
84,83
124,83
154,83
204,83
26,15
46,15
66,15
86,15
126,15
156,15
206,15
27.58
47,58
67,58
87,58

» 127,58
28,85
48,85
68,85
88,85
30,21
50,21
70.21
90,21
31,55
51.55
71.55
34.19
54,19
74,19



Table 5. Data on the balloon pressure taking into account the length and diameter of the balloon.

Balloon length Balloon diameter Rated pressure  Calculated burst pressure
(mm) (mm) (Atm)|kPa] (Atm)|kPa|
20-60 3,0 6 [607,95]; 20 [2026,5]
7 [709.275]
80 - 200 3.0
20 - 200 4,0
20 - 200 5,0
20 - 200 6,0
20- 120 7.0 6 [607,95]; 13[1317,22]- 16[1621,2]
20-80 8,0 7 [709,275]
20-80 9,0
20-60 10,0
20-60 12,0

Note: nominal pressure corresponds to the pressure at which the balloon reaches the diameter indicated in

the labeling; calculated burst pressure corresponds to the maximum pressure to which it is possible to inflate
the balloon.

Table 6. Nominal pressure and calculated burst pressure of the balloon (depending on the diameter).

Balloon 3,0 3,0 40 50 60 70 80 90 100 120
diameter  (L<60mm) (L>60mm)

(mm)

Nominal 7 7 7 7 6 7 7 6 6 6
pressure

(Atm)

Calculated 20 16 16 16 16 16 15 14 13 13
burst

pressure
(Atm)

Secondary parameters:

Compatible Introducer (mm) (Fr): for diameters 3.0 R 6.0 = 1.64 [5]; for other diameters: 2.0[6] 2,3 [7]
Permissible conductor diameter (mm) [Inch]: 0,89 [0,035];

Maximum deflation time of the balloon for diameters 3,0 9,0: no more than 8s; for others: no more than 1Gs.
Load on the gap in the connecting points of the catheter (N): not less than: 10N

Mass of catheter (g): no more than 6,00.

Table 6. Medical device manufacturing materials

Part name of the device Material of manufacture and manufacturer

1) Luer lock port Polycarbonate (color: clear)
Paint on the port surface: (laser application)

2) Connecting tube/strain relief Pebax, color: white;

3) Catheter shaft;

Font end Nylon 12; color; blue;

_Interr_al lurren and lunen forguidewire Nylon 12/Plexar/HDPE; color: clear;
insertion

Tip Pebax 7033; color: blue;
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gpL . Balloon

f 5) Protective balloon tube

6) Balloon radiopaque marker

7) Catheter coating:

PACKAGING:

8) Catheter protective case

9) Catheter protective case clip

10) Blister

11) Consumer packaging

Nylon 12; color: clear; S'A
Nylon 12; color: clear; 'c- ' -
Plexar/HDPE

Alloy platinum and iridium
Tungsten + Pebax 63333

Dispersion based on pharmaceutical grade silicone for medical
use

High-density polyethylene HOPE

High-density polyethylene HDPE

LLDPE/Tyvek

Coated cardboard

13. HOW TO WORK WITH A MEDICAL DEVICE.

Attention! Please refer to the instructionsfor use before use!

Warniitf;. Do not use the device after the expiration date. Ifthere is obvious damage to the device, it isforbidden to
use it!

13.1 -Preparing the catheter

Remove the device from its packaging. Check that the balloon procedure and the selected additional equipment the
catheter is indicated on the label attached to the protective case and the stickers placed on individual and consumer
packages.

Gently remove the protective sheath and stylet from the balloon.

Connect a 10ml syringe containing sterile saline solution to the port for the guidew ire (straight part of the Y-conncctor)
and irrigate the lumen until the liquid comes out of the catheter's tip.

Purge the whole air system:

- attach a three-way stopcock to the contrast liquid port (the side part of the connector). An extension line could be
optionally placed between the balloon connector and the three-way stopcock;
- close the air passage through the balloon;

- attach a 10-20ml syringe with a one-third part of saline solution to the three-way stopcock;
- open the passage in the three-way stopcock between the .syringe and the catheter;

- with the syringe in a vertical position, withdraw the plunger upwards allowing the air bubbles to exit to the liquid,;
- when bubbles stop coming in, close the three-way stopcock at the catheter end and remove the syringe;

ATTENTION: I fbubbles do not stop comingfrom the catheter into the syringe after 3 minutes ofnegative pressure,
this may be a clear indication that the balloon catheter has leaks, is broken or the connections between the syringe
and the three-way stopcock are notproperly closed. |Ifbubbles continue to be seen after checking the connections,
do not use the device. Return it to the manufacturer or distributorfor inspection.

13.2 Techniciue for Insertion / Treatment

- Position the 0.035” guidewire across the lesion using P I'/1 techniques, using fluoroscopy to determine its position
at all times.

- Insert the proximal end of the guidewire into the distal tip of the balloon catheter.
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- Carefully advance the balloon catheter on the guidevvire. through the introducer and with the aid of fluorokr *
until it reaches the area of stenosis. In the event that the balloon catheter selected cannot be placed inside the Ici®
take a smaller size to predilate the lesion.

- Connect the inflation device (1/3 of its capacity of contrast liquid mixture: saline solution) to the three-way stopcock
and open the passage between the balloon and the inflation device. A
- Apply pressure to the inflation device so that the balloon inflates. Do not exceed the calculated burst pressure on the/l
label and the compliance curve.

- Apply pressure for 30-60 seconds depending on the lesion.

- Draw the plunger on the inflation device back to deflate the balloon. Keep up the negative pressure for between 20
and 60 seconds depending on the size of the balloon. Make sure the balloon is fully deflated (by means of fluoroscopy)
before moving the catheter.

- With negative pressure in the inflation device and with the guidewire in position, carefully retract the catheter until
through the introducer sheath.
- Inject contrast liquid through the introducer to check the treated lesion before removing the guidewire.

14. INFORMATION ABOUT ADDITIONAL EQUIPMENT REQUIRED BUT NOT SUPPLIED.

- Heparinized saline solution;

- Contrast agents (use contrast agents intended for intravascular use);

- One guidewire with a diameter of 0.035", do not use conductors with other dimensions;

- One Introducer with a hemostatic \alve, the size of which is indicated on the label. Do not use smaller
introducer that might damage the catheter;

- One three-way tap;

- One device for inflating the balloon (hand pump with built-in pressure gauge).

15. INFORMATION ABOUT MAINTENANCE AND REPAIR REQUIREMENTS.
This device is not applicable because this medical device is intended for single use.
16. OPERATING CONDITIONS

The device is resistant to climatic factors during operation for temperature conditions from +15 to + 35 °C, at a relative
humidity of 45-80%, at atmospheric pressure from 84.0 to 106.7 kPa.

17. TRANSPORTATION AND STOILAGE CONDITIONS

17.1. Transportation.

PTA balloon dilation catheter iVascular OCEANUS 35 is transported by all modes of transport in covered
vehicles in accordance with the rules of cargo transportation applicable to each type of transport.
Transport temporature from 0°C to + 40 °C, at a relative humidity no more than 75%.

17.2. Storage.
The device must be stored in the warehouses of the supplier and consumer in a cool dry place (0°-40°C),

away from direct sunlight, at a relative humidity no more than 75%.

18. INFORIMATION ABOUT STERILIZATION.
The device is sterilized with ethylene oxide.
19. THE EXPIRATION DATE.

Expiration date of a medical device:
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"ige conditions are met, the manufacturer sets the following expiration date of the medical de-vice in its original
N.. ng; 3years from the date of production.

20. THE MANUFACTURER'S WARRANTY. n

.his product and its components have been designed, manufactured, tested, and packed with all appropriate precautions.
i.IFE VASCULAR DEVICES BIOTECH, S. L. guarantees the product until its expiration date, provided that its
packaging is not damaged or torn.

THE MANUFACTURER GUARANTEES: sterility of the product, as well as its compliance with the requirements
of international and national standards during the entire shelf life of the product, subject to the rules of transportation,
storage and operating conditions established by the manufacturer and when used in accordance with the instructions for
use.

21. REQUIREMENTS FOR ENVIRONMENTAL PROTECTION.

The materials used to make this product do not have a harmful effect on the environment, provided that it is disposed of
in accordance with local biosecurity standards.

22. DISPOSAL OF MEDICAL DEVICES.

After use, the product presents a potential biological hazard. The product must be handled and disposed of in accordance
with medical practice, as well as the relevant local, state, and Federal laws and regulations.
Hazard class of medical waste-B. (Sanitary’ regulations and standards 2.1.7.2790-10)

23. CLAIMS AND COMPLAINTS.

All claims and complaints related to a medical device should be sent to the authorized representative of the
manufacturer. The address is listed below. In the letter of claim, you must specify your full name, first name
and patronymic, as well as your contact phone number, the name of a legal entity or individual entrepreneur.

24. PACKAGING AND LABELING.
24.1 wPackaging.

The medical device is delivered one piece per package. Each primary package contains a balloon catheter
for dilation.

The PTA balloon dilation catheter iVascular OCEANUS 35 is placed inside the protective tube, which supports
its folded state (the balloon dilation catheter iVascular OCEANUS 35 also has a reinforcing rod of the conductor
lumen); the device is then placed in a special protective case in the form of a hollow HOPE tube, fixed to special
clips to avoid possible damage.

Inside the primary package (blister) is also a card with the extensibility' curve, which is a description of the
characteristic elasticity function in the fonn of values of the cylinder diameter, achieved with each step-by-step
increase in the created pressure. For product identification purposes, a sticker with a label is placed on the primary'
packaging (blister). Sterility indicators are placed on the reverse side of the blister.

The primary' packaging (the blister that encloses this device, which is necessary to preserve the sterility of the
device) is placed in an individual consumer cardboard package (together with a booklet with instructions for use)
to avoid damage during transport and storage.

Further, in the amount of 42 units, the medical device in individual consumer cardboard packages is placed in a
transport box made of corrugated cardboard, which is scaled with transparent adhesive tape and sent to the
warehouse for shipment.
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24.2. Labeling.

\

The following labels and symbols are applied to the port of a medical device with a Luer type lock:

- brand logo and manufac-
turer's name

0.00 X00mm

LOT

The size of the balloon cath-
eter format: balloon diame-

ter (mm) Xballoon length in
(mm)

The digital code of the lot.

The following labels and symbols arc applied to the individual blister pack:

REF

CE

SYMBOLS (including ISO 15223-1)

Device reference num-
ber

Do not re-use

Use by...

Keep away from mois-
ture

Attention! View the at-
tachment.

Do not re-sterilize

Complies with Euro-
pean Directive
93/42/EEC
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LOT

M I

Lot code

Do not use with dam-
aged packaging

Avoid direct sunlight

Apyrogenic

Manufacturer

Sterilization using

STERILE EO ethylene oxide
Do not dispose of
as household waste
Schematic image of
the catheter
0 ow
Ccsv"'T



* Cd

Name of the medical device

Name of the
manufacturer

Information about the number
of radioopaque markers of the

balloon
Barcode or QR code

Manufacturing date

Read the instructions for use

Catheter size

Hydrophilic coating

Infonnation about the
manufacturer's author-
ized representative in
the Russian Federation

TITLES

Compatible introducer size

Number of devices per package

Registration certificate number and
date

THE FOLLOWING ISFORMA THOY IS GIVEIS I'\ TABLE FORM

Storage temperature
limit

Compatible guide-
wire parameters

OTW describes the
method of delivery
of the catheter
through the guide-
wire.

The extensibility curve, in the form of values of the balloon diameter, achieved with each step-by-step increase

in the created pressure.

REF

CE

I'he transport package of a medical device contains
the following labels and symbols:

SYMBOLS (including ISO 15223-1)

Device reference num-
ber

Use by..,

Keep away from mois-
ture

Complies with Euro-
pean Directive
93/42/EEC

Do not dispo.se of as
household waste

Top
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LOT

\/
"eC

| J

Lot code

Avoid direct sunlight

Manufacturer

Temperature limit
during transportation

Careful handling



TITLES
Number of devices per package.

Information about the manufacturer’ authorized representative in the Russian Federation

25. INFORMATION ABOUT THE MANUFACTURER'S AUTHORIZED REPRESENTATIVE ON THE
TERRITORY OF THE RUSSIAN FEDERATION.

RAYMED TG PVT LID

8, 1st Vokzalnaya Str., Mytishchi, Mytishchi district, Moscow region, 141001
Phone/Fax: (495) 956-83-16

E-mail: raymedtgpvt@mail.ru
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PTA balloon dilatation catheter iVVascular
OCEANUS 14 PRO

Manufacturing company:
LIFE VASCULAR DEVICES BIOTECIL S.L.
Cami de Can IJbach, 1 Pol. Ind. Les Faliiilles 08620 Sant Viceni; Dels Horts- Barcelona, Spain.

Date of entrv' into force;

Version: 28-/July /2020

Action FULL NAME Position Date Signature
Prepared by  Aurea Roca Regulator)' Affairs 28/07/2020
Director
Approved by M. Eugenia Villanueva  Regulatory Com- 28/07/2020

pliance Manager
LS

2020
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1. FURPOSE OF THE DEVICE.

PTA balloon dilation catheter iVascular OCEANUS 14 PRO is intended for percutaneous transluminal angioplasty of
peripheral arteries.

2, RISK CLASS OF THE MEDICAL DEVICE.

The potential risk class for the use of a medical device is 3, in accordance with Directive 93/42/EEC. Type of contact
with the human body is a product that briefly (for less than 24 hours) comes into contact with blood.

3. LIST OF INTERNATIONAL REGULATIONS/STANDARDS THAT THE MEDICAL DEVICE MEETS.

STANDARD CODE DESIGNA- STANDARD NAME

TION

1SO 13485 Medical devices. Quality management system. Requirements for reg-
ulatory purposes.

EN 1SO 14971 Medlcal devices. The application of risk management to medical de-
vices

UNE-EN 104b /L \I/r:;‘ggmatlon prepared by the manufacturer accompanying medical de-
Sterilization of medical devices. Requirements for medical devices of

EN 556-1 the "'sterile™ categoiy. Part 1. Requirements for medical devices subject

to final sterilization.

Sterilization of medical devices. Ethylene oxide. Part 1: Requirements
IINE-EN 1SO 11135 for the development, validation, and ongoing monitoring of the sterili-

zation process for medical devices.

Sterilization of medical devices. Microbiological method. Part 2: Ste-

UNE-EN ISO 11737-2 rility tests performed at the stages of technical development, validation
and continuous maintenance of the sterilization process.
UNE-EN 1SO 14644-1 Clean rooms and their associated controlled areas. Part 1. Classifica-

tion of air cleanliness.
Clean rooms and their associated controlled areas. Part 2: Specifica-

UT4E-EN 1SO 14644-2 tions for testing and monitoring to ensure continuous compliance with
1ISO 14644-1.
UNE-EN 1SO 14698-2 Clean rooms and their associated controlled areas. Control of bio-con-

tamination. Part 2: Analysis and interpretation of biosafety data.

UNE-EN 1SO 14644-3 Clean rooms and their associated controlled areas. Part 3; Methods of

control.

UNE-EN 1SO 14698-1 Clegn rpoms and their assouat_ed.controlled areas. Control of bio-con-
tamination. Part 1: General principles and methods.

MOD 93/42/EEC Directive 93/42/EEC Medical devices, devices and equipment.

UNE EN 1SO 10555-1 Single-use sterile intravascular catheters. Part 1; General require-
ments.

UNE EN 1SO 10555-4 Single-use sterile intravascular catheters. Part 4: Balloon dilation
catheters.
Conical fittings with a 6% Luer lock cone for syringes, needles and

UNE EN 20594-1 some other medical equipment.
Part 1, General requirements.

UNE EN 11607-1 Packaging for medical devices that have undergone final sterilization.

Part 1. requirements for materials, sterility maintenance systems, and
packaging systems.

UNE-EN 62366 _ Medical devices: Application of serviceability design to medical dc-
‘ i vices.
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N ISO 10993-1

‘EEN iso 10993-4

:XE EN ISO 10993-5

UNEEN ISO 10993-7

UNEEN ISO 10993-9

UNE EN ISO 10993-10

UNEEN ISO 10993-11

UNEEN ISO 10993-12

UNE EN ISO 10993-13

UNEEN ISO 10993-18

UNEEN ISO 11737-1

Assessment of the biological effect of medical devices. Part 1. Analy-
sis and testing in the process of implementing risk management.
Assessment of the biological effect of medical devices. Part 4. Selec-
tion of tests for interaction with blood.

Assessment of the biological effect of medical devices. Part 5. In
vitro cytotoxicity tests.

Assessment of the biological effect of medical devices. Part 7. Resid-
ual amounts of ethylene oxide after the sterilization process.
Assessment of the biological effect of medical devices. Part 9. Stand-
ards for authenticating and quantifying potential degradation prod-
ucts.

Assessment of the biological effect of medical devices. Part 10. Skin
irritation and sensitization tests.

Assessment of the biological effect of medical devices. Part 11. Tests
for general toxic effects.

Assessment of the biological effect of medical devices. Part 12. Prep-
aration of test samples and standard samples.

Assessment of the biological effect of medical devices. Part 13. Au-
thenticity and quantification of degradation products when using pol-
ymer medical devices.

Assessment of the biological effect of medical devices. Part 18.
Chemical characteristics of materials.

Sterilization of medical devices. Microbiological method. Part 1. De-
termination of microbial populations on products.

4. INFORMATION ON THE MANUFACTURER OF THE MEDICAL DEVICE

Manufacturing company:

LIFE VASCULAR DEVICES BIOTECH, S.L.
(LIFE VASCULAR DIVISION BIOTECH. Spain)
Cami de Can Ubach, 11; Pol. Ind. Les Falliilles
08620 Sant Vicenf Dels Horts- Barcelona. Spain.

Manufacturing organizations:

LIFE VASCULAR DEVICES BIOTECH, S.L.
(LIFE VASCULAR DIVISION BIOTECH. Spain)
Cami de Can Ubach, 11; Pol. Ind. Les Fallulles
08620 Sant Vicen9 Dels Horts- Barcelona, Spain.

Tel/fax+34936724711,
E-mail: info(®,ivascular.es

1) Balloon catheter-1pc.
2) Instructions for use - 1 pc.
3) Tracking label - 6 pcs

5. DELIVERY SET.

6. INFORMATION ABOUT POTENTIAL CONSUMERS (USERS) OF A MEDICAL DEVICE

Qualified personnel of vascular surger>' departments of medical treatment and preventive care institutions.

7. INFORMATION ABOUT THE VARLANTS OF THE MEDICAL DEVICE.

I.PT.A balloon dilatation catheter iVascular OCEANUS 14 PRO:

1 PTA balloon dilatation catheter iVa.scular OCEANUS 14 PRO, with guidevvircofO,0l4 inch, hydrophilic coating,
catheter length of 100 cm. balloon dimensions: 1.25 x 10mm; 1.25 x 15mm; 1,25 x 20mm; 1.5 x 10mm; 1.f'x
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15mm; 15 x 20mm; 15 x 40mm; 1,5 x 60mm; 15 x 80mm; 2,0 x 10mm; 2,0 X 15mm; 2,0 X 20mm; 2,0x4"
2,0 x60mm; 2,0 x 80mm; 2.0 x 120mm; 2,0 x 150mm; 2,0 x 200mm; 2,5 x 40mm; 2,5 x 60mm; 2,5 x 80mm,
X 120mm; 2,5 x 150mm; 2,5 x 200mm; 3,0 X 40mm; 3,0 x 60mm; 3,0 x 80mm; 3,0 x 120mm; 3,0 x 150mm; 2
X 200mm; 3,5 x 40mm; 3,5 x 60mm; 3,5 x 80mm; 3,5 x 120mm; 3,5 x 150mm; 3,5 x 200mm; 4,0 x 40mm:; 4,0
60mm; 4,0 x 80mm; 4,0 x 120mm.

PTA balloon dilatation catheter iVasciilar OCEANUS 14 PRO, with giiidewire of 0,014 inch, with hydrophilic
coating, catheter length of 150 cm, balloon dimensions: 1,25 x 10mm; 1,25 x 15mm; 1,25 x 20mm; 1,5 x 10mm;
15 X15mm; 15 x 20mm; 1,5 x 40mm; 1,5 x 60mm; 1,5 x 80mm; 2,0 X 10mm; 2,0 X 15mm; 2,0 X20mm; 2,0 X
40mm; 2,0 x 60mm; 2,0 x 80mm; 2,0 x 120mm; 2,0 x 150mm; 2,0 x 200mm; 2,5 x 40mm; 2,5 x 60mm; 2,5 X
80mm; 2,5 x 120mm; 2,5 x 150mm; 2,5 x 200mm; 3,0 x 40mm; 3,0 x 60mm; 3,0 x 80mm; 3,0 x 120mm; 3,0 x
150mm; 3,0 x 200mm; 3,5 x 40mm; 3,5 x 60mm; 3,5 x 80mm; 3,5 x 120mm; 3,5 x 150mm; 3,5 x 200mm; 4,0 x
40mm; 4,0 x 60mm; 4,0 x 80mm; 4,0 x 120mm

8. DESCRIPTION OF THE MEDICAL DEVICE AND ITS PHOTOGRAPHIC IMAGES.

PTA balloon dilation catheter iVascular OCEANUS 14 PRO is used for dilation and is'iised to inflate the balloon for
stenosis or occlusion of peripheral arteries in order to recanalize the arter>'.

This procedure is performed using minimally invasive techniques, also called percutaneous transluminal angiography
(PTA) of the peripheral arteries in which the puncture of the outer skin allows access to the blood flow and to the
affected area.

The catheter has a coaxial design and is a dual-lumen catheter (from the luer connector to the tip), also called an OTW
catheter, i.c. a catheter with a stent delivery system along the guidcwire.

Inflition port (side port)

Connecting tube

(strain relief) Radiopaque markers
Vv
Guidewire insertion Connector Balloon Tip

port (direct port)

Fig. 1. Schematic representation of a catheter.

The tip is at the distal end of the catheter, it is atraumatic in shape to avoid damage to the arteries during its insertion.
In the distal part of the catheter, in front of its tip, there is a balloon, or an inflatable segment that allows you to pump
the pressure to various values. The use of a balloon leads to the expansion of the artery by pumping a contrast medium
into it.

One or two radiopaque markers are placed: one marker - in the center of the balloon, two markers: one on each of the
tapered tips of the balloon, in order to labeling its length and help the user determine the location of the catheter when
it is inside the patient (when displayed on the x-ray screen).

Between the Luer lock connector and the catheter body is a connecting tube (strain relief), which is necessary to prevent
the catheter from bending at this point.

The connector has a branched (Y-shaped) shape and is provided with two ports directly connected to the catheter shaft:
- the side port (inflating port) allows for transmission contrast fluid to the catheter's inflation and deflating lumen (the
lumen for inflating);

- the direct port (guidew ire insertion port) is intended for insertion of the catheter giiidewire. A guidewire is inserted
into the straight port of the connector and exits the catheter tip in order to reach the affected area.

For OCEANUS 14 PRO. the maximum guidewire diameter must not exceed 0.36 mm (0.014 in).
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Fig. 2. Enlarged image of the proximal part of the PTA balloon dilation catheter iVascular OCEANUS 14 PRO.

Fig. 3. Enlarged image of the middle part of the PTA balloon dilation catheter iVascular OCEANUS 14 PRO.

Fig. 4. Enlarged image of the part at the junction of the tube with the balloon of the PTA balloon dilation catheter
iVascular OCEANUS 14 PRO.

Fig. 5. Enlarged image of the distal part of the PTA balloon dilation catheter iVascular OCEANUS 14 PRO
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Fig. 6. Image of a general view of the medical device; PTA balloon dilation catheter iVascular OCEANUS 14 PRO
in a protective case.

9. TERMS OF USE.
Only qualified specialists of the surgical departments of the treatment and prevention institutions.

10. SCOPE OF APPLICATION.
Vascular surgery.

11. INDICATIONS FOR USE. CONTRAINDICATIONS. PRECAUTIONARY MEASURES.

INDICATIONS.

PTA balloon dilation catheter iVascular OCEANUS 14 PRO, with hydrophilic coating is used for dilation of
stenoses in the femoral, popliteal arteries, in the end branches of the popliteal arteries, in the renal arteries, as well as
for the treatment of obstructive lesions of native or synthelic arteriovenous dialysis fistulae, whose diameters from 1.25
to 4.0 mm, and lengths from 10 to 200 mm.

CONTRAINDICATIONS.
Inability to pass the conductor through the stenosed area.

POSSIBLE SIDE EFFECTS/COMPLICATIONS.

Possible side effects and/or complications that may occur before, during, or after the catheterization procedure are:
Death
Stroke/embolism/thrombosis
Haemodynamic deterioration
Sharp elastic rebound
Arrhythmias
Aneurysm or pseudo-aneurysm
Infections
Complete arterial occlusion
Reocclusion of the treated area: restenosis
Spasm
Perforation or dissection of the treated area
Arteriovenous fistula
Local hemorrhage with hematoma at the access point
Hypo/hypertension
Allergic reactions to materials
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0]
,AUT10NARY MEASURES. x b

jherfonn appropriate treatment of the patient using anticoagulants, vasodilators, etc., according to the procedure for
nscrting intravascular catheters. , N
- Before use, check the size and suitability of the catheter for its intended use.
- Proceed with extreme care so as not to damage the catheter while advancing it.
- The balloon must be inflated with a mixture of saline solution and contrast medium (preferably 1/1, though the pro-
portion of contrast medium can be reduced in large balloons).
- Do not exceed the calculated burst pressure as the balloon could burst.
- Ifany resistance is noticed during advance, stop and determine its cause before continuing.
- Use with standard 0.014” guidewires and standard introducers. Ifthe introducer length goes above 25cm or the braided
type is used, it may be necessary to increase its size to avoid catheter friction.
- Ifany resistance to withdraw ing the catheter is noted, it is recommended that the balloon catheter, the guidewire and
introducer be removed as a single unit.
- After use, this product may represent a biohazard. Handle and dispose it in accordance with accepted medical practices
and pertinent local, state or federal laws and regulations.
- Store in acool, dry place away from direct sunlight.

WARNINGS.

- The device should only be used by experienced doctors familiar in the percutaneous transluminal angioplasty (PTA)
technique.

- The percutaneous procedure must be carried out in hospitals equipped with emergency facilities to conduct open
heart surgery or hospitals with easy access to other hospitals where this type of operation can be performed.

- The product is for single use. It must not be re-sterilised or re-used once the procedure has been completed. Re-
using the product in another patient may lead to cross contamination, infection or transmission of infectious diseases
from one patient to another. Re-use of the product may cause alterations to it and affect its effectiveness.

- The product is supplied sterile. Check the expiry date and do not use products which are past this date.

- Inspect the packaging before opening it. Ifthere are any defects or the packaging is damaged, do not use the product.
- Use aseptic techniques when the product is taken out of the primary packaging.

- Select the balloon diameter according to the diameter of the artery to be treated. Do not insert a balloon with a
diameter larger than the artery to be treated.

- Do not dry with gauze.

- Do not expose the product to organic solvents or to contrast media not suitable for intravascular use.

- Do not use air or gaseous media to inflate the balloon.

- Advance the product on the guidewire using fluoroscopy. Do not allow the product to advance without the guidewire
inside it.

- Do not manipulate, advance or retract either the catheter or the wire guide while the balloon is inflated.

12. TECHNICAL CHARACTERISTICS AND MEDICAL DEVICE MANUFACTURING MATERIALS.

Table 1. T le principal dimensions of tie catheter.

Effective Balloon di-  Effective Reinforcing
eatheter ameter balloon- bar length
length (mm) (mm) length (mm)  (mm)
10
125 15
15 20
1000 2,0 40
1500 25 60 283
30 80
35 120
40 150
200
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Table 2. Data on external and internal catheter diameters, depending on the parameters oFthe balloon

External proximal
catheter diameter

The cylinders of the catheter (di-
ameter X length mm)

Internal catheter
diameter (mm)

External distal
catheter diame-

(mm) |Fr| ter (mm) IFrl linchesi
1,25 x 10; 1,25 x 15; 1,25 x20; 1,16 0,75
15 x 10; 1,5 x 15; 1,5x20; [3,5] [2,3]
2,0 X 10; 2,0 x 15,2,0x20 043
[0.017]
Other balloon sizes 131 0,98
[MI [2Y9]

Table 3. Data of the balloon cross-profile depending on the diameter of the balloon.

ameter (nm)  "ches
125 0,021
15 0,023
20 0.025
25 0.027
30 0,029
35 0,031
40 0,033

mm Fr

0,53 1,6F
0,60 1,8F
0,65 19F
0,70 2,IF
0,75 2,2F
0,80 2,4F
0,85 2,5F

Table 4. Data on the location of radiopaque markers/marks of catheter balloons.

Catheter balloon
(diameter X length in mm)

Number of radiopaque
markers/marks

1,25 X 10; 1,25 x 15; 1.25%20;
15x 10; 15X 15; 1,5x20;
2,0 x 10; 2,0 X 15, 2.0x20

One mark in the center

1,5x40 Two marks
1,5x60 Two marks
1,5x80 Two marks
2,0 x40 Two marks
2.0 x60 Two marks
2,0 X80 Two marks
2,0x 120 Two marks
2,0 X 150 Two marks
2,0 X200 Two marks
2,5 x40 Two marks
2,5 X60 Two marks
2,5 %80 Two marks
25 x 120 Two marks
2,5 x 150 Two marks
2,5 x200 Two marks
3,0 x40 Two marks
3,0 x60 Two marks
3,0 X80 Two marks
3.0x 120 Two marks
3.0 x 150 Two marks
3,0 X200 Two marks
3,5 x40 Two marks
3.5 x60 Two marks j
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Distance from the distal
end of the balloon to the
distal mark (mm)

One mark in the center

1,42 41,42
1,42 61,42
1.42 81,42
2,21 42,21
2,21 62.21
2,21 82,21
2,21 122,21
2,21 152,21
2,21 202,21
2,95 42,95
2,95 62,95
2,95 82,95
2,95 ' 122,95
2,95 152,95
2,95 202,95
3,73 43,73
3,73 63,73
3,73 83,73
3,73 123,73
3,73 153,23
3,73 203,23
4,52 4452
4.52 B 6452

Distance from the bal-
loon distal end to the
proximal mark (mm)

One mark in the center



3,5 %80 Two marks 4,52 8452 ¢

3,5 x 120 Two marks 4,52 124,52 ~
3.5 x 150 Two marks 4,52 154,52
3,5 X200 Two marks 4,52 204,52
4,0 x40 Two marks 5,28 45,28

N 4,0 x60 Two marks 5,28 65,28
4,0 x80 Two marks 5,28 85,28
4,0 x 120 Two marks 5,28 125,28

Table 5. Data on the balloon pressure taking into account the length and diameter of the balloon.

Balloon length Balloon diameter Rated pressure  Calculated burst
(mm) (mm) (Atm) [kPaj pressure (Atm)
IkPal
10-200 1,25-4,0 7 1709.2751 16 [1621,2]

Note: nominal pressure corresponds to the pressure at which the balloon reaches the diameter
indicated in the labeling; calculated burstpressure corresponds to the maximumpressure to which
it is possible to inflate the balloon.

Secondary parameters;

Compatible Introducer (mm) (Fr): 1,3 [4];

Permissible guidewire diameter (mm) [Inch]: 0,36 [0,014];

Maximum deflation time of the balloon for all diameters and lengths: no more than 10s.
Load on the gap in the connecting points of the catheter (N); not less than: 10ON.

Mass of catheter (g): no more than 6,00.

Table 6. Medical device manufacturing materials

Part name of the device Material of manufacture and manufacturer

1) Luer lock port Polycarbonate (color: clear)
Mark on the port surface: (laser application)

2) Connecting tube/strain relief Pebax, color: white;

3) Catheter shaft:

Front end Nylon 12; color: blue;

Internal lumen and lumen for guidewire in-  Nylon 12/Plexar/HDPE; color: clear;

sertion

Tip Nylon 12; color: blue;

4) Balloon Nylon 12; color: clear;

5) Protective balloon tube Nylon 12; color: clear;
Plexar/HDPE

6) Balloon radiopaque marker Alloy platinum and iridium
Tungsten + Pebax 63333

7) Reinforcing shaft Stainless steel

8) Catheter coating:

the hydrophilic coating of the catheter HYDRAX PIL.US
PACKAGING:
9) Catheter protective case High-density polyethylene HOPE
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10) Catheter protective case clip High-density polyethylene HOPE
11) Blister LLDPE,/Tyvek
12) Consumer packaging Coated cardboard

13. HOW TO WORK WITH A MEDICAL DEVICE.

Attention! Please refer to the instructionsfor use before use!

Warning. Do not use the device after the expiration date. 1f there is obvious damage to the device, it isforbidden to
use it!

13.1 .Preparing the catheter

Remove the deviee from its packaging. Cheek that the balloon procedure and the selected additional equipment the

catheter is indicated on the label attached to the protective case and the stickers placed on individual and consumer
packages.

Gently remove the protective sheath from the balloon and the balloon's reinforcing shaft.

Connect a 10ml syringe containing sterile saline solution to the port for the guidewire (straight part of the Y-connector)
and irrigate the lumen until the liquid comes out of the catheter's tip.

Pump the air system:

- attach a three-way stopcock to the contrast liquid port (the side part of the connector). An extension line could be
optionally placed between the balloon connector and the three-way stopcock;

- close the air passage through the balloon;

- attach a 10-20ml syringe with a one-third part of saline solution to the three-way stopcock;

- open the passage in the three-way stopcock between the syringe and the catheter;

- with the syringe in a vertical ptisition, withdraw the plunger upwards allowing the air bubbles to exit to the liquid;

- when bubbles stop coming in, close the three-way stopcock at the catheter end and remove the syringe.

ATTENTION: if bubbles do not stop comingfrom the catheter into the syringe after 3 minutes o fnegative pressure,
this may be a clear indication that the balloon catheter has leaks, is broken or the connections between the syringe
and the three-way stopcock are not properly closed. |f bubbles continue to be seen after checking the connections,
do not use the device. Return it to the manufacturer or distributorfor inspection.

In order to activate the hydrophilic coating, it is recommended to wet the catheter with a sterile saline solution imme-
diately prior to its insertion through the introducer.

13.2 Technique for Insertion / Treatment

- Position the 0.014” guidewire across the lesion using PTA techniques, using fluoroscopy to determine its position
at all times.

- Insert the proximal end of the guidewire into the distal tip of the balloon catheter.

- Carefully advance the balloon catheter on the guidewire, through the introducer and with the aid of fluoroscopy,

until it reaches the area of stenosis. In the event that the balloon catheter selected cannot be placed inside the lesion,
take a smaller size to predilate the lesion.

- Connect the inflation device (1/3 of its capacity of contrast liquid mixture; saline solution) to the three-way stopcock
and open the passage between the balloon and the inflation device.

- Apply pressure to the inflation device so that the balloon inflates. Do not exceed the rated burst pressure on the label
and the compliance curve.

- Apply pressure for 30-60 seconds depending on the lesion.
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Jraw the plunger on the inflation device back to deflate the balloon. Keep up the negative pressure for between 20,
d 60 seconds depending on the size of the balloon. Make sure the balloon is fully deflated (by means of fluoroscopy) -
scfore moving the catheter.

- With negative pressure in the inflation device and with the guidewire in position. carefully retract the catheter until
through the introducer sheath. o
- Inject contrast liquid through the introducer to check the treated lesion before removing the guidewire.

14. INFORMATION ABOUT ADDITIONAL EQUIPMENT REQUIRED BUT NOT SUPPLIED.

- Heparinized saline solution;

- Contrast agents (use contrast agents intended for intravascular use);

- One guidewire with a diameter of 0.014*, do not use conductors with other dimensions;’

- One Introducer with a hemostatic valve, the size of which is indicated on the label. Do not use smaller introducer that
might damage the catheter;

- One three-way tap;

= One device for inflating the balloon (hand pump with built-in pressure gauge).

e 15. INFORMATION ABOUT MAINTENANCE AND REPAIR REQUIREMENTS.
This device is not applicable because this medical device is intended for single use,

16. OPERATING CONDITIONS

The device is resistant to climatic factors during operation for temperature conditions from +15 to + 35 °C, at a relative
humidity of 45-80%, at atmospheric pressure from 84.0 to 106.7 kPa.

17. TRANSPORTATION AND STORAGE CONDITIONS
17.1. Transportation,
PTA balloon dilation catheter iVascular OCEANUS 14 PRO is transported by all modes of transport in covered vehicles

in accordance with the rules of cargo transportation applicable to each type of transport.
Transport temperature from 0°C to + 40 °C, at a relative humidity no more than 75%.

17.2. Storage,

The device must be stored in the warehouses of the supplier and consumer in a cool dry place (0°-40°C), away from
direct sunlight, at a relative humidity no more than 75%. '

' 18. INFORMATION ABOUT STERILIZATION.
The device is sterilized with ethylene oxide.
19. THE EXPIRATION DATE,

Expiration date of a medical device:

] Ifthe storage conditions are met, the manufacturer sets the following expiration date of the medical de-vice in its original
packaging: 3 years from the date of production.

20. THE MANUFACTURER'S WARRANTY.

This product and its components have been designed. manufactured, tested, and packed with all appropriate precautions.
LIFE VASCULAR DEVICES BIOTECH. S. L. guarantees the product until its expiration date. provided that its pack-
aging is not damaged or tom.

THE MANUFACTURER GUARANTEES: sterility of the product. as well as its compliance with the requirements
of international and national standards during the entire shelf life of the product. subject to the rules of transportation,
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storage and operating conditions established by the manufacturer and when used in accordance with the instructioi
use.

21. REQUIREMENTS FOR ENVIRONMENTAL PROTECTION.

The materials used to make this product do not have a harmful effect on the environment, provided that it is disposed 61
in accordance with local biosecurity standards.

22. DISPOSAL OF MEDICAL DEVICES.

After use, the product presents a potential biological hazard. The product must be handled and disposed of in accordance
with medical practice, as well as the relevant local, state, and Federal laws and regulations.
Hazard class of medical waste-B. (Sanitary regulations and standards 2.1.7.2790-10)

23. CLAIMS AND COMPLAINTS.

All claims and complaints related to a medical device should be sent to the authorized representative of the manufacturer.
The address is listed below. In the letter of claim, you must specify your full name, first name and patronymic, as well
as your contact phone number, the name of a legal entity or individual entrepreneur.

24. PACKAGING AND LABELING.

24.1. Packaging.

The medical device is delivered one piece per package. Each primary' package contains a balloon catheter for
dilation.

The PTA balloon dilation catheter iVascular OCEANUS 14 PRO is placed inside the protective tube, which sup-
ports its folded state (the balloon dilation catheter iVascular OCEANUS 14 PRO also has a reinforcing rod of the
conductor lumen); the device is then placed in a special protective case in the form of a hollow HOPE tube, fixed
to special clips to avoid possible damage.

Inside the primary package (blister) is also a card with the extensibility curve, which is a description of the char-
acteristic elasticity function in the form of values of the cylinder diameter, achieved with each step-by-step in-
crease in the created pressure. For product identification purposes, a sticker with a label is placed on the primary
packaging (blister). Sterility indicators are placed on the reverse side of the blister.

The primary packaging (the blister that encloses this device, which is necessary to preserve the sterility of the
device) is placed in an individual consumer cardboard package (together w'ith a booklet with instructions for use)
to avoid damage during transport and storage.

Further, in the amount of 42 units, the medical device in individual consumer cardboard packages is placed in a
transport box made of corrugated cardboard, which is sealed with transparent adhesive tape and sent to the ware-
house for shipment.

24.2. Labeling.
The following labels and symbols are applied to the port of a medical device with a Luer type lock:

- brand logo and manufac- The size of the balloon cath-

; 0.00 x OOinMm eter format: balloon diame-
1 turer's name ter (mm) X balloon length in
(mm)
LOT The digital code of the lot.

¥alicyiar
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The following labels and symbols are applied to the individual blister pack:

REF

[W

J

Name of the medical device

Name of the
manufacturer

SYMBOLS (including ISO 15223-1)

Device reference num-
ber

Do not re-use

Use by..

Keep away from mois-
ture

Attention! View the at-
tachment.

Do not resterilize

Complies with Euro-
pean Directive
93/42/EEC

Manufacturing date

Read the instructions for use

Catheter size
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LOT

mJ

STERILE EO

Compatible introducer size

Lot code

Do not use with dam-
aged packaging

Avoid direct sunlight

Apyrogenic

Manufacturer

Sterilization using
ethylene oxide

Do not dispose of
as household waste

Schematic image of

the catheter

Storage temperature
limit

Compatible guide-
wire parameters



Information about the humber
of radioopaque markers of the

balloon
Barcode or QR code

Hydrophilic coating

Information about the
manufacturer's author-
ized representative in
the Russian Federation

Number of devices per package

Registration certificate number and

date

THE FOLLOWING INFORMA TION IS GIVEN IN TABLE FORM

OTW describes the
method of deliver>'
of the catheter
through the guide-
wire.

The extensibility curve, in the form of values of the balloon diameter, achieved with each step-by-step increase

in the created pressure.

REF

The transport package of a medical device contains

the following labels and symbols:
SYMBOLS (indiiding ISO 15223-1)

Device reference num-
ber

Use by...

Keep away from mois-
ture

Complies with Euro-
pean Directive
93/42/EEC

Do not dispose of as

LOT

\1/

an.

Lot code

Avoid direct sunlight

Manufacturer

Temperature limit
during transportation

Careful handling

household waste

Top

TITLES
Number of devices per package.

Information about the manufacturer's authorized representative in the Russian Federation

25. INFORMATION ABOUT THE MANUFACTURER’S AUTHORIZED REPRESENTATIVE ON THE
TERRITORY OF THE RUSSIAN FEDERATION.

RAYMED TG PVT LTD

8, 1st Vokzalnaya Str., Mytishchi, Mytishchi district, Moscow region, 141001
Phone/Fax: (495) 956-83-16

E-mail; raymedtgpvt@ mail.ru
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I, PEDRO-ANGEL
CASADO MARTIN, Notary of
the Catalonian

Associaticn of Notaries,

Yiving in the city of
Barcelona (SPAIN),
CERTIFY:-~—-~~~—~——om--
That the previous
signature belongs to M.
M*EUGENIA VILLANUEVA

PEREZ, of legal age, of
Spanish rationality and

with DNI/NIF., (National
dentity Card) number
37323062L, ======-=—mm—m

M. M* EUGENIA

VILLANUEVA PEREZ acts in
name and on behalf of

the company “LIFE
VASCULAR DEVICES
BIOTECH, s.L.", a

company validly existing

and incorporated under
the laws of Spain; with
registered address at
Sant Viceng dels Horts,
industrial state Les
Fuliulles, Cami de Can
Ubach, number 11, C.P.
08620; with Tax
Identification Number

("CTF”) B-65405169; and
registercd in the
Commercial Registry of
Barcelona Volume 42171,
folio 171 and sheet
number B-402656.-----~-=

She acts as
attorneys by virtue of
the power of attorney
granted by the notary
public of Barcelons, Mr.
Paaro Angel Casado

FK4145719

to, PEDRO-ANGEL
CASADO MARTIN, Notario
del Tlustre Colegio de
Notarics de Catalunya,
con residencia en la
Ciudad de Barcelona
(FSPANAY, DOY FE:------

Que la precedente
firma corresponde a DONA
M* EUGENIA VILLANUEVA
PEREZ, mayor de edad, de
nacionalidad espanola, ¥
GOl DNI/NIE. ne
373230621,

DONA M* EUGENIA
VILLANUEVA PEREZ actua
como Apocierada en nombre
y representacidén de la
Sociedad “LIFE VASCULAR
DEVICES BIOTECH, S.L.",
una compania validamente
constituida confcrme a
las leyes espafiolas; con
domicilio social en Sant
Viceny dels Horts,
Poligonc Industrial Les
Fullulles, Cami de Can
Ubach, numero 11, C.P.
08620; Tiene el C.1.F.:
B-65405169. 1INSCRITA en
¢l Registrc Mercantil de

- n .y W - — . -

Barcelona, al tomo
42171, foliio 171 y hoja
namero B-402656, —===-==-~

- A - — - ——— v ——————— -

—————— . ——— —— o ———— -

Actua como Apoderada
en virtud del poder que
le fue conferido
mediante escritura

otorgadsy ante ¢l Notario
Don

de Barcelona, Padro




Martin, on 20 of
November of the year
2013, with number  of
official record 2281. -

T, the Public
Notary, attest that |
understand the English
language .--————-—-———————-

Likewise 1, the
Notary, certify the
identity of the
signatory party and by
its virtue | state that
the previous signature
belongs to Mrs.
MAEUGENITA VILLANUEVA

Barcelona, on the
20th of January of 2021.

Entry number
45/2021 of my  Book
Records .———————— e

A022397897
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Angel Casado Martin, el
20 de noviembre de 2013,

nOmero 2281 de
protocolo .—~—————————— ———

Yo, el Notario, doy
fe de que entiendo el
idioma ingles.————————-

Yo, el Notario, doy
fe asimismo del
conocimiento del

firmante y en su virtud
legitimo la firma que
antecede coTo propia de
DONA M~ EUGENIA
VILLANUEVA PEREZ.-——---—-

Barcelona, a 20 de
enero de 2021 .——————————

As lento nurnero
45/2021 de mi Libro
Indicador- Seccion 2".-



/Tlepesood c an2uticko20 ¥ UCNaNHCKO20 A3IKOB HA PYCCKUil A3bIK/

NEAPO-AHXEJb KACAJIO MAPTHH
rOCYIAPCTBEHHBIA HOTAPHYC

3aperucTpnpoBaHo noa Homepom 45/2021
B PErHCTPALHOHHON KHHI'e MONX 3aBepeHnit

Kpyznas zepboeasr nevame: /Homapuanvuas xonmopa 2-ua ileopo A. Kacado Mapmun bapcerona/

Huﬂpyxuna NO NPUMEHEHHBIO MECAHRUHHCKOI'O H3IACTHA

«Karerep Sannonnntii annaraunounntit PTA iVascular,
° BAPHANT HCHONHENNS:
OCEANUS 35»

Ipou3BoacTBA KOMNANHN:

JIAA® BACKY 1P AEBANCU3 BAHOTEK, C.J1.
(LIFE VASCULAR DEVICES BIOTECH, S.L.)

Kamn-ne-Kan’Y6ay, 11 (Mpomsimnennsit nonvron Jlec-danbynsec)
08620 Canr-Bucenc-aenc-Oprc, Bapcenona, Henavua
(Cami de Can Ubach, 11; Pol. Ind. Les Fallulles 08620 Sant Viceng Dels Horts- Barcelona, Spain)

Jlara BCTYTUICHHA B chAy:

." Bepcua: 28/Mions/2020

HelicTane PHO JonknocThb Jara Hoannch
Moarorosna Aypesa Poka Awupexrop no 28/07/2020
perynsTopHbIM
BOMNpocaM
Yrsepana M. Dyxenus Menemkep no 28/07/2020
Buiianyesa cobsmonenuio
HOPMAaTHBHBIX

Tpebosanuk

M.,

M. Dyxenns Buiianyesa (M. Eugenia Villanueva)
Menemxep no TeXHHUECKOMY PETYNHPOBAHHIO
/noonuce/

JAH® BACKYJISAP JEBAHCHU3 FAHOTEK, CJI.
{LIFE VASCULAR DEVICES BIOTECHS.L.)

2020r
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/TepeBog, € aHIMMIACKOTO 1 UCMAHCKOrO SA3bIKOB Ha PYCCKUIA A3bIK/

Kpyrnas rep6osas nevaTb: /HoTapuanbHaa koHTopa r-Ha Megpo A. Kacago MapTuH BapcenoHa/
1. HASHAYEHWE 3OENNA.

«KateTep 6annoHHbI gunataymoHHblin PTA iVascular, BapuaHT ucnonHeHns: OCEANUS 35» npegHasHaueH ans
YPECKOXHOW TpaHC/IIOMUHANLHOW aHrMONacTUKK nepudepmnyeckux apTepuid.

2. KJIACC PUCKA MEAMUWMHCKOI O U3AETNA.

Knacc noTeHUManbHOro prcka NpUMeHeHUs MeAULLMHCKOTO U3fenus - 3, B cooTBeTCTBUM ¢ Directive 93/42/EEC. Bug
KOHTaKTa C OpraHu3MoM YenoBeKa - n3fenime, KpaTKOBPEMEHHO (B TeUeHMEe MeHee YeM 24 4acOB) KOHTaKTUPYHOLLEe C
KPOBbIO.

3. MEPEYEHb MEXAOYHAPOAHbIX HOPMATUMBHbBIX JOKYMEHTOB / CTAHOAPTOB, KOTOPbIM
COOTBETCTBYET MEAVMUWMHCKOE U3AEJ/TMNE.

KO4OBOE OBO3HAYEHWE HA3BAHVE CTAHOAPTA

CTAHOAPTA

1SO 13485 N3penus meauumHcKne. CUCTEMbI MEHEePKMEHTA KadyecTBa. Tpe6oBaHums
ANs LUeneit perynnpoBaHms.

1SO 14971 WN3genns mMeguumHckue. MprMeHeHWe MeHeXXMEHTa prUcka K MeguLMH-

CKUM M30enusamM
VHopmMaLmsa, nogrotasnimeaemas M3roToBUTENEM, COMPOBOXAAOLLAA Me-
ANLMHCKWE npubopbl
CTepunusauns MeaMLMHCKUX U3Lgenuid. TpeboBaHNA K MEeAULMHCKAM Un3fe-
EN 556-1 nusim KaTeropun "ctepunbHble”. Yactb 1 Tpeb6oBaHMA K MEAUUMHCKUM W3-
Jennsam, Nnognexawnm QUHULLHONA cTepuansalmu.
Crepunmsauma MeguLMHCKUX MPOAYKTOB. dTuneHokcng. Yactb 1 Tpebo-
UNE-EN ISO 11135 BaHWA K pa3paboTke, Baaunfauum v TeKyLllemy KOHTPO/IO npolecca CTepu-
AN3aLmMn MeaNLUUHCKNX U3LeNnii.
CTepununsaumna MeLUUUHCKUX NPOAYKTOB. MMKPOGUONOrnyeckme Metogbl.
YacTb 2: TecTbl Ha CTEPUILHOCTb, BbIMO/HSEMbIE Ha CTaAUAX TEXHUYECKOIA
npopaboTKu, BanMjauMnm 1 HENPepPbIBHOTO MOAJEPXaHWs npolecca cTepu-
nvsauuu.
YucTtble KOMHaTbl W CBA3aHHbIE C HUMU KOHTPO/MPYEMbIe 30Hbl. YacTbh 1
Knaccugukaumsa YNcToTbl BO3LyXa.
UncTble KOMHATbl U CBA3aHHbIE C HUMU KOHTPOJIMPYeMble 30Hbl. YacTb 2:
UNE-EN ISO 14644-2 Cneundukaumm ans npoBefeHUs TeCTUPOBaAHUA M MOHUTOPWHIA C LEeMbio
obecneyeHnst NOCTOSHHOrO cooTBeTCTBUA I1SO 14644-1.
UuncTble KOMHATbI U CBA3aHHbIE C HUMW KOHTPONMpYeMble 30Hbl. KOHTPO/b
UNE-EN ISO 14698-2 6uo3arpssHeHunin. Yactb 2: AHanM3 1 TONKOBaHWe [aHHbIX MO GMo3arpsas-
HEHNAM.
UncTble KOMHaTbl W CBfi3aHHbIE C HUMW KOHTPO/IMpYeMble 30Hbl. YacTb 3:
MeToAbl KOHTpONS.
UncTble KOMHaTbl U CBA3aHHbIE C HUMW KOHTPOAUPYEeMble 30Hbl. KOHTPOb
6uosarpssHeHunin. Yactb 1 O6uime NprMHUNUNBI 1 METOAbI.
OunpekTnea 93/42/EEC MeaununHCKe Nprbopsbl, yCTPOcTBa, 060pyaoBa-
Hue.
CTepusibHble BHYTPUCOCYANCTbIE KAaTeTEPbl O4HOKPATHOIO NMPUMEHEHUS.
Yactb 1, O6wme TpeboBaHus.
CTtepusibHble BHYTPUCOCYAUCTbIE KaTeTePbl O4HOKPATHOIO MPUMEHEHUS.
UacTb 4: KaTeTepbl Ana 6ann10HHOIA gunaTauuu.
KoHunueckme QUTUHIN ¢ 6% KOHYCHbIM pasbemoM J1o3p-J10K Ana wnpu-

UNE-EN 1041+Al

UNE-EN ISO 11737-2

UNE-EN ISO 14644-1

UNE-EN ISO 14644-3

UNE-EN ISO 14698-1

MDD 93/42/EEC

UNEENISO 10555-1

UNE ENISO 10555-4

UNE EN 20594-1 LieB, UM U HEKOTOPOTO APYroro MeAuLMHCKOro 060py/40BaHuA.
YacTtb I: O6wwume TpeboBaHMs.
UNEEN 11607-1 YNaKoBKa AN MeAULMHCKUX U3ENUNA, NPOLLEALMUX 3aKTOUNTENbHYIO CTe-

punusaymio. Yactb 1 TpeboBaHMA K MaTepuanam, cMcTemam MogaepXkaHus
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/Tepesod ¢ anzAuiicK020 U UCRANCKO20 RIBIKOB HA PYCCKUN A36iK/

CTEPHABHOCTH U CHCTEMAaM YNIAKOBKH.
Meanunrckue nigenua: NpuMeHeHne NPOEKTHPOBAHNA IKCINYATAUHOH-
UNE-EN 62366 HOii NPHrOAHOCTH X
MCANIACHHRM.
Ouelka 64ONOTHYECKOro AeHCTBHR MEAMUMHCKHX Kaaenui. Hacts 1. Axa-
JIU3 3 TECTHPOBAHKE B NPOLIECCE OCYIUECTBNCHHS YNPABNEHHR PHCKAMH.
Ouenka GHoNOrHUecKoro NEHCTBUR MEAWHUWHCKUX wanenni, Hacts 4: Bui-
60p TECTOB Ha B3AHMOAEHCTBUE C KPOBBIO.
OueHka GHONOrHYECKOro AeiCTBHE MEAHLIMHCKKX Hinenuit. Yacts 5: Tec-
UNE EN 1SO 10093-5 Thl HA LWTOTOKCHYHOCTS in Vitro.

Ouenka Guonornyeckoro aeicTeg MEAHUMHCKKX K3aeauii. Yacts 7: Oc-
UNE EN SO 10993-7 TATOYHBIE KOJHYECTBA ITHICHOKCHA NOCIIE NPOLECCa CTEPHAHIAUNH.
Onenka Gnonornueckoro ASHCTBHA MeaMUMHCKX wineanii. Yacts 9: Hop-

UNE EN ISO 10993-1

UNE EN ISO 10993-4

UNE EN I1SO 10993-9 Mbl JUIA YCTRHOBJICHHA NOAJIHHHOCTH K NPOBEACHHA KONHYECTRCHHONO On-
peaencHun NOTCHUHANTLHO BOIMOXKHBIX NPOAYKTOB pacnasa.
UNE EN ISO 10993-10 Ounesxa GHONOrHUECKOro AeHCTBHA MEQHUHHCKNX Hanenuii. Yacte 10: Tec-
0 Tbl Ha PASAPDKEHHE H CCHCHOHIH3AUMIO KOXH,
UNE EN ISO 10993-11 Quenka GHonornyeckoro aeicreng Meanunncknx uinennik. Hacts 1 1: Tec-
Th! Ha ofuieToxcHYecKoe aeiicTeue.
UNE EN ISO 10993-12 Ouenka GHoaornyeckoro JeHCTBHR MeAMUMHCKNX Kiaenwi. Hacre 12;

MpurotosneHue HENbITyeMuiX 06pa3loB W CTAHAAPTHLIE OOpa3LILL.
Ouenxa Suonornyeckoro acicTeHa MCAMUUHCKHX Hanenuii. Yacrs 13:

UNE EN ISO 10993-13 TToANMHHOCTD H KONMUECTBEHHOE ONpeAeeHHe MPOAYKTOB pacniaga nNpw
HCNONIL30BAHHH NOTHMEPHBIX MEAH3AENTHIA.

UNE EN ISO 10993-18 Ouenxa GHONOrMUECKOrO AeHCTBHA MEAHUMHCKHX Hanenui. Yacts 18: Xu-
MHHECKHE XAPAKTEPHCTHKH MaTEPHaNOB.

UNE EN ISO 11737-1 Crepunnzauns MeauuuHCkHX niaenuit. MuxpobuonorHueckne Metoanl.

Yacts 1: Onpeaenctre NORYASUHH MUKPOOPIraHHIMOB Ha MPOAYKTAX.

Kpyznas 2epbosas nevamv. /Homapuansuas xowmopa 2-na lledpo A. Kacado Mapmun bapcenona/
Kpyenas zepbosan nevams: /Homapuanswan konmopa 2-ua Iedpo A. Kacado Mapmun bapcenona/
. 4. HHOOPMALMA O MPOHU3IBOAHTEJIE MEAHUHHCKOT O H3AEJNHA

Mpon3soacTBO KOMUANNY:

JIAH® BACKYJIAP AEBAYICH3 BAHOTEK, C.J.

{LIFE VASCULAR DEVICES BIOTECH, S.L.)

Kamu-ne-Kau’V6au, 11 (Mpomsiwnennutii nonnron Jlec-Gansynvec)

08620 Canr-Bucenc-aenc-Opre, Bapcesiona, Ucnanns

(Cami de Can Ubach, 11; Pol. Ind. Les Fallulles 08620 Sant Viceng Dels Horts- Barcelona, Spain)

Opranmsanun-u3roToBHTEAN:

NAN® BACKY AP NEBAWCH3 BAHOTEK, C.J1.

(LIFE VASCULAR DEVICES BIOTECH, S.L.)

Kamu-ae-Kau'Y6au, 11 (Mpompiunerneiii nonnrou Jlec-dansynbec)

08620 Canr-Bucenc-aenc-Oprce, Bapceniona, Henanwa

(Cami de Can Ubach, 11; Pol. Ind. Les Fallulles 08620 Sant Viceng Dels Horts- Barcelona, Spain)
Ten/hakc +34936724711,

E-mail: info@ivascular.es
5. KOMILIEKT NOCTABKH.

1) Karerep Gannounniis — 1 wr.
2) Hucrpyxums no npumenenmnio — | .
3) OmHkeTka Ana npocnekHBaHWA — 6 wiT.
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/TTepeeod ¢ anzauticKoOco U UCNANCKO20 A3LIKOG HA PYCCKUN RIIK/

6. HHOOPMALIMS O MOTEHLIMAJIbHBIX MOTPEBUTEJISX (MOJIb30BATEJAX) MEAULIHHCKO-
o H3JAEJRA

Keanvdpuunposaunbsii nepconan oraenenuil cocyancToil Xupyprun neueGHo-MpodHAaKTHYECKHX yupexaeHHit.
Kpyenan 2epboean nevames: /Homapuarvnan xonmopa 2-na ITedpo A. Kacade Mapmun bapcerona/
7. HHOOPMALMA O BAPHAHTAX HCINNIOJHEHHA MEAHIHHCKOIO H3AEJIMAL.

I.Karerep Gannonanih nunatauvornbii PTA iVascular, Bapnant nenoanenus: OCEANUS 35:
1. Karerep 6annonnmit aunaraunonnniii PTA iVascular, Bapuant ucnoatenna: OCEANUS 35, ¢ npoBoannkom
0,035 moktma, anuno# 80 cm, pasmepnt Gannona: 3,0 x 20mm; 3,0 x 40mmM; 3,0 x 60mMm; 3,0 x 80mm; 3,0 x
120mm; 3,0 x 150MMm; 3,0 x 200mm; 4,0 x 20MM; 4,0 x 40MM; 4,0 x 60Mm; 4,0 x 80MMm; 4,0 x 120MmM; 4,0 x
150mMm; 4,0 X 200MM; 5,0 x 20Mm; 5,0 x 40MM; 5,0 x 60Mm; 5,0 x 80mm; 5,0 x 120mMm; 5,0 x 150mm; 5,0 x
200mmM; 6,0 x 20MMm; 6,0 x 40MMm; 6,0 x 60Mm; 6,0 x 80MMm; 6,0 x 120mm; 6,0 x 150Mm; 6,0 x 200MM; 7,0 x
. 20mM; 7,0 x 40mm; 7,0 X 60MMm; 7,0 x 80mMm; 7,0 x 120Mm; 8,0 x 20MMm; 8,0 x 40Mmm; 8,0 x 60mm; 8,0 x 80mMm;
9,0 x 20Mm; 9,0 x 40Mm; 9,0 x 60Mm; 9,0 x 80mM; 10,0 x 20mm; 10,0 x 40Mm; 10,0 X 60mm; 12,0 x 20Mm; 12,0
X 40mm; 12,0 X 60MM.

2. Karerep Gannouneiit annaraunonnstit PTA iVascular, Bapuant ucnonuenus: OCEANUS 35, ¢ nposoanuxoM
0,035 mofima, anunoit 140 cm, pasmeph Sannona: 3,0 x 20mm; 3,0 x 40mm; 3,0 x 60mm; 3,0 x 80mm; 3,0 x
120mm; 3,0 x 150mm; 3,0 X 200Mm; 4,0 x 20MMm; 4,0 X 40Mm; 4,0 x 60mmM; 4.0 X 80mm; 4,0 x 120MM; 4,0 x
150mm; 4,0 x 200mm; 5,0 x 20MM; 5,0 x 40mMm; 5,0 x 60mm; 5,0 x 80mm; 5,0 x 120mm; 5,0 x 150Mm; 5,0 x
200mMm; 6,0 x 20MM; 6,0 x 40MmM; 6,0 x 60Mm; 6,0 x 80Mm; 6,0 X 120Mm; 6,0 x 150MM; 6,0 X 200MMm; 7,0 x
20mm; 7,0 x 40Mm; 7,0 X 60Mm; 7,0 x 80mm; 7,0 x 120Mm; 8,0 x 20mm; 8,0 x 40mm; 8,0 x 60mm; 8,0 x 80MM;
9,0 x 20MmM; 9,0 x 40Mm; 9,0 x 60MMm; 9,0 x 80mm; 10,0 x 20mm; 10,0 x 40Mm; 10,0 x 60Mm; 12,0 X 20mm; 12,0
X 40MmMm; 12,0 x 60mm.

3. Karerep Gannonnuiit awraraunonnsidi PTA iVascular, sapuant ucnonnenus: OCEANUS 35, ¢ nposoaxikoM
0,035 moiima, umnoii 200 cm, pasmepst 6annona:; 6,0 X 20MM; 7,0 x 20mam; 8,0 x 20mMm; 9,0 x 20Mm; 10,0 x
20MM; 12,0 x 20MMm.

. 8. OITUCAHHE MEAHUHHCKOIO M3AEJHA H ErO0 ®OTOTPAOHUYECKHE H30BPAXKE-
HHAL ‘

«Karerep 6annonneiii annataunonneiii PTA iVascular, sapuant ucrnionnenns: OCEANUS 14 PRO» npumensercs
AR AUAATAUMH H KCTIONB3YETCA IR pasfyBanna 6annoHa npy CTEHO3E WK OKKIIIO3HY NepHdepryeckHX aprepHii ¢
LIEABIO PCKAHATHIALHK aPTEPHH,

Hanxas npoueaypa BLIMONHAETCA C HCMOLIOBAHHEM MUHMMANBHO MHBAIMBHBIX METOIMK, TAaKOKe Ha3biBaeMbiX
upeckoXHOH TpancmoMHHanbHOH anrnonnacTukoi (PTA) nepudepuuecknx aprepuil, NPH KOTOPLIX NYHKLWA Ha-
PYXKHOTO KOKHOIrO NOKPOBa No3BONACT 06ECNEHHTD JOCTYN K KPOBOTOKY W K NOPAKEHHOMY YHACTKY.

Kaverep umeer KoakCHaNbHOE HCNOTHEHNE W NpeACTaBNAeT COGOH ABYXNPOCBETHLIA (OT KOHHEKTOPA 20 HAKOHEY-
HUKA) KaTeTep, Taioke HasbiBacMulil OTW-karerepom - T.e. KATETEPOM C CHCTEMOI NOCTABKH CTEHTA N0 NPOBOAHM-
Ky.
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/T1epeBOA C aHT/IMIACKOTO M CMAHCKOTO S13bIKOB Ha PYCCKIA A3bIK/

NopTaAf
pasfyBaHus
(6okoBoii nopr)

CoefuHuTensHas Tpy6Ka,

KOMMNeHCaTop HanpaxeHuna
( p P ) PeHTreHOKOHTOACTHble METKMN

TepPXeHb kaTeTepa

CoefvHUTENbHbIN pasbem Bannow HakoHeuHuk

Mopt BBEAE
PT BBEACHIA (KoHHekTOp)

NpOBOAHMKA
(npsimoid nopT)

Puc.1. CxemaTnyeckoe nsobpaxeHue Katetepa.

Ha fanbHeM KOHLe KaTeTepa pacnonaraeTcsi ero HaKOHeYHUK, aTpaBMaTUYHbIA No hopme BO M3bexaHne MoBpexae-
HWS apTepuin BO BPEMS ero BBEAEHUSA.

B oTganeHHoli YacTu kaTeTepa, Mepej ero HakOHEeYHUKOM, PacrosfioXXeH 6annoH, UM HafyBHOI CErMeHT, NO3BONA-
WA OCYLLECTBAATL HarHeTaHWe [aBMEHUS 40 Pas3/iMyHbIX 3HavyeHWi. MpumeHeHuWe 6annoHa NMPUBOAWT K pacLumpe-
HUIO apTepyn NOCPeACTBOM HarHeTaHWsi BHYTPb HEr0 KOHTPACTHOI cpefbl.

[1Be peHTreHOKOHTPACTHbIe METKU MOMELLAKTCA MO O4HOW Ha KaXK4OM M3 KOHUYECKMX HaKOHEYHWKOB O6a/1/10Ha, C TeM
4YTOObI MapKMPOBaTL €ro A4JIMHY M NOMOYb MOMb30BATENO OMpefeNTb PACNOoNOXeHUe KaTeTepa NpU HaxoXaeHuu To-
ro BHyTpY nauueHTa (Npy 0TO6PaXKEHUW Ha PEHTTEHOBCKOM 3KpPaHe).

Mexay coefJMHUTENbHbIM pa3bemMoM JT03p-J10K 1 KOpPMYCcOM KaTeTepa pacnosiaraeTcs coefuvHuTeNbHas Tpy6ka (Kom-
MeHcaTop HarnpskeHus), Heobxoaumas N nNpefoTBpaLLeHns U3rnbaHus Katetepa B 3TOM MecTe.

CoeanHNTENbHbIA pa3beM (KOHHEKTOP) MMeeT pa3BeTBeHHYH (Y- 06pa3Hyto) hopmy u CHabXXeH ABYMS NopTamu,
HenocpeiCTBEHHO COEMHEHHLIMU CO CTEPXKHEM KaTeTepa:

- 60KOBOI NopT (NOPT ANs pa3ayBaHNsa) NO3BOMSET OCYLLECTBAATbL NPOMYyCKaHNe

KOHTPACTHOM XXMAKOCTW K pa3fyBOYHO - CAYBOYHOMY MPOCBETY KaTeTepa (MPOCBeTY A4/ pa3fyBaHus);

npsMoli NopT (NOPT BBEAEHMS MPOBOAHMKA) MpefHa3HaueH Ans BBeAeHWUsS NPOBOAHMKA KaTeTepa. MpOBOMOYHBLIA MpPo-
BOJHWK BCTaB/ISIETCA B MPAMON NOPT KOHHEKTOPA U BbIXOAWUT U3 HaKOHEYHMKa KaTeTepa C Lenbio JOCTUXKEHUS nopa-
YXEHHOr0 y4acTka.

[na OCEANUS 35 makcuMManbHbIA AnamMeTp NpPOBOAHMKA He A0/MKeH npeBbilath 0,89 mm (0,035 atoiima).

Puc.2. YBennyeHHoe M306paxkeHne NpoKcuMasnbHoi YacTu KateTepa 6annoHHOro gunaraymorHoro PTA iVascular,
BapuaHT ncnonHeHns: OCEANUS 35.

Kpyrnasi repbosasi neyaTb: /HoTapmanbHasi koHTopa r-Ha MNeapo A. Kacago MapTwuH bapcenoHa/

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



/T1epeBOA C aHTIMIACKOTO M UCMAHCKOTO AA3bIKOB Ha PYCCKIA 13bIK/

Kpyrnas repbosast neyaTsb: /HoTapuanbHas KoHTopa r-Ha Megpo A Kacago MapTuH BapcenoHa/

Puc.3. YBennyeHHOe M300paxkeHne cpefHein yactu KateTepa 6annoHHOro gunataunoHHoro PTA iVascular, Bapu-
aHT ucnonHenna: OCEANUS 35.

sy.

Puc.4. YBennuyeHHOe M306paXXeHMe 4acTu B MeCTe CoefiuHeHUs Tpy6ku ¢ 6annoHoM KaTteTepa 6anfioHHOro gunara-
umnoHHoro PTA iVascular, BapuaHT ncnonHeHus: OCEANUS 35.

Puc.5. YBennueHHoe 1306paxkeHne AMCTanbHOR YacT KaTeTepa 6annoHHoro gmnarauuMoHHoro PTA iVascular, Ba-
puaHT ucnonHeHna: OCEANUS 35.
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/TepeBog, C aHIMIMIACKOTO 1 UCMAHCKOTO0 SA3bIKOB Ha PYCCKMIA A3bIK/

Puc.6. M3o6paxeHune o6LLero Buja MeuLMHCKOro n3genus: Kartetep 6anioHHbIR gunatalMoHHblil PTA iVascular,
BapuaHT ucnosiHeHms: OCEANUS 35 B 3alUTHOM MeHane.

9. YCNnoBndA MPMMEHEHNA.
TONbKO KBaNMM(MLUPOBAHHBIMMW CMELMaMcTaMn XMpYypruyecknx otaenexunin Jny.

10. OBNACTb MPNMEHEHNA.
Cocyancras xXmpyprus.

11. NMOKASAHUNA K MPVMEHEHWIO. MPOTUBOMOKA3AHNA. MEPbLI MPEAOCTOPOXHOCTW.
MOKA3AHUWA.

KateTep 6annoHHbIA gnnataunoHHbiin PTA iVascular OCEANUS 35, npuMmeHsieTca aAna gunataumm Uam pac-
KpbITUS CTEHO3a MOAB3AOLLHbIX, 6e4peHHbIX, NOAB3LOLLHO-6epEHHbIX, MOAKONEHHbIX WU MOYEYHbIX apTepuii, KOHeu-
HbIX BETBel MOAKONEHHbIX apTepun, a Kpome TOro, ANs fievyeHnss 06CTPYKTUBHBLIX MOPaXXEHUWM HATUBHBLIX WM CUHTE-
TUYECKNX apTEPUOBEHO3HbLIX ANANU3HBLIX PUCTYN, AUaMeTpbl KOTopbIX cocTaBnsatoT oT 3,0 4o 12,0 MM, a 4/IMHbI - OT
20 go 200 mm.

MPOTUBOINOKA3AHWA.

HeBO3MOXHOCTb MPOBECTV NPOBOAHMK Yepe3 CTEHO3MPOBaHHbIN y4acToK.

Kpyrnasi repboBasi neuaTb: /HoTapuanbHas KoHTopa r-Ha Meapo A. Kacago MapTwuH bapcenoHa/
Kpyrnast rep6osasi neyaTb: /HoTapuanbHas koHTopa r-Ha Megpo A Kacago MapTuH bapcenoHa/
BO3MOXXHbIE MOBOYHbLIE 3P DEKTbI/OC/TOXHEHUA.

BO3MOXHbIMU NOO60YHBIMU 3DDEKTAMU U/MAN OCNIOXKHEHMSMI, KOTOPbIE MOTYT BO3HUKHYTH [0, BO BPEMSI U/X Noc/e
npoueaypbl KaTeTepusaumm, SBASIOTCS:

e JleTanbHbI Ucxof

* WHcynbT / ambonms / Tpom603

» [emMofMHaMM4YeCcKoe yXy[LieHune

e Peskuii ynpyruin 0TCKoK

* AputMumn

» AHeBpM3Ma MU NOXKHasA aHeBpuU3Ma

*  UNHpekymn
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/Tepecod ¢ anzruiicK020 U UCNANCKO20 A3BIKOG A PYCCKU A3BIK/

Monuas aprepranbhias OKKMNOIHA

Peokxmosns obpaGorannoit obnactu: pecrenos
Cnasm

Mepdopauns unu paccevenre 06paboTanHOH 30HbI
AprepHoBeHO3HaR PUcTyNa

MectHas reMopparus ¢ reMaToMol B MecTe aoctyna
uno/runeprensna

Annepruyueckue peaxumn Ha MaTeprane!

MossiwenHe/NOHKAKEHHE aPTEPHANLHOTO AABNCHNA

MEPBI NNPENOCTOPOXHOCTH

- Iposoaure cooreeTcTByIOUEE NEYCHHE NAUHEHTA ¢ HCNOML3OBAHHEM AHTHKOATYNAHTOB, COCYAOPACIIMPAIOUINX
CPeACTs H T.4., COTNACHO NPOUEAYPE BBEACHHR BHYTPHCOCYAHCTBEX KATETEPOB.
= Jlo npUMEHEHNHA KaTeTepa, NPOBEPLTE €ro pasMeP W NPHrOAHOCTb K HCMONBL3OBAHHIO.

. - Bsoaute xarerep ¢ 6onb1I0H OCTOPOAKHOCTHIO, BO H3BEAKAHHE KAKHX-MHEO €ro NoBpeKACHHI.
- Paspysaiire Ganmnon cMechio QU3PAcTBOPa W KOHTPACTHOH XKHAKOCTH (NpeanoyTHTENbHO B nponopuun 1/1, xote
nons nocneaxeil MoxeT 6biTh CHIKeHa B Gannonax Goneioro pasmepa).
= He npesuimaitre pacuyeTHoe naBnesne paspbisa, Tobb Habexkars paspsisa Gannona.
- Ecamn npu npoasuxeHun KaTerepa BCTpedaeTcs Kaxkoe-AnGo NpenATCTBHE, NPEKPATHTE MAHHNYNALMH H ONpeaean-
Te NPHYHHY AaHHOTO NPENATCTBHA 10 TOr0, KAK MPOACHKHTL NPOABHIKECHHE KaTeTepa.
- [IpumeHaiite cTaHAAPTHBIE HHTPOABIOCEPH H NPOBOAHKKH, AHAMETp KoTopmx coctaenser 0,035 mofima. [lpn uc-
NOJMbL30BAHWH HHTPOABLIOCEPA ANHHOW, NpeBbiaoWel 25 CM, HAK B CYYae MHTPOALIOCEPA MNETEHON CTPYKTYpH
MOXET NOHANOOHTECS YBETHUHTD €ro pa3Meph! BO H3DEKAHNE TPEHNA NPH KaTeTEPH3AUNK.
- Ecau npu ebisoae KaTeTepa BCTPEHACTCA Kakoe-n1b0 NPenaTcTBHe, pekoMenayeTca, 4ToOu HannonHbli karterep,
NPOBOAHHK K HHTPOALIOCEP OBLINK U3RAEUEHD! KAK EAHHOE YCTPOHCTBO.
- [ocsie HCNONBL30BAHNA NAHHBIN NIPOAYKT MOXKET MPEACTABNAT GHONOTHUECKYIO ONAcHOCTL. CrieAyeT oOpaluaThea ¢
HHM H 3aTeM BLIOPOCHTD ero COorfiacHo YTBEPKACHHON MEAHUMHCKON NpaKTHKE W NPUMEHHMBIM MECTHBIM, rocyaap-
CTBEHHBIM HWIH hefepanbHbiM 3aKOHAM W HOPMAaM.
= XpanHTe H3AeAHe B CYXOM W NMPOXIAAHOM MECTE, BAANK OT NPAMBIX COTHEUHLIX TYYEH.

. NPEAYNPEXAEHUA.
- HW3nenue s#cKMOYUTENBHO NMPEAHA3HAYCHO IR HCMONL3OBAHWA OMBITHHIMK BpauaMu, BNANCIOUINMH TEXHHKOH
pOBEACHHA UpecKOXKHOK TpaHchioMuHanbhol aurnonnacTuku (UTA).

- Tpoueaypa upeckOKHOTO BMEWIATENLCTBA AOMKHA NPOBOAUTLCA B MEAHLIHBCKHX YUPEIKACHHAX, OCHAILCHHBIX
HeobxoauMbIM 06OpyaOBaHUEM IR NPOBEACHHS IKCTPEHHON OTKPLITOH XMPYPrHW, HAH B GONbHMLAX, HMEIOWMX
NErKnit ROCTYN K APYTuM JieueOHBIM YUPEXKACHHAM, TAC NPOBOAUTCA NAKHLIH THN XHPYPruu.

- Jlannoe n3aeane NPEAHA3HAUCHO IS OBHOKPATHOrO Henonb3oeakud. MOBTOPHO He CTEPHAH3YHTE €ro W He He-
NOAL3YATE €ro NOBTOPHO NOCAE 3aBEPIICHHA NMPOUEAYPb KaTeTepusauuu. JTOBTOpHOE npHMeHeHHe w3aenus A
BMEWATENLCTBA Y APYIOTO NALMEHTA MOXET BHI3BATL NEPEKPECTHOE 3apakeHne, HHPEKUMH HAH nepenauy HHpEKLM-
OHHOTO 3200NEBAHKA OT OZHOTO NAaUMEHTa K APYroMy. [ToBTOpHOE NPUMEHEHHE HIIEINA MOXKET NPUBECTH K H3ME-
HEHHKIO €10 XapaKTEPHCTHK H OTPHLIATENLHO CKA3aTLCR Ha ero HPeKTUBHOCTH. '

- Hsnenne nocrasnseTca 8 CTEPUALHOM COCTOAHHH. TIPOBEpbTE CPOK €ro roAHOCTH W HE UCTIONL3YHTE HIAEAHK ¢
HCTEKLIWM CPOXOM TOAHOCTH.

- Tpexae uem OTKPHITL YNAKOBKY ¢ H3ACIHEM, BHUMATENILHO OCMOTPHTE ee. He Henonb3yiiTe nazenue B chyuasx
HaNHUHUA KaKKX~THOO NeleKTOR HITH NOBPEXKACHHH YNAKOBKH.

- Tlpy H3BnCuEHHH HINENHA M3 NEPBHUHOI YNAKOBKH cobionaiiTe npasuna acenTukm,

- Buibupaitre anamerp Ganiona B 3aBUCHMOCTH OT AHAMETPA apTEPHK, NoAeXaweH MaHunynsuun. Henb3a sso-
AWTb GannoH, AKAMETP KOTOPOro NPEBHIUIACT AHAMETD APTEPHH.

- He cymnre kaTerep npx noMown Mapnesoro 6unTa.

- Hsneane ne nOMKHO NOABEPraTLCA BOINEHCTBHIO OPTaHWUECKMX PACTBOPHTENEH W KOHTPACTHBIX BELMECTB, He
MPEAHAHAUCHHBIX AN BHYTPHCOCYAHCTOrO NPHMEHENNS.
= He ucnone3syiite Bo3ayx u rasoofpasHble sewecTsa Ans pasaysaHns 6annona.

- Tpoasuraiite kareTep No NPOBOAHUKY NOA KOHTPONEM peHTreHockonwuy. Henssn npoasnrats Katerep 6e3 npo-
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/lepesod ¢ anAUICKO20 U UCNANCKOPO A3KIKOB NG PYCCKU RIGIK/

BOZHMKA. N
- Korna GannoH HaxXoAHTCA B PazAyTOM COCTOAHHM, HE NPOHIBOAHTE HUKAKHX MAHWNYAAUKH C KATETEPOM U NPO-
BOAHHKOM, HE NPOABWTAHTE HX W HE H3BNEKaIiTe.

Kpyanan zepbosas nevamy: /Homapuanvnan xonmopa 2-na Ieopo A. Kacado Mapmun bapcenona/
12, TEXHHYMECKHE XAPAKTEPMCTHKH H MATEPHAJIBI H3IrOTOBJIEHHUA MEJULIHHCKOI'O

H3AEJIHA.
Tabauna 1. OcHoBHBIC pasMEpPbl KaTETEPA.
IpPexTnanan Auamerp Gannona (Mm) | SddexTHRHAS ANNNA
ATHHa KaveTepa (Mm) Sasnona (Mm)
20
3,0 40
800 4,0 60
1400 5,0 80
6,0 120
-’ 150
200°
20
800 7.0 40
1400 60
80
120
20
800 80 40
1400 9,0 60
80
800 10,0 20
1400 12,0 40
60
6,0
?’0
2000 80 20
9.0
10,0
12,0

Ta6anua 2. Jaunsie N0 BHEWHHM H BHYTPEHHHUM JHAMETPAM KATETEPA, B 3aBHCHMOCTH

OT NapamMeTpos Gannona.
Bannons KaTerepa (auamerp x Buewunit npoxen- Buewsnnii ane- Bayrpennnit
IIHHY MM) MaAL TanLHLIN ana- ANAMETP KaTe-
HLIH AHaMeETP KaTeTe- | MeTp Katerepa Tepa (MM)
pa (mm) (Fr] | 1 wotimax]
(mm) [Fr]
3,0x20;3,0x40;3,0x60;,3.0x
80; 3,0 x 120; 3,0 x 150; 3,0 x 200;
40x20;4,0x40;4,0x60,40x
80;4,0 x 120; 4.0 x 150; 4,0 x 200;
5,0 x 20; 5,0 x 40, 5,0 x 60; 5,0 x
80; 5,0 x 120; 5,0 x 150; 5,0 x 200; 1,64 1,64 095
6,0 x 20; 6,0 x 40; 6,0 x 60; 6,0 x [5] (5] [0.0374]
80; 6,0 x 120; 6,0 x 150; 6,0 x 200;
7,0x20; 7,0 x 40; 7,0 x 60;
7,0 x 80;
1,75 1,75 0,95
7,0 x 120; [5,3] {5,3] {0,0374]
8,0 x 20; 8,0 x 40; 8,0 x 60;
8,0 x 80;
9,0 x 20, 9,0 x 40; 9,0 x 60;
9,0 x 80;
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/Tepeso0d ¢ an2aulicko20 U UCNAHCKO20 RIHIKOB HA PYCCKUl A3IK/

10,0 x 20; 10,0 x 40; 10,0 x 60;
12,0 x 20; 12,0 x 40; 12,0 x 60;

Tabanua 3. Hanvuwie nonepeunoro npoduns 6aniona 8 3aBUCHMOCTH OT nviauerpa Bannowa.

Anamerp

Gannons Jsoiimue MM Fr
(Mm)

30 0,057 1,45 4,3
40 0,059 1,50 45
5,0 0,061 1,54 4,6
6,0 0,065 1,66 4,9
. 7,0 0,070 1,79 54
8,0 0,072 1,82 55
9,0 0,073 1,85 5,5
10,0 0,077 1,95 58
12,0 0,083 2,10 6,3

Kpyearag 2epbosan nevamv: /Homapuansnas xonmopa 2-na Iledpo A. Kacado Mapmun bapeesona/

Tabunua 4. [aHHble N0 PACNOAOKEHHIO PEHTTEHOKOHTPACTHBIX MapKepoB/METOK GANNOHOB KaTeTepa.

Bannon katevepa Koanvecrso pewvreno- Paccrosnue ov ane- Paccroanne ot ane-
(anameTp X ATHHY B MM) KOHTPACHBIX MapKe- TRALHOMO KoHUA Gan- TaNLHOro Konwua 6an-
poB/meToK JIONA 40 ANCTANLHOH IOHS A0 NPOKCHMAINb-
METKH (MM) woll meTkH (MM)

3,0x20; Nee MeTkH 2,08 22,08
3,0x40; Jse MeTKH 2,08 42,08
3,0 x60; Dlee meTkH 2,08 62,08
. 3,0x80; e metkn 2,08 82,08
3,0 x 120; Dse MeTkn 2,08 122,08
3.0 x 150; Ilee MeTkn 2,08 152,08
3,0 x 200; Jse meTkn 2,08 202,08
4,0 x 20; Hee MeTKH 3,34 23,34
4,0 x 40; JBe MeTKN 3,34 43,34
4,0 x 60; JBe MeTKH 3,34 63,34
4,0 x 80; Jlse meTkn 3,34 . 83,34
4,0 x 120; JBe MeTKH 3.4 123,34
4,0x 150; Hse meTxky 3,34 153,34
4,0 x 200; HBe MeTkH 3.34 203,34
5,0 x 20; Ose meTxu 4,83 24,83
5,0 x 40; JBe merku 4,83 44,83
5,0 x 60; Jlse MeTkH 483 64,83
5,0 x 80; Dse MeTkR 4,83 84,83
5,0 x 120; Iee meTxn 4,33 124,83
5,0x 150; Jee MeTkY 433 154,83
5,0 x 200; Hse MeTkH 483 204,83
6,0 x 20; JiBe MeTkH 6,15 26,15
6,0 x 40; JBe meTku 6,15 46,15
6,0 x 60; JBe meTkn 6,15 66,15
6,0 x 80; Hee meTxu 6,15 86,15
6,0 x 120; Jse meTkn 6,15 126,15
6,0 x 150; JBe MeTkH 6.15 156,15
6,0 x 200 Hse MeTkH 6,15 206,15
7.0 x 20; JlBe metku 7.58 27,58
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/lepesod ¢ an2auiickozo u UCNANCKO20 R3IBIKOS HA PYCCKULL R30IR/

7.0 x 40; Hse meTkn 7.58 47,58
7,0 x 60; HBe MeTkH 7.58 67,58
7,0 x 80; Hse MeTKH 7,58 87,58
7.0 x 120; e MeTkn 7.58 127,58
8,0 x 20; Nlse MeTkn 8,85 28,85
8,0 x 40; Jlee MeTKH 8,85 48,85
8,0 x 60; Jee MeTKH 8,85 68,85
8,0 x 80; Jlee MeTKH 8,835 28,85
9,0 x 20; Jee MeTkH 10,21 30,21
9,0 x 40; Hae MeTkn 10,21 50,21
9,0 x 60; Jpe MeTkn 10,21 70,21
9,0 x 80; Hee MeTkn 10,21 90,21
10,0 x 20; Jlpe MeTKH 11,55 31,55
10,0 x 40; Jpe MeTkH 11,55 51,55
10,0 x 60; Jlse MeTKH 11,55 71,55
12,0 x 20; Jlse meTkn 14,19 : 34,19
12,0 x 40; Dee MeTkH 14,19 54,19
. 12,0 x 60; JHee meTky 14,19 74,19

Tabauna S, lanusie no naBneHnIo GanIoHOB ¢ Y4eToM IAWHL M KHaMeTpa GannoHa.

Jnnua 6annona Aunamerp 6aanona Homunanohoe PacuetHoe aapsteHne pa3-
(Mm) (mm) aasnenue (Atm) pbiga (ATm) |klla]
|xMis]
20 + 60 3,0 6 [607,95]; 20 [2026,5]
7[709,275]
80 + 200 3,0
20+ 200 4,0
20+200 5,0
20 + 200 6,0
20+ 120 7,0 6[607,95); | 13(1317,22]) + 16[1621,2)
20 + 80 8,0 7[709,275)
20+ 80 9.0
20+ 60 10.0
20 + 60 12,0
Lpusengnue: nomunansioe OGerense - COOMEEMCIeyem derensio, npi KOMOPoM GanIon docmuzaem
. YRGIANRO20 & MIPKUPOSKE OUAMEMPA; PACYERUIOE DBETACRHE PATPWEA + COOMEELNICIEYENI MAKCUMIENSNOMD
OB8IEHIRI0, 00 KOMIOPO2O S0IMONCHO PaIdynts 6arIon.

TaGauua 6. HomHHansHoe Zagnenne 1 pacueTHOE JaBneHne paspeisa 6annoHa (B 3aBUCHMOCTH OT AMAMETPA)

Aunsmerp 3,0 3,0 4,0 50 6,0 70 | 80 | 90 | 10,0 | 12,0
Ganstona (MM) | (L<60MM) | (L>60Mm)
Homunaauioe 7 7 7 7 6 7 7 6 6 6
AsBAeHNHE
{ATM)
Pacuernoe 20 16 16 16 16 16 15 14 13 13
ANBICHNE
PA3pLIBA
(ATm)
Jounoanutensibie napameTpe::
CosmecTnmbiit suTpoabtocep (mm) [Fr]: xan anamerpos 3,0 + 6,0 = 1,64 [5]; ang ocTanbHuLIX AuameTpos: 2.0
[6)+2,3(7

HAonycrumuti amamerp nposoaunnka (Mm) [Mroiim]: 0,89 [0,035);

Maxcumanbioe Bpema xedanunu Sannona aan anamerpos 3,0 + 9,0: ne Gonee 8c; Ans ocTanbubIX: He Gonee
10c.

Harpysxa Ha pa3prLis B CoeANHBTEALHEIX TOSKAX xaTeTepa (H): ne menee: 10H.
Macca karterepa (1): ne Gosee 6,00.
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/TTepesod ¢ anzauiiCKO20 U UCRANCKO20 AILIKOG KA PYCCKUil R3K/

Tabauua 7. Matepuannt H3roToBIcHNs MEAHLINHCKOTO H3TCAHA.

Hassanne 4actTn nazenns MaTepnan HIFOTOBRICHHR H NPOWIBOANTEIL

1) Hopr ¢ puxcaTopom Tuna Jhosp MonnxapGonat (useT: NPoIpauHbIl),
MapkrpoBka Ha nosepxHOCTH nopra: (Jlazeproe HaHeceHHe).

2) Coeannurtenvnan Tpybxa/xomnencarop | Pebax, uger: Genbii;

HaNPKEHUA.
3) Crepmenb katTeTepa:
Buewan yacts Nylon 12; user: roay6oi;
BuyTpennnil npoceer # npocser ans seene- | Nylon 12/Plexar/HDPE; uset: npo3pauHblif;
HHA NPOBOANHNMKA
HaxoneuHux Pebax 7033, user: ronyboil;
. 4) Bannon Nylon 12; user: npo3paunbiii;
5) 3amurHas Tpy6xa Gannona Nylon 12; user: npospaunuit;
Plexar/HDPE
6) PentrexokoHTpacTHuH Mapkep Gannona | Cnsiae nAaTHHA W WPHANIA
Bonudpam + Pebax 63333
7) lNMoxpwiTHe KaTeTepa: Jlscnepcua na ocHoBe CHAHKOHA DapMaLIeBTHYECKOH CTeneHi

HHCTOTHE AN MCAULHHCKOTO NPHMCHECHHA

YIAAKOBKA:
8) sammTHu# newan kaverepa Nonnsrunen suicoxoit nnotnocts HDPE |
9) Knunca 3auIHTHOTO NeHana katerepa TNonuaTiaen swicokokt rotHocth HDPE
' 10) Bancvep LLDPE/Tyvek
11) Motpeburensckan ynakoska Menosankbiii KapToH

Kpyenan 2epbosan nevamv. /Homapuawnan xonmopa 2-ua Iledpo A. Kacado Mapmun bapcenona/
Kpyenan 2epbosan nevams: /Homapuansnas xonmopa 2-na fleopo A. Kacado Mapmun Bapcesona/
13. ITOPANOK PABOTHI C MEAMLIIHHCKHM H3AEJIHEM

Bruumanue! Ieped ucnonsvzosanuem obpamumecs Kk URCMPYKULU 10 npuMenenuio!
IIpedynpescoenue. Ianpewiaemcs ucnonszosams usoenue nocae ucmeNenus cpoxa zoonocmi. Ipu nanusuu se-
HNX ROSpeNcOenuil ucnoas3oeams uzdenue 3anpeweno!

13.1. TNoaroroska xaverepa.

Hasnekure ninenne w3 ynakosku. [poseprre cooTBeTCTBHE pasMepa Gannona npoueaype H COOTBETCTBHE BEIGpaK-
HOTO ZIONOAHKTEALHORO 00OPYAOBAHHS KATETEPY, YKAIAHHLIX HA ITHKETKE, NPHKPENNEHHON K 3AIUMTHOMY NEHaNy M
Ha CTUKEPaX, PasMEILEHHLIX Ha HHAWBHAYaNbHOH W NoTpebnTentckoit ynakoskax.
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/Tepeaoo ¢ anzAUECKO20 B UCHARCKO20 A3HIKOB HA PYCCKUL R3IK/

OCTOPOXKHO CHHMHTE 3ALLHTHYI0 TPYOKY ¢ 6ansona, usenexure apMupyrownii crepxens Gannona.

Ipucoeavunte wnpHu Ha 10 Ma., copepxani crepunbhbiil Pusnonoruveckuii pacrTeop, Kk NOPTY BBEACHHS Npo-
BOAHHKA (NPSMas 4acTh Y-KOHHEKTOpa) ¥ BBOAWTE :KHAKOCTL B NPOCBET, NOKA OHA HE CTAHET BLIXOANTL YEPe3 HaKo-
HEYHHK KaTeTepa.

[Npoxasaiite cucTemy ana yaaNeHHs Bo3ayxa:

- NIOACOCAHHNTE TPEXXONOBOH 3aNOPHBIA KpaH K NOPTY BBEACHHA KOHTPACTHOH XKHAKOCTH (BOKOBaAA HACTL KOHHEK-

Topa). Taxe MexKAY KOHHEKTOPOM GanioHa H TPEXXOA0BLIM 3AMOPHEIM KPAHOM MOXHO AONOIHHTENLHO YCTAHOBHTD

YASHHHTEN;

- NepeKpoiiTe NPOXoa BO3AYXA uepes Gano;

- NOACOCAHHUTE WINPHUL Ha 10-20Mu., HA OARY TPETh 3aNOMHEHHLIH PUIHONOTHUECKHM PaCTBOPOM, K TPEXXOL0BOMY

3aN0OPHOMY KpaHy;

- OTKPOHTE COEANHEHUE TPEXXONOBOIO 3aNOPHONO KPaHa MEKAY LIAPHLIEM H KaTeTepOM;

- YCTaHOBHTE WIMPHL B BEPTHKANLHOE NOJIOKEHHE, OTTAHHTE TIOPLICHL BBEPX, NPH ITOM NY3LIPbKH BO3AYXa NOCTY-
. RAlOT B AKHAKOCTD; '

- IPH HCYE3HOBEHUH NY3LIPLKOB BO3AYXa NEPEKPOATE TPEXXOAOLOH 3aNOpHLIA KpaH HA KOHUE KATETepa H H3BNEKHTE

wnphu.

BHHMAHHE: ecau ny3sipsku 6030yxXa npodoadcaiom nocriynams 43 Kamemepa 6 Winpusl no ucmedenun 3 mu-
Hym: npu OMPULAMENSHOM OGRTEHUN, IO MONCEN GMIND REHMM BPUINAKOM MO20, ¥MO & BaRTORNOM Kamemepe
UMEIOMCR YMEUKHU, ROSPENCOCHUR UAU MO COCOUNHENHUE UINPUYA U MPEXXO008020 IGNOPHOZO KDANA HE REIREMCA
sodouenponusaemunm. Ecau nocne nposepxu coeounenuit sce euie HabRIooaIoMca nyIsipoKe 8030yXa, He UCHONb-
3péime xamemep. Bepruume npodyxm npouseodumenio unsu Oucmpubsiomopy OnR nposedenun coomeemcmeyn-
H{E20 QRANUIA UIDETUR.

Kpyeaas 2epbosas nevams: /Homapuarsnas xonmopa 2-na fledpo A. Kacado Mapmun Bapcerona/
13.2, Texuuka pseaequs.

- IMposeante nposoanux 0,035" uepes nospexaennblil yuacTok cornacko npuemam YTA noa koHTponem peHTreHo-
CKOMHH, 4TOOL! B NOOYI0 MHHYTY NPABHABHO €ro NO3ULHOHHPOBATD.
- BcTasbTe NPOKCHMAaNbHLIA KOHeL NPOBOAHUKA B INCTANbHBIN HAKOHEHHHK OaNNOHHOTO KaTeTepa.

. - Ocropoxro nponsuraitre GanoHHMH KateTep NO NPOBOANHKY NOCPEACTBOM HHTPOZBIOCEPa W 110/l KOHTPONEM
PEHTTEHOCKONHKH BIIOTDL A0 AOCTHKEHHS yuacTka crenola. Ecnu Gannouubiil katerep He MoxeT GhTb ycTanHoBnes
BHYTPH NOBPEXACHHOH obnacTu, ANg NPEANNATALMH TIOBPEXAEHHOTO YHacTKa BO3LMHUTE KATETEp MEHbLUETO pa3Mepa.
- Coenuntnre yctpoiicreo ana pasgxyeanus 6amnona, cHaGkeHHOE MAHOMETPOM (CO CMEChIO KOHTPACTHOH KHAKOCTH
H QU3HONONMYECKOTO PacTBOpa, 3aHHMAlOIWEH OHY TpeTb 00beMa ITOro yCTpolCTBA) ¢ TPEXXOAOBLIM 3aNOPHHIM
KpaHOM, ofecneynsas MPoxoa Mexay GantnoHOM 1 YCTPOHCTBOM JUIS pasayBanus.

- Pasnyeaiire 6asnnon npu noMowm ycTpoicTsa ANA pasayBaHus noA AarnenreM. He npesbiuaiire pacuernoe aasne-
HUE Pa3pbiBa, YKA3aHHOE Ha ITHKETKE H Ha KpUBOH PacTKUMOCTH.

- INonaeaiive nasnenve 8 Teuenne 30-60 cexyna, B 3aBHCHMOCTH OT CTENEHH NOBPEKAECHHA.

- YTobbl cayTh Gansion, NOTAHKTE 3a NOPWEHb YCTPOHCTEA IS pasaysanua. Y aepxuBaiite OTPULATENLHOE AaBNEHHE
ot 20 10 60 cexyHa, B 3aBUCMMOCTH OT paiMepos fannoHa. YA0CToeepbTecs B TOM, YTO GaNIOH NONHOCTLIO CAYACA
(nocpeacTBOM PEHTIEHOCKONHHK), 10 TOFO KaK CABMHYTb KaTeTep.

- [Tpn oTpHUATENLHOM NABNEHHY B YCTPOACTBE AUTA PasayBaHMuA, KOTAA NPOBOAHMK HAXOAWTCA B HAZNEKALLIEM NONO-
AKEHHH, OCTOPOKHO UIBJICKHTE KATETEP HePe3 HHTPOABIOCED.

- 1o Toro Kak H3BAEHL NPOBOAHWK, BBEAINTE KOHTPACTHYIO KKAKOCTb YEPE3 HHTPOALIOCED, YTOOM MPOBEPHTH COCTON-
HUE NOBPEKAEHHOTO YHaCTKa.

14. HHOOPMALIMA O TPEBYEMOM AONOJHHUTEJIBHOM, HO HE IIOCTABJISEMOM OBOPYA0-
BAHHH.

- I'enapunusnposannbili usnonornvecknit pacrsop;
- Konrpactupie Bemectsa (Henonb3yiTe KOHTPaCTHBIC BEWECTBA, NPEANAZHANEHHbIE JIS BHYTPHCOCYCTOTO NPH-
MEHEeHNA);

- Ozmu nposoannk ¢ auametpom 0,035”, He HCNONB3YHTE NPOBOAHUKY C HHLIMH Pa3MEPAMH.
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/Tepe6o0 ¢ anzAUTICKO20 U UCRAKHCKO20 RA3LIKOB HA PYCCKUIL R36IK/

- OAMH HHTPOABIOCEP € FEMOCTATHYECKHM KNaNaHOM, Pa3Mep KOTOPOro ykasmsaeTca Ha atikerke. He ncnonn3osars
MHTPO/LIOCEP MEHBILIETO Pa3Mepa, KOTOPBLIH MOXKeT NOBPEaHTSL KaTerep.

- Onunn Tpexxonosoil kpan.

~ OnHo ycrpodicteo ana pasaysaHus 6annona (pyunoil HacOC co BCTPOEHHLIM MAHOMETPOM)

15. HHOOPMALIHA O TPEBOBAHHAX K TEXHHMECKOMY OBCIYXHBAHHIO H PEMOHTY.

K HAaHHOMY HINCHHIO HE IIPHMEHUMO, NOCKONBKY AAHHOC MCAHUHHCKOC H3ACNHE NPECAHAZHAYEHO NA OHOPA30BOro
NPUMEHEHNA.

16. YCIOBHA 3KCIUIYATALIUH

H3nenue npu sxcnayaTaunm yCTolunBLl K BO3ACHCTBRIO KITMMATHHECKHX GaKTOPOB ANS TEMNEPATYPHOTO PEXKHMa OT
+15 mo +35 °C , npn oTHOCHTENBHOH BnaXxxHOCTH Bo3ayXxa 45-80%, npu arMocdeprom naenenny or 84,0 no 106,7
xila

17. YCJIOBHSA TPAHCITIOPTHPOBKH H XPAHEHHA

.mimmmmu&

«Karerep Gannonnmii amnaraunonnsiit PTA iVascular OCEANUS 35» TpancnopTHpyloT BCEMH BUAAMH TPaHCNOpTa
B KPBITBIX TPAHCNIOPTHBLIX CPEACTBAX B COOTRETCTBHU C MPABUAAMH NEPEBOIKH MPY30B, ACHCTBYIOWMMH HA KAKIOM

BHJIE TPAHCROPTA.
Temnepatypa Tpancniopruposku ot 0°C no + 40 °C, npn oTHocHTensHOH BRakHOCTH He Gonee 75%.

17.2. Xpauenue.

H3nenne n0mxHO XPaHHTLCA HA CKNAKAX MOCTABLUIHKA H NOTPeGHTENS B CyXoMm npoxnaasom Mecte (0°-40°C), spanu
OT NPAMBIX CONHEYHbIX JTYHeil, TPH OTHOCHTENLHOH BraxHOCTH He Bonee 75%.

18. HH®OOPMAIHA O CTEPHIN3ALIMH.
H3nenne cTepunn3yioncs OKCHAOM ITHIIEHA.

19. CPOK T'OAHOCTH. .

. CpoK ronHOCTH MEHLINHCKOTO H3ZIENHA:

I Mpu cobaonenny ycnosuii xpaHeHHUs, NPOM3BOANTENEM YCTAHOBNEH CASAYIOWHHA CPOK NOAHOCTH MEAULIHHCKOTO W3-
nenus B 3aBOACKOH ynakoeke: 3 roaa ot 2aThl NPOH3BOACTBA.

Kpyznan 2epboean nevams: /Homapuaasnas xoumopa 2-na fledpo A. Kacaoo Mapmun Bapceaona/
Kpyanaz 2epboeas newams: /Homapuanronas xonmopa 2-na Hedpo A. Kacado Mapmun Bapcenona/
20, TAPAHTHH INTPOH3BOAUTEJIA.

Hanuoe uastenne u ero cocTaBHbie 4acTw 6oty paspaboTanbl, H3TOTOBAEHBI, UCIILITAHLI W YNAKOBAHK NpH cobnione-
HHH BCEX COOTBETCTBYIOWMX Mep npenocTopoknocTH. LIFE VASCULAR DEVICES BIOTECH, S.L. naer rapanthio
Ha W3ACANE 10 KCTEUCHHA CPOKA €T FOIKOCTH, NPK YCNOBHH, YTO €r0 YNAKOBKa HE NOBPEXAEHA H HE NOpPBaHa.

MPOH3BOJAHTEJIb FAPAHTHPYET: cTepaIbHOCT TOBApA, 3 TAKKE €r0 COOTBETCTBHE TPEGOBAHWAM MEXAYHa-
POAHBIX H HAUMOHANBHBLIX CTAHAAPTOB B TEUCHHE BCEMO CPOKA NOAHOCTH APOAYKUHK NIPU COBITIONSHNM NPABHA TpaKc-
NOPTHPOBKH, XPAHEHHN U YCNOBMH IKCTINYATALWH, YCTAHOBICHHbIX NPOU3BOAUTENEM K NPH HCTIONbIOBAHHH B COOT-
BETCTBHH C HHCTPYKUHEH NO NPUMEHEHRIO.
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/Tlepesod ¢ an2autickoz0 u UCNANCKO20 A3LIKOG HA PYCCKUT AZbIR/

21. TPEBOBAHMSA K OXPAHE OKPYKAIONEN CPEADI.

Marepuanti H3roTOBNEHHA AAHHOTO H3AEHA HE OKA3MBAIOT BPEAHOrO BO3ACHCTBHA Ha OKPYXAIOWLYIO Cpeay npH yc-
NOBHH €ro YTHAXIAUNH B COOTBETCTBHM ¢ MECTHLIMH HOPMaMK Gronornyeckoll Ge3onacHOCTH.

22. YTUIIH3ANNA MEAHLITHHCKOI'O H3AEJAHSL.

flocsie ucnons30BaHuA M3ACAHE NPEACTABARET NOTCHUMANBHYIO GHONIOrHYECKY1I0 OnacHocTh. ObpallieHue ¢ nizenHeM
H €r0 YTHIH3AUHIO HEOOXOAHMO OCYWIECTBAATE B COOTBETCTBUN € MPHHATEIMA B MEIHMLIMHCKON NPaKTHKE HOPMaMH, a
TaKKe COOTBETCTBYIOUMMH MECTHBIMH, MOCYAAPCTBCHHBIMH W (PCACPANTBHBIMK 3aKOHONATENbHLIMK AKTAMH W HHCT-

pyXumam.
Knacc onachocty Meanunnckux orxoaos - b. (CanlluH 2.1.7.2790-10)

23. IPETEH3HH H PEKJIAMALIMH.

Bce coolilieHHS NPETEH3HOHHOTO W PERNAMAIIHOHHOTO XapaKTepa, KACAIOWHECA MEAHLMHCKOTO H3ACIIHS, HANPaBIaTEL
8 AAPEC YNOIHOMOYEHHOrO NPEACTABHTENR NPOH3IBOANTEAR. AZpec yKalaH HIke. B nucbMe - nperensuu obazarens-

. HO YKa3LBaTh GaMHANIO, HMA H OTYECTBO, 8 TAKKE CBOI KOHTAKTHLIH HOMep TenedoHa, HANMEHOBAHHE IOPHANYECKO-
ro HUA HAW WHAYBHAYAIBHOFO NPEANPUHKMATENS.

24. YITAKOBKA U MAPKHPOBKA.
24.1. Ynaxoska.

Meanunnckoe u3aeiine NocTaBgeTca o OAHON WTyKe B ynakoske. B kaxaoii neperuviHON ynakoske HaXOAWTCA
GansonHbiii kKaTeTep ANA AHAATAUMN.
Bannon katerepa Gannonnoro aunaraunonnoro PTA iVascular OCEANUS 35 nometaerca sHyTpb 3aluTHO#H
TpyOkH, 6narosaps kOTOpO# NOAAEPKHMBAETCA €O CHMKEHHOE COCTOAHNE, YCTPOHCTBO 3aTeM MOMEWIAETCH B
cneuranbHbii 3aWKTHBIA nenan B suae nonoit TpyGku n3 HDPE, 3akpennennoi Ha cneunansHeix KAKMCax Bo
n3bexanne BOIMOXKHbBIX NOBPEXACHHIE.
BuyTpu nepsyunoll ynakosku (6ancrepa) HaXOAMTCA TAKOKE KApTOUKa C KPHBOH PacTmMKHMOCTH, MpeACTaB-
nowas coboit onucatne XapakrepucTHueckoH GYHKUHN 1aCTHYHOCTH B BHIE 3HaYeHNWI AuameTpa Gauiona,
AOCTHraCMbIX NPH KDKAOM NO3TANHOM BO3PACTaHHK CO3ZABAECMOrO AaBneHWs. Jna uenell naewrnpmkaunu
MPOAYKTa HA NEPBUHHYIO ynakosky (Onucrep) nomewaercs cTukep ¢ Mapkuposkoid. Ha oGpatHoil ctopone
. GnucTepa pasMealoTCN WHANKATOPH CTEPHIILHOCTH.
MNepBuynas ynakoska (OaucTep, 3aKMO4AIOWMIA BHYTPH JAHHOE YCTPOHCTBO, KOTOPbIH HEOOXOANM ANA coXpa-
HEHHA CTEPUIILHOCTH MPOJYKTa) NOMEWIACTCS B HHAWBMAYAALHYIO NOTPEOHTENbCKYIO KAPTOHHYIO YNaKOBKY
(BMecTe ¢ GykneToM ¢ MHCTPYKLUHeH N0 NPUMEHEHHIO) BO Wibexanne NOBpPeXAEHHI NPH TPAHCNIOPTHPOBKE
XPaHEHUH.
Hanee B xonuvecTse 42 eAHHHLL, MEAHUMHCKOE H3AEAHWE B WHRMBHAYANLHBIX MOTPEOHUTENLCKUX KAPTOHHBIX
YNAKOBKAX NMOMEWIACTCH B TPAHCMOPTHLIH KOpo6 M3 roPpoKapToHa, KOTOPHIF 3anNevaTHIBAETCH NPO3PAvHON
Kne#ikolt AEHTON W OTNPaBNAETCA HA CKNAR ANA OTFPY3KM.

Kpyzaan 2epbosas nevams: /Homapuanenas xoumopa 2-na fledpo A. Kacado Mapmun Bapeenona/
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/TepeBog, C aHTIMIACKOTO U MCMAHCKOTO S13bIKOB Ha PYCCKWI S13bIK/

24.2. MapKupoBka.
Ha nopT MegMUUHCKOro u3genusa ¢ pukcatopom Tuna J1io3p HAHOCATCA Cnefytolme Hagnucu U CUMBOSIbI:

Pasmepbl 6annoHa Kate-
- PMpMEeHHbIe noroTun u

0.00 X00mm Tepa B (hopmarte: gnameTp
HaMMeHOoBaHMe MpPou3BO- GannoHa (MM) X JAHY
L AATeNA 6annoHa B (MM)
LOT Lindposoin kog naptun.

Ha nHAMBMAYanbHOR 6N1MCTEPHON M KApPTOHHOI ynakoBKe HaHOCATCS CrefytolMe Hagnucy v CUMBOSbI:

CNWMBONbI (B Tom yncneno ISO 15223-1):

REF KaTanoxHsoiii Homep Kog naptum
MPOAYKLMM LOT
He ncnonb3osath no- He vncnonb3oBatb
BTOPHO NPV NOBPEXAEHHOW
YaKoBKe
Vcnonb3oBath A0 .. W3beratb nonagaHms
NPAMbIX Nyyeii con-
" HEYHOro CcBeTa

CE

Bepeyb OT Bnaru

BHumaHme! O3HakKo-
MUTBCS C BNIOXKEHMEM.

He cTepunnsosarb
MOBTOPHO

CooteeTtcTByeT EBpo-
nelickoin JupekTuse
93/42/EEC

Catheter L

JaTta npou3soacTsa
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STERILE EO

0

0 03(57 0.89 r'rmn

ANNpPoreHHo

NpounssoauTens

Crepununsaups ¢
MPUMEHEHMEM OKVCK
3TUNeHa

He yTunmsunposatb
KaK ObITOBbIE OTXO-

Obl

CxemaTnyHoe 13o-
BpakeHVie KaTeTepa

TemnepaTypHblit
npegen npu xpaxe-
HWK



/llepe600 ¢ anzrulicko20 U UCNHARCRO20 A3BIKOG Ha PYCCKUT R36IK/

s O3HakoMbTECH ¢ HHCTPYKUMEH NO NPHMEHEHNIO
1
HAJIHCH
Haumenosanue MapameTput cosmec-
MCEAHUHHCKOTO M3ACTHA Paimepis kaTevepa Paimep coBMECTHMOTO THMOrO NPOBOAHHKA
Haumenosanme npoHIBoaH- HHTpOABIOCEPA
Tens
Hudopmauns o6 Koanuectso winennh B ynaxosxe OTW - xapaxTepu-
YHONHOMOYEHHOM 3yer cnocol nocrae-
LLitpux koa uan QR-kon APEACTABUTENE NPOH3- KH kaTeTepa no npo-
soauvens s PO Homep 1 nata perucTpaudonHoro BOAHKKY.
YAOCTOBEPEHHS
‘ B TARTHYHOH ®OPME JAHA CTEAYIOLHAR HHOOPMALHA
KpuBas pacTaxumocth, B BHAe 3HaUSHNIt AnameTpa SUiona, N0CTHIAEMBIX NP KAXIOM M03TANHOM BOIPACTAHHH CO3-
1ABACMOre NaBnecHNA.

Kpyenan 2epbosas nevamv: /Homapuansnan xonmopa 2-na Ieopo A. Kacado Mapmun Bapcerona/

TpancnopTHas ynakoBXa METHLUNWHCKOTO W3AENHA COAEPKHT
cneayoupe HaanucH ¥ CHMBOBIL: '

CHMBO/IbI (¢ mom wucne no ISO 15223-1);

REF Karanoxubiii Homep ’ Koa mapthn
NPOAYKUKH LOT
Hcnonviosars a0 ... s Hiberate nonananns
~eo
- NPAMBIX Byyell con-
. A\ HEYHOTO CBETA
| '
. o',', Bepeub OT BRary MpomzsoauTens

Octopoxuoe ofpa-

eHHE

Coorsercreyer Espo- n Temneparypubiti
neiickoft dupexrnse npeaen npH Tpanc-
93/42/EEC { nopTHpOBKE

He yrunusuposars xax

OniTOBBIE OTXOAM
I Bepx

HAQITHCH
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/TTepesod ¢ aHZAUNICKOR0 U UCNANCKO20 RIBIKOE HA PYCCKYil A30K/

KonuuecTso uagenut 8 ynaxoske.

Hndopmauns o6 ynonHoMOueHNOM NPEACTABHTENE NPOH3BOAKTENS B P

25. HHOOPMALIUA OB YIIOJIHOMOYEHHOM NPEACTABHTEJE NMPOH3BOAUTEIA HA TEPPH-
TOPHH PO.

000 «PAUMEJ Tr NBT»

141001, MockoBckas o6nacTb, Murmuuustckuil paiton, r.Mermuium, ya. 1-g Boksanbhag, 0.8
Tenedon/daxc: (495) 956-83-16
E-mail: raymedtgpvt@mail.ru
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/ITepesood ¢ an2aulicko20 u UCNANCKO20 AIBIKOS HA PYCCKU RIBIK/

Kpyznan zepbosan nevams: /Homapuansnas xonmopa z-na Iledpo A. Kacado Mapmun Bapceaona/

"HCTPyI(uH’I O NPHMEHCHHWIO MENWLIHHCKOTO H3AENNA

«Kaverep 6annonustit annaraunounsiii PTA iVascular,

BAPHAHT HCNONHEHHN:
OCEANUS 14 PRO»

Hpoumnc‘rn KOMNAHHN?

JAH® BACKYAP AEBAHCH3 BANOTEK, C.JI.
(LIFE VASCULAR DEVICES BIOTECH, S.L.)
. Kamu-ae-Kan'¥Y6au, 11 (Mpombiunennsiit nonuron Jlec-danvynbec)
08620 Canr-Bucenc-aenc-Opre, bapcenona, Henanua
(Cami de Can Ubach, 11; Pol. Ind. Les Fallulles 08620 Sant Viceng Dels Horts- Barcelona, Spain)
Jlata BCTynsICHHUS B cUAY:
Bepcusa: 28/Mwona/2020
Heficrene PHO JorxnocTs data Toansce
Moarorosna Aypes Poka Hwnpexrop no 28/07/2020
. PerynaTopHbIM
BORPOCaM
Yreepaun M. Dyxenns Meuemkep no 28/07/2020
Buiianyesa cobmoaeHnio
HOPMATHBHBIX
TpeboBanHii
M.IT.
2020r
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/lTepe6od ¢ anzauiicko20 U UCNAHCKO20 AIBIKOG HA PYCCKUN RIGIK/

Kpyenan 2epbosan nevame: /Homapuansnas koumopa 2-ua fedpo A. Kacaoo Mapmun Bapceaona/
1. HABHAYMEHME H3JEJIUA.

«Karerep Gannonunili aunataunoskelit PTA iVascular, sapuanT ncnonnenns: OCEANUS 14 PRO» npeanasnaues
ANR YPECKOKHON TPAHCIIOMHHANBHOH aHTHONNACTHKH Nepuidepuueckux apTephii.

2. KNACC PUCKA MEAHLHHCKOT O H3AEJIUSA.

Knacc noTeHUManLHOTO PHEKA MPHMEHEHHA MEAHLIMHCKOrO H3Ienus - 3, B cooTeTcTuM ¢ Directive 93/42/EEC. Bua
KOHTAKTA ¢ OPTaHWIMOM YENoBeKa - H3NCNHE, KPATKOBPEMEHHO (B TeueHHe MeHee YeM 24 HacoB) KOHTAKTHPYIoWEe ¢
KpOBbIO.

3. NIEPEYEHb MEXAYHAPOAHBIX HOPMATHBHBIX AOKYMEHTOB / CTAHIIAPTOB, KOTOPBIM
COOTBETCTBYET MEAHUIHHCKOE H3/IEJIHE.

. KOJAOBOE OBO3HAYEHHE HA3BAHME CTAHJAAPTA
CTAHJAPTA
Usnenna mezmumtekne. CucTeMsl MeHeDkMeEHTa KavecTea. TpeboBanns
ISO 13485 AN ueneit perynMpoBaHuA.
1SO 14971 HUsnenna meanumntckue, NMpuMeHene MEHEIKMEHTA PHCKA K MEAHLIHH-
CKHM H3ACAHAM
Wndopmauss, NOAroTaBIHBAEMAA HITOTOBHTENEM, CONPOBOXKAAIONAN Me-
UNE-EN 1041+A1 anuUKCKKe NprBoph!

Crepuanzauns MEAHUHHCKHX Wigennit. TpeGoBaHHA K MCAHLIMHCKUM H3ae-
EN 556-1 JIHAM KaTeropiH "crepunbibie”. Yacto 1. Tpebosauus K MEANUHHCKHM W3-
AEANAM, NOANEKAWMM PHHHIWHONA cTepHUNH3ALHN.

. Crepunn3auns MEAHUMHCKMX MPOAYKTOB. dTuneHoxcua. Yacts 1: Tpebo-

UNE-EN ISO 11135 BaHuA K pa3paGoTke, BANMAAUMH W TEKYLIEMY KOHTPOAIO NPOLECCa CTEpH-
AH3AUHK MEAKLHHCKHX H3AEAHH.

Crepunnsaums MeAHWUHWHCKHX NPOAYKTOB. MHKpoGHOnoruueckue Metoabl.
Yacte 2: TecTsl Ha CTEPUALHOCTD, BHINOTHAEMBIE Hit CTAHEX TEXHHYECKOH

UNE-EN iSO 11737-2 npopaGoTkK, BATHAAUWKH H HETIPEPLIBHOTO NOAAEPXKAHUA NpoLEcca CTepH-
AV3AUHK,
UNE-EN 1SO 14644-1 YucTbie KOMHATH M CBASAHHBIC C HHMH KOHTpOUpYeMble 30Hb. YacTte 1:

KITAcCH(HKAUHA YHCTOTH BOIAYXA.

YncTbie KOMHATBI W CBA3AHHBIE C HUMH KOHTpONMpYyeMsie 30HB. YacTe 2:
UNE-EN ISO 14644-2 Creundukatii 113 NPOBEAEHHN TECTHPOBAHHA H MOHWTOPHHIA C LENBIO
obecneveHua NOCTOAHHOrO cooTBeTCTBUA 1SO 14644-1.

YucTbie KOMHATH ¥ CBAZAHHBIE C HUMH KOHTPONIKPYeMbie 30Ky, Koutpons

UNE-EN ISO 14698-2 Ouozarpastenuit. Yacts 2: AHanu3 M TONKOBAHWE AaHHBLIX NO GHo3arpas-
HEHHAM.
UNE-EN 1SO 14644-3 YncToie KOMHATHI ¥ CBA3AHHBIE C HUMH KOHTPOMHpYEMBIe 30Hb. YacTs 3:

MeToas: konrpons.
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ATepesod ¢ an2IuBcK020 1 UCNAHCKO20 A3BIKOSB HA PYCCKUY A3btK/

UNE-EN ISO 14698-1

YucThie KOMHATB! H CBA3AHHBIE C HUMH KOHTPONHpYeMBbIe 30Hbl. KoHTpons
OnosarpasHenuid. Yactb |: OGmue npuauMnbl ¥ METOALI.

MDD 93/42/EEC

Iunpexrusa 93/42/EEC Meanumncxue npubopws, yeTpoiictea, o6opyaosa-
HHe.

UNE EN ISO 10555-1

CTepunbHbie BHYTPHCOCYAHCTDIE KATETEPH OAHOKPATHOTO MPHMEHEHHS,
YacTe 1: Obwme TpeGosanus.

UNE EN [SO 10555-4

CrepunbHbie BHYTPHCOCYANCTHIE KaTeTePbl OAHOKPATHOTO NPUMEHEHHS.
YacTe 4: Katerepw ans Sannonnoil ansaraunm,

UNE EN 20594-1

Konsnueckune purunru ¢ 6% konycHuim pazbemom Jioap-Jlok ans wnpu-
LIEB, HITI H HEKOTOPOTO APYFOTO MEARIIMHCKOTO 0G0PYAOBAHHA.
Yacts I: O6wme TpeGoBanns.

UNE EN 11607-1

YnakoBKa Q18 MEIMUMHCKHX H3ACANH, NPOWEAWNX 3AKNIOUHTENbHYIO CTe-
pruanzaumio. Yacte |: TpeGoBanna k MATEpHANAM, CHCTEMAM NOAAEPNAHHR
CTEPHALHOCTH W CHCTEMAM YNaKOBKH.

UNE-EN 62366

Meanuunnckue nigenua: lpumeHeHne NPOEKTHPOBARHUA IKCTUIYATALHON-
HO#N NPUTrOAHOCTH K

MCAH3ACTTHAM,

UNE EN ISO 10993-1

Ounenxa dHuonornueckoro AeHcTBHE MeaAHUMHCKHX Waaennil. Yacts 1. Ana-
SIH3 ¥ TECTHPOBAHHE B NPOLICCCE OCYILIECTBICHHA YNPABICHHA PHCKAMH.

UNE EN SO 10993-4

Onenxa GHONOrAYECKOro ACHCTBHA MEAHLIMHCKHX Hi3aennii. YacTs 4: Bui-
6op TecToB Ha B3aNMONCHCTBHE ¢ KPOBEIO.

UNE EN ISO 10993-5

Ouenxa Gonornueckoro aeficTeus MeauuHHCKUX winennii. Yacte 5: Tec-
Th) HA UHTOTOKCHYHOCTS in Vitro.

UNE EN 1SO 10993-7

Ouenka 6HoNOruHeckoro aeicTasna MeaUUHHCKRX winenuil, Yacts 7: Oc-
TATOYHbIE KOIMMECTBA ITHICHOKCHAA NOCAE NPOLECCa CTEPHAHIALNH.

UNE EN ISO 10993-9

Ouenka Suonornueckoro aeiicTena MeauUNHCKHX wiaennii. Yacts 9: Hop-
Mbl ANS YCTAHOBIEHUA NOANMHHOCTH H NIPOBEACHHA KOAHUECTBEHHOFO ON-
PeACNCHNA NOTEHUMAILHO BO3MOXHBIX NTPOAYKTOB pacnana.

UNE EN ISO 10993-10

OueHka OHONOrHUECKOro ACHCTBHA MEeAUUNHCKUX Wazenuil. Yacts 10: Tec-
Th! HA PasApaXXeHHe U CEHCHOMNM3IAUMIO KOKH.

UNE EN ISO 10993-11

Ouenka Guonornueckoro aeHcTeun METHUHHCKUX Haaenuii. Yacts 11: Tec-
Tul H2 00UeTOKCHYECKOR ieficTaHE.

UNE EN ISO 10993-12

Ouenka 6uonoruueckoro AefiCTBHS MeanUMHCKuX uigenuit. Yacte 12:
lNpuroToBnerne HenbITYeMbiX 06pastios # cTaHAapTHBIE 0Gpa3UbL.

UNE EN 1SO 10993-13

Ouenka Guonornueckoro aeHcTBUA MEANUMHCKHX wanenwit. Hacte 13:
MoanuMHOCTL M KOTHYECTBEHHOE ONpeaencHHe NPOAYKTOB pacnaa npu
WCNONIL30OBARWH NOMHMMEPHBIX MEAH3ACNRIA,

UNE EN I1SO 10993-18

Ouenka Gnonoruyueckoro AeficTeus MEIHUMHCKUX H3aenuit. Yacts 18; Xu-
MHYECKHE XapaKTePUCTHKK MaTEpHasos,
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/Tepe6od ¢ an2Auiick020 4 UCNAHCKO20 AINIKOG Ha PYCCRUN AIIK/
Crepunnsauus MeaHUHHCKUX u3nennil. Mukpobnonornueckue Meroast.
Yacre 1: OnpeacneHne nonynsuny MHKPOOPraHM3IMOB Ha NMPOAYKTaX.

UNE EN ISO 11737-1

Kpyeaan 2epboesas nevams. /Homapuanenas xonumopa 2-ua leopo A. Kacaoo Mapmun Bapceaona/
4. HHOOPMALUA O NPOU3IBOANUTEJE MEAULIHHCKOT'O H3AEJIHA

HPOBSBOMDO KOMNAHKA:

JAN® BACKYJIAP JEBAHCH3 BAHUOTEK, C.J1.

(LIFE VASCULAR DEVICES BIOTECH, S.L.)

Kamu-ne-Kan’VY6au, 11 (Tpomsitinesruiit nonurot Jlec-@anpynvec)

08620 Cant-Bucenc-aenc-Opre, Bapcenona, Mcnanns

(Cami de Can Ubach, 11; Pol. Ind. Les Fallulles 08620 Sant Viceng Dels Horts- Barcelona, Spain)

OpranER3annH-N3roTOBHTENN:
JIAW® BACKYJIAP JEBAACHU3 BAMOTEK, C.JI.
(LIFE VASCULAR DEVICES BIOTECH, S.L.)
Kamu-pe-Kan’Y6a, 11 (IpoMbiunensnii nonnron Jlec-dansynvec)
08620 Cant-Bucenc-aenc-Opre, Bapcenona, Henanns
(Cami de Can Ubach, 11; Pol. Ind. Les Fallulles 08620 Sant Viceng Dels Horts- Barcelona, Spain)
Ten/axc +34936724711,

E-mail: info@ivascular.es
5. KomnJiexr nocraBkn.

4) Karerep 6antonumii — 1 wr.

5) Puctpykums no npuMeHeHHIo — | wT.
6) Ornxerxa ans npocnexupaug — 6 wr.
7

6. HHOOPMALHA O NOTEHUHAJIBHBIX MOTPEBHTEJAX (IMOJIb3OBATEJAX) MEAHIHHCKO-
ro W3AEJun

KsanuduumposatHbiii nepcotan otaeneHmnil CoCyARCTOH XHUPYPriK neweGHO-NPOGHNAKTHYSCKHX YUpeXACHHI.
Kpyenar 2epbosas nevame: /Homapuarenas xonmopa 2-na Ileopo A. Kacado Mapmun :B’apce.'wua/
7. HHOOPMALIHA O BAPHAHTAX HCNNOJNHEHHA MEJULIHHCKOT O H3AEJINA.
Il Karerep 6annonuwiit amnaraunonnniid PTA iVascular, sapyant ucnonnenwna: OCEANUS 14 PRO:

1. Karerep 6annonneii annaraunonnnit PTA iVascular, Bapuant ucnonusenns: OCEANUS 14 PRO, ¢ nposoanu-
koM 0,014 moiima, ¢ ruapoduAbHBIM NOKPHITHEM, AKHOH 100 cM, pasmepst Gannona:1,25 x 10mMm; 1,25 x
15mm; 1,25 x 20mm; 1,5 X 10MMm; 1,5 x 15MM; 1,5 X 20Mm; 1,5 X 40Mm; 1,5 x 60mm; 1,5 x 80mm; 2,0 x 10mMm; 2,0
x [5mm; 2,0 x 20MmM; 2,0 X 40Mmm; 2,0 X 60MM; 2,0 x 80Mm; 2,0 x 120Mm; 2,0 X 150Mm; 2,0 x 200Mm; 2,5 x 40MM;
2,5 x 60MM; 2,5 x 80MMm; 2,5 x 120mMm; 2,5 x 150Mm; 2,5 x 200mm; 3,0 x 40mm; 3,0 x 60Mm; 3,0 x 80mm; 3,0 x
120mM; 3,0 x 150Mmm; 3,0 x 200mMm; 3,5 x 40Mm; 3,5 x 60mm; 3,5 x 80mm; 3,5 x 120mm; 3,5 x 150mm; 3,5 x
200Mm; 4,0 x 40mMm; 4,0 x 60Mm; 4,0 x 80MM; 4.0 x 120MM.

2. Karerep 6annonnuiit aunaraunonnsiit PTA iVascular, sapuant ucnonwenuws: OCEANUS 14 PRO, ¢ npoeoanu-
xom 0,014 mofima, ¢ ruApodPUALHLIM IOKPLITHEM, WTHHOHK 150 oM. paiMepbl Gannona:l,25 x 10mm; 1,25 X
ISmm; 1,25 X 20Mm; 1,5 X 10MM: 1.5 x 15Mm; 1,5 x 20Mm; 1.5 x 40mm: 1.5 x 60mm; 1,5 x 80Mm; 2,0 x 10Mm; 2,0
X 15mm; 2,0 X 20Mm; 2,0 X 40mm; 2,0 X 60MM; 2,0 x 80mm: 2,0 x 120Mmar; 2,0 x 150MM; 2,0 x 200Mm; 2,5 X 40MM;
2,5 x 60mm; 2,5 x 80mM; 2,5 x 120MM; 2,5 X 150MM; 2,5 x 200MM; 3,0 x 40mm; 3,0 x 60Mm; 3,0 x 80MM; 3,0 x
120mm; 3.0 x 150Mm; 3,0 x 200mm; 3,5 x 40Mm; 3,5 x 60mMm; 3,5 x 80MM; 3,5 x 120Mm; 3,5 x 150Mm; 3.5 x
200mm; 4,0 x 40Mm; 4,0 x 60MM; 4.0 x 80MM; 4,0 X 120MM.
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/Tepeeod ¢ ananuiicko2o u UCHANCKO20 RIBIKOE H pycexuii 301/
8. ONMHCAHHE MEJULIHMHCKOI'O H3AEJHA H ETO ®OTOITPA®HUYECKHE H30OEPAKEHHA.

«Karerep 6annonHbifi annataunonnbiil PTA iVascular, sapuant ucnonkenns: OCEANUS 14 PRO» npumenserca
ANA AHNATALHHM ¥ HCMOAL3YETCA INA PAIAYBAHHS GANIOHA NIPH CTEHOIE MK OKKMIO3WH NepHdepHUecKHX apTephii ¢
UENBIO PEKAHANN3IALUNWH APTEPHH.

JaHHas npouenypa BbiNOAHAETCA ¢ WUCMONLIOBAHMEM MHHHMANBLHO MHBAIMBHLIX METOAMK, TAKKE HA3bIBAEMBIX
HPeCKOXHON TpancitoMHHanbHON anrnonacTukoh (PTA) nepudepuueckux aprepui, npy KOTOPHIX MYHKUHA Ha-
PYXKHOI'O KOXHOIO NOKPOBa M03BONAET 06ecnewnTh A0CTYN K KPOBOTOKY U K NOPAXEHHOMY YHaCTKY.

Karerep umeer xoaxchanbioe HCnoiHenue W npeacrarnset coboll asyxnpoceeTHbiii (0T xOHHEKTOpa A0 HAKOHEY-
HHKa) kaTeTep, Takke HasuisaeMbill OTW-katerepom - 1.¢. KATCTEPOM ¢ CHCTEMON OCTABKH CTEHTA MO NPOBOAHH-
Ky.

Nopr am
PAIAYIRNNA
Boxosoil nopn)

CoeppmmTemiian vdue,
(vomnencatop wanpumens) PEATIEHCRONTIRCTIUAE MirTIN

b
-

Nogs spepnerin P ) .

{npamoll nogn)

Puc.1. CxemaTiueckoe n3obpaxenne katerepa.

Ha nansuem koHle kaTeTepa pacnonaracTcs €ro HaKOHEYHHK, aTpasMaTHuHLIH No dGopme Bo WIGexkaHHe nospexae-
HHA apTepHil BO BPEMS €10 BBEACHHA.
B oTaanenHoit wacTh KaTeTepa, nepea ero HAKOHEUHHKOM, PacnoNoXxed Ganion, WaW HaZyBHO# CErMEHT, NO3BONSIO-
WHA OCYWICCTBRTL HATHETAHWE AABNCHHA N0 PAMIMYHLIX 3HaveHHi. [lpumenenne GannoHa NPHBOANT K paciunpe-
. HHIO ApPTEPHH NOCPEACTBOM HATHETAHHA BHYTPh HErO KOHTPACTHOM Cpein.
| Onna, 6o ABe PEHTIEHOKOHTPACTHLIE METKH NOMEILAIOTCA: OHA METKA — N0 UEHTPY GannoHa, ABe METKW: NO 04-
I HO# Ha KKAOM H3 KOHHYECKHX HAKOHEYHHKOB 6anaoHa, ¢ TeM HTOOL MapKMpOBaTL €10 IVTHHY W NOMOYb MONb30BA-
TENO ONPEACNHTL PACIONOKEHHE KATETEPA MPH HAXOKACHHK TOrO BHYTPH NaUMEHTa (NPH OTOOPMKEHNA HA PEHTre-
HOBCKOM 3KpaHe).
Mexay coeannnrenpubiM pasbemoM Jlioap-Jlok W KOpyCOM KaTeTepa pacionaraeTcs CoeAnHKTENbHA TpyGKa (KoM-
NEHCATOP HANPAXKEHHA), HEODXOIHMaA AN NpeaoTBpalleHNS HIrHGAHHA KaTeTepa B ITOM MECTE,
Coeannurenshbiii pasbeM (KonnekTop) umeeT paseevenennyio (Y- oGpasiyio) dopMmy u cHabken ABYMS NopTamy,
HENOCPEACTBEHHO COEAHHEHHBIMH CO CTEPXKHEM KaTeTepa:
- GokoBo# nopt (NOPT 1A pa3nyBaHUA) MO3BOANET OCYLLECTBAATH NPONYCKAHHE
KOHTPACTHOH JKHAKOCTH K Pa3ayBOMHO - CAYBOYHOMY NPOCBETY KaTeTepa (NPOCBETY A Pa3AyBAHNA);
TIPAMOH NOPT (NOPT BBEACHKHA NPOBOAHWKA) NPEAHASHAYESH AN BBEAECHHA NPOBOAHKKA KaTeTepa. [TpoBonoukbii npo-
BOAHWK BCTABASETCR B NPAMOH NOPT KOHHEKTOPa H BLIXOAMT H3 HAKOHEUHMKA KATETePa ¢ UEMbIO AOCTHKEHHS nopa-
MEHHOTO Y¥acTKa.
Anz OCEANUS 14 PRO maxcumanbHbii AMaMeTp NPOBOAHKHKa He AomkeH npeabiwats 0,36 mm (0,014 mofima).
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/TepeBof, C aHTNIMIACKOrO N UCMAHCKOTO 513bIKOB Ha PYCCKUIA S3bIK/
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miOTE. {I1/1374

Puc.2. YBennueHHoe 1306paxeHne NpoKcuMasnbHoi yactn KateTepa 6annoHHOro gunataumoHHoro PTA iVasciilar,
BapuaHT ucnosnHeHus: OCEANUS 14 PRO.

Kpyrnas rep6osast neyaTb: /HoTapmanbHas KOHTopa r-Ha Megpo A Kacago MapTwvH BapcenoHa/

Kpyrnas rep6osasi neyaTb: /HoTapmanbHas koHTOopa r-Ha Megpo A Kacago MapTuH bBapcenoHa/

Puc.3, ¥YBennmueHHoe n306paxkeHne cpeaHeld Yactu KaTtetepa 6annoHHOro gmnaraumoHHoro PTA iVasciilar, Bapu-
aHT mucnosiHeHns: OCEANUS 14 PRO.

rrK

P 2Tt

Puc.4. YBennyeHHoe n306paxkeHne 4acTu B MeCTe COeanHeHns Tpyoku ¢ 6annoHom KaTeTepa 6annoHHOro gnnarta-
umoHHoro PTA iVascular, BapnaHT ncrnonHeHuns: OCEANUS 14 PRO.

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



/MMepeBod ¢ aHTMIICKOTO M MCMAHCKOTO S13bIKOB HA PYCCKMIA A3bIK/

Puc.5. YBennyeHHoe M300paxkeHWe aucTtanbHoli KaTeTepa 6annoHHOro gunaraumoHHoro PTA iVascular, BapuaHT
ncnonHeHms; OCEANUS 14 PRO.

Puc.6. 306paxkeHne 06LLEr0 BUAa MEAULIMHCKOrO n3aenns: Katetep 6annoHHbI gnnaTaunoHHblid PTA iVascular,
BapuaHT ucnosHenus: OCEANUS 14 PRO B 3allMTHOM MeHase.

Kpyrnas rep6osas neyaTb: /HoTapuanoHas KoHTopa r-Ha Megpo A. Kacago MapTuH bapcenoHa/

9. YCNOBNA MPUMEHEHNA.
TONbKO KBaIM(MLMPOBAHHBLIMY CMELManMcTaMm XMpypruyecknx otgeneHuii JMNy.

10. OBNACTb NMPUMEHEHNA.
Cocyanctas xXmpyprus.

11. MOKA3AHWA KMNPUNMEHEHWIO. MPOTUBOMOKA3AHWA. MEPbI MPEAOCTOPOXHOCTN.

MOKASAHUA.

KateTep 6anioHHbIA gnnataumoHHblin PTA iVascular, BapnaHT ucnonHeHns: OCEANUS 14 PRO, ¢ rugpo-
(OU/IbHBIM NOKPLITUEM MPUMEHAETCA AN AUNaTauum CTEHO30B B 6eflpeHHbIX, MOAKOJMIEHHbIX apTePUsX, B KOHEUHbIX
BETBAX MOAKOMEHHbIX apTepuii, B MOYEUHbIX apTepUsiX, a TaKXKe 415 SiedeHns 06CTPYKTUBHBIX MOBPEXAEHWIA HATWB-
HbIX WM CUHTETUYECKUX apTepPUMOBEHO3HbLIX AUANU3HBLIX PUCTYN, AMameTpbl KOTOpbIX cocTaBnsaT 1,25 - 4,0 MM, a
ANnHbI - 10-200 MMm.

MPOTUBOTMOKA3AHNA.
HeBO3MOXHOCTb MPOBECTY MPOBOAHMK Yepe3 CTEHO3MPOBaHHbIM Y4acToK.

BO3MOXXHbIE MOBOYHbIE 3P PEKTbI/OC/TOXHEHUA.
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/Tepesod ¢ an2AUiCKO20 U UCHANCKOR0 AIBIKOB HA PYCCKUN AILK/

Bo3MOXHBIMH NOCOUHBIMH 3PDEKTAMA WUNK OCTONKHEHNAMN, KOTOPLIE MOTYT BOZHHKHYTL 00, BO BPEMR WK noche
NpOUEAYPb! KATETEPHU3AUNH, RBAAIOTCA:

¢ JleranbHblit ucxon
HucynbT / 2MGonns / pombos
IemoavHaMHYECKOE YXyAWEHHE
Peskni ynpyruii oTckok
ADUTMHH
AHeBpU3IMa HIH NIOXKHAN aHEBPH3MA
Hndexumn
Fonnas apTepranbHan okKNIOINA
Peoxkniosna obpabGorannoit obnactu: pecrenos
Cnasm
Mepdopauns uay pacceuenye oGpaGoTaHHON 30HB
ApTepuoBeHo3Han GucTysa
MecTHan reMopparia ¢ reMaTomMoli B MecTe a0cTyna
I'uno/runeprensns
Annepruyeckue peaxuuH Ha MaTepranbl

Kpyenan 2epbosan nevame: /Homapuaivbuas xonmopa 2-na ITedpo A. Kacado Mapmun Bapcenona/
MEPBI TPEXOCTOPOXHOCTH

- [posoanre coorsercTByloUlee NEUEHHE NAUHEHTA ¢ MCNONLIOBAHHEM AHTUKOATYNAHTOB, COCYAOPACIUUPAIOINX

CPeACTS H T.4., COrNECHO NPOLEAYPE BBEACHHUA BHYTPHCOCYAUCTHIX KATETEPOB.

- Jlo npuMeHeHHa KaTeTepa, NPOBEPLTE €F0 Pa3MEP H MPHIOAHOCTD K HCNONB3OBAHHIO.

- Bsoauve karetep ¢ 60nbwoil 0CTOPOKHOCTHIO, BO W3BeNaHHE KakuX-TnGO ero NoBpeKaACHU.

- PaszaysaiiTe 6annon cmechio H3PacCTBOPA M KOHTPACTHOM XHAKOCTH (NpeanouTUTEILHO B nponopunH 1/1, xora

RONS NocneAHeH MoxeT OuiTL cHUXKeHa B Bannonax Gonbworo pasmepa).

- He npesuiwaitre pacuerHoe AaBaeHHe pa3pbiBa, YToOb H30exkaTL pa3pbisa GannoHa.

- Ecnn npn npoaBikeHnH KaTetTepa BCTPEHAETCH KaKoe-NuGo NpenaTcTene, NPEKPATHTE MAHHNYASIUHK B ONpenent-

TC NPHUUHY AGHHOTO IIPENATCTBHA JO TOrO, KAK NPOACHKHTDL NPOABHKEHNE KaTeTepa.

- [pumensiiTe cTaHAApTHBIE WHTPOALIOCEPH M NPOBOAHHKK, ANAMETP KoTopbix coctaeaser 0,014 moiima. Ipn ne-

RONB3OBAHUN HHTPOABIOCEPA JUIHHOH, NpeBbiwalowell 25 cM, WIW B Cly4ae MHTPOALIOCEPA METCHON CTPYKTYpLI
. MOXET NOHAZOOHTHCA YBESIHUHTDL €ro pa3Mepht BO H30EXKaHHE TPEHHA NPH KATETEPH3ALINH.

- Ecamn npw BuiBoze KaTeTepa BCTpeyaeTes Kakoe-nuGo npensaTcTane, pekomMenayeTca, 4tobul 6annonnuiit karerep,
. NPOBOAHHK H HHTPOABIOCEP ObINN H3IBNEUCHBI KAK EIHHOE YCTPOHCTBO.
- [locne Henons30BaHHA AAHHBIA NPOAYKT MOXET NPERCTARNATL GHONOrHUECKY10 onachocTs. Creayer obpaisaTbes ¢
HUM ¥ 3aTEM BHIOPOCKTDL €ro COMNACHO YTBEPKACHHONH MEAHUHHCKONW NPAKTUKE 4 NPHMEHHMBIM MECTHBIM, rOCYAap-
CTBEHHBIM HIH defepanbHbIM 3aKOHAM H HOPMaM.

- XpaHHTe H3zenne B CyXoM H NMPOXNAAHOM MECTE, BAUTH OT NIPAMBIX CONHEUHbIX Nyyel.

MNPEAYNPEXIAEHUA.

- Usneane HCKNMOMHTENBLHO NpPEAHA3HAYEHO ANA HCMONB30BAHMA ONBITHLIMM BpauaMy, BAAJCIONIMMK TEXHWKOH
NPOBEACHNA YPECKOKHON TpaHCAIOMUHANBHON aHrHonnacTuky (UTA).

= [pouenypa 4pecKOKHOr0 BMEUIATENLCTBA JOMKHA MPOBOAUTHCR B MEAMUHHCKHX YUPEKICHHAX, OCHALWEHHBIX
HeobxoanuMuiM 00opynosanHeM A NPOBEACHHA SKCTPEHHOW OTKPMTONR XWUPYPruu, HAW B GONbHUUAX, MMEIOWMX
AErkHA A0CTYN K APYrUM NeHeGHbIM YUPEXKACHHAM, FAC NPOBOANTCA AaHHBIH THI XUPYPrHHK.

- Jauxoe u3nenne NpeaHasHAYEHO AAS OAHOKPATHOrO HCNONb30BaHuA. [10BTOPHO He CTepuau3yiiTe ero u He we-
ROML3YHTE €r0 ROBTOPHO MOCAE 3aBEPWEHUA NIpoueayph kaTerepusaunn. [MoBTOpHOE npuMeneHue H3aennus ANS
BMEWIATENILCTBA Y APYTOro NALUEHTA MOXKET BbI3BATb NEPEKPECTHOE 3apakeHHe, WHOEKLHWH WKW nepedavy uheKuu-
OHHOTO 3a60NEBANHA OT OAHOrO NAUMENTA K APYromy. [10BTOpPHOE NPUMEHEHHE HIAEAUN MOKET NPUBECTH K HIME-
HEHRIO €r0 X2PAKTEPHCTHK ¥ OTPRUATEALHO CKA3aTLCA Ha ero 3PeKTHBHOCTH.

- Hanenue noctasnserca B creprabiom cocToannn. [IpoBepLTE CPoK €ro rOAHOCTH U He HENONB3YHTE WIACAHA C
MCTEKIWHM CPOKOM TOAHOCTH.

- Tlpexae uem OTKPHITL YNAKOBKY ¢ WINENHEM, BHUMATEALHO OCMOTPHTE ee, He HCMoNL3yiiTe Hanenue B cayyasx
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/Tlepeaod ¢ an s uieKo20 U UCNUNCKO20 A3BIKOG HA PYCCKUil R3bIK/
HaTH4KA KakuX-AH60 AeeKToB HAH NOBPEKACHHH YNAKOBKN.

= Tpv ¥3BNEYEHHK H3NCAHA W3 NEPBUYHOH YNAKOBKH coDRIORaiTE NpaBKna acenTHKN,

- BuiGHpaiite anamerp Gannona B 3aBMCHMOCTH OT AMaMETPa aprepuy, noanexauieit Manunyaaunn. Heneia eso-
AnTs SannoH, AHAMETP KOTOPOTO NPEBLIIACT AHAMETD apTepHH.
- He cywmure xarerep npu noMolith Mapnesoro GunxTa.

- Hzpenve He AOMKHO MOABEPraThcH BOACHCTBMIO OPraHWYECKHX PacTBOPHTENCH H KOHTPACTHBIX BEUIECTB, HE
NpeAHAZHAYCHHDBIX ANA BHYTPHCOCYAHCTONO NPUMEHEHHA.

= He ncnons3syiire 8o3ayx K rasoobpa3sibie BeltecTsa ANA pa3ayBaHua Gannona.

- [poxnsuraitre kaTerep nNo NPOBOZHKKY NOA KORTPOAEM peHTreHockonkn. Henwsn npoasurars karerep Ges npo-
BOANHKKA,

- Koraa 6annon HaxoauTca B pa3snyTOM COCTOAHHH, HE NPOM3BOAHTE HUKAKHX MaHHNYAUMK ¢ KaTeTepoM K nNpo-
BOAHHKOM, HE NPOABKraiTe UX H HE H3BNeKaliTe.

12. TEXHHYECKHE XAPAKTEPUCTHKH H MATEPHAJIBI H3TOTOBJIEHHS MEJUIIHHCKOIO

H3IAEJINA.
. Tabauna 1. OcHosHbie pazmepr! kaTeTepa.
DfdexTupnan Jnamerp 6annona (Mm) ¢dextnenan anuna 6an- | Janna apmupyromero
nona (Mm) CTepaHA (MM)
AJINHA KATETEPR (MM)
1000 1,25 10 : 283
1500 1,50 15
2,0 20
2,5 40
30 60
35 80
. 40 120
150
200

Tabauua 2, JlanHble N0 BHEWHHM 1 BHYTPEHHHM AHAMETPAM KATETEPA, B 3aBUCHMOCTH

OT napameTpos Gasuiona.
Baasonbt katerepa (anamerp x Buemnnit npoxcn- Buewuni anc- Buyvpennnil
ANHHY MM) MAL TanLHLIA ANa- ARAMETD KaTe-
METP KaTeTepa Tepa (MM)
HLU AMaMeTp KaTere- (mm) |Fr| (Hiotinmax]|
pa
{(mm) |Fr|
1,25 x 10; 1,25 x 15; 1,25 x 20: 1,16
1,5x10; 1,5x15; 1,5 x 20; [3.5] 0,75
20x10;2,0x15,2,0x20 [2.3] 0,43
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/Tlepecoo ¢ anzauticko2o u UCHAHCKOPO AIBIKOG Ha pyccKuii asvix/
{0,017]

OcranbHbie pasMept) GannoHos 1,31 0,98
[3.9] [2,9]

TabGanua 3. Jaansie noneperHoro npoduns 6an10Ha B 32BHCHMOCTH OT JHaMeTpa GannoHa.

Anamerp
Gannona Hwoiimes MM Fr
(Mm)
1.28 0,021 0,53 1,6F
. 1.5 0,023 0,60 I,8F
2.0 0,025 0,65 I,9F
2.8 0,027 0,70 2,IF
3.0 0,029 0,75 2,2F
3.5 0,031 0,80 24F
4.0 0,033 0,85 2,5F

Tabauna 4, lanHbie N0 pacnosoXeHHIO PEHTTEHOKOHTPACTHBIX MAPKEPOB/METOK GannonoB KaTeTepa.

Bannon kaTerepa KonuuecTeo pentreno- Paccrosune ot ane- Paccrosnne oT anc-
KONTPACHBIX MApKe- TanbHoOro wouua Gan- TARLHOro KoHus Gan-
(anameTp x 2oy B MM) poe/meTox NOHZ 10 ANCTAALHOA | JIOHR 0 MPOKCHMANL-
MeTKH (MM) HON MeTKH (MM)

1,25 x 10; 1,25 x 15; 1,25 x

20,
. q Oana meTka B LICHTpe Onna MeTxa B LEHTpe Oana meTka B ueHTpe
| 1,L5x10; 1,5x15; 1,5 x20;

2,0x10;2,0x15,2,0x20

1,5x 40 Jlpe metkn 1,42 41,42

1,5x 60 Iee Merxn 1.42 61,42

1,5x80 JlBe meTxH 1.42 81,42

2,0x40 Hee meTkn 2,21 42,21

2,0x60 JBe meTkH 2,21 . 62,21

2,0x 80 Jlse meTxku 2,21 82,21
2,0x120 Hse metkn 2,21 122,21
2,0x150 HBe Metku 2,21 152,21
2,0x 200 Jse MeTkn 2,21 202,21
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/Hepegod ¢ anruiicko0 u UCNAnCKo20 A3INK0E Ha

2,5x40 Hee MeTkn 2,95 42,95
2,5x60 Hse MeTkw 2,95 62,95
2.5 % 80 Tibe MeTkM 2,95 82,95
2,5x120 JlBe MeTKH 2,95 122,95
2,5x 150 Jlse MeTRH 295 152,95
2,5 x 200 Hee merkn 2,95 202,95
3,0x40 Npe MeTxH 3,73 43,73
3,0x60 Hee MeTkn 3,73 . 63,73
3,0x 80 Hee merkn 3,73 83,73
C ) 3,0% 120 Tipe MeTKM 3,73 123,73
3,0x 150 JlBe MeTKn 3,73 153,23
3,0x200 Tlpe meTku 3,73 203,23
35x40 JlBe MeTky 4,52 44,52
3,5x60 Tlpe MeTky 4,52 64,52
35x80 JBe MeTkn 4,52 84,52
35x 120 Ilpe MeTKn 4,52 124,52
3,5% 150 Jlee meTkn 4,52 154,52
3,5x200 Jlee MeTkH 4,52 204,52
4,0 x 40 HiBe MeTkH 5,28 45,28
4,0x60 NBe MeTku 5.28 65,28
40x 80 e meTkn 5,28 85,28
40x120 IlBe MeTkn 5,28 125,28

Kpyznaz 2epbosan nevams: /Homapuasenas xonmopa 2-na edpo A. Kacado Mapmun Bapcenona/
Kpyeaan zepboeas nevamy: /Homapuanenax xonmopa 2-na Iedpo A. Kacado Mapmun Bapcenona/

Tabanna . [lankeie no pasnenmio GanioHOB € yHeToM AMHLE W AMameTpa Ganiona.

Annna Gannona Anamerp Sastona Homunansuoe PacueTHoe naB-
(Mm) {Mwm) aasneHHe (ATM) | JNeHHE Ppa3PLIBA
IxMa) (ATMm) [xMa|
10 +200 1,25+4,0 71709,275) 16 [1621,2]
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/Tepesod ¢ anenuiickoeo u UCRANCKO20 AILIKOR HA PYCCKull R3vik/

dyms bannon,

Jdonoausveppvic NAPAMETPR;

CosmecTumbil naTpoassocep (Mm) [Frf: 1,3 [4);

Honycramutit anamerp nposoznuxa (Mm) |Dwotim): 0,36 [0,014];

Makcumanbnoe spema aedasnnu 6aniona ANS BCex ANAMETPOB & Aauu: He Gonee 10c.
Harpysxa na paspsis B coeANRNTEAbHBIX TOYKAX KaTeTepa (H) we menee: 10H.

Macca kaverepa (r): ne Goaee 6,00.

TaGanna 6. MaTepnaan: H3roToBJEANT MEAHITNHCKOTO NIZEIHN.

Hassanue 4acTu H3zeAns MatepHant HIrOTOBRCHHN H NPOH3IBOAHTEND

2) TMopr ¢ dpuxcaTopom Tuna Jhosp NMonukapbounaTt (useT: npospauknii),

Mapkunpoeka Ha nosepxsocTu nopra: (JlasepHoe nanece-

. Hue).

4) CoeannnrensHas Tpy6- | Pebax, user: Senwiii;
Ka/KOMNEHCATOP HANPRKEHNUA.

$) Crepxennb karerepa:
Brewnan vacts Nylon 12; ueer: ronyboii;

Bryrpennuii npocser u npoceeT Ans Nylon 12/Plexar/HDPE; user: npo3spasHuiii;

BBEACHUA NPOBOAHHKA
HaxoHeunnk Nylon 12; uger: ronyoi;
. 4) bannion Nylon 12; uset: npo3pavHsii;
5) 3awmmnTHaa TpyOka Oannona Nylon 12; user: npo3pausuiif;

Plexar/HDPE;

6) PentrenoxonTpacThrili Mapkep Gan- | Cnnas nnatuna n upuawii

noHa
Bonbgpam + Pebax 63333
7) Apmupyiowmit crepikeHs Hepxxagetontas crane
8) lMokpuiTHe KaTeTepa:
ruapoduaLHOE NOKPHITHE HYDRAX PLUS
YIIAKOBKA:
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/Hepeaod ¢ anzauticko20 u UCRAHCKO20 AINKO8 KA PYCCKULT ALK/

9) 3ammTHLIA NeHan KaTerepa Noaunstinen seicokoit nroriocth HDPE
10) Knunca 3amurHOro nenana karerepa Nonuatunen seicokoi nnorhoctn HDPE
11) Bancrep LLDPE/Tyvek

12) Norpeburensckas ynaxoska Menosannbiit kKapToH

Kpyaaan cepbosast nevann.: /Homapuazrenas xonmopa 2-na Iledpo A. Kacaoo Mapmun Bapcenona/
13. MOPAXOK PABOTBI C MEANLIHHCKNM H3AEJIHEM

Bruumanue! ITeped ucnonsiosanuem obpamumecs k uncmpyKuun no npusenenno!
. IIpedynpencoenue. Janpewiaemen ucnonssoeams usdenue nocae ucmeuenus cpoxa 200nocmu. Ipu nanuuuu se-
HMLX Bospescoenuii ucnorsiosams uzdeaue sanpeweno!

| K3 K

Hssnexure wsnenne us ynakoskn. Ilposepbre cooTseTcTBHE pasmepa GannoHa nNpoueaype ¥ COOTBETCTBHE BuGpaH-
HOTO JONONHWTEALHOTO O0OPYIOBAHNA KaTeTepy, YKa3aHHLIX HA ITHKETKE, NPHKPENNCHHON K 3AHTHOMY NEHany H
HA CTHKEPAX, PAIMEIUEHHBIX HA WHAHBHIAYANLHOH U NOTPeOHTENLCKOH YaKOBKaX.

OCcTOpOXKHO CHUMHTE 3ALLUTHYIO TPYOKY ¢ Oannona, W3sneknTe apMHPYIOIHH cTepkerb GannoHa.

Npucoeanuure wnpuu Ha 10 M., conepxawmii crepunbhbiii pusHonoruuecknii pacTsop, K NOPTY BBEACHHA Npo-
BOAHHKA (NPAMANA 4acTh Y-KOHHEKTOPA) N BBOAWTE XKHAKOCTb B NPOCBET, MOKA OHA He CTAHET BLIXOAWTH Yepe3 HaKo-
HEYHHK KaTeTepa.

MNpokayaiite cucTeMy ANs yNaneHHs BO3Ayxa:

- NOACOCAHHHTE TPEXXOROBOH 3ANOPHBIN KPaH K NOPTY BBEACHHS KOHTPACTHON XKHAKOCTH (60KOBAS HACTL KOHHEK-
. Topa). Talxe MexXay KOHHEKTOpOM annoHa K TPEXXOAOBBIM 3ANOPHLIM KPAHOM MOXKHO NONONRUTENLHO YCTAHOBHTD

YANHHHTEND;

- nepexpofite npoxoa Bo3ayxa yepes GannoH;

= MOACOCAHHNTE WNpKIL Ha 10-20 M., Ha OANY TPETL 3aANONHEHHBIA PHIHONOIHMECKHM PACTBOPOM, K TPEXXOA0BOMY

3aNOpHOMY KpaHy;

= OTKPOHTE COCAHHEHKE TPEXXOAOBOTO 3aMOPHOTO KPaHa MEXAY WNPHLICM H KaTETEPOM;

- YCTAHOBHUTE WAPHIL B BEPTHKANBLHOE MOOXKEHHE, OTTAHHTE NOPLICHb BBEPX, NPH 3TOM MY3BIPLKH BO3AYXa NOCTY-

NaloT B XHAKOCTH;

- MPH UCHEIHOBEHHH NY3HIPLKOB BO3AYXA MEPeKpoiiTe TPEXXOA0BOH 3anopHbiit KpaH Ha KOHUE KaTeTepa W W3BJeKuTe

wnpyLL.

BHHMAHHE: ecnu ny3sipsku 8030yXa npooonscaon nocnynams 43 Kamemepa 8 iunpuy no ucmevenuu 3 mu-
Hynt Bpu OMPUNAMERLHOM OAGTENUY, IINO MOHCENT Boints ACHSLN NPUINAKOM MO20, UMO ¢ BARIOHNOM Kamemepe
UMEIOMCR YIMEUK K, ROSPENCOCHUR HAU MINO COCONNENNE WNPUHA U MPEXXO008020 IAROPHOZO KPANA He REAREMCR
sodonenponusaemum. Ecau nocae nposepiu coedunenuis ece esge nabnooaonica ny3sipeKu e030pxa, He ucnoas-

3yitme xamemep. Bepnume npodyxm npoussooumenso uiu oucmpubsiomopy OnR HPOSEOCHUR COOMEENMCIEYID-
€20 GRANUIA UIDENUR.

Ana axTHBaUMK THAPOPUALHOIO NOKPLITHA YBIAKHWTE KATETEP, NOTPYIHB €r0 B CTEPHILHLIH (HIHONOrHYeCKHit
PacTBOp, HENOCPEACTBEHHO NEPEA TEM KAK BBECTH €0 Yepes HHTPOALIOCED,
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Alepesod ¢ an AUNCKO20 U UCNAHCKO20 RIBIKOG HA PYCCKUL RIIK/
- Mposeante nposoaunk 0,014" yepes NOBpexACHHBIH YYACTOK COrNACHO NpHeMam '-ITA NIOA KOHTPOIEM PEHTIeHO-
CKONIUMN, YTOOH B N0GYI0 MUHYTY NPABHABHO €ro NO3HLUHOHUPOBATS.

- BerasbTe npokcHManbHbIl KOHEU NPOBOAHMKA B AHCTANBHLIH HAKOHEMHWK GANNOHHOrO KaTeTepa.
- OcTopoxHo npoasuraiite SannonHbiil KaTeTep NO NPOBOAHMUKY NOCPEACTBOM HHTPOALIOCEPa H NMOA KOHTpONeM
PEHTrEHOCKONHH BNNOTH A0 AOCTHXCHHA Y4AcTKa CTeH03a. Ecan GannoHHbi kaTetep He MOXeT OuITh YCTaHOBNEH
BHYTPH NOBPEXKACHHOH 00NacTH, ANst NPeANNATALUH NOBPEKACHHOIO YHACTKA BO3bMHUTE KaTeTep MEHLILErO paMepa.
- Coeaunure ycTpoiicreo Ans pas3nysanua 6annoHa, cHabkeHHOE MAHOMETPOM (CO CMECHIO KOHTPACTHOW KHAKOCTH
H PUMONOrHIECKOIO PacTBOpa, 3aHUMalOLLeil OAHY TPeTb 06beMa 3TOro yCTpOHCTBa) C TPEXXOAOBBIM 3ANOPHBIM
KpaHoM, ofecneunsas npoxoa Mexay SANNOHOM H YCTPOHCTBOM ANA pasnysaHus.
- Pasaysaiire 6annon npu nomown ycrpoiictea ans pasayanua noa AasnenveM. He npesuinalite pacuerHoe nasne-
HHE paIPHIBE, YKA3AHHOE HA ITHKETKE H Ha KPUBOH PacTIIKUMOCTH.
- lonaeaiire nasnenne B Teuerue 30-60 cexyns, B 3aBUCHMOCTH OT CTETICHH NOBPEKACHHA.
- Ytobul cayTh Gannon, NOTAHKTE 3a NOPILEHL YCTPOHCTBA 1A pazayBaHHA. Y AEPKUBAITE OTPHLATENLHOE RaBNEHHE
ot 20 no 60 cexynza, B 3aBHCHMOCTH OT pamepos 6anaona. YnocroeepbTech B TOM, YTO GANIOH NOMHOCTHIO CAYNCS
(MOCPERCTBOM PEHTTEHOCKORHMH), A0 TOTO KAK CABHHYTD KaTeTep.
- Tlpn oTpuuaTeabHOM NaBACHHK B YCTPOHCTBE ANA PasayBaHUA, KOrAa NPOBOAHYK HAXOAWTCA B HALEXKALIEM NON0-
XEHHH, OCTOPOKHO HIBNCKHTE KATETEP YePes HHTPOAbIOCED.
- Jlo TOro KaK #3BRACHb MPOBOABUK, BBEAHTE KOHTPACTHYIO XKHAKOCTh YEPE3 HHTPOABIOCEP, YTOOH NPOBEPHTH COCTOR-
. HUE NOBPEXAEHHONO Y4acTKa. '

Kpyenas 2epbosan nevams: /Homapuarenas xonmopa »-na fleopo A. Kacado Mapmun bapcesona/

14, ”HHOOPMAHUHA O TPEBYEMOM JONOJIHHTEJIBHOM, HO HE NOCTABJAEMOM OBOPY 10-
BAHUMA.

- lenapunsisuposantbiil pusnonornueckuit pacrasop;

- KonTtpacTHbie BemiecTsa (MCNOAb3YHTE KOHTPACTHBIE BEIWIECTBA, NPEAHA3HAYCHHbIE ANE BHYTPHCOCYAHCTOrO NpH-
MEHEHNA),

- OnuH nposoaKk ¢ anamMeTpom 0,014%, He HCnoAb3yHTE NPOBOAHHUKH C HHBIMH Pa3MEPaMH.

= OIHH HHTPOABIOCEP € rEMOCTATHYECKUM KNANAHOM, Pa3Mep KOTOPOro YKa3biBaeTCA Ha 3THKeTKe. He necnoablosats
HHTPOABIOCEP MEHBILETD Pa3MEpa, KOTOPHIil MOXKET NOBPEANTHL KaTeTep.

- Oaun Tpexxonosoil kpaH.

- OaHo ycTpoHcTeo ang pasayBaHns 6annona (py4uHOH HacOC CO BETPOSHHBIM MAHOMETPOM).

15. HHOOPMALMSA O TPEBOBAHHUAX K TEXHHYECKOMY OBCJIYXKHBAHMIO H PEMOHTY.

K JAAHHOMY H3ACITHIO HE ITPHMEHHMO, NOCKOILKY NAHHOC MEAHUHHCKOE H3ACAHE NPeaAHaATHAYCHO ANA ONHOPA30Boro
NPHMCHEHHA.

16. YCJIOBHA DKCIIYATAIIHH

Hanenue npu 3kcnnyaratinn ycrolunssl K BO3ACHCTBUIO KABMATHHECKUX (aKTOPOB ANA TEMNEPATYPHORO PeXKMMa OT
+15 no +35 °C, npH oTHOCHTENLHOH BAKHOCTH BO3Ryxa 45-80%, npu armoctheprom naenerny ot 84,0 a0 106,7 klla
17. YCNIOBHA TPAHCIIOPTHPOBKH U XPAHEHHA

] 2, I, lp_gﬂgnomnmm.

«Katerep 6annonnnii annaraunonnuiii PTA iVascular OCEANUS 14 PRO» TpascnopTHpyioT BceMH BHAAMM TPaMC-
AIOPTa B KPHITHIX TPAHCTIOPTHLIX CPEACTBAX B COOTBETCTBHH C NPABKAAMH NEPEBO3KH rPY30B, NACHCTBYIOWMMHI HA Ka-
AAOM BHIE TPAHCTIOpTA.

Temneparypa Tpancnopruposks ot 0°C o + 40 °C, npH OTHOCHTENBHOH BAMKHOCTH ue 6oaee 75%.

17 eHHe.

Hanenue 20MKHO XPaHKUTLCA HA CKAAZAX NIOCTABIUMKA W NOTPEGHTENA B CyXoM npoxnaaHoM mecre (0°-40°C), saanm
OT NPAMBIX CONBEUHBIX NYUCH, NPH UTHOCKTEILHON BNAXKHOCTH He Bonee 75%.
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/llepeeod ¢ anznulicko2o u UCNANCKO20 A3BIKOS HA PyCCKutl ATbiK/

18. HH®OPMAILIMA O CTEPHJIH3ALIHA.
H3nenwe cTepuamsyloTca OKCUAOM 3THACHA.
19. CPOK TOZHOCTH.
Cpok roAHOCTH MEAHIIMHCKOrO H3ZIENUA:

IMpn cobmoaeHnn yenosnit XpaHeHHA, NPONIBOAHTENEM YCTAHOBNEH CAEAYIOWHHA CPOK FORHOCTH MEAHLUWHCKOTO H3~
ZeNna B 3aBOACKOH ynakoske: 3 rona oT AaThl NPOU3BOACTBA,

20. TAPAHTHH ITPOH3BOAUTEJISAL.

JlatHoe u3aenye H ero coctasHbie 4acT Gbing paspaboTanbl, UITOTOBAEHBI, HCNBITAHL! W YNAKOBaHL NpH cobmoae-
HHM BCEX COOTBETCTBYIONIHX Mep npenoctopoxnocTH, LIFE VASCULAR DEVICES BIOTECH, S.L. aaer rapantuio
Ha H3JEAUe 0 HCTEUEHNA CPOKA €ro FOAHOCTH, NPH YCNOBUH, YTO €10 YNAaKOBKA He NOBPEXKACHA H HE NOpBaHa.
. MPOU3IBOAUTEJDb TAPAHTHPYET: crepuabHOCTL TORAPa, 2 TAKXKeE €I0 COOTBETCTBHE TpeOOBAHHAM MEKAYHA-

i POAHBIX W HALMOHANLHEIX CTAHAAPTOB B TEUEHKE BCEro CPOKA MOAHOCTH NPOAYKUNK NPH COONIONEHHH APABHA TPaHC-
NOPTHPOBKH, XPAHEHHA ¥ YCIOBHH IKCIUTYATAUHH, YCTAHORNEHHBIX MPOUIBOAUTENEM H NPH HCTIONBIOBAHKN B COOT-
BETCTBHH ¢ HHCTPYKUHEH NO NPHMEHEHHIO.

Kpyenas zepbosas nexvamyv. /Homapuansnas xonmopa 2-na Hedpo A. Kacaoo Mapmun bapcenona/
21. TPEBOBAHHUSA K OXPAHE OKPYXAIOWEH CPEJBI,

Matephanbt H3roToBNeHUs AAHHOTO U3ZEAHA HE OKA3HIBAIOT BPEAHOro BO3NCHCTBUA Ha OKPYXAIOWLYIO CPEAY NPH yc-
JIOBMH €10 YTHAW3ALIWK B COOTBETCTBHH C MECTHBLIMK HOpMaMK Gronornueckoit GezonacHoCTH.

22. YTHJIH3ALIHA MEJHLIIMHCKOT O W3AEJIMA.

Mocne HCMONB30BAHMA H3RENIHE NPEACTABAAET NOTCHUNANLRYIO GHONOrMYeCKy10 onackocTb. ObpalieHHe ¢ H3nennem

H €0 YTHIH3ALUHIO HEOOXOXNMO OCYIECTRIIATL B COOTBETCTBHH € PHHATHIMH B MEAHLIHHCKON NPaKTHKE HOPMaMM, a
. TaKKe COOTBCTCTBYIOWHMH MECTHBIMH, FOCYAAPCTBEHHBIMH H (eaepanbHLIMK 3aKOHONATENLHLIMH aKTaMH H HHCT-

pyxumnam.

Knacc onachocta meanunicknx otxonos - b. (CanlluH 2.1.7.2790-10)

23. IPETEH3HH U PEKJIAMALIMA.

Bce coobienna npeTeH3HOHHOro W PEKAaMaLIHOHHOTO XapaKTepa, KacaloWHECH MEAHUNHCKOTO W3enua, HanparsTh
8 aApec YNONHOMOUYEHHOrO NPEACTABUTENS NpousBoaWTens. Aapec ykazaH Hixe. B nucbme - npetensun obazarens-
HO YKa3biBaTh PaMHANIO, HMA H OTHECTBO, 3 TAKIKE CBOH KOHTAKTHbIH HOMep TenedoHa, BAHMEHOBAHUE IOPHIHHECKO-
O IHUA AW HHAWBHAYAILHOTO NPEANPHHHMATENA.

24. YINIAKOBKA U MAPKHPOBKA.
24.1.

Meanuunnckoe u3genne NOCTasNAETCA NO OAHOH WTYKE B ynakoske. B kaxaoi nepsrukioil ynakoske HaxoauTes
Gannonnuii kaTeTep Ana annaTaunn.

Bannon xarerepa Gannonroro aunaraunonnoro PTA iVascular OCEANUS 14 PRO nomemaercs BHyTpb 3a-
WHTHONA TPYGKH, 6naronaps KOTOPOH NOAICPKHBAETCH €FO CIIOKEHHOE COCTOAHNE (KaTeTep GannoHHbi Auna-
Tauronkbiil PTA iVascular OCEANUS 14 PRO Takoke nmeer apMupyiommii cTepikedb NpoceeTa NPOBOAHKKA);

YCTPO#HCTEO 3aTeM NOMEIAETCS B CNEUMANLHBIN 3aLUTHLIN Nenan B suae nonoi Tpybku us HDPE, sakpennen-
HOH Ha cneUMaNBHBIX KIURACAX BO H3IGEKAHHE BOIMOKHBIX MOBPEKICHHI.

BryTpu nepsuunolt ynakoBkH (6ancTepa) HAXOAMTCH TAKKE KapTOMKA ¢ KPHBOH PACTHKHMOCTH, npeacTas-
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lepesod ¢ anzruiicko20 t UCHANCKO0 AIBIKOE HA PYCCKUl A3BIK/

asowan cofoil ONUCAHNE XapaKTEPUCTHYECKOH PYHKLUH 21aCTHYHOCTH B BHE 3HaYeHHH Anamerpa Gannona,
AOCTHFaEMbIX NPH KAXKAOM MO3ITANHOM BO3PACTAHWH CO3LABAEMOTO JasnaeHHA. Jlna ueneit waentHdukaunn
NPOAYKTa HAa NEpBUYHYIO ynakoeky (Gancrep) nomeuaerca crikep ¢ Mapkuposkoi. Ha obparnoll cropone
GnncTepa paIMEILAIOTCA KHANKATOPHI CTEPHABHOCTH,

Tepanunaa ynakosxa (Gnucrep, 3aK1I042I0MMHA BHYTPH JaHHOE YCTPOiCTBO, KOTOPLIK HEOOXOAWM ANA coxpa-
HEHHMR CTEPWIBHOCTH NPOAYKTAa) NOMELIACTCA B WHAHBHAYANBHYIO NOTPEOHTENLCKYIO KAPTOHHYIO YNaKOBKY
(BMecTe ¢ GyKneToM ¢ MHCTPYKLHEH no NpUMEHeHHIO) BO uibexanne NOBPEXACHHA NPY TPAHCNOPTHPOBKE H
XPaHCHUH.

Hanee B xonunuectse 42 ¢AMHHUL, MEAHUHHCKOS H3NCHHE B HHAMBHAYANbHBIX NOTPEOUTENLCKHX KAPTOHHBX

YTIAKOBKAX NOMELLACTCA B TPAHCHOPTHLIH Kopol M3 rodpokapTona, KOTOPMA 3anmeyaTbiBaeTCAs NPO3IPauHON
kaeHkol NEHTOH W OTTIPABNACTCA HA CKIAA ANA OTTPY3KH,

24.2. Mapxupoexa,
Ha nopt MeanunHckoro uanenua ¢ gpuxcaropom Tuna JIiosp HAHOCATCA CNEAYIOUME HAATTUCH ¥ CHMBOATLI:
- pUpMERHbIE NOTOTHTI 1 Pa3mepe! ﬁmot!a KaTe-
HAUMEHOBAKHE NPOH3EO- | 0 00 x 00mm Tepa 8 opmare: anameTp
. ‘ ANTENS ' Ganiona (MM) X AnMHY
6annona 8 (MM)
‘ Vesculer o Lpdposoh kox napr.

Kpyanas 2epbosan nevame: /Homapuanrvnas xonmopa 2-na Heopo A. Kacaoo Mapmun bapceaona/

Ha nuausuayansHolt 6anCTepHOi W KapTOHHOH YNAKOBKE HAHOCATCA CNEAYIOUINE HALNKCH W CHMBObI:

CHMBO/Tb! (s mom wucae no ISO 15223-1):
REF KaranoxHbiil Homep Koa napruu
npoAyKUMH LOT
. He ucnoab3osats no- He nenonb3osars
BTOPHO NpH NOBPEKACHHON
ynakoske
Henonbiosats 20 ... \/ Waberate nonaganus
~eo~
O NpAMBIX Aydell con-
A\ HEYHOFO CBeTa
|
P) o‘,‘ ’ Bepeus o1 Bnarn ARHporeHHo
Buumanne! O3nako- Hpoussonntens
MHTBCA € BIIOXKEHHEM.
He crepunnsosars Crepuausauns ¢
f0BTOPHO STER".E Eo APHMEHEHNEM OKHCH
ITHAIEHA
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/MMepeBof ¢ aHTNMIACKOTO M MCMAHCKOTO S13bIKOB HA PYCCKUIA A3bIK/

CooTtBeTcTBYET EBpO-
nenckoi AupekTuee
93/42/EEC

Ciilrelr L

o i.

Gl
O DOia-/ 0J6 m>n\

[JaTta npousBoacTBa

O3HaKOMbTEChb C MHCTPYKLWE Mo NpYMeHeHMIo

HAAMNCHU

HanmeHoBaHme
MeANLIMHCKOro n3genuns

HanmeHoBaHve nponssoaun-
TenA

VHdopMauysi o KonmdectBe  TvapodmibHoe no-

PEHTFeHOKOHTPACTHbIX KpbITVe
MapKepoB 6a/1/10Ha

Pa3viepbl KaTeTepa Pa3mep COBMECTUMOro

MHTpoablocepa

KOonmuecTBO U3AENMiA B yNakoBKe

LTpux kog wim QR-kog

MHhopmaums 06
YNOSIHOMOYEHHOM
npescTaBuUTesie NPoOU3-
BoauTens B P®

Homep v gaTa perucTpalMoHHOro
YAOCTOBEPEHWS]

Brta6nuunoin hopmepnaHa cnegyrou,asa nHpopmauua

He yTunnsupoBaTthb
KaK 6bITOBbIE OTXO-

Obl

CxemaTU4Hoe 130-
BpaxxeHVe KaTeTepa

TemnepaTypHbIl
npegen npu xpaHe-
HUN

[MapameTpbl coBMec-
TUMOro MPOBOAHNKA

OTW - xapakTepu-
3yeT cnocob goctas-
KN KaTeTepa no npo-

BOAHWKY.

KpvBast pacTskMMoCTH, B BUAe 3HaAYEHWI anameTpa 6a1n0oHa, AOCTUTraeMbIX MNP KaXKaoM nostanHom Bo3pacTaHMK CO3-

faBaemMmoro aaBJsieHUA.

Kpyrnasa rep6osas nedyaTb: /HoTapuanoHasa koHToOpa r-Ha MNMegpo A. Kacago MapTuH BapcenoHal

TpaHcnopTHas ynakoBka MeAULMHCKOTO W3AeNns CoaepXuT

cneflytolive Haanucy N CUMBONbI:

REF

CUMBO/bI (8 TOM uncne no 1SO 15223-1):

KaTanokHblii Homep

NpoAyKLMK LOT

Mcnonb3oBaTh 40

Bepeyb OT BRarn
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NPSIMbIX NyYeit con-
HEYHOro cBeTa
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ATepesud € aneAUNCKOCO U UCHUNHCKOP0 RIBIKOE HA PYCCKU RIKS

Coovsercreyer Enpo- |’| TemnepatypHbiit
neiickolt Mupextnee [- npeaen RPH TpaKe-

93/42/EEC nOPTHPOBKE

He yrunusuposare kax OcTopoxuoe obpa-
ObiTOBbIE OTXOAK weHHe
]—f -

HAQMTHCH

Konnuectso nineanit 8 ynakoske.

. Hudopmannn 06 ynonHOMOUECHHOM npeacTasuTene nponssonntens s PO

25, HH®OPMALIUA OB YNTIOJTHOMOYEHHOM NPEACTABHTEJE NNPOH3BOAUTENA HA TEPPH-
TOPHH Po. '

000 «PAUMEJl TT NBT»

141001, Mockosckas o6nacts, MuiTHumHcxuii paiion, r.Mumuwy, yi. 1-s BoksansHas, 4.8
Tenedon/paxc: (495) 956-83-16
E-mail: raymedtgpvt@mail.ru
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/Hlepesod ¢ anenuiickozo # UCNaNCKo20 AILIKOB Ha PYCCKuil A3bIK/
Bnask, npeanasHaveRHbIR HCKITIOMHTENLHO NS HOTAPHAIBHBIX JOKYMEHTOB

03/2020 [epGonbiit Gnank Mapka 0,15 espo FK4145719
Kpyenas 2epbosas nevamew: /Homapuanvuas xonmopa 2-na fTedpo A. Kacaoo Mapmun. bapcenona/

A, NEAPO-AHXEJIb KACAJO MAPTHH, norapnyc Karanonckoli accoudauu HOTapHYCOB,
npoxusatoumi B r. bapcenone (MCITAHUA), YAOCTOBEPSIO:

Moanuunocts noanucy MAPHH 3YXEHHM BUHAHYEBOM MEPEC, cosepuensonetneit
rpaxaanky Henannn, yaocrosepenue nuutocTs Ne 37323062L.

MAPHSI DYXEHWS BUHAHYEBA TIEPEC aeiicTByeT OT HMEHH H NO NOPYMEHHIO KOMIAHHH
WJIAH® BACKYJAAP AEBANCH3 BAHOTEK, CJl» (LIFE VASCULAR DEVICES BIOTECH,
S.L.), yspexnenHoit # ocyimecTRIsOMEH CBOIO AEATENBHOCTh B COOTBETCTBHM.C 3aKOHOAaTenbcTBOM Hc-

. MaHKH, opHanYeckui anpec: Kamu-ae-Kaw’V6ay, 11 (Mpombinnentwii noanron Jlec-danbynsec) 08620 Canr-
Bucenc-aenc-Opre, Bapcenona, Henanna (Sant Viceng dels Horts, Poligono Industrial Les Fullulles, Cami de
Can Ubach, nimero 11, C.P. 08620), HHH: B-65405169, u sapeructpupoBaHnoii B KoMMepueckoM peectpe
Bapcenonni, Tom 42171, nnct 171, 3anuch Ne B-402656.

Ona pelicTByeT B KauecTBe NPEACTABHTENA Ha OCHOBAHHH AOBEPEHHOCTH, BHIIAHHOH HOTAPHYCOM T.
Bapcenonsl, [lenapo Anxenem Kacano Maprun 20 HoaGpa 2013 r., 3aperucTpHpoBaHHOH B peecTpe HOTa-
pHyca 3a Ne 2281,

A, norapuyc, noATBEPXKAAIO, YTO A BAAACK aHTIHIHCKHM A3BIKOM,

Kpome Toro, 1, HoTapuyc, CBHAECTEALCTBYIO, HTO MHOIO YCTAHOBJIEHA JIHYHOCTD JIHLA, MOANMKCaBIIIe-
IO ZOKYMEHT, M Ha 3TOM OCHOBAHHH YAOCTOBEPAIO NOMIMHHOCTH nozanucy MAPHU 3YXEHWU BUHA-
HYEBOI NEPEC.

r. Bapcenona, 20 ausapa 2021 r.,

3aperncTpHpoBaHO B peecTpe HOTapuyca 3a Ne 45/2021

Kpy2nas 2epbosas nevams: /Homapuarenas xonmopa 2-na Iedpo A. Kacado Mapmun Bapceaona/
/Tloonucs/ ‘

. Mapra: /Homapuam Eeponet * ['enepaionoiii cosem nomapuama Henanuu * 0262722135/

Mapka: /[Tevamp nezaruzayui u recumumayun * A022397897/
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lMepeBof AaHHOI0 TeKCTa BbIMO/IHEH MepeBogyYMKOM NaHKoBbIM AHApPeeM BMKTOpPOBMYEM.

MoAMNCH

Poccuiickaa Peaepauns
["opog MockBa.
[BeHanuatoro geBpans 4se Tbica4M ABafuUaTb LEpBOro roga.
A, TlMpokoweHkoBa EneHa EBreHbeBHa, HoTapuyc ropojga MOCKBbI, CBWAETENbCTBYIO
noA/IMHHOCTL NMoAnucKu nepesogunka lNaHkosa AHApea Buktoposnya.
Mognucb caenaHa B MOEM MPUCYTCTBUMN.
JInyHOCTbL NoAnncasLLero JOKYMEHT YCTaHOB/IEHA.

3apeructpuposaHo B peecTpe: Ne 21/86-H/77-2021-
YnnaueHo 3a coBeplueHue HotapuanbHoro aeicteus: 400 py6. 00 kon.

nouricCob MpoKolleHKoBa

MepboBas meyaTsb

HoTapuyca r. ey Aa O
M ocCKBbI

MpokoweHkoBoO E.E.

MpoLHYypoBaHo, MPOHYMEPOBAHO M CKpensieHo neyatbio 23 JINC/a,l0B).

noAarnnChb E.E. MNpOKOLLEHKOB;

E.E.T1poKoLueHKoBa
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