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INVADER PTCA Balloon Dilatation Catheter Rev. 03

Instructions for Use Date: January 22, 2024

INSTRUCTIONS FOR USE

INVADER PTCA Balloon Dilatation Catheter
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INVADER PTCA Balloon Dilatation Catheter Rev. 03

Instructions for Use Date: January 22, 2024

1. General information

1.1 Name

«INVADER™ PTCA Balloon Dilatation Catheter
In versions:

1. INVADER PTCA Balloon Dilatation Catheter with working length of 144 cm and
balloon (diameter x length): 1,25x6 mm;

2. INVADER PTCA Balloon Dilatation Catheter with working length of 144 cm and
balloon (diameter x length): 1,25x10 mm;

3. INVADER PTCA Balloon Dilatation Catheter with working length of 144 cm and
balloon (diameter x length): 1,25x12 mm;

4. INVADER PTCA Balloon Dilatation Catheter with working length of 144 c¢cm and
balloon (diameter x length): 1,25x15 mm;

5. INVADER PTCA Balloon Dilatation Catheter with working length of 144 cm and
balloon (diameter x length): 1,25x 20 mm;

6. INVADER PTCA Balloon Dilatation Catheter with working length of 144 cm and
balloon (diameter x length): 1,50x6 mm;

7. INVADER PTCA Balloon Dilatation Catheter with working length of 144 cm and
balloon (diameter x length): 1,50x10 mm;

8. INVADER PTCA Balloon Dilatation Catheter with working length of 144 cm and
balloon (diameter x length): 1,50x12 mm;

9. INVADER PTCA Balloon Dilatation Catheter with working length of 144 c¢m and
balloon (diameter x length): 1,50x15 mm;

10. INVADER PTCA Balloon Dilatation Catheter with working length of 144 c¢cm and
balloon (diameter x length): 1,50x20 mm;

11. INVADER PTCA Balloon Dilatation Catheter with working length of 144 cm and
balloon (diameter x length): 2,00x6 mm;

12. INVADER PTCA Balloon Dilatation Catheter with working length of 144 c¢cm and
balloon (diameter x length): 2,00x10 mm;

13. INVADER PTCA Balloon Dilatation Catheter with working length of 144 cm and
balloon (diameter x length): 2,00x12 mm;

14. INVADER PTCA Balloon Dilatation Catheter with working length of 144 cm and
balloon (diameter x length): 2,00x15 mm;

15. INVADER PTCA Balloon Dilatation Catheter with working length of 44 ¢m wnd
balloon (diameter x length): 2,00x20 mm;

16. INVADER PTCA Balloon Dilatation Catheter with working length of 144 c¢m and
balloon (diameter x length): 2,00x25 mm;

17. INVADER PTCA Balloon Dilatation Catheter with working length of 144 c¢m and
balloon (diameter x length): 2,25x6 mm;

18. INVADER PTCA Balloon Dilatation Catheter with working length of 144 cm and
balloon (diameter x length): 2,25x10 mm;

19. INVADER PTCA Balloon Dilatation Catheter with working length of 144 cmi and
balloon (diameter x length): 2,25x12 mm;

20. INVADER PTCA Balloon Dilatation Catheter with working length of
balloon (diameter x length): 2,25x15 mm;

21. INVADER PTCA Balloon Dilatation Catheter with working length of l44 cm and
balloon (diameter x length): 2,25x20 mm;
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INVADER PTCA Balloon Dilatation Catheter
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Instructions for Use

Balloon Dilatation Catheter
length): 2,25x25 mm;
Balloon Dilatation Catheter
length): 2,50x6 mm:;
Balloon Dilatation Catheter
length): 2,50x10 mm;
Balloon Dilatation Catheter
length): 2,50x12 mm;
Balloon Dilatation Catheter
length): 2,50x15 mm;
Balloon Dilatation Catheter
length): 2,50x20 mm;
Balloon Dilatation Catheter
length): 2,50x25 mm;
Balloon Dilatation Catheter
length): 2,50x30 mm;
Balloon Dilatation Catheter
length): 2,50x34 mm;
Balloon Dilatation Catheter
length): 2,75x6 mm;
Balloon Dilatation Catheter
length): 2,75x10 mm;
Balloon Dilatation Catheter
length): 2,75x12 mm;
Balloon Dilatation Catheter
length): 2,75x15 mm;
Balloon Dilatation Catheter
length): 2,75x20 mm:;
Balloon Dilatation Catheter
length): 2,75x25 mm;
Balloon Dilatation Catheter
length): 2,75x30 mm;
Balloon Dilatation Catheter
length): 2,75x34 mm;
Balloon Dilatation Catheter
length): 3,00x6 mm;
Balloon Dilatation Catheter
length): 3,00x10 mm;
Balloon Dilatation Catheter
length): 3,00x12 mm;
Balloon Dilatation Catheter
length): 3,00x15 mm;
Balloon Dilatation Catheter
length): 3,00x20 mm;
Balloon Dilatation Catheter
length): 3,00x25 mm;
Balloon Dilatation Catheter
length): 3,00x30 mm;
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INVADER PTCA Balloon Dilatation Catheter
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Instructions for Use

Balloon Dilatation Catheter
length): 3,00x34 mm;
Balloon Dilatation Catheter
length): 3,25x10 mm;
Balloon Dilatation Catheter
length): 3,25x12 mm;
Balloon Dilatation Catheter
length): 3,25x15 mm;
Balloon Dilatation Catheter
length): 3,25x20 mm;
Balloon Dilatation Catheter
length): 3,25x25 mm;
Balloon Dilatation Catheter
length): 3,25x30 mm;
Balloon Dilatation Catheter
length): 3,25x34 mm;
Balloon Dilatation Catheter
length): 3,50x10 mm;
Balloon Dilatation Catheter
length): 3,50x12 mm;
Balloon Dilatation Catheter
length): 3,50x15 mm;
Balloon Dilatation Catheter
length): 3,50x20 mm;
Balloon Dilatation Catheter
length): 3,50x25 mm;
Balloon Dilatation Catheter
length): 3,50x30 mm:
Balloon Dilatation Catheter
length): 3,50x34 mm;
Balloon Dilatation Catheter
length): 3,75x10 mm;
Balloon Dilatation Catheter
length): 3,75x12 mm:;
Balloon Dilatation Catheter
length): 3,75x15 mm;
Balloon Dilatation Catheter
length): 3,75x20 mm;
Balloon Dilatation Catheter
length): 3,75x25 mm;
Balloon Dilatation Catheter
length): 3,75x30 mm;
Balloon Dilatation Catheter
length): 3,75x34 mm;
Balloon Dilatation Catheter
length): 4,00x10 mm;
Balloon Dilatation Catheter
length): 4,00x12 mm;
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o ""‘*;‘j INVADER PTCA Balloon Dilatation Catheter Rev. 03

Instructions for Use Date: January 22, 2024

70. INVADER PTCA Balloon Dilatation Catheter with working length of 144 cm and
balloon (diameter x length): 4,00x15 mm;

71. INVADER PTCA Balloon Dilatation Catheter with working length of 144 c¢m and
balloon (diameter x length): 4,00x20 mm;

72.INVADER PTCA Balloon Dilatation Catheter with working length of 144 cm and
balloon (diameter x length): 4,00x25 mm;

73.INVADER PTCA Balloon Dilatation Catheter with working length of 144 cm and
balloon (diameter x length): 4,00x30 mm;

74. INVADER PTCA Balloon Dilatation Catheter with working length of 144 cm and
balloon (diameter x length): 4,00x34 mm;

75. INVADER PTCA Balloon Dilatation Catheter with working length of 144 cm and
balloon (diameter x length): 4,50x10 mm;

76. INVADER PTCA Balloon Dilatation Catheter with working length of 144 cm and
balloon (diameter x length): 4,50x12 mm;

77. INVADER PTCA Balloon Dilatation Catheter with working length of 144 cm and
balloon (diameter x length): 4,50x15 mm;

78. INVADER PTCA Balloon Dilatation Catheter with working length of 144 c¢cm and
balloon (diameter x length): 4,50x20 mm;

79. INVADER PTCA Balloon Dilatation Catheter with working length of 144 cm and
balloon (diameter x length): 4,50x25 mm; _

80. INVADER PTCA Balloon Dilatation Catheter with working length of 144 cm and
balloon (diameter x length): 4,50x30 mm;

81. INVADER PTCA Balloon Dilatation Catheter with working length of 144 cm and
balloon (diameter x length): 4,50x34 mm;

82. INVADER PTCA Balloon Dilatation Catheter with working length of 144 cm and
balloon (diameter x length): 5,00x10 mm;

83. INVADER PTCA Balloon Dilatation Catheter with working length of 144 cm and
balloon (diameter x length): 5,00x12 mm;

84. INVADER PTCA Balloon Dilatation Catheter with working length of 144 cm and
balloon (diameter x length): 5,00x15 mm;

85. INVADER PTCA Balloon Dilatation Catheter with working length of 144 c¢cm and
balloon (diameter x length): 5,00x20 mm».

1.2 Device description

INVADER PTCA Balloon Dilatation Catheter (hereinafter referred to as the catheter. PTCA
catheter, device) is a sterile, single-use, monorail, semi-compliant rapid exchange (Rx) dilatation
catheter for dilatation (predilatation) of target vessels at lesion sites during balloon angioplasty
and / or coronary artery stenting operations.

The balloon catheter consists of the proximal tube and distal tube with the balloon as a working
element.

The proximal tube is a single-lumen metal tube with outside polytetrafluorocthylene (P111)
coating. There are two marker bands on the proximal tube enabling the operator to visually
control the depth of balloon insertion relative to the puncture site (point of entry into the artery)
for the brachial (92 cm) or femoral (102 cm) artery, respectively. One end of the proximal tube
contains a hub (made in the form of a Luer port) connecting to the device for inflating/deflating

5
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INVADER PTCA Balloon Dilatation Catheter Rev. 03

Instructions for Use Date: January 22, 2024

the catheter balloon (indeflator) and pressure control in the balloon. The second end of the
proximal tube is rigidly connected to the distal tubeofthe balloon catheter.

The distal tube of the catheter has two lumens, one for inflation / deflation of the catheter
working element (balloon), and one for the guidewire, which serves as a guide for putting the
catheter into the target vessel. The lumen for the guidewire begins at the soft atraumatic tip and
ends after 27 cm with an exit to the distal tube outer surface. The distal part of the catheter,
except for the balloon and soft atraumatic tip, has a hydrophilic coating. The distal part of the
catheter contains two radiopagque marker bands labeling the beginning and end of the balloon
working length, which allows the operator to accurately position the balloon at the target vessel
lesion during the catheter use.

The balloon achieves its nominal dimensions (diameter) when filled the contrast fluid through
the Luer port at the proximal catheter end. Each device having a nominal balloon diameter and
length is accompanied with a table of the balloon diameter compliance depending on the
pressure created in the balloon by a pressure delivery device. The nominal pressure ("P) is a
pressure at which the balloon achieves its nominal diameter. The rated burst pressure (RBP) is a
pressure at which 99.95% of the balloons will remain intact. The range of pressure values from
nominal (NP) to rated burst pressure (RBP) is called the operating pressure range of the balloon.

The catheter is compatible with 0.356 £ 0.025 mm (0.014" inch) interventional guidewires and
guiding catheters with an outside diameter of at least 5F.

The effective catheter length is 144 cm. The range of catheters includes balloons from 1.25 mm
to 5.0 mm in diameter and from 6 mm to 34 mm in length (see Table 1).

Table 1. Catheter balloon size matrix

Balloon Length (mm)

6 10 12 15 20 25 30 34
1.25 \% y Yy Yy Yy
1.50 y Y y y y
2.00 y y y y y y
S alloon 2.25 y y y y y y
Diameter (mm) 2.50 y y y y y y y y
2.75 y y y y y y y y
3.00 y y y y y y y
3.25 y y y y y y
3.50 — y y y y y y
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3.75 Yy y \ y y
4.00 N \Y/ y \Y y y
4.50 / Yy y y \Y y y
5.0 Y Yy y

Note: The specified balloon diameter is outer diameter, and the balloon length is operating
length, both parameters apply to an inflated balloon at nominal pressure.

The catheter is a sterile single-use medical device (no maintenance required).

The catheters are sterilized with ethylene oxide gas.

The catheters do not contain materials of animal or human origin.

The catheters do not contain drugs.

The catheter localization in the patient's body may be done by means of fluoroscopy.
Radiation, electromagnetic and magnetic fields do not affect the device.

1.3 Information about the manufacturer and production site

Manufacturer: Alvimedica Tibbi Uriinler San.ve Di§ Tic. A.8.

Manufacturer's legal address: Istanbul Trakya Serbest Bolgesi, Ferhatpa®a SB Mahallesi
Atatdrk Bulvari No: 16 34540 gatalca-Istanbul TURKIYE

Phone: +90 212 786 60 80

E-mail: info@alvimedica.com

Production site: Alvimedica Tibbi Urunler San.ve Di§ Tic. A.$., Istanbul Trakya Serbest
Bolgesi, Ferhatpa®a SB Mahallesi Ataturk Bulvari No; 16 34540 "atalca-Istanbul TURKIYE

1.4 Device classification

According to Directive MDD 93/42/EEC of June 14, 1993. Annex IX, Rule 6, the balloon
dilatation catheter is an invasive, sterile medical device used in direct contact with the central
circulatory system. Therefore, it is classified as a medical device of Class Ill risk. The device is
CE marked.

1.5 Type of body contact

The catheter is a device having a short-term contact with the circulating blood.

2. Intended use, operating places and potential consumers

Intended use: For use in percutaneous transluminal coronary angioplasty (PTCA) to dilate a
stenotic coronary artery by controlled balloon inflation at its distal end.

Operating places: Medical treatment and preventive care institutions.

Potential consumers: Physicians in medical treatment and preventive care institutions.
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3. Operating principle

The device is a percutaneous transluminal coronary angioplasty (PTCA) catheter using hydraulic
pressure to dilate stenotic lesions and facilitate expansion of the stent after delivery. Afier
flushing the lumen of the guide and filling the inflation/deflation lumen of the balloon with
contrast agent solution, the catheter is inserted over the 0.356 £+ 0.025 mm (0.014" inch) PTCA
guide through the guiding catheter and placed across the lesion. Radiopaque markers help to
correctly position the balloon across the lesion. In accordance with standard PTCA procedures,
the balloon is inflated with a 50% contrast medium and 50% heparinized saline solution using an
indeflator. If necessary, depending on the fluoroscopy data, inflation of the balloon is repeated.
Care must be taken not to exceed the balloon rated burst pressure.

After the procedure is completed, the balloon is deflated and the PTCA balloon catheter is
removed.
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4. Indications for use

- The catheters are intended for dilating stenotic atherosclerotic lesions in coronary arteries or
vascular bypass grafts to increase myocardial perfusion;
- Patients should be eligible for coronary bypass surgery;
- The catheters are indicated for patients with single-artery non-calcified atherosclerotic lesions
that can be dilated using a PTCA catheter.
- This procedure can also be indicated for certain patients who have multi-artery disease, and for
patients who have undergone aorta-coronary bypass surgery but still have:

- recurrent symptoms;

- progressive coronary artery disease;

- stenosis or obstruction in bypass grafts.

5. Contraindications

The catheter use is contraindicated for patients:

- not eligible for coronary bypass surgery

- with fully obstructed coronary arteries

- with diffuse lesions

- with severe stenosis of the left main coronary artery.

6. Adverse events

- Dissection of the coronary artery

- Tearing, perforation of, or damage to the coronary artery

- Complete obstruction of the coronary artery or bypass graft
- Thrombosis of the coronary artery

- Unstable angina

- Acute myocardial infarction

- Restenosis of the dilated artery

- Spasm of the coronary artery

- Arrhythmias, including ventricular fibrillation

- Hemorrhage and hematoma

- Drug reactions, allergic reaction to contrast agents used during the procedure;
- Hypertension or hypotension

- Infection

- Arteriovenous fistula

- Embolism

- Death

- Urgent coronary artery bypass graft surgery

- Renal failure

7. Personnel qualification

The catheters should only be used by experienced physicians trained in PTCA operations.
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8. Warnings / Precautions

- The catheters are designed for single use only, reuse is prohibited.

- Resterilization is prohibited.

- Do not use a catheter that has been exposed to the sunshine or stored in non-recommended
conditions.

- Do not use a catheter after the expiry date printed on its packaging.

- Use diluted contrast medium only.

- Do not use air or any other gas to inflate the balloon.

- Check the packaging for any damage. Do not use the catheter if the integrity of the sterilization
packaging is violated.

- When using the catheter, avoid its coming into contact with non-sterile surfaces.

- Do not exceed the rated burst pressure indicated in the Instructions for Use when inflating the
balloon.

- The inflated balloon diameter at the points limiting the stenotic area from the proximal and
distal side should not exceed the determined value.

- The catheters should only be used by experienced physicians trained in PTCA operations.

- Appropriate anticoagulation and vasodilatation therapy should be given prior to catheterization.

- The PTCA operation should only be performed in medical treatment and preventive care
institutions having necessary equipment for emergency coronary bypass surgery in case of
severe complications.

- Do not tighten the hemostatic adapter in the Y-connector, as this can compress the shaft, thus
impeding the inflation and deflation of the balloon.

- All procedures to be done after the catheter introducing into the body should be performed
under fluoroscopic control. Do not move the catheter until the balloon is completely deflated. If
any resistance is encountered during the procedure, stop and try to identify the cause and then
gradually advance the balloon catheter avoiding kinking of its proximal part. If you fail to
identify the cause, remove the entire system.

- Do not use Ethiodol or Lipiodolc contrast media.

- Do not treat the catheter with organic solvents (such as alcohol, etc.).

9. Delivery set

The device delivery set includes:
- Catheter in the sterilization packaging - | pc.;
- Instructions for Use - 1 pc.

10. Instructions for Use

10.1 Selecting the right catheter size

- When choosing a catheter, special attention should be paid to the balloon diameter. |*hc
diameter of the catheter balloon inflated at nominal pressure should not exceed the coronary
artery diameter of the at the points adjacent to the stenotic area on the proximal and distal side.
The catheter shall be chosen is by a qualified physician with specialized medical education based
on the indications, type and features of the forthcoming manipulations with the device.

10
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10.2 Preparation

- Prepare an inflation solution of a 1:1 mixture of contrast material and sterile saline solution.

- Fill a 20 cc syringe (not included in the delivery set) with approximately 10 cc of the saline
solution.

- Place a needle (not included in the delivery set) on the syringe. and then caretully insert the
needle through the distal tip of the catheter and flush the guidewire lumen.

- Attach the stopcock (not included in the delivery set) to the catheter hub.

- Attach the syringe to the stopcock and then turn the syringe vertically so that its plunger is at
the top. Pull the plunger and purge the balloon of air.

- Continue suction with the syringe for 15-20 seconds, making sure that no air bubbles appear
in the diluted contrast material.

- Careftully stop suction.

- Repeat the process if required.

- Exert negative pressure and then switch off the stopcock.

- Make sure that no air cnters the system, and attach the inflation device to the catheter.
Switch on the stopcock, inflate the balloon to nominal pressure. and then check the integrity
of the catheter.

- Exert negative pressure and then switch oft the stopcock.

10.3 Insertion of the catheter

- Using the hemostatic valve (not included in the delivery set). attach the Y-connector to the
guiding catheter already inserted in the artery.

- Pass the guidewire (not included in the delivery set) through the guiding catheter (not
included in the delivery set), advance and then place it as required.

- Gently tighten the hemostatic valve of the Y-connector on to the guidewire so as to prevent
unintended movement of the guidewire.

- Insert the rear tip of the guidewire in the distal tip of the catheter and attach it to the catheter.
The rear tip of the guidewire will come out at approximately 27 cm proximal to the
catheter’s distal tip.

WARNING: Kissing balloon: Bench tests have shown that two catheters with 4 mm diamcter
can be inserted in a 6F (or larger) guide catheter.

- Loosen the hemostatic valve of the Y-connector and advance the catheter towards the distal
part of the guiding catheter.

WARNING: Always advance the PTCA catheter when it is deflated and placed over the
guidewire.

- Do not tighten the hemostatic valve of the Y-connector too much. as this may prevent the
passage of the contrast material through the balloon inflation lumen. thus resulting in the
prolongation of the balloon deflation/inflation time.

- Using standard angioplasty techniques, continue the procedure under fluoroscopy.
Radiopaque markers can help to better position the balloon in the stcnosis.

11
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WARNING: It is recommended that the guidewire and/or PTCA catheter remain within the
lesion until the dilatation is completed. The balloon deflation/inflation time may vary depending

on the viscosity of the contrast medium.
10.4 Removal of the catheter

- Loosen the hemostatic valve of the Y-connector.

- Hold the hemostatic valve and guidewire with one hand, and the catheter shaft with the other

hand.

- Whilst keeping the guidewire immobile in order to maintain its position in the coronary
artery, remove the PTCA catheter from the guiding catheter.

WARNING: During the removal, check the position of the guidewire by means of fluoroscopy.

- Switch on the hemostatic valve of the Y-connector.
- If necessary, prepare another PTCA catheter and repeat the dilatation process.

11. Device specifications
The device specifications are presented in Table 2.

Table 3. Device specifications

# | Specification

Value

Device specifications

Effective length of the catheter (L)*
01 * detailed dimensioning specifications
of the device are given in clause 12

1440 +0/-150 mm

Designation of the cylinder length (for
indication in the documentation and on

nominal pressure (NP)

the label) o
02 * The dimensions of the main parts of 6,10, 12,15, 20,25, 30, 34 mm £ 10 %
the catheter balloon are shown in Table
A2
Designation of the cylinder diameter 1.25, 1.50, 2.00, 2.25, 2.50. 2.75, 3.00, 3.25.
(for indication in the documentation and 3.50, 3.75.4.00, 4.50. 5.00 mm % 6 %
03 on the label)
* The effective diameter of the cylinder
corresponding to the pressure created
inside is shown in Table 4.
6mm:S5<L<7mm
1I0mm:9<L <11 mm
12mm: 11 </ <13 mm
04 Effective length of the balloon at ISmm: 14 <L <16 mm

20mm: 19<L <21 mm
25 mm: 24 <L <26 mm
30 mm: 29 <L <31 mm
34 mm: 33 <L <35mm

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Specification
Outer diameter of the distal tube
Outer diameter ofthe proximal tube
Outer diameter ofthe distal tip
Atraumatic tip shape
Minimum internal diameter of a
compatible conductive catheter
Compatible guidewire diameter

Distance from the middle of the first
radiopaque balloon marker to the
middle of the second radiopaque
balloon marker

Nominal pressure of the balloon (NP)
Rated burst pressure (RBP)

Inflation time of the balloon
Deflation time of the balloon

Burst strength of the balloon

Tensile force of tested parts of the
catheter: catheter tip detachment
Tensile force of tested parts of the
catheter: break of the connection
between the proximal and distal tube of
the catheter**

Tensile force of tested parts of the
catheter: break of the connection of the
proximal tube and hub**

Appearance of the catheter

Appearance
Stylet Diameter

Length

Appearance
Clip PP

Number of holes

& 000 LHPMH (7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Value
2,7F* /0,9 mm % 0,25 mm
1,78F* / 0,6 mm £ 0,25 mm
0,017" /0,43 mm % 0,25 mm
must be rounded, conical

5F*/ 1,422 mm %= 1%

0.356 = 0.025 mm (0.014" inch)
Distance between the

Balloon length, mm marker bands, mm

6 mm 6+01mm
10 mm 10£ 0,1 mm
12 mm 12 £ 0,1 mm
15 mm 15+ 01 mm
20 mm 20 £ 0,1 mm
25 mm 25+ 0,1 mm
30 mm 30+ 0,1 mm
34 mm 3401 mm

8 atm (Nl kPa)
16 atm (1621 kPa)
<15s
<15s
The balloon must withstand a minimum of
10 rated burst pressure cycles

>3.0N

>5.0N

> 150N

The catheter should be free of kinks, cuts
and contaminants. The thermal welding
sites should be even and have smooth
transitions. The balloon should have no
damage. The Luer port must be free of
burrs, air bubbles, damage, drips, cracks,
etc.
Should be free of burrs, damage, cracks,
etc.
0,36 £ 0,07 mm
295 £ 3 mm

Should be free of burrs, air bubbles,
damage, drips, cracks, etc.

3 pieces.
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* Value according to the French scale (Charriere scale)

Strain relief

INVADER PTCA Balloon Dilatation Catheter

Instructions for Use

S pecification
Diameter of holes
Length
Width
Height

Appearance

Outer diameter
Inner diameter

Length

Must be free of burrs, air bubbles, damage,
drips, cracks, etc.

** Connection points of the catheter parts are shown in Figure 3

Value

Rev. 03

Date: January 22, 2024

3,8+ 0,1 mm
19+ 1,5 mm
8,5 0,15 mm
53+ 0,15 mm

45 + 0,05 mm
3,2+ 0,07 mm
145 £+ 5 ¢cwm

Effective balloon diameters corresponding to the pressure created inside are presented in Table

3.

Table 3. Balloon compliance table

Pressure
(atm)

8*

10
11
12
13
14
15

16%*
17
18
19

20

Pressure
(kPa)
507
608
709
811
912
1013
1115
1216
1317
1419
1520
1621
1723
1824
1925

2027

1.25
1,17
1,20
1,22
1,24
1,27
1,30
1,33
1,36
1,40
L43
1,47
1,51
1,55
1,59
1,65

1,73

1.50
1,37
1,40
1,45
1,48
1,52
1,55
1,58
161
1,64
1,67
171
1,75
1,79
1,83
1,88

1,92

ANominal pressure ofthe balloon (NP)
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2.00
1,88
1,92
1,97
2,01
2,04
2,07
2,10
2,12
2,15
2,18
2,21
2,24
2,28
2,31
2,35

2,39

2.25
2,03
2,09
2,15
2,21
2,26
2,30
2,33
2,37
2,40
2,43
2,47
2,50
2,54
2,57
2.61

2,64

Diameter of the balloon (mm)

2.50
2,40
2,46
2,51
2,56
2,60
2,63
2,66
2,68
2,71
2,74
2,77
2,80
2,84
2,87
2,90

2,94

2.75
2,63
2,68
2,73
2,76
2,80
2,83
2,85
2,87
2,90
2,92
2,94
2,97
3,00
3,03
3,06

3,09

3.00
2.86
2,93
2,98
3.02
3,06
3,09
3,12
3,14
3,16
3,19
3,22
3,24
3,27
3,29
3,32

3,35

3.25
3,02
3,09
3,16
3,22
3,26
3,30
3,33
3,36
3,40
3,42
3,46
13,49
3,52
3,56
3,59

3,62

3.50
3,34
3,41
3,46
3,5!
3,55
3,58
3,60
3,63
3,65
3,68
3,70
3,73
3,76
3,78
3,81

3,84

3.75
3,47
3,57
3,66
3,74
3,80
3,85
3,90
3,93
3,96
3,99
4,02
4,05
4,08
411
4,13

4,15

4.00
3,84
3,91
3,96
4,01
4,05
4,08
411
4,14
4,17
4,19
4,22
4,24
4,27
4,30
4,33

4,36

4.50
4,29
4,38
4,45
4,51
4,55
4,59
4,62
4,65
4,68
4,70
4,74
477
4,80
4,83
4,86

4,89

5.0
4,64
4,79
4,91
5,02
5,11
5,18
5,24
5,30
5,34
5,39
5,42
5.47
5,51
5,54
5,57

5,61
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** Rated burst pressure of the balloon (RBP)

Corrosion resistance

Metal parts of catheters are not corrodible. After testing catheters according to the method
specified in Annex A of ISO 10555-1 standard, metal parts of the catheter shall be free from

corrosion.
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12. Schematic representation of the device

C;, K F . F

i !

« ¢
B
C
D

Figure 1. Schematic representation of the catheter

Table Al. Main parts of the catheter with their sizes

# Ref Description Value
1 A Effective length of the catheter 1440 +0/-150mm
2 B Distance from the atraumatic tip to the Rx port 270 £ 5 mm
3 c DlstaTnce from the atraumatic tip to the first marker band of the 920 + 60 mm
proximal tube
b Dlstance_ from the atraumatic tip to the second marker band of 1020 + 60 mm
the proximal tube
5 E Outer diameter of the distal tip 0,017V 0,43 mm £0,25 mm
6 F Outer diameter of the distal tube 2,7F /0,9 mm % 0,25 mm
7 G Outer diameter of the proximal tube 1,78F / 0,6 mm £ 0,25 mm
8 * Detailed dimensioning specifications of the balloon
H Catheter balloon .
are shown on Figure 2
9 I Rx port For information only
10 n Luer port Inner diameter is 3,9 + 0,5 mm
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1 K Length of the proximal tube marker band

Table A2. Main parts of the catheter balloon with dimensions

Ne  Letter symbol
1 A

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

Description

Atraumatic tip length

1

Distance from the end of the balloon cones to the middle of
radiopaque markers

Rev. 03

Date: January 22, 2024

Outer diameter is 7,8 + 0,5 mm
Cone 6%
10+ 1 mm

Value
2,75 £ 0,25 mm
Diameter of the
balloon, mm
1.25 1,25+0,i
1.50 1.50+0,1
2.00 2.00£0,1

Value, mm
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Description

Distance from the middle of the first marker to the middle of the
second radiopaque balloon marker
Length of the radiopaque marker band

B c

Figure 3. Connection points of the catheter parts

Rev. 03

Date: January 22, 2024

* dimensioning specifications see
in item 11 of Table 3

D

2.25
2.50
2.75
3.00
3.25
3.50
3.75
4.00
4.50
5.00

Va ue

2.25 0,1
2.50%0,I
2.75 0,1
3.00 0,1
3.25 +0,1
3.50+0,1
3.75+0,1
4.00 +0,1
4.50+0,1
5.00 +0,1

1,016 £0,102 mm

A -junction ofthe atraumatic tip, B -junction of the proximal part of the balloon, C -junction ofthe catheter proximal and distal tube, D -junction

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

ofthe proximal tube and connecting module
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13. Labeling

Labeling is performed by printing the basic data about the device on the labels attached to the
device sterilization, packaging, and transportation boxes.

13.1 Labeling of the sterilization packaging
The labeling of the sterilization packaging should contain:

Description Symbol
Company Logo -
Product Name (including the Russian version) -
Schematic Representation of the Product with Dimensions in mm -
Balloon Compliance Table -

Designation ofthe cylinder diameter (mm) O
. . . BALLOON
Cylinder length designation (mm) 7 — A
Catalogue Number REF
Batch Code LOT
Date of Manufacture Anfun
Use by
Minimum Guiding Catheter Size MGCS
RATED BURST
Rated Burst Pressure PRESSURE
Compatible Guidewire Diameter 3UIDEWIREO]
Sterilization with ethylene oxide STERILE EO
Contents O
mM0"'C
Storage temperature range +10°C - +40°C 10c A
Avoid exposure to sunlight. #
Avoid exposure to moisture
w
Caution. A
Prescription only-device restricted to use by or on order of a physician. Rxonly
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Description

Consult instructions for use.

Do not reuse.

Do not use if package is damaged.

Do not resterilize

Barcode
Identification labels

Manufacturer
Authorised Representative in the European Community

CE Mark

Company Website

Rev. 03

Date: January 22, 2024

Symbol

EC REP

Date and number of the Registration Certificate (specified on an additional

label)

Information about the Authorized Representative in Russia (specified on an

additional label)

Label abbreviations:

atm - atmosphere

mm - millimeter

NP - Nominal Pressure

RBO - Rated Burst Pressure
inch

There must be two identification stickers on the sterilization packaging label. Identification
stickers should bear the following information: brand name of the catheter, balloon diameter
(mm), balloon length (mm), Catalogue Number, Batch Code, and Use by symbols, as well as
barcode. After percutaneous transluminal coronary angioplasty, the physician shall put one
identification sticker in the patient's medical record, and another one in the operation log.
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PTCA BALLOON DILATATION CATHETER
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Figure 4. Labeling of the sterilization packaging

13.2 Labeling of the packaging box

Labeling of the packaging box must contain:

fvgtDescription

Company Logo

Product Name (including the Russian version)
Schematic Representation of the Product with Dimensions in mm

Balloon Compliance Table

Designation ofthe cylinder diameter (mm)

Cylinder length designation (mm)
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fvgtPescription Symbol
Date and number of the Registration Certificate (specified on an additional

label)
Information about the Authorized Representative in Russia (specified on an
additional label)
Label abbreviations;
atm - atmosphere
mm - millimeter
NP - Nominal Pressure
RBO - Rated Burst Pressure
inch

There must be two identification stickers on the packaging box label identical to those on the
sterilization packaging, which stickers are duplicate. Those identification stickers should bear the
following information: brand name of the catheter, balloon diameter (mm), balloon length (mm),
Catalogue Number, Batch Code, and Use by symbols, as well as barcode. After percutaneous
transluminal coronary angioplasty, the physician shall put one identification sticker in the
patient's medical record, and another one in the operation log.

The labeling of the packaging box for devices delivery to the Russian Federation should be
provided with an additional sticker.

Layout of the additional sticker to be put on the packaging box for devices delivery to the
Russian Federation:

KaTeTep 6annoHHbIA ANs YPeCKOXXHOW TPaHC/IOMWHANbHON KOPOHApPHOWM aHrmonnacTukm Invader

PTCA, ¢ paboueii gnuHoi 144 cm 1 6annoHOM (AnaMeTp X 4/IMHA):

ApPTUKYN: yKasaH Ha ynakoBke

[ata n3roToBneHund; ykaszaHa Ha ynakoske Mcnonb3oBaTb A0: YKaszaHO Ha ynakoBKe

YNONHOMOYEHHbI npeactaBuUTENb NPOU3BOANTENA Ha TEPPUTOPUN PoD:

O6uwecTBo ¢ ohaHWYEHHOW OTBETCTBEHHOCTbH HAy4YHO-NPOW3BOACTBEHHOE 06befnHeHUe «[eoct» (OO0 HIMO
«[leoct»)

KO puguyeckunii agpec ynonaHOMOYEHHOrO NpeACTaBUTENS MPOW3BOAUTENA Ha Tepputopum P®: Poccus,
142290, MockoBckasa obnacTb, ropog lNyuwunHe, npocnekT Hayku, gom 3, nomelw,eHne 4, KOMHaTa 22, atax 4

MHH: 5039003073 KIMMM: 503901001 TenedoH: 8 (495) 540-40-04 E-mail: deost@ deost.ru

PY Ne / oT . . r.

Content translation:

INVADER PTCA Balloon Dilatation Catheter, 144 cm working length with balloon (diameter x length): (size
indicated on the packaging)
Article: indicated on the packaging
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INVADER PTCA Balloon Dilatation Catheter Rev. 03

Instructions for Use Date: January 22, 2024

M anufacturing date: indicated on the packaging Use by: indicated on the packaging
Authorized representative ofthe manufacturer in the Russian Federation:

Limited Liability Company Research and Production Association "Deost” (LLC NPO "Deost”)
Legal address of the authorized representative of the manufacturer in the Russian Federation:
Russia, 142290, Moscow Region, Pushchino, Prospect Nauki, building 3, suite 4, office 22. floor 4
INN: 5039003073 KPP: 503901001 Phone: 8 (495) 540-40-04 E-mail: deost@ deost.ru

Registraion Certificate No. / of

INTERVENTIONAL CARDIOLOGY

AT iR

AP«acT>*ures»

InvaderPTCA

ION CATHETER

@ 2.25 25 Amoom

ft,
2 —— PA7
2,25 mm A
25mm iHscfl  8F p
NARRA 255 i$ atm
A . ItiB e
It iilu L Hill '
INE* d3 2Q21-59
Uz g 2324-09
ce
I oo Cll ® ® ©

Figure 9. Labeling of the packaging box
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INVADER PTCA Balloon Dilatation Catheter Rev. 03

Instructions for Use Date: January 22, 2024

13.3 Labeling of the transportation packaging

The handling signs "Top", "Keep away from moisture”, "Fragile, careful” should be applied to
the transport package.

Figure 10. Labeling of the transportation box

14.4 Luer port labeling

The Luer port must bear the following information: brand name of the catheter, balloon diameter
(mm), balloon length (mm).
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INVADER PTCA Balloon Dilatation Catheter

Instructions for Use

Rev. 03

Date: January 22, 2024

14. National and international standards

The list of standards used in the medical device development and production is given in Table 5.

Table 4. List of applicable standards

No.

01

02

03

04

05

06

07

08

09

10

1

12

13

EN

EN

EN

EN

EN

EN

EN

AC:

EN

EN

EN

AC:

EN

EN

EN

Standard Number

556-1:2001 / AC:2006

1041:2008 Al:2013

1422:1997+A1:2009

62366:2008

20594-1:1993

ISO 10555-1:2009

ISO 10993-1:2009/
2010

ISO 10993-4:2009

ISO 10993-5:2009

ISO 10993-7:2008/
2009

ISO 10993-11:2009

ISO 10993-12:2012

ISO 11135-1:2007

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Standard Title

Sterilization of medical devices - Requirements for
medical devices to be designated "STERILE" - Part 1
Requirements for terminally sterilized medical devices

Information supplied by the manufacturer of medical
devices

Sterilizers for medical putoses - Ethylene oxide
sterilizers - Requirements and test methods

Medical devices - Application of usability engineering
to medical devices

Conical fittings with a 6 % (Luer) taper for syringes,
needles and certain other medical equipment - Part 1:
General requirements (ISO 594-1:1986)

Sterile, single-use intravascular catheters - Part 1:
General requirements (ISO 10555-1:1995, including
Amd 1:1999 and Amd 2:2004

Biological evaluation of medical devices - Part I:
Evaluation and testing

Biological evaluation of medical devices - Part 4:
Selection of tests for interactions with blood

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

Biological evaluation of medical devices - Part 7:
Ethylene oxide sterilization residuals

Biological evaluation of medical devices - Part 11:
Tests for systemic toxicity

Biological evaluation of medical devices - Pan 12:
Sample preparation and reference materials

Sterilization of health care devices - Ethylene oxide -
Part 1. Requirements for development, validation ixad
routine control of a sterilization process for medical
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No.

14

15

16

17

18

19

20

21

22

23

24

25

26

27

INVADER PTCA Balloon Dilatation Catheter Rev. 03

Standard Number

EN ISO 11607- 1:2009

EN ISO 11607-2 :2006

EN ISO 13485: 2016

EN ISO 14971: 2012

EN ISO 25539-2:2009

ISO 80369-7:2016

ISO 6009: 2016

ISO 10555-1-2013

ISO 10555-4-2013

ISO 10993-10:2010

ISO 11135: 2014

ISO 13485 :2016

ISO 14644-1:2015

ISO 14644-2:2015
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Standard Title

devices

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

Packaging for terminally sterilized medical devices -
Part 2: Validation requirements for forming, sealing
and assembly processes

Medical devices - Quality management systems -
Requirements for regulatory pudoses

Medical devices - Application ofrisk management to
medical devices

Cardiovascular implants - Endovascular devices - Part
2: Vascular stents

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

Hypodermic needles for single-use - Colour coding for
identification

Intravascular catheters - Sterile and single-use catheters
- Part 1: General requirements

Intravascular catheters - Sterile and single-use catheters
- Part 4: Balloon dilatation catheters

Biological evaluation of medical devices - Part 10:
Tests for irritation and skin sensitization

Sterilization of health care devices - Ethylene oxide -
Requirements for the development, validation and
routine control of a sterilization process for medical
devices

Medical devices - Quality management systems -
Requirements for regulatory pugoses

Cleanrooms and associated controlled environments -
Part 1. Classification of air cleanliness by particle
concentration

Cleanrooms and associated controlled envirouineiits -
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No.

28

29

30

31

32

33

34

35

36

37

38

39

40

41

INVADER PTCA Balloon Dilatation Catheter

Instructions for Use

Standard Number

ISO 14644-3:2005

ISO 14644-4:2001

ISO 14698-1:2003

ISO 15223-1:2016

BS EN ISO 10993-10:2013

BS ENISO 25539-2:2012

CAN/CSA-ISO 13485:2003
ASTMD618-13

ASTMD 638-14

ASTMD 642-15

ASTM D 999 - 08

ASTM D 3078-02

(Reapproved 2008)

ASTMD 4169-2016

ASTMD 4332-14
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Standard Title

Part 2: Monitoring to provide evidence of cleanroom
performance related to air cleanliness by particle
concentration

Cleanrooms and associated controlled environments -
Part 3: Test methods

Cleanrooms and associated controlled environments -
Part 4: Design, construction and start-up

Cleanrooms and associated controlled environments -
Biocontamination control - Part 1. General principles
and methods

Medical devices - Symbols to be used with medical
device labels, labelling and information to be supplied -
Part 1. General requirements

Biological evaluation of medical devices - Part 10:
Tests for irritation and skin sensitization

Cardiovascular implants - Endovascular devices - Part
2: Vascular stents

Medical Devices - Quality Management Systems -
Requirements for Regulatory PudgoBes

Standard Practice for Conditioning Plastics for Testing
Standard Test Method for Tensile Properties of Plastics

Standard Test Method for Determining Compressive
Resistance of Shipping Containers, Components, and
Unit Loads

Standard Test Methods for Vibration Testing of
Shipping Containers

Standard Test Method for Determination of Leaks in
Flexible Packaging by Bubble Emission
Standard Practice for Performance Testing of Shipping

Containers and Systems (non-monetary information)

Standard Practice for Conditioning Containers,
Packagings, or Packaging Components for I'esUng
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42

43

44

45

46

47

48

49

50

51

52

53

54

55

INVADER PTCA Balloon Dilatation Catheter

Instructions for Use

Standard Number

ASTMD4728- 17

ASTM D 5276 - 98 -
Reapproved 2009

ASTM D 5487-2016

ASTM D 6344 - 04 -
Reapproved 2017

ASTM F 88-F 88 M-15

ASTM F 640-12

ASTMF 1886-F 1886M -09

ASTMF 1980-2016

ASTM F 1984-99
(Reapproved 2013)

ASTM F 2065-00
(Reapproved 2010)

ASTMF 2096-11

ASTMF 2097-16

ANSI ASQZ1.4:2013

ANSI ASQZI1.9-2008
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Standard Title

Standard Test Method for Random Vibration Testing of

Shipping Containers

Standard Test Method for Drop Test of Loaded
Containers by Free Fall (mandatory and non-monetary
information)

Standard Test Method for Simulated Drop of Loaded
Containers by Shock Machines

Standard Test Method for Concentrated Impacts to
Transport Packagings

Standard test method for seal strength of flexible
barrier materials'

Standard Test Methods for Determining Radiopacity
for Medical Use (non-monetary information)

Standard Test Method for Determining Integrity of
Seals for Flexible Packaging by Visual Inspection

Standard Guide for Accelerated Aging of Sterile
Barrier Systems for Medical Devices

Standard Practice for Testing for Whole Complement
Activation in Serum by Solid Materials

Standard Practice for Testing for Alternative Pathway
Complement Activation in Serum by Solid Materials

Standard Test Method for Detecting Gross Leaks in
Packaging by Internal Pressurization (Bubble Test)

Standard Guide for Design and Evaluation of Primary
Flexible Packaging for Medical Device

Sampling Procedures and Tables for Inspection by
Attributes

Sampling Procedures and Tables for Inspection by
Variables for Percent Nonconforming
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15. Transportation, storage and use conditions

15.1 Transportation conditions

Transportation conditions:

Ambient temperature: - 5°C to + 40°C.
Relative air humidity: no more than 80%.
Atmospheric pressure: 84 to 106.7 kPa

Keep away from moisture and direct sunlight.

15.2 Storage conditions
Store in a cool, dry and dark place in the original packaging.

Storage conditions:

Ambient temperature: + 10°C to + 40°C.
Relative air humidity: no more than 80%.
Atmospheric pressure: 84 to 106.7 kPa

Keep away from moisture and direct sunlight.

15.3 Use conditions
The devices are manufactured for use in a biological environment in the temperature range from

32°Cto42°C.

16. Sterilization, cleaning and disinfection

The device is supplied sterile. Sterilization parameters: Gas sterilization method (cthylene
oxide).

The device is non-pyrogenic.

The device is non-toxic.

The device is a sterile single-use medical device (cleaning and disinfection is not applicable).
Re-sterilization of the device is prohibited.

Reuse is prohibited.

22. Disposal information

After use, all components of the device must be disposed of in accordance with the guidelines
governing disposal of such devices and applicable waste control regulations.

Expired devices, damaged devices or their parts shall be destroyed as Class A medical waste
(epidemiologically safe waste similar in composition to municipal solid waste) in accordance
with SanPiN 2.1.3684.

Used devices shall be destroyed as Class B medical waste (epidemiologically hazardous waste)

in accordance with SanPiN 2.1.3684.
30

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



INVADER PTCA Balloon Dilatation Catheter Rev. 03

Instructions for Use Date; January 22, 2024

23. Guaranteed Shelf Life

Guaranteed shelf life of the devices is 3 years from the date of sterilization.

24. Warranty

The manufacturer guarantees that all of its devices at the time of delivery are free from defects
due to the material quality and manufacturing process.

The manufacturer emphasizes that this device is for single use only (no maintenance is
applicable), and makes no warranties, representations or conditions, either express or implied
(including any warranties of merchantability or usability for a particular purpose) relating to the
reuse of this device. Moreover, the manufacturer assumes no obligations or liability for
incidental or consequential damage that may result from reuse of the device.

Manufacturer: Alvimedica Tibbi Urunler San.ve Di§ Tic. A.$.

Manufacturer’s legal address: Istanbul Trakya Serbest Bolgesi, Ferhatpa8a SB Mahallesi
Ataturk Bulvari No: 16 34540 (Matalca-Istanbul TURKIYE

Phone: +90 212 786 60 80

E-mail: info@alvimedica.com

Production site: Alvimedica Tibbi Urunler San.ve Di§ Tic. A.$., Istanbul Trakya Serbest
Bolgesi, Ferhatpa8a SB Mahallesi Ataturk Bulvari No: 16 34540 Qatalca-istanbul TURKIYE

As to questions on the medical device quality within the Russian Federation, please contact
the authorized representative of the manufacturer in the Russian Federation.

Send claims to:
Authorized representative of the manufacturer in the Russian Federation:

Limited Liability Company Research and Production Association "Deost” (LLC NPO "Deost")
Legal address of the authorized representative of the manufacturer in the Russian

Federation:
Russia, 142290, Moscow Region, Pushchino, Prospect Nauki, building 3, suite 4, office 22, floor
4

INN: 5039003073 KPP: 503901001
Phone: 8 (495) 540-40-04
F-mail: deost@ deost.ru
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[[lepeeod c mypeyxoco a3vika na pyccruii a3wix)

[/Toecomun komnanuu «Apsumeouxa» (Alvimedica)] [LLImaun: [LLmawn:
Wmeetcs penvednas 30 susaps 2024 r.]
neyarb]

[LLImawn: Typeukas Pecnybianka [LUmayn: Ne 01143
MNATAA HOTAPHAJIBHAA KOHTOPA B
BEHOIY

Menxnaucu Mebycan Kaa., Ne 33, Canunasapsl,
Beiiorny, Ctambyn
(Meclisi Mebusen Cad. No: 33 Salipazari-
Beyoglu/istanbul)
Tenedon: (0212) 251 69 84-85
®akc: 249 24 00

beyogluSnoter@gmail.com]

Jnsa npeacrasnenns no tpeboBanuio
B KOMIIETEHTHbLIE OpPraHbl 3ApaBooxpaneHun Poccniickoii Megepauun

HacToswum s noATBEpXKIAIO, YTO COAEPKHUMOE HHCTPYKLIMH N0 MPUMEHEHHIO U3/EJIUS «KaTeTep
Oa/IOHHBIF  OMNATaUMOHHBIA  JUIS  YPECKOXKHOM  TPaHCIIOMMHANLHOW  KOPOHApHOI
anrnonnactuky Invader PTCA» aBnseTcs neficTBUTENbHBIM H NPaBHIIbHBIM.

KoMnanus «Ansumenuka Tub6u Ypiounep Can. Be OQuur Tuaxk.» (Alvimedica Tibbi Urunler
San.ve Dis Tic.) sBnsieTcss OpHrHHANBHBIM MPOU3BOAUTENEM M3/EJINI, YKAa3aHHbIX B HHCTPYKLIHH
10 NPUMEHEHHIO.

«AJIBUMEJUKA TUBBH YPIOHJIEP CAH. BE WL TUXK. ALl »
YneH coBeTa AMPEKTOpPOB

AxMet O3kaH /noonuce/

[[Teyamb:

«AJIBUMEJIMKA TUBBH YPIOHJIEP CAH. BE JHWL. TUDK. A.LLL»

Ctam0Oyn, Tpakbsa Cepbect bénrecu ®depxarnama Cb Maxannecu Aratiopk bynBapbr Ne 16,
Yaranmxka, CtamOyn

(Istanbul Trakya Serbest Bolgesi Ferhatpasa SB Mahallesi Atatiirk Bulvar1 No: 16 Catalca-
istanbul)

Ten.: 0212 786 60 80; daxc: 0212 786 60 90

brorokuekmemxe KJ] 631 854 6748

Pernctpauuonuntii Ne 0631 854 674800015]

Harta: 22 susaps 2024 r.

/nooinact!
[[Tewamob nomapuwivitoi ko |

«Ansumennka Tub6u ¥Ypronnep Can. Be Anw. Tumxk. A.1LL»
CtamOyn, Tpakes Cepbect B&nrecu depxarnawa Cb Maxannecu Atatiopk Byasaps: Ne 16, 34510 Yatanxa-
Crambyn, Typuns .
(Istanbul Trakya Serbest Bdigesi Ferhatpasa SB Mahallesi Atatiirk Bulvari No: 16 34540 Catalca-istanbul
TURKIYE)
Ten.: +90 212 786 60 80
www.alvimedica.com
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Typeukas Pecnybainka

Hdata: 30 suBapn 2024 r.
Peaaxunsn Ne: (A)

5-aa HOTAPHAJIbHAS
KOHTOPA B BEHUOIJIY

TYPELIKAA PECITYBJIMKA

5-a1 HOTAPHUAJIbHAS
KOHTOPA B BEHOTJTY
HOTAPHYC

MEXMET HEJIUM JTWIEK

MEDKJIMCH MEBYCAH
KA., KATTY3JIAP XAH Ne
33, K.1, CAJIUIIA3APBI
80040, BELOI'JTY/
CTAMBYVYJI

KAPUZLAR HAN NO: 33
K:1 SALIPAZARI 80040
BEYOGLU/ISTANBUL)
Tenedou: +902122516984
daxkc: +902122492400

(MECLISI MEBUSEN CAD.

[Lmavin: Ne 01143]

Mos noanuch Moa 3TUM AOKYMEHTOM, MOATOTOBAEHHBIM BHELMHEH
CTOPOHOII M MNpPEACTaBIEHHbBIM B Hally HOTapUHanbHYIO KOHTOPY,
YAOCTOBEPAET  MNONHOMOYMA  OQHUHAIBLHOTO  NPEACTABHTEIS,
aevcteyrowiero or uMeHH komnaumn «AJIBUMEJUKA THBBH
YPIOHJIEP CAHAHM BE MU TH/DKAPET AHOHHUM
HIUPKETH» (ALVIMEDICA TIBBI URUNLER SANAYI VE DIS
TICARET ANONIM SIRKETI) ¢ Homepom Hanoronnarenbumka
6310546748, wumerowero yaoctoBepeHue auvHocTH  Typeukoii
Pecny6anku ¢ dororpadueii, aciicreurensioe no 06 aBrycra 2027 r.,
cepuiinblii  Homep  A0403131S5, BbinaHHoe  MuHHUcTEpcTBOM
BHYTpeHHUX aen Typeukoit Pecnybanmkn Ha wms AXMETA
O3OKAHA (uaentudpnkaumonneiii Homep Typeukoit PecnyGauku
63589145562), nata poxaerus 04 mapra 1981 r., ums otua — AHIAP,
nmsa matepu — JIOPIJAHE, koTtopbliii 3asBiaser, 4To B HacTosulee
BpeMA NpPOXHBAaeT no aapecy Assara Max. 215. Ck. Ne: 4/8 / 75,
Capbniep, CTAMBYIJI (Ayazaga Mah. 215. Sk. No: 4/8 / 75 Sariyer /
iISTANBUL), u uto oH rpamoTeH. HacTosuumm noareepx/ato, 4To OH
6b11 NpUHAT B MOEM NpucyTCTBHH no aapecy Brotokaepe Kaa. Ne 191,
I'n3 ILna3sa, yrax 3, Hlumwan, Cram6ya (Buyukdere Cad. Ne 191, Giz
Plaza, Kat 3, Sisli/Istanbul) Bo BTOpHMK, 30 snBaps 2024 r. -
TPUALIATOrO AHBAPA [BE THICAYM ABAALATbH YETBEPTOro roaa.

OcHoBaHHE: HAa OCHOBaHMH MNPOBEPKH TMOANMCHBIX [JOKYMEHTOB,
3aBEpeHHbIX S-ofi HoTapmaabHOH kouTOpoidi B Beiioray,
perucTpauroHHas 3anuce Ne 7742 ot 09 okrabps 2023 r., 6bin0
YCTAHOBJIEHO, YTO AMLUO NO MMeHH AxMeT O31kaH YNOJHOMOYEHO
npeactapiaTb MHTepechl komnauuu «AJIBUMEJIUKA THBBH
YPIOHJIEP CAHAHM BE AUl THIKAPET AHOHUM
IIMPKETH».

5-as HOTAPUAJIbHASI KOHTOPA BEHOI Y.
HOTAPHUYC
MEXMET HEJIUM JHJIEK
3ameulaer
CeKpeTaphb, yNOMHOMOUYEHHbIH Ha MOANHCH AOKYMCHTOB,
BUPCEH AJITUHULLIUK CEKMAH
/neonucwe/
[[Tewamb nomapuanbroi konmopoi)

HJC, lep6osbiii c60p H CTOUMOCTL UEHHO# GyMaru B3UMAeTCA MNPH NOJNYHEHHH

BA18 A/S Cratea:1/0, kon: 8.4.1

A-2/1-1

No r HotanuannHoii undoomaunontoft cucreme (NBS): 2024013003405058161844469
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Typeukas Pecnybnnka
[LLITaMM-. v weercn penvesnan newers
[LUTaMN: 50 suwoaps 2024 1
[LUTaMN: o6 oxrncon 2023 1
[WTamn:

TYPEUL KAS PECHOVYBNMU KA

5-as H OTAPMU AN bBHASA

K OH TOPA B BEWOTDNY

5-aa H OTAPMWUW AN b H A A

Oata; 09 oktabpsa 2023 .
Pepakuyma Ne: (A)

[LUTaMn: v 077427

MognucaHHbIe ANCThI

: «ANNIBUMEAOVKA TUBBW

K OH TOPA B BEWOTNY H AWM EH OBAH U E
<
HoTapPuyc YPHOH/TEP CAHAVM BE AuMlld
AW W EY3YHOTNY TI/IA)I'(APETAHOHVIM LL”/IPKETI/I»
M EA X N 1 cCcwu M EB Y CAH A A PEC ® epxaTnauw a cC B M a x ATaTiwi pK B nsB.
KAA., KANDVY 3N AP X AH N AnBumepguka N 16, Yatanpagxa, CTam6yn
33, KN ,CA O W N A3ATP B (Ferhatpasa S B M ah Ataturk B Ilv
80040, BEWMW OTIrNY/ CTAM B YN Alvim edica N o : 16 Cataica / Istanbul)
Tened oH :+ 902122516984 L O N X HOGCTH bl E AX M ET 034 XK AH 635891458562,
® aKc: +002122492400 nowvou oA NERNANA ANATOH, 550750609146,
n opPa A O K cE A UMW H O N MW Y H O
o C vy w ECTB/NEH N A
A O N X H OCTH bl M ¥
A uAMMU
MOJTHOMOY NI
® O PM A /CPO K EA MW HON KWW Y H O / A O 27 CEHTSAGBP A
A EWCTBMW®W A 2026 T
MOJ/IHOMOY NI
HOMEP B TOPITOBOM SCram6eyn -397204-0
PEECT®PE
H O M E P B 034204 B w 0w KYyekmmepsgx e - 6310546748
H AN orosBon cCny X b E
CornacHo 3aBepeHHOMY peweHMWKW OO6uWero co6paHUuas 0T 27 CcCeHTAGpPS
2023 r. komMmnaHwua « A N1 B WM EA WU KA TW BB WU Y P H N E P CAHANM N
B E a v ow TwKn A X APET A HOH WM w n P KETW » apgpec KoToODpoOoOdiW
yKaszatm B bl oW e, 6 bl N a sapermcTipupoBsana 03 oKTAGDp A 2023 . n
ony6nmMmKOBaAaHa 8 Bb N UCKeE us3 Toprosoro peectpa Typuymwum oT 03
oK TSaG6pSa 2023 r. 4 10 E H C O B ETA A W PEKTOWPOUB/PY KO®BOA.A4TCTOBA
AX M ET 0 34 X AH rpax gaHuH Typuwmm, MpaeH TN G W KaumoHHB W
HoMenp 6 35 ******g6 2 NnpoX nmeai w ui no agpecy CAPU N EFP,
CTAM B YN 66l N W36paH YuneHoM CoBeTa AMWPpPpEeKTOpPOB A0 27 CeHTnAO6pPSA
2026 r nEM N A AN ATOH , rpax gaHcka Typummu c
MAEeH TN G M KaymoHHGSb M HoMmMepom 550 ***x*x*x*46 npox mBeawo w as no
agpecy B E W WU KTA W CTAMGBY N, 6w na wnsbébpana YneHnHom CoBerTa
AamMpekTtopos Ao 27 cewTa6psa 2026 r. N EWANA AN ATOH rpax gaHecka
Typuwmn ¢ M AeH T G M KAy MWoHHLB M Homepowm 550 %% *x*xxx46
npox MmBBat uw as no appecy B EIW WU KTAW , CTAM B Y 1, 66 na u36paHa
Mpeacepatenem CosertTa AMpeKkTOpoOSB KoMMNaHum cpokom H oa 1 roa.
B H O B b H A3HAUYEHHGDbB I n pPEALCTABMWWTEDNGSL A X M E T 0O 3 4 X A H
rpax gaHmHu Typuuum ¢ WAeEHTMU G M KaLMWoHHBLM HOMEPOM 6 35%***xx*x%xg2
npox nmeaw u ui no agpecy CAPUMNETP, CTAM B Y N, 6 bl N Mm36padw
YN oNnHOMOUYYEHHGSB M npepcTasmTenem MHTepecos KoMMNaHw®w Ao 27
cenTsa6psa 2026 r. Tun nonHomouuwin: N ENANTA AN ATOH , rpaxagaHveka
Typumwmn ¢ M aAeHTU G M KaYWOoHTHEB M HomMepowm 550 ***x*x* %46,
npox wusat was no apgpecy b E W W KTA W CTAM B Y N, 66 na n36paHa
YN onwHwHoMOUEHHEB M npeagcTtasuTenem MHTepecos KoMMnNaown a0 27
ceHTAaObp A 2026 r. Twun nonHoOMOUGMI: nwouy o, YN ONnNHOMOUYeEHTHDOE
HAC, Mep60Bblii C60p U CTOUMOCTb LIEHHOM Gymary B3uMaeTcst npu NoayyeHum A-1/1-2

OK34 A/bCraTtbs;2/0, kog; 10.1.4

Ne B HoTapmanbHoW nHopmMaLmoHHoi cucteme (NBS); 20201 1040340505 - 2016068756
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€AMHONMYHO NpeacTaBnNATbL MWHTEpPECH KOMMAaHMWMN, Ha OCHOBAHMUM 4Yero
npowy yTBepPAMTSL M ot noAnNMCH, npumep s KoTopoldi npuBEeAEH B
MoK e, n KoTopyt A 6yAYy Mmcnonbsaosarts nog HasBaHuewm ceoei

KOMMDaHmWmM.

npePEACTABMUTEDINGDb KOMMOAHMWU MU « AN BW M EAWN KA TW BB MU
Y P H N EP CAHANWMWM B E A Vo ow TW A4 X APET A HOH WM

W MW PKETMWUS» AXMET 034X AH (unew CoBeTa AUNpPeEKTOpPOSE)

Nnoagnwues Nnoagnwues Nnoanuce

biogTnck! /noanuce! /nognuce!

NEWANA ANATOH (npepacepatens CoBeTa gUPeEKTOpOSB)

Nnoanwncs Nnoanwuecs Nnoanmucs

/noanucse! /nognuce/ /noanuce!

B pamkax HacTosuwero npoyecca yAoOCcCToOBEpEeHUSA nocTaeneH bl

noAanmwecn rpaxaa®t Typeu«xkodi Pecny6nmekuw, Bb CTynait u M x B Ka4yecTse

y n o n HOM O Y EH H bl \:( K oM N1 AH WM ((AnBVIMEﬂ'MKA TVIBBM
YPIOHNEP CAHAW BE AVl TUOAXXAPET AHOHUM
LUNPKETU»: AXMETA O30XKAHA, v cowero yaocrosepenme

AMuYuHOCTMU Typeuyukoih Pecny6nanmknm ¢ d oTorpacd nmei, agehd cTBMUTENbLHOE A0
06 aBrycta 2027 ., ccowsnwi wowep A04O31315, v nanuoe
M mHNWCTepCcTBOM BHYTPEHHMX Aen Typeuyckodi Pecny6nanmekn

(waewrnourkaumonuua nowep Typeunon pecnyonuxn 03089145562),
pata powaenuns 04 MAPTA 198L I, wus orua ~-ALAP, wus warenwu -
JHOPOAHE, «ovopus sanennecr. uro o wacronumes spems npoxnsacs
o ewweveasannouwy anpecy. w wre ow ipaweren: JIEVDI
ANATOH, . ucowen yaocromepenue Ty e u Ko
Pecnyonmkn ¢ wororpavwen. nencrsmrenwnoe ao 08 MOHA 2028 T.,
Al11R36576, .uaawnoe M owHwcTepcTsom
BHYyTpPeHHMUX gen Typeuyukoihn Pecny6nuku (MageHTU G MWKAaULMOHHTEB i HOMEDP
typeuxon pecnyonucn DD07D063146), sara soxaewwa 21 aANpens
1961 ., wus orua - VICXAK, vus warers - MAPIFAPET OJIbIA,

KoTopas sassnaer, WTo B HacToauw ee Bpewma npox weaer no
Bb W eyKkaszaHHOMY agpecy. " WTo oma rpamortHa. Hacrtoauw um
noATBEp X Aak , 4To R noanuecw 66 nw nocTasnew b B Moem

npueyrereun no aapecy DIOHOKAEPE Kag. Ne 191, Ana 'ms lNnasa,
aTaxk 3, LUnwnn, CTamMOYN (s uyuksere cao. m 191, apa 6iz piaza.
Kat 3. sistizistanbun) o noneacnsnux, 09 OKTAOPA 2023 T . seonroro

OKTARG6PA ABe TH CARUYU ABAaAUATL TpPeTbero ropa.

[LUTaMM: conpononmrensnuii nokymenr, ne moner necnonssonarsocs

oTAenbHO]

/noanuce/
[MeyaTb HOTapuanbHOW KOHTOPbI]

/nognucs/
[MeyaTb MOTapmaybMoii KOHTOPbI]

HAC, Mep6oBbIii c60p 1 CTOMMOCTb LieHHOW 6ymaru B3MMaeTcs Npu MosyyeHuu A-1/1-2
6HO 4 A/S Ctatba:2/0, kog; 10.1.4
Ne B HoTapuanbHoii nHhopmaymoHHoi cucteme (NBS); 202310090340505 - 8920311760
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xoponapHoH anrnonnacTwxu Invader PTCA

Kaverep Gannonnbifl AAR YPECKOIMHON TPAHCAIOMUHANBHOK
PeaN203

MHCTPYRLUR N0 NPMMEHEHWIO Aara: 22 aneapn 2024 r.

HMHCTPYKIMA 1O NIPUMEHEHHIO

KareTep 6anioHHBIH 1)1 YpecKOXKHOH TPaHCIIOMHHAIBHON KOPOHApHOi
anrnoractTiku Invader PTCA
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Katetep 6an10HHbIN N5 YPECKOXKHOW TPAHCIIOMUHANBHOA
KOPOHAapHOIA aHrmonnactuku Invader PTCA Pea.Ne 03

MHCprKLI'VIFI no npMMmeHeHutro p'a-ra; 22 AaHBaps 2024 T.
1. O6wme cBegeHNS

1.1 HammeHoBaHue

« KaTeTep 6annotHHGs i A NA Y4peckoxX HOPW TpaHHCNHIO MMUHAEanNS HOMW KOPOH aPpHOIMR aH rTUMwonNnn "acTuwKHM
Invader P T C A
BapwuaHTbe M CNONHEHMIS
1 KaTeTep 6annoHHs i A4 NS Y4peckoX HOW TpaHHC CnHNIW MMUHAanN- HOW KOPOH aPpHOIR aHTWONNAEACTHN KN
Invader PTCA , ¢c pab6bouyuei aAnmnumnoi 144 cm u 6annoHom (agWameTp X ANUHEI) 1,25x%x6 mm™
2 KaTtTeTep 6annoHHEBL # ANSA 4YpeckoOX HOM TpaHCAHIII M UHAaGanNOLHOMB KOPpOH AaPHONR aHTUMWONINAaCTN KU
Invader P T CA , ¢ pab6bouei apnuwmnoih 144 cm u 6annoHHom (agWameTp X ANMKHEE) 1,25x10 M wm;
3 KateTep 6annotH®HG®e d A0S 4YpeckoX HOIW TpamHCcDnI o MMWUHAEnNDBLHOIR KOPOH aPpHOIR aHTMWONANACTUKDHM
Invader P T CA . c pab6oueid anmwmunHoiith 144 cm u 6annouom (AWNAaAmMeTp X AAUHDZ a) 1,25x12 mwm;
4. K atTeTep 6anmnoH HEb i A NA YpeckoOoOX HOMW TpaHCNHNI MMUHAanNHLHOIMK KOPOH aPpHOINR aHTITMwoNINacTuw KM
Invader P T CA , ¢c pa6oueid pnmwmunoiu 144 cm u 6annoHom (AWNAaAmMeTp X A AUuHDZa) 1,25x15 mwm;
5. KaTeTep 6annoHH HEb i AN 4YpeckKODNX HOW TpaHCNIMMUHAanNHLHOMK KOPpOHA apPHOW aHTWOoONANaCTH KN
Invader P T CA , ¢ pa6ouyeid anwvwmHoOoONH 144 cmM u 6annoHom (AWNAaAmMeTp X 4AUHAI) 1,25x20 MM ;
6 KaTeTep 6annotH HUB A A4 7% 4Y4YpeckoodX HOW TpaH cCnIi MMUHAaNbLHOIR KOPOH aPHOW aHT T MmoON/ TacTmhmKkKIM
Invader P TCA , ¢c pa6oueid pnmwmnoit 144 cm u 6annoHomM (AWNAaAmMeTp X AAUHDZa) 1,50 x6 MM ;
7 KaTeTep 6annoH HUB A A4 7% 4YpeckooX HOW TpaHECcnIoMMHSAIansHOMN KOPOH aAaPHOW aH T T MWoONANACTNKIM
Invader P TCA , ¢c pa6oueid pnmvmwmHnHoith 144 cm u 6annoHHom (AWNAaAmMmeTp X 4AUuHDZEa) 1,50 x10 mwm;
8 KaTeTep 6anmnoH HUB A A4 7% 4Y4YpeckoodX HOW TpawH cCnIi MMUHAaNbLHOIR KOPOH apH HONR aH T MmonnsnacTtTnmKkKHM
Invader P T CA , ¢ pa6ouei pnmuwmnoi 144 cm u 6annonom (aAuameTp X gAuHa): 1,50x12 mm
9. KaTtTeTep 6annoHHEB # ANSA 4UpeckoX HOW TpaHCAHII MMUHAZnNLHOIRW KOPOH ZPpPHOIR aHTMONAACTHN KU
Invader PTCA , ¢ paboueid gnmuwmunoi 144 cm u GannoHwHom (AMameTp X A4NWuHSZ ) 1,50x15 ™M wm;
10 . KaTeTep 6annoHH®b i J A 4YpeckoxX HOMN TpaHECcnoMMUWHAansHOMW KOPOH apHOMR aHTMUWONNAEAaCTHN KN
Invader P T CA , ¢ pa6ouei anmwmHowh 144 cmM u 6annoHoOoM (AWNAaAMeTp X 4AUHAI) 1,50x20 ™M™ ;
11 . K aTeTep 6anmnotH HEb # J NS Ypecko X HOW TpaHECcnoMMUWHAansHOMW KOPOH apHOMN aHTUWONNAEAaCTHN KN
Invader P T CA , ¢ patowuedid AN WV H O 144 ¢cm wnw 6annoHvHomM (AwnMameTp X AN MUHa) 2,00 x 6 MM
12 KaTteTtep 6annoHHEB i ANA 4YpeckoX HOIWNW TpaHCAHII M MUHAaNLHOMN KOPOH aPHOIR aHTMWONNACTUKDHM
Invader P TCA . ¢c pab6oueih gnwvmw®HHoi 144 cm nu 6annoHom (AuameTp X A4NnHa) 2,00 x10 mwm;
13. KateTep 6ananotH HGs i 4 ns 4peckoX HOW TpaHCANIK MMUHAaanNGLHOIMW KOPOH aPHOIR aHTMWONANACTUKDHM
Invader P T CA , ¢c pab6ouvyeih Agnwvmuuoi 144 cm u 6annoHnHom (AuameTp X ANUHEI) 2,00x12 mMwm
14 KaTeTep 6annoHHHEB i ANS Y4peckoxX HOMW TpaHE CNHNIMMUHAanNsHOMN KOPOH aPHOINR aHTMWONNACTUKDHI
Invader PTCA , ¢ pa6oueih 4 nuwHoOMW 144 cM u 6annoHom (AMWameTp X ANMHEZI) 2,00x15 mwm;
15 KaTeTep 6anmnoH HEBb i 4 0R 4peckooX HOW TpaHECnIiOMMUHAansHOMW KOPOH apH HOMRH aHTMWoONNAaCTHN KN
Invader P TCA , ¢ pa6ouei anmmHuoih 144 cm wu 6annoHnHom (aAnameTp X AN uHDZ ) 2,00x20 mwm;
16. KaTteTep 6annoHHBL d ANA 4Ypecko HOW TpaHHCNHN O MMUHAGnNbLHOMW KOPOH aPpHOI awrwonnacdukn
Invader P T CA , ¢ pabouyelid aAnmHHoOoOWH 144 cm u 6annoHoMmM (AWameTp X ANUHDE ) 2,00x25 mMm
17. KaTteTep 6annoHHb i@ ANA YpeckoOX HOW TpaHCANII MMUHAaGnNHLLHOMB KOPOH aPHOW aHTITMWONANACTN KM
Invader P T CA , ¢ pabouyelid gnwvwmHoOW 144 cm u GannowHwom (AMWameTp X AAMWNHA); 2,25x6 mm;
18 KaTeTep 6annoH HG®b i ANS 4YpeckooX HOoOW TpaHHCcnI o MM4HAanNHOW KOPOH AaPHOR aHTMONANACTN KU
Invader P T CA , ¢c pab6ouyueid anvwmHoiw 144 cm wu 6annoHnHom (AmvameTp X ANMNHEE) 2 .,25x10 mwm;
19. KaTtTeTep 6annoH HB A ANS 4YpeckKoOoOMX HOU TpaHECNIWMMUHAanNHLHOIMB KOPOH aPHOIRW aH W ONANACTN KM
Invader P TCA , ¢ pat6ouyeid anmmHoWh 144 c¢cmM u 6annoHom (AgvamerTp x ANAnHA); 2 ,25x12 mm;
20. KaTteTep 6annoHHes d ANSA 4YpeckoX HOW TpaHcCnI MMUHAaGnNOLHOMU KOPOH aEPHOIW aHTWONANACTU KM
Invader P TCA , ¢c pab6oueih aAnmmuoih 144 cM u 6annoHHom (AMWameTp X ANMKHDAI) 2 ,25x%x15 mwm;
21. KaTteTep 6annoH H®Bb i ANSA 4YpeckoX HOW TpamHHCnHNIOMUHAaGANGLHOMN KOPpOH aEPHOIW anrwonanacuw Ku
Invader PTCA , ¢c pab6ouyueih agnwvw®HHoi 144 cm u 6annoHomM (AnWameTtTp x A1 uHDE ) 2.,25%x20 wmwm;
22. KaTeTep 6annoHHGEB i AN YUpeckKoOoOMX HOW TpaHCHNII M MWUHAanN-LHOIMW KOPOHA ZapPHONW aHTrTUWONAACTHN KU
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KaTteTep 6anfoHHbIV 415 YPECKOXKHOW TPaHCNOMUHABbHOA
KOpOHapHOi1 aHrnonnacTuku Invader PTCA Pea.No 03

NHCTPYKUNSA MO NPUMEHEHUIO ﬂ,aTa: 22 AHBapA 2024 r.
Invader PTCA, c pa6ouweih AnwuHHONR 144 cm u 6annoHwHom (AMametTp X AAMHA): 2,25x25 M m
23 KaTtTeTep 6annom®Hes i ANSA 4peckoX HOoONR TpaHCnNI M UHANbLHONW KOPOH aaPpHON aH rmwonnactTunwkan
Invader PTCA , ¢c paGoueih AnmvwHHoh 144 cm u 6annoHnHom (AWamerTp x AnwuHa): 2,50x6 mm;
24. KaTeTep 6annomHHe i ANS 4peckox  HOoB TpaHcni MUuHAnN- HONBR KOPOH aPpHODNB aHTrTWwon”nNnacTmnkwm
Invader PTCA , ¢ pa6ouyueih anmmHnow 144 cm uw 6annoHom (AMWameTp X AnwHa)): 2,50x10 mm;
25 KaTtTeTep 6annoHHb d ANA 4peckoX HOW TpaHCHNKWMMUUHAENDLHOIM KOPOH aPHON aHTWoONNAaCTH KM

Invader PTCA , ¢ paGouueid aAnmnHoOW 144 cmMm u 6annoHomM (AMWameTp X AAMHA): 2,50x12 mm;
26. KaTeTep 6annoHHese # ANSA 4Ypeckox HOPR TpaHCHNIKMMIMUHAanN-LHOIMR KOPOH aaPHOW aHT ITMwoONNaCTMHKHM
Invader PTCA , ¢c pa6ouwued aAnmwHoOW 144 cmMm u 6annoHomM (AMameTp X AAuMHa): 2,50x15 mm;
27. KaTteTep 6annomHHE B # ANSA 4Ypeckox HOW TpaHCAIMMUTHAIEnNbHONB KOPOHAEPHOW aHTWONNAaCTN KN
Invader PTCA , ¢c pa6ouueid Anumuoih 144 cmMm u GannoHom (AguameTp x ANuHHa): 2,50x20 mm;
28. KaTeTep 6annoHHE i ANSA 4peckox HOW TpaHCANIKMMUHKHAEanN-sHOBR KOPOHA aPHONR aHTWoON”NaCTMUKHM
Invader PTCA , ¢c pa6ouueih Anmumuoi 144 cmMm wu Gannowom (AMaAmeTtTp x aAnuwmua): 2,50x25 M m;:
29 KaTtTeTep 6annow®Hues i ANa 4peckox HOW TpaHCHIIMMUMHAEGNbLHOIMR KOPOH AaPHON aHTWoONNacCTn KA#
Invader PTCA , ¢c pa6oueid Anumuuoih 144 cmM u Gannowom (AMAaAmMeTrTp x ANuHua): 2,50x30 mm;
30. KaTteTep 6annoHHebe # ANA 4Ypeckox HON TpaHCnIi MMUUHAEnNbLHONW KOPOHE apPHOW aH T ITWwoONNAaCTMUKHM
Invader PTCA , ¢c pa6ouueid Anumwmuoih 144 cm w Gannowom (AguameTp X ANMuHAEaG): 2,50x34 mm;
31. KaTeTtep 6annoHHBb W ANA 4YpeckOoX HOM TpaHHCNHNIO MMUHAanNbLHOW KOPOH AaPHOW aHTWoONANAaCTN KM
Invader PTCA , ¢c pa6oueid aAnmvuHHoiWh 144 cm u 6Gannowom (AuameTp x AAnHa): 2,75x6 mm;
32. KaTeTep 6annoHHHB A ANA 4Ypeckox HONW TpaHHCNHNIIMMUHAEnNbLHOW KOPOH aPHOW aHTFWoON”NAaCTUKHM
Invader P TCA , ¢c pa66oueih gnmHoh 144 cmM ®n 6annoHoM (AMameTp X ANKNHDEAZ) 2,75 x10 mwm
33 KaTtTeTep 6annow®Heb i ANS 4peckoX HOW TpaHCnAI MMUBKAGNbLHONB KOPOHAaaPHONR aHrmonn "nacTn kKA
Invader PTCA , c pa6oueWh anmuuoih 144 cm u 6annowom (AuametTp x Anmua): 2 ,75x12 mm;
34. KaTeTep 6annoHHE B # ANA 4peckoXk HOW TpaHCNHNI MMUHAGNbLHOW KOPOHAPHOW aHTWoONINAaCTNKHY
Invader PTCA , ¢c pa6oueid Anumuuoih 144 cmMm u GannoHHom (fguametTp x Aanna): 2,75x15 mm;
35. KaTteTep 6annoHHbe # ANA 4YpeckOoX HON TpaHHCNHNIO MMUHAGnNbLHOW KOPOHA apPHONM aHTWoONNaCTN KM
Iinvader PTCA , ¢c pa6oueid Anumnoih 144 cm u Gannownom (AuameTp x AAmuua): 2 ,75x20 mmM;
36 KaTtTeTep 6annowHes i ANa 4peckoxX HOW TpaHCHNIKMMUUHAEGNbLHOIMR KOPOHA aPHOIN aH ImonnacTmkKHw
Invader P TCA , e pa6ouei g AMWHOINW 144 cM W 6annoHoMmM (AnMameTp X AnNMHA): 2 ,75x25 mmMm;
37. KaTteTep 6annoHHeb i ANSA 4peckox HONR TpaHCnNIioMMUUHAENbLHOW KOPOH aPHOW aH T ITUwoONAAaCTMHKHM
Invader P TCA , ¢ pab6ouyei AN MWHDOI 144 ¢cmMm ®wW 6annoHoM (AMWamMeTp X AAMHAEa): 2 ,75x30 MM ;
38. KaTeTep 6annoHHbe # ANA Ypeckok HON TpamHwcCnNI M UWUHAanNLHONW KOPOHAaAaPHONRW aH TMWoONNAaCTH KM
Invader PTCA , ¢c paGoueW anmwmHHow 144 cm u 6annoHwom (AuameTp x aAnuua): 2.,.75x34 mwm;
39. KaTteTep 6annoHHHGB A ANS 4Ypecko HOWH TpaHCNHNI M UWHAaNbLHONR KOPOHA AEPHONR aH TMoON”NAaCTN K
Invader PTCA , c paGoueih gnmwmHHoh 144 cm uw 6annoHwHom (AMameTp x AnMnmHHa): 3,00x6 mm;
40 KaTeTep 6annom®mHe i ANS 4peckox HONW TpamHCHNIiMMUHAEnNLHOIMR KOPOH aaPHOW aH T ITWwoONNAaCTMUKHM
Invader PTCA , c paboueid Anmnoih 144 cm u 6annowom (AWamerp x AnNuHna): 3,00x10 mwm;
a1 KaTtTeTep 6annowHebe i ANs 4peckox HOW TpaHCnNI MMUHAGNbLHOW KOPOHAaPHOW aH T rTwonnacTmkK®m
Invader PTCA , c paboueid Anmnoih 144 cm u 6annowom (AWamerp x AnNuHna): 3,00x12 mm;
42 KaTeTep 6annom®Hebe i ANS 4peckoxX HOoOR TpaHocni M UHAaNbLHOW KOPOH aPHOIMN aH T ITWwonNNacCTmKHM
Invader P TCA , ¢ pa6ouyueih AN MWHOI 144 ¢cmMm n 6annoHoM (ApAMameTp X AAMHAa): 3,00x15 mm;
43 KaTeTep 6annoHHebe i ANS 4peckox  HORW TpaHCHNIIKOMMIUHAENbLHOW KOPOH AaEPpHOW aH TMoOoNNaCTN KN
Invader P TCA , ¢ pat6ouei AN WHDOI 144 ¢cmMm wmw 6annoHoOM (ANWameTp X ANWHAI) 3,00x20 ™M™ ;
44. KaTeTep 6annoHHBIA ANA 4PpeCKOK HOW TPaHCNI MMUHAENLHONR KOPOH aPHOW aH IMONIAAaCTUN K
Invader PTCA , c paGoueiw anmuwmHHow 144 cm uw Gannowom (AnameTp x AannnHa): 3,00x25 mm;
45 KaTterep 6annoHHE b i ANA 4peckoX HOW TPpamHHECNI MUHANbLHOINB KOPOH aPHONR aH T TWMoONNAaCTN KN
Invader PTCA , ¢c pa6ouueih Anvmwmuuodnh 144 cm u 6annowom (AMameTp x Anuua)): 3,00x30 mm;
46 KaTteTtTep 6annoHHGSb A ANSA 4peckoX HOoOHR TpaHCNHIO MMUHAnNbLHOW KOPOHA aPpHONW anruwoHHn nacTnkan
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KaTeTep 6an/0HHbIli 419 YPECKOXKHOM TPaHCIIOMUHANLHOI
KOpoHapHoii aHrionnactmku Invader PTCA Pea-Ne 03

VIHCTPYKUMA NO MpUMEHeH o [ata: 22 auBaps 2024 r.

Invader PTCA , ¢c pa6oueih anumbnoih 144 cm wu 6annoHomMmM (AgMuameTp X AnAuHAaG): 3,00x34 MM ;
47. KaTteTep 6annoHHEb # ANns 4Ypecko HOW TpaHCAHAII M MWHAEGnNbLHOW KOPOH aPHOIHMR aHTWUWONANACTHN KM
Invader PTCA , ¢c pa6oueidh anmmuHoih 144 cm u 6annoHomM (AMWameTp X A4NAWHE ) 3,25x10 mwm;
48. KaTeTep 6annoHHEB i ANSA 4upeckok HOMW TpaHCNHN I MMUHKHAENbLHOW®W KOPOHS aPpHO OB aHTUWONAACTHN KU

Invader P T CA , ¢c pabbouyeid gnmvmHoWh 144 cm W GannoHwom (agmuamertTp x gnmwHa): 3,25x12 mwm

4 9 KateTep 6 annoHHBb W AN A 4 peckKoOX HOTIW TpaHCAN W M WHA anNEBLBHOIW K Op OH apHoW aHTrmonnsn"acTHU KW
Invader P T CA , ¢ pa6oueid panmwmhnho#u 144 cm v 6annonHom (agmnmameTp x anmmHuHa): 3,25x15 mm;
50. KaTeTep 6annoH®He®be d ANSA 4YpeckoX HOW TpaHCNHNIOMMUHA EnNO HOMRN KOPOHA aPpHOIW aHTMWONNAaCTUKHM
Invader PTCA , ¢c pab6ouyeid agnuvwHoOW 144 cmM u 6annoHHom (AMameTp X AAMUHAEG): 3,25x20 mM;

51 K aTeTep 6annoH®Hese i AAS 4upecko HOMW TpaHCAHNI MMWUHE EZRNbLHOIWMW KopoHa apHOoOMH aHTMWoORNAMNAaCTU KM
Invader P T CA , ¢c pab6oueid apnmvmwmhnowu 144 cm wu 6annoHom (amnwameTp X agnmmua): 3,25x25 mm;

52 K aTeTep 6annoH®HG s d A NS 4upecko HOMW TpaHCN I MMUHSAENbLHOIMW KOPOH apHOMR aHTMONAMNAaCTU KM
Invader PTCA , 6 pa6oueidh gnuvwHoOW 144 cmM u 6annoHHom (aAuameTp X AnuHAaG): 3,25x30 MM ,;
53. KaTeTep 6annoH®HG® e # ANSA 4YpeckoX HOW TpaHCNHNIOMMUHAEnN-H HOMRN KOPOH aPpPHOMN aHTFTMWOoONANAaCTUN KM

Invader P T CA , ¢ paGoueid gnmwmHoWh 144 cm v GannoHwom (AgMWameTp X AAuHAa): 3,25x34 mm

54 K aTeTep 6annoH®He s d AASA 4upeckoX HOMW TpaHCNH IO MMUMUKUAEGZnNGLHOIMN KOPOH aaPHOH aHTMONAMNACTU KM
Invader P T CA , ¢c pat6ouyeid anmmHnHowh 144 cm wu 6annoHomM (anameTp X ANMKHE E) 3,50x10 mMwm;
55. KaTeTep 6annoH®HG®be i ANSA 4Ypecko>X HOW TpaHCAHII M UHAQGNLHOIMW KOPOH aPHOMN aHTFTMWoONAAaCTN KU
Invader P T CA , ¢c pa6ouei agnmmnhoi 144 cm w 6annoHwomM (amuwameTp x AnunHa): 3,50x12 mm;

56 K aTeTep 6annoH®HGEb i ANns 4YpeckoX HOMW TpaHCAHAII M WUHAEnNbLHOMW KOopOoHAap® HoW aHTITWORNIMNAaCTU KM
Invader PTCA , ¢ pab6ouyeid agnvwHoOoOW 144 cmM u 6annoHHom (auameTp X AAMHa): 3,50x15 MM ,;
57. KaTeTep 6annoH®H®be # ANSR 4YpeckKOoX HOW TpaHCAHnI M UHAEGnNLHOIMW KOPOH apHOMN aHTrTMWoNn/"acTun KU

Invader PTCA , ¢c pa6ouyeid AnmHONW 144 cm u 6annoHom (apgmnameTp X AnuHa): 3,50x20 mm
58. KaTeTep 6annoHHHEBH ANA YUupeckKOoX HOoW TpaHCnAIW MMUHAaGanNOLLHOMN KOPOH aPpPHON aHTMWONAACTN KU
Invader PTCA , ¢ pa6ouyeid agnuvwHOW 144 cmM u 6annoHom (auameTp X ANMHa): 3,50x25 MM ,;

59 K atTeTep 6annoHH HEb i ANS 4YpeckoX HOW TpaHCHI MMUHE EZDNDBLHOIMBW KOPOH aPHOIMB aHT T MmoN/nacTuwKkHn

Invader P T CA , ¢c pab6bouyeid gnmuwHoRh 144 cm wm GannoHom (apgmuameTp X AgnuwHHa): 3,50x30 mwm
60. KaTeTep 6annoHHHSb i ANA 4YpeckOoOX HOoOW TpaHCAHII M UHAENLHOIMW KOPOH apHOMN aHTFTMWoONAA"AaCTN KU
Invader PTCA , ¢ pab6ouyuei AnwmmuHoih 144 cm v 6annoHnHom (AvwameTp X anuwmua): 3,50x34 mm;

6 1. KateTep 6annoH HEb i 4 NS 4YpeckoX HOIW TpaHCcnI o MMUHAaanNG HOMB KOPOH aPHOI®W aH KW ONANAaCTMUEKDH
Invader P TCA , ¢ pa6ouyueih AnwmmuHoih 144 cm v 6annoHmHom (AmuametTp x anuwua): 3 ,75x10 mm;
62. KaTeTep 6annoHHHEu i ANSA YupeckKOoOX HO@W TpaHCAHAII M MUHAaGaNLHOI K KOPOH apPpHONW aHTMONAACTN KU
Invader P TCA , ¢ pab6oueid agnmwmhnoiuh 144 cm wu 6annoHmHom (amuameTp X anuwua): 3 ,75x12 mm;
63. KaTteTep 6annoHHBL A ANA 4YpeckKOoDMX HOW TpaHCHAII M MUHAaGNBLHOIMK KOPOH aPHOIMR aHTMWONANACTMU KW
Invader PTCA , ¢ pa6ouei anmmunoih 144 cm u GannoHwom (apguameTp X agnmwuHa): 3,75x15 mm;
64. KaTeTep 6annoHHOb # ANA 4YpeckKoOoOX HOW TpaHCAHI MMUHEZnNObLHOW®W KOPpOHAaPHOW aHTIMWONANAaCTH KM
Invader PTCA , ¢ pa6oueidh g nwmHuoh 144 cm u 6annoHomM (agmuameTp X AAuHnHa): 3,75x20 MM ;

65 . KaTteTep 6annoHHEB A A NS 4YpeckKOoX HOIFW TpaHCNHII M WUHAanNbLHOIMR KOPOH aPHOIR aHTMWONNACTN KM
Invader P T CA , ¢ patbovyei A nwuwHodiWil 144 c¢cm m 6 annoH oM (AwvMameTp X AN W HaA) 3,75 x 25 MM
66. KaTeTep 6annoHHGBL d JNA 4YpeckoOoOX HOW TpaHCnAII MMUHAaGnNLHOIRK KOPpOHAaPHONW aHTFTMWONAMNACTN KW
Invader PTCA , ¢ pab6ouyueih anvwmHodi 144 cm wu 6annoHnHom (AWameTp X ANnHaE) 3,75x30 mwm;

67 . KaTeTep 6annoHHEB A 4 NA 4peckoOxX HOMH TpaHecnioMMMWHAEaGnNhLHOIMK KOPOH apPHOW aHWHTTMoONNAaCTU KM
Invader P T CA , ¢ pa6ouei# gnwvwHoi 144 cm wu 6annoHom (guameTp x AAuwuHa): 3 ,75x34 mm,;

6 8 KaTtTeTep 6annoHHGB H AN S 4peckKoOoOX HOIW TpaHCAHNI MUUHAaNbHOIW KOPOH apHOW aHTMWoON/NacTuwEkKHM
Invader P T CA , ¢c pab6ouyueidh anmvmuHoih 144 cm wnu 6annoHnHomM (AWameTp x aAnmmHnHa): 4,00x10 mm;
69. KaTeTep 6annoHHG b d 4 NA 4upeckoOoOX HOMU TpaHCNI MMUHAaanNGLH OB KOPpOH aPHONR aHTFTMWoONAAaCTHN KU
Invader PTCA , ¢c pab6oueWi anumwmHoOMW 144 cmM u 6annoHoOM (aAuamMmeTrTp X AAMHAEA): 4,00x12 mw™;

70 . KaTeTep 6annoH HEB A A NS YpeckKOoX HOIW TpamHecni o MMM4HAEnNbHOI W KOPOH aPpHOT R aHTMWoONNacTuwkKHM
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KateTep 6annoHHbI 15 YPECKOXKHOM TPaHCNIOMUHANLHOW
KOpOHapHoi1 aHruonnactuky Invader PTCA Pen.No 03

MHCTPpyKLMSA No NpUMeHeHUto [arta: 22 aHBapsa 2024 r.

Invader P TCA , ¢ pa6ouyedi AN uHOI 144 cm M 6annoHoOMm (AmameTp X AAMWHAa): 4,00 x15 mMm

71 K aTeTep 6annoH HU L # ANSA 4YpeckoX HOW TpaHECNIWOMMUWHAEnNbHOMN KOPOH AaPHOW aHTUWONANAaCTHN KM
Invader P TCA , ¢ pa6bouei agnamnHoOIR 144 cm M 6 annoHoOM (AvMamMeTp X AAMHAa): 4,00x20 ™M wm ;

72 . K aTeTep 6annoHHEB i ANSA 4peckKoodk HOMN TpawHHCHIWOMMUWHAEanNLHOM KOPOH apHOMRW aHTMWONANACTUN KM
Invader P TCA , ¢c pa6owuei A nwuHDOI 144 cm M 6annoHoOM (AVameTp X A4 AN U HA) 4,00 x25 MM ;

73 . K aTeTep 6annoH HSb A AN S 4Y4YpeckOoDOX HOIW TpaHCNI MMUHAaansLHOMR KOPOH apHOMR aHTWONANTAaCTN KM
Invader P TCA , ¢ paboueih AnwnwHoOTIi 144 cm M 6annoHoMm (AVYW ameTp X AN MW HAa) 4,00 x30 ™M ™M ;

74 . K aTeTep 6annoHHUbL i AN A 4YpeckKOoOdX HOMN TpaHHCHTIWOMMMWHAEGanNLLHOM KOPOH aPpHOW aHTWONANTacCTMWKDHM
Invader P TCA , ¢c pat6ouei A nwu®Hoodi 144 cm M 6annoH oM (AvameTp Xx ANMHAa) 4,00 x34 mwm ;

75 . K aTterTep 6 ann o HH b W AN A 4 peckKoOoOX HOW TpawHC/HTIWOMMUHA an”NbHOIW K OpoOH AapHOIW aHM rmonanacTtTu KM
Invader P TCA , ¢c pat6ouei A nmuHuoodi 144 cm M 6annoH oM (AvameTp x ANUMHAa) 4,50 x10 mwm;

76 . K aTterTep 6 ann o HH b W AN A 4 peckKODX HOIW TPaHCN IO M U HADANDbLHOIWI K OpoOH AapHOIW aH rmonanacTtTu KM
Invader P T CA , ¢ pabowuueid anwuwHodi 144 cm M 6 annoHoOM (AW ameTp X AN MU HA) 4,50 x 12 M M

77 KaTteTep 6annoH®HEB A 4 NS 4YpeckoX HOW TpaHCHNII M MUHAaNbLHOIMBMN KOPOH apPHOMU aHMHT T MWoONANTacCTmm KM
Invader P T CA , ¢c pa6ouyei anwuwHbodi 144 cwm M 6 annoHoOM (AvwameTp X AgnwnuHa): 4,50x15 mm;

78 . K aTtTeTep 6anmnotH®b ## AN A 4peckKOOX HOMH TpaHHcnioMMUWHAanNsHOM KOPOH aPpHOI R aHTWONANAaCTMU KM
Invader P T CA , ¢ pat6ouyeii A nwuHOI 144 cm M 6annoHWmomM (AMameTp X AANMHAa): 4,50x20 ™M m ;

79 . K aTeTep 6annoHHH®b i ANS 4Y4YpeckOoDX HOIW TpaHCNIO MMUWHAanNLHOMW KOPOH aAaPHOIBR aHTMKMWONNAaCTH KM
Invader P T CA . ¢ pat6ouyei A nwuHOI 144 cm M 6annoHoOMm (AvMameTp X AAMHAa): 4,50x25 MM ;

80 . K aTtTeTep 6annoHHH®b i ANS 4Y4YpeckOoOX HOIW TpaHCAHNIWOMMWHSAa”NbLHOI K KOPOH aAaPHOIBR aHTMKMONNAaCTH KM
Invader P TCA , ¢ pat6ouei A nwu®muoodi 144 cwm M 6annoHom (pAvwameTp x pAnuuHa): 4,50x30 mMm;

8 1. KaTtTeTep 6annot HEb ## AN A 4YpeckoX HOIPW TpaHcnIiOMMMHAEaanNnS® H OM®W KOPOH aPHOINR aH rMmonanacTnmKHM
Invader P TCA , ¢ pat6ouei g nwuHuHoodi@i 144 cwm M 6 annoH oM (pvwameTp x pgnuHa): 4,50x34 mwm;

8 2 . K aTteTep 6anmnoHH®b ## A4 A 4peckOoOdX HOMW TpaHECHIMMHAIEansHOIM KOPOH aPpPHOINR aHH rMmonnactTnmKHM
Invader P TCA . ¢ pa6ouei g nwuHuodi@i 144 cwm M 6annoHH oM (AVameTp X AN MU HA) 5,00 x10 ™M™ ;

8 3 K aTteTep 6annoHHb # ANSA 4YpeckoOX HOMNU TpaHHCANI MMWHAEanN-LLHOM KOPOH aPpHOMR aH T TWONANaCTMU KM
Invader P TCA , ¢ pa6ouei g nwuHoOdi@i 144 cmM M 6annoHoOM (AvameTp X AN N Ha) 5,00 x12 ™M™ ;

8 4 . K aTtTeTep 6annoHHB U A N8 YpeckOo X HOTIW TpaHCAIIWMMUMHGE EanNbLHOIW KODPOH APHOI RN aHTITMUoONDANACTMU KM
Invader P TCA , ¢ pa6ouyei anuHbHodi@it 144 cwm M 6annoHoOM (pvwameTp x AnNnuMHAa): 5,00x15 mwm;

85 KaTterTep 6annoHH b 0 AN oA YW pecKOX HOI TpaHCN IO M W HADNNbLHOIWI KOpowH apRHOI aHTrTMWoOonNnA "acTuw KM
Invader P T CA , ¢ pa6ouuei A1 uHOI 144 cwm M 6annoHHoM (AMameTp x paAamuHa): 5§,00x20 MM .»,

1.2 OnuncaHue nsgenusa

K aTeTep 6 annoHH b AN oA U peckKkoX HOI TpaHCNIO M UWHAEaNbLHOIA KOpoOH QaRPpHOIW aHrmonmsnacTn KM

Invader P T C A (Aanee no TekcTy - kKaTeTtep, kKaTeTep Ansa 4 TKA, nmspgenume) npeactasnsaerT co6b6oi

cTepwunbHB A, o4 HOPpaQasoB b W, M OH OPpenscoB bl i nonynogpaartnwuessb i AWM N aTaumoHHGbB i KaTeTep

6 bl CTPOWA 3amMeH bl (R X) ans pacw mpeHns (npeavmnatauyMmnm) Uenesoro cocypaga B MecTe nopadXeHMs

npwW B NOANHEHMUMNW oNepauywmrmii 6annoHHOIR aHTUMONDANACTU KM

KaTtertep 6annoHH b W cocTom T v 3 npoKCMUMa aneasHoIM TPYy6 KM n AV cTansbH oI TpPy6 Kwu c pac6ouumnm

3N emMmeHTOoOM - 6annoHom

M pokKcu M ansHas Tpye6ka KaTteTepa npepcTasnaer co 6 o0 i M eTannmugeckKyio TPy 6 Ky c OAH UM

npoceeTomM, nokp®so Tyt CHapyxn nonwurteTpadg TOPITUINEHOM (N T o 3 ). H a npoKecnMajibH on

Tpy6 K e K aTerTepa pacnonoxX eH bl A B € M ap KepH b € n on oc bl n o380 5 K0 W e onepartTopy B MW 3y ansHO

K OHTPONMWPOEBA aATH rnyé6mumH.y BBepageHMN s 6annoHa O0OTHOCUTEDNbLHDO M ecTa N yHEKLUMN (Towukmn B X 04 a

apTepmuio ) ans nonevyesod (9 2 cm ) noann 6eapeHHOTI (10 2 cm ) apTepmumn cooTBeiciBocniiu. O aunle

KOoH ey npokKCMUManhaHOIMN TPYyG6 KM KaTeTepa copepx nT xa6b (BB N ON HeEH B B MU AE nopTta N yep) agna
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KateTep 6an10HHbIN /15 YPECKOXKHOW TPaHCIHOMUHANbHOWN

KOpOHapHoii aHrmonnactuku Invader PTCA Pea.Ne03

VHCTPYKLMA MO MpUMeHeHuto [Jarta: 22 auBapsa 2024 r.
coepamMHEHMIN S c ycTpoihcTBoOM AN paspgyBaHuua/cayesanmnas 6annoHa KaTeTepa (MHpaed natTop) n
KoOHTPOMNSA AaBneHu s B 6annome B Topoi KoHeEeL npoKCMUMEAansHoMm TPYyG6kn KaTeTepa X e ¢ T KO0

coep W HEeH ¢ AWnWCcTanssHOMWR Tpy6 kKo KaTeTepa.

A MmcTanbHasn Tpyo6ka kKaTeTepa U MeeT ABAa nNnpoceeTa: 0AMWH ANSA pas3paysaHmws/  cCApyBsBaHWUA pabouyero
snemeHTa kKaTeTepa (6annomua), B Top o i an s npoBoOAHMKE ., cnyx aw ero WanpaeuTenenm npow
nposeapeHumn KkKaTeTepa B LenesoW cocya4a M poceeT ANA nNpoBoOAHMEKE HaumwHwHaerTcs 0T M arKOTO
aTpaBmMaTMu4YHOTrO KOHUYMEKA MW 3akKkaHHuumusaeTcs 4Yepes 27 cM Bb XO0OAOM HAa BHEW HIWO KO N OBEpPXHOLCTH
AW cTanbsHoi TPYy6 KM kKaTeTepa. [ uwcTanshuasa Tpy6ka KaTeTepa, 3a U CKINI 4YeHUEM 6annoua u
M S rTKOTFO aTpaemMmartmeuHoTro KoOHU UM Ka, N oOKPpEbH Ta U APOG MUANLHEL M noKkpbso Tuem. Ha AucTancsHoi
WwacTwm KaTeTepa MW Metw Tca ABe PpPeHTIreHOKOHTPAaCcCTHS b € M apekepH®b e nonoce , no nonox eHui
cooTBeTCTEBY I W Me Havuany U O0KOHUYaAHMIKW pabGouueh ANMHEBL 6Gannowa, 4To nossonaeT B npoiyecece

NnpwmMmeneHnmsns kKaTeTepa TOUYHO N 03MLULMUOHMUDPOBATL 6annokH B M ecTe Nopax eHUSH N Y4enesoro cocyaa.

BannowW N puMuHMUMAaZET HOMMUKHAaNbLHGL € pasmeps (AuameTp) npu HarHeTaHWw B Hero uepes nopT
nyep Ha npoKCUMA ansLHoM KoHWUue KaTeTepa KOHTPAacCTHOI K M A4 KOCTHN K Kax gomy wigenu
MW M e U emM Yy HOMMUHMHAaNbLHGL € AMamMeTp U ANMHY 6annoHa, npwuKANAaAH BaeTcs Tabnwuwua COOTBEETCTB N A
AMameTpa 6annoHa B 3aBMUCHUMOCTH 0T Ben UM H b AaBneHma, CO3JaHHOTO BHYyTpPM 6annomHa
ycTpoihcTBOM HarHweTaHws faBneHus. HoOoMMUHKHAENLHLE M Agasnenmumem (NP) Hasbe sat T AasneHnHmuwe, npu
KoTopomM 6annoH N pwuHMUMAIEeT HOMMEHAanNDbLHGEL i AMWamerTp PacueTHSb M AasneHunem paspe sa (RBFP)
HWasb Baw T AasneHune, npu KoTopomMmM 99 ,95% 6annoHOB 6YyAYyT COXPpaHsTb L enocTHOCTHS Cnexrtp
3 HaueH i AaBnewnwu i oT HOMMUJHAEnNbLHOTO (N P) 40 pacueTHoOTroO Aasnenwua paspue Ba (R B P)

Hasbe Balo T AManasoHomM pabouwumx aAasnenni 6annona.

KaTteTep coBMEeCcCTMU M C W HTEPpEBEHI LN OHHEH MW NpoBOAHMWKAMMU AUuamerpom 0,356 = 0,025 mm (0,014"

AW A Ma) M N poOBOAHMTEKOSBSH MU KaTeTepamum HapyxX HOFo AMWameTtTpa He MeHee 5F

3¢ b ek TuMBHAAN ANMHAG KaTeTepa cocTasnaetT 144 cm AccopTwmeHnwT KaTeTepoBs BKAINIW 4YaeT B ceoba
6annowube amameTpom oT 1,25 mm fo 5,0 MM u AnwHHoOK oT 6 MM 4o 34 mm (cwm Ta6nmuy 1)
Ta6nmuya 1. M aTpumuua pas3mepos 6annoHHa kaTeTepa

pAnHa 6ansoHa (MMm)
25 30 34

6
1.25 \
1.50
2.00 y
2.25 y
2.50 \V
OnameTtp 2.75
6annoHa (M) 3.00 y
3.25
3.50
3.75
4.00
4.50
5.0 % Yy
Mpumeuanue: aulaMeTp GannoHa - 3To HapyXHbIA AnameTp, a AnnHa 6annioHa - 3To paboyas
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KaTteTep 6anNOHHbLIN ANSA YPECKOXKHOW TPAHCNIOMUHANbHOM
KOpOoHapHoW aHrnonnactukn Invader PTCA

WNHCTPYKLUA MO NPUMEHEHUIO

Pen.Ne03

Oarta: 22 ausapa 2024 r.

ANINHA, 06a NokasaTessi NPUMeHMbI K pasayToMy 6a10Hy Npy HOMUHA/IbHOM AaBMeHUMN.

Katertep aenaertcsa cTep U bH B M MeAu UM HCKMNM mapenmenm

(TexHmWueckoe 06CNYX WBaHMUUeE He N pPuMEHNUMO).

KaTeTeps cTepu numszosaHb ra3oBsBb M MEeToAFOM — 3THNEHOKCUAON

B kaTeTepax He N pumeHsaio TCH MaTepmwans X UWBOTHOTO unn

B KkaTeTepax He nNpummeHsI o TCA nNnekapcTseHHBb e npenapartes .

M onox e mme kKaTeTepa 8 Tene nauyuweHnta MOX HO ONpPpEeAaAenMTbL C N 0MOLW bio

KOoHTpPpODNSA
Papgmayma, 3nekTpomMmarHH WTHL e U M arHuTHBL e

nons Ha MW3penue He

1.3 CBefieHNsa 0 NPON3BOANTE/IE N MECTE NMPOU3BOACTBA

IMPON3BOANTEND: A 1vim caica Tibbi Uritnier San ve bis Tic s
FOpuandecknii agpec npoussogutens: Istanbul Trakya Serbest Bolgesi,
Atatiirk Bulvari No: 16 34540 ("atalca-Istanbul TURKIYE

TeneoH:+90 212 786 60 80

E-mail: ivico atvimesica com

MECTO MPOU3BOACTBA: A 1vim coica Tibbi Uriinter San ve Dis Tic. a.s..

Bolgesi, Ferhatpa§a S B M ahallesi Ataturk Bulvari No: 16 34540 (~atalca-
1.4 Knaccugukaumsa usgenmsa
CornactHo A v opexkTunse M DD /93/42/EESC orT 14 Mo H oA 1993 roaa.

KateTep AN oA 6annowHOI AManaTtauywmm AaBnsaeTca W HBa3MBHBL M,
MspgenmemM, OH BXOAMT B KOHTAKT C LeHTpPpansisHoOW cucTemod
o Knaccwud mumpyetTcs Kak M eaMUMHCKOE W3pgenme Knacca 3 Knacca

npumeneHnmns. N popjgykKT numeeT Mapkuwposky CE .

1.5 Bua KOHTaKTa ¢ opraHmM3mMom

Katerep — KpaTkoBpEeEMEeHH S i KOHTAaKTa C UL MUPKYN T MPYIW W el KPpoBbi

OAJ4 HOKPpAaTHOTO

W enoBeu4ueckKkoOToO

N puwnox enwne IX,

CTep W nbHEB M

KpoBoOOGP AW eH M A .

npwumMmeHeHMNs

N poMWECXO0oDX A eHusa.

peH TreHocCKORNM U YecKOToO

B A M A0 T.

Ferhatpa8a SB Mabhallesi

Istanbul Trakya Serbest

Istanbul T U R K 1Y E

npasuwna 6,
M eaAM UM HCKAM
CnepoeatentsHo,

pmncKka noTeH UM aAansbLHOTO

2. HasHauyeHue, 06/1aCTb NPUMEHEHUS N MOTeHUMabHbIE NOTPe6UTENN

HasHaueHue: ...

Mcnonbs3oesaHwma 8 Wpeckoox HoOI

awrmonnacTu ke (4 T K A) AN pacuw uopewns CTeH O03MpPOBAHTHDOIW

KOHWTPON W PpYyEMOTro HAaApgyBakHWwa 30acTmwuHnHoro 6annoHa Ha AUucTansbHHon

TpPaMHCAK M UHanNbLHoOI

Kopowaphmooi

KopowHapHoO.I

apTepwuwm nyTtem

KOoHLUYeEe

O6TACTb MPUMEHEHUIS 1 ¢ w e s mm e n neuesmo-npob nnansnsecne ueanuunesne yupenacnns

MoTeHUManbHbie  MOTPEGUTENMU:

Bpawunm newet H b ox "

Moe A M UM HCKNX yuPpex aenuii
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KaTteTep 6ann0HHbIA 4N YPECKOXKHOM TPAHCNHOMUHAIbHOA
KOpOHapHOoW aHrnonnactukm Invader PTCA

VHCTPYKLMS MO NPUMEHEeHUto

3. MpuvHuKnn gencTeuA

n

HrmMmonnacTuKHWM

T o0 6 bl

anonmHeHN

aTeTep B

poOBOAHM

apkKep bl

ooTBeEeTECT

Haoed naT

50 % - .

A aH H b X [
cnepmnT b 3
nocne 3 a
yAaansertvcs

npepcTasanae

(4 T KA

AMonaTuposaTtb ¢

A npocserta

BOAgMTCSA

K 0 B bl i

nomoratw T

B non co cTa

opa Hakaumns

3 renapwuHM3

eH TreHOCKOHRN

4 T O 6 bl

Bepuw eH U s npoueagyp s

noeep x

KaTerTep "

TpaHcni M

rv agpasnuu

T co6 oW KaTeTep AnNA upeckoX HOI
). Ko Top b i mecnonvayer npwMoHuwo
TeHOTMH UecKoOoe Nopax eHWu.e M ocne nNopomMGBbB BaHUMSA

Wakauumusanuwal/caysat

0,356 =

0,025

n

A

6annowna pa

(0,014" ..,

cTBOPpPOM

n

poceertTa

K 0 H

Pepn.Ne 03

fata: 22 aHBapa 2024 1.

Hoan

TpacTHOTO Bew ecrTBa

Hanpasnu

nonepeck

MM
ycTtaHnasnmeaeTcs nonepec nopaxehnwns
npaswuanbshHoO No3WumMOoHUWMUWDPOEBATHGH 6ananow
H A apTHG G M © M eTOoAMNKaAaM M npoeepgeHus 4 T K A
aeTcs pacTBOpPOM , Ha 50% cocTOoOAW MM M3 KOH
WpoBaHHOINO CoOnNnesBoro pacTtsopa. N pu HeobXO0RAaMN M

mouo, HakKkauuesaHuwue

He npes b

4. MNoKasaHNAa K NPUMEHEHUNIO

n

n

KaTeTep

oOpax emHwn

epd ysmm

nauymewnT

bl npwumeHs

M Mo Kapaa,;

Bl A4 0N K H b

npumMeHeHMNe K a

aTepoCcCKNEpPOTHYECKNM

Mcnonss3osBaHMWEeEHM

nepetn

npwuwmedHte

KaTerT

Hunue kKaTeTenp

n B K Op oOH apH b X

cooTBeT

0T c yensmw

TeTepa

CTBOBa ATH

CM Tb pacuyeTHOoe

6annoH

pacuw

apTepwunax wonowm

nokKasa®Ho

Mo6AN AW KamM M BHYTPM

epa g4n s

a ™M o x eT 6

4 T KA

M peHuns

oA ool

cA

6 annowHa

noBToOp S AeTcs

A aBneHMe paspe Ba

ysaetcasa, a

cTeH O3

H eo6xo04amn

P e

H

Ten s

b H

ecKOToO

o W KopowapHoOi

4y T oK

AaB N eH N A

HanpaemnwrTtens

yuepes

TreHoOoKOHHTDPaAacCTH

nopaxemHus

6 annoH c n

TpacTHOT

ocTwm,

6annoHa

6 annoHH B @A

M p OB aHHB X

06 XO0AHB X COCYAMECTH
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- naumuemnrt

- nmaumneHT
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H bl M u

amM ¢ TAXK enoW G opwm o

6. [Mo60UHbIE peaKLunn
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- paspu B
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- Tpom 6 0 3

HUue KOopoHA ap

nepd opauymna

06 CcTPY KU U A

KopowHapHoOI
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bl
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KpmnmTepmwmwsam Agna onepauymnn
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™
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e

M nayueHTam

a T ak X

0O y KOoTop bl
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KopowapwHoi

apTepmunu

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

apTepmuwu

c

H

"

K OPpoH apH

bl

Ans onepauymuumu

X apTepwu i ;

0OBHOTO CTBOAaA

n

KopomwaphHooi

06 xo0paHOTO

nesoi

apTepwuumn;

cocyapawm

n

no

Wy H Tax

o

T

r

o

6

bl

B as cb

bl

H

e

aTensbHoO

4 T K A

4eckKku X

AN s yBenmuueHt

w yHTwupoO

TbL pacuw

aymenTtanm,

KOpoOH apHOTO

npex Hewm.y

w

KopowHapHOI

cToO

r

o

B aHn

b U M H UMDPOBaAHH B

mopeHn

a

KO0 Top bl

YyHTUDPpOBaAaHMSA

apTepmn

n



KaTeTep 6anN0OHHbLIN ANA HPECKOXKHOW TPaHC/IIOMUHAIbHOM

KOpOHapHoW aHrvonsactuku Invader PTCA Pen.Ne03

NHCTPYKUMA MO NPUMEHEHUIO ﬂa—ra: 22 AHBapPA 2024 r.

- HecTabwnnbeHasn CTeHOKapa awsa,;
- ocTpuL W MHGapKT MUOKaPpaAa:;

- pecTeH O3 pacw MupeHHONW apTepmun,;

- cnasm K OpoOH QAPpHOTIWK apTepwumn;

- apuMTM MR, BKNIW 4Yan X enypaoukosyt ¢ u6bpunansymui ;

- KpPoOBOMWSINMAHME MU TemMaTomMma,;

- peakuuMuum Ha nekapcTBeHHE e CpepagcTBa, annepruns Ha KOHTPpAaCTHS L e BewecTBsBa, N puUMEHSNEMEB e B
X0 Ae npoueayps ;

- rMNnepTOHMSA MAM TMUNOTOHMS

- MM oexum oA

- apTepuoBeHoO3Han ¢ nucTynna,;

- am6o0nm A ;

- cMep T

- Heo6XO0AMMOCTSb B HeEOTNOX HOMW ONepayum KOPOHA apPHOTTO BeHOS3IHOTrNO W YyHTWPOEBAaHMSA

7. KBannpukauymnsa nepcoHana

A auonHoboe KaTeTep b M OryT npuUMEHSATL TONbLKO ON b THG e BPauwm, N pow ejfwW Me CneyuwumansHyi

noAgroToBKY NoO 4peckoX HOW TpamHCcnNI MMUHAaaNDLHON KOPOHE aPHOIW aH W OoONNAaCTNKE

®

Mepbl NpPegoCcTOPOXKHOCTU U TpeboBaHNA 6e30MNacHOCTU

- kaTeTepw npeaHaszHaueHs. MCcKNO YnTenbHoO AN s oapHoOpaszoBoOToO npuwMeHeHnws, nosToOpHOE
npuUMeEHEHMNE 3anpeuw eHo,;

- moBTOpHaAaA CTepwWAMW3IauMa 3anpeu eHas;

- Hoe MmenonbayioTe KaTeTep, KoToDp bl it Xpawwunca Hoa 0T KDpH TOM conmouy e wonom B Hoe
peKomMeHAOBaHHLB X ycnoswusax,;

- He Mmcnonb3syWTe kKaTeTep nocne McTeuueHwHUMs cCpoKa FoAHOCTM , yKasahHHHOTFTO Ha ynaekoske,;

- KoM TpacTHOeE Bew ecTeoO MCNnONL3IYHRTE TONbLKO B paszbasneHHOM BUuAE:

- He cnepgyeT MmcnonNnbL3IOBAaTL BO3AYX MAM Nt 60# APYyTroRd ras ANS Hakauwsawmas 6annomas;

- nposepobTe CTepMAM3IALMOHHYI ynakosescky Hoa npeamert noBpex AewH U . H e Mcecnon b3y oTe
KaTeTep npwu 0G6GH aPpYyX eHUMU HapyweHMNs I enocCTHOCTMU CTepMuW "wuaisIalumwoHHHONB ynakosKkH;

- nopu npumenenun kKaTeTepa Henbaasn AonyckaTts n x KoHTakTa c HecTepunbHEb MU
noBepXHOCTAM U ;

- B0 BpemM s HakauuMBAaHMUA 6anNnNO0OHAa HenNbL3IA NpeBbL W aTb pacuyeTHOE AasneHue paspe Bas;

- amamertp paspyTtoro 6annoHa 8 Toukax, OrpaHmMuMBal W oM X CTeHo3MDpoBaHTHES I yuacTtoKk c
npokKCUManesHoOoI“R M A MWcTanosHoOoiml CTOPOMHU L , HEe 0N X eH npesBsbo W aTb ycTaHOBANEHHOTO 3Ha4YeHMUs;
- KaTeTepws A ON X HB WCNONbL3IOBATLCA TONbLKO ONOBL THL MU BpavyammMu, N powW ejgw MMua CneuyumumansesHYyIo

noAaAroToOBKY no 4 peckKkoOX HOIW TpaHCN IO M UHAEanNbLHOIWMK KOpoOHa apHoiWh aHrmonmanacTuKe,;

- nepea KkaTeTepwusayuwuedh HeoO6XO0OAMMO nNPpPpOBECTMH M COOTBETCTBYI O W yi aH THMKOATYNAHTHYIO "

BasloAaMNaTaALMOHHYIW Tepanwui ;
- onepauuma no Wpecko X H O TPpAaMCNK M MWHANbLHOI KopowHa apHOIW aHrMonAacThKe Ao oK Hoa
Bb N ONHSATHLCA TONBbLKO B N euvye6HSH X W nevetdHO-nNnpod Mnak Tweueckuwx MeAaUu U4 HCKNUX yupex ageHnnsx

pacnonaratwn w ux Heo6XxXopa4uMEbL M 06 o0pyAoOBaHMEM AN s npoeepenua S KCTpeHHoO.I onepauymnm

KOpoOHaPpHOTO W YyHTHUPOBAKHMSA NpPH Pas3smuwTmm Tsaxenbs x 0CHNO0XKHEHII;
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KateTep 6a//0HHbIV /19 YDECKOXKHOM TPAHCIOMUHANLHOM
KOpOHapHoii aHrronnactuku Invader PTCA Pea.Ne 03

WNHCTPYKLMSA NO NPUMEHEHUIo [lata: 22 siHBaps 2024 .
- He 3aTsArMBalTe remMocTaTnNnuYecK®U I apantep B Y -06pasHoOM coepuMHMUTEene, Tak Kak 3T0 M O0X efT
npusectwn K cK aTu cTBoO N a KaTteTepa, WTo, B cB o0 ouepeasasb, 6yaerT npensaTcTBoB aTH

HakaumeaHHuio W CAYBaHMU WO 6annohHa:

- Bce N poyepgyPpbH , BbH NONHSAEMESb e nocne BBeEjeEHUS KaTeTepa B OPpraHuw3mMm Wwenoseka, A4 0N K H b
conpoBOX gaTthbcs PeHTreHOoOCKONM WY YeckK AM KOHTpPONMNEGM . H e nepemeuw arthb KaTeTep Ao nonwHOTO
cAayBaH A 6annoHa. nopw nosBANeEH UM KaKkoro-nmué6o conpoTuEBNEHUNS B0 Bpem s npoueayp s
Heob6xoamumo ocTaHoOBM TbLCSA " nonbe Tatbcsn onpeaenm e npMu Moy, a satem nocrteneHHO
npoApaBMCraTeL 6annoHHGLINA KkKaTeTep w3bGeras neperveéa ero npokKcUMansHoW uyacTu. Ecnamu Bam  He
yaacTcs onpeaenvTbL NpPpUMYMHY, yaganmTte Bclo CcuCTeMYy;

- MHe cnepyeT mcnonbLszoBaThL KOMWTpPpacTHOEeE Beuw ectreo Ethiodol mnu Lipiodol;

- He cnepyeT 06Gpat6aTbe BAaTbL KaTeTep OpPraHw4yeckHWuM®4u pacTeBoOpUTENSMMU (Hanpumenp

9. KoMnaeKT noctaBKuK

B KOMOMNDDANekT nocTaBK®W W3AENMWS 40N KHEB BXOAMTES:
- kaTeTep B CTePpPMWNM3aumoHHONM ynakoeske - 1 wrT.;
- MHCTPYKUMA NO NPUMEHECHNIWD - 1 wT

10. MHCTPYKLMA NO NPUMEHEHUIO

10.1 Bbl6op npaBUNbHOro pasmepa KarteTepa

- N pw B 6o0pe kaTeTepa HeoG6GXO0AMUMO 0cCOGOE BHMUMAaHUE yagenuwTs AnamertTpy 6annoHna - Auamertp
6annowna KaTeTepa 8 HakaueHnHom npow HOMMUH EnNbLHOM pAaBnen cocTo A H MM Hoe Aok ewn
npeBw W aTb AMaAaMEeETp KOPpOHAaPHOI apTepum B Toukax, npuaeran w oux K CTeHoOo3MWPpoBAaHEHDOM.Y
yuacTky c npoKkcu M ansHoi " AMcTanben o cTOopoOH b B b 60 p KaTeTepa Bb ononH A eT
KBanwmdo uuupoBsaH-HL i 8 pau c Nnpod MnobeHBL M MeAU LU HCKUM 06paszosaHuen Hoa ocHOBaAaH MM
nokasaHWmuih , Tuna m oco6GeHHOCTENR NpeacToaw MX MaHUNDyY NAYME C NIAEeNHNem

10.2 MogrotoBKa

- NnoarotTosbTe pacTBOp ANS pasagysBaHwuwa M3 CMecu KOHTPaAaCcTHOTFO Beuw ecTsBa M CTepwuWNbHOTO
® W 3MmonNormuyeckoro pacTBoOpa B COOTHOIW €HMUM 11

- 3anonHWwuTe w npwuy (He BXOAMT B KOMOMDANEKT noctTasknm) o6bemom 20 Kyéb CM N puGNMIMNTENDLHO
10 Ky6 cM G M 3WONOTrMWMUYEeCKOTro pacTBoOoGpa

- HapewsTe wurny (He BXxoAgMWT B KOMMDIANekKT nocTaBku) Ha wnpwuy, akkypaTHO BCTasbTe ee B
oTeepcTue AMcCTanseHoro KOoHU M Ka kKaTeTepa n npowmodi Te npoceert ana npoeonouHOTO

npoBOAHMEKS .

- N pukpenmur e KpaHMWK (He BXO0OAMT B KOMNIDAEKT nNocTaskm) K pasbemy kKaTeTepa

- NpuwekpennwTe w npuuy K KpaHMWKY W noBepHMUWTEe W nNnpwuwuy B BepTuUKAanbsHOE N ONOXEeHMUWE Takumm
0o6pasom ., 4 TOG b nopw eHs wnpuua 66 N ceBepxy. M oTsawHwuTe nopuweHb WU yAaAanT e Bo3aAy X wu3

6annoHa.
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KaTteTep 6an/10HHbIM 4719 YPECKOXKHOW TPaHC/IlOMUHANbHOMN

~ 0
KOpOHapHOU aHrnonnactuku Invader PTCA PeA.Ne03
MHCTPYKLMA MO NpYMeHeHuto fata: 22 auBapa 2024 r.
- N poagon x aiTe BCacb BaHMeE W onpwnuyem B TeueHue 15-20 ceKywHA, cneasn 3a Tem , 4T o0 6 bl B

pasz6aeneHHOM KOHTpPAaCTHOM Beuw ecTBe He NO0ABAANMCHL N y3b pbku BO3IAYXE

- 0O cToOpOK HO nNpekpaTuTe BCach BaHIMe

- N pw Heo6XO0OAMMOCTM NOBTOPMTE Npouyecec

- Co3paiiTe oTpuIUYuaTensHoe A aBneHune, Nnocne 4ero nepekpodhTe KpaHMK

- M oaknw 4ynrTe ycTpo#ncTERB O AN sa paspaysaHwm9nus K KaTteTepy, npeasapwwTensHO y 6 egwmBuw uCcb, 4 ToO
B o 34y X H e nonaapgaer- B cuMcCcTemMmy. O TKpoWNTE KpawHwuk " pasayiTe 6annow Ao HOMMUHG aDNbHOTDO
AaBneHmnms, mnocne 4Yero npoBepbLTE L ENOCTHOCTSL KaTeTepa

- Cos3paimTe OTpPMWUULaTensLHoe A aB/NeHMWE, NOCAHNE 4Yero nepeexkpowdnTe KpaHMK

- MW cnonob3ays remocTaTwuyueckwudil Knanatm (He BXO0OAWT B KOMODDOAIeKT nocTaBKW), nNpuekpenmurTte Y-
06 pasHGbE @ coOejpmHUWTens K KaTeTepy, KOTOPSb i yxX e BCcTaBsneH B apTepmnio

- M poTsaHMMTeE NnpoBONOYUH B i NnpoBoOAHIMK (He BXxoAamnT B Komnonex-Tt noctTaskmu) Wepes
NnpoBOAHMEKOEB b i KaTeTenp (H e Bxopamu T B KomM™nnnecx-T nocTtaBskmu), nocne wero npopaBMHGLTE ero
Bnepejg M pacnonox mTe B HYXHOM MecTe

- A KKypaTHO 3aTsHMWUTE remocTaTuwwuecKkumii kKnanaHw Y -06pas3Horo cCoepgvwH TenNns" HaAa NpoBOSOYHOM
NnpoBOAMHMWEKE, 4TOG6 6 NpepgoTBPAarTmT e ero HenpeagHaMEepeHHOE CMewWw eHUeE

- BcTaBbTe 3aAHMMAE KOHUYMNUK N pPOoOBONOYHOTFO N pPpPoBOAHMUEKAE B A MCTanhbHEBLTIKH KOHUYMEK KaTeTepa u
npukpenmTe ero K KaTeTepy. 3apaHuMuifd KOHUYMUK N poBONOYHOTFTO N pPpoBsBOJHMEKaIa Bb i g eT NpuUummepHO Ha
27 cm 67 MoK e K gMcCTanbsHOoOMYy KOHUYMNKY KaTeTepa

BHUMAHUE!!! v ca cuenyouwmxcn 6annonoss: nasoparopnse nons ranns noxasann
WTo B N pPpoOBOAHMEKOSBSBL i KaTeTep Tuna 6F (MAwM ¢ 60n0bWw UM AMWaMmMeTpomM) M OX HO BBECTU ABa
KkaTeTepa ans 4 TKA pguameTtpom 4 mm

- O cnabeTe remM ocTaTuWwuyeckKMUi Knanat Y -0o6pas3HOro coepgwuwHWNTEDN N A M N popagpBMHOLBLTE KaTeTep A4ns

U T KA B HanpasneHWu AMWCTansbsHHOI W YacTum nNpoBOAJHMIEKOBOTFO KaTeTepa

BHUMAHWEN! o . i. nponsnranre xarerer ann 8 TKA. xoraa onw cayr n waaer na
NnpoBONOUYHGE i N poBOAHMIMEK

- He cneayeT cnNnMwW KOM Tyro 3aTsrmeaTts remocTaTmwuyecKkuWdim KnanaH Y -06pasHoro coeamvwhHuTtens,

Tak Kak 9TO M OX eT npensAaTCcTBOBAaTbL N PoOXOOXAECHMWIN KOHTPpAaCcCTHONO Beuw ecTsa Yyepes npocseT a4ns
pasaysaHwws 6annowa, 4To, B CBOW Ouepeab, Npuseger K ysenwmuueHnmuwio BpemMeHHW CAYyBAaHUMA/

pasagyeamnus 6annoma

- Mpopgon  wte npoyeagypy nNOoA PpeHTreHONOTTHNUYYECKNM KoOHWTpPpONEM , Mcnonsaysan cTaHeagapTHBb e
MoeToa b aWmrmonnacTyu KM . Y npoctu e pasmew enwme 6annoma B cTeHoOo3MpoOBaAW K M yuacTke

nomMoOTryT peHTTreHOKOHTPpPa acTHT B e M apKkep b
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KaTeTep 6annOHHbIN AN YPECKOXXHOW TpaHCAOMUHANbHOW

KOpOHapHoW aHrvonsactuku Invader PTCA Pea.Ne03

WNHCTPYKLMA NO NPUMEHEHWIO [ata: 22 sHBapsa 2024 r.

BHUMAHWME!!! ¢ ccouwcunyercn, wrosu nposoamns n/iwaw xarerep ansn 4 TK ocrasanuce o

ouware nmopax eHWUus A0 NONHOTFO 3aBepw eHns Aunatayuwn. Bpems CAyBaHWHUWS/pasagysanumus 6annota

10,4 W3BneyeHune KaTeTepa

- O cna6bLTe remocTaTwWuyueckun knanaw Y -06pa3HOro coepuHaTenasa.

- Y aAepx uBas remMmocTaTtTuu4yeckK®wii Knanaw M N poBONOYH b i npoBOAHMEK OfAfHOIR pykoi#h , apyrodi

pykKkod#h BoO3ZbLMMUTE CTBON KaTeTepa

- Y pepx mMmBaa nNpoBONOYHGELIMA NPOBOAHMEK B HeENnoABMWX HOM COCTOSHMUM, 4TOG6LH OH He CABMHYACS
co cBOero mMecTa B KOPpPpOHWaAapHOB aprTepumum, uM3sesneknwtTe KkaTeTep Ansa 4 TK M3 nNpoBOAHMKOEBOTO

KaTeTepa

BHUMAHWME!!! & o ouccce wsoncuenme cneamre sa nonos enmen nposonosnoro

NnpoBoOAHMEKAE C N OMOUW bi peHTreHONOTrNWYeCKOTFo KOHTPOAS
O Tkpoidh Te remocTarTmeueckuidh knanaH Y -06pas3Horo coepgmuweHurtenas

nopuw Heoo6xoamnmocTn noAaroTOBbLTE ewe 0AMNH KaTteTep An=a 4 T K A n nosTOopMTeE npouyecec

AvwnaTtauymun

11. TexHWYeCKUe XxapakKTepUCTUKN N3gennsa

TexHwuuecknue xapakTepuwcTnmekn W3agennms npeacTasnens B Tabnuwuye 2.

Ta6nwuuya 2 T exH WU yueckmue xapakTepuwcTumuknm nsagenmns
XapakTepuctmka 3HayeHue
XapakTepucTUKN n3genns

5 ¢ d exTuBHan AAumHa kaTeTepa (L)*

*N oA po6HG e pasmepHes e
1440 +0/-150 wmm

01
XapakTepucTU KM WIAEAMA NnpMBEACH W B
n 12
O 6 03HaueHMNe AN U H b 6annoH a (ansa
ykasawuwua s AoKkymewTauwuwm " “a
0 2 sTu KeTKe) 6 . t0, 12, 15,20, 25,30 ,3 4 M M
* PasMepbl OCHOBHbIX YacTeil 6a//ioHa kateTepa
npueeaeHbl B Tabnuue A2
O 6o03HauwueHnue Aamvametrpa 6annowa (A= 1.25, 1.50, 2.00, 2.25, 2.50, 2.75, 3.00, 3.25
ykKasaHwusa B L O0OKYyMEHTauwuu n H a 3.50, 3.75, 4.00 4 .50 5.00 MM * 6 %
03 3TN KeTKE)
* dhdhekTuBHbIN gnameTp 6asnoHa,
COOTBETCTBYHOLME CO34aHHOMY BHYTPU
AasrieHunio npueeneH B Tabnuue 3.
6 M M 5 < L < 7 M M
10 MM 9 < Z < 11 M M
3 ¢ b ek TMBHaADSR AnmMmHa 6annoHa n n
04 ! ’ 12MM:11<L<13MM
HOMM UMW aQNBbBHOM agasBnenwun (NP)
15 M M 14 < Z < 16 M M
20 MM 19 < 1 < 2 1 M M

12
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KaTteTep 6an10HHbIN AN1S YPECKOXKHOW TpaHCAOMUHAbHOMK

KOpoHapHOW aHrnonnactukn Invader PTCA

WMHCTPYKLMA NO NPUMEHEHUIO

XapaKTepucTuka

Pepn.Ne03

[ata: 22 aHBaps 2024 T.

3HayeHue

Ne
25 mwm: 24 < L < 26 wmowm
30 M M 29 < L < 31 mMwm
34 mowm 33 < zZ < 35 mowm
H apy X H b # AMameTp AwnWCcCTansbsHoOoIW
05 2 ,7F* /0,9 mm = 0,25 mwm
TpyG6Kku kaTeTepa
H apyxX Hb i AMameTp npoKCHUManshsHOIW
06 1,78F* /0,6 mm * 0,25 mm
TpPpyYyG6 KM KaTeTepa
H apyx Wo il guameTp agmncranshoro
07 0.,017"/0,43 mm 0,25 uwm
HaKkoHeuHnka
08 © opmMa aTpasmMaTMuHOTrO KOHUYMKa A 0N K eH 6 b Tb 3akpyrneHHGS M, KOMMUILUYECKIUM
M W HUMansHe d BHYTPEHHUWUNRH ANamertp
09 CoOBMeECTWUMOTroO N poBoOAHIMEKDOEBOTDO 5 F */ 1,422 m m = 1%
kKaTeTepa
" 4
to B Wam eTh cos M ecTU M Oro NpOBOANMKS 0,356 + 0,025 mm (0,014" atoiima)
[OnunHa 6annoHa, MM MapKepHbIMU
nonocamun, MmMm
6 M m 6 £+ 0,1 mwm
PaccTosHmue oT cepepagmvwHEBb nepesoro
10 M M 10 = 0,1 Mom
pPemH TreHoKOHTPAacCTHOTFO 6annoHHOTO
12 mom 12 = 0,1 mwm
11 M apkepa AO CepeAMHEB BTOPOTO
15 M m 15 = 0,1 mwm
pPemH TreHOoOKOHTPAaCTHOTO 6annoHHOToO
20 mowm 20 + 0.1 mwm
M apkepa
25 mMwm 25 = 0,1 mwm
30 M M 30 = 0,1 M M
34 mowm 34 £ 0,1 mwm
12 H oM vwHanseshHoe pgaegnenne 6annona (NFP) 8 aTwm (B11 N a)
13 PacuyueTHOE gaBneHnHmnve paspsbosa (RBFP) 16 arTtm (1621 N a)
14 Bpem=a HakauumBsBaHwma 6annoHa < 15 cexymna
15 Bpem=sa cCapyBaHwMmMa 6annoHa < 15 cekyHa
B annoW 40N K €H Bb Ae€pXK aTb M UHMUMYM 10
16 Y cToW 4ymeocTs 6annoHa Ha paspes B
WM EKNOB pacué&THOro AaBneHua paspeo 8a
Y cwunme Ha paspebe B MCn b TyemMmb X
17 y4uacTKOoOB KaTeTepa: paspeb B >3 .0 H
coeA M HEeHMWSa KOHUUMNEKAa KaTeTepa?*r?™*
Y cmonme Ha paszpebe B M Cn B TyemMmb X
yuacTkoB kaTeTepa: paspeb B
18 CoOeAMHEH WA N pPOKCMUMEAaneHOI B Tpyeo6Kkwu > 5.0 H
KaTeTepa M amcTanbHhHoW Tpyo6kn
K aTeTepa?* *
Y cu nme Ha paspb B MCn b TyewMm b X
yuacTkoBs kKaTeTepa: paszpeb 8
1 > 15.0 H
CoepuMHeHUSs NpPpoOKCUME ansHoW Tpyo6ku
KaTeTepa W cCOe€AMUHMTENDNbLHOTO y3na?**
KaTteTep He AONK eH MMEeTb CKPy4YMuEBaHIIG,
HWapgpesoB M 3arps3HA0 W MX Beuw ecTs
20 B Hew HUWiXd BUMA KaTeTepa
Y 4acTKku TepmMmuueckodh cBapKMU 40N K H bl
66 Tb POBHB MU C N A asHb MU Nepexoaanmn

& 000 LHPMH (7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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KaTteTep 6ann0HHbI AN YPECKOXKHOW TpaHCAOMUHANBHON

KOPOHapHOW aHrnonnactuku Invader PTCA

WNHCTPYKUMUSI NO NPUMEHEHUIO

XapakTepucTtumka

21 CTwmuaner-

22 K nwnwneca

3aw uTHas

TPy6Ka

* 3HauyeHve no dpaHLy3ckoi Wwkane (wkane LWapbepa)

B bl

Ji

A w

e

w H W@

M e T p

w oH W

Bu g

Bu a4

MWuecTBO OTBEPpCTMY U

™

H

eTp

a

M pwuHa

coTa

e w H wn i

oTrsepcTy il

Bu 4

am eTp HapyxX Wb

amerTp

A nvowoa

BH Y TPpeEeHHMI

H

annowH

0B peX A eHn it

He 40N x eH

Pen.Ne03

[arta: 22 aHsapsa 2024 r.

3HayeHune

M eThb 3ayceHuUyes

0B pex aewn m i,

e 4 0N X eH

oBpex AewH mi,

€ 4 0N X Ha MM eTbL 3ayceHauUes,

y 3b pe

T.A

€ 4 0N X Ha uMeTsb 3

y 3w opei,

T.A

** MecTa coeqUHEHNIA y4acTKOB KaTeTepa NprBeLeHbl Ha PUCYHKe 3

3 b h e KT M B H B

npepgcTaBneH b

fasneHue
(atm)

5

6

7
8*

9
10
1
12
13
14
15

16**

17
18
19
20

AHomuHanbHoe fasneHve 6anoHa (NP)
** PacuyeTHoe [laB/ieHne paspbiBa bannoHa (RBP)

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

A vMarpamma cooTBeTCTBMWA 6annohHa

[OaBneHune
(kMa)
507
608
709
811
912
1013
1115
1216
1317
1419
1520
1621
1723
1824
1925
2027

1.25
1,17
1,20
1,22
1,24
1,27
1,30
1,33
1,36
1,40
1,43
1,47
151
155
1,59
1,65
1,73

B Ta6numoue 3.

AMamertTp 6annona,

1.50
1,37
1,40
1,45
1,48
1,52
155
1,58
161
164
1.67
171
u75
1,79
1,83
1,88
1,92

MM eTb 3ayceHuyes.,

0,3

2

, B O 34y W H B X

6

9

5

MM eTb HMUKAEKMIMX

norTecxosB,

Tpeuw uoH

n

M opT 1 yep He AO0AN K eH

ny3seopoedi,

Tpeuw uH u

T.A

i0,07 MM

+ 3

™

A, moBpex aeHu i,

cooTBeTCTBY IO W M e cO34aHHOMY B

2.00
1,88
1,92
197

2,01

2,04

2,07

2,10

2,12

2,15
2,18
2,21

2,24
2,28

2,31
2,35
2,39

2.25
2.03
2,09
2,15
271

2,26
2,30
2,33
2,37
2,40
2,43
2,47
2,50
2,54
2,57
2,61
2,64

H

noBpex geHn

iO‘D

+

5

™

T.A

B O34 Yy W H B X

norTekos,

MM

aycewHuyes,

Tpew uoH

B O 34 Yy W H b X

, moTekos,

yTpwM pgasneHwunw

OnameTtp 6annoHa (Mm)

2.50
2,40
2,46
2,51
2,56
2,60
2,63
2,66
2,68
2,71
2,74
2.77
2,80
2,84
2,87
2.90
2,94

2.75
2,63
2,68
2,73
2,76
2,80
2,83
2,85
2,87
2,90
2,92
2,94
2,97
3,00
3,03
3,06
3,09

3.00
2,86
2,93
2.98
3,02
3,06
3,09
3,12
3,14
3,16
3,19
3,22
3,24
3.27
3,29
3,32
3,35

3.25
3,02
3,09
3.16
322
3.26
3,30
3,33
3,36
3,40
3,42
3,46
3,49
3,52
3,56
3,59
3,62

3.50
3,34
341
3,46
3,51
3,55
3,58
3,60
3,63
3,65
3,68
3,70
3,73
3,76
3,78
381
3,84

3.75
3,47
3,57
3,66
3,74
3,80
3-85
3,90
3,93
3,96
3,99
4,02
4,05
4,08
411
4.13
4,15

4.00
3,84
391
3,96
4,01
4,05
4,08
4,11
4,14
4,17
4.19
4,22
4,24
4,27
4,30
4,33
4,36

Tpew uoH

4.50
4,29
4,38
4.45
4,51
4,55
4,59
4,62
4,65
4,68
4,70
4,74
4,77
4,80
4,83
4,86
4,89

5.0
4,64
4,79
4,91
5,02
511
5,18
5,24
5,30
5,34
5,39
5,42
5,47
551
5,54
5,57
5,61
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Karerep 6annoHHbIi ANA YPECKONHOMN TPAHCNIOMUHANBHOK
KOpPOHapPHO#H aHrmonnacTtukm Invader PTCA

Pea.N203

UHCTPYKUMA NO NPUMEHEHUIO

fara: 22 auBapa 2024 r.

Koppo3nonHnas cToHKocTh
MeTtaIMuecKHe YacTH KaTeTepoB He MojaBepkKeHb! Koppo3uH. [locsie HCMbITaHKS KAaTETEPOB 110
METO/Y, YKa3aHHOMY B NpHioxeHud A cranjapra ISO 10555-1, Ha MeTaIMYECKUX HaCTAX
KareTepa He AOJKHO ObITb KOPPO3MH.

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

15




KateTep 6asM0HHbIN A/ UPECKOXKHOM TPaHC/IIOMUHAIbHOA

KOpOHapHo aHrnonnactmkn Invader PTCA

VMHCTPYKUUS MO NMPUMEHEHWIO

12. Cxemartunyeckune M306pa)KeHVIFI nsaenna

Tabnunua Al. OCHOBHblIE YacTu

Ne O603HaueHue
. A
, B

O mm O

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

Pen.Ne03

Jara: 22 aHBapsa 2024 r.

O

PucyHok 1. CxemaTnyeckoe n3obpaxeHue Karetepa

KareTepa n nx pasmMepsbl

OnuncaHune

9 b b ekTMBHAA AAMHAEG KaTeTepa

PaccToaHwme 0T aTpaBmaTmuhHoro KOHUYMKE A

PaccTosHmue 0T aTpaemaTtmuHoOro KOHYMNEKE A

nonocs

npokKcuManbsLHOW Tpy6kMU KaTeTepa

PaccTosHmue 0T aTpaBsmaTtinmeuhoro KOoHUYMKE A

nonoce

H apyx H b

H apyx no

H apyx H b

B annoH

A nwowoa

npoKCMManbsHoW Tpy6Kku KaTeTepa

=
=
s
®
z
@
-
o
=
s
o

=
=
s
m
z
@
-
©
=
s

=
»
=
»
z
-
-

KaTeTepa

M apKkepHOIW nonocs

TaneHoToO

npoOKCUMaAansLHoOI

npoKkcumMansHoi

o

o

o

TPYy6 KM

BTOpoO

HakKoHeuuHW uKkKa

TanubHuoW Tpy6ku kaTeTepa

P

W

W

MoapKepHoOi

M apkepH oI

KaTeTepa

TPYG6 KM

KaTeTepa

14 4

3Ha4yeHune

0

+

1020

AN oApPOGHGB e

0

XxapakTepwucTunkHn

npueegqaetrs

ykasa

BHyTpeHHU I

BHew HWid anamerp:

KOoHYyCHOCTS

H a

H

Amnamer-t

6

%

a

P

n

n

/ -

A

c

150 M M

pasmepdHE®B e

6anonowHa



KateTep 6an/10HHbIN ANS YPECKOXKHOW TPaHCMIOMUHAIbHO
KOpPOHapHoi aHrnonnactukm Invader PTCA

VIHCTPYKLMA MO NPUMEHEHUIo

Pepn.Ne03

[ata: 22 aHBapsa 2024 1.

PucyHok 2. CxeMaTuyeckoe nobpaxeHve 6asnnoHa katetepa

Tabnuua A2. OCHOBHbIE YacTu GasifloHa KaTeTepa 1 Ux pasMmepsbl
Ne O6o03HauyeHue OnucaHwne

1 A Anvua atpasmaTtMumoro KoHuwmKa

2

PaccTosHwme 0T KOHULAE KOHYCOB 6annoHa A0 cCepeaumHb

peHTreHOKOHTPacTHEBb X Mapkepos

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

3HauyeHune

OnameTp 6an10Ha,
MM
125
1.50
2.00
2.25
2.50
2.75
3.00
3.25
3.50
3.75
4.00

).25 M wm
3HayeHne, MM

125+0,1
1.50+0,1
2.00+0,1
2.25+0,1
2.50+0,1
275+0,1
3.00+0,1
3.25+0,1
3.50+0.1
3.75 0,1
4.00 0,1
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A nvouoa

- mecToO

D

- MmecToO

KaTeTep 6an/10HHbI A5 YPECKOXKHOW TPpaHC/TlOMUHANbHO

KOpPOHapHOoW aHrnonnacTtukm Invader PTCA

MHCTpYKLMA MO NPpUMEHEHUIO

PaccToaHue 0T cepeamvHes nepeoro Mapkepa A0 CepeagiuHb
BTOPOro peHTreHOKOHTPAaCTHOrFO 6annoHHHOoro Mapekepa

peHTreHoKoOHTpacCTHOI

M apkepHONW nonocCH

PucyHok 3. M ecTa cCOeAMUHMHEHUWH yuyacTkoOos
A - MecTo COeEAMHEHMWUSAN aTpaBMmaTtTihne uHOTO

- MecTO COEAMHEHMW SN NpPOKCUMAanNsHONR wacTn
CoeAamMHEeHMWSA NpoKCHMMAansHhHoW Tpy6kUu KaTeTepa u

CoeaMMHEHMA NpPpoOKCHUMAanLLHoOI

TPyG6KM KaTeTepa u

KaTeTepa
KOHUYMKa
6annoHa
AMcTanbLHOToO

COeAMHMTEeNbHOTO

Peq. NeO3
Jfata: 22 aueapa 2024 r.

4.50

4.50+0,1
5.00

5.00+0,1

pasmepHEB e xapakTepucTuK®n

npuweeaens B n. 11 Ta6nuuyds 3

1,016 + 0 ,10 2 M M

TpPyYy6Ku KaTeTepa

ysna

18



KaTeTep 6an/OHHbIV 19 YUPECKOXXHOW TPpaHCNOMUHANbHOW

r 7 KOpOHapHOW aHrnonnactuku Invader PTCA Pen.Ne03

NHCTPYKUNSA NO NPUMEHEHUIO ﬂa—ra: 22 AHBaps 2024 r.

13. MapkuposKa

M apkuposka ocyuw ecTenAeTCH nocpepacTBOM HaweceHwuasa 0O CH OB H B X AaH H b X o wspenmum Hoa
5 TMKeETKY, KoOTopas KpenwTtcsa Ha CTepwuwnmusaiymoHHYK0 , ynakosou YHYIW0O W TpaHCNOpPTHYIW0 KOPOG K.Y

13.1 MapkupoBKa CTepuamn3aLnoHHON YyNaKoBKN

M apkwuwposKka CTepm®WwnmumsauyumumoHHOI#W ynakoBsBKMNW 4O X HAa COAEpPX aTtheb:

NHdopmayns CumBon

N oroTwun Komnanun
H aumenosaHnue nspenmsa (8 TOM 4mcne Ha pycckomM A3b Ke)
CxemaTuwueckoe “W3o6pax eHue W3AenNmnWs ¢ yKasaHmwemMm pasmepos B MM.

A vwarpamma cooTBeTCTBMWS 6annoHHa CO3JaHHOMY BHYTPU AaBnerHaun.i

O 6o03HaueHmwe fUuameTpa 6annoHa, MM O

O 6o03HaueHwe ANMHLE GannoHa, MM

Homep no katanory

Kon napinn LOT

A ata wm3aroToenewHwsn

McnonssosaTs A0

R A T E D B U R S

PacueTHoOoe AaBneHUueE paspes Ba
P R E S S U R E

GUIDEWIRE 0

=
=

CoemecTum b MamMeTp NpPOBOAMHMEKES

CTepunNnmMsaums 0OKCUAOM 3THNEHEA STERILE EO

Copepx umoe ynakoskn

TemnepaTypHebe i AManasoH nNnpu xpaHeHUnU 0T +10"C Ao +40°"C

He aonyckaTs Bo3pelicTemAa CONMHeEUHOro coerta

He ponyckatTs BO3AeWCTBMU A BRATHM

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



KaTteTep 6an/10OHHbI A1 YUPECKOXKHOM TPaHCIOMUHAIbHOM

KOpPOHapHOU aHruonnactukm Invader PTCA Pea.Ne03

MHCTPYKLMA Mo NpUMeHeHuto [Jata: 22 ausapa 2024 r.

NHpopmauma Cumson

O cTopox HoO

AocTynwuoe Tonbko no HasHauweWwulo cneywmanmcrTa ycTpPoORCTBO, MCNONbLIOBAHUME

Rxonly

KOTOpPOro paspew eHO TONbLKO BpayamM MAM NO MUX Npeagnmcanui

O6paTmTech K MHCTPYKULUMN HO NpPpUMEHEHMUI |

3anperT Ha NOBTOpPHOE NpUMEHEHUWE

He MmcnonbsoBaTb nNpwW nNoOBPEX AEeHMUUW ynakoBKW W 06paTutibeca K MWHCTPYyKUMUMU no

NpUMEHEHMWMIW0

He cTepunusosaTtTsb NoBsBTOpHDO

W Tpux ko4

MW AeH TH G WKAUMWOHHB e HakaedKw
MW 3roToBwM Tensb III I

YnonwuwomoueHnHsb i npeacTasutens 8 EsponeiickomMm CooG6u ecrse EC REP

3Hwak CE -mapkwm

Ccbo nkKka Ha BebG-caiWT KoOMDNDaHMM
A arTa n HoMep pervwcTpangmmoHHOTDO yAocToBepeHMUSA (ykase BaertTcs H a
A ON ON HMWUTENbHOM cCTwn Kepe)
M Hd opmauymus 0 npepacTasmuTensLCTBe B Poccwuwmn (ykass Baertcs Hoa

AONoOnNHMWTENbLHOM CTukepe)

Y cnoBHUL e 0603HAaUYeH WA, N PUMEHSAREMEB e Ha MapKkMmpoeKke
atm - aTmocd epa

mm - mMuAaauMeETD

N P - HoMMUBMKHANGbLHOE AaBneHune 6annoua

R B P - pacueTHOE®e A aBneHMue paspaehl Ba

Ha oTwekeTke CTepwunmuasaymoHHONR ynakoskKW AO0DN K H b HaxopanTseca ABe M AeEHTH G W EKAaLWoHHEB e
Haknedikn H a WA eH TU G U EKaEauMWoHHEI e Hakneiikn A0 K Hoa 6 b T b HamHecewa WH G OpMaywma
© W pMeHHOE HauMmMeHoOBaHMWeE KaTeTepa, Auamerp 6Gannowuwa (8 MM.), AnvuHa 6annona (B MM.), CHMEBODN
«H omep no kaTanory», cumBeon «KOAJ napTuu», cumeon «WcnonssosaTs AO0O», W TPHX KORG nocne
npoBeacHU S WpecKkoX H O TPaMCNIO M U HANLHOIW KopoHapHoOI aHmrTMoON AN AaCTH KU oama
MAeH TUHd M KaULMOHHE EHSR Haknedka nowmew aetcsa M oeAM Y MHCKAM Bpavom 8 MmcTop KM 6onesnu
nauyumenwTa, 0pFHA B K YypHAanN onepauymm

20
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KaTeTep 6ann0HHbIN 415 UPECKOXKHOW TpaHCAOMUHAaNbHOW
KOpOoHapHOW aHrnonnactuku Invader PTCA

MHCTPYKLMA NO NPUMEHEHUIO

InvaderPTCA

TTWKWT TWAWH catheter

Eb CXy$e*'4*LLl «ee»™.ees|<8bau«[*"

w

1440 mm

iNVADER PTCA 5«20

PLMsmiocssiss TToOow N 202412

fBUHBIH il IIM ITIHTTTH T

tS1«|tSifi»5507657240>5f211062ti5*{t1f)2«I"<C)S2I122©S0?

8ailooii

5.00 20

r?2<, H22il22W i

Jil 2u*lrwesnw W )w w ««? ron-un

% MiveNmiiLiGHENn
4 N TW >«HL W 4N W

411 |vyw!1l m THamil

tww w1 W odidie iim

et InvaderPTCA 5 .00 X 28 "I

Pen.Ne03

[ata: 22 auBapsa 2024 r.

ATM mm
S EONNNLU »!

10 - 5438
12 « 5,30
14 - 539

MGCS o
16 atm
0,014”

o ssemmi

dl 2021-12

S 2024-12

fgQsuiicCi

w3 s2Ww ; "

PucyHok 4. MapKupoBKa CTepuUInN3aLMOHHON yNaKoBKM

& 000 LHPMH (7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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KaTeTep 6anN0OHHbLIN ANA YPECKOXKHOW TPaHC/IIOMUHAaNbHOM

KOpOHapHOW aHrmonnactuku Invader PTCA Pen.Ne03

WNHCTPYKUUSA NO NPpUMeHeHNIo Jarta: 22 auBapsa 2024 r.

13.2 MapkupoBKa yrnakoBOYHON KOPOOKM

M apkuposka ynakoBsouHnHoW KopoBGKMU AO0NK HaAaa CoOAepXarth:

NHpopmaumsa Cumson

N oroTwn KoMmnaHuuw
H awmeHoBaHMWe MW3penmsa (B TOM 4YMcCAe Ha pPycckKOM a3b Ke)
CxemaTwmueckoe u306pax eHue Wa3Igenma ¢ yKkaszaHUMweM pasmepos B MM

A warpamma cooTBeTCcCTBMA 6anNnnoHa cCoO3AAaHNWOMY BHYTPH AaBneHHwIwo

O6GosHaueHwHmnme AmuameTrpa Gannowa, MM

O6o03HauyueHMUe AANMWHLB GannoHwHa, MM Mo >

Homep no katanory

Koa naprnm LOT 1

AaTtTa M3roTosBNneHU s

McnonbsosatTb A0

1IRATED BURST
Pacustmnoe nasnenme paspusa 1 PRESSURE

@UIDEWIREO:

CoeBMecTwuMb i AMamerTp NpoBOAHMEKSE

STERILE|eO

CTepwnmaauma oKCMAOM 3THUNEHaA

Copepx umoe ynakoskm

nrio -C

TemnepaTypHGb d# AuanasoH Npu xpaHeHMUMUW 0T+ 10 C o + 40V

He gonyckaTs BO3AaeldcTBMA CONHEUYHOrO cBETaA

He ponyckartTe Bo3pgelicTBus Baarm I

O cTopoX HO

A ocTynHOE TON b KO no Has3HayeHMW O cneuywanmnmecTa ycTpo#hcTtBo, Mecnons3oBaHMME Rxonly

KOTOpPOTro paspew eHO TONbLKO BpauyamM WANM NO MUX NPpPpeagnMnMcaHmi

O6paTmutech K MHCTPYKUMUM NO NpPUMEHEHWI

22
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KaTteTep 6an/10HHbIA ANA YUPECKOXXKHOW TPpaHCIHOMUHAaNIbHON

3anpet Ha nosToOpHOE np

He wcnonssosats npwu

npuMEHEHMUI

He crTepunmusosats NnosTo

W tpux Kog

KOpOHapHOW aHrmonnactukm Invader PTCA

WHCTPYKUMS NO NPUMEHEHWIO

NHdopmaumns

MMeHeEHMNeE

Pepn.

NeO3

[ata: 22 aHBapa 2024 r.

noBpeX AeH MM ynakosBKMW M 06paTMTLCA K UHCTPYKUUM 0o

pHO

W AeH THU G M EKaYMWOHHL e HakneihK#

MW 3roToBuT Tens

Y nonwHWHoMOSUYEeHHS b i npeapacTasmurtTens 8 EBponeidckom Coob6uwectse

3Hak CE-mapkwu

Cco nka Ha Beb6G-cailltT Kom

naHuwumn

A aTa n HoMep permcTpaymoH®HOToO yaocToBepewHus (ykasbw BaeTcs
AONoONHMWTENbLHOM CTuuKepe)

M Wb opmauymns o npepacTaBmTensbcTse [ Poccwuwmn (ykasse Baetcs
AO0N 0N HMWTENbLHOM CcTuKeEDPeE)

Y cnoeH G e 0603HAaUYeEH WA, N PUMEHSAFECMEBb e Ha MapKkiupoesKke

atm - aTmocd epa

mm - mMuAaAMMeTp

N P - HoOMMUHAGNbLHOER AaBneHUWUeE 6annota
R BP - pacueTHoOoOe fJaBneHunue paspe 8a

Ha 3TwekeTke ynakoBsoduH
o H M WA EH TU Y H b Tewm
3anacH G M UM H a waeH

offi KoOpoG6GKMU A ON K HB HAaAaxoauwTbeca ABEe WAEHTMU G U KaluuwoHTHBL e
4To HaxopasnaTcs Hoa CTepwu A M 3aymoHHOI ynackoske., n
TU D M KaAaUMOHHB € WaknediKu 40N kK H a 6 b T b HaHeceHa M oH

® M pMeHHOE HaumMeHnBoOAaHM J Je kKaTeTepa, guametTp 6annomna (B MM.), an
«H omep no KatTanory», CcuMBODRN « K oag napTtuus, cumBoOnN «W cnonbsos
npoeeagewHwusn 4 pecKODX HOIWI TpPpaHCAH W M WHA aAaINDLHOIWR K OPpoOH AaPpHO
MW AeHTHU G M KaumwoHTHas Waknediwka nomewaertcs MeaAMu U MHCKNM B p
nauyuwMweHnTa, 0OAHaAa B X ypHan onepauymun

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

v H oa

aTh

n

a4 om

CumBon

| /1

EC REP

Hakneinekmn,

A BN A0 TCA

6annomuna (B MM.), cumBoOnI
AO0», w Tpwux Ko g nocne
aHrmonnacTu KM oA M oa

B

6 0ne3H M
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KaTteTep 6as0HHbIM AN YPECKOXKHOM TPaHC/IIOMUHAIbHOM

KOpPOHapHO aHrunonnactuku Invader PTCA Pen.Ne03

VHCTPYKUMSA MO NPUMEHEeHUIo [Jlata: 22 siHBaps 2024 r.

M apkupoeka ynakoso®udHoOI KopoGku npmu nocrtaske u3Apenuit 8 P O Ao K Ha 66 Tb CHa6 K eHa
AON 0N HMUTENBLHBL M CTUKEPOM.

M akeT 4AONOonHMWTENHLHOTO CTWKeEPa Ha ynakoBoU YHYI KOPOGKY npu nocTtaske usapenuwin 8 PO :

KaTteTep 6anfOHHbIA ANS 4YPECKOXXHOW TPaHCAOMUHaNbHOW KOPOHApPHONM aHrmonnactuku Invader
PT CA, c paboueii gnmHoin 144 cm v 6annoHom (gmMameTp X AAnHa): (pasmep ykKasaH Ha yrnakoBKe)

ApTUKYn: YKa3aH Ha ynakoBKe

[Jata N3roToBNEeHMA: yKa3aHa Ha ynakoBKe Mcnonb3oBaTbh 40: YKa3aHO Ha ynakoBKe
YNONHOMOYEHHbI NpeACTaBUTENb MPON3BOAMTENS HAa TeppuTopun PO:

O6uwecTBo ¢ OPaHMYEHHON OTBETCTBEHHOCTLIO Hay4YHO-MPOU3BOACTBEHHOE 06beuHeHNe «[leocT» (OOO HMO
«[leocT»)

O pugnyeckunini agpec ynolHOMOYEHHOro nNpefcTaBuUTens NPOW3BOAWUTENs Ha repputopnH P®: Poccus.
142290, MockoBckasa obnacTb, ropoa MywmnHo, npocnekT Hayku, gom 3, nomeuieHne 4, kKomMHaTta 22, aTax 4
MHH: 5Q39Q03Q73 KIMM: 503901001 TenedoH: 8 (495) 540-40-04 E-mail: deost@ deost.ru

Py N / oT r.

INTERVENTIQNAL_CARDIOLOGI?
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InvaderPTCA

PTCA BALLOON DILATATION CATBETCR
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PucyHok 5. MapKnpoBKa ynakoBO4YHON KOPOOGKM
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KaTteTep 6an/0HHbIM A1 YPECKOXHOW TPaHCNIOMUHAIbHO

KOpPOHapHOI aHrvonsactuku Invader PTCA Pen.Ne03
VHCTPYKLUMSi NO NPUMEHEHN IO Jata: 22 axsaps 2024 r.
13.3 MapKunpoBKa TpaHCMOPTHON YyNakKoBKMU
H a TpaHcecnopTHYIW ynaekosKkK.y A O N X H bl 6 bl T b H aHeceH b M a H MW nynsauymMmoHHB e 3 H aKWM « B ep x »

«B epeYysb 0T BN Aarm», «X pynekKkoe, 0CTOPOX HO».

A
PucyHok 6. MapKnpoBKa TPaHCNOPTHOM yNakKoBKM

13.4 Mapkuposka nopra Jlyep

Ha noptT N yep A O N X Ha 6 b Tb HaHWHeceHa cnegytw w as MmHd opmMaywmasa: @ M pPM eHHO®R HaWMEHOTBAaHMUe

kKaTeTepa, Auamerp 6annowua (8 MM.), AnuHhua 6announa (&8 Mm.).
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KaTeTep 6ann0oHHbIA ANA YPECKOXKHOW TpaHCNOMUHaIbHOM’

KOpOHapHO aHrnonnactuku Invader PTCA Pes.Ne03

MHCTPpyKUMA NO NpyMeHeHUto Jara: 22 auBapa 2024 .

14, HauywnoHasibHble N MeXAYyHapo4Hble CTaH4APThI

N epeuetsts cTawpgapTos, npumeHsemb x nopwm paszpactorTke n npomseoagcTEe M eAM UM HCKOTDO
M3sAaenmMa, NnpuBeAEeHEH B Tabnuuye 4.
Ta6nwua 4. N epeveHnHbs NpumMeHnHsemMGB x cTaHhHagapTos

Homep cTtaHpapTa Ha3BaHne cTaHgapTa

CTepuwnmasaumms M eagmumwuyumwHCcCKIT X nsgennmih. TpebosaHnwus K
M e MUy MHCKMUM W3jennmam KaTeropumuw "cTepuwnsesH®b e
01 EN 556-1:2001 / AC :2006
Uactb 1. Tpeb6oBaHMa K M eamvmwuvHCcKIUM W3agenvsm,
nopanex aw umM & MW HMUWHOIMR CcTepwumnmsauymun
M Hd opmaumsas npepocTasnseTcn NpowssBoamuTenenm
02 E N 1041:2008 A 1:20 13
M eAMUMNHCKWNX ycTpodiicTes
CTepuwunmasaTtops ANA MeaN UL M HCKIX U enei
03 E N 1422 :1997+ A1:20009 CTepwuwnmasaTtTope Ha 0CHOBE 3THNUNANEHOKCHUA.Aa Tpeb6osawwus
M M eToOAb McCn b TawHWwui
M spgenmsa M eamumHCKeE N pumeHeHMWe TexHOoOnNOoTruwih no
04 EN 62366:2008 NnpMUTOAHOCTHN ANSA 3KCNAyaTaumm K M eaqu U4 mMHCKIM
mspgenmnam
KoHMWUYecKMU e aeTanm ¢ 6 npoueHnHtammu (luer)
3aocTpsa TCHA 4 NA CHUPMUHKCOB, WIN W ONpPpepeneHdHoro
05 EN 20594-1:19093 APYyroro M eamuwmHCcKOTro 060pyAao0BaH™Ms: YacTte 1:
06w Mme Tpeo6OBaAaHMSA
(1s o 594 -1:19 86 )
CTepwWw nbHBL €, 0fHOPpAa30BbL € BHYTPMWCOCYAMUTCTH H €
06 E N 1SsO 10555-1:20009 KaTeTeps -4YacTtb 1: O 6w me TpeGosaHwwus (1SS0 10555-1
1995, BKANW 4uas A m d 1 1999 mw A m d 2: 200 4)
EN 1SO 10993-1:200097/ O ueH Ka 6MWOnNOFM YecKOoro aeih cTBUA MeAaAMULUMUHCECKMIUX
07
AC:2010 M3pgenwmih - wacTb 1: O yueweka M TecTuposamuuwue
BWuonormueckas oL eHKa M eaguuyuwumweHGCKMIX W34enmi-uacTh
08 E N I's o 10993-4:20009
4 nop6op TecToB Ha B3aumoaspgeh cTBUE C KPOoGBb IO
EMonormuueckas ol eHKAa M eamuw iU mHECKIUX W3AaqenuwiH-yactTes
09 EN 1SO 10993-5:20009 5: TecTbH Ha 4 MWTOTOKCHUYHOCTS L in
EN I1SO 10993-7:2000871/ Buonormueckas oOUeHKa M eAMUUMHCKMUX ¥W3AENN Yacrte
10
Ac 2000 7i ocrtartka crepmamsaumm okcugom srancetl
Buonormueckan ouenka wmeamumnnckux nsaenu uac s
11 E N I's o 10993-11:20009
11: W ccnepoBaHMsa 06 W eTOKCMUUYECKOTFoO g eicTeuas
B Monormueckas Ol eHKa M eagmuwuyummHCcCKIUX u3sgenmni -4 acse
12 EN 1SO 10993-12:2012
12: M pwuwroToBANeHMUE Nnpob6 MU KOHTPONbLHEBHL € 060pas3uy b
CTepuwnmsauma MeanmUumMHCKONR N poayKuyMmm - 0KUCHU
sTunewnwa - YacTtb 1: Tpeb6oBaHMs K paspacorTke
13 E N I's o 11135 -1:20017
Banmapgaymm M Tekyuw emMy KOHTPODNNW N pouyececa
cTepuUAM3IAaUMM MeEAUULUMUHCKNSX n3agenmui
Yy nakoskKka ANnS MeagMUuyuuHCKIMX W3aennid , nopanedxaum#ux
14 EN 1SO 11607 - 1:20009 ® M H MW HOW CTepwunmsauywun Y acTte 1 Fpcb6eobabnnn K
M aTepuanam, 6apbepHBb M cCUCTEMam AAS% cCTepunmmsauywum
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KaTteTep 6as/1IOHHbIV A/ UPECKOXKHOW TPaHC/IIOMUHANbHOM

KOpOHapHoW aHrnonnactukm Invader PTCA Pep.Ne03

VIHCTPYKUUA NO NPpUMEHeHno [Jata; 22 sHBapsi 2024 r.

Homep cTaHgapTa HasBaHue cTaHaapTa

M ynakoBOUYHUB M CHCTeEMam

Y nakoska AN MeAagM U MHCKMNSX U3genmmwi , noaganesxauwux
G M H MW HOW CTepmanmsaymun YUacte 2. Tpeb6osaHMMs K
15 EN 1SO 1160 7-2 2006
Banmwagaumum npouyeccos G OpPpMMUPpOBAaAaHMEA, FTepmMeTnssaymumn
M c6o0pKM
MW 3spgenma MeamumHEcKMIeE CMcTeM®B MeHESmX MeEHTa
16 EN 1S5S0 13485 :2016
KauecTsa. Tpeb6osaHmua 4 NS WLenewWh perynmumposanns
MW spgenmsa MepngumumHckKme M pumeHneHne M eHeppXMeHTa
17 EN 1SO 14971:2012
puMucKa K M eamumuyumHCcKIUM 1U3genmnsm
CepaeyvyHo-coCcyAaMCTSH € W MDDAaHTaTS -
18 E N I's o 25539-2:20009 3 HpApOBACKY NAPHEBL e ycTpoihcTtTsea - YacTb 2: CocCcyammcTh e
cTeH Teh
CoepamHuTenm Manoro auameTtpa 4108 X U4gKOCTEIH n
rasoBs B N pwuWu/NTOX eHMUWRX 34pasBooxpaHeHnus - UYYacTs 7:
19 I's o 8 0369 -7:2016
K OHHEKTOPSbH ANA BHYTPMWCOCYAMCTSH X WUAMU N 0A KOK H b X
npwvwnoxewHwndi
W npwuwus ANA NoAJgKOOXHEBX UHbBDEeKUMUR Ana
20 ISsO 6009: 2016 €A M HCTBEHHOTrNO MWCNONbL3OBAaHMR - KOAMDPOEBaAaHMIME L BerTa
ans vwapeHTHUd MKaY UM
BHYyTpPMWEC COCYAMNMECTSH € KaTeTepus - CTepwuansesHeb i n
21 I's o 10556 -1-2013 KaTeTeps epgWHCTBEHHOTFO WCNoONbL3OBAaHM®WS - Y4acTs 1:
O 6w e Tpeb6oBsaH A
BHYTpPMWEC COCY  AMECTH e KaTeTepebs CTepwuwansbHTEB e u
2 2 I's o 1056565 -4-2023 opHOPpasoBsbL e kKaTeTeps - YacTs 4 6 annoHHB e
A VM oNnaTaumoHHEBL e KaTeTep b
BEMoONoOTrMUYecKan Ol eH Ka M eaguuyumvwhHCcKM WX ycTpodiw-e eTts
23 1SO 10993-10:2010 YacThe 10: Mmcnwbo TaHMa Ha paspgpaxeHwue u
CeHOCNMW 6M N M 3alL MO KOX WK
CTepwnmumsauyuwusa M e A4 W U4 W HCKMN X Mm3Ipagenwuwih - 0KMUCEH
sTunewa - TpebBoBaHMa kK paspaboTke, Banmumagayumwmu n
2 4 I's o 11135 : 2014
TeKkyuw emy KOHTpPpOMNIW nNpouyuecca cTepuwnmmsaywumn
M eAM UL MHCKWUX W3agennii
M eagvmummHckue nspgenwus CmMmcTeM®Bb MeHeJZX MEHTa
25 1s o 13485: 2016
KauecTsa Tpe6oBaHwWua AnNs yeneh perynmumposatmnas
U mcTb e NoMewuw eHus M CBS3AaHHTE E C HUMM
26 I's o 14644 -1:2015 KOHTPONMDPYEMEB € Cpegsb — YacTtTse 1: Knaccud mkauymns
WM CTOTSH BO3J4YyXa nNo KOHILEHTpPAaUMM 4acTuy
U MmcTe e NOMeEeWw eHmus U CBSA3IAaHHEBZE € C HUMM
KOHTPONMDPpYEMEB € Cpegsb — UacTb 2: KoHTPOSS
27 I's o 14644-2:2015 npepocTaBsneHMus 4 O0KasaTensCcTB MCNONHEHMUS 4YucT,
Kacalo W M XxCcan 4¥MCcCTOTSH BOS3AYXa HO KOHLUEHTpPpAaymm
wacTuouy
Y vMcTb € NoOMEeEuw eHMWs M CBSAS3AHHSE i ynpasnsanm cpepaaman
28 I's o 14644-3:2005
- YacTbe 3: M eToagb MCN b TaHMi
UmcTbe e nomMmeuw eHUWa W cBA3aHHLTIKH ynpasnanum cpeagamn
29 s o 146 44-4:2001

- YacTe 4: gauM3zad M, CTPpPOMTEN b CTBO M HOBGB i nopoeckrt
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KaTeTep 6an/OHHbIN AN1A YPECKOXKHOW TpaHCNIOMUHaIbHOMN

KOpOoHapHOW aHruonnactukm Invader PTCA

WHCTPYKLUMNS NO NPUMEHEeHUo

Homep cTaHgapTa
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Pepn.No03

[ata: 22 aHBapsa 2024 r.

HasBaHue cTaHgapTa

M CTbh € N OMEW eHMU S
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M CB S 3aHHB e
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KaTeTep 6an10HHbIN ANA YPECKOXKHOW TPAHC/IOMUHAaNBbHOMN
KOpPOHapHOW aHrnonnactuku Invader PTCA

WNHCTPYKUMS MO NPUMEHEHUI0

Homep cTaHgapTa

4 6 A S T M F 8 8 F 8 8 M -15

4 7 A S T M F 6 40 -12

4 8 A S T M F 18 8 6 -F 188 6 M -0 9
4 9 A S T M F 19 8 0 -20 1686

A S T M F 1984 -99

Crawnaa

Pepn.NeO3

Jata: 22 ansapsa 2024 r.

HasBaHue cTaHgapTa

pTHG B  cnoco6 WcCnebe TaHhHwwsa Ha 0 pouHOCTES

ynnoTHEHMU A UG KMUX 6apbepH s

Crtawmnaga

paamnon

x

PTH WA TecToBu i cnocob

pos3spaydyHoOCTM ANA Mean

(HemoHeTapHana UHGOPM QYUK A )

Crtamnaga

El

=

pTH L IH cnocob onpeagenetus

OH TPpoOA A

CrTaWwpapTHOeE PyKoOBOACTEBO no

nom©6 a0 rvm 6 Kk o ynaekoBs&KMW n

u n

y T

y ¢

CTapeH MW CTepwunnbHGL X 6apbepH b

Moeagmnuywm

o

HecKkux yctTpodictes

M aTepwuanos'

onpepageneHn s

H CKOTO

npumMmeHeHMN A

yenocTHOCTH

eM B MW 3YyanbHOTO

TaMAapTHAaA NMpakTMKa MCN W TaHMWR Ha akTuBauM IO

(N epeyTBEeEpP X A €H 2013)
CTaHWwpapTH asa nNnpakTumwka TecTuwpoBaHM Wsa akKTWweauyumm
A S T M F 2065-00
(N epeyTBepX g eH 2010)
CtaHpgapTtT T M AN s onpeapenemHn s 6 0N bW M X yTewuyekKk B
5 2 A S TM F 20096-11 M eA MW U4 MHCKOM ynakoBEKE MeTOoJZO0OM BHYTPEHTHSETO
HapaayBsa (nNys3b pbkoBSb H TecrT)
CTaHWHAaapTHOE pyKOBOACTBO NO N poekKTMWPOBAaAaHUMUIHW n
53 AST M F 20097-16 OueHKeE NnepBeBWYHOW rue6KOW M ynakoBoOUYHOIW NpopaykKduwMm
AN A M eau UM HCKMUX U3agenni
N pouyuepayps oT6O0pPpa npo6 W Tabnwumues AfANs nNposBepeKMU 0o
5 4 A N S 1T A S Q Z 1 4 :2 013
N pouepgyps oT6O0Opa npob6 M Tabnmumus ANA KOHTPOANISA 0o
15, YcnoBuda TpaHCNOPTUPOBaAHNA, XPaHEHNA U NPUMEHEHNSA
N 3penmne TpaHcnopTuUWDPpPpYyeTcs nw 6 b MoK BM A aAaM K TpaHwcnopTa, Takummn K a K K p b Tb e
X €N e 3H O A4 0P o0 X H b € BaroH b , KOHTEeIW Hep bl rpysosoli aBTOTpPaHwEcenoODpT, Cy A OB b e TP M b
o6 orpesaem b e repm™M eTuuYH b € aB M aumoHHGSL e M oaynwm B cooTBEeETCTBMW N c npasBwuaamm AN A 3T M X
B U A4 0B TpaHcnoDpTa c co6 Nt peHUeM ycnoswuii TpaHWHcCnOpPTMUPOEBKM 6 e 3 pMcCcKa noBpeX A eHn s

ynakosBsKM

YCcNnoBus TPaHCNOPTUPOBAHUS:

TemnepaTypa 0KPYOXatw u e cpeges : 0T
O THoOCMU T TenbLHan BN axX HoOCTbL BOS3IAYXa: H
ATwmMocd epHoe pAaBneHnme: oT 84 go 106,

Bepeus 0T BAAarmu u nNpsamoro BoO3AERhCcTBUA CONKHeE
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KaTeTep 6ann0HHbI ANA YPECKOXKHOW TPaHCAKMUHAIbHOM

KOpOHapHoi aHrnonnactuku Invader PTCA Pen.Ne03

VIHCTPYKUMSA N0 NpUMEHeHuto [Oata: 22 aHBaps 2024 r.
15.2 YcnoBua xpaHeHUs
X paHwMmTbL B NpoXxXnapgHoOM, CyXomM 4 TeMHOM MecTe, B 0P MUUTWHAERNbLHOTI K ynakKkosBEK.E.
YcnoBua xpaHeHUs:
TemnepaTypa 0KZPYX ait u edwn cpeas : 0T + 10°C a0 + 40°C .
O THOCM T TenbsHasa BN axX HOoOCTb BO3AYyXa: He 6onee 80 %
A TM octd epHoOe gaBneHwune: oT 84 go 106 ,7 kM a.

Bepeuyb 0T BNAarmu U Npamoro BO3IAEHCTBEMNSA CONHEYHOTO CBETa.

15.3 ¥YcnoBuA npuMeHeHus

W apenums wsroTaenwmeaw Tca ANA nNpuMEHEHMUWUSN B 6MWo0OnNormueckodh cpepfe B AManasoHe Temnepartyp

o
o1 32 qu 42 °cC.

16. CTepunnusaumns, oHUCTKa u ge3nHpeKumnm

W apgenme nocTaenseTtcs CTepwunbHGL M. M apameTps CcTepwnuwsaywnm: raszoss i M eToa cCTepwuwnumasaymun
(okucb 3Twunena)
W spenue anuporento.

M sgenume HeToKEcU YHO.

MW zpgenme asBnaetcs cTepwu nbHBL M MeAgMWLULMUWHCKIUM W3genuwem O0AHOKPpAaTHOTO N pumeHneHnHuus (04nucTka
W A e3wH b eKUMA He nNpuMEHUMa)
MoeTopHHas cTepwnmsaaymwa W3genmns 3anpew eHa.

M oBTOPHOE N pPpwUMEHTEHMUE 3anpeuw eHoO.
17. CeegeHnsa o6 yTunmsaymm

Mocne npumenenmuws BCe KOMEIOHEHTSH ¥W3genwms, AO0NK HB 6b Tb yTWANMWS3INWPOBAHB B COOTBETCTEB WM
c pyKkoBOAAW MMM npMHUMNaM KM, perynmvwpyno y vmu yTuanmwszaywmw Takoi npoAYyKUMM "

npwuwmMeHWuME®bB MW NpasBuwnaMum KOHTPOANSA O0TXO0aO0EB .

MW apenma ¢ wcTekwam cpokom roAHOCTM, nNoBpPpeEXX 4 &HHE L e W3genuws AW WX HacTum n0AjNEex art
YyH MW 4ToOX eH Wi Kak M eauuymmHnHckKkme 0TXO0AaAb Kknacca A (304U AaAemM¥uWonNormsuyecku 6e30nacheb e 0TXO04 bl
NP M6 N MoK eHHB e no cocTasey K TEBepAGb M 66 TOBGL M oTxopam) B cooTBeTCTEB MM c Cawn wuH

W cnonbssosaH HRL e wispgen s noanexar YH MW 4UTOX eHu i K a K M eAM UM HCKNeE 0T X 04 bl Knacca 5

(9N wMpaemMumonormuecku o0nNacHS G e 0TXO0ASL ) B COOTBeTcTBMUM ¢ Canl nH 2.1.3684

18. FapaHTUIHbI CPOK FOAHOCTHN
FapaH TuifiMHOb # cpokK ropaHocTnw Wwi3penmmi cocTasnseT 3 roapga ¢ gaTse CcCTepunmumsauymumn.

19. NapaHTUiiHble 0653aTeNbCTBA

M pomssoagmTTens rapaHvTupyeT, 4To B 0 B Cce x ee Mm3genmax H oa M oM eH T nocTasekK™M oTCcyTcTBY WO T
Aed ek T , 06ycnoBneHHbL e KauyecTBOM MaTepwanoes W npouyueccomM nNpowu3IBOACTEa

M powsesoagmnTens NopjguyuepkKknmBsaeT, UTO A aHHOE MW3jgenme npepagHasHaueHOoOo TONbLKO ANSA OAHOPA AE3IO0EBOTO
Nnpumenenns, ¥ He agaeT HUWUKaKWwx rapaHTWUH, yTeepx AeHuid W“WnNM ycnoewuiihm, ABHO O0FO0BOPEHHB X
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KateTep 6afiIOHHbIV 4151 YUPECKOXKHOW TPAHCIIOMUHASILHOA

KOPOHapHOIi aHronnactTukm Invader PTCA Pea-Ne 03

VHCTPYKUMA No npUMeHeHunto [ata: 22 aHBapsa 2024 T.

MAawM noApaszymeBaemb x (BKA Yas N 6b e rapaHwTMUW TOBAapHOTO COCTOSNHMS MWAM N PMWTOAZHOCTH
AN A KoOHKPpeETHONW yYyenu), Kacal uy uwxcsa NnNoBTOPHOINO MW CNONbL3IOBAHMSA A aHHOIO W3agenms B onee
Toro, npomMa3BoOAMTEN Hoe HecerT HouKakmux o6 3aTenbcTs " HouKakoli oTBeTCTBEHHOCTH 3a
cnyuaid He W MM KOCBEHHGS B yw epo6, KOoTOopSh i MOX eT 6b Tb N puuuumHeH BCnAneacTBMAE N 0BTOPHOTO

McnonbssoBaHMMWa W3apenuns

N powssopaurtens: Alvimedica Tibbi Uriinler San.ve Di§ Tic. A.S$
0O pwMoAM Y ecCcK M aapec npowaseoamMTens: Istanbul Trakya Serbest B olgesi, Ferhatpana s B
M ahallesi Atatiirk Bulvari No:16 34540 Qatalca-Istanbul T U R K IYE

T enedv oH : + 90 212 786 6 0 80

E-mail: infoe aivimedica.com

M ecTo npowmssoacTsa: Alvimedica Tibbi Uvrunler San.ve Di§ Tic. A.$ ., Istanbul Trakya Serbest
B olgesi, Ferhatpa"a S B M ahallesi A taturk B ulvan N o: 16 34540 Q atalca-Istanbul T U R K I'Y E

n o B O N pocawm K a4y ecT®B a M e A N U4 M HCKOTO m3pgenwun A H a Teppuw TOPpPp MM P o o6 pauw arTbCAa K
ynonwomoOUueHHOMY npeagcTacsmuwTent 0 pouwssBOAMUTENA Nna TeppuTtopumuw PO

M peTeH3suwm HanpasnsTb nNo apgpecy:
Y non W oOMOUYeEeHHTB # npeacTasuT Tens npownwasBsBofMTEenNna" Ha TeppuwTopunu P &

0O 6w ecTso c orpanmMuenH O oTBeTCTBEHHOCTS IO Hay4Ho-npowuwssoacTseHHDOeE 06 b eau HEeH U E

« A eocT» (0O OO HIMNO «feocTn»)

0 puwawvwuecku " apgpec ynonHoMOUYUeHHOToOo npepgcTasmwTensa npowsBsBoAagMTenN A Ha TeppwuwTopun
P o Poccwua, 142290, M ockoBcCKas o6nacTs, ropoa NnywwwHo, npocnoexT Haykwn, Aom 3
nowmeuw enwmne 4, KomMHAaTa 22, 3Tax 4

M H H : 5039003073 KN o : 503901001

Tened oHn: 8 (495) 540-40-04

E-mail: deost@ deost.ru
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MepeBqa, JpHHOMO TEKC Ta Bo NOrHEH VHOM, NepeBqaH/KOM V/ICvHrarvieBO [ Ha|pOo ADKaIEEBHOI.

Poccuiickana ®egepauuns
Nopof MockBa
[BajuaTtb BTOPOro mapra fiBe TbiCAYM ABajLaTb YeTBEPTOro roga

A, KBuTko ®efop AnekcaHaposuy, Hotapuyc ropoga MocKBbI, CBUAETENLCTBYIO
NOAMHHOCTbL NOANUCY NepeBoynKa VcnHranueson AnHapbl ApKajbeBHbI.

Mognuck caenaHa B MOEM MPUCYTCTBUN.

JInyHoCTb NoANMCcaBLLEro JOKYMEHT YCTaHOB/EHA.

3aperucTpupoBaHo B peecTpe: Ne 62/137-H/77-2024-

Ynna4yeHo 3a CoBeplLUeHNe HoTapuanbHOro aeictems: 400 py6. 00 kon.

® 4 KButko

Bcero npowHNOBaHO, NPOHYMEPOBAHO M CKPenieHo neyaTblo 68 NINCTOB

HoTtapuyc
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