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VERA ED AUTENTICA la firma di:

- DE DOMESTICIS Roberta nata a Roma il giomo 19 aprile 1966 domiciliata a
Saluggia, Via Crescentino snc, cittadina italiana, quale mandataria con
rappresentanza della societa CID S.P.A., con sede legale in Saluggia, Via
Crescentino snc, capitale sociale di euro 14.500.000,00 versato, codice fiscale e
numero di iscrizione nel Registro delle Imprese 06356990967, nella sua qualita di
procuratore tale nominata e a quanto sopra autorizzata con scrittura privata
autenticata dal Notaio Giovanni Vittorio Giunipero di Corteranzo di Torino in data 7
settembre 2022, repertorio numero 8848/4092, registrata presso I'Agenzia delle
Entrate Direzione Provinciale | di Torino in data 16 settembre 2022 al n. 44388 serie
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Via Crescentino snc, Italian citizen, as agent representing the company CID S.P.A.,
with registered office in Saluggia, Via Crescentino snc, share capital of
14.500.000,00 euros, paid, tax code and registration number in the Company Register
06356990967, in his capacity as authorized representative as appointed and
authorized for the above with a private deed authenticated by the Notary Giovanni
Vittorio Giunipero of Corteranzo of Turin on 7 September 2022, repertoire number
8848/4092 , registered with the Revenue Agency Provincial Directorate | of Turin on
16 September 2022 at no. 44388 series IT, of whose personal identity I, the Notary,
am certain, signed in my presence in Santhia, in my office, Corso Sant'lgnazio da
Santhia number 4, on the twenty-second day of March, two thousand and twenty-four.
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1. General information
1.1 Name
«Fluydo Balloon Catheter for Percutaneous Transluminal Coronary Angioplasty
Versions:

1. Fluydo Pegaso Balloon Catheter for Percutaneous Transluminal Coronary Angioplasty, with
working length of 142 ¢m and balloon (diameter x length): 1,5x10 mm; 1,5x15 mm; 1,5x20
mm; 1,5x30 mm; 2,0x10 mm; 2,0x15 mm; 2,0x20 mm; 2,0x30 mm; 2,5x10 mm; 2,5x15 mm;
2,5x20 mm; 2,530 mm; 3,0x10 mm; 3,0x15 mm; 3,0x20 mm; 3,0x30 mm; 3,5x10 mm; 3,5x15
mm; 3,5x20 mm; 3,5x30 mm; 4,0x10 mm; 4,0x15 mm; 4,0x20 mm; 4,0x30 mm;

The product delivery package must include:
- catheter in a package - 1 pc.;
- instructions for use — 1 pe.

2. Fluydo NC Balloon Catheter for Percutancous Transluminal Coronary Angioplasty, with
working length of 142 cm and balloon (diameter x length): 1,75x6 mm; 1,75x8 mm; 1,75x12
mm; 1,75x15 mm; 1,75x20 mm; 2,00x6 mm; 2,00x8 mm; 2,00x12 mm; 2,00x15 mm; 2,00x20
mm; 2,25x6 mm; 2,25x8 mm; 2,25x12 mm; 2,25x15 mm; 2,25x20 mm; 2,50x6 mm; 2,50x8 mm;
2,50x12 mm; 2,50x15 mm; 2,50x20 mm; 2,50x30 mm; 2,75x6 mm; 2,75x8 mm; 2,75x12 mm;
2,75x15 mm; 2,75x20 mm; 3,00x6 mm; 3,00x8 mm; 3,00x12 mm; 3,00x15 mm; 3,00x20 mm;
3,00x30 mm; 3,25x6 mm; 3,25x8 mm; 3,25x12 mm; 3,25x15 mm; 3,25x20 mm; 3,50x6 mm;
3,50x8 mm; 3,50x12 mm; 3,50x15 mm; 3,50x20 mm; 3,50x30 mm; 3,75x6 mm; 3,75x8 mm;
3,75x12 mm; 3,75x15 mm; 3,75x20 mm; 4,00x6 mm; 4,00x8 mm; 4,00x12 mm; 4,00x15 mm;
4,00x20 mm; 4,50x8 mm; 4,50x12 mm; 4,50x15 mm; 4,50x20 mm; 5,00x8 mm; 5,00x12 mm;
5,00x15 mm; 5,00x20 mm».

The product delivery package must include:
- catheter in a package - 1 pc.;
- instructions for use — 1 pc.

1.2 Device description

Fluydo Balloon Catheter for Percutaneous Transluminal Coronary Angioplasty (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 a proximal shaft and a distal shaft with a balloon as a working
element.

The proximal shaft is a single lumen metal tube with outside polytetrafluoroethylene (PTFE)
coating. There are two marker bands on the proximal shaft enabling the operator to visually
control the depth of balloon insertion relative to the puncture site (point of entry into the artery)

2
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for the brachial (90 cm) or femoral (100 cm) artery, respectively. One end of the proximal shaft
contains a hub (made in the form of a Luer port) connecting to the device for inflation and
pressure control in the balloon. The second end of the proximal shaft is rigidly connected to the
distal shaft of the balloon catheter.

The distal shaft 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 intended for the guidewire begins at the soft atraumatic
tip and ends after 25 cm with an exit to the distal shaft outer surface. The distal shaft of the
catheter, except for the balloon and soft atraumatic tip, has a hydrophilic coating. The distal shaft
of the catheter contains two radiopaque marker bands labeling the beginning and end of the
balloon working length (exception: in Pegaso models with a nominal diameter of 1.5 mm, the
balloon has only one radiopaque marker band located in the balloon center) , 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 with 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 (NP)
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 operating pressure range of the
balloon.

The catheter is compatible with 0.014" interventional guidewires and guiding catheters with an
outside diameter of at least 5F.

The catheter effective length is 142 cm. The range of catheters includes balloons of 1.5 mm to
5.0 mm in diameter and 6 mm to 34 mm in length (see Tables 1 and 2).

Table 1. Fluydo Pegaso catheter balloon size matrix

Balloon Length (mm)

10 15 20 30

1.5 J d J U

20 J d J U

Balloon Diameter (mm) 2.5 J U d J
3.0 { U L 4

35 J U d 4

J U 4 {

4.0

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

Table 2, Fluydoe NC catheter balloon size matrix

Balloon Length (mm)
Balloon Diameter 6 8 12 18 20 30
(mm) 1.78 J 4 J J U —
2.0 { J J J J —
228 J J ¢ U J —
2.50 U I / J J {
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2.75 v I J I I —

3.00 { 4 I J U u

3as 4 4 4 4 I —

3.50 v L4 J J 4 4

3.78 U d { / U —

4.00 v L4 J J L —

4.50 - 4 { ¢ v —

3.00 — ¥ { v J —
Note: The specified balloon diameter is outer diameter, and the balloon length is operating leagth, both

eters to an inflated balleon at nomiaal re.

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: CID S.p.A.

Manufacturer's legal address: Strada per Crescentino, 13040 Saluggia (VC), Italy
Phone: +39 0161 18261

E-mail: cidvascular@legalmail.it

Production sites:

1. CID S.p.A., Strada per Crescentino, 13040 Saluggia (VC), Italy
2. Alvimedica Tibbi Uriinler San.ve Dig Tic. A.S$., Istanbul Trakya Serbest Bolgesi, Ferhatpasa
SB Mahallesi Atatiirk Bulvan No:16 34540 Catalca-Istanbul TORKIYE

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 III 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 sites and potential consumers

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

Operating sites: Medical treatment and preventive care institutions.

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

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



CiD Fluydo Balloon Cstheter for PTCA Rev. 03

oot - EEspAed e

Instructions for Use Date: February 26, 2024

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. After
flushing the lumen of the guide and filling the inflation/deflation lumen of the balloon with
contrast agent solution (contrast agents that are approved for use on the territory of the Russian
Federation and that comply with the rules and regulations of the medical institution are allowed
to be used; the decision on the use of a specific contrast agent is made by qualified personnel of
the medical institution responsible for this medical procedure), the catheter is inserted over the
0.014-inch (0.36 mm) 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 to not exceed the balloon rated burst

pressure.

After the procedure is completed, the balloon is deflated and the PTCA balloon catheter is
removed.

4, Indications for use

- The catheters are intended for dilating stenotic atherosclerotic lesions in coronary arteries or
bypass graft stenosis in order to improve myocardial perfusion.

S. Contraindications

The catheter use is contraindicated for patients:
- with an unprotected left main coronary artery
- with coronary artery spasms in the absence of significant stenosis.

6. Adverse events

- Death

- Acute myocardial infarction

- Complete blockage of a coronary artery or bypass surgery
- Dissection, perforation, rupture or injury of a coronary vessel
- Restenosis of the dilated vessel

- Hemorrhage or hematoma

- Unstable angina

- Arrhythmias, including ventricular fibrillation

- Allergic reactions to medications, contrast agents

- Hypertension or hypotension

- Infection

- Spasm of the coronary artery

- Arteriovenous fistula

- Embolism
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7. Personnel qualification
The catheters should only be used by experienced physicians trained in PTCA operations.
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 afier 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, since it may cause compressing the
catheter 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 Lipiodo! contrast media.

- Do not treat the catheter with alcohol.

9. Delivery set

The device delivery set includes:
- Catheter in the packaging - 1 pc.;
- Instructions for Use - 1 pc.
10. Instructions for Use
10.1 Selecting the right catheter size
a) The inflation diameter of the balloon catheter shall not exceed the diameter of the coronary
artery proximal and distal to the stenosis.

102 Preparation
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— Make sure that the packaging is not damaged, take out the catheter under sterile conditions
without bending, and place it on a sterile surface.

~ Check the catheter for bends, kinks, or other damage. Remove the stiffening wire and balloon
protection.

—Flush the guidewire lumen with heparinized solution.

—Remove all the air from the catheter as follows:
1. Fill a 20-30 cc syringe with 3-5 ml contrast mixture (50% contrast medium and 50%
sterile saline solution) and remove the remaining air.
2. Connect the syringe to the Luer port.
3. With the tip of the catheter pointing downwards, aspirate for 30 seconds. Slowly release
the syringe plunger allowing the contrast medium to flow into the distal portion of the
catheter.
4. Disconnect the syringe from the Luer port and remove all the air from the syringe.
5. Repeat step 3, aspirate the device for 10-15 seconds until bubbles no longer appear.
Remove the syringe.

- Prepare the inflation device according to the manufacturer’s instructions. Connect the inflation
device to the inflation port to make fluid-to-fluid contact.

- Before inserting the catheter, create negative pressure within the balloon using the inflation
device. The negative pressure will provide the lowest possible balloon profile to facilitate
catheter insertion.

10.3 Insertion and removal of Fluydo Pegaso catheter

ATTENTION!!! Guiding catheters 5F (1.47 mm ID) or larger may be used with Fluydo Pegaso
catheters. Coronary guidewires of 0.356 mm (0.014 in) or smaller diameter may be used with
Fluydo Pegaso catheters. The guidewire stiffness and tip shape shall be made by a doctor based
on his/her own clinical experience.

- Flush the exposed guidewire portion with a mixture of saline solution and heparin to remove
blood and contrast liquid residuals.

- Before inserting the catheter, ensure that the hemostatic valve is fully open.

- Put the catheter distal tip on the proximal end of the guidewire until the guidewire exits the
catheter body at the guidewire exit port.

-Advameﬂwdﬂatanmcathetermmmeappropnatedepthmarkerahgnsthhthe hemostatic
valve hub. This indicates that the balloon exited the guiding catheter.

- Advance the catheter along the guidewire under fluoroscopy until the catheter radiopaque

markers show that the balloon is centered in the area to be dilated. Confirm proper positioning of
the balloon using fluoroscopy.
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CAUTION: Do not use the catheter if its shaft is kinked or bent during its handling and
insertion, In this case, do not attempt to straighten the catheter.

- Kissing balloon: Bench tests have shown that two Fluydo NC catheters can be introduced in a
6F (or wider) guiding catheter.

- With the catheter positioned within the stenosis, inject the diluted contrast medium into the
inflation lumen of the catheter, and inflate the balloon using the inflation device. Maintain
negative pressure within the balloon between the balloon inflations.

- The dilation procedure success can be determined by injecting contrast medium through the
guiding catheter. Ensure that the balloon is fully deflated.

- Ensure that the balloon is fully deflated, and remove the catheter. A device with a longer and
larger-diameter balloon requires a longer deflation time.

NOTE: Before of the catheter removal, wipe the guidewire with saline soaked gauze to remove
any excess contrast medium.

10.4 Insertion and removal of Fluydo NC catheter

ATTENTION!!! Guiding catheters SF (1.47 mm ID) or larger may be used with Fluydo NC
catheters. Coronary guidewires of 0.356 mm (0.014 in) or smaller diameter may be used with
Fluydo NC catheters. The guidewire stiffness and tip shape shall be made by a doctor based on
his/her own clinical experience.

- Flush the exposed guidewire portion with a mixture of saline solution and heparin to remove
blood and contrast liquid residuals.

- Before inserting the catheter, ensure that the hemostatic valve is fully open.

- Put the catheter distal tip on the proximal end of the guidewire until the guidewire exits the
catheter body at the guidewire exit port.

- Advance the dilatation catheter until the appropriate depth marker aligns with the hemostatic
valve hub. This indicates that the balloon exited the guiding catheter.

- Advance the catheter along the guidewire under fluoroscopy until the catheter radiopaque
markers show that the balloon is centered in the area to be dilated. Confirm proper positioning of
the balloon using fluoroscopy.

CAUTION: Do not use the catheter if its shaft is kinked or bent during its handling and
insertion. In this case, do not attempt to straighten the catheter.

- Kissing balloon: Bench tests have shown that two Fluydo NC catheters can be introduced in a
6F (or wider) guiding catheter if at least one device has a balloon diameter < 3.25 mm.
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- With the catheter positioned within the stenosis, inject the diluted contrast medium into the
inflation lumen of the catheter, and inflate the balloon using the inflation device. Maintain

negative pressure within the balloon between the balloon inflations.

- The dilation procedure success can be determined by injecting contrast medium through the
guiding catheter. Ensure that the balloon is fully deflated.

- Ensure that the balloon is fully deflated, and remove the catheter. A device with a longer and
larger-diameter balloon requires a longer deflation time.

- Ensure that the balloon is fully deflated, and remove the catheter. A device with a longer and
larger-diameter balloon requires a longer deflation time.

NOTE: Before of the catheter removal, wipe the guidewire with saline soaked gauze to remove
any excess confrast medium.
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11. Device specifications
The device specifications are presented in Table 3.

Table 4. Device specifications

# |

Specification

Value

Device specifications

01

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

1420 +0/~150 mm

02

Possible balloon lengths

6,8,10,12,15,20,30mm+ 10%

03

Possible balloon diameters at nominal
pressure

1.5, 1.75, 2.0, 2.25, 2.5, 2.75, 3.0, 3.25, 3.5,
3.75,4.0,45,50mm+6 %

Effective length of the balloon at
nominal pressure (NP)

6mm:5<L<7mm

§mm:7<L<9mm
I0mm:9<L<1]l mm
12mm: 11 £L <13 mm
15mm: 14<L <16 mm
20mm: 19<L <21 mm
30mm:29<L <31 mm

05

Outer diameter of the distal shaft

2,6F* /0,86 mm + 0,10 mm

Outer diameter of the proximal shaft

Fluydo Pegaso: 1,78F* /0,6 mm + 0,10 mm
Fluydo NC (for catheters with the balloon
diameter not exceeding 3.25 mm): 1,78F* /
0,6 mm + 0,10 mm

Fluydo NC (for catheters with the balloon
diameter of at least 3.5 mm): 1,9F* / 0,63 mm
+ 0,10 mm

07

Outer diameter of the distal tip

0,017" /0,43 mm £ 0,10 mm

08

Atraumatic tip shape

must be rounded, conical

Minimum diameter of the compatible
guiding catheter

SF*/1,47mm= 1%

10

Compatible guidewire diameter

0,014" /0,36 mm

11

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

See Table A2

12

Nominal pressure (NP) of the Fluydo
Pegaso catheter balloon

6 atm (608 kPa)

13

Rated burst pressure (RBP) of the
Fluydo Pegaso catheter

14 atm (1419 kPa)

14

Nominal pressure (NP) of the Fluydo
NC catheter balloon

12 atm (1216 kPa)

15

Rated burst pressure (RBP) of the
Fluydo NC catheter

For catheters with the balloon diameter not
exceeding 4.0 mm: 22 atm (2229 kPa)

For catheters with the balloon diameter of
4.5 mm: 20 atm (2027 kPa)

For catheters with the balloon diameter of
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# Specification Value
5.0 mm: 19 atm (1925 kPa)
16 | Balloon inflation time <15s
17 | Balloon deflation time <15s
The balloon must withstand a minimum of 10
18 | Burst strength of the balloon rated burst cycles
19 Tensile force of tested parts of the >3.0N
catheter: Catheter tip detachment -
Tensile force of tested parts of the
20 catheter: Break of the conmection >50N
between the proximal and distal shaft ==
of the catheter**
Tensile force of tested parts of the
21 | catheter: break of the connection of 2150N
the proximal shaft and hub**
The catheter should be free of kinks, cuts and
contaminants. The thermal welding sites
should be even and have smooth transitions.
22 | Appeaance of the catheter The balloon should have no damage. The
Luer port should be free of burrs, air bubbles,
damage, drips, cracks, etc.
Appearance Should be free of burrs, damage, cracks, etc.
23 | Stylet Diameter 0,36 + 0,07 mm
Length 295+ 3 mm
Should be free of burrs, air bubbles, damage,
Appearance drips, cracks, efc.
Number of holes 3 pieces.
24 | Clip Diameter of holes 3,8+ 0,1 mm
 Length 19+ 1,5 mm
Width 8,5+ 0,15 mm
Height 5,3+ 0,15 mm
Should be free of burrs, air bubbles, damage,
Appearance drips, cracks, etc.
25 | Strain relief | Outer diameter 4,5 + 0,05 mm
Inner diameter 3,2+ 0,07 mm
Length 145+ 5 cm
* Value according to the French scale (Charriére scale)
** Connection points of the catheter parts are shown in Figure 3

Effective balloon diameters corresponding to the pressure created inside are presented in Tables
4and 5.

11
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Table 4. Balloon compliance table for Fluydo Pegaso catheter

Batioon Dismeter (mm)
Pressure (stm) | Pressure (kPs) —73 250 | 300 | 350 | 400
1013 1,60 | 2,13 | 268 | 320 | 3,72 425
1115 1,62 | 2,15 | 271 | 328 | 377 4,30
1216 164 | 218 | 275 | 3 3,82 4,36
1317 166 | 2 279 | 332 | 387 | 442 |
Sae 1 k68 = 223 L L 1593 5] AAS:
1 1520 1,70 | 225 | 287 [ 34l 3,99 4,54
16 1621 1,72 | 228 | 291 346 | 405 |462
17 1723 1,74 | 230 | 295 | 3,51 4,13 4,69
18 1824 1,76 | 233 | 299 | 358 | 422 4,78
19 1928 1,78 | 236 | 305 | 3.63 | 430 4,86
20 2027 1,80 | 239 | 312 | 370 | 438 4,95
* Nominal pressure inside the balloon (NP)
** Rated burst pressure inside the balloon (RBP)
Table 5. Balloon compliance table for Fluydo NC catheter
Balicon Diameter (mm)
Pressure | Pressure - oot G T35 1250 [ 2.75 [ 3.00 [ 3.25 | 3.5 [3.75 | 400 45 | 50
(atm) (kPa) ° 0 0
) 912 | 167 19 | 216|241 264|290 [3.13|3.3 | 3.63|386|43 | 484
2 8 6
10 1013 | 1.70| 19 [ 220244 (269|294 [3.18| 34 1367|391 | 44 | 490
5 3 2
11 1118 | 1.73 | 19 | 223 | 247 | 2.72 | 297 [ 322 | 34 | 3.71 | 396 | 44 | 4.96
6 6
e o AR %’h@k 2 "3.5 | 3.75 | 400 | 4.5 | 5.00
R A g e . i B m N =R ) o |
13 1317 | 1.76 | 20 | 226 | 252 | 277302 [327| 35 | 377|403 | 45 | 503
1 2 3
14 1419 1177 20 228|253 279|304 329 3.5 | 3.80 | 4.05| 4.5 | 5.07
3 5 6
15 1520 | 1.79 | 20 1229 | 2.55 [ 2.80 [ 3.06 | 331 | 3.5 | 3.82|408| 45 | 5.10
4 7 9
16 1621 | 1.80 | 20 | 231|256 | 282 | 3.08 | 333 | 3.5 | 3.85|4.10| 4.6 | 5.13
; 9 2
17 1723 | 181 20 | 232258 [284|3.10| 3.36| 3.6 | 3.87 | 413 | 46 | 5.16
7 2 5
18 1824 | 1.82| 20 | 234 | 260 | 286 | 3.11 | 3.38 | 3.6 | 3.89 | 4.16 | 4.6 | 5.20
8 4 8
| 1928 | 183 | 20 | 235|261 | 288 [ 3.13 | 340 3.6 | 3.92 [ 418 47 5@3
': 9 6 l L 4 'I"""-." A1
: 2027 | 1.85| 2.1 | 2.37 | 263 | 2.89 [ 3.15| 342 | 3.6 | 3.68 | 421 | 47 | 5.26
e 4 0 3 g
21 2128 | 1.86 ] 2.1 | 238 | 264 | 291 | 3.17 | 344 | 37 [397[423| 47 | 5.30
2 1 7
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Pressure Pressure Balloon Diameter (mm)
1.7§ | 2.0 | 225|250 (275(3.00|325| 35 |3.75|400| 45 | 50
(atm) (kPa) 0 0 0
gges. b 3208 < 11.87] 201 |240]266129313.19|346] 3.7 | 3.99]426| 48 | 533
g 3 3 0
23 2331 188 (21 |241 268295321348 3.7 |401]|429] 48 |5.36
4 5 3
24 2432 1.89 | 2.1 |243(2.69]296|323|350| 3.7 |4.04 (431 | 48 [5.39
6 8 6
* Nominal pressure inside the balloon (NP)
** Rated burst pressure inside 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 of

corrosion.
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12. Schematic representation of the device
“ A »
J
A G K I F H E
:ﬂ‘: /-' - _ v . . ) ) ,,::.... ' R ¢ . v
"F ' ) ) = b} s o vl i . T IR T
- D - (".,,,.. -
Figure 1. Schematic representation of the catheter
Table Al. Main parts of the catheter with their sizes
# Ref Value
1 A Effective length of the catheter 1420 +0/-150 mm
2 B Distance from the atraumatic tip to the Rx port 250 + 10 mm
3 C Distance from the atraumatic tip to the first marker band of the proximal shaft 900 + 60 mm _
4 D Distance between the first and second marker band of the proximal shaft 100 + 6 mm
5 E Outer diameter of the distal tip 0,017" /0,43 mm + 0,10 mm
6 F Outer diameter of the distal shaft 2,6F* / 0,86 mm + 0,10 mm
Fluydo Pegaso: 1,78F* / 0,6 mm = 0,10 mm
Fluydo NC (for catheters with the balloon diameter not exceeding
7 G Outer diameter of the proximal shaft 3.25 mm): 1,78F* / 0,6 mm = 0,10 mm
Fluydo NC (for catheters with the balloon diameter of at least 3.5
mm): 1,9F* /0,63 mm + 0,10 mm
3 H Catheter ball ;.Detai;eddhnensioningspeciﬁwionsofﬂmballoonmshownon
9 I Rx port For information only
10 J Luer port For information only
it K Length of the proximal shaft marker band 10+ 1 mm
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Figure 2. Schematic representation of the catheter balloon
Table A2. Main parts of the catheter balloon with dimensions
# Ref Description Value
1 A Atraumatic tip length 4.5+0,5mm
2 B Distance from the end of the balloon cones to the middle of radiopaque Fot Fluydo Pegaso models
markers Balloon diameter Value
Exception: in versions of Fluydo Pegaso with balloon diameter 1,5 mm the 1,5 mm -
single marker positioned in the middle of balloon length 2,0 mm 1,10+ 0,15 mm
2,5 mm 1,60 £ 0,15 mm
3,00 mm 2,00+ 0,15 mm
3,50 mm 2,40 0,15 mm
4,00 mm 290+0,15mm
For Fluydo NC models
Balloon diameter Value
1,75 mm 0,60+ 0,15 mm
2,00 mm 0,80+ 0,15 mm
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# Ref Deseription Value
2,25 mm 0,90+ 0,15 mm
2,50 mm 1,10% 0,15 mm
2,75 mm 1,20+ 0,15 mm
3,00 mm 1,40+ 0,15 mm
3,25 mm 1,50+ 0,15 mm
3,50 mm 1,70+ 0,15 mm
3,75 mm 1,80+ 0,15 mm
4,00 mm _ 200+ 0,15 mm
4,50 mm 2,30+ 0,15 mm
5,00 mm 2,60 0,15 mm
3 For Fluydo Pegaso models
Balloon length Value
10 mm 90,15 mm
15 mm 14+ 0,15 mm
20 mm 19+ 0,15 mm
30 mm 29%0,15 mm
For Fluydo NC models
Balloon length Value
. . \ . 6 6£0,15 mm
C Distance from the distal end of the distal marker to the proximal end of 3 $+0,15 mm
the proximal marker (markers included) 12 120,15 mm
15 150,15 mm
20 200,15 mm
30 30+ 0,15 mm
* Exception: in Fluydo Pegaso models with
nominal diameter of 1.5 mm, the balloon has only
one radiopaque marker band located in the center
of the balloon
4 D Length of the radiopaque marker band 10,15 mm
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A B C D

Figure 3. Connection points of the catheter parts
A - junction of the atraumatic tip
B - junction of the proximal part of the balloon
C - junction of the catheter proximal and distal shaft
D - junction of the proximal shaft and connecting module
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13. Labeling

The labeling is performed by printing basic device data 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 shall contain:

T ' Description Symbel
Company logo -
Device name (including the Russian version) -
Schematic representation of the device with its sizes in mm -
Balloon compliance table -
Balloon sizes in diameter x length format (mm) I@

R
Balloon diameter, mm T =
L g - -
Balloon length, mm — =
Rated burst pressure, atm RBP
Nominal pressure, atm NP
Minimum guiding catheter size MGCS
Maximum compatible guidewire diameter MGD
Catalogue number REF
Batch code LOT

Date of manufacture M |
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Instroctions for Use Date: February 26, 2024
4" B -:»-':&.:':.:. «ujz;—u —_ v R Mh ] synhl
=
Sterilized with ethylene oxide [srerueleo]
Caution A
. +
. Do not reuse ®
Do not use if packaging is damaged @
2
Do not resterilize Xy
Keep away from sunlight /.4'\\
Non-pyrogenic
See instructions for use E-]Ii
Barcode -
Identification labels -
Manufacturer “
CE mark Ce

19
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Pressure in atm
atm

Label abbreviations:

atm - atmosphere

mm - millimeter

NP - nominal pressure

RBP - rated burst pressure

" - inch

There should be three 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), and symbols: Balloon sizes in diameter x length format (mm),
Catalogue number, and Batch code. After performing percutaneous transluminal coronary
angioplasty, the physician shall put one identification sticker in the patient's medical record, and
amother one in the operation log.

20
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Figure 4. Labeling of the sterilization packaging for Fluydo Pegaso models
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Figure 5. Labeling of the sterilization packaging for Fluydo NC models
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Fluydo PTCA Balloon Catheter Rev. 03
Instractions for Use Date: February 26, 2024
14.2 Labeling of the packaging box
The packaging box labeling shall contain:
Company logo -
Device name (including the Russian version) -
Schematic representation of the device with its sizes in mm -
Balloon compliance table -
Balloon sizes in diameter x length format (mm) SIZE
t
Balloon diameter, mm .y —
Balloon length, mm > :;’
Rated burst pressure, atm RBP
Nominal pressure, atm NP
Minimum guiding catheter size MGCS
Maximum compatible guidewire diameter MGD
Catalogue number REF
Batch code LOT
Date of manufacture &I
=
Sterilized with ethylene oxide STERILE|EO
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Description "Symbel.
Cosie A\
- +
Do not reuse ®
Do not use if packaging is damaged @
N
~tt
s
Keep away from sunlight /.4\
Non-pyrogenic X
Barcode -
Identification labels -
Manufacturer d
CE mark CE
Pressure in atm @
The lower limit of the temperature range J/
+10
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+40°C
The upper limit of the temperature range lf
Label abbreviations:
atm - atmosphere
mm - millimeter

There should be three identification stickers on the packaging box label identical to those on the
sterilization packaging, which stickers are duplicate. Such identification stickers should bear the
following information: brand name of the catheter, balloon diameter (mm), balloon length (mm),
and symbols: Balloon sizes in diameter x length format (mm), Catalogue number, and Batch
code. 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 delivered to the Russian Federation should have
an additional sticker.

Layout of the additional sticker to be put on the packaging box for devices delivered to the
Russian Federation:
Katerep GamnonHmili [y upeckoxHOH TpaHCMOMRHANBHON KOPOHapHO! aHIAOIIACTHKH
Fluydo Pegaso, ¢ pabouelt ymnolt 142 cM u GannoHOM (AHaMeTp X ANHHA). (pa3Mep ykazaH
Ea yIIaxoBKe)
APTHKYA: YXa3aH HA YNaKOBKS

ggnmmemzymmymone Hcnonniosats 30 YKa3aHO Ea YIIAKOBKE
YnonnomoueHBbIR NPeACTABMTEAL NPOHIBOAKTENN HA TEPPETOPER Pd:
O6mecTeo ¢ orpanIeHHOR OTBETCTBCHHOCTHIO HAYUHO-TIPOH3BOACTBEHHOe ofbeaunenne «Jleocr» (OO0 HITO

«Jleoctn)

IOprauteckmil aapec YIUIHOMOWEHHONO NPEACTABNTEAR NPONIBOSNTENR Ha Teppuropuu PO: Pocchs,
142290, Mocxosckan ofmacts, ropox [Tymuio, opocnexr Hayxn, gom 3, nomemienine 4, xomuaTa 22, 37a% 4
HMHH: 5039003073 KIII: 503901001 Tenedon: 8 (495) 540-40-04 E-mail: deost@ideost ru

Ycnosun xpanennn:

+40°C OTHOCHTENLEAN BIAKHOCTS BOIYXa: e Gonee 80 %.
Amoctepnoe narneHne: ot 84 xo 106,7 xlla.
+10 _

Bepeas OT BNArH M OPAMOTO BO3ACHCTBHA CONHEHOTO
CBeTa.

PY Ne / or__. . L.

Karerep Gamnonmmili mid 4YpeckoXkHOH TPaHCIOMHHAILHON KOPOHAPHOH AHI'HONACTHKH
Fluydo NC, ¢ paGoueii ymmoit 142 cM r GawionomM (auaMeTp X JUIHHA). (pa3Mep yKa3aH Ha

YIAKOBKeE)
ApTEKya: yKasaH Ha YNaKoBKe
HITOTORACHHNA; HB YNAKOBKE Hcnon3osats 40: yka3aHO HA YIIAKOBKE

YononuomouennLill OPEACTABATENL HPONIBOANTEIE BA TCPPUTOPHN PO:

O6mecTeo ¢ orpanHIeHEOH OTBETCTBEHBOCTHIO HAYSHO-NPOH3BOACTRCHHOE 00nennuenue «eoc» (OO0 HIIO
«Jleoc»)

| IOpsmerzecxmit anpec YROMHOMOYEHROTO MPEICTABNTENN NPOMIBOARTENN WA Teppuvopum P®D: Poccnd, |

25
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142290, Mocxobckas oSnacts, ropox [ymuso, npocnext Hayxm, 1om 3, nomentenne 4, xomnnra 22, 31ax 4
HHH: 5039003073 KIII: 503901001 Texedon: 8 (495) 540-40-04 E-mail: degst@deost.ru
Yenonna xpanennsn:

+40°C OTHOCHTCALHAY BIAKHOCTS BOSAYXA: He Gonee 80 %,
Atuocdepnoe aannenne: ot 84 no 106,7 xIla.

Bepeash orT BRArM M HPAMOTO BO3ACHCTBEA CONHSIHOTO
CBeTa.

PV Mo / OT . . T.

Content translation:

Fluydo Pegaso Balloon Catheter for Percutaneous Transluminal Coronary Angioplasty, 142

cm working length with balloon (diameter x length): (size indicated on the packaging)
Article: indicated on the packaging

Manafacto date: indicated on the Use by: indicated on the

Authorized representative of the manufacturer in the Russisn 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, smte4 ofﬁce22,ﬂoor4

INN: 5039003073 KPP: 503901001 Phone: 8 (495) 540-40-04 E-mail: dcost(ijide

Storage conditions:

+40°C Relative air humidity: No more than 80%.
Atmospheric pressure: 84 to 106.7 kPa
+1

Keep away from moisture and direct sunlight.

__Registration Certificate No. / of

Fluydo NC Balloon Catheter for Percutaneous Transluminal Coronary Angioplasty, 142 cm
working length with balloon (diameter x length): (size indicated on the packaging)
Article: indicated on the packaging

Manufacturing date: indicated on the packaging Use by: indicated on the packaging

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 E-mail: deosti@deost.ru

Storage conditions:
+40°C Relative air humidity: No more than 80%.
Atmospheric pressure: 84 to 106.7 kPa
Keep away from moisture and direct sunlight.
+1 _
Registration Certificate No. / of

26
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Figure 6. Labeling of the packaging box for Fluydo Pegaso models
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N AP gy T

Figure 7. Labeling of the packaging box for Fluydo NC models
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133 Labeling of the transportation packaging

“This Way Up”, “Keep Dry”, “Fragile” handling signs should be applied to the transportation
packaging.

IfeiielH

Figure 14. Labeling of the transportation packaging

144 Luer port labeling

The Luer port label should bear the following information: Brand name of the catheter, balloon
diameter (mm), balloon length (mm).

29
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14. National and international standards
The list of standards used in the medical device development and production is given in Table 7.
Table 6. List of applicable standards

No. Standard Number Standard Title

01 | EN 556-1:2001 / AC:2006 Sterilization of medical devices - Requirements for
medical devices to be designated "STERILE" - Part 1:
Requirements for terminally sterilized medical devices

02 | EN 1041:2008 A1:2013 Information supplied by the manufacturer of medical
devices

03 | EN 1422:1997+A1:2009 Sterilizers for medical purposes - Ethylene oxide
sterilizers - Requirements and test methods

04 | EN 62366:2008 Medical devices - Application of usability engineering
to medical devices

05 | EN 20594-1:1993 Conical fittings with a 6 % (Luer) taper for syringes,

needles and certain other medical equipment - Part 1:
General requirements (ISO 594-1:1986)

06 | EN ISO 10555-1:2009 Sterile, single-use intravascular catheters - Part I:
General requirements (ISO 10555-1:1995, including
Amd 1:1999 and Amd 2:2004

07 | EN ISO 10993-1:20609 / Biological evaluation of medical devices - Part I:
AC:2010 Evaluation and testing
08 | EN ISO 10993-4:2009 Biological evaluation of medical devices - Part 4:
Selection of tests for interactions with blood
09 | EN ISO 10993-5:2009 Biological evaluation of medical devices - Part 5: Tests
for in vitro cytotoxicity
10 | EN ISO 10993-7:2008/ Biological evaluation of medical devices - Part 7:
AC:2009 Ethylene oxide sterilization residuals
11 | ENISO 10993-11: 2009 Biological evaluation of medical devices - Part 11:
Tests for systemic toxicity
12 | ENISO 10993-12:2012 Biological evaluation of medical devices - Part 12:
Sample preparation and reference materials
13 | ENISO 11135-1:2007 Sterilization of health care devices - Ethylene oxide -

Part 1: Requirements for development, validation and
routine control of a sterilization process for medical
devices

14 | ENISO 11607 - 1:2009 Packaging for terminally sterilized medical devices -
Part 1: Requirements for materials, sterile barrier
systems and packaging systems

15 | ENISO 11607 - 2 :2006 Packaging for terminally sterilized medical devices -
Part 2: Validation requirements for forming, sealing and
assembly processes

16 | ENISO 13485:2016 Medical devices - Quality management systems -
Requirements for regulatory purposes

17 | ENISO 14971: 2012 Medical devices - Application of risk management to

30
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medical devices

18

EN ISO 25539-2:2009

Cardiovascular implants - Endovascular devices - Part
2: Vascular stents

19

ISO 80369-7:2016

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

20

ISO 6009: 2016

Hypodermic needles for single-use - Color coding for
identification

21

ISO 10555-1-2013

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

ISO 10555-4-2023

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

ISO 10993-10:2010

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

24

ISO 11135: 2014

Sterilization of health care devices - Ethylene oxide -

Requirements for the development, validation and
routine control of a sterilization process for medical

devices

25

ISO 13485 : 2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

26

ISO 14644-1:2015

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

27

ISO 14644-2:2015

Cleanrooms and associated controlled environments -
Part 2: Monitoring to provide evidence of cleanroom
performance related to air cleanliness by particle
concentration

ISO 14644-3:2005

Cleanrooms and associated controlled environments -
Part 3: Test methods

29

ISO 14644-4:2001

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

30

ISO 14698-1:2003

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

31

ISO 15223-1: 2021

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

32

BS EN ISO 10993-10: 2013

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

33

BS EN ISO 25539-2:2012

Cardiovascular implants - Endovascular devices - Part

2: Vascular stents

34

CAN/CSA-ISO 13485:2003

Medical Devices - Quality Management Systems -
Requirements for Regulatory Purposes

35

ASTMD 618-13

Standard Practice for Conditioning Plastics for Testing

36

ASTMD 638-14

Standard Test Method for Tensile Properties of Plastics

37

ASTMD 642 -15

Standard Test Method for Determining Compressive
Resistance of Shipping Containers, Components, and
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Unit Loads
38 | ASTMD999-08 Standard Test Methods for Vibration Testing of
39 | ASTM D 3078-02 Standard Test Method for Determination of Leaks in
Reapproved 2008 Flexible Packaging by Bubble Emission
40 | ASTM D 4169-2016 Standard Practice for Performance Testing of Shipping
Containers and Systems (non-monetary information)
41 | ASTM D 4332-14 Standard Practice for Conditioning Containers,
Packagings, or Packaging Components for Testing
42 | ASTMD4728-17 Standard Test Method for Random Vibration Testing of
43 | ASTM D 5276 - 98 - Standard Test Method for Drop Test of Loaded
Reapproved 2009 Containers by Free Fall (mandatory and non-monetary
information)
44 | ASTM D 5487-2016 Standard Test Method for Simulated Drop of Loaded
Containers by Shock Machines
45 | ASTM D 6344 -04 - Standard Test Method for Concentrated Impacts to
Reapproved 2017 Transport Packagings
46 | ASTMF 88-F 88 M-15 Standard ltest method for seal strength of flexible batrier
materials
47 | ASTMF 640-12 Standard Test Methods for Determining Radiopacity for
Medical Use (non-monetary information)
48 | ASTMF 1886-F 1886M -09 | Standard Test Method for Determining Integrity of
Seals for Flexible Packaging by Visual Inspection
49 | ASTMF 1980 -2016 Standard Guide for Accelerated Aging of Sterile Barrier
Systems for Medical Devices
50 | ASTMF 1984-99 Standard Practice for Testing for Whole Complement
Reapproved 2013 Activation in Serum by Solid Materials
51 | ASTMF 2065-00 Standard Practice for Testing for Alternative Pathway
Reapproved 2010 Complement Activation in Serum by Solid Materials
52 | ASTMF 2096-11 Standard Test Method for Detecting Gross Leaks in
Packaging by Internal Pressurization (Bubble Test)
53 | ASTMF 2097-16 Standard Guide for Design and Evaluation of Primary
Flexible Packaging for Medical Device
54 | ANSI ASQZ1.4:2013 Sampling Procedures and Tables for Inspection by
Attributes
55 | ANSI ASQZ1.9-2008 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

The device may be transported by any transport means, such as box cars, containers, trucks, ship
holds, or heated pressurized aircraft modules, in accordance with the rules for these transport
modes in compliance with transportation conditions without the packaging damage risk.

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 within the temperature range
from 32 °C to 42 °C.

Relative air humidity: no more than 80%.

Atmospheric pressure: 84 to 106.7 kPa

16. Sterilization, cleaning and disinfection

The device is supplied sterile. Sterilization parameters: Gas sterilization method (ethylene
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.

Methods and means of disinfection and pre-sterilization cleaning are not applicable since the
device is intended for single-use only and supplied sterile.

17. Dispesal information
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After use, all components of the device must be disposed of in accordance with the guidelines
governing disposal of such devices, and with 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.

18. Guaranteed shelf life
Guaranteed shelf life of the devices is 5 years from the date of sterilization.

19. Warranty

The manufacturer guarantees that at the time of delivery all of its devices 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: CID S.p.A.

Manufacturer's legal address: Strada per Crescentino, 13040 Saluggia (VC), Italy
Phone: +39 0161 18261

E-mail: cidvascular@legalmail.it

Production sites:

1. CID S.p.A., Strada per Crescentino, 13040 Saluggia (VC), ltaly

2. Alvimedica Tibbi Ortinler San.ve Dig Tic. A.S., Istanbul Trakya Serbest Blgesi, Ferhatpaga
SB Mahallesi Atattirk Bulvan No:16 34540 Catalca-{stanbul TORKIYE

For all questions on the medical device quality within the Russian Federation, please
contact the manufacturer’s authorized representative in the Russian Federation.

Please 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
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D Katerep 6annoHHbIR ANA YPECKOKHOR TPAHCANIOMHUHANBHOMK
xopoHapHoit aHrmonnacruku Fluydo Pen.Ne03

0

MHCTPYKUMA NO NpuMmeHeHHIO Dara: 26 ¢pespann 2024 r.

HHCTPYKIMS 110 IPUMEHEHHIO

Karerep 6annoHHbI# 1 YpeCKOKHOM TPaHCIIOMHHAJIBHONW KOPOHApHO
anrnomactuku Fluydo
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p < D Karerep Ganncimil AAn Upeackomnol TPaHCHOMMHAARHONH

“~?® ' xopoHapnol aurwonaacTa Fluydo Pep.NeO3
HHCTPYILMA NO NIPHMOHSHNIO Dara: 26 despann 2024 r.

1. O6mue caencnns

1.1 HanMenoBanne

«Karerep GannomHME In% upeckoxHON TPaHCMOMHHANLHON KOPOHAPHON AHTHOIUIACTHKH

Fluydo

BapHanTH HCIONTHEeHHS:

1. Karerep GamnonHEif s upeckoXkHON TPAaHCIIOMHHANBHON KOPOHADHOM AHIHOILIACTHKH
Fluydo Pegaso, ¢ paGoucli ymmoit 142 cM 1 GannonoM (rametp x wmaa): 1,5x10 mM; 1,5x15
MM; 1,5x20 M3 1,5x30 Mne; 2,0x10 Mng; 2,0x15 M 2,0x20 mm; 2,0x30 mm; 2,510 M 2,5x15
MM; 2,5x20 Mn; 2,5x30 Mu; 3,0x10 Mn; 3,0x15 m; 3,0620 mm; 3,0x30 ma; 3,5x10 M 3,5x15
MM; 3,520 mu; 3,5x30 ym; 4,0x10 v 4,0x15 mame; 4,020 mm; 4,0x30 M

B xOMIOIEKT DOCTABKH H3ieHA AO/DEHE! BXOOHUTD,

- KaTeTep B ynaxkopke — 1 mr.;
- HHCTPYKIUA 110 HPHMCHEHIIO — 1 mT.

2. Karerep GamnoHHEN RIS YpecKOXHOH TpaHC/MOMHHANBHON KOpOHapHO# AHIHOIIACTHKM
Fluydo NC, ¢ paGouett ymmoi#t 142 cu 1 GannoHoM (anaMertp x muHa): 1,75x6 Mm; 1,758 Mm;
1,75x12 mu; 1,75x15 mm; 1,75%20 MmM; 2,00x6 mm; 2,00x8 mm; 2,00x12 mm; 2,00x15 MmmM;
2,00%20 MM; 2,25%6 MM; 2,25x8 MM; 2,25%12 Mm; 2,25x15 v 2,25x20 MM; 2,50x6 MM 2,50x8
MM; 2,50x12 mn; 2,50x15 mm; 2,50x20 M 2,50x30 MuM; 2,75%x6 MM; 2,75x8 Mm; 2,75x12 Mu;
2,75x15 mM; 2,75x20 mm; 3,006 mM; 3,00x8 MM; 3,00x12 mm; 3,00x15 MM; 3,00%x20 mm;
3,00x30 MnM; 3,25x6 mm; 3,258 M 3,25x12 Mm; 3,25x15 MM 3,25x20 Mu; 3,50x6 mm; 3,50x8
MM; 3,50x12 mm; 3,50x15 mma; 3,50x20 m; 3,50x30 mma; 3,75x6 M 3,75x8 Mm; 3,75x12 Mum;
3,75x15 ama; 3,75%20 mma; 4,006 Mm; 4,00x8 Mna; 4,00x12 mm; 4,00x15 Mu; 4,00x20 MM; 4,508
MM; 4,50x12 MM 4,50x15 MM; 4,50x20 Mmm; 5,00x8 MM; 5,00x12 Mu; 5,00x15 MM; 5,00x20 mm;

B XOMIUIEKT NOCTABKH H3CHHA AO/DKHEl BXOAHTD:

= KaTeTep B ymaxoBke — 1 mT.;

- HRCTPYKIIMS N0 NpAMEHeHnIo — 1 m.

1.2 Onucanue wyaenns

Katetep GannoRHEIH 19 IpecKOKHON TPAHCIONHHANLROH KopoHapHoi anrnonnacTuku Fluydo
(manee no TekcTy — Karerep, karerep A UTKA, u3nenne) mpeacrapnset coboli cTepuibHbii,
ORHOPA30BHI, MOHOPENLCOBEIN NONYNOAAT/IHBLNN ANNATAHOBHEIA KaTeTep OHICTpPOH 3aMEHH

(Rx) w14 pacmupenns (MpeAANATaIME) LEeBOro COCYAa B MecTe NMOPaXKCHHA NPH BRMOIHEHHH
onepaiuii Ga/UI0HHON AHrHOIIACTHKY H/HJIH CTCHTAPOBAHHA KOPOESPHEIX apTEpHii.

Karerep GamnoBHK# COCTOAT H3 MPOKCHAMANBGHON TpyOKM M AuCTanbHOH TPyOKH ¢ paboumm
3NMEMECHTOM - 6amonoM.

IpoxcuManbHas TpyOKa KeTeTepa NPEACTABIACT cobof MeTaLTHYECKYl0 TPYOKy ¢ OAHHM
NPOCBETOM, NMOKPHTYIO CcHapyxu mnomarerpadropsmncsom (IIT®3). Ha npoxcnManbuoi
TpyOKe KaTeTepa pacloIOKEHH B¢ NMapKECPHHE IOJOCH, NO3BOJIOIIHE ONEPATOPY BH3YATLHO
KOHTPOJNHPOBATS IMyOHHY BBEJCHHA GansioHa OTHOCHTENEHO MECTA NYHKIHH (TOYKH BXOAA B
aprepmo) ans mnedesolt (90 cM) mam GeapenHoii (100 cM) aprepun cootsercTBeHHO. OnMH
KOHeIl MPOKCHMANLHOMN TpyOkn xaterepa coacpamT X6 (BHNONHEH B Bune noprta Jlyep) s

2
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VICTPYRUNA NO NPHMEHEINNG Aara: 26 ¢espann 2024 r.

COCARHEHHA ¢ YCTPOHCTBOM ANg HHOMAUME ¥ KOHTPOJIA AapneHEA B Gamwione. Bropo#t koHen
HPOKCHMANLHOM TPYOXH KaTeTepa XecTKO COCIHHCH C AUCTANbHON TpyGKoH KaTeTepa.

JuncransHas TpyOKa KaTeTepa HMECT XBA IPOCBETA: OAMH g nEdamay / Acdhnsnun pabouero
37MeMEHTa Karerepa (Gamnona), BTopolf Ind NpPOBOJHMEKA, CAYXAMEro HANPABHTEICM NpH
NpoBEficHHH KaTeTepa B HeneBod cocya. Ilpoceer Ais mpoBOAHMKA HAYMHACTCH OT MATKOrO
STPABMATHYHONO KOHUYHKA H 38KAHYHBACTCA HMepes 25 CM BHIXOAOM Ha BHEIIHIOIO NOBEPXHOCTD
AMCTanbHOM TpyOkm karerepa. JlncrambHas TpyOka kateTepa, 3a HCKIIOUCHHeM GamwnoHa M
MATKOrO ATPaBMATHYHOTO KOHYMKA, HOKDPHTa rHApodmmbAEIM mokpuTHeM. Ha mucramsHoi
YACTH KaTeTepa HMEIOTCA [Beé PEHTTCHOKOHTPACTHRIC MAPKEPHHIC MOJOCH (HCKIIOYCHHE: B
Mofiensx Pegaso ¢ HOMHHaABHHM JuaMeTpoM 1,5 MM 6GamwioH HMeeT TONBKO OIHY
PEHTTCHOKOHTPACTHYIO MAapKepHYIO IOJOCY, PaclojoXeHHHH mo ueHTpy Oawioma), no
NONIOAKECHHUIO COOTBETCTBYIOIIHE HASANY H OKOHUAHHIO paboucl MK 6amiona, YTo NO3BONIET
B Mpollecce NMPUMCHCHAS KATeTepa TOYHO IO3MIHOHHPOBATH OANNOH B MECTE NOPAXECHHA
IEJIEBOTO COCYAA.

BannoH NpHHAMAET HOMHMHANBHEIC pasMepH (AuaMeTp) Npd HATHCTAHHH B HETO Yepe3 mopT
Jlyep HPOKCHMANLHOM XOHIE KaTerepa XOHTpacTHOM xuakocTn. K kaxkmomy mznemmio,
AMEIOmEMY HOMHHANBHEIC THAMETP H MRy Ga/UIoHa, MPHKIAAKBACTCA TAOMALA COOTBETCTRHA
RuaMeTpa Ga/IOHA B 3aBHCHMOCTE OT BEJIHNYHHH! JaB/ICHHA, CO3JAaHHOrO BHYTpH Oamiona
yCTpolicTROM HarHeTanus Aaeiernd. HoMunansaeM sanicaueM (NP) HasLIBAIOT AaBNeHHe, NPH
KoTOpoM OaNIOH NpHRMMAaeT HOMHHANBHEDY JuametTp. PacueTnEIM maBnenHes paspmBa (RBP)
HA3HIBAIOT JARJICHHE, MPH KOTOPOM 99,95% GannoHoB GyayT COXPAHATH LENOCTHOCTh. CriekTp
sgaveHul namnermit or EommHameHOro (NP) zo pacdeTHoro namieHns paspeia (RBP)
HA3HBAIOT AMANA30HOM paGounx gaBneHuil Gannona.

KateTep cOBMECTAM ¢ HHTEPBEHIMOHHKMHE NpoBOoAHAKaMH JHaMeTpoM 0,014 moliMa u
NPOBOHUKOBLIMA KaTeTCpaMH HAPYXKHOTO AuaMeTpa He MeHee SF.

O¢pexTnBran WHMNA KaTeTEpa cocTaBnAeT 142 ¢M. ACCOPTHMEHT KATETEPOB BK/IOYACT B cels
GannonH muaMeTpoM oT 1,5 MM 710 5,0 My 1 wmHO# OT 6 MM 10 30 MM (cM. Tabmuny 1 1 2).

Tabmna 1. Marpana pasmepos Gamona karerepa Fluydo Pegaso

Jaung Gannona (ym)

10 15 20 30

15 v (4 v 4

T o o s o

Gaanons (mMm) 25

30 v v v v

3s v v v (4

4.9 (4 vy v v
Hmmmm mupmulmnnp,ammm mpaﬁom
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Tabmuma 2. Matpana pasmepos Gamnora karerepa Fluydo NC
__Jlnuna Gaxnons (Mm)
6 8 12 15 20 30
1.75 (4 v v (4 (4 —_
2.00 (4 v (4 [4 [ —
228 (4 (4 v (4 U4 -_
2.50 L4 (4 v v v v
2.75 (4 (4 v U4 v —
Hmanerp Gannoma (Mm) | 3.00 (4 vy (4 v (4 (4
325 (4 (4 (4 (4 v —
3.50 v vy (4 vy v (4
3.75 (4 v (4 (4 (4 —_
4.00 v (4 (4 v v —
4.50 — (4 (4 (4 v —_
5.00 —_ (4 v vy (4 —
Tpmmenanne: amamerp bannous — 310 napyxmuill AmaMeTp, a Amua Gannona ~ 310 patow
Anmua, 0fa HOXAIATEAN DPEMENEMLI K PAITYTOMY (ANT0MY NpS HOMEEANLEOM A2B/ICHHE,

Karerep sBISeTCH CTEPAIBEBIM MEJMIMACKHM H3JACIHEM OJHOKPATHOrO IIPAMEHCHHAA
(Texnuueckoe 0OCHYRHBAHHE HE IPANCHAMO).

Ka‘re'nepn CTCPHIH3OBAHEL I'a30BHM MCTOIOM — STHICHOKCHIIOM.

B KaTCTCpax HE NPHMCHIIOTCE MAaTEPHAITEI XHBOTHOI'0 HITH YCIOBLYCCKOT0 MPOUCXOXKICHHA.

B xarerepax He IPAMEHAIOTCA JICKAPCTBSHHBIC [IPETIAPATEL.

INonoxenue katerepa B Telle NANHECHTE MOXHO ONPEACTHTD € MOMOIIEI0 PEHTTCHOCKOITHYECKOTO
KOHTpOJIS.

Paguanus, 3NEKTPOMarHHTHRC H MAarEKTHRIC HONA HA H3/IC/IME HE BIHAIOT.
1.3 Coenenns 0 NpoN3BOANHTEE H MECTE NNPOHIBOACTER

IlponspoanTens: CID S.p.A.
IOpuanecknit aapec npomssogaTeas: Strada per Crescentino, 13040 Saluggia (VC), Italy
Tenedon: +39 0161 18261

E-mail: cidvascular@legalmail.it

MecTo npomsBoacTBa:

1. CID S.p.A,, Strada per Crescentino, 13040 Saluggia (VC), Italy

2. Alvimedica Tibbi Urlinler San.ve Dig Tic. A.S., Istanbul Trakya Serbest Bolgesi, Ferhatpaga
SB Mahallesi Atatiirk Bulvan No:16 34540 Catalca-Istanbul TURKIYE

1.4 KnaccRuKanug Hgeans
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HHCTPYKAUMA NO NPINMSHEHING Bava: 26 pespana 2024 1.

Cornacro Jlupextase MDD/93/42/EEC ot 14 mons 1993 roaa. Ilpunoxense IX, Ilpasuna 6,
Karerep min GamioHHO# AnMnaTanmy SABISCTCA HHBASHBHHIM, CTCPHIBHBIM MCAHIMHCKHM
H3ZiCTHEM, OH BXOOUT B KOHTAKT ¢ HEHTpaabHOi cucreMoli xpoBooOpamenun. CnenoBarensno,
OH KMacCHQHIMpyeTcs KaK MEAHUMHCKOS M3fienHe 3 KIacca PHCKa NOTCHNMANLHOIO
npuMenenns, ITpoayxr nMeet Mapkuposky CE.

1.5 Bag KOETAKTA ¢ OPraHHIMOM

Karerep — KpaTKoBpeMEHHbIN KOHTAXTa C IHPKYIHpPYIOmelH KPOBbIO.
2. Haznauenwe, ofnacTs npEMencHnd B NOTCHOHAMbLHLIC NOTpefuTe R

Hazaawenme: [UI4 HCHOAL3OBAHMA B HPECKOXKHOM TPAHCHIOMHHANBHON KOpOHApHOMH

anrsomnacTake (UTKA) mit pacimHpeHMS CTCHOSHPOBAHHON KOpPOHApHON apTepHH MyTEM
KOHTPOJIMPYEMOro HayBAHAA HMACTHYHOro 6alLIona Ha JUCTATEHOM KOHIIE,

ObaacTe npaMeHenng; neueOHble B NedeSnO-IpoduIaAKTHECKHE MCAHLHHCKAE YIPEeXKACHA.

MoTrenuuansunie moTpefETe/M: Bpays neveGHEX H  nedeORO-NMPOPHIAKTHUECKAX
MEJHUMHCKHAX YIpeXKIeHHIH.

3. lIpennun pelicrang

Wagemue npeacrasnser coGolt xaTerep s 9pecKOXHON TPAHCMOMHHAILHOM KOPOHapHOM
anrwonnactaki (UTKA), xotopsili HCmonbsyeT NpPHHLMN  CHAPABANYECKOIO AABNCHHA,
9TO0K AMNATHPOBATH CTCHOTHYECKOE MOPAXCHHE H OOeCHeuRTh PAaCIMpEHHE CTEHTAa MOCIe
nocraskd. Ilocne DpoMEiBaHHA TPOCBET8 HANPABATENIN M 3ANONHEHHA TIPOCBETa
HAKAYABAHMA/CyBAaHHA GalvioHa pPacTBOPOM KOHTPACTHOrO BemecTsa (K APUMEHEHMIO
HROMYCKAIOTCA KOHTPacTHHE BCINECCTBA, PAaspelICHHEIC K MNPHMEHCHMIO Ha TEpPHTOPHH
Poccuticxoli denepanun, H COOTBETCTBYIONAES NPABIIAM B HOPMaM JIeeGHOTO YupeXaeHns,
pelicHHE © DNPHMEHCHHH  KOHKPETHOTO  KOHTPACTHOIO  BEIIeCTBa  NPHHHMACT
KBaTHQUIMPOBAHHKN NEpCcOHan JeuyeGHOrO YUPEXACHHA, OTBETCTBEHHBIi 32 JaHHYIO
MC/MIAHCKYIO TpomeAypy), Karerep BBoauTca moBepx 0,014-mofimoBoro (0,36 Mmwm)
nanpasareni YTKA uepe3 HpoBOJHMKOBEIN KaTeTep M YCTAHABIMBASTCS NONEPEK NOPAKCHHA.
PeHTTEHOKORTPACTHRIE MapKkephl IOMOraloT NMPaBRIBGHO MO3HIHOHMPOBATE GanyoH momepex
nopaxeHns. B cOOTBETCTBHE cO CT2HARPTHHIME MeTozukaMi mposezenny UTKA GawioH ¢
NOMOIBIO MEAC(NATOpA HAKAMMBAeTCH pacTBOpoM, Ha 50 % cCOCTOMIOMM H3 KOHTPACTHOIO
peliecTsa U Ha 50 % — W3 renapHHU3UPOBAHHOIO CONeBoro pacteopa. Ilpr HeoGxOANMMOCTH,
OCHOBHIBAACH HA /IAHHEIX PEHTTEHOCKONHH, Hakaunpanue GaioHa nosropsercd. Heobxomamo
BHUMATENEHO CJIEIHTH 33 TeM, YTOOK He IPEBHCHTH PACUETHOE AABJICHHE pasphiBa 6asLioHa.

locne 3aBepiIcHMS TWpoUeAypw OGamwion cayeaercs, a Gamwnonmbii xarerep mm UTKA
yaansercs.

4. Iloxa3aHEA K DpEMCHCHEID

- KATeTephl NPHMEHNIOT C LENHI0 PaclIAPCHEA CTCHOSHPOBAHHEIX aTePOCKICPOTHYCCKHX
nopaxennii B KOPOHADHRIX apTephiX WM CTCHO33 HIYHTHPYIOIIErO TPAHCIUIAHTATA C LCMBIO
yayumenns nepdy3nn MEHOKAPAA.
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5. IIpoTHBONOKAZARNS

IIpaMeReHHe KaTeTepa MPOTHBONOKA3AHO:
- NAIMHCHTAM C HE3AIMHIICHHON! NeBoif riasHo KopoEapHOH apTepHH;
=~ DAIHCHTAM C CIIA3MAMH KOPOHAPHOH apTCpHH NpH OTCYTCTBRE 3HAYHTCILHOTO CTEHO3a.

6. IloGoumnie peaxman

- CMCPTh,;

- ocTpEill HHGAPKT MEOKApAA;

- NONHAA 3aKYNOPKA KOPOHAPHOH apTepHH HIH NIYHTHPOBAHHA,

- paccrioenne, nepopaitnd, pasphiB HIH TPABMA KOPOHAPHOTO COCYAa;
= PECTEHO3 PACIIHPEHHOIO COCYa;

- KPOBOHTHAHHE HIIH FeMaTOMa;

- HeCTaOHIIBHAA CTCHOKapnA;

- APUTMHH, BKIIOYAS PROPHILITIMIO XKeITyIOUKOB;

- AUIEPTHYCCKHUE PEAKIMA HA JCKAPCTBCHHEIS NPCHAPATH, KOHTPACTHOE BEIIECCTBO;
- THIICPTOHHA HIH FHIOTOHHS,

- audexms;

- CHIA3M KOpOHApHOii apTepHN;

- apTepROBEHO3HEN CBUIN;

- 3M0onms.

7. KBaR@uKamEs NePpCORAIR

JlanaEe xaTeTepH MOTYT NpPUMEHSTh TONHKO ONMLTHRIS BPa4d, NpPOLICAIIAE CHEHHANBHYIO
MOZrOTOBKY 110 YPeCKOXKHON TPAHCIIOMARAILHON KOPOHAPHOIH aHTHOIUIaCTHKE.

8. Mephi npeXocToOpoxEOCTH B Tpebopanns GesonacHocTH

- KATeTeph NpeAHA3HAYECHH HCKIOYHTCILHO VA ONHOPA3oBOI0 HPHMCHEHHSA, NOBTOPHOE
NpHMEHEHHE 3aIPEIICHO;

- IOBTOPHAS CTEPHIH3AIES 3aNpCICHa;

- He MCNONE3ylre KaTeTep, KOTOPHIE XpaHHACA Ha OTKPHTOM COJHUE HJIH B He
PEKOMEHAOBAHHEIX YCIOBHAX;

- He HCIONB3YHTE KATETep NOCHe HCTEYCHHS CPOKa NOAHOCTH, YKA3aHHOTO Ha YaKoBke,

- KOHTPACTHOE BELECTBO HCIIONB3YIiTe TONBKO B pasbaRneHHOM BHAC;

- He ClIe[yeT HCTOIL30BATh BO3AYX win moboli apyro#i ras s Rakaynsanus 6awioHa;

- NPOBEPHTE CTEPHIM3ALMOHHYIO YNAKOBKY HAa mpeaMer nospexacHull. He wucnonssyiite
xaTeTep npu oGHAPYXeHAN HAPYHICHAA LEIOCTHOCTH CTEPAIH3ANHOHHON YIaxoBKH;

- OpH NPUMCHCHAH KaTeTepa HEAb3d JOMYCKaTh HX KOHTAKTa ¢ HECTCPHIBHBIMH
TIOBEPXHOCTAMY;

- BO BpeMa HAKAYHBAHHA GaIORA HEMb3s NPEBEIIATL PACIETHOS NAB/ICHRE PasphiBa;

- AMaMeTp pasdyToro Ga/IOEA B TOYKAX, OrPAHHMHBAIONMX CTEHOHPOBAHHENA Y3acTOK C
OpOKCHMANEHON B IACTANLHOHN CTOPOHK, HE AO/DKEH IPEBHLINATH YCTAHOBJICHHOTO 3HAUCHHA,

- KaTeTepH AO/DKHEI HCTIONB3OBATHCA TONHKO ONHTHHMH BpavaMy, NPOMEANIMMA CHCIHANLHYIO
NOATOTOBKY IO YPECKONXHOH TPaHCIIOMHHANEHOH KOPOHAPHO#H aHTHOIUIACTHKE;
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- mepen kareTepHsanueli HCOOXOAHMO MPOBECTH H COOTBETCTBYIONIYIO AHTHKOATYNSHTHYIO M
BasOMANATAIMOHHYIO TEPAIIHIO;

- ONcpalMd N0 YPeCKOXHOH TPaHCMOMHHANBHON KOpPOHapHOl AHTHOINACTAKE MJODKHA
BHIIONHATLCE TONBKO B EYeOHEX B NeIcOBO-NIPOPHIAKTHICCKAX MEAUIMHCKAX YUPeXKICHHIX,
PAcCIOJIATAlONEX HEOOXOMUMKM 00opyZoBaHREM JUIS TPOBEACHHN 3KCTPCHHON oOnepalad
KOPOHAPHOIO ITHTHPOBAHUA NPH PASBHTHH TOXKC/IHIX OCIOXKHEHHIL;

~ HC 3aTATHBAHTE reMOCTATHYECKHH amanTep B Y-00pasHOM COCAHHHTENE, TAK KaK 3TO MOXET
TIPHBECTH K CXATHIO CTBOJA KaTerepa, 9ro, B CBOIO Ouepenh, OyIeT NpensTCTBOBATH
HaKaYMBAHHIC H CAYBaHHIO 6annona;

- BCC MPONEAYPEL, BHIIOIHACMEIC IOC/AC BBECHUS KATETCpa B OpPraHM3M YeNOBEKA, JOIKHH
CONPOBOXKIATECE PCHTTCHOCKONHYeCKHM KoRTponeM. He nepememars xaTetep Q0 HOJHONO
choybannsd GamnoHa. Ilpr noseneHwn Kakoro-nMGO CONPOTHMBACHHA BO BpeMA NPONEAYpPH
HEOOXOAMMO OCTAaHOBHTECA H NONLITATECH ONPCAENHTH NPHYMHY, a 3aTeM IOCTENeHHO
npoaBHraTh GA/UIOHHEIN Karerep n3beras mepermba ero mpoxcuMansHolt yactd. Ecim BaM He
YZACTCA ONPEACATH NPHIHHY, YAAIMTE BCIO CHCTEMY;

- He CIeAyeT HCMONB30BaTh KOHTpacTrOE Bemectso Ethiodol mnu Lipiodol;

- He caeayeT o0palaThBaTh KaTeTep CIHPTOM.

9. KoMmiekT mocTaBKH

B KOMIUIEKT NOCTAaBKH H3JENHA JOIDKHE BXORHTH:
- KATETEP B YIIAKOBKE — 1 INT.;

10.1 Bribop mpaBsRILHOrO pasMepa KaTeTepa

— JnameTp pasznyToro GalIOHHOTO KaTeTepa HH B KOEM C/Iydae HE JIOJDKEH MPEBLINaTh HAMETp
KOpOHADHOM ApPTEpPHA B YYACTKAX, IPAHHYAIMX HOPOKCHMAILHO M JHCTANBHO C YWacTKOM

. CTCHO3A.

10.2 IloaroTonxka

— IMocsie mPOBEPKM YNAKOBKH HA OTCYTCTBHE IIOBPEXACHHIY H3BICKHTE KATETEP B CTEPHIBHBIX
YCIIOBHAX, HE ¢ru6as ero, H NONOXHETE HA CTEPUIBHYIO IOBEPXHOCTD.

— IIpoBepbTe KaTeTep HA OTCYTCTBHE NCPErnbOB, mouon‘wm JIpYTHX TOBpEeXACHHI. Y aammre
JACTANBHEIN XeCTKHM IIPOBOIHEK U 3ALMTHYIO 00010%Ky Gamiona.

- [IpomoifiTe xapa IPOBOJHAKA reNAPHHA3HPOBAHHEIM PACTBOPOM.

— ITonHoCTRIO YAAIATE BO3AYX H3 KATETEpA CIACAYIOMMM 00pa3oM:

1. B mmpuu o6nemom 20 - 30 ¢’ Habepure 3 - 5 M1 pacTBOpa KORTpacTHOro Bemectsa (50 %
KOHTPAcTHOIO BemecTsa H 50 % cTepuabHOro Gpu3HosorAIecKoro pacTsopa)  yianuTe us
HIpHIAa OCTABIHHACA BO3AYX.

2. MoacoeaarnaTe WmpHL K nopty Jlyep.
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3. Hampasbre HAKOHCUHHK KaTeTEpa BHA3 H BHNOJHSHTE acnMpanuio B TedeHue 30 ceKyna,
MeienHo OTHYCKAaiiTe HMOPINCHD MNPHIA, YTOON KOHTPACTHOS BEIIECTBO HOCTYNAIO B
RUCTaNBHYIO YacTh KaTeTepa.

4, OrcoeauHEMTe IMNpHK OT HOpTa JIyep B yAAMMTE BECh BOSAYX H3 HINpPHIA

S. IosTopsiire mar 3, BRNOJASY acIApamIo B Teyenne 10 - 15 cexynn, moxa He nepecTaHyT
HOSBJIATHCA MY3HPHKH Bo3AyXa. OTCOeAHHHTE MIMpPHIL.

— TMoaroToBsTe pasgyBalomee YCTPONACTBO B COOTBETCTBHH ¢ HHCTPYKIMSAMH IPOH3BOJHTEA.
Toncoenunurte pasayBaiomee YCTpoHCTBO X WOpTY AN pasayBaHud, O0ECTEUMB KOHTaKT
EHAKocTeli B pazpeMe.

— Ilepen BBeseHMeM kaTeTepa cos3fialite B GalnOHE OTPHIATENHEHOC AABJICHWC NIPH NOMOIIH
pasayBaiomero ycrpoiicrsa. OTpHMUATE/IBHOC JABNCHHE OOCCTICYHMBACT MAKCHMANBHOE
YNCHBIICHAE TOJIIHHL KaTeTepa, YTO 00/IETYHT er0o BBEACHHE.

10.3 Baeaenne xateTepa H m3Bjcucane kaTerepa Fluydo Pegaso

BHHMMAHME!!! Buecte ¢ xarerepamu Fluydo Pegaso MOTYT HCIIONB30BATHCA OIPOBOSHUKOBHIE
KaterepH mmameTpoM SF (BHyTpeHuuit quamertp 1,47 Mm) mnu Goneme. Bumecte ¢ karerepamu
Fluydo Pegaso MOTYT ACIIONE30BATHCS KOPOHAPHEE IPOBOAHMKE muaMerpoM 0,356 MM (0,014
moliMa) unu MeHbIIe. BHOOP XeCTKOCTH HPOBOAHUKA H (POPMEI €10 HAKOHEYHHKA BHIIOMHACTCH
BpAYoM HA OCHOBAHHH COGCTBEHHOIO KIHHHYECKONO ONKITA.

— INpomoiiTe OTKPHTYIO YACTH NPOBOAHHKA PHIHOIOTHISCKEM PACTBOPOM C IEeNapHHOM, MTOOH
YAIATH OCTATKH KPOBH H KOHTPACTHOH XHIAXOCTH.

— Tlepen BBeAcHHeM xaTeTepa yOemuTech B TOM, 9TO NeMOCTATHUCCKHH KaanaH NOJHOCTHIO
OTKPEIT.

— HaaeHrre mucTANbHBEIM HAKOHEYHWK KATETEpa HA IMPOKCAMANBHBEIA KOHEN MPOBOAHHKA H
MPOJBHTANTE KaTeTep, MOKA MPOBOJHAK He TOKAKETCA H3 BHIXOZHOrO NOPTa NPOBOJHHMKA HA
KaTerepe.

— Iponsuraiite AANATAGMOHHKIYN KaTETEp IO NPOBOAHHKY, NIOKA CICHANBHEHA Mapkep rayOHHK
HE ZOCTHTHET Pa3heMa RIS NeMOCTaTHYECKOro KIanana. 310 03HAY4ET, IT0 Oa//IOH BHIXO/AAT H3

DPOBOJHUKOBOTO KaTeTepa.

- IpospuraiiTe xaTeTep NO NPOBOAHHKY, HabMIONRT 38 €70 NOJIKESHHEM NOCPEACTBOM PEHTTEHOCKONNH,
TIOKA IPH NOMOITH PeHTICHOKOHTPACTHBIX MApKepoB KaTeTepa He Gyzer onpenesneno, yro Sannon
YCTAHOBJIEH B LICHTPE YUACTKA BHIIOJTHEHHN NHAATAIHH. Y6eaMTech B MPABHILHOM PaiMELleHHH

OaIoHA TIOCPEACTBOM PEHTTCHOCKOIHH.

BHHMAHHE!!! He ucnons3yifre xareTep, €ClIH B mponecce MAHUMY NAUMIE MM BBEACHHA €I0
CTepAXeHb H30THY/ICA HiIH NIEPEKPYTHIICS; BE MHTAATECH BHOPIMHTS KATETEP B TAKOM CIIyHae.

- «IeyIomuEXcs GalIoHoB»: 1a60paTOPHLIC HCHLTAHMS OKA3ANH, YTO B
NpPOBOAHHKOBE XaTeTep THNA 6F (MM ¢ GoNBIIM ARAMETPOM) MOXKHO BBECTH ABa KarTeTepa

Fluydo Pegaso.
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— INocne pazMemcHAS KATETEPa B YIACTKE CTCHO3a BBEAHTE PA3BEAICHHOE KORTPACTHOS
BEIIECTBO B IPOCBET KATeTepa, NpeaHasHadeN i Ui paznysanusa 6awiona, B pasayiire GawoH
¢ IOMONIBIO pasxyBalomero ycrpoifcrea. logaepxunatite oTpHIATENLHOE AABICHHEE B
TepephiBax MCXkAy pasAyBaHHAMH Oamnona.

- Onpenenare yCHeMHBOCTh NPOBEICHRES MPOLICAYPH MIATAIAA MOXHO ITyTCN BBEICHHA
KOHTPACTHOTO BEINeCTA Y¢pe3 NPOBOJHHKOBEIY KaTeTep. YOemurecs, 9T0 6a/ion HOMHOCTSIO
CAyT.

— Y6emaTech, W10 GaiwioH NOMHOCTHIO CAYT, 3aTeM H3BNCKHTE Karerep. Cnybanne ycTpo#icTaa ¢
GannonoM GoNpMEro AUAMETPa H VAN OYAeT IIHTHCS ONbIIE.

BHHMAHHE!!! Tlepea m3aneucHreM XaTeTepa OPOTPHTE NPOoBOAHAK canderxol, cMoueHHON
dmpacTBOpONM, YTOOH YAANETE OCTATKH KOHTPACTHOTO BEIIECTRA.

10.4 Beeacnne xaterepa H H3pjcucHne kaTeTepa Fluydo NC

BHHMAHME!!! Buecte ¢ xarerepamMa Fluydo NC MoryT Henome3o0BaTscs NPOBOHHKOBEIS
xarerepel auaMeTpoM SF (BHyTpenmmit muamerp 1,47 MM) nnn Goxeme. Bmecre ¢ kaTeTepamu
Fluydo NC MoryT HCIONB30BATECS KOPOBADHBIC NMpoBOAHEKH muaMmetpoM 0,356 mm (0,014
motiva) mmm Merpme, BHGop xecTkocTH NPOBOHMKA H (POPME €T0O HAKOHEYHHKA BHLITONHACTCA
BpPAYOM Ha OCHOBAHAH COOCTBEHHOINO KIHHHIECKOTO OMKITA.

— TMpomoiiTe OTKPHTYIO 9aCTH NPOBOAHHEKA JHIHONOTHICCKAM PACTBOPOM C FemapnHOM, ITo6s
YAQNHTH OCTATKE KPOBH M KOHTPACTHOH KHIKOCTH.

— Ilepen BBeacHHEM KaTeTepa yOenuTech B TOM, YTO reMOCTATHYCCKHH KIANaH NONHOCTHIO
OTKPAIT.

— Hapensre AucTaTeHHY HAKOHEYHAK KaTeTepa HA NPOKCAMAJILHEI KOHEN NPOBOAHHKA H
NpoABHraiTe Katerep, NOKa HPOBOAHAK HE MOKAXKETCA H3 BHIXOJHOTO NMOPTa MPOBOAHHKA HA
KaTeTepe.

— [Mpoapuraiite ARNATANMOHHLI XaTeTep N0 NPOBOHEKY, NOKA CHCHMANLHEI MapKkep rIyGHHLI
He JIOCTHTHET PasheMa A I'eMOCTATHIECKOrO KIIalana. JT0 03HAYACT, 9To GaoH BHXOAHT H3

OpOBOJHHKOBOTO KATCTEPA.

— OCymecTRISS PeHTTEHOCKONHIO, NPOABHTaliTe KaTeTep N0 NPOBOJAHMKY, ITOKA
PCHITCHOKOHTPACTHEIC MAPKEPH HE NOKAXYT, 910 GA/IOH YCTAHOB/EH B LIEHTPE YIaCTKa
BEOIOJTHEHHA AuNsTanan. YGeaurecs B IPaBHIEHOM pasMeIeHHH GaLIoHa NOCPEACTBOM
¢pmooporpadum.

BHHAMAHME!!! He acnons3syiire KareTep, €CIIH MIpH paboTe ¢ HAM U €70 BBC/ICHHH
NPOH30NIIIO Nepernbanye WIH CKPYUHBAHHE KOPIYCa; He INTANTeCH BRTIPAMHTE KATETEp B
Taxoi CRTyanun.

— TexHHKa OAHOBPEMEHHOTO PasAYTHA ABYX GaIUIOHOB: 12G0PATOPHNE HCIEITAHNA OKA3AIH,
9TO B NPOBOAHAKOBEIH Karerep ThnA 6F (HIH ¢ GONBIIMM ZRAMETPOM) MOXKHO BBECTH IBA
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rarerepa Fluydo NC npu ycnopad, 4To X0oTs 68 B 0OZHOM ycTpoficTee auaMerp 6aoHa He
npessmaer 3,25 MM.

—Ilocne pasMemeHEs KaTeTepa B yIacTKe CTCHO3a BBEAATE pasBeIeHHOS KOHTPAaCTHOS
BEIECTBO B KAHAJI KaTeTepa, MpeNHAHAYCHHbIN 1% pasayBanua GannoHa, H pasaylite 6annon ¢
[NOMOIILIO pasAyBalomero yerpolictea. Iloaaepxupaiite oTpHIATENEHOE NAKIEHAC B IEPEPRIBAX
MEXy pasayBaHHAMH GaymoHa.

- OnpeneMTs YCHSIMBOCTS OPOBEACHAS NPOLCAYPH FHIATAIAN MOXKHO ITyTeM BBCICHHUA
KOHTPACTHOTO BEMICCTBA Yepe3 IPOBOAHUKOBHIM Katerep. Y6emuTecs, Iro 6amion NOTHOCTHIO
CAYT.

— V6emaTecs, 10 GaIIOH NOMHOCTHIO CAYT, 33TeM HIBRICKHTE Katerep. Cnysanue ycTpolicTsa
Gonemel mAH ¥ Gonbmero aaaMeTpa 6yaeT IVIMTHCA OMBINE.

BHHMAHME!!! Ilepen H3pieucnseM KaTeTepa NPOTPHTE NPOBOAHAK canderkoif, cMoueHHON
rE3pacTBOpOM, ITOOH YAAIAT OCTATKH KOHTPACTHOIO BEIIECTBA.

11. TexnR9ecKEe XAPDAKTEPHCTHKH EVICTHY

Texnuueckne XapakTepUCTHKH H3/E/IAA NpeiCTaBleHN B Tabmame 3.
Tabmuna 3. TexAA9eCKHE XapAKTEPHCTHKH H3/ICHA

»N | XapakTepuCTHER | 3navenne
XapakTepHCTHKH H3ACTHN
?@@emm anana xarerepa (L)*
noApoGHEE pasMEpHbe 3
01 XBDAKTEpHCTHKH HIE/HA TPHBEACHS B 1420 +0/-150 MM
ml2
02 | BosMoxHEIe ymMHH 6a/UIOHOB 6,8,10,12,15,20,30 mm+ 10 %
03 Boamoxusie AxaMerpul 6aonos opu | 1.5, 1.75, 2.0, 2.25, 2.5, 2.75, 3.0, 3.25, 3.5,
HOMHHANBHOM JIABJICHAH 3.75,4.0,4.5, 5.0 MM £ 6 %

6MM:S5<L<7TMm
SMM: 7<L<9MMm

10MM:9<L <11 MM
o4 | OPbexmaniat puEma Gaoua npu 12mm: 11 <L <13 MM

HOMMHAILHOM Aasienud (NP) 15mm: 14 <L <16 MM
20mm: 19<L <21 MM
30mm:29<L <31 MM

o5 | Hapymumil maameTp macTATEROR 2,6F* /0,86 Mpa 2 0,10 M
TpyOxm KareTepa

06 | Hapysusii aHaMeTp NPOKCHMATLHOMH
TpyOKH KaTeTepa Fluydo Pegaso: 1,78F* / 0,6 MM + 0,10 MM

Fluydo NC (s xarerepoB ¢ INAMETPOM
Gamnona me Gomee 3.25 mm): 1,78F* / 0,6
MM £ 0,10 MM

Fluydo NC (a1 xareTepoB ¢ JHAMETPOM
Gamwona me Memee 3.5 mm): 1,9F* / 0,63

10
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%0ponapHoll arwonascruam Muydo Pep.Ne03
3 o MHCTRYRIA N0 NPHMENEHIND BDara: 26 peapann 2024 r.
b, XapaxrepncTHKa 3nauenne
MM £ 0,10 MM
o7 | Hapysmuii maameTp mECTATLEOTO 0,017" / 0,43 na 0,10 nna
08 | ®opma aTpaBMBTHYHOIO KOHIHKA JAOJDKCH OLITD 3aKPYTICHHBIM, KOBHYECKHM
MEHNMATEHEIS AHAMETP COBMECTHMOTO .
09 mposo: o SF* /1,47 1%
10 | nameTp COBMECTHMOIO MIPOBOAHAKA 0,014" /0,36 MM
PaccTosHne MeXIy
11 | peHTreHOKOHTPACTHHIMH MapKePHEIMH Cum. Tabmuamy A2
nonocaMu 0auioHa
Hommransaoe naBnenne Gamiona (NP)
12 Fluydo P 6 amu. (608 xI1a)
PacuerHoe apncuue paspesa (RBP)
13 Fluydo P 14 amM. (1419 xITa)
Homunansuoe aapnenne 6awiona (NP)
14 Fluydo NC 12 am. (1216 xITa)

JUIS KaTeTepoB ¢ JuaMeTpoM OajioHa He
Gonee 4.0 mm: 22 am™. (2229 xI1a)
15 Pacuernoe naneame paspuzea (RBP) IUIS KaTeTepOB C AEAMETpOM Gannona

xarerepa Fluydo NC 4.5 m: 20 amm. (2027 xI1a)
ZUI KATETEPOB C AHAMETPOM Ga/LioHa
5.0 mm: 19 amv, (1925 xlla)
16 | Bpema HakaunBaHus Gannouna <15 cexynn
17 | Bpems caysauns 6amiona <15 cexynn

BaioH K0XeH BRAEPXaTh MEEUMYM 10

18 | YcroliumsocTs GannoHa Ha paspuis IBIXII0B PAcRETHOTO RARNCHNH PASULIBA
Ycunne Ba paspeiB HCIEITYEMBIX

19 | yyacTkoB KaTeTepa: paspHB >3.0H
COC/MHEHAA KOHIHKA KaTeTepa™*
Ycumie Ha pasphiB HCTIHITYEMBIX
YYaCTKOB KaTETepa: pasphB

20 | coenHHEHHS IPOKCHMAIBHON TPyOKH >50H
KaTeTepa H AHCTANLHOMN TPYyOKH
KareTepa**

Ycume Ha pa3spHB HCTILITYEMEIX
o1 | YUBCTKOB KaTeTepa: paspsB >15.0H
COeMHEHHS IPOKCHMANLHOMN TpyOxH
XaTeTepa H COSMHUTENBHOrO y3na**

Karetep He nomAken HMETH CKpyYHBaHHH,
HAZpe30B H 3arPA3HAIONIHX BEUICCTB.
Y4acTku TepMHEYecKoH CBAPKH JOIKHE
OLITH POBHBIMH C IUIABHEIMH NEPEXONAMH.
Bannon Be 10/DKEH HMETh HHKAKHX
nospexaernii. [Topr Jlyep ne nomxken
HMETb 38yCCHIEB, BO3AYIIHbIX Iy3HIpei,
MOBPECAXACHUIH, NOTEKOB, TPEIDKH H T.1.

23 | Cruner Buemnnit Bug He nooxeH HMETH 3ayCEHIIEB,

11
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N XapaxTepEcTHEA 3nauenne
NOBPEXACHHN, TPSINMH U T.1.
Juametp 0,36 + 0,07 M
Jimma 295+ 3 MM
He nomxHa HMETH 3ayCERIEB, BO3AYIIHEIX
BHemuwit g ny3uipel, noppexnenni, NOTEKOB, TPSUIHH
H T
KonugecTso oTsepeThit 3 .
24 | Knamca Jlmamerp oTBepeTrif 3.8+£0,1 MM
Jimna 19+ 1,5 MM
apana 850,15 MM
Bricota 5,3+£0,15 MM
He nmom&kHa UMeTh 38YCEHICB, BORTYIIHEIX
Baemmnnit BuA my2eipeif, nospexacHui, NOTCKOB, TPeIHH
5 3amuTras H TJL
TpyOKa JlnaMeTp HapyXHBIN 4,5 £ 0,05 Mm
JlnaMerp BRYTpeHHHH 3.2+ 0,07 MM
Jimna 145+ 5cu
* 3naveHue no ¢gpannyscxolf mxane (ukane lapsepa)
#* MecTa coeumeHnii yIaCTKOB KATETEpA NPABCACHE! Ha PHCYHKE 3

S¢ddexTupuniit auameTp GaoHa, COOTBETCTBYIONEE CO3TAHHOMY BHYTPH JAB/ICHHIO,

npeAcTaBieHH B Tabnuue 4 1 5.
Tabmana 4. paMMa cootreTcTels 6amniona karerepa Fluydo Pegaso
Hanzesune (at) | Hanneane (xIln) Sannoxa (Mm)
L5 2.00 2.50 3.00 3.50 4.00
1,42 1,89 2,36 2,80 3,28 3.75
T 150 1200 | 230 | 300 | 3350 | 4,00
1,53 2,04 2,55 3,06 3,57 4,08
1,56 207 2,60 3,11 3,63 4,14
1,58 | 210 | 263 | 315 | 368 | 4,19
1,60 2,13 2,68 3,20 3,72 425
1,62 2,15 2,71 3,24 3,77 4,30
1,64 2,18 2,75 3,28 3.82 4,36
1166 | 220 | 279 | 332 | 387 | 442 |
T [ 22 | 26 | 336 395 | 448 |
1,70 225 2,87 341 3,99 4,54
1,72 | 228 | 291 | 346 | 405 |4.62
1,74 | 230 | 295 [ 351 | 413 | 4,69
1,76 | 233 | 299 | 358 | 422 | 478
1,78 | 236 | 305 | 363 | 430 | 4386
1,80 239 3,12 3,70 438 4,95
*4 PacueTHOe aBenBe paspiisa Gannona (RBP)
Tabmmna 5. [uarpamma cooTsercTerA Gawnona xarerepa Fluydo NC
Hasnenue | Kannenwe Saxnona (M)
(amm) (<Iis) |[178]| 2.0 (225|250 |2.75|3.00|325| 35 | 375|400 | 45 | 50
0 0 0
’ 912 167 19 | 216|241 |264|290|3.13 |33 |3.631{3.86|43 |4.84
2 8 [

12

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



»
p Karerep 6anN0HHDIR ANA YPECKOHONR TPAHCAIOMUHANDHON
~u?® l D KOpOoHapHOH aHrmonnacruxu Fluydo Pea.Ne03

MUHCTPYKUMA NO NpumeHeHno Dara: 26 pespana 2024 r.
Hasneune | Jannenne JAnameTrp Gasnona (Mm)
(atm) (xIla) 1.7 2.0 | 2.25|2.50|2.75(3.00 (325 35 |3.75(400| 45 | S.0
10 1013 1.70 l(.)9 2201244 269|294 | 3.18 3(.)4 3.67 | 3.91 4(.)4 490
11 1115 1.73 1?9 2231247272297 322 3?4 3.71 | 3.96 4?4 4.96
12* 1216 1.75 2?0 2251 2501275]3.00|3.25 3?5 3.75 | 4.00 4?5 | 5:00
13 1317 1.76 2(.’0 226 | 2.52 | 2.77 | 3.02 | 3.27 3‘.)5 3.77 | 4.03 4(.)5 5.03
14 1419 1.77 2?0 2282531279 ]3.0413.29 3?5 3.80 | 4.05 4?5 5.07
15 1520 1.79 2:.;0 229 | 2.55|2.80 | 3.06 | 3.31 3?5 3.82 | 4.08 4?5 5.10
16 1621 1.80 2‘?0 231|256 )2.82|3.083.33 3'.’5 3.85]4.10 4?6 5.13
17 1723 1.81 2?0 232 | 258|284 |3.10( 3.36 3?6 3.87 | 4.13 4?6 5.16
18 1824 1.82 2?0 234|260 | 2.86| 3.11 | 3.38 3?6 3.89 | 4.16 4?6 5.20
19+* 1925 1.83 2!.;0 235(261|2.88]|3.13 | 3.40 3‘.‘6 392 14.18 41.;7 523
20** 2027 1.85 2?1 237 (263 ]2.89|3.15] 342 3?6 3.68 | 4.21 4!7 5.26
21 2128 1.86 2(.)1 238 (264291317344 31.;7 397 (423 44.7 5.30
224+ 2229 1.87 2?1 2401 266|293 |3.19| 346 3?7 3.99 | 4.26 4..78 5.33
23 2331 1.88 2.31 241|268 ]295]3.21 (348 3?7 401|429 4(.)8 5.36
24 2432 1.89 42.1 2431269296 | 3.23 (3.50 3?7 4.04 | 431 4:.’8 5.39
*HomuHanbHOE AaBieHHe 6auioHa (]flP) : :
** PacyeTHOE AaBjeHuUe paspuiBa 6amnoHa (RBP)

Koppo3nonHas cToHKOCTb

MeTauMyecKHe YacTH KaTeTepPoB He Mo/ABepxeHbl Koppo3uH. [Tocsie HCMbITaHUs KaTeTEPOB MO
METOMy, yKa3aHHOMY B NpuiokeHuH A ctanaapra ISO 10555-1, Ha MeTanIHYECKUX HacTAX
KaTeTepa He 0DKHO ObITh KOPPO3HH.
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p p KaveregroannoHnbitl Ans 4peckoncnol THANCAOMUHAAMHON
~ l KxoposapHoH anrnonascTuen Fluydo Pep.N2O3
HRCTPYKLMA NO NPUMEHEHING Dara: 26 pespans 2024 r.
12. Cxemarnueckie mobpaxenns myenus
. A . ) .
J
b G K " F H; E
i} |- -y : T R " st - Tewmmoe - ,,,—”.."’: TR o E:
g . B . .
* D - C -
Pucynox 1. CxemaTuqecxoe m3ofpaxenne xaTerepa
TaGmuna Al. OcRoBHEIC TACTH KATETEPA B HX PAIMEPH
MNa | Obosnageune Onucanue 3navucnne
1 A b dexrusran ANMMHA KaTETEPA 1420 +0/-150 MM
2 B PaccTogaue 0T aTPABMATHYHOIO KOHYHKA A0 RX nopra 250+ 10 M
3 PaccTosnnBe OT ATPaBMATHYHOIO KOHYHKA JIO NIepBoit MapkepHOH
C 900 + 60 MM
NIOJIOCH MIPOKCHMANBHOM TPYOXH KareTepa
4 PaccTosnre Mex Ry nepBoit H BTOpoif MapKepHOH MONOCH
D 100 £ 6 MM
NPOKCHMANLHOM TPYOXH KaTeTepa
5 E HapyxHEI A#aMeTp ARCTANBHOTO HAKOHEYHHKA 0,017" /0,43 mm+ 0,10 MM
6 F Hapyxuuit auaMeTp MMCTaNBHON TpYOKH kaTeTepa 2,6F* / 0,86 MM £ 0,10 MM
7 G HapyaHniit auaMeTp mpokcHMaNbHOH TpyOxn kaTerepa Fluydo Pegaso: 1,78F* / 0,6 M *

0,10 mm

Fluydo NC (mnx xarerepoB ¢
maaneTpoM OawioHa He Oonee
3.25 mm): 1,78F* / 0,6 mm £ 0,10
MM

Fluydo NC (ans xaterepos ¢
JHameTpoM OauioHa He Menee 3.5

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



P D Kaverep oanncHntil Ans upeckomHol TRAHCHOMMHANNHOMN
-

noposapHol anruonnactnkn Fluydo

Pen.Ne03

HHCTRYKUMA N0 NPHMEHEHNIO Dara: 26 $espana 2024 r.
N | O6osnauenne Onucanue Inaqcune
MM): 1,.9F* /0,63 mm + 0,10 MM
8 *noapobuEie pasMepHEIe
H Bannox karerepa XApAKTCPUCTHKH 6amtona
NpHBEACHB HA PACYHKE 2
9 | Rx mopt YKA3aH /1A COIPABKH
10 BuyTpeunuit auamerp: 3,9 = 0,5 Mu
J [Topt Nyep Buemnuit auamerp: 7,8 £ 0,5 Mm
KonycHocts: 6%
11 K Jinnna MapkepHo#t MOROCH NPOKCHMATLHON TPYOKH KATETEpa 10+ 1 MM

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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P i D Kareteproannonwit gns upeckaunoll TpaHcHOmMBanbioh
~f

KOpOHAPNOH axnrnonaacTuin Fluydo

Pep.N203

MHCTPYRUMA NO NPUMEHSHMIO Aara: 26 pespann 2024 r.
B
D
C
Pucysox 2. CxemaTHueckoe m3obpaxeane 6anona karerepa
Tatmna A2. OcHoBHEIC IACTH GALI0HA KATETEPA H HX PAIMEPLI
N | Ofosusuenue Onncanue 3nsvenme
1 A JinuHA aTPABMATHSHOTO KOHYHKA 45+0,5 Mm
2 B Paccrosane oT KOHIA KOHYCOB 6alIoHa IO CepeIHHE Jns Monene# Fluydo Pegaso

PCHITCHOKOHTPACTHLIX MApKEpPOB Jlmamerp Gawrona 3HaveHne

HCKIOYeHEE: B Moie/sX Pegaso ¢ HOMHRAILHEIM RHAMETPOM 1.5 MM -

1,5 Mm 6annor uMeeT TOMEKO OAHY PEHTTCHOKOHTPACTHYIO 2.0 MM 1,10+ 0,15 mm

MapKEPHYIO I0JIOCY, PACTIONOXKEHHE NO NeHTpy Ganiona 2.5 MM 1,60 + 0,15 MM
3,00 MM 2,00+ 0,15 MM
3,50 MM 240+ 0,15 N
4,00 MM 2,90+ 0,15 MM

Ina mopene#i Fluydo NC
Jnamerp Gannona 3uavenune

1,75 MM 0,60+ 0,15 MM
2,00 MM 0,80+ 0,15 MM

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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KaverepdannoHHaii AAA YPeCKOMHON TPEHCAMOMUHAALHON
xopowapnoi auruonascnnm Fluydo

U

Pen.NeO3

MHCTPYRUMA NO NPUMEHEHIND Aava: 26 ¢espann 2024 r,
2,25 MM 0,90+ 0,15 Mm
2,50 MM 1,10+ 0,15 MM
2,75 MM 1,20 + 0,15 mm
3,00 nM 1,40 £ 0,15 mu
3,25 MM 1,50 + 0,15 mm
3,50 MM 1,70 + 0,15 v
3,75 MM 1,80 + 0,15 MM
4,00 M 2.00 £ 0,15 Mm
4,50 MM 2,30+ 0,15 mm
5,00 MM 2,60 0,15 mm
3 JUns mopencii Fluydo Pegaso
Jimana Gannosa 3HaucHue
10 M 9+0,15 MM
15 MM 14+ 0,15 Mm
20 MM 19+ 0,15 Mm
30 MM 29+ 0,15 MM
Jina mogeneit Fluydo NC
Jimna GauoHa 3HavyeHne
Paccrosune oT qaCTaNBROIO KOHIIA AHCTANBHOTO MapKepHoi 6 60,15 mm
C HOJNIOCH 0 NPOKCHMANBHOTO KOHLIA TPOKCHNAIBHOTO 8 80,15 mn
MapREpHO NONOCK (MAPKEPHRIE MOJIOCH! BXIIOYCHEL) 12 12+ 0,15 M
15 15+ 0,15 MM
20 20+ 0,15 MM
30 30+ 0,15 MM
* ucxmodenne: B Moaensx Fluydo Pegaso ¢
HOMHHAJILHHIM AxamerpoM 1,5 MM Gamion
HMECT TONBKO OAHY PCHTTCHOKOHTPACTHYIO
MapKepHYIC MOJIOCY, pacnojJokeHHuH no
neHTpy 6annona
4 D JUTHHA PEHTTeHOKOHTPACTHON MAPKEPHON HOJOCK! 1£0,15 MM

& 000 LMPMM (] INFO@CIRMI.RU &5 WWW.G0SZDRAVNADZOR.RU
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p p Karerep OaAAOHHLIN QAR YPECKONHON TPAHCAIOMHHRNBHON
~u? ' ROpoHAPHOH anrnonsacTukm Fluydo Pen.Ne03
HHCTRYRUMA MO NPUMEHEHIND Aara: 26 despana 2024 r.

Pucynok 3. Mecra coeznnenuii yIacTkoB KaTeTEPA
A - MECTO COCAHHCHHS aTPABMATHIHOIO KOHTHKA
B - MeCTO COcIMHEHNS MPOKCHMANBHOH 3acTh Gannona
C - MecTO coeguHeHHs IPOKCHMANLAOH TPYOKH KaTeTepa H AuCTaNbHON TPYOKH KaTeTepa
D - MeCTO coeAMHEHNA MPOKCUMANBHON TPYOXH KaTeTePa H COSAHAHTENLHOTO y3a

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



p' D Kararep GannouHesl 44N UPECKOHON TPAHCAOMINHAALHON
v' Kopouapolt asrmonsactun Fluydo Pen.Ne03
MHCTPYRUMA NO NPHMEHEHING Aava: 26 despann 2024 r.

MapkrpoBKa OCYIIECTBISETCA MOCPEACTBOM HAHCCCHHA OCHOBHEIX JAHHHIX O H3CIAHH HA
ITHKETKY, KOTOpad KPeNHTCA HA CTEPHNH3AIMORHYIO, YIIAKOBOYHYIO H TPaHCIOPTHYIO KOPOOKY

C H3CIIHECM.

13.1 MapxHpoBKa CTEPRAMIANEORROH YIAKOBKH

MapkapoBKa CTEPHANIAHMORHON YNIAKOBKH JOJLKHA COICPXATE:
jing - .

—

JIOTOTHN KOMIIaHMEA

HanMeHOBAHAE H3ACHHA (B TOM YHCJIE HA PYCCKOM S3bIKe)

CxeMaTideckoe H300paxeHne n3enud ¢ YKa3aHHEM pasMEpPOB B CM

JlmarpaMMa cOOTBETCTBHA Oa/I/I0HA COIIARHOMY BHYTPH JaBJICHHIO

Vxasanme pasMepoB GaioHa p GopMaTe JUAMETP X JUTHHA B MM

He Rcnons308aTh OPH NOBPEXACHHH YNAKOBKH H OOPETHTHCA K HHCTPYKUMH 0O
OPHMCHEHHIO

Juamertp Sannona, MM -
Jnmaa Sannona, MM ‘ "
PacueTHOe IAR/CHHS PASPHIBA B 8TM RBP
HoMuBaNLHOE JARICHNE B 8TM NP
HauGonbmuil AHAMETp COBMECTHMOrO NPOBOAHHKA MGD
Homep no karanory REF
Koa naprvn LOT
JlaTa U3roToRNCHHS (vv\r
Hcnomp3osats 20 g
Crepanu3anmg OKCHAOM ITHICHA STERILEJEO
Ocropoxmno A
He pornycxars po3aeliCTsns Bnarn T
3anper Ha NOBTOPHOE NPHMCHEHHE ®

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



KoponapHoll anrnonaacTes Fluydo Pen.Ne03
MHCTPYRUNS N0 MPHMEHEHING Dara: 26 ¢espanna 2024 r.

Ci Karavep GannoHHeil AAR WPECHOMHON THAHCOMMNIBALHON

A Bt e

He crepunusosars NOBTOPHO

He nonycxars BospeHCTBHS CONHEUHOIO CheTa

X
e )
L]

OGpaTvTech K HHCTPYKUHH M0 NPHMEHEHHIO
Lirpux xon
HUnenrmduxauponHsie HaKneikn

Hsrororurens

—— - ¢

JlarncHue B aTM

Ycnorasle 0603Ha4CHEA, MPUMCHIEMEIE HA MAPKHPOBKE:
atm - armocepa

Cm - CAHTHMETp

mm - MEJUTAMETP

inch- moitm

Ha 3THKeTKE CTEPAIH3AIMOHHON YNAKOBKH NOXKHH HAXOAMTHCA TPH HACHTH(GHKAMOHHEIE
nakne#ixn., Ha mpenmndukanuoHHBle Raknelikum nomkHa OWTh HaHecena nudopmaima:
(upMeHHOE HaMMEHOBAHHE KaTeTepa, AmaMerp GaioHa (B MM.), AnmmHa Gawiona (B MM.),
CEMBOJ «Yka3aHHe paiMepoB 6auioHa B dopmaTe ApaMeTp X JUIHHA B MM», cBMBOR «Homep mo
katanory», cumson «Koa maprum». Iloce nposefieHHd UpPECKOXHOH TPaHCTIOMHHANBLHONA
KOpOHApHON AHTHOILTACTHKA OXHA HACHTHQHKANNOHHAN BAK/MEHKA HOMEIAETCH MEIHIHHCKAM
BPav0M B HCTOPHIO GOIC3HH NAIACHTA, OJHA B AKYPHAN ONCPALHHA.

20
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( : I D Karetep 6aioHHBLIA /15 HPECKOMHOV TPAHCTIFOMVHaLHOM

KOPOHAPHOIA aHrviorviacTviki Fluydo Pen.NO3
VHCTRYKLYAS 1O MpVIVEHEHIO Jata: 26 despana 2024 .
Isi 3.00x15mm
S 202«12 S ICV6384 @ 5211220012
6Wiw»aj2iwi»,m;4 « » « » €« <* (..,
STLw»* "Rl VANE ™ V\/fbl;l'>>>><mda§\7\Llue<T()°\l‘/jl<( v O
CiHKrait un. -« P11-«14n. AMm p<vtiplaw 8 » < KIEOKPTUtWidem«d<otMww |9« W HirtstI<irtcieinNe»*'<iM
Lk 1
m P
"""" . . S DN
\ . N -
WTATMT. i tb{z ; |
| n 2.80
6 3.00 «
3.00 mm NP 6 atm 7 3.06
=l
8 3.11 1
5F 10 ! 3.20 n
15 mm MOCS  (1,42(nm) L o 1 328
13 3.32
RBP 14 atm MO 0014 Inch 1 14 1 336
A N\ 2021/12

Whl«nitel* Mo1-m

® /\ X C[_I_I Mrt! sMewrtto -Mas» m\W»lis -Maamb
S«

e WM ZMMiSmm

TR A 108

1

1 {

T R—————

! . (171261200(10)824 1200012 S SKNoMr

CiD i CiO c€
3.00i15n<n Juxksss» 3/10[/1BMmr.
1CV6384 I fovsaea HOEBA
52112211 'J

LLI2:»)01r

PucyHok 4. MapK1poBKa CTepunmnsaumoHHo ynakoskm mogenein Fluydo Pegaso
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-
Karetep 6arOHHbIA 191 YPECKOXHOM TPAHCIFOMUHATIBHOM
I KOPOHaPHOV aHrVoracTyku Fluydo PenNO3
VHCTPYKLMA MO NPUIVEHEHIO lara: 26 epans 2024 .
g mmn
W 3.2S5X 8 rim sBicNC32508 W $211217032
. Wﬁ({%ﬁ(ﬁﬁ@{\bﬁﬂ%@%%xﬁxc
)&Mﬁﬁz%) ARPYINITES i >ul > 1S A >>1M|0%<LW<!!1a»|/|n«|!>}'|>«9«/>:r*»»
Il > < dSS):C‘lli«'))-( B>
xS« e IINCKLD =S Tt
o w
-am- |l L—Iﬂ T o G—
.1 J'I M,
1,, 10 3.22 >
|cn,2, NP 325
3.25 mm 8 mm i 14 329
= 16 3,33
HP 12 Hp 22 aim © 18 3,38 oo
20 342
SF RBP
«O0C8  {147aw IO 0.014 inch 22 340
A -T'® ® 2021/12
® /\ X I I I »le««tts M N\NF\e»
3.25x8 win enr M
o
ICHC32s08 1 "
1 ? 4/
5211217032 ?PS
e
2026/12
ao « aoalWl WBGRKy asB W T C3
Siad IS 3aKle «ll f 3.95 it Tam I
tCNc:sa» 5  ICNCRS8.  » ICNC325t« | I .
6211217032 S m | 8211217532 A

*o (DA Qijp
NAlvimedica &\

PucyHok 5. MapKrpoBKa cTepunmnsaumoHHon ynakosky mogenein Fluydo NC
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RRe L Lagil S

MHCTDYKIIS RO NPHMEHENINO Nlara: 26 pespann 2024 r.

13.2 Mapxaposka ynaxosousoll kopobxm
MapxapoEKa ynaxooHo# KOPOGKH NO/KES COfCPAATS:

Haumenropannre H3leTHA (B TOM YHCIE HA PYCCKOM S3HKE)

CxeMaTHYecKOe H300pakeHne H3NCIHS ¢ YKA3aHHEM Pa3sMepOB B CM

JloroTHN KOMNAHHKA -

JlmarpaMma COOTBETCTBHA GAN/IOHA CO3TAHHOMY BHYTDH NABJICHHIO
Vxa3zanne pasMepoB Ganona B popmare IHAMETp X JUTHHA B MM

=
Jinana Gaiona, MM ?ﬂ_;f’
PacyeTHOE SAB/ICHHE Pa3PhiBa B &TM RBP
HoMHEaNEHEOE JARICHHE B aT™ NP
MuHUMANBHEN pasMep HANPARIAIONIETO KaTeTepa MGCS

d

HanGomummii guaMeTp cOBMECTHMOTO NPOBOAHHKA

Homep no karanory REF
Kon neproc LOT
P =
Henonksosars fio g
————— eenelro]
Oorpeme A\
He npomycxars soancticTeing srarn ?
3anpet Ha NOBTOPHOE IPHMeHCHHE ®
He mcnons3oBars NpH NOBPEKACHMH YNAKOBKH M OOPaTHTLCA K MHCTPYKUMH TO @
NpUMEHEHHIO

He creprnifaoBaTs NOBTOpHO

L

He nonyckars po3feHicTBAX CONHEYHOTO CBETA

Ammporesso

N
w
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3
( > Karerep SaAn0unbiil AR YPeckOMHON TPIHCMOMINIRNLNOH
V'D xopoapolt anrmonsacren Fluydo Pea.N203
UHCTRYIUNA N0 NPIHMEHEIIND Aarva: 26 ¢espanna 2024 r.

OGparnTecs K HHCTPYKUMH 110 HPAMEHEHMIO
Ilhrpux xox R
Haentnduxamponnrie Haxneixy .
HaroToBuTens J
3nax CE-Mapxn ( E
JaBneHue B aTM

2
E]

Hpaxuas rpaHHIa TEMOCPATYPHOTO QHANASOHA

N

+10

BepxHs rpaHnIla TEMIOCPATYPHOIO AHANAIOHA

I%
&
A

Yenopame 0603Ha4CHAA, NPAMEHAACMEIC HA MAPKHUPOBKE:
atm — aTmocdepa

CIM - CAHTHMETP

mm - MEJUTHMETP

inch- ymoiiM

Ha s1axeTxe ynaxoBodHO# KOpoOKH JOIXKHR HAXOAHTECS TPH HACHTHQHKALMOHANE HAKICHKH,
OHH HACHTHYHE TCM, 9YTO HAXOAATCA HA CTCPHIHSANUOHHON YNAaKOBKE, M ABIAIOTCA
sanacHEMAM. Ha wnaermaguxansonnme Haknelixy AomxHa OWTh HaneceHa HHpOpMALUA:
$HpMeHHOS HANMEHOBAHHE KATeTepa, uaMeTp GammoHa (B MM.), JmHa Gawioma (B MM.),
CHMBOJ « YEa3aHHKe pasMepoB Gamnona B popMaTe AHaMeTp X JUIMHA B MM», cHMBOT « Homep no
Katanory», cuMBon «Kox maprum». Ilocne mnpoBefieHEA 4pecKOXHON TpaHCIOMMHANBHOMN
KOPOHApHO#H AHI'HOIUIACTHKE OAHA HACHTHGHMXALHOHHAN Haknelixa moMemnaeTcs MeAHIMHCKUM
BpavdoM B HCTOPHIO 00NIC3HH NALHEHTa, OAHA B XKyPHAI ONCpalldH,

24
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B T L

HHCTPYMLMA NO ADIMESHEHNIO Dara: 26 pespana 2024 r.

MapKHpoBKa YIaxoBo4YHON KOpoOKH npH mocrapke m3aenmit B PO momxna O6MTh cHabxeHa
ROIONIHUTENHHEIM CTHKCPOM.

MakeT ONOIHATEIBHOTO CTHREPA HA YHAKOBOURYIO KOPOOKY IIpH NOCTaBke u3jienmit B PO:

Karerep GannoHmmii ans upeckoxnoH TpaRCIIOMHHANBRON KopoHapHolt anrmomtacTwke Fluydo
Pegaso, ¢ paboueit anunoil 142 cm 1 SavtoroM (IHameTp X ATUHA): (Pa3MEp YKa3aH HA YTIAKOBKe)
ApPTHKYS: YK832H B3 YIIAXOBKE

| JAATS HITOTORJICHNNA: YEAIAHA HA YNIAKOBKE Hcno/ILI08aT: 10: YEA3AHO HA YNAKOBKE
YoonnoMmoucAELI NPEACTARATENL HPONIBOSHTEN HA TeppuTOpUR PO:

O6mecTs0 ¢ OrPaEEMCHRON OTBETCTBEHHOCTSIO HAYTHO-TIPOMIBOACTEeHBOE obbemimenne «eocm (QOO HIIO

«IleocT)
IOpuauueckuli agpec YHOANOMOUCHHOIO NPEACTABETSIN NPONIBOANTENR HA TeppuTOpHE P®: Poccus,
142290, Mocxoecxax oSaacTs, ropoa [Tymuso, npocnext Hayxu, 1ou 3, nomemenue 4, koMnara 22, ytax 4
HHH: 5039003073 KIIII: 503901001 Tenedou: 8 (495) 540-40-04 E-mail: deost@deost.m
Ymuw:
+40°C OTHOCHTENEHAS RIIAXHOCTS BoaRyxa: He Sonee 80 %.

Amvochepnoe aannenre: or 84 a0 106,7 xIla.

Bepetb OT BAArM H NPAMOTO BO3RCHCTBHA CONEETHOrO
+10°C _ ) FRETR.

PY Ne / or__. . T.

Karerep Gamnosnstil 1 IpeckoxHol TPAHCMOMHHATEHOH KOpoHapHo#t anruoruacTuxu Fluydo NC,

¢ paboqell anuuoit 142 cM 1 GaUIOHOM (AUAMETP X VTHHA): (PAIMep YKAIAH HA YTIAKOBKE)

APTEEYX: YKR3aH HA YNAKOBK®
HITOTORJIEHNA: Ha Henom3onats 30! Ha OBKe

YnonuomoutnELi NPLACTARNTES/IL NPOMIBOANTEN HA TeppuTOpEE PO:

O61IeCTEO ¢ OTPAHAMCHHOM OTBETCTREHHOCTRIO HAYTHO-NPOM3BOACTReHHOE ofbemmenne «feocr (OO0 HIIO

«Jleoc»)
IOpmantueckuil aipec YUONROMOYCHNOTO TPEACTABETEAR NPONIBOAMTENN Ha Tepparopuu P®: Poccus,
142290, Mockoscxas obnacts, ropoa [Mymmso, npocnext Hayxn, soM 3, noMemenne 4, komnara 22, 1ax 4
HHH: 5039003073 KIIII: 503901001 Tenedon: 8 (495) 540-40-04 E-mail: deost@deost.ru
YcnoBEa XpaneHns:
+40°C OTHOCHTE/IRHAN RASKHOCTL BOIAYXA: He Gonee 80 %.
Amsoceptioe zapnesme: ot 84 a0 106,7 «Ila.
Bepeus OT BIATH ¥ DpPAMOro BO3REHCTBHA CONMHEYHOTO
+10 CheTa.

PV Ne / oT . . T.
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Ci

Karerep 6anioHHbIA /151 YPECKOXHON TPAHCFOMHATBHOV

KOpOHaPHOW aHrvorniacTki Huydo PenMoC3
VHCTRYKUYAA 1O MPYVEHEHVIO Nara: 26 thespans 2024 .
~N-s »t | A W
. >2*1
i 1 440
W | 8 am ‘ 4m
B 414
- 5F 10 42%
M @ Mas N Ar«<y) 12
13 41K
14 4.4%
Iwoo I 0.014 Inch
n Jir 2alll
shif] LU L
i Ly MO <wbyiesy
%lfl__l-l*MlNQMG"»‘MM mml
I
MM 4Mwmmm
l il | | | Pl KX0B t
HIIIt ril S 521090MLW
MWBIIXE* 2 202«09
& | w -x
A M attw ! v
T % lowT
EH_UJTB «HOBOX»
CCinrsSarar S cignhn.*?A h”~edica<~_~"
¢ ’:“ NiL3B E M, DK %5 »_ wpa<w Teh_w xfa
AT 0B R BRI
T o(itdVPsSTiuN <
>2:>ShaeN L) c TUCHKUUKMSAE t0er3[IE>-a™T3am«BLL« C
PucyHoK 6. MapKMpoBKa ynakoBOYHOM KOpo6ku mogeneii Fluydo Pegaso
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Kavevep Sannowmsii ypeckonioll TpancroMmmarnol
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MHCTRYKLMN NO NPMMEHEHINO Data: 26 pespana 2024 r.

Prcynok 7. Mapxkaposka ynaxopounoli xopobiu moaeaeii Fluydo NC

13.3 MapxupoBKa TPAaECHODPTHOH YHAKOBKE
27

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



Karrerep 6arioHHb I /151 HPECKOXHOM TPAHCTFOMHAVIEHOI
KOpOHapHOI aHrvorriacvikv Huydo Ped.Ne03

HCTPYKLMA MO NMPUMEHEHMIO [aTa: 26 despans 2024 r.

Ha TpaHCMOPTHYI YMNAaKOBKY [O/XHbl OblTb HAHECEHbl MaHWNYNALWOHHbIE 3HAKN «Bepx»,
«bepeyb 0T BNarn», «Xpymnkoe, 0CTOPOXHO».
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PYCYHOK 8. MapK1poBKa TPaHCMOPTHOI YNakoBKM

134 Mapkuposka noprta Jlyep
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»
( g Karerep Ganncwmnsii AAN upeconaoR TPaHCMOMINANLHON
?® ' D xopoHapwol anrvonnactuxy Fluydo Pen.Ne03
AR ImprtRs i
UHCTRYXLA 1O NPHMENEHING ADarva: 26 despann 2024 1.

Ha nopr Jlyep nomxna 6uiTh HaHeceHa cicAyiomad uHbpopManus: PAPMEHAOS HAMMEHOBAHHE
KaTeTepa, AMaMeTp Gamnona (B MM.), UMHA GannoHa (B MM.).

14. HausoBamsakic H MOEIYHAPOARLIC CTARAAPTL

IlepeducHp CTAHZAPTOB, NPHMCHACMBX NpH paspaboTke H NPOMIBOACTBE MERHIMHCKOTO

H3/ieNHud, IPHBeJICHH B Tabmune 6.
TaGmuna 6. IlepeicHs NpEMEHICMEIX CTAHAAPTOB

o Homep cransapTa Hasnanme cTannapra

Crepunasaums MEARUAHCKHEX H3e /1. Tpeﬁonam:x K
. y MeAMIMHCKHM H3eNHAM KATerOpHH "CTCpHIbHEIC".

01 | EN 556-1:2001 / AC:2006 UinoTs 1. TpeSOBRHES X MEMIBCKEM HSRETION,
NoAIeXAUMM GHENIHON CTepAIH3AINA

02 | EN 1041:2008 A1:2013 HsiopManis [IpCAOCTABIACTCA PORSBORATENEM
MEXHIHHCKAX YCTPOKCTB

03 | EN 1422:1997+A1:2009 Crepunu3aTop Ui MEAHIMACKHX Heneh.
CrepHnH3aTOpEI HA OCHOBE 3THIICHOKCHAA. TpeOoBaHus
H METOIbI HCIILITAHUH

04 | EN 62366:2008 Hapemas Memppanckae. [IpuMeneHRe TEXHONOTHH 110
NPHIOAHOCTH VIS SKCIUTYATAIAH K MEAAMRHCKAM
H3ACTHAM
Kommueckne aeramm ¢ 6 npouenTamu (Juer)
320CTPAIOTCA VIS CHPHHKCOB, HI'JI H ONPEACICHHOIO

05 | EN 20594-1:1993 JPyroro MeguIoEHCKOro obopyaopanud. Yacts 1:
obmmue TpeGoBanHs
(SO 594-1:1986)

06 | EN ISO 10555-1:2009 CrepribHBIC, OZHOPA3OBRIC BHYTPHCOCY AHCTHIE
xareteph-Yacts 1: O6ume TpeGosanng (ISO 10555-1:
1995, sxmovas Amd 1: 1999 u Amd 2: 2004)

o7 EN ISO 10993-1:2009 / OueHxa GHonoruyecxoro AcHcTBHA MEAHLMHACKAX

AC:2010 n3genuit - uacth 1: OUEHKA H TECTHPOBAHHE
. Buonormueckas oneHKa MEAHIMHCKMX H3C/TAH-1acTh

08 | ENISO 10993-4:2009 4: moxOOp TECTOB HA B3aAMOAEHCTBHE C KPOBBIO.
Bronorugeckas oLeHKa MEIAAHCKEX H3ACIRH-9acTs

09 | ENISO 10993-5:2009 S Tec'm HA nnwroxcmom in

10 EN ISO 10993-7:2008/ Buonom'tecm onem ue;mmmcmx mnexmﬁ Yacts

AC:2009 7: OCTATKH CTEPHIH3AILMH OKCHIOM JITHICHA

11

EN ISO 10993-11: 2009

Buonoruveckas oneHKa MEANIMHCKAX H3Aenuit-YacTe
11: Ucenenopanns o6 mMeTOKCHYECKOTO AeHCTRAS

12

EN ISO 10993-12:2012

Buonoruyecxas oleHKa MEIHIMHCKAX u3nemmi-Yacts
12: IlpHroToienne npod A KOHTPONbHEIE 00pa3LH

13

EN ISO 11135-1:2007

Creprmsanus MEIHOMHCKON NPOAYKIKH - OKACH
amaneHa - Yacrs 1: TpeGopanus k paspabotke,
BAHAALHE 1 TEKYICMY KOHTPOJIO NPONECcca
CTePHIN3AIAY MEIHITHHCKAX A3ACAuM

14

EN ISO 11607 - 1:2009

ViIaK0oBRKa IS MCARUHHCKAX H3ACNHAN, NOAICKALIHX
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Katetep 6annoHHbIi ANA YPECKOKHOR TPAHCNIOMUHANDHOM
KOpOHapHOH anrnonnactuku Fluydo

Pepn.N203

UHCTPYKYMA NO NPUMEHEHNIO

Dara: 26 pespann 2024 r.

Ne

Homep cranaapra

HazBanue cTaHzapra

¢buHumHO#K crepunu3anmu. Yacte 1. TpeGoBanus k
MarepHaiaM, 6apbepHBIM CHCTEMaM JUIA CTEPHIIH3aLHH
H YNaKOBOYHBIM CHCTEMaM

EN ISO 11607 - 2 :2006

VnakoBKa Juisi MEAHLIMHCKMX H3JeHit, NoAnexamnx
¢uHHIHOM crepum3aimy. Yacts 2. TpeGoBaHus k
BaJIMJALMH NPOLIECCOB POPMHPOBAHHUSA, FTEPMETH3ALIHH
H cOOpKH

EN ISO 13485 : 2016

H3nenuns MeaguuuHckue. CHCTEMBI MEHEIXKMEHTA
Ka4yecTBa. TpeGoBaHus W14 L€l peryJIupoBaHus

EN ISO 14971: 2012

Uznemus memummHckue. [IpuMeHeHHe MEHEDKMEHTa
pPHCKa K MEJULIHHCKHM H3JEJIUAM

18

EN ISO 25539-2:2009

Cepae4HO-COCYy IUCThIE HMIUIAHTATHI -
DHpoBacKysipHbe ycTpoiicTBa - UacTs 2: CocyaucTeie
CTEHTHI

19

ISO 80369-7:2016

CoequHHTENM MAJIOro AHaMEeTpa I XKHIKOCTER H
razoB B IIPHJIOKEHUSAX 3[paBoOXpaHeHHs - YacTs 7:
KOHHEKTOpBI /U1 BHY TPHCOCY AHCTBIX HIIH MOJKOXHBIX
MPUIIOXKEHHHA

20

ISO 6009: 2016

IInpuup! 1is NOAKOXKHBIX HHBEKLMH 1A
€IMHCTBEHHOTO MCMOJIb30BaHHA - KoJupoBaHue LseTa
JUIS MAEHTH)HMKALHH

21

ISO 10555-1-2013

BuyTpHCcocyaucTbie KaTeTephl - CTEpUIIbHBIA H
KaTeTepsl € AMHCTBEHHOrO UCMOJIb30BaHus - YacTs 1:
O6mue Tpe6oBaHUs

22

ISO 10555-4-2023

BHYTpHCOCYAMCTBIE KaTeTEPhl CTEPHIILHBIE U
OJIHOpa30BbIe KaTeTephl - YacTs 4: 6autoHHbIE
JQWIaTallMOHHBIE KaTeTephbl

23

ISO 10993-10:2010

Buonoruyeckas oneHKa MEMLMHCKHX YCTPOHCTB,
YacTs 10: ucnibITaHus Ha pa3gpaKeHHE H
CEeHCHOMTM3ALIMIO KOXH

24

ISO 11135:2014

Crepunn3auns MEAULIMHCKHX H3AEIHHA - OKHCh
3THJIeHa - TpeOOoBaHUs K pa3paboTKe, BATHAALMH H
TEKyIIeMY KOHTPOIIO MpoLEcca CTEPHIN3ALHH
MEINIHHCKAX M3

25

ISO 13485 : 2016

Meauuunckue n3aenus. CucTeMbl MEHEKMEHTA
KauecTBa. TpeGoBaHHA 1A LieNeil perynnpoBaHus

26

ISO 14644-1:2015

YucTeie MOMEILEHHA M CBA3aHHbIC C HUMH
KOHTporpyeMbie cpeasl — Yacts 1: Knaccndukauus
YHUCTOTHI BO3AyXa [0 KOHLEHTPALMHK YaCTHL(

27

ISO 14644-2:2015

YncThle MOMEUEHHS M CBA3aHHbIC C HUMH
KOHTponupyeMsble cpeasl — Yacts 2: KonTposn
NpeNOCTaB/IEHHUA AOKA3aTeIbCTB HCIIOJHEHHS YHCT,
KacalolIMXCsA YHCTOTHI BO3TyXa N0 KOHUEHTPallUH
4acTHIL

28

ISO 14644-3:2005

YucThie IOMELIEHHA ¥ CBA3aHHBIH yNpaB/sid CpeaMu
- Yacts 3: MeToabl HCIILITAHHH

29

ISO 14644-4:2001

YHCThIE MOMELIEHH H CBA3aHHbIA YIIPaBJsUIH CpelaMH
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Kaverep Gannonnusii AR YPSCIOKHOR TPENCHOMUNANLHON
xopoHapHOH anrnonaacrmm Fluydo

Pea.NgO3

HHCTRYKUMA NO NPHMEHEHNIO

[Dara: 26 pespann 2024 r.

Homep cTasmapTa

Hainanme cTannapra

- Yacts 4: musalin, CTPOUTENLCTBO H HOBHIE MPOSKT

30

ISO 14698-1:2003

UYnCTHE DOMEINCHHA H CBA3AHHNE C AUMH
KOHTPOJIAPYEMBIC CPEIBH KOHTPOIb.
buoxonraMunanus. Yacts 1: O6ume nprHIMIIEL B
METOIH

31

ISO 15223-1:2021

H3nemug Meanmnckue. CHMBOIE, IPAMEHsSEMEE IPH
MApPKHPOBAHHH HA MEOHIMHCKHX H3ACIMAX, ITHKCTKAX
H B CONPOBROAMTENbHON RoKyMeHTam|H. YacTs 1.
OcHoBHEEIC TpeOoOBaHAR

32

BS EN ISO 10993-10: 2013

Buonorngeckas oneHKa MEANIMHCKUX YCTPOHCTB.
Yacts 10. Hccnenoanns pasapaxaiomerc n
CEeHCROWIA3APYIOmEro AelicTBAA

Cepaeuno-cocyauCTHIE HMIIIAHTATH -

33 | BS EN ISO 25539-2:2012 OnpoBacKynspHRe ycTpoiicrsa - Yacts 2: Cocyaucteie
CTCHTH
. Memmmuckue npaGOPH-CHCTEME! YIPaBNCHAS
34 | CAN/CSA-ISO 134852003 | o rnom-TpeGoBasms s RopmaTHBMEX neneh
35 | ASTMD 618- 13 CraBaapTHas NpaKTHKA KOHIUIIHOHAPOBAHAA
INACTMACC V1S ACILITAHAN
CranpapTasii METOA HCIIHITARMAN A1 MEXaHMYECKHX
36 | ASTMD 638-14 CBOMNCTB IIPH PACTSKCHHH IVIACTMACC
CranzapTHiii cioco6 onpeae/neHHs CONPOTABCHAR
37 | ASTMD 642 -15 CATHIO TPAHCHOPTHRIX KOHTEHHCPOB, KOMIOHEHTOB,
. BrGpamy
CraBnapTHEIi METOA HCTIHITARHNR /18 OHHBIX
38 [ASTMD 999 -08 ACIEITAHHMN TPAHCTIOPTHOH Taphl
CrangapTHHE METOAN HCHLITAHHA IUIA ONpelieNeHHs
39 ASTM D 3078-02 yTeuek B ruOKoil yIIakoBKe ITyTeM BBIICJICHHS
(TlepeyTepaaen 2008)
My3HPHKOB.
CranzapTaas NPAKTHKA NPOBEMICHAN
40 | ASTMD 4169 -2016 3KCIUIYATAIHOHHKIX HCTINTAHMH TPAHCIIOPTHHIX

KOHTeHHEpOB B CHCTEM (HeMOHeTapHas HHPOPMALIKS)

CranpapTHas NpaKTHKA KOHAHIHOHAPOBAHHA

41 | ASTM D 4332-14 YIIAKOBOK KOHTeliHepOB HJIM KOMIIOHEHTOB YNIAKOBKH
IS MCTILITAHMIA
42 | ASTMD 472817 CraugapTHeii criocof HCNRITAHMS TPAHCTIOPTHHIX

KOHTeliHepoB Ha ClIy4daliHyi0 BROpaImio

43

ASTM D 5276 - 98 —

CrangapTHELE METOX HCIWTAHHUS 3arPy XCHHBIX
KOHTeHHEpOB HA NaleHHE METOAOM cBOGOJHOIO

IepeyTeepxnen 2009 nanensn (oGa3arensHas HEGopManns H HEMOHETApEAS
HAdopMans)
CrangapTaEii cioco0 HCNLITAHAS CTHMY THPOBAHHOTO
44 | ASTM D 5487-2016 ' c6pacmam HArpyXeHHEIX KOHTEHHEPOB YAAPHbIMH

45

ASTMD 6344 -04 -
TMepeysepxaen 2017

Cramm;mmﬁ METOJ HCIILITAHUA Ha
KOHIICHTPHPOBAHHOC BO3ACHCTRHE HA TPAHCIIOPTHBIC
YIIAKOBKH
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MHCTPYKIUNA NO NPHMEHENING ADara: 26 pespana 2024 r.

Haisanue CrasnapTa

N Homep cTamnapTa
46 | ASTMF 88-F 88 M-15

Crangaprnii C10CO6 HCIKTAHAR HA OpPOYHOCTD
ynnotaenns rabkux Gapreprpix Marepnanos'

47 | ASTMF 640-12

Crangapraeiii TecToBRH cnocol onpenencHns
PAIHONPO3PAHOCTH WA MEAHUMHCKONO NMPHMEHEHHS
(HemoHeTapRas HHdopManHs)

48 | ASTMF 1886-F 1886M -09

Cranaapranni cnoco6 onpefeneHns NE/IOCTHOCTH
1oM6 )1 rROKON yHakoBKH ITyTeM BH3YANLHOIO
KOHTPOIA

49 | ASTMF 1980 -2016

CraHgapTHOE PYKOBOACTBO IO YCKOPEHHOMY
CTAPECHMIO CTEPHIIBHEIX OaphepHEIX CHCTEM A
MEIHITMHCKHX YCTPORCTB

CranpaprHas IpaKTHXA HCIBITAHAN HA AKTHRAITHIO

(Tlepeyreepxpen 2010)

ASTMF 1984-99
50 (T1 2013) HEIBLHOIO KOMILIEMEHTA B CHIBOPOTKE TBEPABLIMH
MaTepHanaMH
ASTM CranjjaprHas IpaKkTHKA TECTHPOBAHHA aAKTHBAITHH
51 F 2065-00 KOMIUICMCHTA A/IbTEPHATHBHOIO IYTH B CHBOPOTKE

TBCPARMH MaTCPHAIAMH

52 | ASTMF 2096-11

Crangapr TM ia onpepenenns G0MbUIMX yTEYEK B
MCJIMHCKOH yIIaKoBKe METOIOM BHYTPEHHETO
BaLyBa (MY3RpPHXOBEILf TECT)

53 | ASTMF 2097-16

CrangapTHOE PyXOBOJACTBO IO IPOSKTHPOBAHHIO H
oneHke nepBuIHOHi rHOKoil M ynakoBoIROMH

NPOAYKIHMH JUIN MEAHIHHCKEX H3/ienui

54 | ANSI ASQ Z1.4:2013

IIpoueayps orGopa npob 1 TabiMuE! 4138 TPOBEPKH N0
NpH3HAKAM

55 | ANSI ASQZ1.9-2008

IIpouenypsi orGopa npo6 1 TabmaLE: 218 KOHTPONA MO
KOJIHYeCTBCHERIM IIPH3HAKAM IUIA IPOLICHTA
HECOOTBETCTBYIONHNX

15. YcionES TpaBECOOPTHPORAHES, XPAHCHNA X NPHMCHCHES

15.1 YcaoBES TPAHCIOPTHPOBAHAN

Hsjenne TPaHCIIOPTHPYETCA JIOOBIMH BHAAMHM TPaHCIOPTA, TAKHMH KAK  KPHITHIE
XKENe3HOAOPOXHBEC BaroHB, KOHTCHHEpEI, TIpy30BOH ABTOTPAHCIOPT, CYAOBHIC TPIOMSI,
oforpeBacME¢ TepMETHYHLIC AaBHALMOHHLIE MOIYNH B COOTBETCTBHH C MPABHJIAMH IJIA ITHX
BHAOB TpaHcmopra ¢ cofmojcHHeM yCIoBHit TpaHCIOPTHpOBKA 6e3 DHCKA HOBpEKACHHA

YIAKOBKH.
YcI0BHS TPAHCHOPTHPOBANEN:

Temmeparypa oxpy=atomeli cpeass: ot - 5°C go +40°C.
OTmHocHTebHAS BIAKHOCT Bo3Ayxa: He Gonee 80 %.
Amvochepiioe nasnenne: ot 84 no 106,7 xlla.

Bepeur oT Bnara A APAMONO BO3ACHCTBHS COIHEYHOIO CBETA.

15.2 Ycnosns xpasenns
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HMCTPYILIMN RO NPHMEHSHWIO Dara: 26 espann 2024 r.

XpaHHTEL B DPOXIAIHOM, CYXOM H TEMHOM MECTe, B OPHIAHANEHOK YIAKOBKE.
Yeaosas xpanenns:

TeMmnepaTtypa oxpyxaloineit cpeasl; ot + 10°C no + 40°C.

OTHocHTENbHAS BIAXHOCTE BO3AyXa: He Gonee 80 %.

Amocdeproe aanicrue: ot 84 no 106,7 xIla.

Bepeds oT BIArH ¥ NPAMOTO BO3ACHCTBAL CONHETHOTO CBETA.

15.3 Ycaonng npuMeHeHHR

Hanenna H3roTaBARBalOTCS MUt NpAMERCHAS B Ononormdeckot cpeie B AUANIA30HE TEMIIEPATYP
ot 32 °C 5o 42 °C.

OTHOCHTEIIbHAS BIAKHOCTS BO3AyXa: He Gonee 80 %.

Amaocdeproe nasnenue: or 84 no 106,7 xI1a.

16. Crepanmzangs, OYHCTES H Ze3HRCKIHES

Hanenme nocraBmsercs crepwibHEIM. IlapaMeTpH  CTepRIM3ANMHA: Ta3OBRIM  MeTOX
CTEepHRIA3anHA (OKHCH STHICHA).

Hspenme amaporeHHo.

H3snemae AETOKCHIHO.

H3pemae apnsercs CTepAIEHEM MCAUIHHCKAM H3RENHEM OHOKPATHOTO DPUMEHEHHS (OMHCTKA
H Ae3nHEdexnus He NpAMCHEMA)

TloBTOpHAS CTCPH/IH3AIEA M3/C/IHS JANPEIICHA.

TloBTOpHOE NPHMEHEHHE 3AIIPEINCHO.

MeTtoam u cpeicTBa AC3HH(PECKINE H NPEACTCPIIH3ARHOHHON OMHCTKH He IPUMEHAMBL, B CBA3H
€ TEM, YT0 H3ACIHE NPEAHASHAYCHO TONBKO JUIA OXHOKPATHOIO NMPHMECHEHHA H NOCTABIAETCA
CTePHILHBIM.

17, Ceepenns 06 yrnmsanun

Tlocne mpAMeHEHHA BCEe KOMIIOHEHTH H3/IEJIAA, JODKHEI OBHITH YTHIHSHPOBAHB B COOTBETCTBHH
¢ PYKOBOAMINHMH NPHHIHNAMHE, PETYIHMPYIOU[AMH YTHIM3AIMIO Takol NPORYKIMA H
NPHMCHUMBIMH NIPaBH/IAMH KOHTPOJIS OTXO/AO0B.

Hspenms ¢ HCTEKINM CPOKOM TOAHOCTH, MOBPEXIEHHREC H3AC/HHS HIH HX YACTH HOAJIEXKAT
YHHYTOXCHHIO Kak MC/MIIEHCKAE OTXOMH KIacca A (3MEASMHEONIOTHIECKH 0e30MacHbie OTXOMH,
DpHOIMKEHHbIE IO COCTABY K TBCPAbIM OHTOBHM 0TX0ZaM) B coorBercTBHM ¢ CanllnH
2.1.3684.

Hcnonp3oBanHEe H3ACHAS NONICKAT YHHYTOXKEHHIO Kak MEJHIHMHCKHAE OTXOIn Ximacca B
(3nHAeMBONOTHYECKH ONAcHEIC OTXOAK) B cooTBercTBHM ¢ CanllnH 2.1.3684.

18. I'spasThiinniil cpok rogHOCTH
TapabTRiHNA CPOK rOAHOCTH H3AEIHAN COCTARINET 5 JIET ¢ AATH CTEPHAM3AINH.

33
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Huctpyruien N0 Npssmenanio Dara: 26 ¢espann 2024 r.

19. F'apanTriinie ofmsTeancrsa

ITpou3soAHTENs FAPaBTHPYST, YTO BO BCEX €€ HIACHHAX HA MOMCHT IOCTABKH OTCYTCTBYIOT
AchexTl, 06YCIOBNEHHRIC XA9CCTBOM MATCPHANIOB H APOLECCOM MPOH3BOACTEA.
TTpou3BoETEN, NOAYESPKHBALT, ITO ABHHOC HIACIAEC NPETHASHAYCHO TONBKO V1A OJHOPA3OBOTO
NpuMCHERNS (TeXHHYeCKoe OOC/IyXHBAHHE HE NPHMCHHMO), H HE NACT HHKAKHX rapanTHi,
YTRCpXACHHN HIH YCNOBHY, SBHO OTOBOPEHHAIX HIH TOAPasyMCBACMEX (BKmouas moGne
FapaHTHA TOBSPHOTO COCTOSHAS HIH NPHTOSHOCTH VIS KOHKPETHOH MNENH), KacaloUHXcH
NOBTOPHOIO MCMONB30BAHHA NAHHOTO H3ZENHA. Boiee Toro, NpoH3BOAATE/b He HECeT HEKAKAX
06g3aTeNLCTE H KOl OTBETCTBCHHOCTH 38 CMydaliHnili AIH KOCBCHHEIM ymepl, koTophi
NOXeT GHITh NPEIAHEH BCICACTBAE NOBTOPHOIO HCTIONB30BAHAA H3/1CITHA.

IIpomssopaTens: CID S.p.A.
IOpumreckuii anpec npoussoauTenn: Strada per Crescentino, 13040 Saluggia (VC), Italy
Tenedon: +39 0161 18261

E-mail: cidvascular@legalmail.it

HKd

MecTo npomE3BOACTBA:

1. CID S.p.A., Strada per Crescentino, 13040 Saluggia (VC), Italy

2. Alvimedica Tibbi Urfinler San.ve Dig Tic. A.S., Istanbul Trakya Serbest Bélgesi, Ferhatpasa
SB Mahallesi Atatiirk Bulvar1 No:16 34540 Catalca-Istanbul TURKIYE

Tlo BODPOCAM KA9eCTPS MEAHIHHCKONO HINeEN HA TeppuTopEn P® obpamiaThes &
YIOJHOMOTEHHOMY HPEACTABRTENI0 NPORIBOUTE/ A HS TeppuTopHn PO,

IlpeTeH3un HANPABJANTS N0 ANpPECY:

YooanoMouenHbIE DpeacTABHTENL NPOHIBOXHTEIN HS TeppuTopHn P@:

O6lIecTBO ¢ OTPAHMMCHHOHM OTBETCTBEHHOCTHIO HAYYHO-NPOM3BOACTBEHHOS OOBEnMHCHHE
«JTeoct» (OO0 HITO «JleocT)

IOpaasteckuil apec YIONHOMOUEHHOr0 NPCACTABETEIN OPOHIBOAHTE/IN HA TEPPHTOPHM
P®: Poccus, 142290, Mockobckas o6macts, ropoa Ilynmmo, mpocmekr Hayxm, aom 3,
noMemenne 4, KOMHaTa 22, 3Tax 4

HHH: 5039003073 KIIII: 503901001

Teaedon: 8 (495) 540-40-04

E-mail: deost@deost.ru
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[H1epesoo ¢ ananuiickozo u UMARLAHCKO20 A3LIKOE HA PYCCKULE AIVIK)

[Tozomun xomnanuu « Kapbocmenm snd Hunaanmatn Jusaices» («CHI») (Carbostent & Implantable
Devices (CID)]

[Mapxa ynaame 20cnowinunet}

«CHUIA C.n.A.»

Crpana nep Kpewentuso

13040, Canyxxa (Bepuennu), Hramas
22 mapra 2024 1.

AJIA IIPEABABJIEHHS IO TPEBOBAHHIO
Jing npeacTaBeHHs B KOMIECTEHTHbIE OPrankl 3apasocoxpanenns Poccuiickoil ®enepanun

HacrosmpM a2 moATBepkAalo, 4TO cofepikaHHe AokyMeHTa «Karerep OGamnoHHbli mua
YPECKOXKHOH TPaHCMOMHHANLHOH KOopoHapHO# amrmomiacTaki Fluydo. HMuctpyxumsa no
NPHMEHEHHION ABNACTCA JCHCTBUTEALHBIM H BEPHBIM.

Kommanus «CAJI C.n.A.» (CID S.p.A.), Crpana nep Kpementuno, 13040, Canynxa (Bepuennn),
Urayima (Strada per Crescentino, 13040, Saluggia (VC), Italy), anserca nepBoHadambHBIM
NPOR3BOAWTENIEM H3/IeNHsA, YKa3aHHOTO B JOKyMeHTe « IHCTpyKIus 110 IpHMEHEHHION.

«CUAC.nA»
[IpeacraBurens
PoGepra le lomnanync
[nodnucse/

[Limamn:

«CU Cn.A»

Ipeacrasrrens

POBEPTA JIE I[OMP]HH‘-IHC]

«CUJ] C.n.A.» — eARHCTBCHHBIN aKIHOHED

KomMnanHs, HaXOA9I{AACA NOA PYKOBOACTBOM M KOOPAHHAWHEH koMnannk «AnerMennka Carnbik

Struipuimnapi ALLLL» (Alvimedica Saglik Yatirimlari A.§.)

Verasubiii kanutan 14 500 000,00 eepo, Homep HanOTONNIATENLILHKA W HoMep IaTensmmuka HIIC:

06356990967+ Ne B ToproeoM peectpe Bepuenau: 06356990967, Ne B 3KOHOMHKO-AAMHHHCTPATHBHOM

peectpe: VC-188721

IOpnauwecknit n gaxTuyeckni aapec: Bua Kpewenrnno, 6/1 — 13040, Canypxa (Bepuennn), Hranua

(Via Crescentino, s/n — 13040 Saluggia (VC) Italy) - Ten.: +39 0161 182 61 — daxc: +39 0161 182 62 00
& 000 LHPMH [ INFO@CIRMLRU @ WWW.GOSZDRAVNADZORRU : cidvascular@legalmail.it — www cidvascular.com



HacTosuyio nogymMaRyIo HOAMACH I0CTABHIIA

JAE AOMHUHHNYHNC Pobepra, poxnennas B Pame 19 anpens 1966 r., npoxuBaiomas no anpecy
Canymxa, Bua Kpementuno, 6/ (Saluggia, Via Crescentino snc), rpaxaaska Hranum,
npeacrasaTens koMnadan «CHJL C.n.A.» ¢ 3aperHcTpHPOBAHHBIM MONIOBHLIM O(HCOM MO axpecy
Canymxa, Bua Kpemenmuno, 6/1, omnadenHn#t axuponepunii kxamuran 14 500 000,00 espo,

HOMEP HAJIOOIIATENHIINMKA H PerHCTpPaIMOHHEE HoMep B Peectpe xommanmit 06356990967,
HAZHAYCHHAS H YNONHOMOYCHHAS JUIA BHINCYKA3ARHBIX UeneH HAa OCHOBAHHH 4YacTHOIO

corjameHHs, yaocropepertoro Jlxosannn Burtopro Jxynunepo au Koprepanno, HOTapHYCOM
B Typuue, 07 cenrabpa 2022 r., Homep B peectpe 8848/4092, H 3aperECTPHPOBAHHOIO B
Vopasnerun [ Arentcrsa no aoxonam B nposunuun Typun 16 centabpa 2022 r. 32 Ne 44388,

cepus 1T,

Y54 JIHYHOCTH MHON, HOTAPHYCOM, YCTAHOBJICHA.

3aperucTpupoBaHO B MOEM MPHCYTCTBHH B MoeM ouce B CauTHH no aupecy Kopoo Caurt-
Wnssanmo xa Cantas, Bomep 4 (Corso Sant'lgnazio da Santhia numero 4) ABazuATL BTOPOro MapTa
. ZBe THICAYH IBAALIATE YETBEPTOTO IOJIA.

Inoonucw/
[[Tevamv vomapuycal

[noonuce/
{ITexamv nomapuyca)

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



MepeBof JaHHOTO TEKCTa "L ONHEH MHOW, NePeBOAUYMKOM VIcuHrannesoi iuHapoii ApKabeBHOIA.

Poccuiickan Pegepaums
lopog Mockea
[Bajuath TpeTbero Mas age TbiCAYM ABajLaTb YeTBEPTOro roga

A, KBuTKO ®epop AnekcaHpoBuy, HoTapuyc ropofa MoOCKBbI, CBUAETENLCTBYIO
MOAJIMHHOCTb MOANUCKU NepeBoAYMKa VicuHranmesoin AunHapsl ApKagbeBHbl.

Moanuck caenaHa B MOEM NPUCYTCTBUMN.

JlnyHoCTb NognucaBLLero LJOKYMEeHT YCTaHOB/EHA.
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