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Ultraverse® 035 PTA Balloon Dilatation Catheter.

INSTRUCTIONS FOR USE
For Ultraverse® 035 PTA Balloon Dilatation Catheter;

DESCRIPTION

The Ultraverse® 035 PTA Dilatation Catheter is a semi-compliant balloon catheter consisting of an over
the wire (OTW) catheter with an angioplasty balloon fixed at the distal tip. Two radiopaque markers
delineate the working length of the balloon and aid in balloon placement. The catheter also includes a
radiopaque, atraumatic tip. GeoAlign"*" Marker Bands are designated on the catheter shaft by lcm
increment bands. Each 10cm increment is labeled with the distance from the distal balloon tip. Thicker
bands denote the midway point (5cm) between the labeled distances. GeoAlign™ Marker Bands are
designed to be used as a location reference tool. GeoAlign* Marker Bands are also designed to be used
as a guide to assist with geographic alignment when used with an adjunctive therapy that utilizes the
same GeoAlign™ Marker Bands. The Ultraverse® 035 PTA Dilatation Catheter is compatible with
.035“ guidewires. The proximal portion ofthe catheter includes a female lucr lock hub cormected to the
catheter with a guidewire lumen and an inflation lumen. Packaged with every product is a protective
sheath that is positioned over the balloon and should be removed prior to use. A stylet is placed into the
tip of the catheter to aid in rewrap/refolding of the balloon. A re-wrapping tool is also provided on the
catheter shaft. These products are not made with natural rubber latex.

(Full composition of the device can be seen in Appendix 1)

Figure 1
AV I
Figure la
(Enhanced Graphic of Catheter Shaft from Figure 1)
lemh"
-“lemL 5cm

*10cm

INTENDED USE

The Ultraverse® 035 PTA Dilatation Catheter is intended to dilate stenoses in the peripheral arteries, to
treat obstructive lesions of native or synthetic AV fistulae and/or re-expand endoluminal stent graft
elements in the iliac arteries.

INDICATIONS FOR USE

The Ultraverse® 035 PTA Dilatation Catheter is intended to dilate stenoses in the peripheral arteries, to
treat obstructive lesions of native or synthetic AV fistulae and/or re-expand endoluminal stent graft
elements in the iliac arteries. This device is also recommended for post-dilatation of balloon expandable
and self-expanding stents in the peripheral vasculature. This catheter is not for use in coronary arteries.

CONTRAINDICATIONS
None known.
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WARNINGS:

1. Contents supplied STERILE using ethylene oxide (EO). Non-Pyrogenic. Do not use if sterile barrier
is opened or damaged. Do not reuse, reprocess or resterilize.

2. This device has been designed for single use only. Reusing this medical device bears the risk of cross-
patient contamination as medical devices - particularly those with long and small lumina, joints, and/or
crevices between components - are difficult or impossible to clean once body fluids or tissues with
potential pyrogenic or microbial contamination have had contact with the medical device for an
indeterminable period of time. The residue of biological material can promote the contamination of the
device with pyrogens or microorganisms which may lead to infectious complications.

3. Do not resterilize. After resterilization, the sterility of the product is not guaranteed because of an
indeterminable degree of potential pyrogenic or microbial contamination, which may lead to infectious
complications. Cleaning, reprocessing, and/or resterilization of the present medical device increases the
probability that the device will malfunction due to potential adverse effects on components that are
influenced by thermal and/or mechanical changes.

4. To reduce the potential for vessel damage, the inflated diameter and length of the balloon should
approximate the diameter and length of the vessel just proximal and distal to the stenosis.

5. When the catheter is exposed to the vascular system, the location ofthe balloon should be confirmed
while under high quality fluoroscopic observation. Do not advance or retract the catheter unless the
balloon is fully deflated. Ifresistance is met during manipulation, determine the cause of the resistance
before proceeding. Applying excessive force to the catheter can result in tip or catheter breakage,
catheter kink, or balloon separation.

6. Do not exceed the RBP recommended for this device. Balloon rupture may occur ifthe RBP rating is
exceeded. To prevent over pressurization, use ofa pressure monitoring device is recommended.

7. After use, this product may be a potential biohazard. Handle and dispose of in accordance with
acceptable medical practices and applicable local, state, and federal laws and regulations.

PRECAUTIONS

1. Carefully inspect the catheter prior to use to verify that catheter has not been damaged during shipment
and that its size, shape, and condition are suitable for the procedure for which it is to be used. Do not use
if product damage is evident.

2. Ultraverse® 035 PTA Dilatation Catheter shall only be used by physicians experienced in the
performance of percutaneous transluminal angioplasty.

3. The minimal acceptable introducer sheath French size is printed on the package label. Do not attempt
to pass the PTA catheter through a smaller size introducer sheath than indicated on the label.

4. Use the recommended balloon inflation medium (25% contrast medium/75% sterile saline solution).
It has been shown that a 25%/75% contrast/saline ratio has yielded faster balloon inflation/deflation
times. Never use air or other gaseous medium to inflate the balloon.

5. If resistance is felt during post procedure withdrawal of the catheter through the introducer
sheath/guide catheter, determine if contrast is trapped in the balloon vrith fluoroscopy. If contrast is
present, push the balloon out of the introducer sheath/guide catheter and then completely evacuate the
contrast before proceeding to withdraw the balloon.

6. Ifresistance is still felt during post procedure withdrawal ofthe catheter, it is recommended to remove
the balloon catheter and introducer sheath/guide catheter as a single unit.

7. Do not continue to use the balloon catheter if the catheter shaft has been bent or kinked.

8. Prior to re-insertion through the introducer sheath/guide catheter, the balloon should be wiped clean
with gauze and rinsed with sterile normal saline.

9. Balloon re-wrapping should only occur while the balloon catheter is supported vrith a guidewire or
stylet.

10. GeoAlign™ Marker Bands are designed to be used only as an additional reference tool to accompany
the interventionalist standard operation procedure.
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ADVERSE REACTIONS AND POSSIBLE COMPLICATIONS.
The complications which may result from a peripheral balloon dilatation procedure
include:

» Additional intervention

* Allergic reaction to drugs or contrast medium

* Aneurysm or pseudoaneurysm

» Arrhythmias

* Embolization

* Hematoma

* Hemorrhage, including bleeding at the puncture site
» Hypotension/hypertension

* Inflammation

* Occlusion

* Pain or tenderness

e Pneumothorax or hemothorax

* Sepsis/infection

» Shock

* Short term hemodynamic deterioration

* Stroke

e Thrombosis

« Vessel dissection, perforation, rupture, or spasm

Dilatation Catheter Preparation

Note: Remove the stylet prior to removing the protective sheath as part of the preparation for use.

1. Remove the balloon catheter fix)m package. Verify the balloon size is suitable for the procedure and
the selected accessories accommodate the catheter as labeled.

2. Remove the stylet and protective sheath by grasping the balloon catheter just proximal to the balloon
and with the other hand, gently grasp the mandrel and sheath protector and slide distally offofthe balloon
catheter.

3. Prior to use, the air in the balloon catheter should be removed. To facilitate purging, select a syringe
or inflation device with a 10 ml or larger capacity and fill approximately halfof it with the appropriate
balloon inflation medium (25% contrast medium/75% sterile saline solution). Do not use air or any
gaseous medium to inflate the balloon.

4. Connect a stopcock to the balloon inflation female luer hub on the dilatation catheter.

5. Connect the syringe to the stopcock,

6. Hold the syringe with the nozzle pointing downward, open the stopcock and aspirate for
approximately 15 seconds. Release the plunger.

7. Repeat step U6 two more times or until bubbles no longer appear during aspiration (negative pressure).
Once completed, evacuate all air from the barrel ofthe syringe/inflation device.

8. Prepare the wire lumen ofthe catheter by attaching a syringe to the wire lumen hub and flushing
with sterile saline solution.

Use of the Ultraverse® 035 PTA Dilatation Catheter

1 Backload the distal tip ofthe Ultraverse® 035 PTA Dilatation Catheter over the prepositioned
guidewire and advance the tip of the balloon to the introduction site.

2. Advance the catheter through the introducer sheath/guide catheter and over the wire to the site of
inflation. Ifthe stenosis cannot be crossed with the desired dilatation catheter, use a smaller diameter
catheter to pre>dilate the lesion to facilitate passage of a more appropriately sized dilatation catheter.
Note: Ifusing a hydrophilic guidewire, ensure that it is kept hydrated with sterile normal saline at all
times.

3. Position the balloon relative to the lesion to be dilated, ensure the guidewire is in place, and inflate
the balloon to the appropriate pressure.
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4. Apply negative pressure to fully evacuate fluid from the balloon. Confirm that the balloon is fully
deflated under fluoroscopy and that no contrast is left in the balloon.

5. While maintaining negative pressure and the position of the guidewire, grasp the balloon catheter
just outside the introducer sheath/guide catheter and withdraw the deflated dilatation catheter over the
wire through the introducer sheath/guide catheter.

Use of a gentle counterclockwise motion may be used to help facilitate catheter removal through the
introducer sheath/guide catheter.

Optional: To ensure that the introducer sheath/guide catheter does not move during the procedure, use
a catheter stabilization device to stabilize the introducer sheath/guide catheter at the access site.
Optional: When used as a reference tool, utilize the GeoAlign™ Marker Bands to assist with
measuring how far the PTA Dilatation Catheter has advanced.

Balloon Reinsertion

Precaution: Do not continue to use the balloon catheter if the shaft has been bent or kinked.
Precaution: Prior to re-insertion through the introducer sheath/guide catheter, the balloon should be
wiped clean with gauze, rinsed with sterile normal saline, and carefully re-wrapped. Balloon re-
wrapping should only occur while the balloon catheter is supported with a guidewire or stylet.

1 Load the balloon catheter onto a guidewire.

2. Advance the balloon catheter over the pre-positioned guidewire to the introduction site and through
the introducer sheath/guide catheter. If resistance is encountered, replace the previously used balloon
catheter with a new balloon catheter.

3. Continue the procedure according to the “Use of the Ultraverse<S>035 PTA Dilatation Catheter”
section herein.

Adjunctive Balloon Use Utilizing the Ultraverse® 035 PTA Dilatation Catheter with GeoAlign'*'»
M arker Bands

When using the Ultraverse® 035 PTA Dilatation Catheter with an adjunctive therapy:

1. Load the new balloon catheter onto a guidewire.

2. Advance the balloon catheter over the pre-positioned guidewire to the introduction site and through
the introducer sheath. If resistance is encountered, replace the previously used balloon catheter with a
new balloon.

3. To ensure geographic alignment with the pre-dilatation PTA Dilatation Catheter, advance the
catheter through the introducer sheath/guide catheter until the GeoAlign™ Marker Bands are in the
same location at the introducer sheath/guide catheter hub as the initial PTA Dilatation Catheter. (See
Figure 3 and 3a)

4. Continue the procedure according to the “Use ofthe Ultraverse® 035 PTA Dilatation Catheter”
section herein.
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Figure 3

Figure 3a (Enhaaccd Graphic of Catheter Shaft and Introducer From Figure 3)

Warning: After use, this product may be a potential biohazard. Handle and dispose of in accordance
with acceptable medical practices and applicable local, state and federal laws and regulations.

DISPOSAL

After use, this product may be a potential biohazard. Handle and dispose ofin accordance with accepted
medical practice and all applicable local, state and federal laws and regulations.

Medical devices in Russian Federation must be disposed of in the local public entities in accordance
with SanPiN 2.1.7.2790-10 "Sanitary-epidemiological requirements for the handling of medical waste"
(to the waste class B).

WARRANTY

Bard Peripheral Vascular warrants to the first purchaser of this product, that this product will be free
from defects in materials and workmanship for a period of one year from the date of first purchase and
liability under this limited product warranty will be limited, to repair or replacement of the defective
product, in Bard Peripheral Vascular’s sole discretion, or refunding your net price paid. Wear and tear
from normal use or defects resulting from misuse of this product is not covered by this limited warranty.
TO THE EXTENT ALLOWABLE BY APPLICABLE LAW, THIS LIMITED PRODUCT
WARRANTY IS IN LIEU OF ALL OTHER WARRANTIES, WHETHER EXPRESS OR IMPLIED,
INCLUDING, BUT NOT LIMITED TO, ANY IMPLIED WARRANTY OF MERCHANTABILITY
OR FITNESS FOR A PARTICULAR PURPOSE. IN NO EVENT WILL BARD PERIPHERAL
VASCULAR BE LIABLE TO YOU FOR ANY INDIRECT, INCIDENTAL OR CONSEQUENTIAL
DAMAGES RESULTING FROM YOUR HANDLING OR USE OF THIS PRODUCT.
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Sonic countries do not allow an exclusion of implied warranties, incidental or consequential damages.
You may be entitled to additional remedies under the laws of your country.

An issue or revision date and revision number for these instructions are included for the user’s
information on the last page of this booklet.

In the event 36 months have elapsed between this date and product use, the user should contact Bard
Peripheral Vascular to see if additional product information is available.

MANUFACTURER:

Legal Manufacturer:

Bard Peripheral Vascular, Inc.

1625 West 3rd Street, Tempe, AZ, 85281 USA

Authorized representative of the manufacturer

For additional information related to the use ofthe medical product, please contact an authorized
representative of the manufacturer Limited Liability Company «Bard Rus», Lie «Bard Rus», 121596,
Russian Federation, Moscow, Gorbunova str., 2, bid. 3, floor 5, premises Il, room 1, office A-500.1
cabinet 5, Tel.: +7 495 775 85 82. complaints CIS@bd.com

MAIN TECHNICAL AND FUNCTIONAL CHARACTERISTICS

Outer Shaft OD For catheters with balloon size 3x10 - 8x80mm: 5.3F (1,69-1,79 mm)
For catheters with balloon size 8x80 - 12xI00mm: 5.8F(1,87-2,01 mm)

Tip length 45+ 1.5 mm

Cone Angle 20 = (40° inclusive), 40° angle maximum

Band Positioning 0.5-7.5mm

Marker Band Length 1.40- 1.65mm

Marker Band OD 1.384- 1.410mm

Markinas rance GeoAligpparkings

GeoAlign markings are pad printed onto the shaft using a cliche.

1st pad print mark is either 20cm (For balloon lengths 10-150 mm) or 40cm (For balloon lengths 200-
300 mm) with a tolerance of £2.5mm.

For balloon lengths 10-150 From 200+£2.5mm to useable catheter length minus 50+ 2,5 mm

mm

For balloon lengths 200-300 From 400+£2.5mm to useable catheter length minus 50+ 2,5 mm
mm

Bands width GeoAlign 0,05 mm
Markings 1mm
3mm
Distance between bands 100+ 1 mm between 0, 5mm bands
GeoAlign Markings 50+ 1 mm between 0, 5mm and 3mm bands
10il mm between 1mm bands
Useable catheter length 75cm +£3cm
130cm +3cm
Weight
With secondary package 189-19lg
With primary package 40-42¢9
Device 6-811
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Balloon Nominal

Usable Balloon Length (mm)

oD Pressure. 20 40 60 80 100 120 150 200 250 300
@ Atm 2.0 2.0 +3.0 +4.0 5.0 6.0 8.0 +10.0 +13.0 +15.0
0.4mm)  (kPa)
Shaft 30 80  U357532 U357534 U357536 U357538 U3575310 U3575312 U3575315 U3575320  U3575325  U3575330
Length (810.4)
75cm 4.0 80 U357542 U357544 U357546 U357548 U3575410 LU575412 U3575415 U3575420 U3575425 U3575430
(+3cm/ (810.4)
-1em) 5.0 80  U357552 U357554 U357556 U357558 U3575510 U3S75512 U3575515 U3575520  U3575525 U3575530
(810.6
6.0 80 U357562 U357564 U357566 U357568 U3575610 U3575612 U3575615 U3575620 U3575625 U3575630
(810.6)
7.0 80  U357572 U357574 U357576 U357578 U3575710 U3575712 U3575715 U3S75720  U357S725
(810.6)
8.0 6.0 U357582 U357584 U357586 U3S7S88 U3S75810 U3575812 U3575815 U3575820
(608.0)
9,0 60 U357592 U357S94 U357596 U357598 U3575910
(608,0)
100 60  U3575102 U3S7SI04 U3S75106 U3575108 U35751010
(608.0)
120 6.0  U3S7S122 U3575124 U3S7SI26 U3S75128 U35751210
(608.0)
Nominal Unble BaUooQ Length (mra)
P';Sf;fev 20 40 60 0 100 120 150 200 P 300
(kPa) *20 +2.0 +3.0 +4.0 +5.0 6.0 +S0 +10.0 +13.0 +15.0
Shaft 80 U35I3032 U3S13034 U3513036 U3Si3038  U35130310 U35130312 U3513031$ LU 5130320 U3S130325 U3S130330
Length (810.6)
{1+3§<§Tv 80 U3SI3042 U3513044 U3513046 U3513048  U35i30410 U35130412 U3513041S U3S130420 U3S130425 U3SI3G430
“1om) (810.6)
80 U3513052 LLU51309 U3SI30S6 U35I3058  U35I130510 U35130512 U3SI3051S U3$130S20 U3S130525 LU 5130530
(810.6)
80 U3513062 13513064 13513066 U3S13068  U35130610 U3SI30612 U35130615 U3S130620 U3S130625 LU 5130630
(810.6)
80 13513072 U3513074 U3513076 U3513078  U35130710 UB35130712 U35130715 U35130720 U35130725
(810.6)
6.0 U3513082 111513084 U3SI3086 U35I3088  U3S130810 U3S130812 U3S13081S U3S130820
(608.0)
60  U3513092 U3SI3094 U3513096 U35I13098  LLI5130910
(608.0)
10.0 60 U35130102 LLU5130104 U3S130106 U3S130108 LLI5130)010
(608.0)
(egéOO) U3S130122 U35130124 U35130126 U35130128 U351301210

ialloon Diameters 3-8mm; Usable Balloon Lengths 10-80mm

Pressure,

Atm

8(810.6)
9(911.9)

Balloon OD
3.00 4.00 5.00 6.00
[mm]j [mm] [nimj [mm]
3.00 4.00 5.00 6.00
3.02 4,04 5.06 6.07
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10(1013.3)
11(1114.6)
12(1215.9)
13(1317.2)
14(1418.6)
15(1519.9)
16(]621.2)
170722.5)
18(1823.9)
19(1925.2)
20(2026.5)
21(2127.8)

Balloon Diameters 3-8mm; Usable Balloon Lengths KOO-300T7T

Pressure,
Atm

8(810.6)

9(911.9)

10(1013.3)
11(1114.6
12(1215.9)
13(1317.2)
14(1418.6)
15(1519.9)
160621.2)
17(1722.5)
18(1823.9)
19(1925.2)

(mm):
Pressure,

Atm
(kPa)

6(608.0)
7(709.3)
8(810.6)
9(911.9)
10(1013.3)
11(1114.6)
12(1215.9)
13(1317.2)

3.04
3.06
3.08
3.10
3.12
3.14
3.17
3.19
321
3.23
3.25
3.27

3.00
[mm]
3.00
3.02
3.04
3.06
3.08
3.10
312
3.14
3.17
3.19
321
3.23

Balloon Diameters 9-12rom

4.07
411
4.15
4.18
4.22
4.26
4.29
4.33
4.37
4.40
4.44

4.00
[mm]
4.00
4.04
4.07
411
4.15
4.18
4.22
4.26
4.29
4.33
4.37
4.40

5.12
5.17
5.23
5.28
5.33
5.38
5.42
5.47

Balloon OD

5.00
[mm]
5.00
5.06
5.12
5.17
5.23
5.28
5.33
5.38
5.42

Balloon Diameter: 8mm
100-200

10-80

8.00

[mm]

8.00
8.15
8.30
8.45
8.60

Balloon OD

8.00

[mm]

8.00
8.14
8.27
8.39
8.51
8.62
8.73
8.83
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6.13
6.20
6.27
6.33
6.40
6.47

6.00
[mm]
6.00
6.07
6.13
6.20
6.27
6.33
6.40

250-300

8.00

[mm]

8,00
8.14
8.27
8.39
8.51
8.62

8.73

7.19
7.27
7.34
7.39
7.44

7.00
[mm]
7.00
7.10
7.19
7.27



Lengths 10-40mm

Pressure, Balloon OD
Atm 9.00 10.00 12.00
(kPa) Imm] Imm| [mm]
6(608.0) 9.00 10.00 12.00
7(709.3) 9.15 10.15 12.17
8(810.6) 9.30 10.30 12.34
9(911.9) 9.42 10.43 12.51
10(1013.3) 9.53 10.54 12.68
11(1114.6) 9.63 10.65 12.84
12(1215.9) 9.72

Balloon Diameters 9-12mm

Lengths 60-100mm

Pressure, Balloon OD
Atm 9.00 10.00 12.00
(kPa) [mm] Immi [mm]
6(608.0) 9.00 10.00 12.00
7(709.3) 9.15 10.15 12.17
8(810.6) 9.30 10.30 12.34
9(911.9) 9.42 10.43 12.51
10(1013.3) 9.53 10.54
11(1114.6) 9.63

KEY ACCESSORIES, MEDICAL DEVICES OR NON-MEDICAL DEVICES INTENDED TO
BE USED WITH MEDICAL DEVICE

* Contrast medium

- Sterile saline solution

- Luer lock syringe/inflation device with manometer (10ml or larger)

- Appropriate introducer sheath (5F, 6F, 7F - specified on label) and dilator set

-0.035” guidewire

» Optional: Catheter stabilization device

PHARMACEUTICAL SUBSTANCES
Ultraverse® 035 PTA Dilatation Catheters do not contain any medicinal substances.

INFORMATION ABOUT MATERIALS OF ANIMAL/HUMAN ORIGIN
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UltraVerse® 035 PTA Dilatation Catheters do not contain any materials derived from animal or human
tissues.

REQUIREMENTS FOR MEDICAL DEVICE MAINTENANCE AND REPAIR
Not applicable

OPERATING CONDITIONS
Medical devices, that are intended to be used in the body's internal environment, are used in

temperature range from 32°C to 42°C.

Operating conditions for other devices:
Temperature range from 10to35X
Relative humidity range up to 80% non-condensing (at 25 ®C)
STORAGE AND TRANSPORTATION CONDITIONS
Handling & Storage
Store in a cool, dry, dark place. Do not store near radiation or ultra-violet light sources.
Rotate inventory so that the catheters and other dated products are used prior to the “Use By” date.
Do not use if packaging is damaged or opened.

Storage conditions: Temp 10-30 Deg C; avoid exposure to water, direct sunlight, extreme temperature
or high humidity during storage.

Transportation conditions
‘femperature range from 0 to +30 °C

Relative humidity range up to 100% (at 25 °C)

LIST OF INTERNATIONAL REGULATORY DOCUMENTS/STANDARDS

Standard Number
ASTM F1980:2007

EN 1041:2008
ISO 15223-1:2012

EN 20594-1:1994

EN 1707:1997

EN ISO 10555, Part
1:2013
ISO 10555, Part 4:2013

EN 1SO 10993-1:2009
/Cor. 1: 2010 applicable
parts, EN ISO 10993-
7:2008

ISO 11135-1:2014,
ENISO 11135-2:2008,

Title
Standard Guide for Accelerated Aging of Sterile Barrier Systems for
Medical Devices
Information supplied by the manufacturer of medical devices
Medical devices - Symbols to be used with medical devices labels,
labeling and information to be supplied- Part 1; general requirements
Conical fittings with a 6% (luer) taper for syringes, needles and
certain
other medical equipment - Part 1. General requirements (ISO 594-
1:1986)
Conical fittings with a 6% (luer) taper for syringes, needles and
certain
other medical equipment- Lock fittings (ISO 594-2)
Sterile, single-use intravascular catheters: General Requirements
Sterile, intravascular catheters: Balloon dilatation
catheters

Biological evaluation of medical devices

single-use

Medical Devices - Validation and Routine Control of Ethylene Oxide
Sterilization and Sterilization of Medical Devices - Ethylene oxide
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aftd EN 550:1994

ENISO 13485:2003 Medical devices — Quality management systems — Requirements
for
regulatory purposes

EN ISO 11607-1; 2009 &  Packaging for Terminally Sterilized Medical Devices

-2:2006 applicable parts Part 1: Requirements for Materials, Sterile Barrier Systems and
Packaging Systems
Part 2: Validation Requirements for Forming, Sealing and Assembly

Processes

EN I1SO 14971:2012 Medical devices — Application of risk management to medical
devices

EN ISO 11737-1:2006 Sterilization of medical devices - Microbiological methods - Part 1:
Determination of a population of microorganisms on products

EN 556-1:2001 Sterilization of medical devices - Requirements for medical devices
to

be designated “STERILE” - Part 1. Requirements for terminally
sterilized medical devices

ASTM D999 Standard Test Methods for Vibration Testing of Shipping Containers

ASTM D4332 Standard Practice for Conditioning of Containers, Packages or
Packaging Components for Testing

ASTM D4728 Standard Test Method for Random Vibration Testing of Shipping
Containers

ASTM D5276 Standard Test Method for Drop Test of Loaded Containers by Free
Fall

ISTA IG Packaged-Products 150 Ib (68 kg) or Less (Random Vibration)

STERILIZATION METHODS

The Ultraverse® 035 PTA Dilatation Catheter is sterilized using Ethylene Oxide (EO) (traditional
method) at the Bard Regional Sterilization facilities located in Covington, Georgia and Madison,
Georgia. The sterilization chambers and cycles at both facilities are validated to demonstrate they will
deliver a sterility assurance level (SAL) of 10 ®for products labeled as “Sterile”. In addition, the
sterilization chamber and cycles are validated to ensure residuals from the sterilization process (i,e.
Ethylene Oxide and Ethylene Chlorohydrin) are within acceptable limits.

The routine sterilization processes are controlled in accordance with ANSI/AAMI/ISO 11135-1:2014
Medical Devices — Validation and Routine Control of Ethylene Oxide Sterilization, and CR Bard
policies. These processes are revalidated annually according to ANSI/AAMI/ISO 11135-1:2014, and CR
Bard policies.

The Ultraverse® 035 PTA Dilatation Catheters were successfully adopted into the validated cycles at
Bard Regional Sterilization.

To support its label claim of “Nonpyrogenic” and as a part of the quality control release/lot release
requirement, the subject device (or representative product) will undergo routine bacterial endotoxin
testing (BET). Testing will be performed in accordance with ANSI/AAMI ST72 (2002): Bacterial
Endotoxin - Test Methodologies, Routine Monitoring, and Alternatives to Batch Testing and FDA
Document, Guideline on Validation of the Limulus Amebocyte Lysate Test as an End-Product
Endotoxin Test for Human and Animal Parenteral Drugs, Biological Products, and Medical Devices
(December 1987). Upon release, the subject device’s endotoxin level will be less than 0.5 EU/ml (or 20
EU/device) as prescribed in the aforementioned documents.

Contents supplied STERILE using ethylene oxide (EO). Non-Pyrogenic. Do not use if sterile barrier is

opened or damaged. Single patient use only. Do not reuse, reprocess or re-sterilize.
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Sterilization validation is performed according to standard ANSI/AAMI/ISO 11135:2007, “Sterilization
of health care products - Ethylene oxide - Part 1: Requirements for development, validation, and routine
control of a sterilization process for medical devices” and C. R. Bard policies.

Routine testing for EO and ethylene chlorohydrin (ECH) residues are performed according to standard
ANSI/AAMI/ISO 10993-7:2008: “Biological Evaluation of Medical Devices - Part 7: Ethylene Oxide
Sterilization Residuals.”

Ethylene oxide and ECH residuals remaining on the devices after two complete sterilization cycles will
be within the limits per ISO 10993-7 for product release. Percutaneous tremsiuminal angioplasty balloon
dilatation catheters are considered external communicating devices with limited circulating blood
contact per 1ISO 10993-1:2009. Per ISO 10993-7, the average daily dose of EO to the patient shall not
exceed 4 mg per day. The average daily dose of ECH to the patient shall not exceed 9 mg per day.

USAGE CONDITIONS
The medical device is intended for use at the standard conditions of hospital operating room
environment.

POTENTIAL CONSUMER
Ultraverse® 035 PTA Dilatation Catheter shall only be used by physicians experienced in the
performance of percutaneous transluminal angioplasty.

SHELF LIFE/LIFETIME
Shelf Life is 36 months.

Appendix 1
Ultraverse® 035 PTA Balloon Dilatation Catheter:
1 Catheter length 75 cm, balloon size:

3x 20 mm, 3x 40 mm, 3x 60 mm, 3x 80 mm, 3x 100 mm, 3 x 120 mm, 3 X 150 mm, 3 x 200mm, 3
X250 mm, 3 x 300 mm,

4x20mm,4x40mm, 4 x 60 mm, 4x 80 mm, 4 x 100 mm, 4 x 120 mm, 4 x 150 mm, 4 x 200mm, 4
x 250 mm, 4 x 300 mm,

5x20 mm, 5x40 mm, 5x 60 mm, 5x 80 mm, 5x 100 mm, 5x 120 mm, 5x 150 mm, 5 x 200mm, 5
X 250 mm, 5 x 300 mm,

6 x 20 mm, 6 x 40 mm, 6 x 60 mm, 6 x 80 mm, 6 x 100 mm, 6 x 120 mm, 6 x 150 mm, 6 X200mm, 6
x 250 mm, 6 x 300 mm,

7X20mm, 7x40 mm, 7 X 60 mm, 7x 80 mm, 7 x 100 mm, 7 x 120 mm, 7 X 150 mm, 7 x 200mm, 7
x 250 mm,

8 X20 mm, 8 x 40 mm, 8 x 60 mm, 8 x 80 mm, 8 x 100 mm, 8 x 120 mm, 8 x 150 mm, 8 x 200mm,
9x20 mm, 9 x40 mm, 9 x 60 mm, 9 x 80 mm, 9 x 100 mm,

10 x 20 mm, 10 x 40 mm, 10 x 60 mm, 10 x 80 mm, 10 x 100 mm,

12X20mm, 12x 40 mm, 12x 60 mm, 12x 80 mm, 12 x 100 mm.

2. Catheter length 130 cm, balloon size:

3x20mm, 3x40 mm, 3 x 60 mm, 3 x 80 mm, 3 x 100 mm, 3x 120 mm, 3 x 150 mm, 3 x 200mm, 3
x 250 mm, 3 x 300 mm,

4 X20mm, 4 x40 mm, 4 x 60 mm, 4 x 80 mm, 4 x 100 mm, 4x120 mm, 4 x 150 mm, 4 x 200mm, 4
X250 mm, 4 x 300 mm,

5x20mm, 5x40 mm, 5x 60 mm, 5x 80 mm, 5x 100 mm, 5x 120 mm, 5x 150 mm, 5 x 200mm, 5
X 250 mm, 5 x 300 mm,

6x20mm, 6 x40 mm, 6 Xx 60 mm, 6 x 80 mm, 6 X 100 mm, 6 x 120 mm, 6 X 150 mm, 6 X 200mm, 6
X 250 mm, 6 x 300 mm,

7X20mm, 7x40 mm, 7xX 60 mm, 7 Xx 80 mm, 7 x 100 mm, 7 x 120 mm, 7 X 150 mm, 7 x 200mm, 7
X250 mm.

12
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8 x 20 mm, 8 x 40 mm, 8 x 60 mm, 8 x 80 mm, 8 x 100 mm, 8 x 120 mm, 8 x 150 mm; 8 x 200mm,
9 x 20 mm, 9 x 40 mm, 9 x 60 mm, 9 x 80 mm, 9 x 100 mm,

10 x 20 mm, 10 x 40 mm, 10 x 60 mm, 10 x 80 mm, 10 x 100 mm,
12 x 20 mm, 12 x 40 mm, 12 x 60 mm, 12 x 80 mm, 12 x 100 mm.
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MepeBoae aHIIMIACKOrO si3blKa Ha PYCCKMIA A3bIK

NHCTPYKUMA NO NPUMEHEHMNIO

Kartetep 6annoHHbIN gnnataunoHHbli Ultraverse® 035 ans
YPECKOXXHO-TPAHCNHOMUHAaNbHOM aHrMonnacTukun

«YTBEPXOAIO»

“bapg Nepudepan Backynap, NHK.”, CLUA
OupekTop OThena HopMaTUBHO-NMPABOBOr0 perynnpoBaHuns

(DO/MKHOCTb)
>KeHHundep JlIorBuH

(nms)

/MoanucaHo/

(mognwce)

16 fekabps 2020 r. paTa

L Tat Apur3oHa
Okpyr Mapuvkona

M

MoANMHHOCTL JaHHOTO 0OKYMeHTa 6bina yaocToBepeHa 17 gekabps 2020 roga MHOIA,

[>XeHHuep J10rsuH.

B nogTBEPXKAEHME YETr0 A CKPENNSAO AaHHbIA JOKYMEHT COGCTBEHHOPYYHOW MOAMUCHIO W

omymanbHON nevartbio.
/nognuce/

Mognuce HoTapuyca
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LLTamn HoTapuyca

L Tamn:
Meyvalb: [K3TPVH TN MPOIMYCK
[EONbLUASA HOTAPNYC - LUTAT APN3OHA
MNEYATh OKPYT MAPUKOIMA
IWTATA NMLIEH3NA Ne 577660
APVI30OHA CPOK MOVX MO/IHOMOUIN
NCTEKAET 18 MAPTA 2024 T.
1912]
Bepcuga 1.0



KateTtep 6ann0oHHbIN gunataumoHHblin Ultraverse® 035 19 UpeCKOXHO-TPaHCHOMUHANIbHON aH-
TMONIacTuKM.

MHCTPYKLUWNA MO NPUMEHEHWIO

OnwucaHune nsgenns

KaTteTep 6annoHHbIA gunatayuoHHblid Ultraverse® 035 A18 YpeCcKOXHO-TPaHCNOMUHANbHOW aHTno-
nnactmkn (UTA) npeactasnset coboii NonypacTsHKMMbIA 6an1N10HHbIA KaTeTep, COCTOSLLMIA U3 BBOAM-
MOT0 No NMPOBOAHUKY KaTeTepa C 6an/I0HOM A/18 aHTMOMIacTUKK, 3aKPEnIeHHbIM Ha ANCTa/lbHOM KOH-
ymke. [1Ba peHTreHOKOHTPACTHbIX Mapkepa 0603HavalT pabouylo AanHy 6annoHa v ynpouwarwT ero
pasmelyeHmne. Takke y KaTeTepa MMeeTCA PeHTTeHOKOHTPACTHbIV aTpaBMaTUYeCcKuUii KOHYUUK. MapKepbl
GeoAlign™' pacnonoXeHbl Ha CTEPXXHe KaTeTepa B BMAe nonoc ¢ warom 1cm. Kaxabiii 10-caHTMMeT-
POBbIN MHTepPBan 0603HaYaETCA C yKa3aHWEM pacCTOAHWMA OT AUCTANbHOro KOH4YMKa 6annoHa. bonee
LWMpPOKMe nonocbl 0603HavatT cepeanHy (5 cm) mexay mMeTkamu pacctosHua. Mapkepbl GeoAlign™A
npefHasHayeHbl 419 UCMO/Ib30BAHUSA B KAYECTBE WUHCTPYMeHTa AN OPUEHTUPOBAHUA U OnpefeneHuns
mecTononoxeuuns. Mapkepbl GeoAlign' M Tak)Ke npegHasHayeHbl 419 UCMOb30BaHUA B Ka4eCTBe Opu-
eHTUpa, NoOMOorarLLero nNpy reorpaMyeckom NO3NLNOHNPOBAHWUN, B YCMIOBUAX LOMONHUTENLHOIO Te-
paneBTMYEeCKOro BO34ENCTBMA C MCMONb30BAHNEM TEX XKEe caMbiX MapkepoB GeoAlign'*"~. Katetep 6an-
NOHHbIA gnnaTaumoHHbiid Ultraverse® 035 gna UTA cosmecTum ¢ 0,035-40AMOBbLIMW MPOBOIOYHBIMM
NPoBOAHUKaMM. [poKCMManbHas 4acTb KaTeTepa COLEpPXMUT FHe3[0BON KOHHEKTOP C HaKOHEYHUKOM
JTo3pa, NofCoeANHEHHbIN K KaTeTepy C MPOCBETOM /19 MPOBO/IOYHOr0 NPOBOAHMKA U MPOCBETOM AN14
pasfyBaHus. B KOMNAEKT KaXA0ro n3genns BXoOLUT 3alUTHbIA 4exXos, pa3MeLleHHbIn noBepx 6ansioHa,
KOTOpbIVi HEO6X0AMMO YAaNUTb Mepes UCNosib30BaHNEM KaTeTepa. B KOHUMK KaTeTepa BCTPOEH CTUNET,
o6neryaroLLnin NOBTOPHOE CBOpayMBaHue/cknagbiBaHne 6annoHa. Ha cTep)xHe KateTepa TakXe pacno-
naraeTcs WHCTPYMEHT 4N MOBTOPHOrO CBOpauyMBaHuA. OTU U3JENNA He COLepXaT HaTypanbHOro na-
Tekca.

(JeTanbHoe onncaHne KOMMOHEHTOB MU34ennsa npueefeHo B MpunoxeHun 1).
Puc 1

NlcTp

5cm
10cm

Pvc la. YBennueHHoe n3o6paxeHne CTePXXHSA KaTeTepa C pucyHka 1
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Ha3HayeHune

KateTep 6annoHHbIin annataunoHHbiin Ultraverse® 035 ans YpeckKoXHO-TPAHCAOMUHANbHOW aHruno-
NNacTUKN NpefHasHayeH Ans paclivpeHns CTEHO30B B Mepudepuyecknx aptTepusx, gnsa nevyeHuns ob-
CTPYKTUBHbIX NOPaXXEHWIA B eCTECTBEHHbIX U UCKYCCTBEHHO CO3A4aHHbIX AB ducTtynax n/vnm nosTop-
HOro pacLUpPeHns 3/1EMEHTOB 3HAONOMUHANBHOTO CTEHT-rpadTa B NOAB3A0LWHbIX apTepusx.

lMokasaHua 4na NpUMeEHEHNS

KateTep 6annoHHbIV gunataunoHHbliii Ultraverse® 035 gna YUTA npefHa3HayeH 419 paclUMpeHuns cTe-
HO30B B NepuepnyecKnX apTepusx, Ana nevyeHns 06CTPYKTUBHBIX MOPaXEHUI B eCTECTBEHHbIX W UC-
KYCCTBEHHO CcO3fiaHHbIX AB (huctynax n/vnm noBTOPHOro pacluiMpeHns 31eMEHTOB 3HAONOMUHANIbHOTO
CTeHT-rpaTa B NOAB3AOLWHbLIX apTepusax. ITO U3LeNne TaKXKe peKOMeHAyeTcsa ANs nocTaunaraymm 6an-
NOHOpacLINPSAeMbIX U caMopacnpaBnAoLWmMXcs CTEHTOB B Nepudepnyecknx cocygax. Katetep He npeg-
Ha3HayeH 4719 NPUMEHEHUA B KOPOHAPHbIX apTepusx.

MpoTuBONOKas3aHNA
He ycTaHOBNEHbI.

MpeaynpexaeHns:

1. Copepxumoe ynakoBku noctaendetca CTEPUNBbHBIM, gna ctepnnnsaummn Mcnonb3oBaH aTune-
Hokcmg (30). AnuporeHHo. 3anpeliaeTcs MUCMoMb30BaTb, €CN CTEPUIbHBLIN Gapbep BCKPbIT UMW MO-
BpexfeH. MOBTOpPHbIE NCNO/b30BaHMe, 06paboTKa U CTepuan3auns 3anpeLeHsl.

2. N3penvne npegHasHayeHo TONbLKO A5 O4HOKPATHOrO NpuMeHeHns. NMoBTOPHOE UCNOb30BaHMe 3TOTr0
MEeLULMHCKOro N3fennsa COnpsaXXeHo C PUCKOM NEPEeKPECTHOro 3apaXeHnsa nauneHToB, NOCKONbKY Me-
OVLMHCKNE M34eNna — B YaCTHOCTU Te, KOTOPble UMEKT AUHHBIA U Y3KUIA MPOCBET, TOUYKU COefUNHe-
HUSA U/MNK 3a30pbl MeXAY KOMMOHEHTamMu, — TPYAHO WU HEBO3MOXHO OYMCTUTL NOC/Ie KOHTaKTa ¢
HUMK BMONOTMYECKMUX XKULKOCTEN WAN TKaHel, NOTEeHUManbHO COAepXalnxX MUPOreHHble BeliecTBa
WM MUKPOOPraHn3mbl, B TEHEHUE HeOMpeLeNeHHOro nepuoaa sBpeMeHn. OctaTk 6M0NOrMYecKoro Ma-
Tepuana MOryT cnoco6CTBOBaThb 3arpA3HEHUI0 U3[eNNA NMUPOTeHHbIMW BELLeCTBAMU WU MUKPOOPTa-
HU3MaMW, KOTOPble MOTYT NPUBECTU K MH(EKLMUOHHBIM OC/IOXKHEHUAM.

3. MoBTOpHasA cTepunnsaymsa 3anpeteHa. rNocne NOBTOPHON CTepMUAM3aALMN HENb3A rapaHTUPOBaTb CTe-
pPUNLHOCTbL U3AeNNs N3-3a HEBO3MOXHOCTU OMpPeAeneHns CTerneHn 3arpasHeHua NMUPOreHHbLIMU BeLle-
CTBaMU WN MUKPOOPraHn3mMamm, YTO MOXET MPUBECTM K UHMPEKLUOHHBLIM OCMOXHEHUAM. OUYUCTKA,
NMOBTOPHble 06paboTKa n/unn cTepunnsaLns JaHHOro MeSULUHCKOTO U34eNIns NoBbIWarT BEPOATHOCTb
ero HeMcnpaBHOCTM M3-3a OTPULLATE/IbHBIX NOCNEACTBUIA, BbI3BAHHbLIX TEPMUYECKON 06paboTKOA n/mnu
MeXaHWYeCKUMU U3MEHEHUAMM ero KOMMNOHEHTOB.

4. [na CHUXEHWA pucKa NOBPeXAEHNA COCY0B AMamMeTp M A/IMHa HaKavyaHHOro 6anioHa LO/KHbI Npu-
6/113MTeNIbHO COOTBETCTBOBATL AMAMETPY U A/SIMHE COCYAa NMPOKCMMalbHee N AUCTaNbHee CTEHO3Mpo-
BaMMOro y4yacTtka.

5. Mpwn BBefeHUN KaTeTepa B COCYLMUCTYHO CUCTEMY pacnosioxeHue 6annoHa LO/MKHO 6biTb MOATBEp-
X[JEHO Noj BbICOKOTOYHbLIM PEHTIFEHOCKOMMUYECKNUM KOHTPOJieM. 3anpeLtaeTca npoABUrate Ui n3sfe-
KaTb KarteTtep, ecnu 6annoH He ChyuieH MOSIHOCTbIO. [py BOSHUKHOBEHWUW COMPOTUB/IEHUSA B XOL4e Ma-
HUNYNALUN HEOOXOAUMO BbISBUTH MPUYUHY COMPOTUBIEHNS, NPEX e YeM NPOA0MKATb NPOLBUXEHME.
11pnnoxennc 4Ype3MepHoOro ycunma K Kates3'cpy MOXET NMPUBECTU K OTPbIBY KOHYMKA, MOBPEXAEeHUI0
WNN NepekpyvYnBaHunIo KaTeTepa, UM K OTAeNeHnto 6annoHa.

6. 3anpellaetcs npe.BbilWaTh pacyeTHoe gasneHue paspoisa (PAP), pekomeH0BaHHOE and usgenua. B
Cnyyae MnpesbllLeHNs pacyeTHOro AaB/ieHns pa3pbiBa BO3MOXEH pa3pblu 6annoHa. YTobbl npegoTtepa-
TUTb HarHeTaHWe CAULWKOM BbICOKOrO faB/ieHUsi, PeKOMeHAYeTCA NPUMEHATb YCTPOMUCTBO KOHTPO/S
LaBneHuns.

7. Mocne npuMeHeHWsa faHHOe M3fenne MOXeT NpefcTaBnAaATb 6MONOrnYecKyo onacHocTb. Obpadai-
Te€Cb C HAM U YTUN3UPYATE €ro B COOTBETCTBUN C NPUHATOM MeAULMHCKONW NPaKTUKON N AeNCTBYHO-
WMMM MECTHBIMW, PETMOHANBHBIMU U (hefilepabHbIMK 3aKOHAMMN U NMOJIOXKEHUAMU.
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Mepbl NpesoCTOPOXHOCTH

1. Mepef ncnonb3oBaHMEM KaTeTep TLLATE/IbHO OCMAaTPMBalOT, YTOObI UCKNOYNUTL MOBPEXAEHUA, BO3-
HUKLIME B XOLe TPaHCNOPTUPOBKMW, N y6e4nTbCA B COOTBETCTBMM pasmepa, (hOpMbl U COCTOAHMUSA KaTe-
Tepa npouegype, 4158 KOTOPOWA OH npefHa3HavaeTcsd. Mpy HaNMYMK ABHbIX MOBPEXEHUI NCMNO/b30Ba-
HWe u3fennsa 3anpeLyeHo.

2. K ncnonb3oBaHuio Katetepa 6annoHHoro gunataymoHHoro Ultraverse® 035 gns YUTA AO/MKHbI 40-
MycKaTbCA TONMbKO Bpayu, UMeL e OnbIT NPOBEeAEHNA YPECKOXHOW TpaHCMIOMUHANBLHOW aHrmonna-
CTUKMU.

3. MUHMMaNbHO JONYCTUMBbIA pa3Mep MHTPOAbIOCEpa MO (DPaHLY3CKON LWKane KainbpoB HaneyaTaH Ha
3TUKeTKe YMakKoBKW. 3anpelaetca npoasuratb katetep gnd UTA depe3 MHTpoabroCcep, pasMmep KOTO-
pPOro MeHblle YKa3aHHOro Ha 3TUKETKe.

4. Ans pa3gysBaHua 6annoHa UCnonb3oBaTbh PEKOMeHLyemMoe BellecTBO (25 % KOHTpacTHOro Belectsa/
75 % CTepuUNbLHOro (PU3MONOrM YecKLl 0 pacTeopa). JokasaHo, YTO NMpu UCNONb30BAHUN KOHTPACTHOTO
BewecTBa/ PM3MON0rMYecKoro pactsopa B nponopuun 25 % / 75 % Bpemsa pasgyBaHus/cnysaHusa 6an-
NOHa CoKpawjaeTca. 3anpeLaeTca NpUMeHATb BO34YX UM UHble ra3o06pa3Hble BelecTsa 415 pa3jyBa-
HUA 6annoHa.

5. Mpy BO3HUKHOBEHUWN COMPOTUBEHUS B MOMEHT MNOCTNPOLLEAYPHOTO U3BNIEYEHUS KaTeTepa Yepes WH-
TpoAblocep/HanpaBnsoLW KA KaTeTep, NoA KOHTPONIEM PEHTFeHOCKOMMUU OnpeAenuTb, He 0CTanocCh N B
6anNoHe KOHTPACTHOE BELLeCTBO. MpM HANMYMKU KOHTPACTHOIO BeLLeCTBa BblABUHYTb 6aNN0H U3 UHTPO-
Abtoccpa/HanpaBnAOLWEro KatetTepa M MOMHOCTbIO YAaNUTb KOHTPACTHOE BELLECTBO Mepef TeM, Kak
NPOAO/IKUTL 13BNEYEHME GannoHa.

6. Ecnu owyuieHne conpoTUB/EHNS B MOMEHT NOCTNPOLIEAYPHOrO yaaneHns KaTeTepa COXpaHseTcs,
PEKOMEHAYeTCS 13BMeUYb GaNNIOHHbIA KaTeTep U MHTPOAbIOCEP/HANpPaBNAOLWNIA KaTeTep eANHbIM KOM-
MEKCOM.

7. B cnyvae nsrnba nnu nepernba CTepXHs KaTeTepa fjanbHelillee UCNONb30BaHWe 6anN0HHOMO Kate-
Tepa 3anpeLyeHo.

8. Mepepn NOBTOPHLIM BBEAEHMEM Yepe3 MHTPOAbHOCEp/HANpaBNAKOLWMIA KaTeTep 6annoH NpoTMparT
HauYMCTO Mapnei U NPOMbIBAKT CTEPUNIbHBIM (PU3NONOTMYECKUM PaCTBOPOM.

9. MNMoBTOpHOE cBOpayMBaHue 6annoHa AoNycKaeTcs, TONbKO ecny G6anioHHbIN KaTteTep NoAAepXuBa-
eTCA NPOBO/OYHBLIM NMPOBOAHUKOM W/ CTUIETOM.

10. Mapkepbl GeoAlign™"" npegHasHayeHbl AN UCNOMNb30BaHUA TO/ILKO B KavyecTBe AOMNONHUTENbHOIO
OPVEHTUPOBOYHOIO MHCTPYMEHTA 414 CONPOBOXAEHNA CTaHAAPTHOW MOCneaoBaTeIbHOCTY NpoLeayp,
BbIMO/IHAEMbIX UHTEPBEHLNOHAINCTOM.

HexenaTenbHble peakunm U BO3MOXXHbIe OC/IOXHEHUS.

OCnoXHeHUs, KOTopble MOTYT 6bITb Bbi3BaHbl MPOBeAeHNEM 6aNNOHHON Annatauumn nepudepuyecKnx
COCY[,0B:

* JONONHUTENbHOE BMELaTeNbCTBO;

* a/lepruyeckas peakumsa Ha neKapCcTBeHHbIe npenapartbl UM KOHTPaCTHOe BELLECTBO;
* aHEBPM3Ma WX NTI0XKHAaa aHEBPU3Ma,

* apUTMUS;

e amMbonm3ayuns;

* remMaToma;

* KPOBOTEYeHUE, BK/IHOYAA KPOBOTEYEHNE B MECTE MPOKONa,;

* TUMOTEH3NA/TUNEPTEH3NS;

* BOCNaseHue;

* OKKN03US;

* 60/1b U1 60NIE3HEHHOCTD;

* MHEBMOTOPAKC UM TeMOTOpPaKC;

* CENncuc/MHMeKuns;

* LWOK;
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* KPaTKOCPOYHOE HapyLlUueHne reMoANHaMUKMW;
* UHCYNbT;
* TPOM603;
* paccnoeHue, nepdopayms, paspbiB UK cnasm cocyaa

MoarotoBka KateTepa 6aMOHHONO AUNATALMOHHOTO

MpumeyaHue. B pamkax NOArOTOBKM K UCMONb30BAHMIO M3BMIEYL CTUMET Nepes yAaneHneM 3anTHOro
yexna.

1 M3Bneyb 6annoHHbIN KaTeTep 13 ynakoBku. [poBepnTb COOTBETCTBME pa3mepa 6annoHa npouegype
M COOTBETCTBME BbIOPAHHOIO AOMOMHUTENLHOIO 060pyA0BaHMS Tpe6bOBaHMAM, YKa3aHHbIM 415 KaTe-
Tepa.

2. Y januTb CTUNET M 3alUTHbIN Yexon. 114 3Toro Heo6Xo4MMO yepXXnBaTb 6anOHHbIA KaTeTep Npok-
cumanbHee 6annoHa, a ApYroi pykoin akKypaTHO B3ATbCHA 3a MaHAPeH W 3aLWUTHbIA YEXON U CHATb C
6annoHHOro KateTepa B AUCTaNlbHOM HamnpaB/eHUN.

3. Mepen nNpuMeHeHWem 0653aTeNbHO CTPaBUTb BO3AYX M3 6anioHHOro kKatetepa. [as 3Toro ¢ nomo-
WblO WNPpMLA UK YCTPOWCTBA NS pa3fyBaHns 06beMoM He MeHee 10 Mn 3anoNHUTL 6anOH COOTBET-
CTBYIOLLMM BELLECTBOM AN1A pa3fyBaHUs 6annoHa npuban3nTesbHO HanonoBUHY (25 % KOHTPacTHOrO
BewecTtBa / 75 % CTepUNbHOro PU3MONOrMYECKOro pacTBopa). 3anpeL,aeTcs NPUMEHATb BO3LYX WK
razoobpasHble BellecTBa ANs pasgyBaHuna 6annoHa.

4. MofACoeANHUTD 3aMOPHbIA KNanaH K rHe3fioBoMy KOHHeKTopy J1to3pa ana pasfysaHus 6annoHa, pac-
MOM0XEeHHOMY Ha AunaTalunoHHOM KaTeTepe.

5. MopfcoefMHUTL WNPKUL, K 3aN0PHOMY KnanaHy.

6. [Jepxa wnpuy, BbINYCKHbIM OTBEPCTUEM BHMW3, OTKPbITb 3aMOpHbI/i KnanaH v oTKauyuBaTb BO3LYX B
TeyeHne Npnban3nTensHo 15 cekyHpg. OTNYCTUTHL NOPLUEHD.

7. MoBTopuTb 3Tan Ne 6 ele ABa pasa UM [0 NCYE3HOBEHWA MY3bipeil NpM oTKa4yMBaHUM BO3gyxa (Npu-
3HaK OTpuLaTeNbHOro pAaBneHus). [lo 3aBeplieHMM MOAHOCTHLIO yAanuTb BO34YyX M3 Kophyca
wnpuual/ycTpoicTea Ans pasfyBaHus.

8. MoaroToBUTL NPOCBET AN NPOBOAHUKA KaTeTepa, NPUCOeAMHMB WNPUL, K KOHHEKTOPY NpocBeTa ANs
MPOBOLHMKA U MPOMbIB CTEPUbHBLIM ()U3NONOTNYECKMM PACTBOPOM.

Mpu.meHenne KaTeTepa 6annoHHOrO AnnataumoHHoro Ultraverse® 035 ans UTA

1. HageTb AMcTanbHbIA KOHUYMK KaTeTepa 6annoHHoOro gnnataymoHHoro Ultraverse® 035 gnst UTA Ha
npefBapuTeNbHO BBEAEHHbIN NMPOBOJIOYHbIN MPOBOAHUK U MPOABMHYTb KOHUYMK 6annoHa K MecTy BBe-
LeHns.

2. MpoaBMHYTbL KaTeTep Yyepe3 UHTPOAbIOCEP/HaNPaBAAOULLIA KaTeTep U N0 NPOBOAHUKY K MeCTy pas-
AyBaHua. Tpy HEBO3MOXXHOCTU NPOWTU CTEHO3MPOBAHHbIN Y4acTOK HEOO6XOAWMbIM AuaTauMOHHbIM
KaTeTepoMm CHavana npeaBapuTeNbHO pacliMpUTb NOPAXKEHHbIW y4acTOK C NMOMOLLbIO KaTeTepa MeHb-
Wwero guametpa, 4tobbl 06/1erynTh NPOABMIKEHNE AU1aTaLMOHHOIO KaTeTepa 60/1ee NOAXOAALLEro pas-
mepa.

MpumeyaHue. Mpu NCNonb30BaHUN MPOBOIOYHONO NMPOBOAHUKA C TUAPOPUIbHBIM NMOKPLITUEM MOCTO-
AHHO YBNAXHATb €ro CTEPUJIbHBIM (PU3N0NOTMUYECKUM PACTBOPOM.

3. Pacnonoxutb 6an/0H 0KOI0 NOPaXEHHOr0 y4acTka, rae nnaHupyeTca gunartauus, yoeanTbes, 4to
NMPOBOJIOYHbIN NPOBOAHUK HE CMECTU/CA, U pa3ayTb 6an110H 40 AOCTMXKEHUA HEOO6XOAMMOTO AaBNEHNUS.
4. Y106bl NONHOCTLIO YAANUTb XXUAKOCTb M3 6annoHa, He06X04MMO CO34aTb OTpuLaTelbHOe [aB/ieHNe.
Mof KOHTPONEM PeHTreHocKonuu ybeanTbCs, YTO 6anNOH MOMIHOCTHIO CNYLWEH U B HEM HE OCTanoCb
KOHTPacTHOr0 BeLLeCTBa.

5. Mopgep>xxusas oTpuuaTenbHOE [LaBNeHWE W He MeHAd MOJIOXKeHWA MPOBOMOYHOr0 MPOBOAHMKA,
B3ATbCA 3a Ga//IOHHbIV KaTeTep OKOM0 UHTPOAbOCEepa/HanpaBnAoWero Katetepa u n3Bnedb CnyLeH-
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Hbll KaTeTep 6anNOHHbLIA AWNaTauMOHHbLIA MO MPOBONOYHOMY NPOBOAHUKY Yepe3 WHTPOAb-
tocep/HanpaBnAoLWNIA KaTeTep. s obneryeHns yaaneHns Katetepa vyepes MHTPOLblOCep/HanpaBsato-
WM KaTeTep PeKOMeHAyeTCa CNnerka Bpawatb KaTeTep npoTUB YaCOBOW CTPENKM.

Mpu HEo6X0oAMMOCTK: YTOObLI 06ecneYnTb HEMOABMXKHOCTL UHTPOAbIOCEPA/HANPABAIOLLLEr0 KaTeTepa
BO BpPems NpoLeaypbl, MCN0Nb30BaTh YCTPOMWCTBO 418 CTabunnsaumm katetepa, 4Tobbl 3ahMKCMpoBaTh
WHTPOAbIOCCP/HANPaBNAIOLLNIA KaTeTep B MeCTe 4OCTyna.

Mpu Heobxo4MMOCTM: MCNONb30BaTb Mapkepbl GeoAlign™” B KauyecTBe OPUEHTUPOBOYHOIO UHCTPY-
MeHTa, YTo6bl N3MEePUTb, Kak faneko 6bln NPOABUHYT AUNaTalLMOHHbIN KaTeTep ans UTA.

Puc. 2
Introducer - nHTpoAbloCEp
Shaft inserted 49 cm - cTepXXeHb BBeAeH Ha 49 cm

lMoBTOpHOE BBeAeHMe 6anfioHa
MpepocTepexeHune. B cnyyae n3rnba nnm nepernba CTepxxHA fanbHeiilwee NCNosb30BaHWe 6aN10HHOIO0
KaTteTepa 3anpeLyeHo.
MpepocTepexeHue, Meped NOBTOPHLIM BBEAEHMEM Yepe3 MHTPOAbIOCEp/HaNpaBAOLWMIA KaTeTep 6an-
NIOH NPOTepeTb HAYMCTO Map/ield, NPOMbITb CTEPU/IbHBIM (DM3MONOTMYECKMM PacTBOPOM W aKKypaTHO
NMOBTOPHO CBEPHYTb. [TOBTOPHOE CBOpaynBaHue 6annoHa AoNyCcKaeTcs, TONbKO ecnn 6annoHHbIN KaTe-
Tep NoffepXnBaeTcs NPOBOSIOYHBLIM MPOBOAHUKOM WN CTUNETOM.
1. HageTb 6annoHHbIl KaTeTep Ha NPOBO/IOYHbIA NPOBOAHMK.
2. MpoaBUHYTbL 6aNNOHHbLIV KaTeTep No NpeABapuTeNbHO BBEAEHHOMY NPOBOSIOYHOMY NPOBOAHUKY K
MecTy BBEAEHUA U Yyepe3 UHTPoAblocep/HanpaBnstowWwmii Katetep. MNpyv BOSHUKHOBEHUN CONPOTUBIE-
HUS 3aMEHWUTb MCNOMb30BaHHbI 6aNNOHHbIA KaTeTep HOBbIM 6an/IOHHbIM KaTeTepoM.
3. MpogomknTb Npoueaypy, cnefys ykasaHuUaM B MyHKTE O MPUMEHEHUN KaTeTepa 6an/0HHOrO Anna-
TaumoHHoro Ultraverse® 035 gna UTA.

[ ononHNTeNbHOE NCNOb30BaHMe 6ansioHa C NPpUMEHEHNEM KaTeTepa 6an1OHHOIO AuiaTaLuoH-
Horo Ultraverse® 035 gnsa UTA ¢ mapkepamu GeoAlign™"*
Mpu ncnonb3oBaHMK KateTepa 6annoHHOro gunataymoHHoro Ultraverse® 035 gns YUTA gns 4ononHu-
Te/IbHOT0 TepaneBTUYECKOr0 BO3AENCTBUS:
1. HagfeTb HOBbI 6aN/IOHHbIN KaTeTep Ha MPOBOIOYHbIA NPOBOAHMK.
2. MpoaBUHYTHL 6aNNOHHbLIV KaTeTep NO NpeABapuTeNbHO BBEAEHHOMY NPOBOIOYHOMY NPOBOAHUKY K
MecTy BBELEHWA W Yyepe3 UHTpoLbtocep. ECnv BO3HWKAET CONPOTUBIEHUE, 3aMEHUTb paHee UCMOoJib-
30BaHHbI 6ANNOHHbI KaTeTep HOBbIM 6a/iNOHOM.
3. UTo6bl 06ecneynTb reorpamyeckoe BbipaBHMBaHWE C KaTeTepoM AunaTaunmoHHbIM ang YTA, uc-
NONb30BaBLLIMMCS ANa Npeannataunmn, NnpoaBuraTb KatetTep Yepes MHTPOAbIOCEp/HaNPaBNSAOLWNIA Ka-
TeTep 40 Tex nop, noka mapkepbl GeoAlign™ He 3aliMyT TO XK€ NOMIOXEHNEe B KOHHEKTOPe UHTPOb-
tocepa/HanpaBnAloOLLErO KaTeTepa, KOTOPOe 3aHMMann MapKepbl NepBoHavasbHO UCMO/b30BaBLUErocs
Katetepa gunataumoHHoro ana YTA. (Cwm. pucyHku 3 n 3a).
4. TIpofoMmKUTL Npoueaypy, cnefya ykasaHusM B MyHKTe O NMPUMEHeHUN KaTeTepa 6af/ioHHOro guna-
TaumoHHoro Ultraverse® 035 agns UTA.
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Puc.3

Previous balloon - npeablgywunii 6annoH

Introducer - nHTpoabtocep

New balloon: same size - HOBbIIi 6afNOH: TOT Xe pa3mep

Puc. 3a (YBennYeHHOE 1306paxeHne CTEPXKHSA KaTeTepa M MHTpoAblocepa ¢ puc.3)

MpegynpexzaeHune. Mocne NPUMEHEHUN AaHHOE U3[eNne MOXET NpeAcTaBNsTb 6MONOrMYECKYH0 onac-
HOCTb. Heo6Xx0AMMO 06paLyaThCs C HUM U YTUAIN3NPOBATb B COOTBETCTBUMW C MPUHATON MeAULUHCKAMU
MeTOAMKAMMN W AEWCTBYIOLMMU MECTHbIMU, PEFVOHANbHBIMU W TOCYAAPCTBEHHbIMU 3aKOHAMMW U HOp-
MaTunBamu.

Mopagok ytununsayun

Mocne NpMMeHEHWs JaHHOE U3[eNnne MOXET NPeacTaBNATbL 6GUONOrNYECKY0 OMacHoCTb. Heobxoanumo
obpallaTbCq C HUM 1 YTUIN3MPOBATb B COOTBETCTBUM C NPUHATON MEAULUHCKUMU METOAMKaMWN U Leil-
CTBYIOLMMM MECTHLIMU, PEFMOHANIbHBIMW U TOCYapCTBEHHbLIMW 3aKOHaMW 1 HOpMaTuBaMu. MeaunLmH-
CKue n3genusa B Poccuiickoin degepaumm noanexar yTuamsauny B COOTBeTCTBUU ¢ CaHUTapHbIMK npa-
Bunamum n Hopmamu (CaHlNwunH) 2.1.7.2790-10 "CaHuTapHO-anuaemMumonornyeckne tpebosaHus K 06-
paweHnto ¢ MegULUHCKUMM oTXohamu» (OTXOAbI Knacca b).
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MapaHTUA

KomnaHusa Bard Peripheral Vascular B Ted4eHne 04HOI0 roga co AHA nepBoOHa4vasbHON NOKYMKW rapaH-
TUPYeT NepBOMY MOKYMaTento 4aHHOTO U3eNnsa OTCYTCTBUE B JAHHOM U3jennn fedeKToB MaTepnanos
¥ NPOM3BOACTBEHHOIO 6paka. OTBETCTBEHHOCTb MO AAaHHON OrpaHWYeHHON rapaHTUmM Ha u3fenue orpa-
HUYMBAETCA PEMOHTOM WU 3aMEHON HEUCNPABHOr0 U3Jenns UK BO3MELLEHWEM €ro MosHoW CTOUMO-
CTW Mo ycMoTpeHuto komnaHum Bard Peripheral Vascular. laHHas orpaHMYeHHas rapaHTUs He NoKpbl-
BaeT HOPMasbHbI N3HOC, & TaKXXe HeUCNpPaBHOCTH, NMPOUCTEKAOLME N3 UCMONb30BaHNA U3LENNA HE MO
Ha3HaYeHMHo.

B OBBEME, MPEAYCMOTPEHHOM AENCTBYIOUWNM 3AKOHOOATENLCTBOM, IAHHAA
OrPAHMYEHHAA TAPAHTNA HA N3AENTVNE NCKNKOYAET BCE OCTAJIbHbIE TAPAHTUN,
ABHbIE W MOAPA3YMEBAEMBIE, B HACTHOCTW NOBbIE MOAPA3YMEBAEMBIE ITA-
PAHTUM KOMMEPYECKOW MPUrOAHOCTU WAW COOTBETCTBWUA OMPEAENEHHOW
UENN. HW MPUN KAKUX YCNOBUNAX KOMMAHUA BARD PERIPHERAL VASCULAR HE
HECET OTBETCTBEHHOCTb 3A JIKOBbIE MPAMbBIE, CNIYUYAMHBIE NV KOCBEHHBIE
YBbbITKW, MPONCTEKAKOWWE M3 OBPAWLEHNA C AAHHBIM U3AENVEM WNIW EFO WC-
MO/Ib3OBAHUWA.

B HeKoTOpbIX CTpaHax He LeiCTBYeT UCKIOYEHME NOLPa3yMeBaeMblX rapaHTui, cydYanHblX AN KOC-
BEHHbIX YObITKOB. COrflacHO 3aKOHaMm Takux CTpaH, MNosb30BaTeN0 MOTYT ObITb NpeAoCTaB/eHbl 40MNO-
HUTeNbHbIE CPeACTBa NPABOBON 3aLLUTHI.

K cBefeHUIO Nonb30BaTens Ha nocnefHel cTpaHuLe 6poLtopbl yKasaHbl gata Bblycka Uan pegakumm
1 HOMep pefakunmn faHHbIX UHCTPYKLNA.

Ecnn ¢ ykasaHHOI faTbl O MTPUMEHEHNS U3fenusa npowwno 36 Mecaues, TO HEO6X04MMO 06paTUTLCA B
KomnaHuto Bard Peripheral Vascular gns npoBepku Hannuus AONONHUTENbHON MHpOpMaumn ob nsge-
nu.

Mpoun3soaunTens:

MpounssoanTens:

«bapg Mepudgepan Backbtonap, NHK.», CLUA (Bard Peripheral Vascular, Inc.)
1625 West 3rd Street, Tempe, AZ, 85281 USA

YNONHOMOYEHHbI NpeacTaBuTeNb

[ns nonyyeHnsa LONONHUTENbHOW MHGopMaLum 06 NCNONb30BaHWUM 3TOT0 MeAULMHCKOTO nU3genms 06-
pawanTecb K yno/IHOMOYEHHOMY NpeAcTaBUTeNt0 npoussoguTtens. O6LwecTBy C OrpaHUYeHHOW OTBeT-
CTBEHHOCTbIO «bappg Pyc», no agpecy: OO0 «bappg Pyc», 127566, Poccuiickas ®eaepaums, r. Mockaa,
yn. FopbyHoBa, 4. 2, cTp. 3, aT. 5, nom. Il, kom. 1, ohuc A-500.1 kab. 5., +7 495 775 85 82.

OCHOBHbIe TEXHUYECKME N P"HKLMNOHANbHbIE XapaKTepuCcTuKu
[na katetepos ¢ 6anoHOM pasmepoM 3x10 - 8x80mm: 5.3F (1,69-1,79 mMm)

HapyXHbiii ANamMeTp CTePKHA  nng kateTepos ¢ 6a1oHOM pasmepom 8x80 - 12x100mm: 5.8F (1,87-2,01

MM)
JnnHa KoHYMKa 45+ 15 mMm
Yron KoHyca 20° B 06€ CTOPOHBbI, MaKCUMasbHbIi yron 40°
Pa3melleHre nosocok mMapkepa 0,5-7,5 mm
[nnHa nonockl Mapkepa 1,40- 1,65 mMm
JunameTtp nonockl Mapkepa 1,384-1,410 mm

LLIkana maokeooB GeoAlicn™”

Mapkepbl GeoAligir™ HaHOCATCA Ha CTEPXEHb KaTeTepa C UCMOo/b30BaHWEM KuLLe A1s TamroneyaTu.
MepBbIi MapKep HAaHOCUTCA Ha paccTosHMKM 20 cM (/15 6annoHoB gnvHoi 10-150 mm) unm 40 cm (gns 6anno-
HOB fAnMHoli 200-300 MM), LOMYCTUMOE OTK/IOHEHWE +2.5MM.

Ons 6annoHa gnnHol 10-150 mm 01200+2,5 MM 0 paboyeli 4/inHbl KateTepa MUHYC 50+ 2,5 MM
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6annoHa AnnHoit 200-300 ot 400+2,5 MM [0 paboyeli AUHbI KaTeTepa MUHYC 50+ 2,5 MM

MM
LLInpuHa nonocok mapkepa Geo- 0,05Mm
Align™ Ivm
3MM
PaccTosHMe Mexxay nonockamn 100+ ] MM mexzay nonockamm wmpuHoi 0,05mMm
mapkepa GeoAlign™ 50+ 1 MM mexay nonockamu wunpuHoin 0,05MM 1 3vMm
10£1MM MeXay NonocKammy LUMPUHOW 1MM
Pabouasn g/iMHa KateTepa 75cM +3CM
130cm +3cm
Macca
Bo BTOPUYHOW ynakoBKe 189-191T
B nepBMYHOI ynakoBke 40-421
N3penne 6-8r1
BHew-  Howmu- Pabouas gnnHa 6annoHa (Mm)
HWiA Ana- HanbHOC 20 40 60 80 100 120 150 200 250 300
METp  AABNEHNE, 420 +2.0 +3.0 +4.0 +5,0 +6.0 +8.0 +10,0 +13,0 +15.0
6annoHa arms
A «nA
0.4mm)
LnHa 30 80 LU 57532 U357534 U357536 U357538 U3575310 U3575312 U3575315 13575320  LUS75325 LUS75330
CTEPXHS (810.4)
75eM 40 80 U357542 U3S7544 U357546 U357548 U3575410 U3575412 U3S75415 LU575420  LL575425 U3575430
{+3em/ (810,4)
-lem) 5.0 80 U357552 U357554 U357S56 U357558 U3575510 U3575512 U357S5IS  U3575520  U3575525 U3575530
(810.4)
6,0 80 U357562 U357564 U3S7566 U357568 U3575610 U3575612 LLI575615 U3575620  LLI575625 L13575630
(810.4)
7.0 80 U357572 U357574 U357576 U357578 U3575710 U3575712 U3575715 U3575720  U3575725
(810,4)
S0 60 U357582 U3S7S84 U357586 U357S88 U3575810 U3575812 U3575815 U3575820
(607.8)
9.0 6.0 U357592 U3S7594 U357596 U3S7S98 U3575910
(607,8)
00 6.0  U3575102 U3575104 U3575106 U3575108 U35751010
(607.8)
12,0 6.0  U3575122 U3575124 U3575126 U3575128 U35751210
(607,8)
Homu- Pa6ouyas gnvHa 6annoHa (Mm)
Ha/lbHoe 20 40 60 80 too 120 ISO 200 250 300
+2.0 +2.0 +3.0 A0 +5.0 +6,0 +8.0 +10,0 +13,0 +15.0
METp at™m
GannoHa (KMA)
(*
0,4Mm)
[nvna 30 80 U3513032 U3513034 U35I3036 U3513038 35130310 U35130312 U35130315 U35130320 U35130325 U35130330
TEPXKHA (810.4)
130cm
(+3cm/ 4.0 80 U3513042 U3S13044 U3513046 13513048  U3SI30410 U3SI30412 U35130415 LU 5130420 U35130425 U35130430
-1cm) (810.4)
50 80 U3513052 U35I3054 U3S13056 U3SI30S8  U3St30510 U3S130512 U3SI3051S U35130520 U35130525 135130530

(810,4)
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60

7.0

8.0

9.0

10.0

12.0

BannoHbl gnametpom 3-8mm; Paboyas gnnHa 6annoHa 10-80mMm

[JasneHue,
atm
(kMA)
8(810,4)
9(911,7)
10(1013)
11(1114,3)
12(1215,6)
13(1316,9)
14(1418,2)
15(1519,5)
16(1620,8)
17(1722,1)
18(1823,4)
19(1924,7)
20(2026)
21(2127,3)

80
(810.4)

8.0
(810.4)

60
(607,8)

6.0
(607.8)

6.0
(607.8)

6.0
(607.8)

U3513062

U3513072

U3513082

U3513092

U35130102

U35130122

3,00
Ivml
3,00
3,02
3,04
3,06
3,08
3,10
3,12
3,14
3,17
3,19
321
3,23
3.25

307

bannoHbl agnametpom

JaBneHue,
atm
(KMA)
8(810,4)
9(911,7)
10(1013)
11(1114,3)
12(1215,6)
13(1316,9)
14(1418,2)
15(1519,5)
16(1620,8)
17(1722,1)
18(1823,4)
19(1924,7)

(Mm):

[JaB«1eHue,

atMm

3,00
Wy
3,00
3.02
3,04
3,06
3,08
3,10
3,12
3,14
3,17
3,19
321
3,23

U3513064

U3513074

U3S13084

U3SI13094

U35130104

U35130124

U3513066 U3513068

U3SI3076  U3513078

L13513086  L13SI3088

U3S13096 U3513098

U35130106 U35130108

U3S130126 U35130128

U35130610

LLI5130710

U3S130810

115130910

U3SI1301Q10

U3S1301210

BHewHwii gnameTp 6annoHa

4,00
(Mm!
4,00
4,04
4,07
411
4.15
4,18
4,22
4,26
4,29
4,33
4,37
4,40
4,44

5,00
[Mm1
5,00
5,06
512
5,17
5,23
5,28
533
5.38
5.42
5,47

6,00
(Mm1
6,00
6,07
6,13
6,20
6,27
6,33
6,40
6,47

BHewHWii guameTp 6annoHa

4,00
(Mm1
4,00
4,04
4,07
4,11
4,15
4,18
4,22
4,26
4,29
433
4.37
4,40

OnameTp 6annoHa: 8mMm

10-80

8,00

5,00 6,00
|Mm1 [MMm|
5,00 6,00
5,06 6,07
5,12 6,13
5.17 6,20
5,23 6,27
5,28 6,33
5.33 6,40
5.38

5,42

100-200 250-300

BHewHwni gnameTp
8,00
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8,00

15130612 U3SI30615 U35i30620 U3S13062S LLI5130630
U35130712 1115130715 U35130720 U35130725

U3S130812 U3S130815 U3S130820

7,00
Imm1
7,00
7,10
7.19
1,27
7,34
7,39
7,44

7,00
Imml
7,00
7,10
7,19
a7



(KMA) [MMm| |[MM1 (Mm1

6(607,8) 8,00 8,00 8,00
7(709,1) 8,15 8,14 8,14
8(810,4) 8,30 8,27 8,27
9(911,7) 8,45 8,39 8,39
10(1013) 8,60 8,51 8,51
11(1114,3) 8,62 8,62
12(1215,6) 8,73 8,73
13(1316,9) 8,83

BannoHbl gnametpom 9-12mMm
AnnHa 10-40MM

[aBneHue, BHewHwi gnameTp 6annoHa
aT™M 9,00 10,00 12,00
(KMA) vl IMMm| [MM]
6(607,8) 9,00 10,00 12,00
7(709,1) 9,15 10,15 12,17
8(810,4) 9,30 10,30 12,34
9(911,7) 9,42 10,43 12,51
10(1013) 9,53 10,54 12,68
11(1114,3) 9.63 10,65 12,84

12(1215,6) 9,72

BannoHbl guameTpom 9-12mMm
AnvnHa 60-FOOMM

JasneHne, BHewHwnii guameTp 6annoHa
atT™m 9,00 10,00 12,00
(kMA) [Mm] [MMm] [Mm]
6(607,8) 9,00 10,00 12,00
7(709,1) 9,15 10,15 12,17
8(810,4) 9,30 10,30 12,34
9(911.7) 9,42 10,43 12,51
10(1013) 9,53 10,54
11(1114,3) 9,63

MpUHagNeXHOCTU, MeULUHCKNE U3LENNA U U3LeNNd, He ABNAKOWUECA MeAULUHCKUMU, HO
npefycMOTPeHHbIe 418 UCNO0/b30BAHUA B KOMOUHALMUY C 3aAB/IEHHBIM MEAULUHCKUM U3Jennem
- KOHTpacTHOoe BELEeCTBO;

- CTepuibHbINA U3pacTBop;

- LU npwuu ¢ HakoHevyHUKoMm JTroapa/wnpuuy-maHomeTp (10 ma nnm 6onee);

- Moaxopawmin nutpogbtocep (5F, 6F, 7F * yKa3aHO Ha 3TUKeTKe) 1 Habop pacliupuTenei;

- 0,035-a011MOBbIi NPOBOMNOYHbIV NPOBOAHMUK.

- Heob6s3aTenbHoe o6opypoBaHue: CtabunmsaTop katetepa

NekapcTBeHHble BelLecTBa

KaTteTep 6annoHHbIi gunataunoHHbii Ultraverse® 035 ansi YpecKOXXHO-TPaHCAKOMUHANbHOW aHTrno-
NMNaCTUKN HE COAEPXUT NeKapCTBEHHbIX BELLECTB.

MepeyeHb MaTepnanoB XUBOTHOIO U(MIN) YENOBEYECKOTO MPOUCXOXAEHUS

KaTteTep 6anfoHHbIA gmnataunoHHbid Ultraverse® 035 gns YpecKOXXHO-TPaHCAKOMUHANbLHOW aHrno-
NNacTUKN He COAEPXUT MaTepunanos, MONYUYEHHbIX U3 TKaHEl XUBOTHbIX WUW Ye0BEKa.

TpeboBaHMSA K TEXHUYECKOMY 06CNYXWBAHUIO H PEMOHTY MeAULUHCKOIO n3genuns
HenpumeHnmo
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Ycnosua npuMeHeHuns
MegunumnHcKme ycTpoincTea, npegHasHavyeHHble 415 YCTaHOBKU BHYTPU Tena, UCNOMb3YTCA Npu Tem-
nepartype ot 32 °C no 42 °C.

YCcnoBus NpuMeHeHns ApYrux yCTpPoOncTB
TemnepaTypHbIil fuana3oH oT 10 go 35 °C
[dvana3oH OTHOCUTENbHOWN BNaXXHOCTU N0 80 % 6e3 KoHAeHcauum (npu 25 ®C)

Y CNOBMA XpPaHEHMA U TPaHCNOPTUPOBaHUSA

Ob6palweHune 1 xpaneHune

XpaHUTb B NPOXNafHOM, CyXOM, TEMHOM MecTe. XpaHUTb BAANAW OT UCTOYHWUKOB MU3NYUYEHUSA UAN YIib-
TpanoneToBOro ceeTa.

Pa3meLyaTtb 3anacbl B MOpsigKe 04epefHOCTM, UTOObI KaTeTepbl U ApYyrne N3Lenns ¢ orpaHUYeHHbIM CPOo-
KOM FOAHOCTMN UCMONb30BA/IUCh 40 €r0 UCTEYEHUS.

He ncnonb3oBaTb, €CAM YNaKOBKa MOBPEXAeHa NN BCKPbITA.

Ycnosus xpaneHusa; Temnepatypa: 10 - 30 rpagycoB C; He fonycKaTb BO34eACTBUA BOAbI, NPAMbIX
COJIHEYHbIX NIyYei, IKCTpeManbHOW TemnepaTypbl UAN BbICOKOW BNXXHOCTU MPU XPaHEHWUMN.

Y cnoBus TpaHCNOPTUPOBaHMKA

TemnepaTypHbIn AnanasoH ot 0 go +30
[nana3oH OTHOCUTENbHOM BNaXHOCTK A0 100% (npm 25 °C)

Cnncok MexkayHapoaHbIX HO >MaTHBHbIX JOKYMEHTOB/CTaH4apTOB
Homep cTaHpapTa Ha3BaHue
ASTMF!980:2007 Standard Guide for Accelerated Aging of Sterile Barrier Systems for Med-
ical Devices (CTtaHZapTHOe PYKOBOACTBO MO YCKOPEHHOMY CTapeHuto CTe-
PUNbHLIX 6apbePHbIX CUCTEM 419 MEAULIMHCKUX U3LENNIA)

EN 1041:2008 Information supplied by the manufacturer of medical devices
(MHopmaums, npefocTaBnsemMas NPOU3BOANTENEM MELULMHCKUX Un3[e-
NNIA)

ISO 15223-1:2012 Medical devices - Symbols to be used with medical devices labels,

labeling and information to be supplied - Part!: general requirements. (Me-
AVLUHCKUe n3genus. CUMBOIbI, NMPUMEHSiEMble NPU MapK1poBaHUW Ha Me-
OVLUHCKNX U3AENUAX, 3TUKETKaxX MU B CONPOBOANTENbHOW LOKYMEHTALMMN.
Yactb 1 O6Lime TpeboBaHus.)

EN 20594-1:1994 Conical fittings with a 6% (luer) taper for syringes, needles and certain
other medical equipment-Part 1. General requirements (1SO 594-1:1986).
(HakoHeYHUKN KOHWYeCKMe C KOHYCHOCTbIO 6 % [Tuna J1ioap] ans wnpu-
LIeB, UI1 U ApYroro MeguumMHCKoro obopygosaHus. Yacte 1. O6uyme Tpe-
6oBaHus) (1SO 594-1:1986)

EN 1707:1997 Conical fittings with a 6% (luer) taper for syringes, needles and certain
other medical equipment - Lock fittings (1SO 594-2). (HakOHEYHMKMN KO-
HMYECKUNEe C KOHYCHOCTbIO 6 % [Tvna J1toap] 415 Wnpuues, U v pyroro
MeAMLMHCKOro 060pyoBaHNA — 3aMKOBble coefinHeHus) (1ISO 594-2).

EN 1SO 10555, Part 1:2013 Sterile, single-use intravascular catheters: General Requirements.
(Karetepbl BHYTPUCOCYAWCTbIE CTEPW/IbHBIE OAHOKPATHOTO MPUMEHEHUS.
YacTb 1. O6Lwme TexHnyeckre TpeboBaHms)

ISO 10555, Part 4:2013 Sterile, single-use intravascular catheters: Balloon dilatation catheters. (Ka-
TeTepbl BHYTPUCOCYAUCTbIE CTEpPW/bHble OAHOKPATHOIO MPUMEHEHNS.
YacTb 4. KateTepbl 419 6a1710HHOr0 pacLupeHns)

EN ISO 10993-1:2009 /Cor.  Biological evaluation of medical devices. (MeanuuHckne nsgenus. OueHka

1: 2010 npUMeHKMble YacTh.  BGMOMOrMYECKOro AeCTBUA MeAULUHCKUX W3LENNiA).
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EN 130 10993-7:2008

ISO 11135-1:2014, Medical Devices - Validation and Routine Control of Ethylene Oxide
EN ISO 11135-2: 2008, Sterilization and Sterilization of Medical Devices - Ethylene oxide. (Cte-
n EN 550:1994 pun3aumsa MeguLMHCKON NpoayKuun. STueHokens. TpeboBaHNA K pas-

paboTke, BAIMAALUM Y TEKYLLEMY YNPaB/IEHWIO MPOLLECCOM CTepUIn3aLmm
MESULMHCKNX N3LCIN).

EN ISO 13485:2003 Medical devices — Quality management systems — Requirements for reg-
ulatory purposes. (U3genua meguumHckue. CUCTeMbl MeHeKMelrra Kave-
cTBa. TpeboBaHua 4nis Lenein perynuposalLLs).

EN ISO 11607-1: 2009 & - Packaging for Terminally Sterilized Medical Devices. Part 1. Requirements

2:2006 npumeHumble yacTn  for Materials, Sterile Barrier Systems and Packaging Systems.

Part 2: Validation Requirements for Forming, Sealing and Assembly
Processes. (YnakoBka MeAULMHCKUX M3AeNWiA, noanexaiimx UHULIHOM
crepunmsaumm. Yactb 1. TpeboBaHuA K maTepuanam, 6apbepHbIM CUCTe-
MaMm 419 CTepUIM3aumnn 1 yrnakoBoyHbIM cucTemam. YacTe 2. TpeboBaHUS
K BaMaumn npoLeccos hopMmMpoBaHus, repmMeTUsBAUN 1 CO0PKK).

EN ISO 14971:2012 Medical devices — Application of risk management to medical devices.
(N3pennsa mMeamuMHCKMe. TMpYMeHeHVe MeHeKMeHTa pUcKa K MefuLWH-
CKUM W3JEeNNAM).

EN 1SO 11737-1:2006 Sterilization of medical devices - Microbiological methods - Part 1
Determination of a population of microorganisms on products. (Ctepunu-
3auua MeaMUUHCKNX mn3aenunii. Mukpobuonormnyeckne metogbl. Yacts 1
OueHKa nonynsumMm MAKPOOPraHW3MOB Ha NPoAYKLUK).

EN 556-1:2001 Sterilization of medical devices - Requirements for medical devices to
be designated “STERILE” - Part 1: Requirements for terminally
sterilized medical devices. (Ctepunmsaumns MeguLMHCKUX nsgenuii. Tpe6o-
BaHWA K meguunHckumM mnsgenuam kateropun «CTEPU/IbHbBIE». YacTs |.
Tpeb6oBaHWs K MEAULMHCKUM U3AENVAM, NOANeXalM (UHULLIHOW CTepu-

nnsaunn)
ASTM D999 Standard Test Methods for Vibration Testing of Shipping Containers
(CtaHfapTHble MeTOAbl BUOPALMOHHBIX UCMbITaHUIA TPAHCMOPTHO Tapbl)
ASTM D4332 Standard Practice for Conditioning of Containers, Packages or Packaging

Components for Testing. (CTaHgapTHas npakTuka Ans KOHAWULMOHMPOBa-
HUA KOHTENHEepOB, YNaKOBKWN UM YNaKOBOYHbIX KOMMNOHEHTOB /19 UCMbI-
TaHwWi).

ASTM D4728 Standard Test Method for Random Vibration Testing of Shipping Contain-
ers. (CTaHAapTHbIVi METOZ, UCMbITaHWI 41 BbIGOPOYHOIO BUGPALMOHHOIO
TeCTMPOBaHWNA TPAHCMNOPTHO Tapbl).

ASTM D5276 Standard Test Method for Drop Test of Loaded Containers by Free Fall.
(CTaHfapTHbIA METOA WCMbITaHUA Ha YCTOMYMBOCTbL NPU NafgeHWun C Bbl-
COTbl Harpy>eHHbIX KOHTeNHepOoB NyTeM CBOOOAHOIO NageHus).

ISTA IG Packaged-Products 150 Ib (68 kg) or Less (Random Vibration). (¥ nako-
BaHHble 13aenuna Becom 68 Kr [150 hyHTOB] 1 MeHee [BbIGOPOUHOE BUGPa-
LIMOHHOE TeCTUPOBaHVE]).

MeTopabl CTEpUAM3aLUn

KateTepbl 6annoHHble annataynoHHble Ultraverse® 035 g5 4pecKOXHO-TPaHCAIOMWUHaNbHOW aHrno-
NNacTUKN CTEPUNNU3YIOTCA aTUNeHoKenaom (30) (TpaguLMOHHbLIV MeTOof) B permoHanbHbIX CTepuamn3a-
LWOHHBIX LeHTpax Bard B ropoge KOBUHITOH, WwTaT J)XXKOpPAXUa v ropoge MagncoH, wraT JXopaxns.
CTepunn3aumoHHbIe Kamepbl U LUKIbl B 060MX LeHTpax BaluAupoBaHbl 415 MOATBEPXKAEHUSA UX CMno-
cobHOCTK 0b6ecneynBaTb rapaHTUPOBAHHbIN YPOBEHb CTepuabHOCTU (SAL) 10* n3genuii ¢ MapKUpoB-
Kol «CTepunbHO». KpomMe TOro, NOATBEPXAEHO, YTO OCTATOUYHOE COLepXaHune BelecTB (3TUNEHOKCHU A
W 3TUNIEHX/IOPTMAPUHA) MOoC/e npoLecca CTeEpUIN3annm HaxoanuTcsa B JOMNYCTUMBIX Mpegenax.

PYyTWHHbIE CTepunmn3aLMOHHbIE npouecchbl pernameHTupytotca ctaHgaptom ANSI/AAMI/ISO 1M 35-
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1:2014 Medical Devices - Validation and Routine Control o fEthylene Oxide Sterilization (MeguunH-
CKMWe nsgenus — sanungaumua u Tekyllee yrnpasaeHne npoLeccoMm cTepuansannm ¢ UCnosib3oBaHNem aTu-
NeHokcuaa) n npasnnamm komnaHum CR Bard. ExxerogHo 3ty npoueccbl NPOXOAAT NOBTOPHYHO Baiu-
jaunto B cooTBeTcTBUM ¢ TpeboBaHusMn ANSI/AAMI/LSO 11135-1:2014 n npaBunamm KomnaHmm CR
Bard.

KaTteTepbl 6annoHHble annataunoHHblie Ultraverse® 035 g15 YpeCKOXXHO-TPAHCAKOMUHANIbHOW aHIno-
NAacTUKKU 6bIIN YCMELWHO BKAKOYEHbl B BaIMAMPOBaHHbIE LMK/bl CTEpUAN3aLUN PETMOHANBbHBIX LieH-
Tpos Bard.

B uenax noATBepXAeHUA MapKUPOBKN «AMUPOreHHO» M B paMKaX BblMOSIHEHUS TpeboBaHNIA BbIMyCKa-
lOLLEro KOHTPONS KavecTBa/ KOHTPO/SA MpPU BbINYCKe NapTUM OpUrnHanbHoe usgenve (UM TUNOBOW
obpasel) 6ygeT NPOXOAUTL CTaHAAPTHOE UCMbITaHWE Ha 6akTepuanbHble 3HAOTOKCUHLI (BET). Mcnbl-
TaHue Oyf[eT BbINOMHATLCA B COOTBETCTBUM C TpeboBaHmamu ANSI/AAMI ST72 (2002): Bacterial
Endotoxin - Test Methodologies, Routine Monitoring, and Alternatives to Batch Testing (bakTepuarsb-
Hble 3HLOTOKCUHbl — METOAUKN WCMbITAaHUA, TEKYLWUA MOHUTOPUHT, aibTePHaTUBbI TECTUPOBAHUIO
naptuin) n gokymeHtom FDA Guideline on Validation ofthe Limulus Amebocyte Lysate Test as an End-
Product Endotoxin Test for Human and Animal Parenteral Drugs, Biological Products, and Medical
Devices (Pykosoacteo FDA no Banugauuun JTIAJ1-TecTa B KayecTBe TecTa Ha 3HAOTOKCUHbI MapeHTe-
pasibHbIX NpenapaTtoB MeAULUHCKOIO M BETEPUHAPHOIO Ha3HavyeHus, 6M0N0rMYecKMx NPoLyKToB 1 Me-
AVUMHCKOTOo o6opypoBaHua) (gekabpb 1987 r). MNocne BbiNyCcKa YPOBEHb 3HAOTOKCMHOB B OPUTMHaNb-
HOM M3Jennun AoMKeH 6biTb HMXKe 0,5 ME/Ma (unn 20 ME Ha usfenue), Kak ykasaHo B YNOMSHYTbIX
BblLle AOKYMeHTax.

Cogepxumoe ynakoskn CTEPUJTM3OBAHO ¢ ucnonb3oBaHnem atuneHokenga (30). ANUPOreHHo.
He ncnonb3oBaTb, €CNN CTEPUNbHBLIA Gapbep HapyLleH Wav ynakoBKa BCKpbITa. 15 MCNOJ/Ib30BaHUSA
TOMbKO Y O4HOr0 naumeHTa. 3anpeLeHo NOBTOPHO UCMOJb30BaTb, 06pabaTbiBaTh AN CTEPUIN30BATD.

Banugaumsa ctepunmsaynm BbINONHAETCS B COOTBETCTBMM cO cTaHAapToM ANSI/AAMI/ISO 11135:2(K07
Sterilization of health care products - Ethylene oxide - Part 1: Requirements for development, valida-
tion, and routine control of a sterilization process for medical devices (Ctepunusaymsa MeLULUHCKNX
n3genuii — atuneHokenp. Yactoe 1. Tpe6oBaHUS K pa3paboTke, Banugauum v TeKywemy yrnpaBneHuro
npoLeccoM cTepunm3sanmm MeanuLMHCKUX U3gennin) n npasunamm komnavmm C. R. Bard.

PYTWUHHOE UCMbITaHWEe Ha 0CTaTOYHOE coAepxxaHue atuneHokcuga (0) n atuneHxnoprugpura (AXI)
BbIMO/THAETCA B COOTBETCTBUM €O cTaHAaapToM ANSI/AAMI/ISO 10993-7:2008: Biological Evaluation
of Medical Devices - Part 7: Ethylene Oxide Sterilization Residuals (Bnonornyeckas oueHka MegnLUUH-
CKMX n3genunii. Yactb 7. OcTaTovHOE cofepXKaHune aTuNeHOKCHUAa Nocne CTepuansannm).

[Nna BbiNycka NpoAyKUMKW OCTaTOYHOe cofep)XaHue aTuneHokcmaa u OXI Ha mn3gennsax nocne AByX
MOSIHbIX LWK/IOB CTepUNN3ALUN [O/HKHO HaxoA4uTbCA B npegenax, NpefyCcMOTPEHHbIX CTaHZapToOM
ISO 10993-7. CornacHo ctaHgapty I1SO 10993-1:2009, kateTepbl 6annoHHble AunaTalMOHHble AN
YPECKOXXHO-TPAHCNIOMUHANLHON aHITMONAaCTUKN OTHOCATCA K KacCy MpUCoefuHSAeMbIX U3BHE n3fe-
NNIA C OrpaHNYEeHHbIM KOHTAKTOM C CUCTeMOR KpoBoobpalieHusi. CornacHo cTaHgapTy ISO 10993-7,
CpefHAsa cyToyHasa go3a 30 AN nauMeHTa He JO/MKHA npeBblwaTb 4 mr/cyT. CpefHas CyTo4yHasa fo03a
OXT ans nauneHTa He AOMKHA NpeBbIWaTb 9 Mr/cyT.

Ycnosusa npuMmeHeHuns
MeguumnHcKoe nsgenue npefHasHayeHo 4na NpUMeHeHns TONbKO B CTaHAAPTHbLIX YCN0BUAX omnepaLim-
OHHO.

MoTeHYManbHbI NOTpebUTENb
K ncnonb3oBaHuo KateTepa 6annoHHOro gunataumoHHoro Ultraverse® 035 ang UTA [0/DKHbI gonyc-
KaTbCs TOMbKO Bpayu, UMeKLWMe OnbIT NPOBEAEHNS YPECKOXHOW TPaHCIKOMUHA/IbHON aHTMONNacTUKN.

Cpok rogHocTu/ CpoK cnyxo6bl
CpoK rogHocTn - 36 MecsLeB.
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MpunoxeHue 1

KaTeTep 6annoHHbIN annataynoHHbln Ultraverse® 035 gna YTA:

1 [dnunHa kaTeTepa 75 cm, pa3mep 6anioHa:

3 X20 mm, 3 X40 mm, 3 X 60 mm, 3 x 80 mMm, 3 x 100 mm, 3 X 120 mm, 3 x 150 mm, 3 x 200mMm, 3 X 250
MM, 3 X 300 MM,

4 x 20 MM, 4 x40 mmM, 4 x 60 MM, 4 X 80 mm, 4 X 100 mm, 4 X 120 mm, 4 X 150 mm, 4 x 200MmMm, 4 x 250
MM, 4 x 300 MM,

5x 20 MM, 5 x40 mm, 5x 60 mm, 5x 80 mm, 5 x 100 mm, 5x 120 mm, 5 x 150 mm, 5 x 200mMm, 5 x 250
MM, 5 X300 MM,

6 X20 mMm, 6 X40 mm, 6 X 60 mm, 6 X 80 mm, 6 X 100 mm, 6 X 120 mm, 6 X 150 mm, 6 x 200mm, 6 x 250
MM, 6 X 300 MM,

7X20MMm, 7 X40 MM, 7 X 60 MM, 7 X 80 MM, 7 X 100 mm, 7 X 120 mm, 7 X 150 mm, 7 x 200mm, 7 X 250
MM,

8 X20 mm, 8 X40 mm, 8 x 60 mm, 8 x 80 mm, 8 x 100 mm, 8 X 120 mm, 8 X 150 mm, 8 x 200mMm,

9 x 20 MM, 9 x 40 MM, 9 x 60 MM, 9 x 80 MM, 9 x 100 mwm,

10 x 20 mm, 10 x 40 mm, 10 x 60 mm, 10 x 80 mm, 10 x 100 mm,

12 X20 mm, 12 X40 mm, 12 X 60 mm, 12 x 80 mm, 12 x 100 mm.

2. OnnHa katetepa 130 cm, pasmep 6ansioHa:

3 X20 mm, 3 X40 mwm, 3 X 60 mm, 3 X 80 mm, 3 x 100 mm, 3 X 120 mm, 3 X 150 mm, 3 X 200mm, 3 X 250
MM, 3 X300 MM,

4 x20 MM, 4 x 40 MM, 4 X 60 MM, 4 X 80 MM, 4 x 100 MM, 4 x 120 mMm, 4 X 150 mMm, 4 x 200mM, 4 x 250
MM, 4 X 300 MM,

5x20 MM, 5x 40 mm, 5x 60 mm, 5 x 80 mm, 5x 100 mm, 5 x 120 mm, 5 x 150 mm, 5 x 200mm, 5 x 250
MM, 5 x 300 MM,

6 x 20 MM, 6 X 40 MM, 6 x 60 MM, 6 X 80 MM, 6 X 100 mm, 6 X 120 MM, 6 X 150 mm, 6 x 200mMMm, 6 x 250
MM, 6 X 300 MM,

7X20 Mm, 7X40 MM, 7 X 60 mm, 7 X 80 mm, 7X100 mm, 7 X 120 MM, 7X150 mm, 7 x 200mMMm, 7 X 250
MM,

8 x 20 MM, 8 x 40 mm, 8 x 60 MM, 8 x 80 mm, 8 X 100 mm, 8 X 120 mm, 8 X 150 mm, 8 X 200MMm,

9 X20 MM, 9 X40 mm, 9 x 60 mMm, 9 x 80 mm, 9 x 100 MM,

10 x 20 mm, 10 x 40 mm, 10 x 60 mm, 10 x 80 mm, 10 x 100 mm,

12 x 20 mm, 12 x 40 mm, 12 X 60 mm, 12 x 80 mm, 12 x 100 mm.
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aHHOT0 TeKcTa BbINONHEH NepeBOAYNKOM [JoKyyaeBbiM AMuUTprnem VIropesnyem.

Poccuiickas degepaumns
fopog MockBa
MaTHaguaTOro AHBapAa ABe ThiCAYM ABajLuaTb NepBOro roga
A, PognHa YnbAHa ANekceeBHa, BPEMEHHO UCMNONHA L as 0693aHHOCT N HOTapuyca ropoga Mockebl Kopcuka
Bnagumupa KoHcTaHTUHOBMYA, CBUAETENbCTBYIO MOANMHHOCT b NOAMUCYK NepeBofjymnKa [lokyyaesa
OAmunTpua Nropesnya.
Moanuch caenaHa B MOEM NPUCYT CTBUN.
T(||all] ML lgokymeHT ycTaHoBneHa.

Ne 77/2138-H/77-2021- %-

TanbHoro geiicTeua: 400 py6. 00 kon.

Y.A. PoguHa

\ymepoBaHo
nucT (a)(oB)

BPWNO HoTapuyca
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