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INSTRUCTION FOR USE
CAREFULLY READ ALL INSTRUCTIONS PRIOR TO USE. FAILURE TO OBSERVE
ALL WARNINGS AND PRE-CAUTIONS MAY RESULT IN COMPLICATIONS.

The balloon compliance table is available on the product hoop label. Balloon compliance is

measured at 37°C (in vitro compliance). Information regarding compatibility with accessories is available on the
product label. The Balloon Nominal Pressure (NP) and Rated Burst Pressure (RBP) are indicated on the label
affixed to the inner package and on the packaging box. Do not exceed the RBP recommendation.

DEVICE DESCRIPTION

The Advocate balloon catheter is a non-reusable over the wire (OTW), semi-compliant, coaxial
design catheter with a balloon mounted on its distal tip. The distal portion of the catheter has a
hydrophilic coating.

The OTW coaxial shaft design has a balloon at the distal tip the catheter. The manifold connector
consists of a Guidewire lumen, allowing the catheter to track over a guidewire, and an Inflation
Port, used; g inflate and deflate the balloon. The radiopaque markers are positioned on the shaft
within the balloon to enable the visualisation of the catheter/balloon under fluoroscopy.

The catheter is compatible with 0,36 mm' (0,014 inch), 0,46 mm (0,018 inch) u 0,89 mm ( 0,035
inch)

The Advocate balloon, catheter ™ includes multiple balloon sizes. Inscribed on the guidewire
hub of the manifold are the nominal balloon diameter (mm) and the balloon length (mm). Consult
the balloon compliance chart packaged with the device or Annex 1 to the IFU for the diameters of
the balloons at given pressures. Pressures in excess of Rated Burst Pressure may cause the balloon
to burst et

CATEGORIZATION OF DEVICE(S)

Devices risk class is 2a

Externally Communicating Device with Circulating Biood Contact for a Limited Duration (< 24
hours). Devices are intended for invasive use (use temperature from 32 ° C to 44 ° C, humidity
100% (direct contact with blood)

INDICATIONS

The Advocate PTA catheter is intended for balloon dilation of the iliac, femoral, popliteal,
infrapopliteal, and renal arteries and for the treatment of obstructive lesions of native or synthetic
arteriovenous dialysis fistulae.

CONTRAINDICATIONS

The Advocate PTA Catheter is contraindicated for use in coronary arteries or the neurovascular,
or when unable to cross the target lesion with a guidewire or for the expansion or delivery of stents.

WARNINGS

+ This device is supplied STERILE. For single patient use only. Reuse, reprocessing or
resterilization may compromise the structural integrity of the device and/or lead to device failure
which, in turn, may result in patient injury, illness or death. Reuse, reprocessing or resterilization
may also create a risk of contamination of the device and/or cause patient infection or cross-
infection, including, but not limited to, the transmission of infectious disease(s) from one
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* After use, dispose of product and packaging in accordance with hospital, administrative and/
or local government policy.

» This device should only be used by physicians who are experienced and knowledgeable of

the clinical and technical aspects of percutaneous transluminal angioplasty.

* To reduce the potential for vessel damage, the inflation diameter of the balloon should
approximate the diameter of the vessel lumen at the intended inflation site.

* CAUTION: Do not exceed the Rated Burst Pressure (RBP). A pressure gauge is recommended
to monitor pressure. Pressure in excess of the Rated Burst Pressure can cause balloon rupture
and potential inability to withdraw the catheter through the introducer sheath.

» Never use air or any gaseous medium to inflate the balloon.

» When the catheter is exposed to the vascular system, it should be manipulated under highquality
fluoroscopic observation.

* Do not manipulate the balloon in an inflated state.

* Use the catheter prior to the expiration date specified on the package.

* The catheter is not recommended for pressure measurement or fluid injection.

PRECAUTIONS FOR USE

» To avoid.kinking, advance the catheter slowly, in small increments until the proximal end of the
guidewire emerges from the catheter.

« Dilation procedures should be conducted under fluoroscopic guidance with appropriate x-ray
equipment.

* The device should be, used with caution for procedures involving calcified lesions due to the
abrasive nature of these lesions.

» Care should be taken not to over tighten haemostatic valve around the catheter shaft as
constriction may occur affecting inflation/deflation of the balloon.

* If resistance is encountered at any time during the insertion procedure, do not force passage.
Resistance may cause damage to device or lumen. Carefully withdraw the catheter.

* [fresistance is felt upon removal, then the balloon, guidewire and the introducer sheath should
be removed together as a unit, particularly if balloon rupture or leakage is known or suspected.
This may be accomplished by firmly grasping the balloon catheter and introducer sheath as a
unit and withdrawing both together, using a gently twisting motion combined with traction.

* Before removing the catheter from the introducer sheath it is very important that the balloon is
completely deflated.

* After use, eliminate the product according to safety requirements related to products
contaminated by blood.

POTENTIAL ADVERSE EVENTS
The following complications may result from a balloon dilatation procedure, but may not be
limited to:
* Air Embolism
* Aneurysm
* Arrhythmias
* Arteriovenous fistula
* Death
* Drug reactions, allergic reaction to contrast media
* Endocarditis
» Haematoma or Haemorrhage
* Hypotension
* Pyrogenic reaction
* Sepsis/infection
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» Thromboembolic episodes
* Vascular thrombosis
* Vessel dissection, perforation, rupture or injury

INFORMATION ABOUT POTENTIAL USERS AND USE CONDITIONS

To be use only in medical facilities by medical staff (interventional surgeons, vascular surgeons,
specialists in diagnostic and surgical departments and centers) who has been specially trained how
to work with this type of medical device.

Application conditions

Room temperature range from+ 15°C to + 30°C

Room humidity < 80% (without condensation)
Atmospheric pressure 84.0-106.7 kPa (630-800mm Hg)
Room elevation Max 1500 m a.s.l.

SELECTION AND PREPARATION OF DEVICE

* Choose a balloon appropriate to lesion length and vessel diameter.

* Verify thafthe selected accessories accommodate the balloon catheter as labelled.

* Prior to use, carefully inspect the package and the catheter to verify no damage occurred
during shipment.

» Remove the protective balloon sheath from balloon, and shipping mandrel from the device.
* Prepare balloon lumen with standard contrast-saline mixture as follows:

* Prepare a mixture of contrast medium and normal saline as per standard procedure (1:1)

* Attach a stopcock and a 20ml or larger syringe half filled with the contrast solution to

the Inflation Port.

* Point the syringe nozzle downward and aspirate until all air is removed from the balloon.
* Turn the stopcock off and maintain the vacuum in the balloon.

* The Advocate Percutaneous Transluminal Angioplasty (PTA) Catheters are coated with a
hydrophilic coating. Prior to inserting the catheter, activate the coating by immersing the
catheter in normal saline for approximately 30-60 seconds, or wiping down the catheter
with a saturated gauze sponge. CAUTION: Do no wipe down the catheter surface with

dry gauze.

BALLOON INTRODUCTION AND INFLATION

» The Advocate Balloon Catheter is designed to be introduced percutaneously using the Seldinger
technique.

* Flush the Guidewire lumen labelled using heparinised saline solution.

* Apply negative pressure to Inflation Port lumen prior to introduction. Advance the balloon
dilation catheter counter-clockwise over a pre-positioned complaint guidewire.

» Under fluoroscopy, advance the balloon to the lesion site. Carefully position the balloon across
the lesion using both the distal and proximal radiopaque balloon markers.

« Inflate balloon to desired pressure. Adhere to recommended balloon inflation pressures

(See Compliance Tables at Armex I).

« Ifdifficulty is experienced during balloon inflation, do not continue; remove the catheter. Repeat
inflation of the balloon (maximum 10 times), until desired result is achieved.

* It balloon pressure is lost and/or balloon rupture occurs, deflate balloon and remove balloon and
introducer sheath as a unit.

BALLOON DEFLATION AND WITHDRAWAL
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the balloon for approximately 60-120 seconds. Allow adequate time for the balloon to deflate.
NOTE: Balloons with large diameters and/or longer lengths may require longer deflation times.
The larger the syringe diameter, the greater the suction that is applied. For Maximum deflation
a 50ml syringe is recommended.

» Deflate the balloon by pulling vacuum on the inflation syringe or inflation device.

+ Maintain vacuum on the balloon and withdraw the catheter. As the balloon is withdrawn from
the vessel, use a smooth, gentle, steady, clockwise motion. If resistance is felt upon removal then
the balloon and the sheath should be removed together as a unit under fluoroscopic guidance,
particularly if balloon rupture or leakage is known or suspected. This may be accomplished by
firmly grasping the balloon catheter and sheath as a unit and w1thdrawmg both together, using
a gentle twisting motion combined with traction

STERILIZATION METHOD
Ethylene Oxide (EO) sterilization. This product does not provide for a user re-sterilization.

RATED BURST PRESSURE -
Rated Burst Pressure is based on the results of in-vitro testing. The Rated Burst Pressure is the
pressure @&l}ich 99.9% of balloons can survive with 95% confidence

PACKIGING MATERIALS AND COMPLECTATION

Catheters are packaged in a coiled protection tube with a protective mandrel placed in the
guidewire lumen, and a flared balloon protector over the balloon. A compliance chart is attached
to the coiled protection tube. The coiled protection tube is supplied, in a conventional peel open
sterile barrier Tyvek pouch. The sealed pouch is then labelled and is supplied in a labelled unit
carton with the Instructions for Use. -

INFORMATION ON LABELING OF PRODUCTS

Label Formats products have been developed and approved for the individual articles, sterile
packaging and the transport packaging. The approved labeling regulations is in the process of the
product.

Description of the marking symbol is represented in the table

M i Manufacturer
EC Representative
ﬁ, Manufacturing date
® ’ Do not reuse
@ Do not resterlize
REF Catalog number
LOT Lot Number
| STEF"LEI EO] Sterilized using ethylene oxide




¥

& only Caution: Federal law restricts this device to sale by or on the order of a
(licensed healthcare practitioner).

Use by date YYYY-MM-DD

Caution, consult accompanying documents

Non-pyrogenic

1
o ;20 I % Introducer sheath
T i‘. , Keep dry

@ Do not use if package is opened or damaged.

SN Keep away from sunlight
4N B
Nominal P INP) Nominal Pressure

Burst Pressurs [RBF] Rated Burst Pressure
Hydrophillic coating Hydrophillic coating

-

TRANSPORTATION, STORAGE AND HANDLING

The device should be stored in a cool, dry and dark place. Do not store catheters where they are
directly exposed to organic solvents, ionizing radiation, ultraviolet light and high temperatures.
Rotate inventory so that device is used prior to the Use By date on the package label. Products
. released from the transport packaging should be kept at an ambient condition:

i Storage conditions:
Temperature +5°C to +27 °C (environment)
Transport conditions: .
i Temperature -35°C to +55 °C (environment)
' THE SHELF LIFE

Of sterile devices — 36 months (3 years)

I DISPOSAL
! To avoid health and environmental risks during disposal of medical devices they shall be disposed
of in compliance with the hospital-approved protocol.

[ Medical Device " Advocate balloon catheter " according to the Sanitary Rules and Regulations -
' 2.1.7.2790-10 is related to Class B contaminated and potentially pathological wastes
(epidemiologically hazardous wastes).
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LIMITED WARRANTY AND DISCLAIMER

Merit Medical Systems, Inc. represents and warrants that the products shall materially conform to
the specifications at the time of shipment to Customer and will remain materially free of defects
in materials and workmanship for the period specified on the written limited warranty separately
provided with each product. Warranty shelf life of medical device is 3 years. This warranty shall
not apply to products that have been (i) modified, changed, repaired, refurbished, reprocessed, or
altered by anyone other than Merit; (ii) subjected to misuse, mishandling, re-use, re-sterilization,
accident, abuse, neglect or tampering; (iii) damaged by excessive physical, environmental or
electrical stress; or that have had a serial number altered, defaced or removed; (iv) combined with
any other product; (v) used outside the approved “Indications for Use” as cleared by the relevant
competent authority, used contrary to the use outlined in the product specifications or in an
application or environment for which such product was not designed or contemplated. Any
technical product advice furnished by Merit is provided without duty or compensation and Merit
assumes no obligation or liability, all such advice being given and accepted at Customer’s risk.
EXCEPT AS EXPRESSLY SET FORTH HEREIN MERIT MAKES NO REPRESENATION OR
WARRANTY OF ANY KIND, EXPRESS OR IMPLIED, TO CUSTOMER, ITS END-USERS
OR ANY THIRD PARTIES WITH RESPECT TO THE PRODUCTS. MERIT DISCLAIMS
AND EXCLUDES ANY AND ALL OTHER EXPRESS, IMPLIED, AND STATUTORY
WARRANTIES, INCLUDING WITHOUT LIMITATION, WARRANTIES AGAINST
INFRINGEMENT, AND THE IMPLIED WARRANTIES OF MERCHANTABILITY AND
FITNESS FOR A PARTICULAR PURPOSE.

LIMITATION OF LIABILITY

UNDER NO CIRCUMSTANCES SHALL MERIT BE LIABLE TO CUSTOMER OR ANY
OTHER PERSON OR ENTITY FOR ANY PUNITIVE, SPECIAL, INCIDENTAL OR
CONSEQUENTIAL DAMAGES, WHETHER BASED UPON LOST GOODWILL, LOST
RESALE PROFITS, WORK STOPPAGE, PRODUCT FAILURE, IMPAIRMENT OF OTHER
PRODUCTS OR OTHERWISE AND WHETHER IN A CONTRACT, TORT OR OTHER
ACTION FOR OR ARISING OUT OF BREACH OF WARRANTY, BREACH OF CONTRACT,
DELAY, NEGLIGENCE, STRICT LIABILITY, OR OTHERWISE.

COMPLAINT

The organization, which takes claims from consumers about the product quality on the Russian
Federation territory:

Limited Liability Company "Merit Technologies"

(EEC "Merit Technologies"),

Legal address: Russian Federation, 119017, Moscow, 1-st Kazachiy pereulok 7, floor 1, room 6
Tel/fax: +7 (495)221-89-02
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ANNEX 1
ToIFU
«Advocate balloon catheter »

MAIN PRODUCT SPECIFICATION
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Models:

I.  Advocate balloon catheter OTW 0.014” (0,36 mm) with IFU, length 90 cm, models:

1.1. Balloon diameter 2.0 mm, length 15 mm, 20 mm, 40 mm, 60 mm, 80 mm, 100 mm, 150
mm, 200 mm, 250 mm.

1.2. Balloon diameter 2.5 mm, length 15 mm, 20 mm, 40 mm, 60 mm, 80 mm, 100 mm, 150
mm, 200 mm, 250 mm.

1.3. Balloon diameter 3.0 mm, length 15 mm, 20 mm, 40 mm, 60 mm, 80 mm, 100 mm, 150
mm, 200 mm, 250 mm.

1.4. Balloon diameter 3.5 mm, length 15 mm, 20 mm, 40 mm, 60 mm, 80 mm, 100 mm, 150
mm, 200 mm, 250 mm.

1.5. Balloon diameter 4.0 mm, length 15 mm, 20 mm, 40 mm, 60 mm, 80 mm, 100 mm, 150
mm, 200 mm, 250 mm.

Il. Advocate balloon catheter OTW 0.014” (0,36 mm) with IFU, length 130 cm, models:

2.1. Balloon diameter 2.0 mm, length 15 mm 20 mm, 40 mrri, 60 mm, 80 mm, 100 mm, 150 mm,
200 mm, 250 mm, 300 mm.
2.2. Balloon diameter 2.5 mm, length 15 mm 20 mm, 40 mm, 60 mm, 80 mm, 100 mm, 150 mm,
200 mm, 250 mm, 300 mm.
2.3. Balloon diameter 3.0 mm, length 15 mm 20 mm, 40 mm, 60 mm, 80 mm, 100 mm, 150 mm,
200 mm, 250 mm, 300 mm.
2.4. Balloon diameter 3.5 mm, length 15 mm 20 mm, 40 mm, 60 mm, 80 mm, 100 mm, 150 mm,
200 mm, 250 mm, 300 mm.
2.5. Balloon diameter 4.0 mm, length 15 mm 20 mm, 40 mm, 60 mm, 80 mm, 100 mm, 150 mm,
200 mm, 250 mm, 300 mm.

I1l. Advocate balloon catheter OTW 0.014” (0,36 mm) with IFU, length 150 cm, models:

3.1. Balloon diameter 2.0 mm, length 15 mm 20 mm, 40 mm, 60 mm, 80 mm, 100 mm, 150 mm,
200 mm, 250 mm, 300 mm.
3.2. Balloon diameter 2.5 mm, length 15 mm 20 mm, 40 mm, 60 mm, 80 mm, 100 mm, 150 mm,
200 mm, 250 mm, 300 mm.
3.3. Balloon diameter 3.0 mm, length 15 mm 20 mm, 40 mm, 60 mm, 80 mm, 100 mm, 150 mm,
200 mm, 250 mm, 300 mm.
3.4. Balloon diameter 3.5 mm, length 15 mm 20 mm, 40 mm, 60 mm, 80 mm, 100 mm, 150 mm,
200 mm, 250 mm, 300 mm.
3.5. Balloon diameter 4.0 mm, length 15 mm 20 mm, 40 mm, 60 mm, 80 mm, 100 mm, 150 mm,
200 mm, 250 mm, 300 mm.

IV. Advocate balloon catheter OTW 0.018” (0,46 mm) with IFU, length 45 cm, models:
4.1 Balloon diameter 4.0 mm, length 40 mm, 60 mm.
4.1. Balloon diameter 5.0 mm, length 40 mm, 60 mm.
4.2. Balloon diameter 6.0 mm, length 40 mm, 60 mm.
4.3. Balloon diameter 7.0 mm, length 40 mm, 60 mm.

V. Advocate balloon catheter OTW 0.018” (0,46 mm) with IFU, length 90 cm, models:
5.1 Balloon diameter 2.0 mm, length 60mm, 80 mm, 100 mm
5.2. Balloon diameter 2.5 mm, length 60mm, 80 mm, 100 mm
5.3. Balloon diameter 3.0 mm, length 40mm, 80 mm, 100 mm, 150 mm, 200 mm.
54. Balloon diameter 3.5 mm, length 40mm, 60 mm, 80 mm, 100 mm, 150 mm, 200 mm
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mm.

5.6. Balloon diameter 5.0 mm, length 40 mm, 60 mm, 80 mm, 100 mm, 150 mm, 200 mm, 250
mm.

5.7 Balloon diameter 6.0 mm, length 40 mm, 60 mm, 80 mm, 100 mm, 150 mm, 200 mm, 250
mm.

5.8 Balloon diameter 7.0 mm, length 40 mm, 60 mm, 80 mm, 100 mm, 150 mm
5.9 Balloon diameter 8.0 mm, length 40 mm, 60 mm, 80 mm, 100 mm
5.10 Balloon diameter 9.0 mm, length 40 mm, 60 mm, 80 mm, 100 mm

V1. Advocate balloon catheter OTW 0.018” (0,46 mm) with IFU, length 130 cm, models:
6.1. Balloon diameter 2.0 mm, length 20 mm, 60 mm, 80 mm, 100 mm, 150 mm, 200 mm, 250

mm, 300 mm.

6.2 Balloon diameter 2.5 mm, length 60 mm, 80 mm, 100 mm, 150 mm, 200 mm, 250 mm, 300
mm.

6.3. Balloon diameter 3.0 mm, length 40 mm, 60 mm, 80 mm, 100 mm, 150 mm, 200 mm, 250
mm, 300 mm

6.4. Balloon diameter 3.5 mm, length 40 mm, 60 mm, 80 mm, 100 mm, 150 mm, 200 mm, 250
mm

6.5. Balloon diameter 4.0 mm, length 40 mm, 60 mm, 80 mm, 100 mm, 150 mm, 200 mm, 250
mm.

6.6. Balloon diameter 5.0 mm, length 40 mm, 60 mm, 80 mm, 100 mm, 150 mm, 200 mm, 250
mm.

6.7 Balloon diameter 6.0 mm, length 40 mm, 60 mm, 80 mm, 100 mm, 150 mm, 200 mm, 250
mm.

6.8 Balloon diameter 7.0 mm, length 80 mm, 100 mm, 150 mm, 200 mm, 250 mm.

VII. Advocate balloon catheter OTW 0.018” (0,46 mm) with IFU, length 150 cm, models:
7.1. Balloon diameter 2.0 mm, length 20 mm, 60 mm, 80 mm, 100 mm, 150 mm, 200 mm, 250

mm, 300 mm.

7.2 Balloon diameter 2.5 mm, length 60 mm, 80 mm, 100 mm, 150 mm, 200 mm, 250 mm, 300
mm.

7.3. Balloon diameter 3.0 mm, length 40 mm, 60 mm, 80 mm, 100 mm, 150 mm, 200 mm, 250
mm, 300 mm

7.4. Balloon diameter 3.5 mm, length 40 mm, 60 mm, 80 mm, 100 mm, 150 mm, 200 mm, 250
mm

7.5. Balloon diameter 4.0 mm, length 40 mm, 60 mm, 80 mm, 100 mm, 150 mm, 200 mm, 250
mm.

7.6. Balloon diameter 5.0 mm, length 40 mm, 60 mm, 80 mm, 100 mm, 150 mm, 200 mm, 250
mm

7.7 Balloon diameter 6.0 mm, length 40 mm, 60 mm, 80 mm, 100 mm, 150 mm, 200 mm, 250

mm

7.8 Balloon diameter 7.0 mm, length 80 mm, 100 mm, 150 mm, 200 mm, 250 mm.

WVIIl.  Advocate balloon catheter OTW 0.035” (0,89 mm) with IFU, length 75 cm, models:
81 Balloon diameter 3.0 mm, length 20 mm, 40 mm, 60 mm, 80 mm, 100 mm, 150 mm, 200
mm

82 Balloon diameter 4.0 mm, length 20 mm, 40 mm, 60 mm, 80 mm, 100 mm, 150 mm, 200
mm

83. Balloon diameter 5.0 mm, length 20 mm, 40 mm, 60 mm, 80 mm, 100 mm, 150 mm, 200
mm

84. Balloon diameter 6.0 mm, length 20 mm, 40 mm, 60 mm, 80 mm, 100 mm, 150 mm, 200
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8.5 Balloon diameter 7.0 mm, length 20 mm, 40 mm, 60 mm, 80 mm, 100 mm, 150 mm, 200
mm.

8.6 Balloon diameter 8.0 mm, length 20 mm, 40 mm, 60 mm, 80 mm, 100 mm

8.7 Balloon diameter 9.0 mm, length 20 mm, 40 mm, 60 mm, 80 mm, 100 mm

8.8 Balloon diameter 10.0 mm, length 20 mm, 40 mm, 60 mm, 80 mm, 100 mm

8.9 Balloon diameter 12.0 mm, length 20 mm, 40 mm, 60 mm.

IX. Advocate balloon catheter OTW 0.035” (0,89 mm) with IFU, length 130 cm, models:

9.1, Balloon diameter 3.0‘mm, length 20 mm, 40 mm, 60 mm, 80 mm, 100 mm, 150 mm, 200
mm.

9.2, Balloon diameter 4.0 mm, length 20 mm, 40 mm, 60 mm, 80 mm, 100 mm, 150 mm, 200
mm.

9.3. Balloon diameter 5.0 mm, length 20 mm, 40 mm, 60 mm, 80 mm, 100 mm, 150 mm, 200
mm.

94, Balloon diameter 6.0 mm, length 20 mm, 40 mm, 60 mm, 80 mm, 100 mm, 150 mm, 200
mm.

9.5 Balloon diameter 7.0mm,lmgth20mm,40mm,60mm;80mm, 100 mm, 150 mm, 200

mm.

9.6 Ballogm.diameter 8.0 mm, length 20 mm, 40 mm, 60 mm, 80 mm, 100 mm

9.7 Balloon diameter 9.0 mm, length 20 mm, 40 mm, 60 mm, 80 mm, 100 mm

9.8 Balloon diameter 10.0 mm, length 20 mm, 40 mm, 60 mm, 80 mm, 100 mm

9.9 Balloon diameter 12.0 mm, length 20 mm, 40 mm, 60 mm.
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Table 1-1 Advocate balloon catheter OTW 0.014” (0,36 mm)

Overall System Product Description
Introducer _4F (1.3 mm)
Balloon diametr : S
{mm) 2,0 25 30 35 4,0
[ Length (mm) -

90 cm 90 cm 90 ¢cm 90 cm 90 cm

15 130 cm 130 cm 130 cm 130 cm 130 cm
150 cm 150 cm 150 cm 150 ¢cm 150 cm
90 cm 90 cm 90 cm 90 cm 90 cm

20 130 cm 130 cm 130 cm 130 cm 130 cm
150 cm 150 cm 150 cm 150 cm 150 cm
90 cm 90 cm 90 cm 90 cm 9% cm

40 130 cm 130 cm 130 cm 130 cm 130 cm
150 cm 150 cm 150 cm 150 cm 150 cm
90 cm 90 cm 90 cm 90 cm 90 cm _

60 130 cm 130 cm 130 cm 130 ecm 130 cm 5
150 cm 150 cm 150 cm 150 cm 150 cm ~
90 cm 90 cm 90 cm 90 cm 90 cm

80 130 cm 130 cm 130 cm 130 cm 130 cm
150 cm 150 cm 150 cm 150 cm 150 cm
90 cm 90 cm 90 cm 9 cm 90 cm

100 130 cm 130 cm 130 cm 130 cm 130 cm
150 cm 150 cm 150 cm 150 cm 150 cm
90 cm 90 cm 90 cm 90 cm 90 cm

150 130 cm 130 cm 130 cm 130 cm 130 cm
150 cm 150 cm 150 cm 150 cm 150 cm 5
90 cm 90 cm 90 cm 90 cm 90 cm

200 130 cm 130 cm 130 cm 130 cm 130 cm
150 cm 150 cm 150 cm 150 cm 150 cm
90 cm 90 cm 90 cm 90 cm 9% cm

250 130 em 130 cm 130 cm 130 cm 130 cm
150 cm 150 cm 150 cm 150 cm 150 cm

300 130 cm 130 cm 130 cm 130 cm 130 cm
150 cm 150 cm 150 cm 150 cm 150 cm

16 atm
RBP 1621 kPa

Table 2-1 Advocate balioon catheter OTW 0.014” (0,36 mm)

Compliance information
Balloon diametr, mm
2,0 2,5 3,0 3,5 4,0
: 2,05 2,53 3,03 3,55 4,09
(10 / 1013 2,09 2,59 3,09 3,63 4,18
12 /1216 2,13 2,63 3,15 3,69 4,25
14 /1419 2,16 2,67 3,19 3,74 4,32
6/ 1621 (RBP) 2,19 2,71 3,24 3,79 4,39
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Table 1-2 Advocate balloon catheter OTW 0.018” (0,46 mm)
Overall System Product Description
Sheath Profile
Sheath Profile 4F (1,3-mm) SF (1,7 mm)
Balloon . .
diametr
(mm) 20 | 25 [30[35] 40|50 6,0 70 80| 90
Length
(mat)
130
20 150
90 90 45 45 “ 45 45 90 90
40 130 { 130 | 90 90 90 90
150 | 150 | 130 | 130 130
150 | 150 150
90 90 90 90 45 45 45 45 90 90
60 130 130 130 | 130 { 90 90 90 90 _
150 150 150 | 150 | 130 Y g
150 <
90 | 90 |'90 | 90 | 90 | 90 90 9 | 90 | 90 §
80 %r 130 130 130 | 130 | 130 | 130 130 130 g
1 150 150 150 | 150, 150 | 150 150 150 ™
90 90 9 | 90 | 90 | %0 90 90 | 90 90 g
100 130 130 130 | 130 | 130 | 130 130 130 &
150 | » 150 150 | 150 | 150 | 150 150 150 ©
130 130 90 90 20 90 9 90 8
150 150 150 130 | 130 | 130 | 130 130 130 §
150 | 150 | 150 | 150 150 150 5
130 130 90 90 201 90 90 130
200 150 150 130 | 130 | 130 | 130 130 150 ¥
150 | 150 | 150 | 150 150 ;
130 130 130 | 130 { 90 90 90 130
250 150 150 150 | 150 | 130 | 130 130 150
150
1 130 130 130
300 150 | 150 | 150 % /
RBP 1.6-atm 14 -atm
(1 621 kP2a) (1419 kPa) (1216 kPa)
Table 2-2 Advocate balloon catheter OTW 0.018” (0,46 mm)
Compliance information
A Balloon diameter, mm
Pressure 20 125 (30 (35 |40 (50 |60 7,0 8,0 9,0
(atm/kPa)
8/811* (*NP) 2,00 12,50 | 3,00 3,50 [4,00]500 [600 [7,00 [800 [900
10/1013 2,05 | 2,55 | 3,06 3,57 | 4,08 [5,i1 [614 [7,16 [8,18 ]920
12/ 1216 2,00 [2,59 [3,11 3,62 [4,15 [5,19 624 |7,32 6 |9
14/1419 2,12 | 2,63 {3,15 3,68 [421 527 |632
16 /1621 2,15 |2,67 {3,019 3,73 14,28
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Table 1-3 Advocate balloon catheter OTW 0.035” (0,89 mm)
Overall System Product Description

Sheath
Profile

SF (1,7mm)

6F (2,0 mm)

(2,3 mm)

Balloon
diametr
(mm)

Length

(mm)

3,0

4,0

5,0

3

6,0

8,0

L3

i 9,0

10,0

12,0

20 75 em

130 cm

75 cm
130 cm

75 cm

130 cm

75cm
130 cm

75 cm
130 cm

75 cm
130 cm

75 cm
130 cm

75 cm
130 cm

75¢cm
130 cm

40 75 cm

130 cm

75 cm
130 cm

75 cm

130 cm

75 cm
130 cm

75 cm
130 ecm

75 ecm
130 cm

75 cm
130 em

75 cm
130 cm

75 cm
130 cm

60 75 cm

130 cm

75 cm
130 cm

75¢cm

130 cm

75 em
130 em

75 cm
130 cm

75¢cm
130 cm

75 cm
130 cm

75 cm
130 cm

75 ecm
130 cm

80 - | 75 cm

130 cm

75 ¢cm
130 cm

75 ecm

130 cm

75 cm
130 cm

75 cm
130 cm

75 cm
130 cm

75 cm
130 cm

75 cm
130 cm

__

100 % 5cm

130 cm

75 cm
130 cm

75 cm

130 cm

75 cm
130 cm

75¢cm
130 cm

75 cm
130 cm

75 cm
130 cm

75 cm
130 cm

_

150 75 em

130 cm

75 em
130 cm

75¢cm

130 cm

75 cm
130 cm

75 cm
130 cm

_

___

__

200 75cm

130 cm

75 cm
130 cm

75 cm

130 cm

75 cm
130 cm

75 cm
130 cm

_

.

_

.

Catheter effective length (cm)

RBP

16 atm
1 621 kPa

14 atm
1419 kPa

12 atm
1216 kPa

10 atm

1013 kPa

7777777zz727

Pressure
{atm/kPa) -
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Table 2-3 Advocate balloon catheter OTW 0.035” (0,89 mm)
Compliance information

Ballood diametr, mm

3,0

4,0

5,0

7,0

8,0

9,0

10,0

12,0

8/811* (*NP)

3,00

4,00

6,00

7,00

8,00

9,00

16,00

12,00

10/1013

3,05

4,06

7,14

8,17

9,18

10,20

12,36

12 /1216

3,09

4,12

7,29

14/1419

3,14

4,18

1671621

3,19
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MAIN PRODUCT SPECIFICATION

CHARACTERISTIC
TipCD

Tip Leading Edge CD

Tip Length

Balloon profile
Saft CD

Catheter Effective Length
Coating Length

Inflation tinre
N A Hinln irnfAlata
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SPECIFICATION

Advocate balloon catheter OTW0.014” (0,36 mm)
< 087 mMm
Advocate balloon catheter OTW0.018” (0,46 mm)
< 1,20 mm for 20mm to 4.0nm balloon dianeter.
< 1,3B mnmfor 50mmto 7.0nm balloon dianmeter (With the
exception of 7.00250m).
< 1,50 mmfor 7.0250nm, 8.0nm to 9.0nm balloon
dianeter.
Advocate balloon catheter OTW 0.035” (0,89 mm)
< 1,60 mmfor 3.0mmto 7.0nm balloon dianeter.
<20 nm for 8Onmto 12.0mm balloon diameter
Advocate balloon catheter OTW 0.014” (0,36 mm)
< 05Mm
Advocate balloon catheter OTW 0.018” (0,46 mm)
< 1,80 mmfor 20mmto 4.0mm balloon diarreter.
< 1,1 mmfor 50mmto 7.0nm balloon diameter (With the
exception of 7.06250m).
<1,10 nmfor 7.0250mm 8.0mmi to 9.0nm balloon
dianeter.
Advocate balloon catheter OTW 0.035” (0,89 mm)
<1,10 mmfor 3.0mmto 7.0nm balloon diarreter.
< 15 mmfor 8. Onmto 12.0nm balloon dianeter
Advocate balloon catheter OTW 0.014” (0,36 mm)
50mMm
Advocate balloon catheter OTW 0.018” (0,46 mm)
35 mMm
Advocate balloon catheter OTW 0.035” (0,89 mm)
35 mMm
<4 F- 7Fas detailed in Table 1-1,1-2, 1-3 abowve
Advocate balloon catheter OTW 0.014” (0,36 mm)
1.20mm for 20mm to 4.0nmm balloon diarreter
Advocate balloon catheter OTW 0.018” (0,46 mm)
1.20mm for 2.0mm to 4.0nm balloon dianreter.
1.30mm for 5,0rmto 7.0nm balloon diameter (With the
exception of 7.0250mm).
140nmfor 7.00250nm, 8.0nm to 9.0nm balloon dianeter.
K Advocate balloon catheter OTW 0.035” (0,89 mm)
1. 74nm for 3.0mmto 7.0nm balloon diarreter.
1.80mmfor 80mmto 12.0mm balloon diarreter
as detailed in Table 1-1,1-2, 1-3 abowve
Coating length: distal end of
catheter including balloon coated
as fallons: 15, 20, 40 & 60mm length balloon:
125rm+!- 10mm proxinral side of balloon
80 & 100mm length balloon:
200mm+!- 10mm proximal side of balloon
150 & 200mm length balloon:
275 m+!- 10mm proximal side of balloon
250 & 300mm length balloon:
350mm +/- 10mm proximal side of balloon
Balloon should reach nominal pressure < 60 seconds
The device shall e able to withstand 10 repeats
inflation cycles to RBP and held at that pressure for 30



CHARACTERISTIC

Rated balloon burst pressure
Balloon Dianreter at nominal pressure

Baloon Length
Balloon conpliance

Balloon deflation tine

Ancillary device conpatibility

NManifold unigue identifier

W\&ight ( out of protecrine tube, ballon
Protector, Shipping nandrel etc)

MATERIAL SPECIFICATIONS

COMPONENT
Soft Tip Tubing
Balloon component
Outer Tubing
Inner Tri Layer

SPECIFICATION

seconds without failure.
as detailed in Tables 1-1,1-2, 1-3 abowve
As labelled ad as detailed in Tablesl-1,1-2, 1-3 abowve.
As labkelled and as detailed in Tables 1-1,1-2, 1-3 abowe.
As detailed in Tables 2-1, 2-2, 2-3, but less than or equal to
11%6
Balloon deflation < 120 seconds in a controlled manner from
the nex inflation pressure.
The folloning devices should e
oor‘rpatlble with (not supplied in package)
0.014”, 0.018” or 0.035” hydrgphilic Guidewire
(depends on nodel)
e 4 F7F Introducer Sheath (as detailed in Tables 1-1,1-
2, 1-3 abowe)
e Appropriate sized heenrostatic valve
e Inflation device
e  Hushing Syringe
Nanifold is subscribed with diameter and length of the
alloon.
<10g

Material Specification

Pebax +Colorant Black

Nylon

Nylon

Outer Layer: Grilamid Dark Blue

Intermediate Layer: Plexar 3080
Inner Layer: HOPE

Strain Relief
Manifold

Catheter Markerbands
Coating

Shipping mandrel
Balloon Protector
Protection tube
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PEBAX

Polycarbonate

Platinum (PT)/Iridium (IR) 90%/10%
SurModics PhotoLink® Coating
Stainless steel 304
Polytetrafluoroethylene (PTFE)
LDPE



[MepeBoa C aHrAMIACKOTO 3blKa Ha PyCCKWIA A3bIK]

VHCTpYKUMS NO NPUMEHEHUIO
KareTtep 6annoHHbIn Advocate
[Hata: 25 aerycta 2020 .
CocTouT 13 16 cTpaHuy,

YOOCTOBEPEHUE

LTat KOTa
TOYHOE MECTO

Okpyr ConT-Jleink )

CerogHsa, 25 asrycta 2020 r., KO MHe, HoTapuycy J[DkeHHuUpep Popaxam, NNYHO ABWU/ICH
Kopun MapLu, MeHepkep OTAena no HOpMaT1BHO-NPaBOBOMY PeryniMpoBaHuto, NOATBEPAUBLUNIA
Ha OCHOBaHUW YybeauTesNbHbIX [0KAa3aTe/IbCTB, YTO OH SABMSETCA /MLOM, MOAMUCH KOTOPOro
npocTas/ieHa Ha NpunaraeMom JOKYMeHTe, a Takke MOATBEPAVBLLMIA, YTO OH SIMYHO nognucan
ero.

Y [10CTOBEPAETCA MOE NOAMNUCHI0 1 ODULMaBHOM NeYaThbHo.

/nognuce!
Hotapuyc, *

Mos nnueH3na aeicTBuTeNbHA 10 27 noHs 2021 T.

[LWTamn:

[>xeHHVep Popaxam

HoTtapuyc wrara FOTa

JvueHsna Ne 695417

Mos nuueH3nsa aencTeuTesbHa Ao 27 noHa 2021 1.]
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MeyaTb KOMNaHuy MepuT Megnkan Cucteme VHK.

noAnucb
Kopu MapLu,

MeHekep oTAena no HOpMaTMBHO-NPaBoOBOMY
perynnpoBaHunio

Meput Megunkan Cucteme VHK.

25 aBrycta 2020 roga

WHCTpyKUMS MO NPYMEHEHNIO
MEAVLMHCKOE U3AENVE
KateTep 6annoHHbIn Advocate

Npown3soanTens
MepuT Megnkan Cucrteme NHk, CLUA
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ADVOCATE

MHCTPYKUWNA no MPUMEHEHWIO

NEPEL NCMNO/IB3OBAHNEM BHUMATEJIbBHO O3HAKOMBTECH CO BCEMU
NHCTPYKUNAMW. HECOB/IHOAEHVE BCEX TMPEAYTPEXAEHUNA 1 MEP
MNMPEOOCTOPOXHOCTU MOXXET MNMPUBECTW K OCJTOXKHEHNAM.

TabnmuapacTa>KUMOCT W 6a110Ha JOCTYMHA Ha 3 TUKETKE NPoAyKTa. PacTs>XKUMOCTb 6anfioHa ramepsieTcs npu
37 °C (pacTS>KMMOCTb @ 1abopaTopHbIX YCNoBUAX). VH(Oop.Maums 0 COB.MECTUMOCTU C MPUHALIEXKHOCTHA.MU
NMEETCA Ha 3TUKETKe npogykTa. Ho.mvHanbHoe gasneHne 6aHnoHa (NP) npacuyeTHOe fas.neHve paspoisa (RBP)
yKa3aHbl Ha 3TUKETKE Ha BHYy TPeHHell ynakoBKe 1 HaynakoBOYHOM KOpobke. He npesbillaliiTe peko.MeHA0BaHHbIE
3HayeHuA RBP.

OMNCAHNVE NMPOLAYKTA

KateTep 6GannoHHbIn Advocate — 0HOPa30BbI MONYPACTHKUMbIA KOAKCUa/IbHbIN KaTeTep /15
[0CTaBKM Mo NpoBogHUKy (OTW) ¢ 6an/ioHOM, YCTaHOB/IEHHbIM Ha ero AUCTa/lbHOM KOHLe. Ha
AUCTaNbHYIO YaCTb KaTeTepa HaHeCceHo rmapoduIbHOe NOKPbITYE.

WN3penve npefctasnseT CO60A KOaKCUa/IbHbIN KaTeTep, [LOCTaBMSeMbIiA MO MPOBOAHWKY; Ha
AMCTaNIbHOM KOHLEe KaTeTepa yCTaHOB/eH 6a/i/ioH. Pasbem pacnpefenuntenisi CoCToMT U3 NpocBeTa
NS NPOBOAHMKA, KOTOPbIA MO3BONSET MNPOBOAUTL KaTeTep MO MNPOBOAHWKY M nopTa Ans
pasfyBaHMA™ KOTOPbIA UCMOMb3YeTCA 41 pa3gyBaHua U chyBaHus 6annoHa. BHyTpu 6GannoHa
pacrofioXXeHbl PEHTreHOKOHTPACTHbIE  MapKepbl, KOTOpble MO3BOMAIOT  BU3YaI3MPOBaTh
KaTeTep/6a/l0H C MOMOLLBIO PEHTreHOCKONUKU. KarteTep COBMeCTMM C npoBoAHUKamMu 0,36 MM
(0,014 proiima), 0,46 mm (0,018 arorimoB) 1 0,89 mm (0,035 ArOMMOB)

KateTep 6annoHHbI Advocate™” anst UTA BK/IOUaeT HECKO/bKO pa3MepoB 6anioHoB. Haanuce,
pacronoXXeHHass Ha pasbeMe MPOBOAHMKA, O3Ha4YaeT HOMWHA/bHBIA AnaMeTp 6anioHa (MM) U
AMHY 6annoHa (MM). TIOMHbIA CMIMCOK BapuaHTOB MCMOMHEHUA U3AENWs, a Takke MepeyveHb
OCHOBHbIX TEXHUYECKUX XapaKTepucTuK cM. lMpunoxeHne 1 « OCHOBHble (PYHKLMOHA/IbHbIE
XapaKTePUCTUKN U3eNns» K aHHON MHCTPYKLMMN,

ObpatnTech K Tabnmue pacTsHKMMOCTY BansioHa, NPUIOXKEHHOW K U34ennto, nnn MNpuioXKeHuo
1 K AaHHOW MHCTPYKLUMKM, 4YTOObI y3HaTh AvameTp 6a/10HOB MNP 3afaHHOM [aBnieHun. [aBneHue,
npeBbILLatOLLIEe PacUeTHOE AaB/ieHMe pa3pbiBa, MOXET NPUBECTM K pa3pbIiBy GasiioHa.

KJTACCNOPNKAUNA N3OESTNA

Knacc pucka nsgenuin - 2a

Kartetep 6annoHHbIA Advocate - u3genve, NPUCOEAMHAEMOE W3BHE W KOHTaKTUpYtoLee C
LMPKY/IMPYIOLLE KPOBbIO B TeYEHWEe OrpaHWYeHHOro nepuoja BpeMeHun (<24 yacos). M3penus
npeAHasHayveHbl 45 MHBA3MBHOIO NpUMeHeHUs (TeMnepaTypa ucnonsb3oBaHuna ot 32°C go 44°C,
BNaXXHOCTb 100% ( NPSIMO KOHTAKT C KPOBbH))

MPEAHA3HAYEHUNE

Katetep 6annoHHbIn Advocate npegHasHayeH [Ans OGasNOHHOM AuMnataumy NOAB3LAOLUHON,
OefipeHHON, MOAKOMEHHOW W MOYEYHON apTepum, KOHEeYHbIX BETBE MOAKONEHHON apTepuu, a
TaKkkKe AN5 fledeHns O6CTPYKTUBHBLIX MOBPEXAEHWIA apTeprOBEHO3HbIX (UCTYN ANA Auannsa,
CthOpMMPOBaHHbIX ECTECTBEHHBLIM 06Pa30M WM C UCMO/b30BAHWMEM CUHTETUYECKOTO COCYANCTOrO
npoTesa.

MPOTUBOINOKA3AHNA
KaTteTep 6annoHHbI Advocate NPOTUBOMNOKA3aH [ UCMO/b30BaHMS B KOPOHAPHbIX apTepusix
M COCYANCTO-HEPBHOM MyUKe, NMMGO B CyYasix OTCYTCTBIS BO3MOXHOCTY NPOBECTU NPOBOAHMK
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ANCTaNlbHEE B LIENEBOE MOPadKEHMNE N ANCTa/IbHEE HETO, a TaKXKe A4 paellnpeHns nanm yCTaHOBKN
CTEHTOB.

MNPEAYTIPEBOEHUA

. [JaHHoe u3genve noctasnaetca B CTEPUJ/IbHOM Buae v npefHasHayeHO TOMbLKO And
OAHOKPATHOro NprMeHeHus. TOBTOPHbIE UCMOb30BaHUE, 06pPaboTKa UK CTepunnsaums MoryT
HapyLWWTb CTPYKTYPHYIO LENOCTHOCTb M3L4enva W/unvM MpUBeCTM K ero 0TkKasy, 4To, B CBOKO
oyepefib, MOXET NPUBECTM K NPUYNHEHWNIO Bpea 340P0BbH0, 3200/1eBaHNIO UM CMEPTU NaLyeHTa.
MoBTOPHOE UCMO/b30BaHWe, 06paboTKa UK CTEPUIN3ALMA U3LENNUS Takke MOTYT CO3L4aTb PUCK
ero 3arpssHeHvs w/ UaM NPUBECTU K MH(IULMPOBAHUIO WU MEPEKPECTHOMY WHMULMPOBAHNIO
nauueHTa, BKItOYasd, MOMUMO MPoO4Yero, nepefavyy WHMEKUMOHHOIO 3abonesaHns  (Mm
3ab0/1eBaHNi1) OT OAHOrO MauueHTa K Apyromy. KoHTaMmHaumsi u3genus MOXET NpUBEeTU K
NPUYNHEHVIO Bpefa 340POBbIO NauueHTa, 3ab0fieBaHUI0 WM NieTasibHOMY uKcxogy. [ocne
MNCNOMb30BaHMA YTUIU3NPOBATL MPOAYKT M YNakoBKY C/eAyeT B COOTBETCTBMU C MpaBuiamu,
YCTaHOB/IEHHbIMW Ha YPOBHE 6O0/bHULBI, aAMUHUCTPATUBHOM YPOBHE WM YPOBHE MECTHOrO
3aKoHOAaTENbCTBA.

. [aHHOoe m3penvie JOMKHO WCMONb30BaTbCA TOMLKO Bpavyamu, KOTOpbIE UMEKT OMbIT U
3HAHUS K/IMHWKO- TEXHUYECKMX acreKTOB YPEeCKOXHOM TPAHC/IFOMUHA/IbHON aHTrMOMNIaCTUKN.

. UTo6bl YMEHbLUMTb BEPOSTHOCTb MOBPEXAEHUA cocyfa, AMaMeTp pasfdyBaHus GannoHa
[O/MKEH NPUbMKaTbCa K ArameTpy NpocseTa cocya B NpeAnonaraeMor Touke pasayBaHus.

. BHVMAHWE: He npeBbliLllaliTe pacyeTHOE AaBneHune paspbiBa. 15 KOHTPONA LaB/ieHuns
pekoMeHayeTca MCMosb3oBaTb MaHoMeTp. [aBneHue, nNpeBbllLatoLLee pacyeTHOe AaB/eHue
pa3pbIBY MOXET BbI3BaTb Pa3pbIiB 6a//10HA 1 NPUBECTM K HEBO3MOXXHOCTY U3B/IEYEHUSA KaTeTepa
13 Koprnyca NHTpoabocepa.

. Hun B KOEM Cnydae He MCMOMb3YyWTe BO3AYX WM KaKyto-n1Mbo razoobpasHyto epedy Ans
pa3flyBaHuWs GannoHa.

. Korpa kateTep BBOAUTCS B COCYAMCTYHO CUCTEMY, UM CNieflyeT yNpaBnsaTb Nof KOHTPOEM
PEHTTEHOCKOMNMM BbICOKOTO pa3peLLeHus.

. He ynpaBnsinTe 6a110HOM B pa3gyTOM COCTOSIHUW.

. Wcnonb3yiiTe KaTeTep 40 UCTEYEHUS CPOKa FOAHOCTM, YKa3aHHOIO Ha yMaKoBKe.

. KaTeTep He PeKOMeHAyeTcs WMCMonb3oBaTb NS U3MEPeHUs [aBNEHWUs WM BBEAEHUS
YXMAKOCTW.

MEPbBI MPEAOCTOPOXHOCTW IMNMPUN NCTTOJIb3OBAHUI

. Bo n3bexxaHne nepernba MeaneHHO NpoABMraliTe KaTeTep 40 TeX Nop, MoKa 13 Katetepa
He BbINAET NPOKENMaIbHbIA KOHEL, NPOBOAHMKA.

. Mpoueaypbl gnnataumn cnegyeT NPOBOAUTL MOA PEHTrEHOCKOMUYEEKMM KOHTPOMEM,
MCMONb3YA Haf/iexalllee PeHTreHOBCKOe 060py10BaHMe.

. W3penve cnepyeT MCNOMb3oBaTb C OCTOPOXHOCTbIO N8 MPOLeayp, €Bsi3aHHbIX C
Ka/IbL{MHMPOBaHHbIMU MOPaXKEHUAMMN 13-3a abpasvBHOIO XapakTepa 3TUX NOPaKeHNI.

. CnepyeT nsberaTb Ype3MepHOro 3aTArvBaHUA reMocTaTYeCKOro KnanaHa BOKpyr wagta
KaTeTepa, Tak Kak MOXET BO3HWKHYTb CY)XXeHVe, BUAIOLLEe Ha pa3fyBaHue/cayBaHme 6anioHa.
. Eenm B Kakolii-nMbo MOMEHT BO Bpems MNpoueaypbl BBEAEHMS KaTeTepa BO3HWKIIO

COMpOTWMB/EHNE, HE BBOAUTE KaTeTep cuioil. ConpoTHBIEHME MOXET NPUBECTU K NOBPEXAEHUIO
u3genns unn npoceeta. 13BneKalite KaTeTep ¢ OCTOPOXHOCTbHO.

. Ecnn conpoTuB/ieHME OLLyLLaeTest NPy U3BNEYEHUM, TO GasoH, MPOBOAHMK U KOpMyC
VHTPOAbHOCEPa A0MKHbI BbITb M3BNEYEHbI BMECTE B KAUeCTBE €AMHOIO M3AeNsi, 0COGEHHO eenu
06Hapy)XeH WM MOJ03pPeBaeTes PaspblB GasioHa UM yTeuka. STO MOXHO CAenaTh, KPerko
06XBaTUB Ga/NIOHHbIN KaTeTep U KOoprye MHTPO/LHOCEPa KaK eAMHOE LIENOe 1 U3B/EYb X BMECTE,
CoYeTast BbITArMBaHME C NETKVM BPALLIEHWEM.

. Mepef W3BMeYEHWEM KaTeTepa M3 Kopryca WMHTPOAbOCEPa OYeHb BAKHO MOSHOCTbHIO
OMyCTOLIUTL GaI/oH.
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. Mocne ncnonb3oBaHMA yTI/U'II/ISI/IpyI\/’ITe mn3genne cormaacHo Tpe6OBaHI/IFIM K 6e3onacHocTu
OTHOCUTEJIbHO 3arpA3HEHHbIX KPOBbIO I/I3,U,€]'II/II7I.

BO3MOXXHbIE HEXXEJIATEJIbHbIE ABJIEHNA
B pesynbTaTe npoueaypbl 6an10HHON AunaTauum MOryT BOSHUKHYTb CeAyHOLME OCNOXHEHNS,
NMOMMMO NPOYEro:

BO3AyrMHas ambonms;

aHeBpU3Ma;

apuTMuK;

apTepuoBeHO3Has (UCTYNa;

neTasbHbIN UCXo[,;

peakuMn Ha feKapCTBEHHble Mpenapatbl, afepruyeckas peakumss Ha KOHTPaeTHOe
BELL|ECTBO;

3HA0KapaUT;

remMaToMa Uy KPOBOU3NUSHWE;

rMMNOTEH3US;

MUPOreHHast peakuus;

cerncuc/vHpekums;

Tpomb0o3ambonmyeckas 60e3Hb;

TPOM603M6ONNS;

BaCKYNAPHbIA TPOMOO3;

pacceyeHue, nepdopaums, paspbIB UIN MOBPEXEHNE COCy/a.

ycnoemnAa  rNMPMMEHEHMA W NMHOOPMALIMA O TMNOTEHUMAJIbHBIX
MNOTPEBUTENTAX MEAVNUNHCKOI O N3AE/INA

MeanunHckoe nsnenve «Katetep 6annoHHbI Advocate» NPUMEHSETCSH TONbKO B MEANLMHCKMX
YUpeXaeHUaX nepcoHasiom (MHTEPBEHLMOHHbIE XMPYPru, COCYAUCTbIE XMPYPrK, CheLmasncTbl
XVPYPruyecknx OTAeNEHWIA 1 LLeHTPOB 1 Mp.), NPOLLEALIMM NPOgEeCCHOHabHYIO MOAMOTOBKY MO
paboTe C JaHHbIM BUAOM WU3AENNIA.

YCNoBNA NMPUMEHEHUA

[unana3oH Temnepatyp B MOMELLEHUN: 0oT1+15°C po +30°C
BnaXHOCTb B NMOMeLLEeHUI: <80% (6e3 KOHAEHCALW)
ATM.aBneHne 84.0 - 106.7 kIMa (630 - 800 Mm pT.CT.)
BbicoTa pacnonoXxeHns noMeLLEeHNs: Makcumym 1500 M Haf ypoBHeM Mops

BbIBEOP N NMoAr OTOBKA N3OENNA

. BbibepuTe 6annoH, COOTBETCTBYHOLLMI AIMHE NOPAXKEHNSA U AUaMETPY cocyaa.

. Y6eantecb, YTO BblOpaHHble NMPUHALNEXHOCTM COOTBETCTBYHOT Oan/IOHHOMY KaTeTepy,
KakK 0603Ha4eHO Ha MapKUPOBKe

. Mepep 1CNoNb30BaHKEM TLLATE/IbHO OCMOTPUTE YMAKOBKY W KaTeTep, YT0bbl yoeanThes B
OTCYTCTBUM NOBPEXAEHWI, NONYYEHHbIX B XOZe TPaHCMOPTUPOBKM.

. CH/MUTE 3aLMTHYH 060M104KY C 6anioHa 1 TPAaHCMOPTMPOBOYHbIA MaHAPEH C U3AeNus.
. MofroTtoBbTe MPOCBET Ga/lIOHA C NMOMOLLBI0 CTaHAAPTHOW KOHTPACTHO-CO/SIHOW CMecK
cnefyoLmm 06pasom:

. MpurotoBbTe CMeCb KOHTPACTHOroO BelllecTBa W hm3pacTBopa B COOTBETCTBUMM CO
cTaHAapTHou npoueaypoit (1:1).

. K nopTy ansa pasayBaHus NPUKPENUTE 3anopHbIA KpaH 1 wnpuy, Ha 20 MA nnv 6onbLLe,
HanoN0BMHY HaNO/IHEHHbIA KOHTPACTHbLIM PacTBOPOM.

. HanpaBbTe KOHYC LUMPMLA BHI3 1 acnMpUpyinTe, NOKa BeCb BO3AyX He OyAeT yaaneH u3
GannoHa.
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. MoBepHMTE 3aMopHbIA KpaH 1 COXpaHMTe BaKyyM B Ga/l1IoHe.

. Ha kaTeTepbl Advocate’™™* ansi UpeCcKOXHON TPaHCNHOMUHAbHON aHronnactuku (UTA)
HaHeceHOo rmapodubHoOe NokpbITHe. Mepes BBOLOM KaTeTepa aKTUBMPYITE NOKPbITHE, MOrpy3nB
KaTeTep B 00bIYHbIN (hm3pacTBop NpumepHO Ha 30-60 cekyHZ vn NpOTepeB KaTeTep Map/eBoi
rybkoi, nponutaHHom pactsopom. BHUMAHWE! He npoTtupaliTe NoBepxXHOCTL KaTeTepa Cyxoin
maprei.

PA30YBAHWE N CAYBAHVE BAJT/TOHA

. KateTep 6GannoHHbI  Advocate npefjHasHauyeH [N YPECKOXHOro BBeAEHUA C
1CMosb30BaHeM TeXHUKN CenbanHrepa.

. [MpoMOiiTe NPOMAaPKMPOBaHHbLIN MPOCBET MPOBOAHUKA renapyHOBLIM (U3MONOTNYECKM
pacTBOpPOM.

. Mepef BBefeHVWEM CO3[ailTe OTpuULATENbHOE [aBfieHWe Ha OTBepCTWe nopTta A/is
pasgyBaHus. Mpogsurarite KateTep 415 6aIOHHON AunaTaumn ¢ BpawaTe/lbHbIMU ABMKEHUSAMU
NPOTVB 4acOBOMW CTPeNKW Mo npeasapuTelbHO BBEAEHHOMY NPOBOAHMKY AvameTpom 0,36 MM
(0,014 nroiima), 0,46 mm ( 0,018 arorimos) mnm 0,89 mm ( 0,035 AKOIMMOB) B 3aBUCMMOCTU OT
MCNOMb3yeMon MOAEeNN Katetepa

. MpoaBuHbLTe Ga/IOH K MECTY MNOPaXKeHWst NOA KOHTPOMEeM pPeHTreHockonuu. To4vHO
pacronoXuTe Ga//IOH B y4acTKe MOPaKEHUs, OPUEHTUPYACh KaK Ha AWUCTa/IbHbIA, Tak U Ha
NMPOKCUMaSTbHbIA PEHTFEHOKOHTPACTHbIE MapKepb! 6anioHa.

. HanonHute 6anioH A0 >Kenaemoro faeneHusi. [MpuaepkuBaliTeCb PeKOMEHAYEMbIX
3HaYeHWn AaBneHns pasayBaHus 6anioHa (CM. Tabnuuy pacTsXkumocTu MNpunoxeHuve 1).
. Ecnv Bo Bpemsi pasgyBaHuMs 6aiioHa BO3HMKAKOT TPYAHOCTW, HE NPOAO/KAIATE; U3B/EKNTE

KaTeTep;’ MoBTOPMUTE NpoOUEAypy pasdyBaHust GannoHa (Makcumy 10 pa3), moka He 6ygeT
JOCTUrHYT XKeNaemblii pesynbTar.

. Ecn pgaBneHne 6GannoHa nagaeT WWAM MPOUCXOAWT pPaspblB Gasn/ioHa, BbINOMHMTE
cayBaHue 6annoHa v U3BNeKUTe GanoH 1 KOpNyc HTPObOCEpa Kak enHOE LieNoe.

OMNnyCTOLUEHNE N N3BJIEHEHWVE BAJT/TOHA

. IMONHOCTBLIO onycTowwMTe 6a/110H C MOMOLLBIO YCTPOMCTBA AJ1 pa3fyBaHUsA UK LWNpULa.
MpuMeHsiTe OTpULUATENbHOE AaBneHMe K 6anioHy B TeueHwe npumepHo 60 - 120 cekyHa.
OTtBeanTe [OCTAaTOMHO BpeMeHM [Ana onyctoweHus GannoHa. TMPUMEYAHWE: [Ona
OnycToWeHNs 6asifIoHOB GOMbLIOrO AuameTpa W/MAnM 4JIHbI MOXKeT MoTpe6oBaTbCcA 60/bLUe
BpeMeHW. Yem 60sblue AvameTp Lwinpuua, TeM 6ofblie NpUMeHsieMas cuna BcacblBaHus. s
MaKCUMa/bHO ObICTPOI Aednauum peKOMeHAYeTCa MCNOo/b30BaTh LWNpUL, Ha 50 M.

. OnycTowmnTe 6annoH, co3aaB BaKyyM B LUMPULE A1 pa3fyBaHUS WM YCTPOINCTBE ANns
pasayBaHus.
. 3BnekuTe KaTeTep, NoAdepXMBasi Bakyym B GannoHe. M3Bnekainte 6annioH M3 cocyga

POBHbIM, M/1aBHbIM, HEMPEPbIBHLIM ABVXXEHMEM MO YacOBON CTpenke. Ecnv npu nsBneveHUu
OLLyL@eTCcA CONpPOTUB/IEHNE, TO Ga/IIOH M KOpnyc Heob6XOAMMO W3B/ieYb BMECTe Kak efuHOoe
LIeNoe nof PeHTreHOCKOMMYECKNM KOHTPOMIEM, OCOGEHHO eCnn 06HapYXXeH Un NoA03peBaeTcs
paspbiB G6anioHa UM yTeuka. 3TO MOXHO CAenaTh, KPErnKo 06XBaTWMB Ga//IOHHBIA KaTeTep U
KOpnyc Kak eauHOoe LIeNoe 1 U3BneYb UX BMECTe, CoueTast BbITArMBaHMe C NerknM BpaLLeHEM.

CTEPUTN3ALNA
CTtepunusaums atuneHokemaom ( 30) .[aHHOe u3fenve He MpeaycMaTpuBaeT MOBTOPHYHO
CTEPUNM3ALIMIO NO/b30BATE/EM.

PACUYETHOE JAB/IEHVE PA3PbIBA

PacueTHOe [jaBfieH1e pa3pbiBa OCHOBAHO Ha pe3y/ibTaTax MUCMbITaHWI B N1abopaTOPHbIX YCIOBUSIX.
PacyeTHoe [aB/ieHMe paspblBa — 3TO fAasfieHue, npu KotopoM 99,9 % 6annoHOB OCTaHyTCH
LieNIbIMU C BEPOATHOCTHLIO 95 %.
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YIMNAKOBOYHbIE MATEPUAJIbI 1 KOMIMJIEKTALA

KareTepbl Advocate ynakoBbIBatOTCA B CBEPHYTYHO 3aLMTHYHO TPY6KY C BBEAEHHbIM B NPOCBET
NPOBOAHMKA 3aLLMTHBIM MaHAPEHOM U PacLLUMPSIOLWMMCA NPOTEKTOPOM noBepx GasnoHa. LLkana
PacTHXXMMOCTN MPUKPENSETCS K CBEPHYTOW 3aLLMTHON Tpybke . CBepHyTas 3awmTHas Tpyobka
3anevyatbiBaeTCs B MEPBMYHYIO WMHAMBMAYaNbHYH YNAaKOBKY - MakeT M3 maTepuana Tyvek,
o6ecreynBaroLLy0 CTEPU/bHbLIN Gapbep. 3anedyaTaHHbIA MNaKeT MapKMUPYeTCs WU NOCTaBNSETCA B
NMPOMapKMPOBaHHON MNOTPEOMTENbCKOA KOPOOKE BMeECTe C MHCTPYKUMEl MO NPUMEHEHWHO.
MoTpebuTtenbckne KOpobKWM yknagbiBatoTcd no 10 WT B TPaHCMNOPTUPOBOYHbIE KAPTOHHbIE
KOPOOKM AN 3allMTbl BO BPEMS TPAHCMOPTUPOBKW.

NMHPOPMALIMA O MAPKPOBKE IMNMPOAYKTA
dopmatbl 3TMKETOK M3deNniA 6blin paspaboTaHbl M 0f00peHbl ANA OTAE/NbHLIX W3O,
CTEPUNbHbIX YMAaKOBOK M TPAHCMOPTHOM YNaKOBKW. YTBEPXKAEHHas MapKUPOBKa HaxoauTcs B

TEXHO/NIONMYECKOM pPernamMmeHTe n3genns.

CuMBO/bI, PacLUNGPOBKA CUMBO/IOB, HAHECEHHbIX Ha YNaKOBKY NMPOU3BOANTENS

WsrotoBuTens
m J1
1ECIRER YNOMHOMOYeHHbIV MpefCTaBUTe b B EBPOMEICKOM COOGLLIECTBE
Wt [laTa V13roToB/EHIS
® 3anpeT Ha NoBTOPHOE NPUMeHEHVE
0 He cTepunm3oBaTb NOBTOPHO
1REF Howmep no Katanory
1LOT Kog naptvn
(STERtLilio] Crepunmsauysi OKCUOOM 3TMEHa
fAonly OcTopoxHo: PefeparbHbii 3akoH CLLA orpaHnumBaeT NpoLadKy 3TOro
M30eWnA, TOMBKO MO0 3aKasy BpaYa.
Vicnonb3oBatb 40 ...
A \ OctopoxHo! ObpaTUTECh K UHCTPYKLWN MO MPUMEHEHWIO
(§) He vicnonb3oBaTh Npy NMOBPEXKAEHNN YTAKOBKM
)K AnnporeHHo
N COBMECTUMbIIA MHTPOALCEP

bepeub OT BRaru
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He fonyckatb BO3,CI,€I7ICT B/A CO/IHEYHOIO CBETA

Nominal Pressure (NP] HomuHanbHoe aasneHve ( HA)
Rated Burst Pressure [RBP]  PacyeTHOe faBrneHve paspbisa 6aioHa ( PAP)

Hydrophillic coating "MapotibHOE MOKpPbITVE

TPAHCIIOPTNPOBKA N XPAHEHWE

XpaHWUTb B TEMHOM, MPOXMaAHOM, CyXOM MecTe. M3beraTb [/IMTENIbHOrO BO3AENCTBMA CBETA,
BNary, OpraHUYeckmx pPacTBOPWUTENENR, MOHU3MPYHOLLErO W3MTyUYeHUs WK YNbTpagmoneToBoro
n3nyyeHns. Tlocne W3BMeYEHNA W3 YMNAaKOBKM OCMOTPUTE U3fdeNne, 4YTOObl YbeauTbCs B
OTCYTCTBUW MOBPEXAEHNI

XpaHeHKne Ha cknajge

MapameTp 3HayeHne
Temnepatypa oT +5°C o +27 °C
Ycnosus cpefbl 419 TPaHCNOPTUPOBKU

MapameTtp™ 3HayeHne
Temnepatypa o1 -35°C po +55 °C

CPOKropgHocTwH
CrepunbHoro mnsgenus - 36 mecsues ( 3 roga)

YTUNNN3AUNA

Bo 136eXaHve BO3HUKHOBEHUS PUCKOB /15 3[0POBbS MPU YTUN3ALIMM MEAULIMHCKUX U3AENUiA,
a TaKXKe BO3HVKHOBEHWSI PUCKOB [i/151 OKPY)KAIOLLIEI Cpefbl, CBSA3aHHbIX C YTUM3aLyelt
MEAVLIMHCKIX U3MENNiA, NepCOHan JOMKeH YTUNN3NPOBATb U3AENNS MO MPOTOKONY, NPUHSTOMY
B OT/J€/IbHO B3ATOM YUpPEXAEHUMN.

MeguumHckoe usgenve «Katetep 6GannoHHbIA Advocate» B cootBeTcTBuM ¢ CaHlMHOM
2.1.7.2790-10 otHocaTcsA K Knaccy b (3nnaemMmnonornyecky onacHble 0TX0Abl) UHPULMPOBaHHbIE
1 NOTEHUMAIbHO MH(MLIMPOBaHHbIE OTXOABI.

rapaHTuiHble o6a3aTenbCcTBA

OrpaHnyeHHasa rapaHTua N 0TKa3 OT OTBETCTBEHHOCTU

Komnanusa «Meput Meamkan Cucteme, VIHK» rapaHTUpPYeT COOTBETCTBME MPOAYKUUN
cneuungukaymam Bo Bpems OTrpysku [okynaTento U OTCYyTCTBME [ed)eKTOB MaTepuanoB Wt
M3rOTOB/IEHNA B TeYeHMe Mepuofa, YKa3aHHONO0 B MWUCbMEHHOW OrpaHWYeHHOW rapaHTuu,
npunaraeMon oTAeNbHO K KaXKAOMY M3Aennto. MapaHTUMHbIA CPOK XpaHeHWs U3Lena COCTaBNseT
3 roga. 3ta rapaHTus He pacnpoCTpaHsAeTCs Ha MPoAYKLMo, KoTopas obina: (1) MoanguumposaHa,
M3MeHeHa, MOABEPrHyTa PEMOHTY, BOCCTaHOB/IEHMIO, MepepaboTKe WM M3MEHEHUSIM [ApYyroW
KomnaHven, noMmumo «Meput Megukan Cucteme, UHK»; (M) ncnonb3oBaHa He Mo HasHauYeHWto,
MoABEPrHyTa HenpasWIbHOMY OOpaLLeHNt0, MOBTOPHOMY WCMO/b30BAHMUIO WX MOBTOPHOM
crepunusauun, noctpagaia B pe3ynbTaTe HeCYyaCTHOro Cfyyas, HapyLleHus npasus
aKcnyarayum, XanaTtHoCTU UK NOCTOPOHHEro BMeLaTenscTea; (LL) nospexxaeHa B pesynbTare
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¢u3nYeckoro, NPHPONHOTO WIH 3NEKTPHUECKOTO BOZACHCTBHA, a Takke C M3MCHCHHHIM,
HOBPEXACHHKLM HIH YAAICHEHNM CEPUAHEM HOMEPOM; (iV) HCTIONB30BAHA B CONMETAHAH ¢ MOOKM
JAPYTHM H3ACIHEM; (V) HCTIONB3OBAHA HE B COOTBETCTBHH ¢ YKASAHMAMH IO MPHMCHCHHIO, YTO
YCTAHOBJICHO YTIOJHOMOYCHHOH opraHmsamuelf, HCHONb30BAHA HE B COOTBETCTBHH ¢ 00IACTHIO
MPUMCHEHHA, YKA3aRHOi B cHCHUKANHE, HIIH B YCIOBASX, HE IPEAYCMOTPEHHBIX IS AAHHOTO
BHAa H3jennit. JlioObie TexHAYECKAEe PEKOMCHAAIMM OT HMCHH xoMnaduu «Mepar Meauxan
Crcremc, HHx» npenocTaBIAioTcs 6e3 o0S3aTeNbCTB HWIH KOMIICHCAIHH, KoMnanua «Mepur
Menukan Cacremc, HHk» He npuHEMaeT Ha cebx Kakux-1a6o o00A33TENECTBE HIH
OTBETCTBEHHOCTH, BCC NOAOCHEIC PCKOMECHAAIMH JAIOTCA H NPHHEMAIOTCA 10/ OTBETCTBEHHOCT
Iloxynarens. 3A HCKIMOYEHWEM BbBIIIEVKA3ZAHHBIX CJIYYAEB, KOMIIAHUA
«Mepar Meankan Crcremc, Hnx» HE JJAET 3ABEPEHMIA WJIM FAPAHTHH JTIIOBOTO
POJA B OTHOIUEHHMH ITPOAVKLHH, KAK SABHO BBIPAXEHHBIX, TAK H
IIOAPA3YMEBAEMDBIX, IIOKYTIATENMO, KOHEYHOMY ITOTPEBUTEMIO, TPETHbUM
JIMLIAM. «Mepar Meguxan Cacremc, Uay OTKIIOHSET H UCKMIOYAET JIIOBBIE U BCE
BBIPAJXKEHHBIE, ITOAPA3YMEBAEMbBIE H 3AKOHOAATEJIbHO
NPEAYCMOTPEHHBIE I'APAHTUH, BKIIIOYASA I'APAHTHUU OT HAPYIIEHUA U
ITOAPAIYMEBAEMBIE FAPAHTHH TOBAPHOI'O KAYECTBA WX ITPUT'OAHOCTH.

OI'PAHHYEHHE OTBETCTBEHHOCTH

HA TPU KAKHUX OBCTOATEJILCTBAX KOMIIAHHUA «MEPUT» HE HECET
OTBETCTBEHHOCTbD IIEPEJ] 3AKA34YHKOM WJIH JIIOBBIM JIPYTHUM ®H3UYECKHUM
WIH IOPMOUMYECKUM  JIMIIOM 3A  IITPAQHBIE, CIHELMAJILHBIE,
HEMPERHAMEPEHHBIE WM TIPEJACKA3YEMBIE KOCBEHHBIE VBBITKH,
TIOHECEHHBIE BCJIEACTBUE VTPATHl PEINYTALMM, HEAOIIOJYYEHHOM!
IIPUBbIUIM OT TIIEPEINPOAAXH, TIPHUOCTAHOBKHA PABOTHI, TIOBPEXJIEHUA
MPOYKLIUY, ITOPYU APYTON MPOAYKLIVM WIM UHBIX ITPHYMH, BYAb TO UCKH
BCJIEACTBHUE HEUCITOJIHEHHS KOHTPAKTHBIX OBA3ATENLCTB, I'PAXKTAHCKHUX
MPABOHAPVILIEHW U TJ, BO3HHMKAIOIIMX B PE3VJBTATE HAPYHIEHMA
TIOJIOXXEHUM TAPAHTHH, JOI'OBOPA, 3AJTIEPXKH, XAJIATHOCTH, BE3YCJIOBHOM
OTBETCTBEHHOCTH WJIK UHAYE.

10. PEKJAMALINA

Opraun3anusd, IpEEAMAOMas Ha TeppuTopar Poccriickoii Peepandn MpeTeH3un oT

noTpeduTens No Ka9eCTBY MPOAYKTA:
O6mectBo ¢ orpanvwenHod orpercTBeHHOCTHIO «MepaT TexHonomsume» (OO0 «Mepnr

Texnonomxucy), OI'PH 1117746679533, UHH 7705960130
IOpunmaeckwii anpec: P@, 119017, ropox Mockpa, 1-siit Kasaanit uepeyinok a. 7, stax 1, koM. 6
Ten/axc: +7 (495) 221-89-02
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MPUNTOXEHNE 1
K MHCTPYKLUMK NO NPUMEHEHUIO
«Katetep 6a110HHbIA Advocate»

"9CHOBHbIE ®#YHKUNOHAJIbHBIE XAPAKTEPUCTUNKN U3OENUNA
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BapuraHTbl NCNOMHEHWS:

|. KateTep 6annoHHbIA Advocate coBMeCTUMBIA ¢ npoBoaHnkKom 0.014” (0,36 MM) €
WHCTPYKLME No NpuMeHeHnto, AiHa 90 cM, B BapuaHTax UCMOHEHWS:

1.1. C 6annoHom avameTpoM 2.0 MM, ANMHHOK 15MM, 20 MM, 40 MM, 60 MM, 80 mm, 100 mm, 150
MM, 200 MM, 250 MMm.

1.2. C 6annoHom anameTpoM 2.5 MM, AnnHHOK 15 MM, 20 MM, 40 MM, 60 MM, 80 mm, 100 MM,
150 mm, 200 mm, 250 Mm.

1.3. C 6annoHom amnameTpoM 3.0 MM, AnnHHOK 15 MM, 20 MM, 40 MM, 60 MM, 80 MM, 100 MM,
150 mm, 200 mm, 250 MMm.

1.4. C 6annoHomM avameTpoM 3.5 MM, AnMHHOK 15 MM, 20 MM, 40 mm, 60 MM, 80 MM, 100 MM,
150 mm, 200 mm, 250 MMm.

1.5. C 6annoHom gprameTtpoM 4.0 MM, gavHHOR 15 MM, 20 MM, 40 mm, 60 mm, 80 mm, 100 MM,
150 mm, 200 mm, 250 mm.

Il. KateTep 6annoHHbIM Advocate COBMECTUMBIN € NpoBogHMKoM 0.014” (0,36 mm) gnnHa 130
CM C UHCTPYKLWME N0 NPUMEHEHNIO,, B BapaHTaX UCMO/HEHNS:

2.1. C 6annoHoM anameTpom 2.0 MM, A/IMHHOW 15 MM 20 MM, 40 MM, 60 Mm, 80 MM, 100 mm, 150
MM, 200 MM, 250 MM, 300 MMm.
2.2. C 6annoHoM anameTpoM 2.5 MM, g/inHHOW 15 mm 20 MM, 40 MM, 60 mm, 80 Mm, 100 mm, 150
MM, 200 MM, 250 MM, 300 MMm.
2.3. C 6annoHom arametpom 3.0 MM, AIMHHOR 15 MM 20 MM, 40 MM, 60 MM, 80 mm, 100 mm, 150
MM, 200 MM, 250 MM, 300 MM.
2.4. C 6annoHoM anameTpom 3.5 MM, A/IMHHOW 15 MM 20 MM, 40 MM, 60 Mm, 80 MM, 100 mm, 150
MM, 200 mm, 250 mm, 300 M.
2.5. C 6annoHom gnametpom 4.0 MM, ginHHOR 15 MM 20 mm, 40 MM, 60 Mm, 80 MM, 100 mm, 150
MM, 200 MM, 250 mm, 300 MMm.

I1l. KateTep 6annoHHbI Advocate cOBMECTUMBI ¢ NpoBogHnKom 0.014” (0,36 mm), anvHa 150
CM, C MHCTPYKLMEN N0 NPUMEHEHWIO,, B BApUaHTaxX UCMOSTHEHWS:

3.1. C 6annoHom gurameTpoM 2.0 MM, ganHHOR 15 MM 20 MM, 40 MM, 60 Mm, 80 mm, 100 MM, 150
MM, 200 MM, 250 mm, 300 MMm.
3.2. C 6a110HOM ApameTpoM 2.5 MM, AMHHOA 15 Mm 20 MM, 40 MM, 60 MM, 80 mm, 100 MM, 150
MM, 200 MM, 250 MM, 300 MMm.
3.3. C 6annoHom gurametpoM 3.0 MM, AAMHHOK 15 MM 20 MM, 40 MM, 60 Mm, 80 MM, 100 MM, 150
MM, 200 MM, 250 mm, 300 MMm.
3.4. C 6annoHom gpametpoM 3.5 MM, AnMHHOR 15 MM 20 MM, 40 MM, 60 Mm, 80 mm, 100 MM, 150
MM, 200 MM, 250 MM, 300 MMm.
3.5. C 6annoHom gpameTtpom 4.0 MM, AnMHHOR 15 Mm 20 MM, 40 mm, 60 Mm, 80 mm, 100 mm, 150
MM, 200 MM, 250 MM, 300 MMm.

IV. KaTeTep 6ann10HHbIN Advocate COBMeCTUMBIN ¢ npoBogHuKoM 0.018” (0,46 mMm) anvHow 45
CM, C UHCTPYKLME NO NMPUMEHEHNIO, B BapUaHTax UCMOHEHUS:

4.1 C 6annoHom grameTpom 4.0 MM, AiMHHOM 40 MM, 60 MMm.

4.1. C 6annoHom gmametpom 5.0 MM, g/inHHOR 40 MM, 60 MM.

4.2. C 6annoHOM AnaMeTpom 6.0 MM, AIMHHOM 40 MM, 60 MMm.

4.3. C 6asinoHom agnametpoM 7.0 MM, AMHHOR 40 MM, 60 MMm.

V. KateTep 6annoHHbIn Advocate cCOBMECTUMbIN ¢ NpoBoHMKoM 0.018” (0,46 Mm), annHa 90
CM, C MHCTPYKLMEN N0 NPUMEHEHWIO, B BapyaHTax UCMOHEHNS:
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5.1. C 6amwonoM muametTpoM 2.0 MM, ZymEHOH 60 MM, 80 MM, 100 MM

5.2. C 6annonom auameTpoM 2.5 MM, JutHHHOA 60 MM, 80 mom, 100 MM

5.3. C Gamnonom maamerpoM 3.0 MM, mmamHOM 40 MM, 80 MM, 100 MM, 150 My, 200 MM,

5.4. C 6annonoM aramerpoM 3.5 MM, meErolM 40 MM, 60 My, 80 Mm, 100 My, 150 mm, 200 MM
5.5. C 6amnosomM quameTpoM 4.0 MM, anuHHOK 40 MM, 60 MM, 80 M, 100 M, 150 Mps, 200 MM,
250 mm.

5.6. C 6auionom auameTpoM 5.0 MM, amannoH 40 MM, 60 MM, 80 MM, 100 MM, 150 MM, 200 MM,
250 MM,

5.7 C GamnornoM anamerpoM 6.0 MM, mHHOK 40 MM, 60 MM, 80 MM, 100 M, 150 Mm, 200 MM,
250 MM,

5.8 C 6amwmonoM quamerpoM 7.0 MM, HEHOK 40 MM, 60 MM, 80 MM, 100 Mm, 150 MM

5.9 C 6amnoromM nuaMeTpoM 8.0 MM, JumHHOM 40 MM, 60 MM, 80 MM, 100 MM

3.10 C GayuronoM auamerpoM 9.0 My, aymmmHON 40 MM, 60 MM, 80 MM, 100 ym

VI. Karerep Gamnonnnitt Advocate copMecTrMEi ¢ npoBoarukoM 0.018” (0,46 MM) anuHOIM
130 cm, ¢ BECTpYKIHEH O MPEMCHEHHIO, B BAPHAHTAX HCIIOIHEHAS:

6.1. C 6ayimonom maameTpom 2.0 MM, maEnOM 20 MM, 60 MM, 80 MM, 100 MM, 150 MM, 200 MM,
250 MM, 300 MM,

6.2 C 6amnonom auaMeTpoM 2.5 MM, anaHHOH 60 My, 80 MM, 100 Mu, 150 MM, 200 am, 250 MM,
300 »m. .

6.3. C GanonoM mrametpoM 3.0 MM, maanoH 40 MM, 60 MM, 80 MM, 100 MM, 150 MM, 200 MM,
250 MM, 300 MM .

6.4. C Gajtgonom gaamerpoM 3.5 MM, AmmHBEOH 40 MM, 60 MM, 80 My, 100 Mn, 150 MM, 200 MM,
250 MM

6.5. C 6amnonom aaametpoM 4.0 My, mmanOM 40 MM, 60 MM, 80 MM, 100 M, 150 M, 200 M,
250 MM,

6.6. C 6arnonom auaMetpoM 5.0 MM, NBHHON 40 MM, 60 MM, 80 MM, 100 Mm, 150 Mm, 200 MM,
250 MM. ,

6.7 C 6alutonom maameTpoM 6.0 MM, tHEHROH 40 MM, 60 MM, 80 MM, 100 M, 150 Mu, 200 MM,
250 MM,

6.8 C GamroroM anaMeTpoM 7.0 MM, mEHOH 80 MM, 100 MM, 150 MM, 200 My, 250 MMm.

VII. Karerep Gannornsiti Advocate corMecTaMELH ¢ npoBoarEKoM 0.018” (0,46 MM) mmaROIN
150 oM, ¢ BHCTpYKIHeH 110 MPHMEHEHHAIO B BADHAHTAX HCIOTHCHHS:

7.1. C 6annonom auameTpoM 2.0 MM, anmueHOH 20 MM, 60 MM, 80 MM, 100 MM, 150 MM, 200 MM,
250 MM, 300 »am.

7.2 C GamnoHoM anaMeTpoM 2.5 MM, AmaEHOM 60 MM, 80 MM, 100 MM, 150 Mm, 200 MM, 250 MM,
300 mm.

7.3. C 6amnonom auameTpoM 3.0 MM, ymaHEOH 40 MM, 60 MM, 80 MM, 100 MM, 150 nm, 200 MM,
250 MM, 300 MM

7.4. C 6autonoM auameTpom 3.5 MM, mmaEnOM 40 MM, 60 MM, 80 MM, 100 MM, 150 MM, 200 MM,
250 MM

7.5. C 6amnonomM auaMeTpoM 4.0 MM, marHOM 40 MM, 60 MM, 80 MM, 100 MM, 150 My, 200 MM,
250 MM.

7.6. C 6annonom muameTpom 5.0 MM, mauroH 40 MM, 60 MM, 80 MM, 100 MM, 150 MM, 200 MM,
250 MM,

7.7 C 6annoromM maaMeTpoM 6.0 My, maHON 40 MM, 60 MM, 80 My, 100 am, 150 MM, 200 My,
250 Mm.

7.8 C 6anonom gaameTpoM 7.0 MM, aymanHOR 80 MM, 100 MM, 150 MM, 200 MM, 250 MM.

VIII. Karerep 6amnonnsiii Advocate coMecTaMuil ¢ nposoaaukoM 0.035” (0,89 MM) amanod
75 oM, ¢ HHCTpYKUHeH 10 TPHMEHERHIO, B BADHAHTAX HCTIOHCHHS:
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8.1. ¢ 6annoHom guametpom 3.0 MM, AMHHOW 20 MM, 40 MM, 60 MM, 80 Mm, 100 MM, 150 MM,
200 M.

8.2. C 6annoHom avameTtpom 4.0 MM, gnnHHOM 20 Mm, 40 Mm, 60 mm, 80 Mm, 100 Mm, 150 MM,
200 Mm.

8.3. C 6annoHom guametpoM 5.0 MM, ganHHOR 20 MM, 40 MM, 60 MM, 80 MM, 100 mm, 150 MM,
200 Mm.

8.4. C 6annoHom amameTpoM 6.0 MM, AnvHHoin 20 Mm, 40 Mm, 60 mm, 80 mm, 100 Mm, 150 MM,
200 Mm.

8.5 C 6annoHomM anametpom 7.0 MM, AnnHHOM 20 MM, 40 mm, 60 MM, 80 MM, 100 Mm, 150 MM,
200 Mm.

8.6 C 6annoHomM amameTpom 8.0 MM, AfiMHHOM 20 MM, 40 mm, 60 Mm, 80 MM, 100 MM

8.7 C 6annoHom anametpom 9.0 MM, AfMHHOK 20 MM, 40 MM, 60 MM, 80 MM, 100 MM

8.8 C 6annoHom avameTtpom 10.0 mm, AnmHHOR 20 mm, 40 Mm, 60 MM, 80 MM, 100 Mm

8.9 C 6annoHom anametpom 12.0 MM, AnvHHOK 20 MM, 40 MM, 60 MM.

VIII. KateTtep 6annoHHbI Advoeate COBMECTUMBIIA ¢ npoBoaHnKom 0.035” (0,89 mMMm), AnnHON
130 cM, C MHCTPYKLUWMER NO NPUMEHEHNIO, B BapuaHTax MenosiHeHUs:

8.1. C 6annoHom guameTpom 3.0 MM, AIMHHOM 20 MM, 40 MM, 60 Mm, 80 MM, 100 MM, 150 MM,
200 mm.

8.2. C 6annoHom amametpom 4.0 MM, AiMHHOM 20 MM, 40 MM, 60 Mm, 80 MM, 100 MM, 150 mm,
200 mm.

8.3. C 6annoHom anameTpom 5.0 MM, gnnHHOM 20 MM, 40 MM, 60 mm, 80 MM, 100 MM, 150 MM,
200 mvs, 1.

8.4. C 6annoHom guameTpomM 6.0 MM, anHHOM 20 MM, 40 MM, 60 MM, 80 MM, 100 MM, 150 MM,
200 mMm.

8.5 C 6annoHom avametpom 7.0 MM, AnMHHOR 20 MM, 40 mm, 60 MM, 80 MM, 100 MM, 150 mm,

200 mm.

8.6 C 6annoHomM amnametpom 8.0 MM, AnmHHON 20 mm, 40 Mm, 60 MM, 80 MM, 100 Mm

8.7 C 6annoHom amametpom 9.0 mm, AnmHHon 20 mm, 40 mm, 60 MM, 80 mm, 100 mm

8.8 C 6annoHom guametpom 10.0 Mm, AnmHHOM 20 MM, 40 MM, 60 MM, 80 MM, 100 MM

8.9 C 6annoHom gnameTtpom 12.0 mm, AnvHHoi 20 MM, 40 MM, 60 MM.
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Tabarna 1-1 Karerep Ganxomnsiit Advocate copMecTuMbIi ¢ nposoaarxom 0.014” (0,36 Mm)
O0mee ouncanne CECTEMbI

90 cm

NOM- ]

130 cM 130 cm 130 cm 130 cm
150 oM 150 cM 150 cm 150 cm
90 cm 90 cMm 90 cM 90 cmM
130 cm 130 cm 130 cm 130 cM
150 cM 150 cm 150 oM 150 c™
90 cm 90 cm 90 cM 90 cM
130 cm 130 cMm 130 cMm 130 cM
150 cM 150 cm 150 cm 150 cm
9% cMm 90 cm 90 cm 90 cMm
130 cM 130 c™ 130 cm 130 cM
150 cM 150 cm 150 cM 150 cM
90 cM 90 cm 90 cM 90 cm
130 cM 130cm . 130 cm 130 cM
150 cM 150 cm 150 cMm 150 cM
90 cm 90 cm 90 cm 90 cMm
130 cm 130 cm " 130 cm 130 cm
150 cM 150 oM 150 cM 150 cm
90 cm 90 cm 90 cMm 90 cM
150 130 oM 130 cm 130 oM 130 cM 130 cm
150 cm 150 cM 150 cm 150 cM 150 cm
90 cM 90 cMm 90 cm 90 cm 90 cM
200 130 cm 130 oM 130 cM 130 cm 130 cm
150 cm 150 cm 150 cm 150 oM 150 cm
90 cMm 90 cMm 90 cm 90 cm 90 cm
250 130 M 130 cm 130 oM 130 cm 130 cM
150 cm 150 cM 150 oM 150 cm 150 cM
300 130 cm 130 cM 130 ¢ 130 cm 130 cm
150 oM 150 cm 150 cm 150 cM 150 cm
16 aTm
FAP 1621 xlla

TaGanua 2-1 Kaverep Sannonmmii Advocate eonnecnmul ¢ mposoaamxom 0.014” (0,36 Mm)

K‘;""‘Z".."‘“E.’ T ove—re
erMe i 2,0 2,5 4,0
3 f 811* ("‘uounua.m,noe nanuenue) 2,05 2,53 3,03 3,55 4,09
Ho/1013 2,09 2.59 3,09 3,63 4,18
[12 /1216 2,13 2,63 3,15 3,69 4,25
14/ 1419 2,16 2,67 3,19 3,74 4,32
16 /1621 (PAP) 2,19 2,71 3,24 3,79 4,39
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Taamma 1-2 Katerep Gannomuntit Advocate copmecTamblli ¢ npopoauuxom 0.018” (0,46 mm)
Ofmee ONBECANHES CHCTOMBI

Tabnana 2-2 Karverep Satonnniii Advocate copmecTHMBIN ¢ npopoaunKom 0.018” (0,46 mm)
HudopManng ¢ pRCTEEEMOCTE

it~ % 25 130 [35 [40 [50 |60 [70 |80 |90

e f

8/811* (*nousnansnoe 2,00 | 2,50 | 3,00 3,50 | 400|500 | 600 (700 |800 |900

%’?‘i"&iﬁ 205 [255 (306 [357 |408 [511 [614 [716 |818 |920
12/ 1216 2,00 2,59 [3.11 362 (415519 | 624 [732 [836 [938
1471419 2,12 [263 | 3,15 3,68 |421|827 | 632 .77 //AAA/ /A7
1671621 2,15 12,67 |3,19 |3,73 | 428 U 7 /A A A
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Tabnuua 1-3 KateTep 6annoHHbIN Advocate coBMeCTUMbIA ¢ NpoBogHMKOM 0.035” (0,89 mMm)
O6Llee onucaHme cUCTembl

T5om | 75 om | 75 om T5com | 750 |75 M | TS eM |

75 cM

75 oM

20 130¢ | 130c | 130¢ 130 on 130¢c [130¢ |130c | 130¢c 130 cx
M M M M M M M
T5cM | 75ceM | 7S e 75¢M | 75ceM | 75em | 75¢cM

75 cM 75 eMm

40 130¢ | 130¢c | 130¢ 130 ox 130c [130¢ [ 130c | 130 ¢ 130 om
M M M M N M M
75cM | 75cM {75¢m 75 cas 75cM | 7SceM | 75¢Mm | 75¢cM
60 130c [ 130c | 130 ¢ 130 om 130¢ [130¢c | 130c | 130¢

M M M M M M M

T5cM | 75cMm [ 75¢m 75 e 75¢M | 75¢cMm [75¢eM 7Scu

80 130c {130¢ | 130¢ 130¢ | 130¢ | 130 ¢ 130c
130 eM '

M M M M M M M

75cM | 75¢eM | 75cM 75¢M | 75¢cM | 75¢cM 7Scu

ga
g 2
mmmumpn(m)

75 om
390 [130¢|130¢ |130¢ | 2 [130¢ 130c
M | M | M M __
Toom [ T5cm | Toem | e 75cu i
150 130¢ [130¢ | 130¢ | 2O 130c
M M M M
T5cm |75¢cMm | T5¢eM 75 on 75cu
200 130¢ |130¢ [ 130¢ | [3H 130c
M M M M
16 a1 14 a™m
PAP 1621 kITa “l:““

Tabnvua 2-3 KateTtep 6a/1oHHbIN Advocate coBMECTUMBIN ¢ npoBoaH1Kom 0.035” (0,89 mm)
VHdopmaums 0 pacTsKUMOCTH

(Ei“ i) 30 |40 |50 (60 (70 (80 |90 (100 |120
8!811*(mounuaawoe 300 |400 |500 |600 [700 |[800 [900 |1000 |12,00
_T:T?il)s 305 |406 |508 |611 |7.14 sn 918 1020 | 12,36
1271216 309 |4,12 516 6,23 7,29 1046 V777
1471419 3,14 [4,18 VI /////// /////// VA
1671621 319 [4.28 ///////////////////////////////////////////’//”////
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CIEUMPHKAILIHA H3AEJINA

XAPAKTEPHCTHKA

CIIEHHOHKAITMA

Hapyxuuif AHaMETp MArKoro
HAKOHEYHHKA ( TPOKCHMANBHBIN
KoHew)

Kamemep 6amonnniii Advocate coemecmumutii ¢
nposoonuxom 0.014 (0,36 rm)
<0.87 MM

Kamemep 6announsits Advocate cosmecnumoiii ¢
npoeoduuxom 0.018” (0,46 mm)
< 1,20 mm ana Sannona anamerpom 2,0-4,0 mu;
< 1,33 MM ana Gannona apamerpom 5,0-7,0 Mm (kpome
pa3mepa 7,0 x 250 mm);
< 1,50 mm ana Gannona anametpom 8,0-9,0 MM, a Takoke A
paamepa 7,0 x 250 mm.
Kamemep barnonnsiti Advocate coemecnumptii ¢
nposoonuxom 0.035” (0,89 mm)
< 1,60 Mm win Gannona anamerpom 3,0-7,0 mm;

< 2,0 MM a3 Saniona anamerpom 8,0-12,0 MM

Hapyxknuili anaMeTp MArkoro
HakoHewHuKa ( AMCTATbHLINA KOHeLL)

Kamemep b6anonnviis Advocate coemecmumuiii ¢
npoeodnuxom 0.014" (0,36 mmw)

<0.50 MM
Kamemep 6anronnviii Advocate coemecnumpiii ¢
npogoduuxom 0.018" (0,46 mm) ’

< 0,80 mm ans Gannona anamerpom 2,0-4,0 mn;
< 1,10 MM a1a Gannona auametpom 5,0-7,0 MM (xpome
pasmepa 7,0 x 250 Mm);
< 1,10 mm ana Gannona quameTpom 8,0-9,0 MM, a Tarke 4
pasmepa 7,0 X 250 mMm.
Kamemep Ganronnwiii Advocate coemecmumotii ¢
npoeodnuxom 0.035" (0,89 mrm}
< 1,0 mas Ana Gannoxa anameTpom 3,0-7,0 mMm;

< 1,50 mm ans Gannona anamerpom 8,0-12,0 Mm

JnuHa HAKOHEYHHKA

Kamemep 6annonnviis Advocate cosmecnumbiii ¢
npogodnixom 0.014" (0,36 mm)

5.0 Mm
Kamemep 6annonnviis Advocate cosmecmumbiit ¢
npoeoonuxox 0.018" (0,46 mm}

3.5mM
Kamemep bartonnsiii Advocate coemecmumbiis ¢
nposoonuxom 0.035” (0,89 um)

3.5mm

Npoduns cnoxenHoro Saniona

< 4 F - 7F 8 coorsercreun ¢ Tabnuuamu 1-1,1-2, 1-3

HapyxHruili anamerp wadra karerepa

Kamemep 6annonnwiii Advocate coemecmumsiii ¢
npoeoduuxos 0.014” (0,36 mm)

1,20 MM ana Gannona auamMeTpoM 2,0-4,0 mm.
Kamemep Ganronnwiii Advocate cosmecnumiii ¢
nposoonuxom 0.018” (0,46 mm)

1,20 mm ana Gannoxa anamerpom 2,0-4,0 Mm;

1,30 MM ana Gannoua auametpoM 5,0-7,0 MM (kpome
pasmepa 7,0 x 250 mm);

1,40 MM ana Gannona anametpom 8,0-9,0 M, a Taloke ang
pa3mepa 7,0 x 250 Mm.

Kamemep 6ansonnviii Advocate coemecmumwiii ¢
npoeodnuxom 0.035” (0,89 mm)

1,74 mm a3 Gannoua auamerpom 3,0-7,0 Mm;

1,80 MM Ana Gannona auamerpom 8,0-12,0 MM

SdubexTrBHAN MNHA KaTeTepa

cooreercTBuu ¢ Tabnuuamn 1-1,1-2, 1-3
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XAPAKTERPVICTVIKA
AdnvHa noKosms
Bpenvn pegaysaHvi

MHOroparHoe pegayeaHve

PaeyetHoe fprneHve paspbBa
LyaveTtp GarvioHa Mot HOMVHE 1BHOM

drvHa Ganora
PacrspraviocTb GarvioHa

MPOOQ/ PHATENBHOCTL GOyBaHVH

COoBIVECTVIVIOCTb QO
BCrovVOrare bHs M/ VROE VIV

MarbHb N oeHTVIaTop
peapeoeTVITE A

NMHorokparHoe pegdysaHe (B
CTEeHTE)

NMecca veoprvi (6e3 3alymHbIX
TRYOK, “exTR,
TPaHCIOPTI0BOHHOMO VaHOpeHa 1
o)

CIMELIPVKALA

JAnviHa moKpsL M. CervEHT [)ICTar BHOMN KOHLIAL KATETER:, B
TOM WIore GarvoHa, 4yviHoA 350 vvi+ 10 v

Jaenerve B GayvoHe O pHO AOoCTURaTb HOMV/HEV BHOMO
VPoBHA 3a << 80 cexkyH,

VBoervie fopkHO Be Iek/BaTh 10 MOoBTOPHBL X LIVIKIOB
pagaysa-vA 00 PP nyaemiaH/ A 3TONo JpBEH/A B TeveHve
30 cexkyHa, 6e3 KAKX-/ V00 OTKEGOB.

Qu Taowpsl 1-1, 1-2, 1-3 g/s COOTBETCTBYHALLYIX PE3VEOB

MiesaHHbL M HA MepR/poBKE U BTaane 1-1, 1-2, 13

YiasaHHs M HA VBpR/poBKeE 1 BTabne 1-1, 12, 13

B cooreBetciBMM c Téviigvn 2-1, 2-2, 23, HO He

6oee 11 %

MPOOO HHATESBHOCTL KOHTPOQ VIDYEVOIO GAyBaH/H GarvoHa
MoV pes3yBaH/M 0 MBKCVIVEV BHOMO JpReHV/ OO/ DA
coeTaBHTbL <120 cekyHa,

GCoBVECTIVI CO CEOYHALLYIVA VBO VEMA (B KOMITVIEKT
rMoeTaBK He BXQT): MpoBoaHK 0,014, 0035 '

0,018 graave, vHTPQOpRtaoep 4F - 7 F ( coBVECTIVIOCTL B
COOTBECTB/M C Tahrvavm 1-1, 1-2, 1-3) reMOoCTarvMHeECKN
KaraH COOTBETCTBYHALLEIO Pa3VES, VHORYHTOP 1 LML,
A/ MoV BKA

Ha pacrpenprviterie aorpiHa Gb ITb HaneYaTaHa Ceayra L Bs
mHopVELYST: [VIBIVETP U OjviHa GarvioHa,
VBopnve popkHO Beoei/BaTh 10 MOBTOpHLIX LIVIKIOB
pa3aysaHviA 00 PP 1 yaekaH/A 3TONo OB eH/A B TeYeHie
30 cekyHA, 6e3 KAKX-/ V00 OTKaE0B.

<HOr

CINelL IMIoMKALINA MATEPMATIOB

KOMMIOHEHT MATEPVA b
MAnuai KoHWK MvaMIHL M IrBeETOVED
BarvnoH karetepa Mowvavg,
Hapy» i1 MPOoCcBET KareTepa Mwvavg,

BHyTpeHHA/ MPOCBET KateTepa Movama Kpecuters LiBeT o

PazrpyzoqHas vydora MvavaoHs Vi arectovEp

Pacrpeperviiers MorvkapooHar

NVBpKEPHLE MNONocKA Mav/Vovgii

Krei DYMAX Uttra Light-W\&ld 208-CTHF DYMAX Cop.
Mokpsme Mo e PhotoLink®

TpaHcropTpoBoHHL[A VBHOPeH HeptaBataLBA CTarb

Sauyima Ganora MorvreTpacropeTreH (MTaEO)

BaLTHes TRYGKE: Mo vsTWIEH H/BKOA IMIOTHOCTU
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Mepesena Kosnosa apba BnagmmmnposHa

Poccuiickaa deaepaums
["opog Mocksa
[BajuaTb AeBATOro CeHTAOPA ABe ThiCAYN ABaALATOr0 roja

A, Koponb BukTopma AnekceeBHa, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYHO
NOL/IMHHOCTbL NOANMCY NepeBogunka Kosnosol [apby BragyMmnpoBsHsbl.

lMognuck caenaHa B MOEM NPUCYTCTBUN.

JInyHoCTb NoanucaBLLEro JOKYMEHT YCTaHOB/EHA.

3aperunctpuposaHo B peectpe: Ne 08/82-H/77-2020

B3bICkaHO rocyfapCTBEHHOM NowMHbI (No LLp1 pyb. UU”n.
YnnayeHo 3a OKasaHue ycnyr npaBoBoro n”? g 300 py6. 00 Kon.

T I /

B.A. Koponb

MpOLLUHYPOBaHO, MPOHYMEPOBAHO 1 CKPEN/IEHO MeYaTbto
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