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INSTRUCTIONS FOR USE
Transseptal Sheath for access to the heart CardiaGuide

In the event of any discrepancy between the English language text set forth in this document and the Russian language text, the English language text shall
be controlling in all respects.
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Carefully read all instructions prior to wse. Ob e all contraindications, warnings and preca  ns noted in these directions. Failure to do so
may result in patient complications. Merit Medical Systems, Inc. relies on the physician to determine, assess, and communicate to each patient
all foreseeable risks of the procedure.

MEDICAL DEVICE (MD) NAME AND CLASSIFICATION

MD name, variations of MD

Transseptal Sheath for access to the heart CardiaGuide

In variants:

1. CardiaGuide fixed curve transseptal sheath in composition:

1.1. CardiaGuide fixed curve transseptal sheath, effective length 63 cm, inner diameter 8,5F (2.7 mm), curve shape 50°—1 pc.;
1.2. Dilator, effective length 67.4 cm -1 pc.;

1.3, Guidewire - 1 pc.;

1.4. Instructions for use — 1 pc.;

2. CardiaGuide fixed curve transseptat sheath in composition:

2.1. CardiaGuide fixed curve transseptal sheath, effective length 63 cm, inner diameter 8,5F (2.7 mm), curve shape ML1- 1 pc.;
2.2. Dilator, effective length 67.4 cm -1 pc.;

2.3. Guidewire — 1 pc.;

2.4. Instructions foruse— 1 pc.;

3. CardiaGuide fixed curve transseptal sheath in composition:

3.1. CardiaGuide fixed curve transseptal sheath, effective length 81 cm, inner diameter 8,5F (2.7 mm), curve shape 50° - 1 pc.;
3.2. Dilator, effective length 85.4 cm -1 pc.;

3.3. Guidewire -1 pc.;

3.4. Instructions for use - 1 pc.;

4. CardiaGuide fixed curve transseptal sheath in composition:

4.1. CardiaGuide fixed curve transseptal sheath, effective length 81 cm, inner diameter 8,5F (2.7 mm), curve shape ML1- 1 pc.;
4.2. Dilator, effective length 85.4 cm — 1 pe.;

4.3. Guidewire — 1 pc.;

4.4, Instructions for use— 1 pc.;

Further in the text the following names of the medical device can be used: the Braided Transseptal Sheath, Transseptal Sheath, CardiaGuide, Sheath,
CardiaGuide Transseptal Sheath and other shortened names that facilitate the perception of information.
MD - medical device.

HOW SUPPLIED:
Sterile: Sterilized with ethylene oxide gas. Non-pyrogenic.

Contents: One (1) Radiopaque Sheath, one (1) Radiopaque Dilator, one (1) 0.032” (0.81 mm) x 180 cm Guidewire

NOTE: Sheath Length, Diameter, and Curve configurations are indicated on the product label.

DESCRIPTION:
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The Braided Transseptal Sheath is designed to pro  a conduit to deliver diagnostic and therapeutis  beters to specific heart chambers and locations.
It provides support for positioning and maintaining the position of catheters at specific locations in the heart. The sheath may be used for percutaneous
entry.

The kit consists of three components: a sheath, a dilator, and a J-tipped guidewire.

The sheath has a radiopaque marker band which aids in defining the location of the tip, an atraumatic soft tip, and a lubricious coating on the inner and
outer surface.

The dilator is designed to conform to the inner diameter and curve of the sheath, and has a tapered tip.

To facilitate access to a variety of cardiac structures and sites, the sheaths are available in various sizes, lengths and tip curve configurations.

WARNINGS:

1. Contents supplied STERILE using an ethylene oxide (EO) process. Do not use if sterile barrier is damaged.

2. For single patient use only. Do not reuse, reprocess or resterilize. 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 patient to another. Contamination of the device may lead to injury, illness or death of the patient.

3. Thedevice(s) should be used by physicians engaged in the practice of specialized invasive cardiology techniques. Use of the device should be restricted
to those physicians specifically trained in the approach to be used.

4. When the sheath is left in the vessel, a continuous heparinized infusion under pressure is strongly recommended through the sheath sideport.

5. Infusion through the sideport should only be done after all air is removed from the unit.

6. Dilators and catheters should be removed slowly from the sheath. Rapid removal may damage the valve components resulting in blood flow through
-1 the valve, as well as cause a vacuum which may allow air to enter the sheath.

7. Aspiration of the side port is recommended when withdrawing the catheter, probe, or dilator to remove any fibrin deposition which may have accu-
mulated in or on the tip of the sheath.

8. Careful sheath manipulation must be performed in the presence of an implantable cardiac device of any kind to minimize the potential to displace or
dislodge lead placement.

9. Direct percutaneous insertion of the sheath requires the use of the dilator to minimize the potential risk of vessel injury due to a flared tip.

10. Fluoroscopic monitoring of the location of the distal tip of the sheath using the radiopaque marker, especially when used in a transseptal approach, is
recommended.

PRECAUTIONS:

1. Aspiration and flushing of the sheath, dilator, and catheter should be performed frequently to help minimize the potential for air embolism.
2. Indwelling sheaths should be intemally supported by a catheter, electrode, or dilator.

3. Never advance, torque, or withdraw guidewire or sheath when resistance is met. Determine cause by fluoroscopy and take remedial action,
4. Uss the sideport for injection or aspiration of sheath and sideport assembly. Assure that stopcock is in the closed position after flushing, to prevent
back-bleeding.

5. The following conditions require that special care be taken when using this product involving the transseptal approach.

« enlarged aortic root

» marked right atrial enlargement

» small left atrium

» marked distortion of the thoracic configuration (e.g. kyphosis or scoliosis)
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6. Care should be taken to avoid excessive bendi  7the sheath and/ or dilator before and during u

7. Fluoroscopic procedures involve exposure to ionizing rediation by the patient and staff. Precautions to minimize exposure should be taken and pro-
tective equipment should be used.

8. Fluoroscopic guidance should be used when advancing the Braided Transseptal Sheath and/or dilator. When advancing the sheath and/ or dilatot across
a valve, a guidewire or pigtail should be used.

9. The sheath, dilator, and guidewire are designed for single use only. Reuse may expose the patient to communicable disease and/or injury.

10. Arrhythmias may occur during the use of any intracardiac device. Careful monitoring and availability of emergency equipment are mandatory.

11. When using the Braided Transseptal Sheath in the presence of radio frequency ablation, care must be taken to assure all ablating elements are outside
the sheath.

ADVERSE REACTIONS:

Adverse reactions to cannulation of the peripheral vasculature and intracardiac placement of the sheath and dilator may include:
+ infection

» local nerve damage

» perforation

* dissection

= AV fistula formation

* psendoaneurysm formation

¢ arrhythmias

* hematoma

< hemorrhage

* thromboembolic events

» catheter entrapment

« valve damage

« pacemaker/defibrillator lead displacement

REQUIRED EQUIPMENT (See details in section “The possibility and ways of integrating with other medical devices” below):
Carefully read the instructions for each accessory before use.

4
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* Needle of any manufacturer

* Heparinized Normal Seline of any manufacturer

INSPECTION PRIOR TO USE:

Carefully inspect the package for any breach of the sterile barrier or damage to the contents prior to use.

USE STERILE TECHNIQUE:

Suggested Procedure

1. Open package and place contents on sterile field.

2. Prep skin and drape in area of anticipated vein-puncture as desired.

3. Perform skin wheal using 25 gauge needle (not supplied).

4, Locate vessel using small gauge needle and syringe.

5. Insert Introducer Needle (not supplied) into vessel. Look for blood return to confirm proper nesdle position.

6. Insert soft tip of guidewire through Introducer Needle info vessel. Advance guidewire to required depth. At no time should the guidewire be advanced
or withdrawn when resistance is met. Determine the cause of resistance before proceeding.

7. Hold guidewire in place and remove Introducer Needle. Do not withdraw the guidewire back into the cannula as this may result in separation of the
guidewire. The cannula should be removed first.

8. Enlarge cutaneous puncture site with scalpel.

9. Assemble dilator and sheath together until the dilator hub locks into the sheath hub.Thread the dilator/sheath assembly over the guidewire, using a
slight twisting motion.The Braided Transseptal Sheath may now be positioned to deliver catheters to desired locations.

10. Aspirate all air from the sheath valve assembly by using a syringe connected to the sideport. Flush the sheath through the sideport. If transseptal
puncture is required, continue with steps below.

Suggested Procedure

1. Advance the Braided Transseptal Sheath and Dilator assembly into the superior vena cava (SVC) just above the right atrium.

2. Separate the dilator and sheath hub approximately 1cm while slowly advancing the sheath over the dilator. This will aid the introduction of the curved
transseptal needle (not supplied).

3. While the sheath and dilator hubs are separated, slowly remove the guidewire from the dilator. Remove all air from the dilator by slowly aspirating
blood. After making certain no air is in the dilator, flush the dilator.

4. Completely flush the transseptal needle.

5. Introduce the needle into the dilator hub. Carefully advance the curved section of the needle into the dilator, being certain not to restrict the movement
of the needle.

6. Withdraw the sheath approximately one centimeter while maintaining the dilator position. Re-attach the dilator and sheath hubs.

7. While maintaining the sheath’s position, slowly advance the curved section of the needle until it is about to protrude from the dilator tip.

8. Monitor the right atrial pressure by connecting the needle hub to pressure monitoring equipment. Good right atrial pressure should be observed before
proceeding. ,

9. Position the needle and sheath set in the right atrium. Verify position using fluoroscopy.

10. Position the unit (dilator and needle point) against the atrial septum in the region of the fossa ovale by gradually rotating the needle posteriorly and
toward the left scapula during withdraw. Use continual pressure monitoring and repeated anterior-posterior and lateral visualization of the tip under
fluoroscopy during all positioning procedures.

5
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-] 11. After confirming the position of the dilator tif needle point against the atrial septum, advax e needle and complete the transseptal puncture.
Successful needle entry into the left atrium is confirmed by pressure monitoring and a sudden reduction

in resistance. It is critical that acceptable left atrial pressure monitoring immediately after the needle penetration is felt through the interatrial septum. Do
not advance the dilator if acceptable pressure is not seen. Disconnect the pressure monitoring line from the needle. This will show the location of the
needle.

Reconnect the pressure monitoring line to the needle.

12. Advance the dilator with the needle in place through the septum. Acceptable left atrial pressure should be continually observed. A sequential increase
in resistance to movement followed by a sharp decrease in resistance will indicate location of the dilator in the left atrium.

13. Withdraw the needle point even with the dilator tip. The dilator with the needle point within should be freely located in the left atrium. Verify with
fluoroscopy.

14. Advance the sheath slowly over the dilator-needie combination until it is in the left atrium. A slow rotating motion of the sheath as firm pressure is
applied will aid in this procedure. The sheath will be in position when a sharp reduction of resistance is felt.

15. Advance the sheath approximately 2 cm into the left atrium while maintaining the dilator needle position.

16. Disconnect the pressure monitoring line from the needle.

17. Slowly remove the needle from the dilator.

18. Slowly remove the dilator from the sheath.

19. Attach the sheath sideport to the monitoring line. Geatly aspirate blood through the side arm for sampling and to be sure the sheath is clear of air.
Caution: Remove the dilator slowly to reduce the possibility of creating a vacuum in the sheath. Blood should aspirate freely through the sideport. If not,
withdraw the sheath 0.5-1.0 cm (sheath tip may be resting against the wall of the atrium or a pulmonary vein). Note: Do not apply strong vacuum.

20. In order to maintain the location of the sheath in the left atrium, monitor the location of the radiopaque tip marker frequently under the fluoroscopy.
21. Introduce the properly prepared catheter through the hemostatic valve into the left atrium. Improved catheter manipulation may be obtained by with-
drawing the sheath into the right atrium. The

sheath should be returned to the left atrium over the catheter prior to removing the catheter. Location of sheath can be confirmed by comparison to position
established in step 20.

22, After removal of the sheath, use standard technique to achieve hemostasis.

INTERPRETATION OF SYMBOLS USED ON THE PACKAGE

_& Caution!

@ linner diameter

..O.. Outer diameter

g [Non-pyrogenic

STERILE[ED [Sterilized using Ethylene Oxide
é lDonotmsteﬁlize
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@ IDo not use if package is damage..
® ;I)o Not Re-Use
f.%'; |Keep away from sunlight
¥ [Keep dry
_@ Contents: |
. [Distributor
Catalog Number
e
LOT [Batch Code
sl IDamofManufacnm
g IUse-By Date
MD [Medical Device
Sterile Pockage Sterile Package
| EC | REP Authorized Representative in the European Community

Additional information for Russias Federation

Further in the text the following names of the medical device can be used: the Braided Transseptal Sheath, Transseptal Sheath, CardiaGuide, Sheath,
CardiaGuide Transseptal Sheath and other shortened names that facilitate the perception of information.
MD — medical device.

MD aame, variations of MD REF

Transseptal Sheath for access to the heart CardiaGuide

Transseptal Sheath for access to the heart CardiaGuide: variant: CardiaGuide fixed curve transseptal sheath in composition:
CardiaGuide fixed curve transseptal sheath, effective length 63 cm, inner diameter 8,5F (2.7 mm), curve shape 50° - 1 pc.; FCL20100
Dilator, effective length 67.4 cm — 1 pc.; Guidewire — 1 pc.; Instructions for use — 1 pe.
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Transseptal Sheath for access to the heart Cardia  le: variant: CardiaGuide fixed curve transsept  eath in composition:
CardiaGuide fixed curve transseptal sheath, effective length 63 cm, inner diameter 8,5F (2.7 mm), curve shape ML1 -1 pc.; FCL20101
Dilator, effective length 67.4 cm — 1 pe.; Guidewire — 1 pc.; Instructions for use — 1 pc.

Transseptal Sheath for access to the heart CardiaGuide: variant: CardiaGuide fixed curve transseptal sheath in composition:
CardiaGuide fixed curve transseptal sheath, effective length 81 cm, inner diameter 8,5F (2.7 mm), curve shape 50° — 1 pc.; FCL20102
Dilator, effective length 85.4 cm — 1 pc.; Guidewire — 1 pe.; Instructions for use — 1 pc.

, Transseptal Sheath for access to the heart CardiaGuide: variant: CardiaGuide fixed curve transseptal sheath in composition:
CardiaGuide fixed curve transseptal sheath, effective length 81 cm, inner diameter 8,5F (2.7 mm), curve shape ML1 -1 pc.; FCL20103
Dilator, effective length 85.4 cm - 1 pc.; Guidewire — 1 pc.; Instructions for use -1 pe.

Intended use

Transseptal Sheath for access to the heart CardiaGuide is intended for the percutaneous introduction of various types of cardiovascular catheters to all
heart chambers, including the left atrium via transseptal puncture. This is a single-use device.

Indications for use

The CardiaGuide Fixed Curve Braided Transseptal Sheath is indicated for use in patients who require transseptal puncture for the treatment of cardiac
conditions including ablation of cardiac arrhythmias.

Contraindication

There are no known contraindications for the CardiaGuide Fixed Curve Braided Transseptal Sheath.

Contraindications are determined by the contraindications of the transseptal needle and cardiovascular catheters (not included) used in conjunction with
the device in the treatment of cardiac diseases, including ablation of cardiac arrhythmias.

Read the instructions for each compatible product carefally before use.

Potential users of MD
The device should be used in medical facilities by physicians engaged in the practice of specialized invasive cardiology techniques. This device should
be used only by physicians thoroughly trained in percutaneous procedures.

Use conditions of MD
This medical device should only be used by specially trained personnel in hospitals and healthcare facilities.

Operation conditions of MD
Devices are recommended for use under operation conditions indicated in Table 1.
Table 1 — Operation

Operationscomdithons -« - ..co0n 0 ARG L

Humidity 80-100%

Temperature inside human body From +32°C to +42°C

Atmospheric pressure From 700 hPa to 1060 hPa

Type and duration of contact of a medical device with the human body - external communicating — circulating blood, limited contact (< 24 h)

8
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DESCRIPTION OF MAIN FUNCTIONALEL INTS OFMD

General description of functional elements of MD

The CardiaGuide Fixed Curve Braided Transseptal Sheath Introducer is comprised of:

» A radiopaque sheath, which includes a curved, hubbed btaided tube. The sheath has a radiopaque marker band which aids in defining the location of the
tip, and an atraumatic soft tip. On the proximal end is a valve for hemostasis and a sidearm with a three-way stopcock.

* A radiopaque dilator, which consists of a curved plastic tube with a proximal plastic hub. The dilator is designed to conform to the inner diameter and
curve of the sheath and has a tapered tip.

* A guide wire assembly, which consists of a soft tip guidewire, a guidewire dispenser and a J-tipped straightener.

The CardiaGuide Fixed Curve Braided Transseptal Sheath Introducer is available in two lengths: 63 and 81 cm, as well as two ML1 and 50° tip curves.
There are no differences in indications for use: the type of introducer is determined by the doctor depending on the anatomical features of the patient.

A pictorial representation of the device is provided in Figure 1

| Figure 1. Cardiagwide Curve Braided Transseptal Sheath Introducer

The possibility and ways of integrating with other medical devices

The device can be used only with the compatible dilator and guidewire included in its composition, and a Transsetpal Needle 18 or 19 Gauge and Tip
Gauge 21 or 22 of any manufacturer, cardiovascular catheters of compatible outside diameter maximum 8.5F (2.83 mm) of any manufacturer, Heparinized
Normal Saline of any manufacturer, 25 gauge needle of any manufacturer.

Techunical characteristics of MD
All the values in this section have + 5% Tolerance if not otherwise indicated
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( ' Sheath Valve Assembly

Sideport

Introdiscer Cap Hubbed Sheath

Sideport Tubing 3-Way Stogeock
|
0.96/ 24,38 mm
Hemeneal - SECTION A-A i
| (Hemostatic Vaive) SCALE2:1 Soft Tip
RO.3%0 .
891 mm
M ‘_7 \
Blem ——— - -

Dimeasions in Order FCL20100, FCL20101, FCL20102, FCL20103

Specifications Vaine

Usable Lengih, for FCL20100 63 om

Usable Leagth, for FCL20101 63 cm

Usable Length, for FCL20102 81 cm

Usable Length, for FCL20103 Blem

Sheath tube Inner Diameter 0.119 in/ 3,02 mm
Sheath tube Outer Diameter 0.144 in/ 3,66 mm
Overall Length, for FCL20100 [8439 cm
Overall Length, for FCL20101 [84.39 cm

Overall Length, for FCL20102 10239 cm
Overall Length, for FCL20103 10239 cm
%mm Tube and Stopoock Joint, and 13 4 1y iimum (234 Niem?)
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Side Hole location Jegrees from Sideport
_ 0.4" +/- 0.025"/ 10,16 + 0,64 mm from the tip edge
Side Hole Diameter 0.031 — 0.034"/ 0,79 — 0,86 mm
Marker band location 6.4 mm from the tip
Minimum inner diameter 107" /2,72 mm
Mass, g:
For FCL20100, FCL.20101 7.8
For FCL20102, FCL20103 8.7
Dilator
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x5/ 68,33 mm
Oilator Tip

Sheath Hub
E = r:; m "-": 1 )A
& 4 - o "
}\_— A i} N &
A A oied

Specifications Value
Outer diameter 0.112 in/ 2,84 mm
Maximum outer diameter 11767/ 2,9 mm
Minimum inner diameter 033"/ 0,84 mm
Effective length (A) 67.4 cm and 85.4 cm
Mass, g:
For FCL20100, FCL20101 5.9
For FCL20102, FCL20103 7.1
Guidewire:
Maximum outer diameter 0.032 in/ 0,81 mm
Total Length 180 cm
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Mass, g 5
Curve Type | J-curve
LIST AND DESCRIPTION OF MD MATERIALS
The brands/grades of medical device materials are listed in the extract from the manufacturer's technical documentation and can be provided
to the user upon request
Device’scomponents . " o:: | Materisl mamie-- T i T <
Sheath
Valve Housing Polyurethane with colorant
Tube Assembly Polyether Block Amide with BaSOs
Soft Tip Polyether Block Amide with BaSO4
Braid wire Stainless Steel
Marker Band Platinum 90% / Iridium 10%
Sidearm Tubing Pellethane
3-Way Stopcock Polycarbonate / HDPE / Silicone
Valve Cap Polyurethane with colorant
Hemostasis Valve Silicone
Valve lubrication Silicone
Sheath lubrication Silicone 5%/ Hexane 95%
Solvent Cement 50%/50%
Cyclohexanone/Tetrahydrafuron
Adhesive Cyanoscrylate
Dilator
Tubing Thermoplastic Polyester Elastomer with BaSO,
Hub Thermoplastic Polyester Elastomer with colorant
Lubricant Silicone 5%/ 95% Hexane
Tipping fubricant - processing aid Silicone 5%/ 95% HEXANE
Guidewire
Guidewire | Stainless Steel
Shelf life, use by date
Shelf life of the product is 3 years.
After expiration date this medical device is to be disposed.
LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN
Not applicable. This medical device does not contain materials of animal and / or buman origin.
LIST OF APPLICABLE STANDARDS FOR MD

16
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The medical device has passed the verificationand  Jation tests and meet the requirements of the f  ving standards: ISO 13485: 2016, ISO 14971
2012, EN 1041:2008, 1SO 15223-1: 2016, ISO 11070: 2014, ISO 14644-1: 2015, ISO 14644-2: 2015, 1SO 11135: 2014, AAMI TIR 28: 2016, ASTM
D4169-09: 2009, ISO 10993-1: 2009, ISO 2233: 2000, ISO 10993-7; 2008, ISO 11607-1:2017, ISO 11737-1: 2006, ISO 8601: 2004, ISO 594-1: 1986,
ISO 594-2: 1998, GOST 20790-93, GOST R ISO 11070-2010, GOST EN 556-1-2011, GOST ISO 14971-2021, GOST R ISO 15223-1-2020, GOST
1SO 11607-1-2018, GOST ISO 11607-2-2018, GOST R 52770-2016, GOST 31209-2003, GOST 4011-72, GOST 31870-2012, MG 4.1.3166-14, GOST
R 55227-2012, 1-880-71, MVL.MN 1924-2003, MR 1436-76, MR 2413-81, MG 1704-77, GOST ISO 10993-7-2016, GOST 31214-2016, GOST ISO
10993-1-2021, GOST R ISO 10993-2-2009, GOST ISO 10993-4-2020, GOST ISO 10993-5-2011, GOST ISO 10993-10-2011, GOST ISO 10993-11-
2021, GOST ISO 10993-12-2015, GPM.1.2.4.0005.15, GPM. 1.2.4.0003.15

INFORMATION ABOUT MEDICINES AND (OR) PHARMACEUTICAL SUBSTANCES INCLUDED IN MD
This section is not applicable to the product as the devices do not contain medicinal substances and are not used in combination with medicinal substances.

DESCRIPTION OF STERILIZATION METHOD

Merit Medical Inc.’s CardiaGuide Fixed Curve Braided Transseptal Sheath Introducer is sterilized with a 100% Ethylene Oxide (EO) gas cycle and was
validated to Sterility Assurance Level (SAL) of 10%.

REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR OF MD
The product is single-use, does not require maintenance and is not subject to repair. In case of damage, the product must be disposed of in accordance
with the requirements of the legislation in the country of application.

Description of transport packaging

All the values in this section have £+ §% Tolerance if not otherwise indicated.
Table 9 - Weight and dimensions of transport packaging

< Packaging overall dimensions, (Length x
Variant Width x Height) Weight

' Length x Width x Height

78,74 x 15,88 x 19,37 cm 635¢g

Length x Width x Height 753
2 96,52 x 15,88 x 19,37 em g

Length x Width x Height

? 105x17x 18,5cm

592¢

CONDITIONS OF TRANSPORTATION AND STORAGE

Temperature +5-+25°C

17
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[Humidity 20 - 60%

Atmospheric pressure 1010 +/- 10 hPa
Temperature 0-+40°C
[Humidity 20-60%
Atmospheric pressure 1010 +/- 10 hPa

MD DISPOSAL RULES AND CONDITIONS

The product hes no harmful effect on the environment to the conditions of operation, transportation, storage and disposal.

Used products, as well as packaging, must be disposed of in accordance with the actual standards - SanPiN 2.1.3684-21 provided for the disposal of
poteatially polluting medical waste.

The hazard class of medical waste for used device is based on the characteristics of the morphological composition: class B (epidemiologically hazardous
waste). Medical waste class of unused product — A.

In the case of expiration date or damage to the packaging, the products are also subject to disposal following the applicable legislation, as class A waste.
WARRANTY

Manufacturer warrants that this medical device is free from defects in both materials and workmanship. Any other express or implied warranties, including
warranties of merchantability or fitness, are hereby disclaimed. Suitability for use of this medical device for any particular surgical procedure should be
determined by the user in conformance with the manufacturer’s instructions for use. There are no warranties that extend beyond the description on the
face hereof.

Guaranteed shelf life of the product is 3 years.

NAME AND LEGAL ADDRESS OF MANUFACTURER AND AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION

DEVELOPER: MERIT MEDICAL SYSTEMS, INC.
1600 West Merit Parkway, South Jordan, UT 84095, U.S.A.

MANUFACTURER: MERIT MEDICAL SYSTEMS, INC.
1600 West Merit Parkway, South Jordan, UT 84095, U.S.A.

AUTHORIZED REFPRESENTATIVE OF THE MANUFACTURER IN RUSSIA: Johnson & Johnson LLC, Krylatskaya street, 17 building 2,
Moscow 121614, Russia

Phone. +7(495)580-7777

RA-INJRU-RZN@ITS.JNJ.com
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WHTpoasbiocep Ans TpaKccenTanbHoro aocryna x cepauy CardiaGuide
Dava: 12 wions 2023 rona

Cocrount u3 18 crpanmnu

HOTAPHAJIBHOE YAOCTOBEPEHUE

krat KOTa )

Oxpyr Conr-Jle#k )

Ceroans. 12 wions 2023 rosaa, xo mue, DkenHudep Popaxsm. HoTapucy. THuHo asunca Tom Xayertep,
Jupekrop oOTaena HOPMAaTWBHO-NPABOBOTO  PEryNMPOBaHHA. W NOATBEPAMN HA  OCHOBaHUA
YAOBJICTBOPHTCIILHHX OKA3ATENACTB, YTO CH ABNACTCH NNLUOM, NOANKCABIIKM npnnaraemuﬁ NOKYMECHT, U
noaTeepAXN $aKT ero NOANMUCAHHUA.

YaocroBepeHo Moelt MOANHCHIO it CykeOHOH nevarteio.

<NoANHCAHO™
Hortapuyc

Cpok aeiictans Moeli nHueH3nu verekaer 27 mona 2025 roaa

IKEHHHOEP ©@OPAXIM
<Kpyrnas Horapuye - Ilirar KOTa
neuarTs; Jinuenwann Ne 718608
Bonbwas nevare Cpok neitcTBUR MOeH JHUCHINK HCTERALT
rara O0ra> 27 mions 2025 roaa>
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«COI'JJACOBAHO»

«MEPUT MEIIUKATI CHCTEMC, UHK.»
Opranxsaema

1600 Yacr Meput ilapkeoit, Cayr Ibxopaan, H0Ta 84095, CILIA
Anpec

OTAEN13a HODMATHBHO- BOBOIO N BAHUA
JlonxHocTS

Xayerep, Tom.
Qanmnna, Huz

12.06. 2023
fara YL MM.TTIT

< MOANMUCAHO >
Ttoanuce

HHCTPYKIIAA 110 IIPAHMEHEHHIO
HnTpoabIOCcep AAN TPaAHCCeNnTANLHOO KocTyna K cepany CardiaGuide

B cnydae kakux-nH0o pacxoxacHni MexXay TEKCTOM Ha aKrAHACKOM A3biKe, TPHBEACHHBIM B HACTOALLEM JOKYMEHTE, H PYCCKOH TEKCTOBOH BepcHel, TEKCT Ha aHITaHCKOM
A3niKke OY/IeT HMETh MPEHMYILIECTBEHHYIO CHAY BO BCEX OTHOILICHHAX.
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BHHMATEAbLHO 03HAKOMbTECH ¢ AaHKOH nHCcYpyKkuuei. CobnoaaiiTe Bce NPOTHBONOKAIAHNS, NPEAYNPEKICHHA H MEPHI NPEAOCTOPORHOCTH,
ynoMsanyThie B 7Tol nacrpyxunn. Hx necofiogenne MoxeT ApHBeCTH K ocnokHeHHSM Y naunenta. Komnanns Merit Medical Systems, Inc.
BOG/IATACT HA BPAYa OnNpeneAcHHE, OUEHKY H COOOIIEHNE MAHEHTY BeeX NPEANOIAraeMbX PECKOB POBEACHHS IPOUeAYPH.

HAMMEHOBAHHE MEJMUIHHCKOTI'O H3JEJIUA (MH) H Er'O KJIIACCHOPHKALIAA

HaumenoBanue MH, Bapsants! uenonenna MH

HuTpoasiocep and TpaHccenTanbHoro aoctyna k cepauy CardiaGuide

Bapuants! HenonHeHus:

1. Hurpoastocep TpanccentansHuiii CardiaGuide ¢ ¢pukcuposanissiM H3ruboM B cocTase:

1.1. HUutpoasiocep Tpancentanbubili CardiaGuide. s¢dexrunnan annna 63 oM, sHyTpennuit auamerp 8,5F (2,7 mm), dopma usrnba Hakoneurnka 50°
-l wr.:

1.2. Pacumspurens, appexrusnas 1nmnHa 67,4 cm - 1 it

1.3. Tlposoauuk - I wt.;

1.4. Hucrpykuma no npuMeHeHHo - | .

2. HUnurpoastocep TpaHccenTanbHbii CardiaGuide ¢ pukcuposasiuM u3rnbom B cocTase:

2.1. HUnrpoastocep Tpancentansubii CardiaGuide. s¢dexTnenas annna 63 oM. sHyTpennuii auamerp 8.5F (2.7 Mm), popma u3ruba nakorneunnka ML
- | wr.:

2.2. Pacwmpurens, 3ddexrusrad 1nua 67,4 oM - | wr.;

2.3. Ilposoanuk - | wT.;

2.4. HUHCTPYKUMA 1O NPHMEHEHKIO - | WT.

3. Unrpoastocep TpariccentanbHbii CardiaGuide ¢ dpukcnposanHbiM n3rubom B cocTase:

3.1. Untpoasiocep Tpancentansubiit CardiaGuide, s¢pdexrnsnas anuna 81 cm, Buyrpennuii muamerp 8.5F (2.7 mm). popma nsrnba nakoneunnka 50°
-1 wr,;

3.2. Pacumpurens, dpdexrnenas anuna 854 cm - 1 wr,;

3.3. I[lposoaunk - | wr.:

3.4. Unctpyxuma no npuMereHnio - | wit.

4. WnTtpoasiocep Tpanccentansibiii CardiaGuide ¢ dpukcrposaiHbiM H3rubom 8 cocTase:

4.1. Untpoasiocep Tpancentansiniii CardiaGuide, adupextusnas anvna 81 cm, BHyTpernuii amamerp 8,5F (2,7 mm), popma u3ruba nakoneunnka ML1
BT

4.2. PacuupuTens, dpdexTnBHas puna 85,4 cm - 1 wr.:

4.3. Tposoaxuk - | wT.;

4.4. Nncrpykums no npamMeHeHHIo - | wr.:
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Jlanee no TeKCTy MOrYT UCIONB30BATLCA CNIE/LYIOIIHE HAMMCHOBAHUA MEANLIMHCKOTO H31¢/THA: OMICTEHbIH TPAHCCENTAIbHBIK HHTPOABLIOCED, TPaHCcer-
TajibHbA HHTpoastocep. CardiaGuide, unTpoastocep. HHTpoablocep TpaHccenTanbHbii CardiaGuide, n Apyrie cokpalicHHble HaMMEHOBaHHS, 00.1er-
YaIOUIHC BOCMIPHATHE HHPOPMAUHH.

MH — meanunHCKOe H31eHE.

®OPMA NNIOCTABKH:
CrepuibHO: ra3oBas CTEpHIH3aLHA NPH NMOMOLIH OKCHA ITHJICHA. AITHPOIEHHO.

Coaepxumoe: 01uH (1) peHTTEHOKOHTPACTHbIH HHTPOAbIOCEP. OjMH (1) PEHTreHOKOHTpACcTHBIHA paciiuputens, oaut (1) nposoaxnk paimepom 0,032
monma (0.81 mm) x 180 cm

NMPUMEYAHME. [Innna uutpoabtocepa, AHamMeTp v koHdurvpaunmn nzrnba ykasalbl Ha STHKCTKE 11IPOIYKTa.

OINIUCAHME:

OiLieTeHHBIN TpaHcCceNTaNbHbIA HHTPOLIOCEP TIPL/IHA3ZHAYCH ATA 00ecneUcHUs NOCTABKH JIMATHOCTHYECKHX M TEPANeBTHYCCKHX KaTeTCpoB B onpeje-
neHHble Kamephl M o61acTi cepaua. OH obecneunBaeT NOJLIEPXKKY 1103MLIMOHHPOBAHUA M COXPAHCHHE 1103MUMH B ONpeacTeHHbIX 00.1acTAX B cepaue.
Hutpoabtocep MOXHO IIPUMEHATD AN YPECKOXKHOIO 10CTYNA.

KoMnaekT nocTaBku COCTOMT U3 TPEX KOMITOHEHTOB: MHTPOAbIOCEPA, PACLIUPHTENS U NPOBOIHUKA C J-00pasHbIM HAKOHCUHUKOM.

MuTpoasiocep HMeeT peHTTCHOKOHTPACTHBIH MapKep. KOTOPhIH MOMOFACT ONPEACATh 10M0KEHUE HAKOHCHHHKA, aTPABMATHUCCKHHA MKW HaKOHEY-
HHK. 4 TAK)Ke CMa3bIBAIOIICC MOKPLITHE HA BHYTPEHHCH M BHCLIHCH NOBEPXHOCTH.

Pacwunpurens pazpaboTan ¢ y4eTOM BHYTPEHHETO AHAMETPA M U3rHOa UHTPOABLIOCEPA H UMECT KOHHYECKHH HAKOHEYHHK.

Jlna 06:1eruyeHns 10CTyNa K pazjinuHbIM CTPYKTYPaM H JIOKaLMAM cepillia AOCTYITHBI WHTPOALIOCEPDE PA3IMYHBIX Pa3MEPOB, Pa3HOM JUTMHBI H C pa3iny-
HbIMKH popMamK U3ruda HaKoHevHHKa.

Hpeaynpexaenns

|. U3neane noctasasercs B CTEPUJIBHOM BHJIL. crepuansaumns nposoiautcs okcaom yruaena (0). He ucnonsiosarb. ecin noBpexiacHa cu-
CTEMa 3aLUMThI CTEPHIILHOCTH.

2. M3penue npeaHa3HaueHo IS OAHOKPATHOTO HCNOJIB30BAHHA Y 0AHOTO nauMenTa. He nenoas3syiite. e 00pabaTeiBaiiTe M He CTEPHINIYIATE NOBTOPHO.
MoBTOpHOE MCNOABL30BaHKUE. OOPADOTKA HAM CTEPHIN3AILUS MOTYT HAPYLIMTL CTPYKTYPHYHO LETOCTHOCTh W3AENHA W/HIH NPUBECTH K OTKA3Y H31E/HUS.
YTO. B CBOK) OYEPL,1b, MOXKET IIPUBECTH K PHYMHEHHIO BPE/IA 3/10POBbLIO, 33001€BaHUIO HM CMCPTH flauueHTa. [ToBTOpHOE HeoAb30BaHKE, NOBTOPHAs
00paboTKa UK NOBTOPHAA CTEPHIM3AUMS M3ACAHA TAKKE MOTYT CO31aTh PUCK €ro 3arpsA3HEHHS /WA NPUBECTH K UHOULIMPOBAHHIO MK NEPEKPECT-
HOMY MHQHUMPOBAHHIO MAIMEHTA. BKIIOUAS. NOMUMO NPOYEro. nepenayvy HHPEKUMOHHOro 3adosieBanns (MK 3a601€BaHNi) OT O;1HOTO NALKCHTA K
ApPYTroMy. 3arps3HeHHue yCTPOACTBA MOXET IPUBECTH K MPHUYMHEHHUIO BPE1a 370POBLIO, 3a00€BAHMIO HIIH CMEPTH NALKCHTA.

3. Usaenue n0mKHO ObITh HCMONL30BAHO BPaUaMH, 3aHUMAIOIWMHUCS KIMHHUUYECKONH NPAKTHKON C NPHMEHEHHEM CMIELHAIM3HPOBAHHBIX KapAHONOrH-
YCCKHUX MHBA3UBHBIX MCTO10B. JlaHHOC H3ienne OJKHO HCAONB30BATHCA TO/ILKO BPauyaMH, MMEIOILIMMHU CIICLIHAJIBHYIO TTOArOTOBKY B cdepe NpUMeEHs-
¢MOro MoAX0a.

4. Ec1H MHTPOABIOCEP OCTAETCA B COCY/AE. HACTOATENLHO PCKOMEHYETCA NIPOBOAMTH HENPEPLIBHYIO HH(PY3HIO renaprua 1104 AaBjieHueM yepes doko-
BOI1 MOPT MHTPOALIOCEPA.

5. Undy3uio uepes 60koBO# NOPT HHTPOABIOCEPA CCAYET NPOBOIHTHL TOJILKO MOCJIE MOHOTO YA 1ICHHA BO3yXa U3 H3MC.IUA.
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6. PacLuMpuTenn H KaTeTepbl HEOOX0ABMO MEANEHHO YAANATH U3 MHTPOALIOcepa. BricTpoe yaaneHue MOXeET NPHBECTH K NOBPEIKACHHIO KOMIIOHEHTOB
KJTanaHa, uTo, B CBOIO OYEPEAb. NPHBOAMT K KPOBOTOKY HEPE3 KJIANaH, a TAloKe MOXET CO3AaTh BaKYYM, KOTOPbIH MOXET MO3BOJIMTL BO3AYXY MPOHHK-
HYTb B HHTPOABIOCED.

7. PexoMenayeTca acnupanua GOKOBOTO NOPTA IPH BHHUMAHHM KaTeTepd, 30HAA WM PACIIMPUTENA C LUEABIO YaleHHA N1000ro oTnoxenns GHOpuHa,
KOTOpOE MOTYT HAKONUTHCA HA HAKOHEUHUKE HHTPOABIOCEPA MK BHYTPH HAKOHEYHHKA.

8. Caeayet NPOBOAMTL OCTOPOXHBIE MAHHIYNALMHN C WHTPOABIOCEPOM B NPHCYTCTBHH WMNNAHTHPYEMOIC CEPACYHONO ycTpo#cTea noboro THna,
4yTo6bl CBECTH K MHHHMYMY BO3MOXHOCTD NEPeMEltieHHA UK CMEINEHHS Pa3MELIICHNUA OTBEACHHA.

9. [TpaAMOE YPECKOKHOE BBEICHUE HHTPOAbIOCEPa TPEOYET NCNOB30BAHKS PACIIKPHTENS, YTOObE CRECTH K MHHAMYMY BOSMOXHbIA PUCK NOBPEXACHHSA

COCY/Ia PACILKPAIOLIAMCA HAKOHEYHUKOM.
10. PexoMerayeTca peHTIeHOCKOMMUECKHI MOHHTOPHET PACTIONONEHHS ANCTANGHOTO KOHUA HHTPOABIOCEPA NPH NMOMOLIM PEHTTeHOKOHTPACTHOTO

Mapxepa, 0COOEHHO MPH TPAHCCENTANLHOM NOAXOAE.

Mepbi BpeaOCTOPOKHOCTH

1. CneayeT 4acTo NpOBOANTS 2CTIHPAUMIO H NPOMEIBANME HHTPOALIOCEPA, PACIUMPHTENA U KaTeTepa, YTobbl MOMOUL CBECTH K MHHUMYMY BO3MOXHOCTD
BO3HHKHOBEHHA BO3AYWHOM IMBONUH.

2. PaaMelieHHEIE BHYTPH TENA MALMEHTA HHTPORBIOCEPH! ROMKHB BHYTPEHHE NOASPXHBATECA NIPH NOMOLUM KAaTeTepa, SNEKTPOAA HIIN PaCLIHPHTENA.
3. Hukoraa He NpoaBUrainTe, He NPOKPYYHBAHTE H HE BIHUMAKTE IPOBO/I-HMK HAH MHTPOABIOCED NPH HANHYHH CONMPOTHRACHHA. ONpeAeAnTE NPHINHY
NPH HOMOLIUY PEHTTEHOCKONUY H MPUMHUTE MEPBI 110 YCTPAHCHHIO HAPYLICHNA.

4. Henoneaylite GoxoBoli NOPT JutA HETBEKLIMIA KM acIMpaLiii HHTpoabiocepa H 6okosoro nopra B cbopke. Yoeaurech., 4To nocae npoMmBaHHA KPaHHK
HAXOJNTCA B 32KPHITOM MOJOKEHHH, YTOOK NPEAOTBPATHTL OOPATHOE KPOBOTEYCHHE,

5. Cnenyoue coctostng Tpebyror cobnonerus 0coboi 0OCTOPOKHOCTH NPH HCTIONBL3ORAHHM JAHHOTO NPOAYKTA NPH MPUMEHEHHN TPAHCCENTAALHOIO
noAxonaa:

* yBenuueHHobI KOpeHb a0pThl

* BHIPaXCHHOE YBEAUUCHHE NPABOLO NPEACEPAna

* HeDoAbLLo#H pa3mMep NEBOTO NpeACEpANs

* BEIPAXEHHOE HCKPUBIIEHHE CTPYKTYPbI FPYAHOro oTAeNa (HanpHMep, KHdo3 uiH ckonuoa)

6. Cnegyer cobIoAaTh OCTOPOKHOCTH, YTOOK HIGEKATH UPE3IMEPHOTo H3rHOa HHTPOALIOCEPa H/HAK PACIINPUTENS IO U BO BPEM3 HCNONL3OBAHMA,

7. OnoopoCcKONUYECKHe MPOLUCAYPH! BKIIOYAIOT BO3JCHCTBHE HOHH3HPYIO-IHETO W3NYYCHHU HA NMANUEHTa K nepcodan. Caeayer npuHAMAaTh MEpH no
MHUHAMH3a1HY BO3AEHCTBMA H HCTIONL30BATH 3aUiHTHOE 0bOpyAOBaHHKe.

8. Cnenyer npuMeRaTb GIOOPOCKOTTMUECKHIE KORTPOND NPH HPOABHAKEHUH IUIETEHOrO TPAHCCENTANEHOrO WHTpoAbiocepa w/unn pacuuprrens. [lpw
NPOABHIKEHUH KHTPOABIOCEPA W/HIM PACLINPUTENA Yepes KAaNaH CleAyeT NCNOAb30BaTh NPOBOAHUK HAH KATETEp THNA NHUITeHn («CBUHOR XBOCTY).

9. UnaTpoasiocep, paculmpyTenb W HPOBOAHHK APEAHA3HAYEHbl TONMLKO AR OAHOKPATHOIO MCTIONb30BaHHA. [IoBTOpHOE HCNOAL30BAHUE MOXKET NPHBE-
CTH K HHEKLHOHHOMY 3a00NEBAHUIO H/MAU NPHYHHEHNIO BPEAA 3A0POBLIO NAlUEHTA.

10. Bo spema ncnons3oBaHuA moGoro BHYTPUCEPACHHONO YCTPOHCTBA MOTYT BO3HUKATh APUTMUH. TIMATENbHBE MOHHTOPHHS # HaaKyHe 00opyRoBa-
HUA 1712 PEaHNMALUH H HHTCHCUBHON TEPANUH ABNAIOTCH O0A3ATENBHBIMA.
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11. Heobxoaumo cobnioaaTe OCTOPOXKHOCTD TIPH HCMONB30OBAHUY ONAETEHOTO TPAHCCENTANLHONO HHTPOALIOCEPA B IPHCYTCTBUH PATHOYACTOTHOR ab-
JIALMH, BCE 3CMEHTRE a0NTALHM AOIDKHBL OBITH PacIONOXEHB! BHE HHTPOALIOCEpA.

Bo3moxnbie nexenaTelLabie ABJCHHN
HexenarensHsle peakiHH Ha KAHIONALMIO NEpHPEPHUECKOil COCYAHCTOM CETH H BHYTPUCEPACUHOE PAIMELIICHUES HHTPOABIOCEPA H PACUIHPUTENR MOFYT
BKMIOMATD:

* UHQHUMPOBAHHE

* IOKANBHOE NIOBPEKNCHHE HEPBA

* neppoparyio

* pacceuenmne

* 06pazoBaHKE aPTEPHOBEHOZHOM PHCTYIHI

* obpasoBaHHe NCEBAGAHECBPHIMBI

* APHTMHH

* PEMaTOMY

* KPOBOH3NUAHNE

* TpombBoaMBoNnuecKkHe aBNEHNA

* 33CTPEBaHKUE KaTETEPa

* TIOBPEXACHHE KNanaHa cepaua

* CMELLEHHE OTBEICHH KapAHOCTHMYJIATOpa/Achudpuanaropa
* BO3RYIIHYIO aMO0AKIO

* BA30BArafibHYIO PEaKLMIO

* TpaBMYy cOCyzia

* cRa3M cocyaa

* fiehexT MeXNpeacepAHOi NIEPEropoaKH

* IPOKOA 20PTH

* nepdopaunio n/uAW TaMOOHARY

* Ca3M WHIIH NOBPEKACHHE KOPOHAPHOH apTepHH
* HHCYNST

* uHiapxT MuUoKapaa

* NepHKapAHaNbHEH/NNEeBpanbHbI BHINOT

* OTeK NerKuX

HEOBXOJAUMBIE U3JAEJ/IHA (Gonee aeTannuyio RHGOPMANEI CM. B pasaene “BoiMoXHOCTD H METOAB! HHTETPAUHH € APYTHMH MEIHOHH-
CKHME H3ACAHSIMH” HRXKE):

BHHMATEALHO MPOMHTAITE HHCTPYKIUIO ANA KAXKJI0I0 BCIIOMOFaTeNbHONO MPHCTIOCOOEHHS NEPes HCMOAL30BAHHEM.

* Urna moboro npon3soauTens

* enapuau3npoBaiHelit HOpMaTLHRI conesoit pacTeop moboro npoussoaUTEns
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OcMmor p nepen HENoNb3oBAHHECM:
TwarensHo OCMOTPHTE YTHIAKOBKY Ha NPEAMET nmoboro HApYIICHHUA CUCTEMBI 3aIHUTHI CTEPRABHOCTH HITH NOBPEXKACHHA COACPKHMONO NEpe]] HCNnaib-
30B&HHCM.

Henonb3oBanue B YCIOBHSX CTEPHALHOCTH!

[1peanaraeman npoueaypa

1. OTKpoiiTe yNnakoBKY H NOMECTHTE COACPHUMOE B CTEPUALHOE MOoNe.

2. [loaroToBbTe KOXY H 00N0XKUTE NPOCTHHAMU ONEPAUKOHHOE NONE B 06aCTH 0XKHAREMOTO NPOKONA BEHBI KaK Tpebyercs.

3. BoinoAHMTe BHYTPUKONKHOE BBEACHHE C UCMIONB30BAHHEM MIIB! 25-T0 kaaubpa (e BXOAHT B KOMINEKT NOCTABKH).

4. Haitaure cocya ¢ MOMOLIBI0 HEGOMLILOH HINL! K INpHLA.

5. BcTassTe Ury-HHTPOAbIOCED (He BXOAWT B KOMILIEKT nocTaBku) e cocya. Fiposepbre 00patHblii TOK KpOBH, 4TOOL: NOATBEPAKTE MPABANBLHOE NONO-
KECHHE MBI,

6. BerapbTe Markuii HAKOHEWHHK NPOBOAHKKA HEPe3 MIMY-MHTpoablocep 8 cocya. lNpoasunbTe NPOBOAHUK HA HYXHYIO rnyOrHy. Hu B Koem ciyuae
HENb3A APOABMIATb UITH BEIHMMATD NPOBOAHMK NPH HANHYHH COMPOTHBAEHHKS. ONpEAEnUTE NPHYUHY CONPOTHBACHHA, MPEXKAE YeM NPOAOIKHTD.

7. Yaepxusaiite NpoBOAHKK M YAanure urny-uHTpoasiocep. He BuiTArMBaiiTe NPOBOAHKK OOPaTHO B KAHIONKD, MOCKONLKY 3TOC MOXET NPHBECTH K
paiaeneHuio npoeoaHuka. CHauana caeayeT yAalnuTs KAHIOMO.

8. PaciuupbTe MECTO MyHKUHH HA KOXKE IPH NOMOWM CKaNbIIeNs.

9. Coeannsiire xalb pacuIMpHTENa W UHTPOALIOCEPA, TIOKA Xab paciuupuTena He 3adukcupyercs B xabe uurpoasiocepa. [iponsuubTe CoeMHEHHBIE
PactiupUTeNs / WHTPOABIOCED MO NPOBOAHMKY ¢ MOMOLLBLIO HEOOMBIIOrO BPAILATENLHOTO ABHXCHUA, TSP ONNCTEHbIH TPAHCCEITAIBHBIA HHTPOAL-
Hocep MOXeET ObITh Pa3MEILECH AR AOCTABKH KATETEPOB B HYXHbIE MECTONONOXKEHHA.

10. Yaanure Beck BO3AYX H3 y3/1a KNANAHA HHTPOZBIOCEPA NPH MOMOIRM WNPHUA, NPHCOEAWHEHHOTO K 6okosomy nopry. [TpoMoiTe HHTpoABIOCED
yepes Gokosoii nopt. Ecau Tpebyercsa nposejieHre TpaHCCENTANbHOTO NPOKOa, NPOACIKATE NPOUEAYPY B COOTBETCTBHU C ITANAMU, NPUBEACHHHIMH
HHXeE.

MNpeanaraemas npoueaypa
1. [MpoaBuHbTE OMIETEHHBIN TPAHCCENTANLHEIA HHTPOABIOCEP H PACLIMPHTEND B BEPXHIOW NoNYi0 BeHy (BI1B) uyTh Boilue npaporo npeacepaws.

2. Pazaenute XaGBl pACIUMPUTENS Y HHTPOALIOCEPA NPHMEPHO HA PAcCTORHHE | CM NPH MEANCHHOM NPOABUKEHUH HHTPOABIOCEPA MO PACIIHPHUTENIO.
0 Oy/1eT cnocobCTBORATH BBEACHHIO H3OTHYTOM TPRHCCENTANbLHOH Wbl (HE BXOAUT B KOMITACKT NOCTABKH).

3. locne pasaenenus xaboB paclIMPUTENSE U HHTPOABIOCEPE MEICHHO YAANRTE NPOBOJHUK H3 PACUIMPHUTENR. Y JANHTE BECh BOAYX U3 PACIIHPHTENA
NyTeM MEAJIEHHOH aCMMPaUMK KPOBA. YOeAUBIUNCH, YTO B pacHIKPHTENE HET BOZAYXA, MPOMOHTE pPaciiHpHTENb.

4, [ToAHOCTBLIO NPOMOHTE TPAHCCENTANBHYIO HINY.

5. Beeaure urny B xab pacumpurena. OCcTOpOXKHO NPOABHIaiTE H3OTHYTYIO YACThb UMbl 8 PACIIMPHTENDL, YOCAUBIUHCE, YTO HE OrpaHHUKBACTE ABWNKE-
HUE Ukl

6. BrigeauTe HHTPOABIOCEP MPUMEPHO HA GAMH CAHTUMETD MPH COXPAHEHHH NONOXKEHUA pacwmputens. CHoBa coeHMTE Xabbl pacli¥pUTENs M MH-

TPONBIOCEpA.
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7. Coxpansaa NOsOKEHHEe HHTPOABIOCEPA, MEANEHHO NPOABMIAATE HIOTHYTYIO YaCTh HIILL, NI0KA OHA NOYTH HE HAYHET BBICTYNATh M3 HAKOHEYHNKA
PaCIUHpPHTENS.

8. [poeoAMTE MOHHTOPHHT AABAEHHS B NPABOM NPEACEPAUH, NOACOCANHHE Xab UIIE! X 06OPYAOBAHHIO At MOHHTOPUHTA JaBieHus. [lepea nauanom
NpOLEAYPH AABAEHHE B NPABOM MPEACEPANH AOIDKHO OBITh HOPMANLHBIM ¥ CTAOKTLHEIM.

9. PacnionoxHTe Iy ¥ HHTPOABIOCEP B Npasoe npeacepave. [poeepbTe NONMOKEHHKE € MOMOLIBIO PEHTTEHOCKOMHH.

10. TloMecTHTE H3leAHE (PACLUKPHTEND M KOHYHK HITIH) HANPOTUB MEXIPEACEPAHOI NEperopoky B 061aCTH 0BaNbHON AMKH, NOCTENEHHO NOBOPaYH-
Badg MrAy HA3a/ M 11O HANPABAEHUIO K NeBodt onaTke npy BHHUMAHKH, [IpOBOARTE NOCTOAHHEIA MOHHTOPUHT JaBACHHA H NMOBTOPAIOLKYIOCA NCPCaHe-
33IHIOI0 H BOXOBYIO BH3YANW3aUHIO HAKOHEYHHKA NPH PEHTTCHOCKONMH BO BPEMA BCEX NPOLCAYP NOZHLINOHHPOBAHUA.

11. Tocne NOATBEPX ACHHS NONOKEHHA HAKOHEUHHKA PACIIMPUTENSR H KOHYHKA HITTbl HAMPOTHB MEXTIPEACEPAHOH NEPETOPOAKH, NPOABUTANTE HIY U
BLITIOJIHUTE TPAHCCENTANIBHBIA TPOKOA. YCNEUIHOS BBEICHHE HITIbI B IEBOE NPEACEPANE NOXTBEPKAACTCA MOHHTOPHHTOM RAB/CHHA H BHE3ANHLIM CHU-
KeHneM conporusaeHns. Kpaiite BaXKHO NPOBOAHTS MOHHTOPHHT MPUEMIEMOTO JABREHHS B JIEBOM MPEACEPAHK CPa3y NOCHE NPOHUKHOBEHUA HUCIL
uepes MeXnpeacepaHylo neperopoaky. He npoasuraiire pacimpurens, ecan He Kabmonaerca npuemnemoe aasnenne. OTCOEAUHHTE JIHHHIO KOHTPONS
ZaBNEHRA OT HIB. ITO NOKAXKET PACTiONOXKEHHE HINbl. CHOBA MNOAKTIOYHTE JIHHHIO KOHTPONS JABAEHHA K UIE.

12. INpoasuraiiTe paclIupUTEND C HITIOH B MECTO Yepes neperopoaky. HeoGxoaumo NoctosnHoO oTCneKUMBATL AaBAEHHE B IeBoM Apencepaud. [ocne-
AOBATENLHOE YBENHYEHHE CONPOTHBCHHSA ABHXCHHIO C MNOCNCAYIOMRM PE3KHM YMEHbILIEHHEM CONPOTUBNEHHUS YKOKET PacioNmKeHHE PaclUHpHTENs
B JICBOM NPEACEPAKH.

13. BuiBeanTe KOHYHK HIJIbl TAK, YTOOB OH HAXOAHACH B TOM KE NONOKEHHHU, YTO M HAKOHEUHHK PACIUHpUTEA. PacilinpUTeab ¢ KOHUMKOM HEABI
AOCMKHL OBITHL CBOGOAHO PACTIONOKEHEI B SICBOM npeacepAny. [IpoBepbTe ¢ NOMOUIBIO PEHTIEHOCKONKH.

14. Meanenso NpoaBHraiiTe KHTPOABIOCED Hepe3 KOMOMHALMIO «PACHIMPHTERL-HINIA» A0 TEX NOP. NOKA OH He BYAET PaCcNONoXKeH B IEBOM NPEACEPAHM.
Meaneunoe BPalIATENLHOE ABIKEHHE HHTPOALIOCEP NPH APUIOKCSHUHN YBEPEHHOTO NaBACHKUA MOMOXKET NPH NPOBEAEHHH 3TO# npoueaypw. Hurpo-
aetocep SyaeT HaXORUTHCA B NMOJOXKEHNH, B KOTOPOM OLIYIMACTCA Pe3KOe CHHXXEHHE COMPOTHBNECHUA.

15. NpoagxHbLTE HHTPOLBIOCEP MPUGIMZNTENLHO HA 2 CM B JIEBOE TIPE/ICEP/NE, COXPAHAS MPH 3TOM TONOKEHHE MI/bl PACIIMPHTENA.

16. OTcoeAMHHTE NHHHIO KOHTPOAA JABACHHA OT UTAB.

17. MeanenHo U3BACKUTE UETY U3 PaCIUHPHTENS.

18. MeaneHHO HIBNEKMTE PACILMPHTENbL H3 HHTPOABIOCEPA.

19. Mpukpenute GOKOBOH NOPT UHTPOABIOCEPA K NHHHH MOHWTOPHHIA., AKKYPATHO acnUpHpYiHTe Kposb yepe3 GOKOBOR NOPT Ans B3ATHA NMpoOE M
4TO0b YOEAUTHCA, UTO B HHTPOABIOCEPE HET BO3AYXA.

Bunmanue! MeancHHO H3BJIEKHTE PaCUIUPHTENb, 4TOOB YMEHBLWNTL BO3MOKHOCTH 00pa3oBaHMa BaKyyMa B HHTpoasiocepe. KpoBb fomkHa cBoOoAHO
acnIMpUpOBaTLCA uepes Gokoso#l nopr. Eciu 310 He Tak, BbIBERUTE HMHTPOALIOCEP HA paccTosHMe 0.5—1.0 cM (HAKOHEUHMK HHTPOABIOCEPA MONKET
TpUISTaTh K CTCHKE NPERCEPANA HIK ICFOYHOM BEHE).

Mpumenanne. He npuMenaTs cunsHbi BakyyMm.

20. INpoeoauTe yacThiit MOHHTOPHHI PACTONOKEHHA PEHTTEHOKOHTPACTHONO MapKepa KOHYHKA 1103 PEHTTEHOCKONHYECKKM KOHTPOIEM NI COXpaHe-
HHSA TIONIOXEHHS HHTPOABIOCEPA B JIEBOM NPEACEPAHH.
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21. BeeanTte 10/0KHBIM 0Opa3oM NOArOTOBNEHHLIH KaTeTep Yepe3 reMoCTaTHUECKHIA KnanaH B iesoe npeacepaue. [lng yaydiueHna paboTbl ¢ KaTeTepoM
BbIBEIMTE HHTPOABIOCEP B NpaBoe npeacepaue. MHTpoasiocep clieayeT BEpHYTH B JIEBOC NpEACEpaANUe NO KaTeTepy nepe WiBneuennem karetepa. Pac-
NOJXKEHHE HHTPOABIOCEPA MOXKHO 101TBEPAUTH NYTEM CPABHEHHA ¢ NO3HLMEN, YCTaHOBICHHOI Ha dTane 20.

22. Mocie W3BNEYEHHUS UHTPOABIOCEPA NPUMEHSTE CTaHAAPTHYIO TEXHHKY IS IOCTHXCHHSA reMocTasa.

3HAYEHHUS CUMBOJIOB, PASMELIEHHBIX HA YIIAKOBKE

Octopoxho! OOpatutech K HH-
CTPYKUHH N0 IIPUMEHEHHIO

H3rotosurens

HUcno:ib3osats 10

Homep no xaranory

REF

BHyTpeHHuii anamerp

Buewxni anamerp

He ucnoabl3oBath, IIPpH NOBpPCKIC-
HHU YHAKOBKH

3anpeT Ha 1OBTOPHOE IPUMCHEHHE

@@OO
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He crepunu3o8ath NOBTOPHO

STERILEIEO CTepHNH3IOBAHO OKCHIOM JTRIIEHA

Konuuectso
Anuporenyo

r 7 YNoNHOMOUEHHEIH NPEACTABKTEND
B EBponeiickom coobuecrse

EC |REP

L J

r " JlaTa U3roTOBNEHUS

L )

v 7 Kona naptis

LOT

[

-

MD

MeaduHECcKoe H3aenye

Sterile Package

CrepiibHan yakoBka




Hc monyckaTb BO3feiicTBusS conl-
HEYHOro cBeTa

bepeyb OT Bnaru

- OucTpnbboTop

depepanbHblil 3akoH CLUA paspe-
LWaeT NpPofaxy [LAaHHOro wusgenus
TO/IbKO Bpayam uav no ux npegnu-
CaHuI0.
JononHutenbHaa nHpopmauma ana NnpuMeHeHUs Ha TeppuTopun PO
[anee no TeKCTy MOTYT UCNONb30BATLCA CeAYHOLLME HAMEHOBAHNSA MeLULNHCKOI0 U3AeNns: On/eTeHblli TpaHCCENTalbHbIA MHTPOABLKOCEP, rpaHccen-
TanbHbIA NHTpPOAbtocep. CardiaGuide, NHTpPOAbIOCEP. MHTPOAbOCEP TpaHccenTanbHblil CardiaGuide. v gpyrue CoKpallleHHble HanMeHOBaHMs, obner-
yaroLive BOCNpUATAE UH(OPMAL M.
MW - mMeanumMHCKOe n3genue.

only

HaumeHoBaHne MW, BapuaHTbl ucnonHeHna MU KaTanoXHbln HO-
mep

VHTpoabtocep Ans TpaHCCeNTanbHOro goctn'na K cepauy CardiaGuide:
VHTpoabtocep A4n1d TpaHccenTasibHOro foc'lyna K cepguy CardiaGuide, BapyaHT UCMONHEHUA: VIHTpOAbIOCEp ANs TpaHCCeu-
TaflbHOro goctyna K cepauy CardiaGuide ¢ hMKcpoBaHHbIM M3rM6OM B COCTaBe: VIHTpoAblocep 4/19 TpaHCCENTabHOro f0-
cTyna K cepauy CardiaGuide, agdpekTiBHas AnnHa 63 cM, BHYTpPeHHUI anametp 8.5F (2,7 mm), hopma n3rnba HakoHevyHUKa
50”- 1wr.; Pacwmputenb, aheKTUBHAA ANnHA 67,4 cMm - 1 1WT.: MPoBOAHMK - 1 WT.; VIHCTPYKUMSA NO NpUMeHeHuto - 1 wT.
VHTpoabtocep Ans TpaHccenTanbHOro focTtyna K cepauy CardiaGuide, BapmaHT UcnonHeHUs: VHTpoabtocep 4N TpaHccenTasb-
Horo goctyna K cepauy CardiaGuide ¢ hKcupoBaHHbIM M3rMG0OM B COCTaBe: VIHTpoAbtocep TpaHcenTanbHblii CardiaGuide,
aheKTMBHAS ANMHa 63 CM, BHYTPeHHUIA anameTp 8.5F (2,7 MMm), hopma mM3rmba HakoHeyHuKa Mbl - 1 wT.; PacwimpuTens,
a(heKTNBHAA ANMHA 67.4 cM - 1wiT.; P[poBOAHMK -1 WT.; IHCTPYKUMA NO NPUMEHEHUIO - 1 .
VHTpoabtocep Ans TpaHccenTanbHOro fgoctyna K cepauy CardiaGuide. BapvaHT UCMOTHEHNA: VIHTpOoAblOCep AN1F TpaHccenTab-
Horo goctyna K cepauy CardiaGuide ¢ pukcmpoBaHHbIM M3rM6oM B cocTaBe: VHTpoAblocep A4/ TpaHCCENTaIbHOro AocTyna K
cepauy CardiaGuide, agdekTMBHasA AnnHa 81 cm, BHYTpeHHWIA gnameTp 8.5F (2,7 mm), hopma nsrmba HakoHeyHuKa 507 - 1 wr.;
Paclwmputens, spgekTneHaa gnmHa 85,4 cm - 1 wT.; MpoBOAHMK - 1 WT.; VIHCTPYKLUMSA NO NPUMEHEHUIO - 1 wT.

FCL20100

FCL20101

FCL20102
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Hutpoasiocep ang TpaHccentanbHoro aoctyna k cepauny CardiaGuide, BapuanT ucnonsenna: Murpoapiocep 11a TpaHccentant-
Horo goctyna k cepauy CardiaGuide ¢ pukcupoatubiM w3rnbom B cocrase: MnTpoabiocep Ans TpaHCCENTansHOro JOCTYNA K FCL20103
cepauy CardiaGuide, a3¢pdpexTusnan anuna 81 om, enytpenunii auamerp 8.5F (2.7 mm), popma usruba nakoneunuka ML1 - |
wr.; Pactunpurens, 3dpdextHBras anuna 85,4 cm - | wr.; MNMposoanuxk - 1 wr.; HHCTpyKuus no npumeneHuio - | wr.

Hasunavenne

Hutpoasiocep s TpanccenTansHoro Aoctyna K cepauy CardiaGuide npeanasHayeH [ YPECKOKHOTO BBEACHHS Pa3lHYHbIX TUNOB CEPACHHO-COCY=
IOHUCTHIX KaTETEPOB BO BCEC KAMEPH! CEpALLA, BKIIOYAs JIEBOE MPEACEpAne, TOCPEACTBOM TPAHCCENTANbLHON nepdopauun/nyHKunn. Uzaeaue ans oano-
pa30B0ON0 MCMOAL3OBAHHA.

Mokaszanua
Hutpoasiocep ana TpaHcCeNTaIbHOIO aoctyna K cepany CardiaGuide nnerenoit koHCTpYKLMY ¢ PUKCHPOBAHHEIM H3rHOOM NTOKA3aH A8 MCIIOIb30BA-
HHA Y NALMEHTOB, KOTOPLIM TpeOyeTcs TpaHCCENTANLHAS NYHKLMA B XOAC ICUCHHSA CEPACHHIX 3200A€BaHN, BKIIOHAA aONAUNIO CEPACHHBIX APUTMHIA.

IIpoTnBonoxazaHus

Jns MHTpOABIOCEpA ANA TPAHCCENTaAbHONO AocTYMA K cepauny Cardiaguide He CylecTBYET W3BECTHBIX MPOTHBONOKA3AHHHA,

{IpoTsBONOKa3aHNA ONMPEACNAIOTCA NMPOTHBOMOKAZAHHAMH COBMECTHO NMPHMEHACMBIX ¢ H3ACIHEM TPAHCCENTANLHOH MIIOH H CEPACHHO-COCYRHCTHIMU
KaTeTepaMu (He BXOAT B KOMILIEKT MOCTABKH), MPHMESHAEMBIX B X0/ ICHEHUA cepaeyHbIX 3a6onesannii, BKovas abasunio cepacYHBIX apHTMHIA.
BuHMATEALHO NPOMHTANHTE HACTPYKIHIO AN KAXKAOI0 COBMECTHMOTO H3Re/IHA Nepel HCMOAL30BIHHEM,

Horenuuansunie noTpeburenn MU

3nenue noMKHO OHTH HCMONK30BAHO B MEAVLIHHCKMX YUPEKICHUAX BPAYAMH. 3aHUMAIOWNMHCA KNHHHYECCKOM NPaKTHKOM C NpUMEHEHHEM Crieuma-
NH3UPOBAHHBIX KAPAHOJIOTHYSCKHX WHBA3HBHBIX METOAOB. JTO H3ICAHE A0IDKHO HCNONb30BATLCA TONLKO BpauyaMy, NPOMICAIMMH TIIATEILHYIO OA~
FOTOBKY FIO MPECKOXHbIM NPOLECAYPAM.

YcaosHa npumenenns
JlasHOE MEANUHHCKOE U3AEHE ZOMKHO HCNONBL30BATECA TONLKO CNELUMANLHO OOYUEHHBIM NEPCOHANOM B YCA0BMAX Bonskull n neuebHo-npodHiaKkTH-
YecKuil yupexaeHuii

Yenoeua sxcnayaranar MH
H3penus pexoMeHAYETCA HCIONB30BaTD TIPH YCIOBHAX FKCIAYATALMH, YKa3aHHLX B TAOAKUE 1.
Tabnuua | — Ycnosus skenayaranun

YeaoBHR HRCITyRTANHE

BnaxHocTs 80-100%
Temnepatypa BHYTpH Or+32°C o2 °C
TEa NAUHEHTA
Armoceptoe aaenenue | Ot 700 rlla no 1060 rIla

Bua 1 npoAOIKUTENBLHOCTE KOHTAKTA MEAMLMHCKOIO H3JACIUA C OPFaHW3MOM YEIOBEKA — METMIIHHCKOE H3ACHHE, MPHCOEANHAEMOE U3BHE, KPaTKO-
BpeMEHHbIH KOHTAKT (<244) C UHPKYAHPYIOIEH KPOBbIO.
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ONNMCAHHE OCHOBHBIX ©®YHKIHOHAJIBHLIX 3JIEMEHTOB MH

O0mee onucanne PyHKNHOHANLHMX YiemMenToR MU

HuTpoastocep Ana TpaxccenTanbHoro goctyna K cepauy CardiaGuide coctout H3:

« UuTpoasiocepa, pEHTINEHOKOHTPACTHOTO, BKIMOMAIOLIET0 H3OTHYTYIO TpYGKY ¢ omnetko# u xabom. Hatpoasiocep cHabxeH pEHTTEHOKOHTPAcTHO#M
MapKepHO#i ACHTOI, KOTOpaA OMOTraeT ONPEACAUTD MECTONONOKEHHE HAKOHEUHHKA, M ATPABMATHYHBIM MATKHM HAKOHEYHUKOM. Ha npokcumanbHoM
KOHLE PacnioloXeH reMOCTaTH4ECKHIA KianaH i 60KoBO#l OTBOA € TPEXXOAOBHIM 3ANOPHBIM KPAHOM.

» Pactuupurens, peHTTeHOKOHTPACTHOTO, KOTOPBH COCTOUT H3 H30THYTO NIACTHKOBOH TPYOKY ¢ NPOKCHMANBHBIM INIACTHKOBRIM Xabom. Paciunpurens
CKOHCTPYHpOBaH TakuM 06pa3oM, YToOb COOTRETCTBOBATh BHYTPEHHEMY AHAMETPY H M3rHOY UHTPOABIOCEPA, B HMEET KOHHYCCKHA HAKOHEYHHK.

* [Mpoeoaunka B c6ope, KOTOPLIH COCTONT U3 NIPOBOAHHKA C MATKHM HAKOHEYHHKOM, AHCNIEHCEPA MPOBOAHKKA KB BLINPAMHTENS ¢ J-00pasHBIM HakoHed-
HUKOM.

Hutpoasiocep ana TpaHccenTankHOro aoctyna k cepany CardiaGuide nocraengerca 8 AByX BapuaHTax anuH: 63 u 81 oM, a Takxke B ABYX BaphanTax
dopmer u3rnbGa vakoneunuxka ML1 u 50°.

Paznuuuii 8 NOKa3aHKAX M cnocofax NPUMEHEHHA HET: THTI UHTPOABIOCCPA ONPEACTICTCA BPauyoM B 3aBHCHMOCTH OT aHATOMHMYECKHX 0co0eHHOCTEH
NalueHTa.

Ipaduyeckoe NpenCTaBNEHHE H3AELAUA NPEACTABIEHO Ha PHCYHKE |

Bo3MOXKHOCTL B METOABI HHTETPAIMK € IPYTHMH MEAHUHHCKHMH U3TEAHAMN
H3anenue MOXKHO HCMOAL3OBATD TOILKO C COBMECTHMBIM PACLLIMPHTENEM H MPOBOAHKKOM, BXOAALLMMH B €70 COCTaB, U TpasccentTaabHol urnoli kanubpa
18 unu 19 u HaxoHesHHKOM KanuGpa 21 win 22 nloro NPOH3BOAHTENA, CEPICHHO-COCYAHCTHIMU KATETEPAMH COBMECTHMOTO HAPYXKHOTO AHAMETPa
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A}

He Gonee 8,5F (2.83 mm) moboro npousBoAnTeNs, renapMHU3HPOBAHHLIM (PHIHOROTHYECKHM PACTBOPOM JIOOOTO NPOH3BOAKTENA, HToH 25 kanubpa
MmoOOro NPOH3BOIMTENS.

Texnuyeckne xapaxrepucruke MH

Bce 3Ha%ieHus B 3TOM pa3zjene HMeoT aonyck £5%, ecin He yxaiauo unoe
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CHJIHE OTPhIBA AN COSTHHEHHI TPpYOKH BoKOBOro 0TROAR, TPYOKM UNTPOADL- |M1m 3,4 pynra Ha aniba fofim (2,34 Hiew?)

pa ¥ 3aropHOro KpaHa
PacnonoxeHne 6G0KOBOro OTBEPCTHS 90 rpanycos ot 60k0BOIC 0TBOAA
10,16 £ 0,64 MM OT Kpas HAKOHEHHMKA
Juamerp 60K0BOrO OTBEPCTUR 0,79 — 0,86 MM
Pacnonoxenue MapKepHOH NOJIOCKH 6,4 MM MaKCHMANBHO OT Kpas HAKOHEUHKHKA
MuHUManbLHBLA BEYTPEHHHA AHaMeTp 2,72 MM
Macca, r
Hns FCL20100, FCL20101 7.8
s FCL20102, FCL20103 18,7
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MNapameTp
BHewHwWiA guameTp

MaKc/MasbHbIA BHELLIHWIA AnameTp
MUWHUMaNbHbIA BHYTPEHHWUI AvaMeTp

AphekTrBHAA fnHa (A)
Macca, r

Ona FCL20100. FCL20101
OnaPCb20102,PCb20KO3
NMpPOBOAHUK:

MaKc/MasibHbIA BHELLUHWIA AnameTp

O6uwaa anMHa
Macca, T:
Tvn HaKOHEeYHMKa

3HayeHve
2,84 Mmm
2,9 MM
0,84 mm
67.4 n 85. 4 cm

59
71

0,81 mm
180 cm

7.6
J-06pasHblit

NMEPEYEHb 1 ONMNCAHVNE MATEPVAJ/IOB MU

*MapKH MaTepunanoB MeAMLMHCKOrO M3AeNus yKasaHbl B BbIMMCKE U3 TEXHUYECKOM AOKYMEHTauuMu Npou3BOANTENs U moitt GbITb Npeo-
p

KoMnoHeHT
VHTpobtocep

Kopnyc knanaHa vHTpogbtocepa

Tpy6Ka B coope

MSrkuiA HaKOHEUHUK
[MpoBo/IOKa OMNIETKM
MapkepHas nosocka

Tpybka 60KOBOro 0TBOAA
Tpexxof0Bbli1 3anOpHbIA KpaH
KpbilKa KnanaHa
"femMoCTaTUYECKMIA KnaraH
Cmaska KnanaHa

CwmasKa MHTpoAbtocepa

LiemMeHT pacTBopuTens

Ajresus

PacLumpuTens

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

HanmeHoBaHue n/unn MapKa maTtepunana

MonunypetaH ¢ Kpacuteniem

Monuatmp bnok Amug ¢ BaSo4
Monuadmp Brok Amng c BaSo4
Hep>kasetoLLas cTaab

MnatuHa 90% / Vpuanin 10%
MennetaH

Monukap6oHar / M3BI1/ CunnkoH
MonnypeTaH c KpacuTenem
CunmKoH

CunmkoH

CunmkoH 5%/ NekcaH 95%

50%LImknorekcamoH/ 50% TeTparnapodypaH
LinaHoakpunat



Tpybka Tepmonnacvrunstii nonwxpupustii anacromep: Hytrel 7246 ¢ 40%
BaSO,, HatypansHbi

Xab TepmonnacTH4Hbili nonnxpUpHbIH 3NacTOMEpP ¢ KPaCUTENEM

Cwmazka Cunnkon 5%/ I'ekcan 95%

Cwmaska giia 06paboTkn HaKOHEeMHHKA - BCnoMoraTesibHoe cpeacTso 4na obpabotkn | Chankon 5%/ I'ekcan 95%

TpoBogHuk

MpoBogHux | Hepxaseiomas crans

Cpox rogHOCTHR, CPOK CIy#OnI

Cpox roHOCTH H3AENHA COCTABAACT 3 TOMIa.
{locne OKOHYAHHA CPOKA FOAHOCTH. AAHHOE MEAHUKHCKOE H3ENHE HEOOXOAHMO YTHIHIUPOBATS.

NEPEYEHB MATEPHAJIOB A KHBOTHOI'O H (UJIM) YEJIOBEYECKOI'O ITPORNCXOXJAEHHSA
Henpumenumo. Jannoe MEAUUHHCKOE HINEIHE HE COACPHUT MATEPHANH XKHBOTHOIO W (HIIH) YENOBEYECKOTO NPOHCXOKACHHA

NEPEYEHDb CTAHJAAPTOB IPUMEHUMBIX K MH

MeauuHHCKOE H3AeHE BLIACPXAN0 HCNIMTAHKA N0 BepH(pHUKALIMH H BATHAALMH H YROBNETBOPAtOT TpeGoBanHAM cleaylomux craiaaproe: 1SO 13485:
2016, 1SO 14971: 2012, EN 1041:2008, ISO 15223-1: 2016, I1SO 11070: 2014, 1SO 14644-1: 2015, ISO 14644-2: 2015, ISO 11135: 2014, AAMI TIR
28: 2016, ASTM D4169-09: 2009, ISO 10993-1: 2009, 1ISO 2233: 2000, 1SO 10993-7: 2008, 1SO 11607-1:2017, ISO 11737-1: 2006, ISO 8601: 2004,
ISO 594-1: 1986, ISO 594-2: 1998, FOCT 20790-93, TOCT P UCO 11070-2010, TOCT EN 556-1-2011, TOCT ISO 14971-2021, FOCT P UCO 15223-
1-2020, FOCT ISO 11607-1-2018, I'OCT I1SO 11607-2-2018, TOCT P 52770-2016. 'OCT 31209-2003, I'OCT 40¢11-72, TOCT 31870-2012, MYK
4.1.3166-14, TOCT P 55227-2012, U-880-71. MBHU.MH.1924-2003, MP 1436-76, MP 2413.81, MY 1704-77, TOCT ISO 10993-7-2016,'OCT 31214-
2016, 'OCT 1SO 10993-1-2021, FOCT P UCO 10993-2-2009, FOCT 1SO 10993-4-2020, I'OCT ISO 10993-5-2011, 'OCT ISO 10993-10-2011,I'OCT
1SO 10993-11-2021. 'OCT ISO 10993-12-2015, ODC.1.2.4.0005.15, 0DC.1.2.4.0003.13.

HHOPOPMALMA O JIEKAPCTBEHHBIX ITPEIIAPATAX H (WIH) PAPMAINEBTHYECKHX CYBCTAHLHAX B COCTABE MU
DTOT pasfen HE NPUMCHUM K AAHHBIM U3CAHAM, TAK KaK H3ZCAHA HE COACPXKAT NCKAPCTBCHHBIX BEUECTB H HE HCIOML3YIOTCA B COYECTAHMHM ¢ JICKAp-
CTBEHHbLIMH BELLECTBAMH.

ONHCAHHUE METOJA CTEPWIH3IALIMH

Hurpoastocep ana TpanccentansHoro aocryna K cepauy CardiaGuide npouseoacrsa Merit Medical Inc. crepunusyercs B razosom uuxne co 100%
OKuCHIO dTHeHa (EO) o ypoBHsa rapanTiu crepuasHoct (SAL) 1078,

TPEBOBAHUA K TEXHHYECKOMY OBCIYXXUBAHHUIO 1 PEMOHTY MU
H3penne 0AHOKPaTHOrO NMPUMEHEHHS, He TpEGYET TEXHUYECKOro o0CayKMBAHUA H HE TIOAIEXHT PEMOHTY. B cyyae nopum, W3aenne NOANCKHT YTH-
RH3ALHH B COOTBETCTBHH C TpeGOBAHUAMH 3aKOHOJATENLCTEA B CTPAHE NPUMEHEHNS.
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OnwucaHne TPaHCMOPTHOM YNaKOBKM

Bce 3HaueHVs B 3TOM pasfenie UMeOT Jonyck +5%, ecnn He yKasaHO MHOe
Tab6nuua 2 Macca 1 rabapuTbl TPAaHCNOPTHON YNaKOBKYK

MabapuTHble pasmepbl ynakosku, (AnunHa X LWnpuHa X Bbl-

BapuaHT Macca
coTa), M
OnvHa XLWupuHa X BbicoTa
1 78,74 X15,88 X 19,37 cm 635 T.
2 OnvHa XLWwrpnHa X BoicoTa 753
96,52 X15.88 X 19,37 cm '
3 OnvHa XLunpuHa x BbicoTa 502 -

105 X17 X185 cm
YC/NOoBUA TPAHCITOPTUPOBKU n XPAHEHUA

Ycnosua XxpaHeHua
"emueparypa +5-+25 °C

BnaxHocTb 20 - 60%
ATMocepHoe gaBneHne  1010+/- KOrMa

YcnoBus TpaHCMoOpPTUPOBKYU
TemnepaTypa 0-+40

BnaxxHocTb 20-60%

ATMocepHoe aaneHne 1010+/- 10 rlMa

MOPALOK N YCNOBUA YTUNNAUMN nnn YHUUTOXEHUNA mun
W3genve He okasbiBaeT BPeAHOro BO3AEWCTBMS Ha OKPYXXatowyto cpeay npu cO6M0AeHUM YCNOBMIA 3KCNyaTauum, T}33aHCNOPTUPOBKIN, XPaHEHUS 1
yTUIn3aLnu.

Vicnonb3oBaHHbIE M3AeNns, a TakXe YnakoBKa, NMOAnexar yTuau3auun B COOTBETCTBUM C AEACTBYHOWMMU 3aKOHOAATeNbHbIMU HOpMamy - CaHluH
2.1.3684-21. npefyCMOTPEHHBLIMU A1 YTUAN3AUUN NOTEHLMANBHO 3arpA3HAIOLWMX MEAULMHCKUX OTXOA0B.
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Jlng ucnonb30BaHHOTO H3AENHA KAACC ONAacHOCTH MEJWLHHCKHX OTXOA0B MCXOAs M3 XapakTepucThkd mopdoaorsyeckoro cocrasa: kaacc b (anmae-
MROJIOTHYECKH onacHeie oTxoam). Knacc MEAHUWHCKUX OTXOA0B HEUCTIONL30BAHHONC HIACAHA — A.

B cnyuae HCTEUEHHA CPOKA NOAHOCTH MAH MOBPEKACHNA YNAKOBKY H3IEAUS TAKOKE NOANSKAT YTHAHIAUKH COrMIACHO NEHCTBYIOIEMY 3AKOHOMATE ILCTBY
KaK OTX0Ab Kaacca A.

TAPAHTHSA H PEKJIAMAILIUA

Tpou3goANTENL FAPAHTHPYET, YTO JAHHOE MEAMLMHCKOS H3/ICNWE HE CONEPXKHT AeeKTOB NPOM3BOACTBA M MaTepranos. HacToammMm 3aasnecHIEM OTMEHS-
loTcs mobLie NpoYKe NPAMbIE U NOAPASyMEBaEMbIE FAPAHTHH, BKJTIOYAA FAPAHTHH TOBAPHOH NPUNOIHOCTH WiIH cOOTBETCTBHA. TIPUroAHOCTL HCNONB3OBAHHS
NAKHOTO MEJMUUHCKOrO H3AeAUA ANS KOHKPETHOH XHpypriueckoil Npoleaypbl ONpEACAICTCA N0AL30BATENEM B COOTBCTCTBHM ¢ HHCTPYKIMSMH MPOH3B0AH-
TR NO HCTIOALIOBAKMIO H3AENHA. HUKAKHX NPOYMX rapaHTHIf, KPOME YKa3aHHLIX B JAHHOM JOKYMEHTE., HE NPEAOCTAaBACTCA.

TapaHTRiEHbI CPOK XpaHEeHHA NMPOAYKTA COCTABAAET 3 roaa.

HAHMEHOBAHHE U IOPHAMYECKAH AJIPEC NIPOM3BOAMTENA MK H YIIOJJTHOMOYEHHOIO NPEACTABHTEJIA NPOM3-
BOAHUTEJIA B POCCHH

PASPABOTYUHK: MERIT MEDICAL SYSTEMS, INC.
1600 West Merit Parkway, South Jordan, UT 84095, U.S.A.

NPOU3IBOANTEIIb: MERIT MEDICAL SYSTEMS, INC.
1600 West Merit Parkway, South Jordan, UT 84095, US.A.

YHOJHOMOUYEHHbBIN NPEACTABHTEJS ITPOU3BOAUTEJIA B POCCHHU: 000 «JIxoncon & Mxoncon», 121614, r. Mocksa, yn. Kpel-
natckad, a. 17, kopn. 2.

Ten. +7(495)580-7777

RA-INJRU-RZN@ITS.JNJ.com
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Nopos MockBa
MATHaALATOro NHA ABe ThiCAYM ABajLUaTb TPETLEro roja

A, CUMOHSH OnaHa ApTYpOBHa, BPEMEHHO MCMOMHAKOLWAA 0653aHHOCTN HOTapuyca ropoga MockBbl
Kopcuk Mapun AnekcaHApoBHbI, CBUAETENLCTBYI NOA/IMHHOCTL MOAMUCKU NepeBofymKa
LLlonHb6oaoBoii Mapxa6o lMaiaH6eeBHbl.

Mognuck chenaHa B MOEM MPUCYTCTBUN.

JInyHoCTb NoAnuncaBLIero 4OKYMeHT YCTaHOB/IeHa.

3apernctpmpoBaHo B peecTp M b [|"139-H/77-2023- ~ N
YnnayeHo 3a coBepweHuii;*ot*manm&”" perictens: 400 py6. 00 kon.

O.A. CUMOHSH

Bcero npoLwHypoBaHo, NPOHYMEpPOB;
N cKkpenneHo nedvatbto 41 nuct(a)(ol

BPWO 17apuy.ca™y
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