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RX Only - Caution: Federal (USA) law restricts this device to sale by or on the order of a physician trained in angiography and
percutaneous transluminal coronary angioplasty (PTCA), and/or percutaneous transluminal angioplasty (PTA).

Merit's Angiography kit with Inflation device DiamondTOUCH is assembled with extension tubing attached to the syringe tip. A
medium pressure 3-way stopcock may be packaged with the device. Merit's Angiography kit with Inflation device are available
packaged with Merit Angioplasty Packs (MAP), which include a selection of hemostasis valves, extension line, guide wire
insertion tools and/or torque devices:

CONTENT

Angiography kit in the following versions:

1 Angiography kit DiamondTOUCH, consisting of:

1.1. Inflation Device DiamondTOUCH -1 pc.

1.2. Three-way stopcock -1- pc. or 2pcs.

1.3. Instruction for use.

2. Angiography kit DiamondTOUCH, consisting of;

2.1. Inflation Device DiamondTOUCH -1 pc.

2.2. Three-way stopcock -1 pc. or 2pcs.

2.3. Hemostatic valve, execution options:

AccessPLUS/ Access-g/ MBA/ MBAPIus/ PhD/ Honor/ FLO50 -1 pc.

2.4. Guidewire Introducer -1 pc.

2.5. Torque Device - no more than 1 pcs.

2.6. Extension line (if necessary) -1 pc.

2.7. Instruction for use.

INDICATION FOR USE
DiamondTOUCH angiography kit isdesigned for use during percutaneous transluminal angioplasty (PTA) and other intravascular
therapeutic procedures that utilize a balloon angioplasty catheters or other interventional devices.

CONTRAINDICATIONS: None known.
ADVERSE EFFECTS: None known.

PRECAUTIONS

< Read manufacturer's instructions for the use of catheters, guide wires, and introducers prior to use.

< Inspect the device prior to use for any damage. Do not use if packaging is opened, damaged, or broken.
< Follow local guidelines and practices regulating the disposal of the device after use.

= Contents are sterile (via ethylene oxide) and non-pyrogenic.

REUSE PRECAUTION STATEMENT

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, ilines s 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.

WARNING

< Do not inject any fluid if air bubbles are visible within the Hemostasis Valve.

The Honor Hemostatic valve is not intended for use with pressure injections >8 ATM/ BAR. Power injection at pressure greater
than 8 ATM/BAR could result in leakage.

= Devices inserted across the hemostasis valve are not secure.

«The device should only be used by experienced physicians trained in endovascular procedures.

< To prevent damage to a balloon, it must be completely deflated during advancement/ withdrawal through the Hemostasis
Valve.

= Any aspiration through the side port of the device should be made slowly and carefully to avoid the creation of a void at t he
proximal part of the connector. Failure could cause leakage.

« Failure to depress the cap prior to inserting a guide wire introducer could cause seal damage resulting in leakage and/or
particulate embolization.

« Failure to open the secondary seal and compression seal prior to inserting or withdrawing a diagnostic /interventional devi ce
could cause damage to the device.

e Care should be taken to avoid over-tightening of the compression seal, as this may compromise the integrity of the
diagnostic/interventional device lumen.

« Power injection at pressures greater than 40opsi could result in leakage or detachment of PhD Hemostasis Valve components.
«The FLO50 hemostasis valve must be completely closed during aspiration or injection. The narrowest portion of the hemostasis
valve has an inner diameter of 0.118 inches (3.00mm, approximately gFr).
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DESCRIPTION:
AN The DiamondTOUCH™ Inflation Device and Fluid Dispensing Syringe by Merit Medical isa 3omL disposable device with an integral
“ppressure transducer, microcomputer, back-lit LCD, threaded plunger assembly with lock/release bar, a flexible high pressure
extension tube, and a three-way stopcock. The DiamondTOUCH" is designed to generate positive and negative pressure, and
monitor positive pressures over a range of zero to +35ATM/BAR (zero to 514 PSI). The DiamondTOUCH Inflation Syringe is used
to inflate and deflate balloon angioplasty catheters or other interventional devices and to measure the pressure and time of
inflation within the balloon during the procedure. It is also used to dispense fluids into the body and monitor the pressure of that

SPECIFICATION
Operating Range -0.4 ATM/BAR to 35 ATM/BAR (-6 PSl to 514 PSl)
Accuracy +3.0% of full scale at 10"Cto 40"C

0.57ml £ 0.10ml fluid dispensed for each 360“

Fluid Dispensed clockwise turn of the syringe plunger handle.
Liquid Temp 10 Cto 40" C

Humidity 20% to 90%

Operation Range Non-condensing humidity

Battery Life Fully active device, up to 10 hours

The Merit Angioplasty Pack (MAP) consists of a hemostasis valve. Guide Wire Insertion Tool and/or Pin Vise torque device. The
hemostasis valves. Guide Wire Insertion Tools and torque devices are all non-invasive devices.

Merit Angioplasty Pack (MAP): The MAP allows the injection of contrast and pressure monitoring through a guiding catheter,
regardless of balloon catheter position. The hemostatic valve is designed to maintain hemostasis during insertion, use and
withdrawal of diagnostic and interventional devices. They can be used in conjunction with inflation devices and other medical
devices (introducer, guide wire, catheter, guide catheter) during angioplasty.

The hemostasis valve tightens based on the device type. The polycarbonate used to manufacture the adapter is transparent to
aid invisualizing entrapped air. The entire device has no sharp edges to prevent tearing of surgical gloves.

Adjustable Merit AccessPLUSM/ Merit Access-9™ Hemostasis Valve. The AccessPLUS/Access-9 Hemostasis Valve is
recommended for maintaining a fluid-tight seal around percutaneous transluminal angioplasty catheters and guidewires.

MBA Hemostasis Valve with Integral Introducer. The MBA Hemostasis Valve is designed for use during percutaneous
transluminal angioplasty (PTA) and other intravascular therapeutic procedures that utilize a guiding catheter.

The PhD Hemostasis Valve™ has a 0.096" (2.4 mm) inside diameter. This device has two seals that operate independently: the
compression seal and the secondary seal. The compression seal can be opened or closed by rotating the cap. Closing of the
compression seal allows for pressure injections up to 400 psi and secures the diagnostic/interventional device in position within
the vasculature.

The secondary seal is a diaphragm seal that forms around the diagnostic/interventional devices as they move into and out oft he
vasculature. This seal provides minimal fluid loss without restricting device movement. The secondary seal is open when the cap
is pressed down, and closed when the cap is released. An open secondary seal allows air to be purged from the device and alio ws
insertion/withdrawal of diagnostic/interventional devices.

The PhD Hemostasis Valve is intended to maintain hemostasis during the introduction/ withdrawal and use of diagnostic and
interventional devices. The PhD Hemostasis Valve is indicated for maintaining a seal around diagnostic/interventional devices
with an outside diameter of <0.096" (2.4 mm) during interventional procedures.

Honor Hemostasis Valve is ay-connector hemostasis valve with a rotating luer lock, a side port, and a push-pull hemostasis valve
opener on the proximal end. The hemostasis valve is fully opened to its maximum diameter by pushing the valve opener distally.
Pulling the valve opener proximally closes the hemostasis valve around the inserted interventional/diagnostic devices. With the
valve in the closed position, devices can be advanced or pulled back as needed without adjustment of the hemostasis valve.

The hemostasis valve is intended to maintain hemostasis during the introduction, use and withdrawal of diagnostic and
interventional devices that have an outer diameter of 7 French or smaller.

The FLO50™ Hemostasis Valve is a small Y-body valve with a clear female luer side arm and male luer rotator
The Merit FLO50 Hemostasis Valve is intended to maintain hemostasis with interventional devices with outside diameters up to
gFr providing a fluid-tight seal around interventional devices with little or no blood loss during clinical procedures.
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Merit's Torque device provides an increased mechanical advantage in order to aid in twisting and manipulating the guide wire.
The physician isable to grasp the guide wire securely with this device, allowing for greater precision and control for the p hysician.
This torque device is brightly colored in order to improve visualization under low light conditions and is available in either green
or salmon colors.

The guide wire Insertion Tool is used to facilitate the passage of wires with distally shaped tips through the rotating hemostatic
valve and dilatation catheters.

Characteristic
Torque Device Range

c —I1 J

0.009"- 0.018" (0.23mm - 0.46mm)
Plastic Guide Wire insertion
Tool Inner Lumen Size

0.028" (0.71mm)

Metal Guide Wire Insertion Tool ) th
Inner Lumen Size Crir—

0.022" (0.56mm)

The main materials for the components with indirect contact: Inflation device, MAP

Products Component Material

Rotator body & collar & housing & Retainer Cap & Barrel-
Polycarbonate; Extension tubing - polyurethane; 0 ring -
Silicone; Syringe Lubricant - Silicone Fluid; Handle body-ABS;
Trigger - Nylon.

Clear Polycarbonate; Silicone; PTFE Teflon; Acetal
homopolymer; PVC Tubing; Polyurethane; Nylon.

Inflation Device

Hemostasis Valves

Extension line PVC
Guide Wire Insertion Tool Polyethylene
(plastic)

Guide Wire Insertion Tool (metal) ~Polycarbonate; Stainless Steel
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INFLATION DEVICE PREPARATION:

1. Ensure the system is open to atmospheric pressure by opening the stopcock. Press the blue button behind the LCD display
near the tubing to power the device on. The LCD will display "ZEro" for two seconds and then the device will be ready to use. At
this point the syringe will begin its incremental time keeping.

2. To prepare syringe, turn the device with digital display facing down and aspirate up to 30 mL of contrast solution or othe r
fluid into the syringe by squeezing the lock/release bar and pulling back on the handle. 3. Push handle against table or other
solid surface to remove air in syringe.

CAUTION: Inspect the syringe tubing and stopcock (if used) to ensure that there is no air in the system.

The syringe will be set inthe ATM/BAR mode when initially \ % 3Q.

turned on. To change the pressure display to read in PSI, press A 1;0 25+

and hold the blue button until "ATM/BAR" flashes four times.

The display is now in "PSI" mode. To change back to

ATM/BAR, press and hold the blue button once again. I I_. U
ATMBAR

NOB ni*3 C

U\J D
NOTE: When in PSI mode, the tick marks on the left of the display that represent pressure will be limited to 350 PSI (23.8 ATM).
Ifthe DiamondTOUCH is pressurized past 350 PSI, the grouping oftick marks on the left will flash. The numerical digits in the
center of the display will continue to show actual pressure throughout the device's pressure range (-6 to 514 PSI)

After an inflation or pressure monitored injection has been

made, agraph bar ortick mark will remainto markthe highest
point of pressure. Pressing the blue button once quickly will

display last inflation information and a indicator
on the display. After the next inflation has been started, the
last inflation tick mark will disappear. CAUTION: If the LCD
displays anything besides the pressure and time windows
shown above, the syringe is defective. Please return the
syringe to Merit Medical for credit.

NOTE: To conserve power the backlight will automatically turn off after ten minutes of inactivity. However, the
microprocessor will continue to monitor the pressure. Pressing the blue button or inflating the balloon will reactivate the
backlight. The device will power itself off after 90 consecutive minutes at zero pressure.

CAUTION: Inspect the syringe tubing and stopcock (if used) to ensure that there is no air in the system.

ATTACHING THE INFLATION DEVICE TO THE BALLOON

NOTE: Refer to the manufacturer's directions accompanying the balloon dilatation catheter or other interventiona | device for
specific information on use, maximum inflation pressure, precautions, and warnings for that device. 1. Prepare and test the
balloon catheter according to the catheter manufacturer's directions for use. 2. Create a fluid-fluid connection between the
balloon and the syringe extension tube, connect the luer connectors securely. 3. Squeeze the lock/release bar and pull back on
the plunger handle to apply a vacuum to the balloon.

BALLOON INFLATION AND DEFLATION

1 To inflate the balloon, squeeze the lock/release bar allowing the plunger to return to a resting position (0 ATM/BAR or PSI).
Release grip on the lock/release bar, locking the plunger into position. To increase pressure, rotate handle clockwise until the
desired pressure is achieved. Pressures above the maximum range will be indicated with flashing numbers. The tick mark will
remain at the highest point of the last pressure reading. As the pressure decreases from the maximum pressure, the tick mark
will begin to flash.

NOTE: Significant loss of pressure may indicate a leak in the system.

CAUTION: To protect the threads of the lock-release bar, the pressure must be reduced to 25 ATM or lower before the quick
release mechanism is used to deflate the angioplasty balloon. 2. To deflate balloon, rotate handle counterclockwise to release
pressure to 25 ATM or lower. Squeeze the lock/release bar and pull backto generate a negative pressure. Release grip to lock the
plunger in a negative pressure position. Pressures below the minimum range of the syringe will be indicated by flashing bars and
a "NEg" inthe pressure area. DISPENSING FLUIDS AND MONITORING

PRESSURES USING THE DIAMONDTOUCH SYRINGE

1 To slowly dispense fluids to the body rotate the plunger clockwise until the desired fluid is injected. To rapidly dispens e fluids
to the body squeeze the lock/release bar while pushing the plunger forward. The injection pressure will be displayed onth e LCD
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and the timer automatically starts once the device generates a positive pressure. Pressures above the maximum range of the
syringe will be indicated with flashing numbers on the display. 2. A negative pressure may be generated by squeezing the
lock/release bar and pulling back the plunger. Release grip on the lock/release bar to lock the plunger in the negative pressure
position. 3. The timer will reset once the pressure returns to zero or less. Data associated with the last injection will be displayed
when the blue button is depressed and held and the pressure is zero or less.

CAUTION: This syringe is capable of generating high fluid pressures in a closed fluid system. The volume change of fluid
dispensed may not be accurate due to compliance ofthe plastic components as pressure changes.

CAUTION: If applied pressure does not indicate on gauge/digital display, discontinue use immediately and replace it with a new
unit.

RECOMMENDED SEPARATION DISTANCES BETWEEN PORTABLE AND MOBILE RADIO FREQUENCY (RF)
COMMUNICATIONS

EQUIPMENT AND THE DIAMONDTOUCH™ INFLATION DEVICE

The DiamondTOUCH Inflation Device is intended for use in an electromagnetic environment in which RF radiated disturbances
are controlled. The user of the DiamondTOUCH Inflation Device can help prevent electromagnetic interference by maintaining
a minimum distance between portable and mobile RF communications equipment (transmitters) and the DiamondTOUCH
Inflation Device as recommended below, according to the maximum output power ofthe communications equipment.

Separation distance according to
frequency of transmitter (in meters) m

Rated maximum output 150 kHz to 80 MHz to 800 MHz
power of transmitter 80 MHz 800 MHz to 25 GHz
(in watts) W d=[U]P d=[U]P d=[2.3]P
0.0L 0.12 0.12 0.23
01 0.37 0.37 0.74
1 1.2 12 23
10 37 37 74
100 12 12 23

Fortransmitters rated at a maximum output power not listed above, the recommended separation distance (d) in meters (m) can
be estimated using the equation applicable to the frequency of the transmitter, where Pisthe maximum output power rating of
the transmitter in watts (W) according to the transmitter manufacturer.

NOTE 1: At 80 MHz and 800 MHz,the separation distance 'I'orthe higher frequency applies.

NOTE 2: These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and reflection
from structures, objects and people.

GUIDANCE AND MANUFACTURER'S DECLARATION - ELECTROMAGNETIC IMMUNITY

The equipment is intended for use in the electromagnetic environment specified below. The customer or the user of the
equipment should ensure that it is used in such an environment.

Immunity Test [IEC60601  Compliance Electromagnetic
test level level environment-
guidance
Electrostatic +6kV +6 kv Increasing relative
discharge (ESD) contact contact humidity will
IEC 61000-4-20 18 kV air 18 kV air reduce the potential

for ESD related
difficulties

INSTRUCTIONS FOR USE: AccessPLUS/ Merit Access-9 HEMOSTASIS VALVE

Inspect the device prior to use to verify that no damage has occurred during shipping.
1. Connect the sideport of the hemostasis valve to the Merit manifold assembly. Flush and fill the assembly with saline. To fill
the valve section, open the valve, place one finger over the luer fitting and continue to fill the assembly.
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2. Connect the hemostasis valve to the guiding catheter. Aspirate the valve to remove any trapped air and flush thoroughly with
saline. Purge blood by opening the valve while continuing to flush the assembly. Close the valve when the blood has been
purged. Inspect carefully for air bubbles and reflush if necessary.

3. Open the hemostasis valve and insert the guidewire or catheter. (If desired, insert the guidewire introducer and advance it
through the valve.) Advance the guidewire or catheter an appropriate distance into the vasculature. Close the valve around the
shaft of the guidewire, catheter or introducer. This forms a fluid-tight seal, yet does not inhibit movement of the guidewire,
catheter or introducer.

WARNING: Itisimportant that the valve be closedtight enough to prevent blood leakage, yet not so tight as to restrict function.
4. Refer to the dilatation catheter labeling for intended use, contraindications and potential complications associated with the
use of dilatation catheters in PTCA and/or PTA procedure.

5. Withdraw the catheter to the point that the distal tip remains 10to 20 cm inside the vasculature. Open the valve and withdraw
the catheter completely. During insertion and removal through the valve, the balloon must be completely deflated to safely a nd
easily traverse the valve.

6. Disconnect the hemostasis valve from the guiding catheter.

PRECAUTIONS: Do not inject any fluid if air bubbles are visible within the valve. First aspirate the valve to remove the air, then
flush the valve as described above. The hemostasis valve must be completely closed during aspiration or injection. The narrowest
portion of the hemostasis valve has an inner diameter of 0.120 inches (0.3 ¢cm) (approximately 9 Fr).

INSTRUCTIONS FOR USE: MBA HEMOSTASIS VALVE
Inspect the device prior to use to verify that no damage has occurred during shipping.

1. Connect the sideport of the fully open hemostasis valve to the manifold assembly. Flush and fill the assembly with
saline. To fill the valve section, ensure the thumb wheel is in the fully open position, open the slit valve by pushing in
and slightly turning the integral introducer through the slit valve to fully open it Place one finger over the male luer fitting
and continue to fill the assembly until completely purged of air. Pull back to disengage the integral introducer and
engage the secondary seal.

2. Connect the rotating male luer adapter of the hemostasis valve to the guiding catheter. Ensure the connection is
airless.

3. To open the valve for catheter or guide wire insertion, with the hemostasis valve in the fully open position, push in
and slightly turn the integral introducer. The valve is now ready to accept any devices.

Caution: Valve will be fully open and allow for blood loss when integral introducer is engaged.

4. Insert the catheter or wire into the integral introducer and advance it to an appropriate distance into the vasculature.
Disengage the integral introducer.

5. A fluid tight seal, providing little or no blood loss, will form around the interventional device yet does not restrict
movement of the guide wire, catheter or introducer.

6. To secure the interventional device in place, turn the adjustable thumb wheel to tighten.

Caution: Do not inject any fluid if air bubbles are visible within the valve.

The narrowest rigid portion of the hemostasis valve has an inner diameter of 0.118 inches (0.3 cm) (approximately 9
Fr).

INSTRUCTIONS FOR USE: PhD HEMOSTASIS VALVE
1 Connect the sideport of the PhD Hemostasis Valve to the manifold assembly. With the compression valve open, flush and fill
the assembly with saline. To fill the valve section, ensure the secondary seal is open by pushing down on the cap. Place one finger
over the male Luer fitting and continue to fill the assembly until completely purged of air. Gently release the back end cap to
engage the secondary seal.
2. Connect the rotating male Luer adapter of the PhD Hemostasis Valve to the guiding catheter. Ensure the connection is a iriess.
3. To open the PhD Hemostasis Valve for catheter or guide wire insertion, push on the back end cap to open the secondary seal.
The PhD Hemostasis Valve is now ready to accept any diagnostic/interventional device.

Insert the diagnostic/interventional device through an open secondary seal and an open compression seal.
CAUTION: PhD Hemostasis Valve will be fully open and allow for blood loss when secondary seal is open.
5. Advance the diagnostic/interventional device through an open compression seal. A fluid-tight seal, providing little to no blood
loss, will form around the diagnostic or interventional device while not restricting movement of the device.
6. Once the diagnostic/interventional device is in place, if desired, close the compression seal to allow for pressure injections of
up to 400 psi and/or secure the diagnostic/ interventional device in position.
7. Remove the diagnostic/interventional device through an open compression seal. If resistance is felt, open the sec ondary seal
aswell.

INSTRUCTIONS FOR USE: HONOR HEMOSTASIS VALVE

1 Attach the manifold to the side port of the device.

2. Connect the distal end of the device to the proximal end of the guiding catheter.

3. Flush with normal saline to remove air bubbles. To flush the valve segment, open the hemostasis valve by pushing the valve
opener and continue to fill the assembly. To close the valve, pull the valve opener back to its original position.

4. Attach the pressure/infusion device to the manifold, if applicable. Check that all connections are secure to avoid air aspiration
during the procedure.
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5 Introduce the guiding catheter following the procedure recommended by the guiding catheter manufacturer. 6. Insert the
guide wire, or guide wire and diagnostic/interventional cathetertogether, into the device. When inserting the guide wire by itself,
use a guide wire insertion tool to protect the distal tip of the guide wire.

7. Perform the rest of the procedure following the recommendations of the respective device manufacturers.

INSTRUCTIONS FOR USE: FLO50 HEMOSTASIS VALVE

1 Connect the sideport of the hemostasis valve to a flush system. With the valve OPEN, flush and fill the assembly with saline.
To fill the valve section, open the valve, place one finger over the luer fitting and continue to fill the assembly.

2. Connect the male luer rotator of the hemostasis valve to the catheter. Ensure the connection is airless. Aspirate the valve to
remove any trapped airand flushthoroughly with saline. Purge blood by opening the valve while continuing to flush the assem bly.
Close the valve when the blood has been purged. Inspect carefully for air bubbles and reflush if necessary.

3. Open the hemostasis valve and insert the guidewire or catheter. (If desired, insert the guidewire introducer and advance it
through the valve). Advance the guidewire or catheter an appropriate distance into the vasculature. Close the valve around the
shaft of the guidewire, catheter or introducer. This forms a fluid-tight seal, yet does not inhibit movement of the guidewire,
catheter or introducer.

WARNING: It is important that the valve be closed tight enough to prevent blood leakage, yet not sotight as to restrict function.
4. Read and follow the manufacturers IFU for devices to be used with the FLO50.

5. Withdraw the device to the point that the distal tip remains 10 to 20cm inside the vasculature. Open the valve and withdraw
the device completely.

6. Disconnect the hemostasis valve from the catheter.

Components required for PTA procedure but supplied separately:

« Balloon catheter with appropriate size « Contrast agent e Sterile saline solution « Luer lock syringe = Coaxial pair
(sheath/dilator) with appropriate size » Guidewire with appropriate size «Appropriate guiding needle » Appropriate guiding
and/or diagnostic catheter « Hemostasis valve (if not included)

TRANSPORTATION, STORAGE AND OPERATION CONDITIONS

Transportation temperature -25°Cto +55°C
Storage temperature +5°Cto +27@C

Store inacool dry place in original packaging
Usage 15°C to 35@C, relative humidity s80%, atm.

Pressure 84.0-106.7 kPa (630-800 mm Hg).
Use Conditions: in medical and preventive treatment facility.

SHELF LIFE
Shelf life-3years.

STERILIZATION
Ethylene Oxide

DISPOSAL

Dispose the devices according to local environmental requirements.

Environmental Monitoring

Dispose the devices according to local environmental requirements.

Class of hazard for medical wastes by reference to specification of morphological composition (in accordance with Russian
Sanitary Regulations and Standards 2.1.3684-21) Class B.

WARRANTY

Limited Warranty and Disclaimer

Merit 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. 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; (lii) 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 environme nt 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
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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.

Russian Authorized Representative:
Merit Technologies LLC

119017, Moscow,

st Kazachiy pereulok,

bid 7,1 floor, room 6, Russian Federation
+7 495 22189 02

Applicable symbols
Symbol Descriptbn

[STERILE [e O Sterilization: Ethylene-Oxide Gas
Single use
Do not use if package is damaged

)K Non-pyrogenic

EC mark logo - Notified body identification

c e
Manufacturer
P
Ec REP Authorized Representative
)K Caution! Consult accompanying documents

Interference may occur in the vicinity of
equipment marked with this symbol

Contains Batteries - Do Not Remove

™

Manufacturer: Merit Medical Systems, Inc. www.merit.com

M' 1600 West Merit Parkway. South Jordan, Utah 84095
I U.S.A 1-801-253-1600 U.S.A. Customer Service 1-800-356-3748
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[ITepesaod ¢ ananuiickozo a3vixa Ha pyccxuti a3vik]

UncTpykums no npuMeHenuio
. DiamondTOUCH

Hara: 17 ¢pespans 2023 r.

Cocrout u3 10 cTpanuy

NOATBEPXIEHHE

IlfraT }OTa )
) @ HIMEHHO:
Oxpyr Cont-Jleiik )

Ceronns, 17 ¢espans 2023 rona, ko MHe, HoTapuycy Jxennudep PopaxaM, nHuHo sBuiIca Tom
Xayastep, crapuiuii MEHe/DKEp OTAe/Na HOPMaTHBHO-NMPABOBOTO OOeCreyYeHUs, NMpeabIBUBLIHIA
MH€ JI0CTaTOYHhi€ J0Ka3aTe/IbCTBA TOrO, YTO OH ABJIACTCH JIMLIOM, HMEHEM KOTOPOro MOIANHCAH
npunaraeMbii JOKyMEHT, H NOATBEPAHBLUKHA, YTO OH JIHYHO MOAMKUCAN €ro.

YnoctoBepsiercs Moeit NOANMKUCHIO M OPULHAIILHOM N1€YaThIO.

[[Teyamo: [noonucw/

JOKEHHU®EP ®OPIXOM Horapuyc

Horapuyc - llltar iOra

JInuensus Ne 718608

Mos nuueH3nsa aeicTBuTENbHA Mos nuueH3ua aefcTBUTENbHA
1o 27 nious 2025 r.] 1o 27 uions 2025 r.
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[[Tevamy: Crapmuii MeHekep N0 HOPMATHBHO-

. «MEPHUT MEJIUKAJI CHCTEMC, UHK.» NpaBoBOMY obecne4eHH10
[NEYATb KOMIIAHHH «Mepur Meaukan Cucremc Hak.»
IOTA CUIA
1987 r.] /noonucw/

(moanuch U nevarb)
17 despans 2023 r.

HaGop ans anruorpadun DiamondTOUCH
HHCTPYKIHUA ITO IPUMEHEHHIO
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Tonbko Ana  npodecCMOHasIbHOIO  UCMo/b30BaHUA. -  BHumaHue:  ®epepasibHoe
3aKkoHogatenbeTBo (CLUA) paspeluaeT Npogaxy AaHHOro yCTpOoMCTBa TONbKO BpayaM WUam no mx
3aKasy, MpoLlealwmnM MNOArOTOBKY MO aHruMorpauMm 1n YPeCcKOXHOW TpaHC/HOMUHabHOW
KOpoHapHoi aHrvonnactuke (UTKA) w/wunm, npolwleawm noAroToBKY MO aHruorpagpuu u
UPECKOXHOI TpaHCHOMMUHAIbHOM aHrnonnactuke (UTA).

Habop ansa aHruorpagum komnaHum «Meput» ¢ nigenatopom DiamondTOUCH coegunHsatoTes
C YAAMHUTENbHON TPYOKOM, NPUKPENSEHHON K HAaKOHEYHWUKY WHAegnsTopa. B Komnnekte ¢
YCTPOWCTBOM MOXET ObITb YNakoBaH TPEXXOLOBOW KpaHUK CpefHero AaeneHus. Habop ans
aHruorpagum ¢ nHgenaTopaMm KomnaHum «MepuT» MOryT BbITb YnakoBaHbl C Habopamun Ans
aHrmonnactnkn Merit  Angioplasty Pack (MAP), KoTopble BK/IOYalOT B Cebs pasHble
remMocTaTuyeckre KnanaHbl, YAAMHUTENbHbIE IMHWUW, UHCTPYMEHTbI NS BBEAEHUS NPOBOLHUKA
W/nnn yCTPOICTBa 19 BpaLLeHWs NPOBOAHMKA:

KOMIMJIEKTHOCTb

Habop ans aHrmorpatuy B BapuaHTax UCMOMHEHUS:

1 Habop gnsa aHrmnorpagumn DiamondTOUCH, B cocTase:

1.1. Ingepnatop DiamondTOUCH - 1 wr.

1.2. TpexXxXoA0BoW KpaHWK - 1 LT, uan 2 .

1.3. VIHCTpYyKUMA MO NPUMEHEHNIO.

2. Habop ans aHrnorpadgum DiamondTOUCH, B cocTase:

2.1. NnpednsaTop DiamondTOUCH - 1 wr.

2.2. Tpexxof0Boi KpaHuK - 1T, uam 2 .

2.3. 'eMocTaTnyecKuniA KnarnaH, BapuaHTbl UCMOHEHWS:
AccessPLUS/ Access-9/ MBA, MBAPIus/ PhD/ Honor/ FLO50 - 1w,
2.4. YCTPOINCTBO ANs BBEAEHWS NPOBOAHMKA - 1 LT,

2.5. YCTPOWCTBO A4/19 BpaLLEeHNs NPOBOAHMKA - He 60nee 1 L.
2.6. YA mMHUTeNbHas NMHUA (Npr Heo6XoAMMOCTH) - 1 L.
2.7. VIHCTPYKLUS MO NMPUMEHEHUIO.

NMOKA3AHNA K NMPUMEHEHWIO

Habop ana aHruorpagum DiamondTOUCH paspaboTaH Ans NPUMEHEHUS NPU YPECKOXHOM
TpaHCMOMUHAIbHON aHrnonnactuke (UTA) M gpyrnx BHYTPUCOCYAUCTLIX TeparneBTUYECKUX
npouesypax, B KOTOPbIX UCMOMb3YHOTCA KaTteTepbl 415 6af/IOHHON aHrMonnacTukn Uan gpyrue
XUPYPruyecKune ycTpomcTsaa.

MPOTUMBOINOKA3AHWNA: HenssecTHbl
MOBOYHbIE ABJIEHNA: Hen3BeCTHsbI.

MEPbBI MPEAOCTOPOXHOCTN

* Mepes MCMONb30BaHNEM O3HAKOMbTECH C MHCTPYKLMSMU MPOU3BOAUTENEN MO NPUMEHEHWO
KaTeTepoB, MPOBOAHMKOB U MHTPO/bLHOCEPOB.

« MNepes UCMONb30BaHMEM NPOBEPLTE HA NMPEAMET KakuxX-Mbo MOBpexaeHUid. He ncnonb3ayiTe
ero, ec/ YNakoBKa OTKPbITa, NOBPEX/AEHA UM ECNM HapyLLEHa ee TePMETUYHOCTb.

e locne WCMONMb30BaHUS CrefyiiTe MECTHbIM MWHCTPYKUMSM M HOpMaM Mo yTUAM3aLum
VHCTPYMEHTOB AAHHOTO TuMa.

« CofiepXXMMOe CTePUNbHO (CTePUNM3aLMS 3TUNEHOKCUIOM) W anuporeHHo.
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MPEJOCTEPEXXEHNA B OTHOLUEHNI MOBTOPHOIO NCIMOJIb3OBAHUA

Mcnonb3oBaTb TOMbKO AN OAHOTO mMauyeHTa. [MOBTOPHOE WCMONb30BaHME, 06paboTKa Mm
CTepunmM3aums 3anpelleHbl. [MOBTOPHOE WMCMONb30BaHWe, 06PaGoTKa UM CTEPUIN3ALIMS MOTYT
HAPYLLIUTb CTPYKTYPHYIO LIENOCTHOCTb YCTPOIACTBA U (UNK) MPUBECTM K HenpaBU/bHON paboTe
YCTPOICTBA W, KaK CNeAcTBue, K TpaBMe, 3a00MEBaHUIO WM CMepPTM nNauueHTa. MoBTOpHOe
CMoNb30BaHMe, 00paboTka WM CTEPUNU3ALMS MOXKET TakXkKe C03AaThb PUCK 3arpsi3HeHMs
ycTpoiicTBa M (MNM) MPUBECTM K 3aPKEHUID WM MEPEKPECTHOMY 3apaXKEHWI0 MNaLlyeHTa,
BK/l0Yast, MOMUMO MPOYEro, NepeHoC MHMEKLMOHHBIX 3a00/71eBaHMIA OT NauyeHTa K NaLueHTy.
3arpsisHeHVie yCTPOCTBA MOXKET MPUBECTM K TPaBMe, 3a00/1€BAHNIO N CMEPTU MaLMEHTA.

MPEAYTIPEXXOEHUWE

* He BBOAUTE XXMAKOCTb, EC/IM B rEMOCTATUYECKOM KnanaHe HabnoaatoTcs ny3blpbKy BO3AyXa.
"emocTaTUyeckuii KnanaH Honor He npefHasHayeH A1 UCMONb30BaHWUSA MPU MHBEKUMAX MO
faBneHvemM 6onee > 8 atm/6ap. VIHbeKummn nof aasneHvem 6onee 8 atm/ 6ap MOryT NpUBECTU K
MpoTeuKe.

* YCTpOWACTBa, BCTaB/IEHHbIE B FTEMOCTATUYECKMIA KnanaH, He 3aiMKCMPOBaHbI.

* YCTPOMCTBO AO0/HKHO MUCMO/b30BATLCA TOMIbKO OMbITHLIMY Bpavamu, NPOLUeALMU MOLIOTOBKY
M0 3HA0BACKY/IAPHLIM METOAMKAM.

* [Mpy NPOABMXEHNI/BBIBEAEHNM MHCTPYMEHTA Yepe3 reMOCTaTUUECKON KanaH U3 Hero cnegyet
MOJTHOCTLHO BbINYCTUTL BO3AYX BO M36eXaHWe NoBpexaeHns 6asinoHa.

* JTto6ble acnmpaumn 4vepe3 60OKOBOI MOPT YCTPOWCTBA LO/MKHbI MPOBOANTLCA MEANIEHHO U C
OCTOPOXHOCTbHO, YTO6bI 136eXaTb 06pa3oBaHUsA BaKyyma B MPOKCUMASIbHOW YaCcTU KOHHEKTOpA.
HecobntofeHne 3Toro MOXeT MPUBECTU K YTEUKE.

* ECnn He HaxkaTb Karncrosib O yrnopa L0 BBeAeHWS NMPOBOAHMKOBOrO MHTPOALIOCEPA, 3TO MOXKET
MPUBECTN K MOBPEXAEHNIO MaHXETHOM NPOKNaAKKM, YTO B CBOKD OYepefb NPUBELET K yTeuke u
(nnn)améonuu.

* EC/M He OTKPbITb BCMIOMOraTe/IbHYH 1 KOMMPECCUOHHYHO MaHXeTHYH0 NMPOKAaAKy L0 BBeLeHUS
WM BbIBEAEHWUSA [AMAarHOCTUYECKOro/ WHTEPBEHLUMOHHOIO MHCTPYMEHTa, 3TO MOXEeT BbI3BaTb
MOBPeXAeHVEe NHCTPYMEHTA.

« Cnepyet cobnofaTb OCTOPOXHOCTb W He [JOMycKaTb C/IULIKOM CWIbHOMO 3aTArMBaHuS
KOMMPECCUOHHON MaHXETHOW NPOKIafKW, MOCKO/bKY 3TO MOXKET OTpuuaTe/lbHO MOBMSATL Ha
LIe/IOCTHOCTb BHYTPEHHEN NOMOCTU AUarHOCTUYECKOrO/MHTEPBEHLMOHHOIO MHCTPYMEHTA.

e HbeKuMs nopa AaBneHWeM, npesblllatowmm 27atm./6ap (400 (yHTOB/KB. AtONM), MOXET
MPUBECTU K YTEUKe WM OTCOEANHEHWNIO 3/IEMEHTOB MHCTPYMEHTA.

e MemocTaTnyeckmin knanad FLO50 gomkeH GbITb MOMHOCTbIO 3aKPbIT B NPOLECCe acnupaLum nm
WUHBEKUMN. MUHUMa/IbHBIM  IefleHWeM  TeMOCTaTUYeCKOro KnaraHa SBNSeTCH  BHYTPEHHWUIA
avameTp 0,118 atoiima (3mMM, NprbamsutensHo 9Fr).
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ONMNCAHWE:

WHpednatop DiamondTOUCH npoun3sofcTBa KoMnaHuy «MepuT Meaukan» - 3TO 0HOpa3oBoe
yCTpoincTBo 06beMOM 30 M/T CO BCTPOEHHLIM LaTYMKOM AaB/eHWs, MUKPOKOMMbIOTepoM, MXKK-
AWCNNeeM C 3afHeil MOACBETKOM, pe3bb0BbIM MOPLIHEM C (PUKCATOPOM LUTOKA, FUOKOM
YAMHUTENbHON TPYOKOW BbICOKOrO [aB/eHNs U TPEXX0A0BbIM KpaHuKoM. DiamondTOUCH
paspaboTaH [Ans CO3f4aHWs MONOXUTENIbHOrO W OTPULIATENbHOTO [JaBNeHUS W KOHTPONSA
MONOXWTENbHOrO JaBneHns B AnanasoHe ot 0 4o +35 atm / 6ap (0T Oao 514 dyHTOB/ KB. AtOIM).
[JaHHbIl nHAeNATOP UCNONL3YETCA A1 HaLyBaHUA U CAyBaHWS GaINIOHHbIX aHTMOMIACTUYECKMX
KaTeTepoB v APYTrUX MHTEPBEHLMOHHBIX YCTPOICTB, a TakKe AN1s U3MepPeHns faBneHns B 6anioHe
BO BpeMsi NpoLeaypbl.

ANATTA3OH OBBEM ANTVHA

AOABNEHWA UNNTNHAOPA TN ANCNNE-A TPYBKWN

(ATM/BAP) (M) (AVM/CM)

35 atm/6ap 30 mn Lincposoit 13 proimos
(33,02 cm)

35 aTm/6ap 30 mn LincppoBoli 36 Aaroinvos
(91,44 cwm)

TEXHNYECKUME XAPAKTEPUCTUKIN
Paboumii avanasoH Ot -0,4 no 35 atm/6ap (0T -6 A0 514 (hyHTOB/KB.AHOVIM)

+3,0% OT MaKCVMa/IbHOr0 3HaUeHV s LLIKa/bI MpV TemriepaType oT

TOYHOCTb 10°C 10 40°C

0,57 mn = 0,10 M1 XMAKOCTU BBOAUTCA MPM KXKOOM MOBOPOTE

OGbeM BBOAMMON YXLKOCTY o
a PYKOSTKM MOPLLHA MHAEISTOPa Mo YacoBOM CTpeske Ha 360°.

TemMnepaTypa >K1aKoCTU 10°C- 40°C
BnaxHocTtb 20% - 90%
Paboumii avanasoH HekoHAeHCUPYHOLLAACS BIAXHOCTb

[o 10 uyacoB paGOTbl MOMHOCTHKD ABTOHOMHOTO AKTWMBHOIO

CpoK cy»<obl 6aTapeiku VCTpOVicTBa

Habop ans aHrumonnactMku KomnaHum «Meput» Merit Angioplasty Pack (MAP) coctout u3
reMOCTaTMYEeCKOro KnarnaHa, WMHCTPYMeHTa Ans BBeAeHWUS W / WK yCTPOMCTBa ANA BpaLLEeHUs
npoBogHMKa Pin Vise. 'emocTaTUyeckue KnanaHbl., WHCTPYMEHTbl NS BBeAeHus wu [/ wunu
YCTPOWCTBA A4N15 BpaLLeHUs MPOBOAHMKA ABMIAKOTCA HEMHBA3VBHbLIMU YCTPOMNCTBAMMU.
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Habop ans aHrmonnacTvky komnaHum «Meput» (MAP): Habop MAP no3BonseT BBOAUTb
KOHTpPaCcTHOe BELLECTBO M KOHTPO/IMPOBATL AaB/EHME Yepe3 HanpaBnAoLLMA KaTeTep He3aBMCKMO
OT NONMOXEeHWsi Ga/NOHHOrO KaTeTepa. [emocTaTUYecKuidi KnanaH —mnpeAHasHayveH Ans
MOLAEPKaHNA romMeocTasa BO BpemMd BMeLLATeNbCTBa, WCMOMb30BAHUA U U3B/IEYEHMS
AMArHOCTUYECKMX WM XUPYPrUYECKMX YCTPOMCTB. MoryT 6biTb MCMOMb30BaHbl COBMECTHO C
nHaeaTopamn U APYruMn  MeULUHCKAMU  U3AeNnaMU  (MHTPOLbKOCEPOM, MPOBOAHMKOM,
KaTeTep, NPOBOAHMKOBbLIM KaTeTepoM) BO BPeMsi NPOBEAEHNS aHTNOMNIACTUKMN.

emMOoCTaTMUYECKMIA KnamnaH CXXUMaeTCs B 3aBUCMMOCTM OT TMMa ycTpoiicTea. MonukapboHart, u3
KOTOpPOro M3roTOB/IEH afanTep, MpO3paydHbliA, YTO MOMOraeT BW3ya/M3MPOBaThb 3akKayaHHbIN
BO3AyX. Bce yCTpOICTBO He MMEET OCTPbIX KpaeB, YTo6bl Npe0TBPaTUTb PaspbiB XMPYPruyecKmx
nepyaTok.

Perynupyembli remoctatuyeckmin knanaH AccessPLUS/ Merit Access-9. 'emocTaTUyecKuit
kKnanaH AccessPLUS/Access-9 pekoMeHZOBaH 15 MOAAEPXaHUS  HEernpoHMLUaemMoro Aans
XXMAKOCTM YNNOTHEHNS BOKPYT KaTeTepoB M NPOBO/IOYHBIX NPOBOAHMKOB, NPegHa3HaUYeHHbIX 415
MPOBEAEHMA YPECKOXHOIN TPaHCIOMUHANIBHOM aHrMONIacTUKMN.

emocTatuyeckuii KnanaH MBA €O BCTPOEHHbIM WHTPOAbHOCEPOM. [emMocTaTMuYecKuil KnanaH
MBA paspaboTaH Ans NpUMEHeHWUs NP YPECKOXHOW TPaHCIHOMUHAIbHOW aHrMonnacTuke
(UTA) v apyrux BHYTPUCOCYAMCTLIX TepaneBTUYECKUX Npoueaypax, B KOTOPbIX MCMOb3YeTCs
HanpaBNAOLWWIA KaTeTep.

BHYTpeHHWIA AuamMeTp remocTaTMyeckoro knanaHa PhD*'A cocTtaBnsieT 2,4 Mm. B gaHHOM
YCTPOWCTBE MNpeLyCMOTPEHbI [BE He3aBUCUMblE MaHXETHble MPOKMaAKWU: KOMMPECCUOHHasA U
BCiOMOraTeslbHasg  MaHXXeTHad  npoknagka. KomnpeccuoHHas  MaHXeTHas  MpoKiajka
OTKPbIBAETCA M 3aKpPbIBaeTCA BpaLLeHWeM Kanctonis. B 3aKpbiTOM MOMOXeHWM KOMMpPeccroHHas
MaHXXeTHas NPOK/afKa NO3BOMSET BbIMOMHATL MHBbEKUMW MO AaBneHneM Ao 27 atm/6ap (400
(hyHTOB/KB. [AtOMIM), a TakXke (MKCUPOBaTb [AMAarHOCTUYECKMNE/VHBA3NBHbIE WHCTPYMEHTbI B
COCYAUCTOM pycrie.

BcnomoratenbHasd MaHXeTHas MNpoknagka npeacTaBnseT coboli Npoknagky —Auadparmy,
OpPraHM30BaHHY0 MO KOHTYpY [AMarHOCTUYECKUX/MHBA3VBHbIX WHCTPYMEHTOB MO Mepe WX
[BVXXeHNA B Hampas/fIEHUN COCYAWUCTOro pycna v B NMPOTUBOMOMIOXKHOM HanpasieHun. [aHHas
MaH>eTHas MpoK/afka 06ecrneynBaeT MUHUMAIbHYIO MOTEPHO XXMAKOCTW, He OrpaHnu4mMBas npu
3TOM MOGW/IbHOCTb MHC3pYMeHTa. ECnnm HaXaTb Ha Kancroflb, OTKPbIBAeTCH BCMOMOraTe/bHas
MaHXeTHaa NpokKnagka. Ecnv oTnycTUTb Kanckonb, MaHXeTHad MpoKnagka 3akpbliBaeTca. Ecnu
BCrOMOraTe/lbHas MaH>XeTHas MPOK/afKa OTKPbITa, OHa NPONYCKaeT BO3AYX, MNOAAOLMIACS Yepes
WHCTPYMEHT, YTO MO3BO/ISIET BBOAWTL/BbIBOAWTL AMarHOCTUYECKME/ MHBA3UBHbIE MHCTPYMEHTDI.
lemocTaTyeckmin  KnanaH PhD  npegHasHayeH ansi  obGecneyvyeHMss  remoctasa  Mpw
BBELEHUWN/BbIBEEHNM W WCMOMb30BAHUN AWArHOCTUYECKUX W WHBA3WBHbLIX WHCTPYMEHTOB.
FemocTaTuueckuii knanaH PhD npegHasHaueH [ obecriedeHUs repMeTu3aumm  BOKPYT
ANarHOCTUYECKNX/MHBA3MBHBIX MHCTPYMEHTOB C BHELHUM anameTpom <2,4 mm (0,096 atoimoB)
Npn NPOBEAEHNN NHBA3MBHbIX Onepauii.

CemMoCTaTUYeCKuini  KnanaH Honor npeacTaBnseT COBOA Y-KOHHEKTOP C reMoCTaTUYecKUM
KnanaHoMm C Bpaluatollielicst 3aulenkoli Tvna J1to3p-/1oK, ¢ GOKOBbIM MOPTOM M MeXaHW3MOM
OTKPbITWSA TeMOCTAaTUYECKOTO KanaHa «pushpull» Ha NPOKCUMasbHOM KOHLE. py HaxkaTun Ha
MEXaHM3M OTKPbITUS KnanaHa oT cebst (B ANCTa/lbHOM Hanpas/feHUM) reMocTaTuyeckuii KnanaH
MONHOCTLHD OTKPbIBAETCA [0 MaKCMMa/bHOTO AuaMeTpa. EC/M MexaHW3M OTKpbITMS KnanaHa
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MOTAHYTb Ha CebsA B MPOKCMMA/bHOM Harpas/eHWM, remMoCTaTUYecKWUin KnanaH 3akpblBaeTcs
BOKPYI BCTaB/IEHHOr0 YCTPOWCTBa /11 ONepaTUBHOr0/AMarHOCTUYECKOro BMeLlaTenscTBa. B
3aKpbITOM MOMOXEHUW K/anaHa yCTPoCTBa MOryT 6bITb NPOABUHYThI BNEPeS UK Hasag, no Mepe
HeobXxoaMMOoCTW, 6e3 pPerynvMpoBKM reMOCTaTMYeCKOro KnanaHa. [FeMocTaTuuyeckuii  KnanaH
npefHasHavyeH A9 MOAAEPXKaHWs romeocTasa BO BpeMs BMeLUaTefibCTBa, WCMOMb30BaHUA W
U3B/IEYEHNS AMAarHOCTUYECKUX WM XMPYPIrUYecKUX YCTPOICTB C BHELUHUM AnaMeTpoMm 7 French
(2,3 MM) 1 MeHbLLE.

"emocTaTnyeckmin knanaH FLOS50 mmeeT dopmy «Y», ¢ 60OKOBbIM MOPTOM KaHKAN J1o3pa u
BpalwjatesieM KoHyca Jltosapa. [emocTtatuueckuin knanaH FLO50 npom3BOACTBa KOMMaHUM
«MepuT» npefHasHayeH AN9 NOAJEPXKaHWs remocTasa C MHTEPBEHLMOHHLIMU YCTPOCTBaMMN C
BHewWwHMM AauvameTpoM o 3,00 mm (9Fr), obecneumBass repMeTMYHOE, HEMPOHMLUAEeMoe [Ans
XXUAKOCTW COeUHEHWE BOKPYT WMHTEPBEHLMOHHBIX YCTPOWCTB C MUHUMa/bHBIM WX NOHbLIM
OTCYTCTBMEM KPOBOMOTEPU BO BPEMSA KIMHUYECKUX NPoLeayp.

YCTPOICTBO A1 BPALLEHWs KOMNaHum «MepuT» ynyylliaeT MexaHuKy paboTbl, N03BO/SA IErKo
BpallaTb MPOBOAHMK M MaHUNynMpoBaTb UM. C MOMOLLBIO 3TOr0 YCTPOWCTBA Bpay MOXET
HaAEXHO YePXKMBaTb NPOBOAHUK, YTO 06ecreumBaeT 60/1ee BbICOKYHO TOUHOCTb MaHUMYNSLWIA 1
KOHTPO/Ib. ATO YCTPOIACTBO A/151 BPALLEHUS UMEET SIPKYHO OKPACKY [/1s1 YNyuLLEeHNs BU3yanu3aumum
B YCIOBWSIX HW3KOM OCBELLEHHOCTU 1 AOCTYMHO B 3€/1EHOM WM TOCOCEBOM LIBETE.

YCTpPOIACTBO /191 BBEAEHUS MNPOBOAHMKA WCMOMb3YETCA [/ 0BMErYeHnst MPOXOXKAEHNS
MPOBOAHMKOB C  AWUCTaIbHbIMKA  KOHUMKaMM  CMIOXHOA  (hopMbl  Yepe3  BpaLLatoLLmiics
reMoCTaTUYECKMIA KnanaH W AunaTauyoHHbIe KaTeTepbl.

Cneymdgmkaums
YCTpPONCTBO ans
BpaLLIeHNs1 MPOBOAHMKA cC 3 ]

0,009 aroinma - 0,018 arorima (0,,23mMm - 0,,46MM)
MnacTukoBoe YCTPOMCTBO
ans BBefeHNS
NPOBOAHMKA, pasmep
BHYTPEHHero npoceeTa
MeTanimyeckoe
YCTPOWCTBO ANS1 BBeAEHUS <=03

0,028 atoinma (0,71mm)
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NPOBOAHMKA, pasmep 0,022 grorima (0,56MMm)

BHYTPEHHEIO MNMPOCBETA

OCHOBHble MaTepuasibl KOMMNOHEHTOB C HENPAMbIM KOHTakToM: NHaedgnsatop, MAP

N3OENVE

WHpednaTop

["'eMocTaTnyeckue
KnanaHbl

Y 0NNHUTENbHAsA TIMHUS
YCTpOIACTBO A/11 BBEAEHUS
NpPOBOAHMKA
(nnacTrMKoBoOe)
YCTpOICTBO A1 BBEAEHUS
NPOBOAHMKA
(MeTanIMyeckoe)

MATEPWAJ

Bpawatowasca 4actb; MydTa; KoOpnyc; noaAepXnBaroLLni
KOMNayoK W UWAUHAP - MOAUKapOoHaT; YAIUMHUTENbHasA
TpybKa - MONNypeTaH; YMIOTHUTENbHOE KOMbLO - CUIUKOH;
CMaska wuHaenaTopa - CUIMKOHOBas CMaska; Kopnyc
PYKOATKM - ABC-nnacTuk; Tpurrep - HelinoH.

MonukapboHaT npo3payHblil; CunmkoH; MNTPD Teflon;
AueTanbHblii - romornonumvep; TMBX Tpy6ku; [MonuypeTaH;
HelinoH.

MnBXx

MonuaTtnneH

Monukap6oHat; Hepkaserowlas cTasb

noar OTOBKA MHAE®PJIATOPA

1 Y6eauTechb, YTo cucTemMa OTKpbITa AN aTMOCHEPHOTO AaB/IEHNs!, OTKPbIB 3arOpHbIA KpaHWK.
HaXXmMuTe CUHIOK KHOMKY c3aam YXXK-aucnnes psigom ¢ Tpy6Koid, YToGbl BKIOUUTL YCTPOIACTBO.
Ha >KK-aucnnee B TedeHue ABYX CeKyH OyaeT oTobpaxaTbes «ZEro», nocne Yero yCTpoiicTBo
6yeT roTOBO K 1CMO/b30BaHNI0. B 3TOT MOMEHT UHAE(MNATOP HAUHET MHKPEMEHTa/IbHbIA OTCUET

BPEMEHN.

2. YTtobbl MOAroTOBUTbL WHAEMNATOP, MNOBEPHUTE YCTPOWCTBO LUMPPOBLIM AMCIIEEM BHU3 U
HabepuTe A0 30 M KOHTPACTHOrO pacTBOpa WM APYrov >XMAKOCTU B MHAENATOP, HaXaB Ha
(bMKcaTop LUTOKA 1 NOTAHYB 3a PYKOATKY. 3. TpXMUTe PYKOATKY K CTONTY WK ApYrov TBepLOWA
MOBEPXHOCTK, YTOObI YAaUTL BO3AYX M3 MHAE(NSATOpA.

BHUMAHWE: OcmoTtpuTe TPy6KY MHAEHNSTOPA U 3aN0PHbIA KpaHUK (EC/IM OH UCMO/Mb3YeTCs),
4TOObI YOEeAUTLCS, YTO B CUCTEME HET BO3LyXa.

Mpn nepBoHaYanbHOM BK/HOUYEHUM UHAEDNATOP OYAET YCTaHOB/EH B \ 5 o

pexxum «ATM/BAR» (atm/6ap). YTOObI M3MEHWUTb OTOOpakeHWe 5 35’
fasneHns Ha PSI ((byHT/KB.L4IOVIM), H&XXMUTE W YAEPXMBAATE CUHIOK 13 1
KHOMKY, noka cTpoyka «ATM/BAR» He MWUIHET 4YeTbipe pasa. Tenepb 11
ANCMNEN HaxoamuTcs B pexxmme «PSl». YToObl BEPHYTLCS K PEXMUMY ATMBAR
«ATM/BAR», HOKMUTE 1 YAEPXKNBAATE CUHIOK KHOMKY eLle pas. l;ll ICJ \3J ﬁ

NMPUMEYAHUWE. B pexume PSI feneHus cneBa Ha Aucniee, NpeCcTaBNslOWMe [aBleHue,
OyayT orpaHuyeHbl BenuumHon 350 hyHTOB/KB.AtOMM (23,8 atm). Ecnm  paBneHme B
DiamondTOUCH nipeBbiwwaet 350 yHTOB/KB.AtOWM, rpynna AeneHwin cneea OyAeT Muratb.
Lindpbl B UeHTpe aucnnes OyayT MpOLO/HKaTb MOKasbiBaTb (DAKTUYECKOe AaBfieHWe BO BCEM
AnanasoHe AaBneHnst yCTPOCTBa OT -6 A0 514 ¢yHTOoB/KB.AtonMm (0T - 0,4 10 35 aTm).
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Mocne TOro, Kak 6bl0 BbIMOMHEHO pa3fdyBaHWe WM BBEAEHWE
XUAKOCTY C KOHTPOSIEM [AAB/EHUs, Ha LuKane AWcrnies oTMevaeTcs
HavBbICLLEe 3HaueHVe paaBneHus. OfHO 6bICTPOE HaXKaTue CUHEl
KHOMKM 0TOGpasWT Ha AMCM/Iee MHA(OPMaLUU 0  MOC/eAHEM
pasfyBaHUM U WHAMKATOP » [locne Hayana Credytowero
pasflyBaH1s OTMETKA AN1s Npe/blAyLLero pasayBaHus NCUe3aerT.

BHUMAHWE: Ecmm Ha XXK-gucnnee oTobpaxkaetcs u4TO-1160,

KPOMe OKOH AaBNeHusi U BPEMEHU, MOKa3aHHbIX Bbille, UHAedAsTop

HeucnpaseH. [Moxanyiicta, BepHUTE WHAEMNATOP B KOMMAHWIO

«Meput Megukan».

MNMPUMEYAHWME: [Ona 3KOHOMWW 3HEeprum MNOACBETKA aBTOMATMYECKW BbLIC/IHOYAETCA 4epes
[ecATb MUHYT 6e3feincTBrsA. Of4HAKO MUKPOMPOLLECCOP MPOLO/MKAET KOHTPONNPOBAaTL AaB/ieHue.
HaxaTne CMHein KHOMKM Mn pasfdyBaHue 6an/ioHa CHOBa aKTMBMPYET NOACBETKY. YCTPOMCTBO
BbIK/tO4aeTca yepe3 90 MUHYT MOAPSAA NMPU HYNIEBOM [aB/IEHUN.

BHMUMAHWE: OcmoTpuTe TpyoKy nHaednsTopa v 3anopHbliA KpaHWUK (ECM MCMONb3yeTcs),
4TOObI Y6EeaNTLCA, YTO B CUCTEME HET BO3AYyXa.

NMPNCOEANHEHVE NHOE®PTATOPA K BAJT/TIOHY

MPUMEYAHWME: [Ona nonyyveHUss  KOHKPETHOWM  MHopmauuy 06  MCMO/b30BaHUN,
MaKCUMa/IbHOM [aBfIeHUN pas3fyBaHUA, Mepax MPefoCTOPOXKHOCTU W MpedynpexaeHuax and
3TOro YCTPOWCTBA 06pPaTUTECh K MHCTPYKUMAM MPOU3BOAUTENS, MpUiaraembiM K 6anioHHOMY
AMNaTauMoOHHOMY KaTteTepy WAW ApYromMy WHTepPBEHUMOHHOMY YCTpoWcTBY. 1 lMoaroToBbTe u
NpoTecTpyWiTe OGa/IOHHbIA KaTeTep B COOTBETCTBMM C MHCTPYKUMAMU MPOU3BOAUTENS MO
NpMMeHeHWIO KaTeTepa. 2. Co3faiTe >KMAKOCTHOE COeAuMHeHVWe Mexay 6anioHoM  wu
YAMHUTENBHOW TPYOKOW MHAENATOPa, HAAEXKHO COEAMHUTE NHO3POBCKME KOHHEKTOPbI. 3.
HaxxmMute Ha (ukcatop LUTOKa WM MOTAHWUTE 3a PYKOATKY MOPLUHA, YTOObl CO3f4aTb Bakyym B
GasinoHe.

PA3OYBAHUVE N COAYBAHUWE BAJT/TTOHA

1 [ns HagyBaHUS 6a/110Ha HOKMUTE Ha (DMKCATOP LUTOKA, YTOObI MOPLLEHb BEPHY/ICSA B UCXOAHOE
nonoxenve (0 atm/6ap wvnm yHT/KB.AtOMM). OTNYCTUTE 3aKUM (MKcaTopa, 3aMKCMpPOBaB
MOpPLLEHb B HY>XXHOM MONOXEHUMW. UTO6bI YBENNUNTL [aB/ieHMe, NMOBEPHUTE PYKOATKY MO YacoBOM
CTpenke, nNoka He OyfeT [OCTUTHYTO >KenaeMoe [JaB/ieHne. 3HauvyeHWs [aBfieHUst Bbllle
MaKCUMasIbHOro [manas3oHa 0603HayaloTca MUralwmmm umgpamm. B Touke camMoro BbICOKOro
rocnefjHero nokasaHusi gaBneHus CTaBUTCA MeTKa. 1o Mepe TOro, Kak AaBfieHWe CHUXaeTcs C
MaKC/Ma/IbHOr0 3HaYeHus, 3Ta MeTKa Ha4YMHaeT MuraTb.

NMPUMEYAHWME: 3HaunTencHasa noteps AaBneHNs MOXET YKa3blBaTb Ha YTeUKy B CUCTEME.
BHVIMAHWE: Mpexzae 4yem 1CNonb3oBaTb MeXaHU3M ObICTPOro cbpoca AasnieHns Ans Bbinycka
BO3AyXa M3 G6annoHa /1 aHrMonNMacTUKN, AaBneHre A0/MHKHO ObITb YMeHbLUEHO A0 25 atM unn
HWKe, YTOObI 3aWmMTUTL pe3bly (mkcatopa. 2. [na cayBaHUs GasifioHa NOBEPHUTE PYKOATKY
MPOTMB 4acoBOW CTPE/KW, 4TOObl COPOCUTL faBfieHVe A0 25 aTM WM Hke. HaxmuTe Ha
(pMKcaTop LUTOKa W MOTAHMTE MOPLUEHb Ha3ad, 4TOObl CO34aTb OTPULATENbHOE [aBfiEHNe.
OTnycTnTe 320KMM, YTOObI 3aPMKCUPOBATL MOPLUEHb B MOIOXEHUN OTPULATENILHOIO AaBNeHNs.
[aBneHne HKe MUHUMaIBLHOIO Npejena nHaenaTopa 0603Ha4aeTCs MUraroLLUMK NnoaocaMm 1
3HakoM «NEg» B 0611aCTV AaBneHus.

KOHTPO/J1b JAB/IEHNA C NMOMOLLUBKO MHAEPTATOPA DiamondTOUCH

1 [ns MeAneHHOro BBEAEHUS XKMAKOCTW B OPraHM3M BpaLLiaiiTe NMopLUeHb Mo YacoBOl CTPenKe [0
TeX Mop, NMoKa He OyAeT BBeAIEH HY)XXHbIA 06BEM XXMAKOCTW. [151 GbICTPOro BBEAEHMS XXNAKOCTYN B

OPraHN3M HaXXMWUTE Ha (MKCATOp LUTOKA, OJHOBPEMEHHO TONKas MOpLUeHb Brieped. [asneHue
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BBeAeHNA OypfeT oTobpaxaTbcs Ha XXK-gucnnee, 1 TaiiMep aBTOMAaTMYECKM 3amyCTUTCH, Kak
TOMbKO YCTPOWCTBO CO3L4ACT MONOXUTENbHOE [JaBneHve. [aBneHue Bbllle MakKCUMaslbHOro
npegena vHAe(IATOpa 0TOGPAXKAETCA Ha AuUcriee Muralwmumi uigpamun. 2. Mpy HaxaTum
(bmKcartopa 1 BbITArMBaHUM MOPLUHA MOXET BO3HUKHYTb OTpULUaTe/IbHOe AaBneHue. OTnycTute
3KMM (hrkcaTopa, YToObl 3a6/10KMPOBATL MOPLUEHL B MOIOXKEHUW OTPULATENIbHOMO AaB/eHns. 3.
Talimep cbpacblBaeTcsl, Korja Aas/eHune OnyckaeTca A0 Hynsa uin Hmke. [laHHble, CBA3aHHbIe C
nocnefHell MHbEKLUMEN, 0TOOPaXKAtOTCS NPU HaXKATUN U YAEPXMBAHUM CUHEW KHOMKW, Korga
[iaBNieHe MeHbLLE WU PaBHO HY/IO.

BHVMAHWE: 3T10T nHAenaTop crnocobeH co3faBaTb BbICOKOE [aBfieHME XXUAKOCTUM B
3aMKHYTOMW >KMAKOCTHOW cucTeMe. M3meHeHMe 0ObeMa NOAABaeMOi XKUAKOCTM MOXET ObITb
HETOYHbIM M3-3a MOAAT/IMBOCTY MN/IACTUKOBbLIX KOMMOHEHTOB MPY U3MEHEHWUW [aBNeHNS.
BHVIMAHWE: Ecnu npunoXkeHHoe [aBfieHWe He OTOOpaXkaeTcsd Ha MaHomeTtpe / umugposom
Aucnnee, HeMeLNeHHO MpeKpaTuTe WCMob30BaHWE YCTPOMCTBA M 3aMeHWUTe €ero HOBbIM
YCTPONCTBOM.

PEKOMEHAYEMbBIE PACCTOAHUA PA3HOCA MEXAY TMOPTATUBHOW W©
MOBWNbHOWM  PAAMOYACTOTHOW  (PY) AMMAPATYPOW CBA3N U
YCTPOWCTBOM DiamondTOUCH

WHpenatop DiamondTOUCH npefgHa3HayeH Ans 1UCMosb30BaHWSA B 3/IEKTPOMArHUTHOW cpefe ¢
KOHTPONMPYEMbIMY MOMEXamMu, CO3[4aBaeMbIMK PafMOYacTOTHLIM M3ydeHneM. [lonb3oBaTesb
nHpednstopa DiamondTOUCH MoXeT nomouyb NpeaoTBpaTUTb 3M1EKTPOMarHUTHbIE MOMEXMU,
NOAAEPXKMBas MUHUMASIbHOE PacCTOSHUE MEXAY MOPTaTUBHBLIM M MOOW/IbHOW PagMo4acTOTHOWA
annapaTypoin ceasn (nepegatumkamu) n yctpoicteom DiamondTOUCH, Kak pekoMeHA0BaHO
HWKe, B COOTBETCTBUM C MaKCUMa/IbHOM BbIXOLHON MOLLHOCTBIO annapaTtypbl CBA3W.

PaccTosH/e pa3Hoca B 3aBMCMMOCTM OT YacTOTbl MepedaTuvika (B

MeTpax), M
HomuHanbHast MakovManbHas 150 ky-80 My 80 M- 800 MMy 800 MIy-2.5 GHz
BbIXO/Has MOLLIHOCT
nepeaaTunka (8 Batax), BT d=[l.2]p d=[l,2]P d=[2,3]P
0,01 0,12 0,12 0,23
01 0,37 0,37 0,74
1 12 12 2,3
10 3,7 3,7 74
100 12 12 23

[na nepefaTyumkoB, pacCUMTaHHbIX HA MaKCUMasibHYH BbIXOLHYH MOLLHOCTb, He YKa3aHHYH
BbllLle, peKOMeHayemoe pacctosHue (d) B MeTpax (M) MOXHO OLEHWUTbL C MOMOLLbHO YpaBHEHUS,
NPUMEHUMOr0 K 4acToTe nMepefatymka, rge P - MakcMMaibHad HOMUHaNbHAsA BbIXOAHaA
MOLLHOCTb NepefaTtyumka B Battax (BT) cornacHo gaHHbIM Npov3BOANTENA MNepefaTymKa.
NMPUMEYAHWE 1 MNpu 80 MI'y 1 800 MI'y npumMeHsieTca paccTosiHMe pasHoca Ans 6onee
BbICOKOA 4acTOTbl.

MPAMEYAHWME 2. 3Tn pekoMeHauum MOryT MPUMEHATLCA He BO BCeX cuTyauuax. Ha
pacnpocTpaHeHne 3NeKTPOMAarHUTHbIX BOMH BAUSET NOT/IOLEHNE Y OTPaXKEHWNE OT KOHCTPYKLUMIA,
NpeamMeToB W NHOLEN.

YKASAHA W 3AABJIEHUVE TMPOUN3BOONTENA: SJIEKTPOMAIMHNTHAA
YCTOVMUYMBOCTb
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[laHHOe YCTPOICTBO NpeAHa3HaYeHO 415 UCMOb30BaHNSA B 31EKTPOMArHUTHOM Cpefe, yKasaHHOM
HWXKe. 3aKa3uvK WM Nob30BaTe/lb 060PYA0BaHNS A0MKHbI YOeANTLCS, YTO OHO UCMONb3YeTCs B
Takon cpefe.

VcnbiTaHne Ha YpoBeHb YpoBeHb YKasaHus no
INEKTPOMArHUTHYI0  UCbiTaHust [IEC ~ COOTBETCTBUSA 3/1IEKTPOMarH1UTHOW cpeje
YCTONYMBOCTb 60601
ANeKTpoCTaTUYECKIIA 16 KB KOHTaKT +6 KB KOHTaKkT MoBbILLEHNEe OTHOCUTE/IbHOM
paspag (SCP) BNIXKHOCTM CHUXaeT

+8 kB Bo3gyx 8 KB B03ayX
BEPOATHOCTb BO3HWMKHOBEHUSA

npobneMm,  CBA3aHHbIX  C
3M1EeKTPOCTaTNYECKMM
pa3psiaoM.

IEC 61000-4-20

NMHCTPYKUNA no MPUMEHEHWIO: MemocTtatnyecknin knanaH AccessPLUS/ Merit
Access-9

Mepen MCNOMb30BaHWEM OCMOTPUTE YCTPOMCTBO N ybeauTechb, UTO Le/IOCTHOCTb YMAaKOBKN He
Oblna HapyLleHa BO BPeMs TPaHCMOPTUPOBKW.

1 MpucoegmHNTe GOKOBOI MOPT remMocTaTMYeckoro KnanaHa K passetsutento Merit. MpomoiTe
W 3anonHuTe y3en (n3pacTBopoM. YUToObl 3aMONHWTL CEKUMIO KnanaHa, OTKpPOWTe KianaH,
MOMECTUTe OAMH Naslel, Haf SIF03POBCKUM (UTUHIOM W NPOLO/HKUTE 3arno/IHEHWE Y3/ia.

2. lMpwvcoeguHuTe remocTaTUYecKUiA KnanaH K MPOBOAHMKOBOMY KaTeTepy. BbinonHuTe
acnupaumio AN yaaneHWs U3 KnanaHa 3axBayeHHOro BO3AgyXa W TLLATebHO MPOMOTe
(hn3pacTBOPOM. Y jannTe KpoBb, OTKPbIB K/anaH v MPoL0/Kas NpomblBaTh y3en. [ocne yaaneHus
KPOBM 3aKpoiTe KnamaH. TLlaTeslbHO OCMOTPUTE Ha MpeameT My3blpbKOB BO3dyXa W Mpw
Heo6X04MMOCTM MPOMOWATE NOBTOPHO.

3. OTKpOTe remocTaTMYeCKWin KnanaH v BBeAnTe NPOBOAHMK Unmn KateTtep. (Mpyn Heo6xoaMmocTw
BBEAWTE WHTPOAbLIOCEP MPOBO/IOYHOINO MPOBOAHMKA W MPOABMHLTE €ro  Yepes KnarnaH).
MpofBMHbLTE NPOBOAHWMK WM KaTeTep B COCYAMCTOE PYC/I0 Ha HY)XXHOEe paccTosiHue. 3akpoiiTe
KfanaH BOKPYr CTepXXHS MPOBOAHWUKA, KaTeTepa WM WHTpoAptocepa. Tak opmupyeTca
repMeTMyHoOe YMI0THEHWe, KOTOPOe, OAHAKO, He MpensaTCTBYET MepemeLleHnto NpoBOJIOYHOO
MPOBOLHMNKA, KaTeTepa UM MHTPOAbOCEpa.

MPEAYMNPEXAEHWE; BaxHo, 4To6bl KnamaH Obln AOCTaTOMHO M/I0THO 3aKpbIT Ans
NnpefoTBpaLleHns YTeYKM KPOBW, U B TO e BPeMs He orpaHuyvsan (yHKUMOHMPOBAHUE
YCTPOWCTB.

4. [Ona 03HaKOMMeHUs C MWHGopMauMel O HasHayYeHWM W3genns, NPOTUBOMOKA3aHUAX |
MOTEeHLNa/IbHbIX OC/IOXKHEHUAX, CBA3AHHLIX C MPUMEHEHMEM AWnaTauMOHHBLIX KaTeTepoB B
npoueaypax YpecKOXXHOW TPaHCMIOMUHANIBHON KOpPOHapHOM aHrmvonnactnukn (YTKA) wunn
UPECKOXHOM TPaHC/MHOMUHAIbHOW aHrnonnactuku (YTA), obpaTutecb K COMPOBOAUTENIbHOM
LOKYMeHTauuu annaTalMoHHOro Kartertepa.

5. BbITsirnBainTe KaTteTep [0 TeX Nop, Noka ANCTasibHbIA KOHeL, He OKaXXeTcs Ha rnybuHe 10—20
CM B cocyaucTou cucteme. OTKPOMTe KnanaH 1 NOMIHOCTLI0 M3BNeKWTe KaTeTep. Bo Bpems BBOAA
1 U3BMIEYEHNS Yepes3 KanaH u3 6asiioHa SO/MKEH ObITb MOMIHOCTLIO YAasleH BECh BO3A4YX, YTOObI
KaTeTep MOr /IeErKO 1 6e30MacHO 1 NPOXOAWTL Yepes KraraH.

6. OTCcOoeAMHMTE FeMOCTaTUYECKUIA KnanaH OT NPOBOAHWKOBOIO KaTeTepa.
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MEPbBI MPEAOCTOPOXXHOCTW: He BBOANTE HUKAKO XWNAKOCTK, EC/IN B reMOCTAaTUUYECKOM
KfanaHe BUAHbI My3blpbKX Bo3ayxa. CHayana BbIMNOMHUTE acnupaunio Ana yaaneHns U3 KnanaHa
3axBa4eHHOro BO3AyXa, a 3aTemM NPOMOIATe K/anaH, Kak onmcaHo Bbille. Bo BpeMs acnmpauum nm
NHBEKLMM TeMOCTaTMYECKMIA KnanaH AO/MKEH ObITb MOMHOCTLIO 3aKPbIT. BHYTPEHHWIA AuameTp
caMOM Y3KOWM 4YaCTM TremMOoCTaTM4ecKoro KnanaHa coctaBnset 0,120 Aatorima  (3mm)
(npnbnusnTensHo 9 Fr).

NMHCTPYKUWNA no MPUMEHEHWIO: M'emocTaTnyeckunii knanaH MBA
Mepef UCMONb30BaHMEM HEOOXOAMMO OCMOTPETb YCTPOMCTBO, YTOObI YOeaAMTbCA B OTCYTCTBUU
MOBPeXAeHWI NPy TPaHCNOPTUPOBKE.

1 TMopcoeamHute GOKOBOW MOPT MOJIHOCTLKO OTKPbLITOrO remMocTaTMYecKoro KnamaHa K
pacnpefenuTenbHOi cbopke. MpomoliTe 1 3anoHUTe C60pKY (H13MON0rMYECKUM PacTBOpOM. s
3arofiHeHMs OTCeKa K/anaHa HeobxoauMo y6eauTbCs, YTO Mepek/oyaTtens B BUAe KONecuka
HaxoAWTCA B MONHOCTLIO OTKPLITOM MOMIOXEHUW, OTKPbITh LUENeBON KnanaH, Ans MOSHOro
OTKPbLITWS KOTOPOro HeobXoAMMO MPOTOJSIKHYTb Yepe3 Hero U cnerka noBepHYTb BCTPOEHHbIA
nHTpogpbtocep. MpuKpoTe OAHMM NasibLiEM LUTHIPEBO /HO3POBCKMIA pasbeM M NPOLO/MKaNTe
3anoNHATb CO0PKY 0 MOMHOr0 YAaeHNs Bo3ayxa. [ns n3sfieveHns BCTPOEHHOrO UHTPOAbOCepa
OTTAHUTE ero Hasaf W 3aAeliCTBYWTe BTOPUYHOE YNIOTHEHNE.

2. TloAcoenHNTe NMOBOPOTHLIN LUTLIPEBOI /IKO3POBCKUIA pasbeM reMoCTaTMYeCcKoro KnianaHa K
NPOBOLHVKOBOMY KaTeTepy. Y6eauTech, YTO B COEAUHEHUN OTCYTCTBYET BO3AYX.

3. YTobbl OTKpbITL KnanaH N8 BBEAEHWA KaTeTepa WM MPOBOAHUKA, MpY reMocTaTUyecKoM
KnanaHe B MO/IHOCTbIO OTKPLITOM MOMOXEHUW MPOTONKHUTE U CNerka noBepHUTe BCTPOEHHbIN
MHTpOZbIOCep. Tenepb KanaH rotoB K paboTe € yCTPOMCTBAMM.

MpegoctepexxeHve: MNpu BCTaBKe BCTPOEHHOIO MHTPOAbOCEPa KnarnaH 6yAeT NOMHOCTLI0 OTKPbIT,
4TO MOXXET NMPUBECTU K KPOBOMOTEPE.

4. BcTaBbTe KaTeTep WM NPOBOAHMK BO BCTPOEHHbIM MHTPOALIOCEP M NPOBEAUTE ero Brepes Ha
HeobX0AMMoe pacCTosiHME BHYTPb COCYAWUCTON CUCTEMbI. 3BNEKMUTE BCTPOEHHbIN NHTPOABLIOCEP.
5. BOKpyr MHTEpBEHLMOHHOIO YCTPOCTBA 06pa3yeTcs repMeTUYHOE YMIOTHEHWE, YTO CHMDKAET
KPOBOMOTEPIO WM MO3BOMSET €e MOIHOCTLIO0 M36eXaTb, NPy 3TOM MOABMXKHOCTb MPOBOAHMKA,
KateTepa Win MHTPOAbOCEPa He OrpaHuyeHa.

6. [Ana 3aKpenneHns WHTEPBEHLMOHHOrO YCTPOMCTBA B HYXXHOM MOJIOXEHUW MOBEpPHUTE
nepeknroYaresb B B KO/eca B Harnpas/eHUN 3aTArvBaHu.

MpepocTepexxeHne: He BBOAWTE XMAKOCTb, €C/IN BHYTPU KnanaHa BUAHbI Ny3bipbKy BO34yXa.

BHYTpeHHWIA avameTp caMOil Y3KOM >KeCTKOM YaCTW reMoCTaTM4ecKoro KnanaHa cocTaBnsieT
0,118 atoima (3Mm, Npnbn3uTeNsHO 9 Fr).

MHCTPYKUWNA no MPUMEHEHWNKO: MemocTtatnyecknii knanaH PhD

1 MopacoeanHnTe GOKOBOWM NOPT reMocTaTUyecKoro KnanaHa PhD K y3ny konnektopa. MNpomoiite
N 3anonHuTe y3en (hr3pacTBOPOM — KOMIMPECCUOHHBIN KnamnaH [JO/MKEH ObiTb OTKPLIT. YTOObI
3anoNHNUTL CaM KnaraH, HaKMWUTE Ha Karcrkonb A0 ynopa u ybeauTtecb, YTO BCMoMoraresibHas
MaHXXeTHasA NpPoKIaAKa OTKpbITa. lomecTuTe Nasey, Ha CoeANHNTENbHYIO YacTb KOHYca J1to3pa v
MPOAO/MHKMTE 3ano/iHeHWe y3na A0 NOMHOro yaaneHms Bo3fyxa. AKKYpaTHO OTNYCTUTE 3aAHWIA
KOHeL|, Karcrons — cpaboTaeT BCriomoraTe/ibHas MaHXeTHas NpoK/ajka.

2. MopacoeanHMTe BpaLLarOLWMIACS aganTep ¢ HacaaKoi Jltoapa LleMocTaTnyeckoro knanaHa PhD K
NMPOBOAHNKOBOMY KaTeTepy. Y6eamnTech B OTCYTCTBMM BO3AyXa B COEANHEHUN.
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3. UT06bl OTKPbITH remMocTaTuyeckunii knanaH PhD ans kateTepa wUam NpoBOAHMKA, HAXXMUTE Ha

3a0HWIA  KOHeL,  Kanctons —  OTKPOeTCS  BCMOMOraTenbHass — MaHXeTHas — Mpoknagka.
lemocTaTuyeckmii knamaH PhD roToB K BBEAEHWHO AMArHOCTUYECKOr0/MHTEPBEHLMOHHOIO
WHCTPYMEHTA.

4. BBeaute  AMAarHOCTUYECKWA  /MHTEPBEHUMOHHbLIA  WHCTPYMEHTYEPE3  OTKPbITYHO
BCMOMOraTefilbHyt0 MaHXEeTHYIO MNPOKIaAKY W OTKPbITYH0 KOMMPECCUOHHYI0 MaHXXETHYHO
MPOKNaAKYy.

BHVMAHWE: Ecnu remoctaTnyeckuii KnanaH PhD 1 BcnomoraTenibHas MaHXeTHast MpoKiaika
MOSTHOCTHIO OTKPbIThI, 3TO MOXET MPUBECTU K KPOBOMOTEpE.

5. MpoaBuHbTE  AMArHOCTUYECKWA  /MHTEPBEHUMOHHbIA  MHCTPYMEHT  4Yepe3  OTKPbITYHO
KOMMPECCUMOHHYIO MaHXeTHYI0 NPOoKNagKy. BoKpyr AMarHOCTUYEeCKOro Uv UHTepPBEHLMOHHOIO
WMHCTPYMeHTa o06pa3yeTcs repMeTMYHas npokiagka, obecneumBatowias OTCYTCTBME WM
He3HauMTe/IbHYH0 KPOBOMOTEPHO, HO HE OrpaHMyMBaroLLas ABUXKEHNE NHCTPYMEHTA.

6. lpy Heob6XoAMMOCTM, KaK TONbKO AMarHOCTUYECKUA/MHTEPBEHLUVNOHHBIA MHCTPYMEHT
BCTaB/IeH, 3aKPONTE KOMMPECCUOHHYID MaHXETHYH0 MNPOKIagKy. 3TO MO3BOMUT BbIMNOMHUTD
MHBEKUMIO Mnof AaBneHnem o 27 atm/6p (400 dyHTOB/KB. AtoviM) M (Mnn) 3adMKCUMPOBaTb
AMarHoCTUYECKNI/ NHTEPBEHLMOHHbIA MHCTPYMEHT B ONpeaeIeHHOMMONOXEHNN.

7.  BblHbTe  AMAarHOCTUYMCKWA  /MHTEPBEHUMOHHbIA  WHCTPYMEHTYepe3  OTKPbITYHO
KOMMPECCUOHHYIO MaHXXETHYHO NPOK/IaAKY. AMMPOreHHO.

MHCTPYKLUWMA no MPUMEHEHWMIKO: MemocTaTnueckuin knanaH HONOR

1. MpuKpenuTb KONMeKTop K B0KOBOMY MOPTY YCTPOMCTBA.

2. MpuKpenuTb AUCTa/IbHBIA KOHeL, YCTPOMCTBA K MPOKCMMaTbHOMY KOHLY NPOBOAHWMKOBOIO
KareTepa.

3. MpOoMbITb (PU3MOMOTMYECKUM PacTBOPOM A1 YAaIeHNA My3blpbKOB BO3Ayxa. [1s NpPOMbIBKM
CermMeHTa K/fanaHa, OTKPbITb FeMOCTaTMYECKWIn KfamnaH, HakaB Ha MeXaHW3M OTKPbITUA W
NPOAO/MKNTL 3aMONHATL 3TOT Y3en Yc3poicTBa. UTo6bl 3aKpbITh KanaH, NOTAHYTb MeXaHW3M
OTKPbITUA K/anaHa Ha3az B ero UCXO4HOe MOJIOXEeHMe.

4. TIpUKpennTb K KONNEKTOPY YCTPOMCTBO ANA HarHeTaHWs AaBneHuns/ yCTPOMCTBO 418 MHAY3UIA,
B COOTBETCTBYHOLLMX CyYasX.

[MpoBepnTb, Kak 3aUKCUPOBAHbI BCE COEAMHEHMs, YTOObl M3bexarb acnvpauuy BO3fyXa BO
BpemMs NMpoBeLeHNs NpoLeaypbl.

5. BBecTM npOBOAHMKOBbIA KaTeTep B COOTBETCTBMM C NpOLEeAypor, PeKOMEHAO0BaHHOM
Mpon3BOANTENIEM MPOBOAHNKOBOrO KaTteTepa.

6. BcTaBUTb ~ NPOBOMOYHLIA  MNPOBOAHWK WM MPOBOJIOYHbIN MPOBOAHNK U
AMarHocTUYecKumin/onepaTmBHbIA KaTeTep B YCTPOWCTBO. Mpu ycTaHOBKe TOMbKO MPOBOLHMKA
1CNOMb30BaTh YCTPOMCTBO A/ BCTaBKM (MHTPOALHOCEP), YTOObLI 3alUTUTL AUCTa/IbHBIN KOHeL,
MPOBO/IOYHOr 0 MPOBOAHUKA.

7. BbINOMHUTL OCTaBLLYHCA 4acTb MPOLEAypbl, COrNacHO pekomeHAauMaM NPOU3BOAUTENS
COOTBETCTBYHOLLEr0 YCTPOMCTBA.

NMHCTPYKUNA no MPUMEHEHWMIKO: MemocTatnyeckmnin knanaH FLO50

1 TMopcoeanHnTe OOKOBOM MOPT remMocTaTMYeCKOro KramaHa K CUCTeMEe MPOMbIBKA. B
nonoxxeHnn KnanaHa OTKPbITO, npomoliTe M 3anonHWTe CO0OPKY (Kn3pacTBOpPOM. UTOO6bI
3amnofIHUTb CEKLMIO KnamnaHa, OTKPOWTE ero, NPMKPOTe OAHUM MaibLEM YNIOTHUTENb NOpTa U
NpoLo/MHKalTe 3ano/HATbL CO0PKY.

2. MopacoeanHuTe Bpalartesib KoHyca J1ioapa KnanaHa K katetepy. Y6eanTech, YTo B COeAUHEHUN
OTCYTCTBYET BO34yX. py nomowy acnupaumn yganmnte Becb BO3AyX W TLLATENbHO NPOMOWTE
KnanaH (pr3pacTBOpoOM. Y aanunTe KPoBb U3 3NN, OTKPbIB KnanaH, O4HOBPEMEHHO NpPOoAo/Kas
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npombiBaTh COOPKy. Korga KpoBb 6yfeT MOMHOCTLbIO YAaneHa, 3akpoiTe knanaH. [poBepbTe
n3genve Ha HaaMume ny3bIPbKOB BO3AyXa WU MPOMOITE eLLe pa3, eC HeOOXOAMMO.

3. OTKpoWiTe reMOCTaTUYECKMIA KNanaH v BCTaBbTe NPOBOAHUK Unmn Katetep. (Ecim Heobxoammo,
BCTaBbTe MHTPOALIOCEP NPOBOAHMKA M MPOMNYCTUTE ero Yepes KnanaH). Beegute

MPOBOAHUK WM KaTeTep B COCYAMCTYHO CUCTEMY Ha HEOOXOAMMOE paccTosHNe. 3aTAHUTe KanaH
BOKPYI CTEPXHSI MPOBOAHWUKA, KaTeTepa WM MHTpoAbiocepa. 3TO 06pasyeT repmMeTUYHOE,
HENpPOHWLAeMoe A1 XXUAKOCTU COeAMHeHue, He MNPensaTCTBYHOLLEE ABVXKEHUIO MPOBOLHUKA,
KaTeTepa Unu MHTPoAbOCEPa.

BHVIMAHWE: BaxHO, 4T00bI K/anaH 6b11 3aKpbIT 4OCTAaTOYHO MNJIOTHO, YTOObLI NpefoTBpaLLaTh
YTEUKY KPOBM, HO NMPW 3TOM He HaCTO/bKO MJIOTHO, YTOObI 3aTPYAHATL (DYHKLMOHMPOBAHME.

4. TlpouTuTe W WCNOMHANTE WHCTPYKUMM OT MPOM3BOAMTENSA B OTHOLUEHUW U3AENUA,
npumeHsembIx ¢ KnanadHom FLOSO0.

5. N3BNeKnTe YCTPOMCTBO HACTOMbKO, YTOObI ANCTaNIbHbINA KOHUMK OCTaBasicst Ha 10-20 cM BHYTpK
cocyamcTol cuctembl. OTKpOWTe KanaH M NOHOCTLIO U3B/IEKUTE YCTPOMCTBO.

6. OTCOeaMHUTE reMOCTaTUYECKMIA KianaH OT KaTeTepa.

KoMmnoHeHTbI, HeobXxo4uMble oA npoueaypbl UTA, HO nocTaBnsemMble 0TAe/bHO:
 Ba/iNoHHbLIN KaTeTep COOTBETCTBYHOLLErO pasmepa * KOHTpacTHOe BellecTBO ¢ CTepusibHbIN
(hmsnonornyecknii pactsop < LUMpuy C 103pOBCKMM pasbeMom ¢ KoakcuanbHas napa
(MHTpoabtocep / AmnataTop) COOTBETCTBYIOWErO pasmepa ¢ HanpaBnswowmini NpoBOAHWK
COOTBETCTBYIOLLEro pa3mepa < [logxogswas Hanpaenswowas urna < Mogxoaawnii
HanpasnstoOWMIA UMM AUarHOCTUYECKUIA KaTeTep ¢ FemocTaTyecknin KnanaH (ecnv He MAET B
KOMM/IEKTE)

YCNOBUA TPAHCIIOPTUPOBKWN. XPAHEHUNA N SKCIT/TYATALINA

TemnepaTypa npn OT-25 °C go +55 °C
TPaHCNopTUPOBKE
TemnepaTypa XpaHeHUA OT1+5 °C po +27 °C

XpaHWTb B MpOXnagHOM, CYXOM MecTe B
OpUTMHabHOW YNaKoBKe

JkcnnyaTauus 15°C po 35°C, oTHOCUTeNbHas BNAXHOCTb
Bo3ayXa: <80%, aTm.
ATmocepHoe gasneHue: 84,0 -106,7 klMa
(630-800 Mm pT. CT.).

Ycnosus akcnayatauun - B /ie4e6HO-NPONMUIaKTUYECKOM YUPEXIEHNN.

CPOK rogHOCTW
Cpok rogHoctn - 3 roga.

CTEPUNN3ALNA
3TuneHokeny

YTUNIN3ALUNA
YTUNN3NpoBaTh N3AeNnsA COracHO MeCTHbIM 3KO0rMYeCKUM TpeboBaHUAM.

3KONOrMYeCKNin MOHUTOPUHT

YTunnsnpoBaTtb U3LeNNA COrNacHO MeCTHbIM 3KOMOrMYeCKUM TpeboBaHUAM.

Knacc omacHoCTM  MEOWUMHCKMX — OTXOZOB CO  CCbUIKOW  Ha  cneuynuKalmio
MOpPO/I0rMYeckoro coctasa (B COOTBETCTBUM C POCCUIACKUMW CaHUTapHbIMW HOpMamu ©
npasunamu (CanlNunH) 2.1.3684-21) Knacc b
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FTAPAHTUA

OrpaHnyeHHasi rapaHTusi M 0TKa3 OT OTBETCTBEHHOCTU

KoMmnaHua «MepuT» 3asBfSieT WM rapaHTUPYeT, 4YTO AaHHOe u3fgenve (aKTUYecKn
COOTBETCTBYET CneunPuKaumsiM Ha MOMEHT ero MocTaBKM 3akasuuky W 4TO B TeyeHue
nepuoga, YKasaHHOro B  MWUCbMEHHOW  OrpaHWUYeHHOW  rapaHTUW,  OTAE/IbHO
NpeaocTaBNseMoOn ANs KaxKAoro wusgenvs, B AaHHOM M3fennun He OyfeT BbISAB/IEHO
CYLLECTBEHHbIX [e()eKTOB MaTepuana M KayecTBa M3roToB/leHUA. [JaHHaa rapaHTus He
NnpPUMeHsieTca K u3genuam, KoTopble (i) 6bla  MOANGMLUMPOBaHbI,  U3MEHEHbI,
OTPEMOHTMPOBaHbI, BOCCTAHOB/EHbI, MepepaboTaHbl WAN  BWULOU3MEHEHbI CTOPOHOW,
OT/INYHON OT KoMnaHum «Meput»; () nogseprainucb HeHag/exallemy o6paLleHuto,
MCMOMNb30BA/IMCb  HE MO  Ha3HAYeHWH0, MOBTOPHO  WUCMO/Ib30Ba/INCb,  MOBTOPHO
CTePUIN30BA/IUCL, NMONajasiv B aBapuinHble CUTyaLnK, IKCNIyaTUPOBA/INCE C HAPYLLEHVEM
npasws, TMOABEPra/IUCb  HEOPEeXXHOMY  00paLleHUi0 WM HeCaHKLMOHWPOBAHHOMY
BMellaTenbCTBy; (iii) OblM  MOBpeXAeHbl BCNEeACTBME W3ObITOMHON  (OM3NYECKON,
KIMMaTUYeCKON WIN 3MEKTPUYECKOM Harpysku WM UMEKT WU3MEHEHHbIN, CTEPTbIA WUn
yAa/IeHHbIN CepuiiHbIiA HoMmep; (iv) 0O0bEeAUHANNCH C MKO6bIM APYTrMM NPOAYKTOM; (V)
MCMNONb30BA/INCL B LENAX, OT/IMYHbIX OT «[lMOKasaHW K MPUMEHEHUIO», OA0OPEHHbIX
COOTBETCTBYHOLUMMN KOMMNETEHTHBbIMW OpraHaMmu, UCrosib30Ba/INChb C HapyLLEHMEM MpaBul
NPUMEHEHNS, YKasaHHbIX B cneuumkKaumsax npogykuumn, Nnéo NpuMeHANUcbL B 061acTu
Unn cpefe, 415 KOTOPOM TaKoe WM3fenve He pa3paboTaHO M He npefHasHaudeHo. J1io6ble
TEXHUYECKME KOHCY/bTaumn no npoAyKunn NpefocTaBnaoTcsa KoMnaHuein «Meput» 6e3
006513aTeNbCTB WM KOMMEHCAUWi, U KOMMaHUs «MepuT» He MPUHMMAET Ha Ccebs HUKaKUX
0653aTeNIbCTB WM OTBETCTBEHHOCTM 32 TaKWe KOHCY/NbTauuu, MOCKOSIbKY — OHU
NnpefocTaBNATCA UM NMPUHUMAKOTCA MNOA OTBETCTBEHHOCTb 3akasyumka. KOMIMAHWUA
«MEPWUT» HE JENTAET HUKAKUX 3AABNEHNIN N HE OAET HUKAKNX MPAMbIX
NN KOCBEHHbIX TAPAHTUIA IKOBEOIO POJA 3AKA3UMKY, EFO KOHEUYHbIM
MONB3OBATENAM UV NHBbIM TPETbUM JIMUAM B OTHOLLUEHWN JAHHOW
nPOAYKUN, MOMNUMO COAEPXALLUMNXCA B HACTOAWEM AOOKYMEHTE.
KOMMAHNA «MEPUT» OTKASBIBAETCA OT OTBETCTBEHHOCTN W
NCKNKOYAET BCE WHbIE MPAMbIE, KOCBEHHbLIE W 3AKOHOAATEJ/IbHO
MPEAYCMOTPEHHBIE TAPAHTUW, B YACTHOCTW, TAPAHTUN OT
KOHTPA®PAKTA N KOCBEHHBIE TAPAHTN MPUTOAHOCTW ON1A MPOLAXKIN N
COOTBETCTBUA OMPEAE/IEHHOW LEMN.

OrpaHn4eHne OTBETCTBEHHOCTH

HAN TP KAKMX OBCTOATE/IBCTBAX KOMMAHUNA «MEPUT» HE HECET
OTBETCTBEHHOCTW TEPEL 3AKA3UMKOM W1 NHOBbIM  OPYTUM
PUNSNYECKNM nnn HOPONYECKKM  JTMLLOM 3A LWWTPA®HDIE,
CMNEUMANBHBIE, HEMNPEOHAMEPEHHbLIE niz NMPEACKA3YEMBbIE
KOCBEHHbIE YBbITKW, MOHECEHHBIE BCNEACTBUE YTPATbI PEMYTALNN,
HEAQOMO/IYYEHHOW MPUBbLIIV  OT MEPEMPOAAXWN, TMPUOCTAHOBKMU
PABOTbI, MOBPEXAEHVA MPOAYKLIN, MOPUYM APYIOW MPOAYKUMN NN
NMHbIX TMPUYMH, bBYOb TO WCKW BCNEACTBUME HEWCMNOJ/IHEHNA
KOHTPAKTHbIX OBA3ATE/IbCTB, MPAXIAHCKUX TMPABOHAPYLUEHUN W
T.O., BO3HUKAIOWMWMX B PE3Y/IbTATE HAPYLIEHNA MONOXEHNN
FAPAHTUW, [OrOBOPA, 3AIEPXKW, XAJIATHOCTW, BE3YCJ/IOBHOW
OTBETCTBEHHOCTW NN MHAYE

YNONHOMOYEHHbI NpeacTaBuTeNlb B Poccuu:
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000 «MepuT TEKHONOOKNC»

119017, Mocksa,

1-4 Kasaunii nepeynok, Aom 7,

atax 1, KomHata 6, Poccuiickas degepaums
7495 221 89 02

MNpuMeHsieMble CUMBO/IbI
CumBon OnucaHune

STERILE EO  Crepunusaums:ras stuneHokens

Tonbko ansi OfIHOKPATHOro
1CMNO/Ib30BaHNS

§ He u1cnonb3oBaTb MpPW MOBPEXAEHHOM
yrnakoBKe

)K AnNVporeHHo

Norotun 3Haka EC - npgeHTUUKaums
C2€ HOTU(UUNPOBAHHOI0 OpraHa

i J MpounsBoanTeNb
Ec REP OmumanbHbIA NpeacTaBuUTeNb

MpenynpexaeHune! Ob6paTtuntecb K
NPUIOXEHHON LOKYMeHTaLUUN

(«-») B61m13n 06opyaoBaHMs, 0OTMEYEHHOIO
3TUM CMMBO/IOM, MOTYT BO3HMKATb
NMoMexu
CopepXknT baTtapeliku - He BblbpacbiBaTb B

)K oTX0fpbl

{NoroTwun komnaHum «MepuT Megukan Cucteme, NHK.»]

MpownssoauTens:

i J «Meput Megnkan Cucteme, VHk.» CayT [pkopaaH, tOTta, 84095
1-801-253-1600
O6cnyxuBaHue 3akasunkos B CLUA 1-800-356-3748
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MepeBoA AL WO NKKCT a BbIMOMHEH MHOIA, MepeBoguYnkKomM HeTenwoH AHacTacueil MuxaiinosHol

s

Poccuiickan Pepepaumsi

"opoz MockBa
BToporo mapTa fBe ThicAYN ABaALLATbL TPETHENO rofa

A, KButko ®enop AnekcaHiposud, HoTapuyc ropoga M oM/, ceia« £TByI0
NOJ/IMHHOCTbL NOAMMCK NepeBofuyMKa HeTennHoin AHactacum " A10BHblI .
Moanwuck caenaHa B MOEM MPUCYTCTBUN.
JInyHocTb NoanucasLLero 4OKYMEHT YCTaHOB/IEHa.
3aperunctpumpoBaHo B peectpe: Ne 62/137-n/77-2023- o
YnnayeHo 3a cosepLLeH1 " 16Tapu!
PV
0?70 ®.A. KBUTKO
1
Bcero npoLuHypoBaHo, NMPOHYMEPOBaHO M CKPENnIeHo rneyarbio — JINCTOB.

HoTapuyc <=0

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



Poccuiickaa ®egepaums
opon Mocksa

BToporo Mapta Age ThicAuM ABaAuaTh TPeTbLero roga

A, KeButko ®Pepop AnekcaHfposuy, HoTapuyc ropoga MOCKBbI,
CBUAETENbCTBYD BEPHOCTb KOMUM C MPeAcTaB/IeHHONo  MHe
AOKYMeHTa.

3apernctpupoBaHo B peectpe: Ne 62/137-H/77-2023- /| » b
YnnaueHo 3a coBeplUeHue HOTapuasibHOro AeicTBus:

| \ ‘r

®.A. KBUTKO

Bcero npownTto, NPOHYyMepOBaHO, CKpeneHo
neyatblo nuct(a) (oB)

HoTapuyc
®.A. KBUTKO
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Instructions for Use
basixCOMPAK

Dated February 17,2023
Consisting of 10 pages

ACKISOWLEDGEMENT

State of Utah )

County of Salt Lake )

On this 17 day of February 2023, before me, Jennifer Fordham, a notary public,
personally appeared Tom Haueter, Senior Manager, Regulatory Affairs proved on the
basis of satisfactory evidence to be the person whose name is subscribed to the attached

instrument, and acknowledge he executed the same.

Witness my hand an official seal.

< JENNIFER FORDHAM -r
n Notary Public =State of Utah :
Comm. No. 718608 Notary Public

My Commission E)<pirGS on
Jun 27, 2025 L. .
o y Commission Expires: June 27« 2025
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Senior Manager, Regulatory Affairs
Merit Medical Systems, Inc.

USA
£
3 1A:t SEAL /skl (sign and seal)
17 February 2023
\ ‘Emmmmmy /

\Y y

basixCOMPAK angiography kit

INSTRUCTIONS FOR USE
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RX Only - Caution: Federal (USA) law restricts this device to sale by or on the order of a physician trained in angiography
and percutaneous transluminal coronary angioplasty (PTCA), and/or percutaneous transluminal angioplasty (PTA).

Merit's Angiography kit with Inflation device basixCOMPAK is assembled with extension tubing attached to the syringe tip.
A medium pressure 3-way stopcock may be packaged with the device. Merit's Angiography kit with Inflation device are
available packaged with Merit Angioplasty Packs (MAP), which include a selection of hemostasis valves, extension line,
guide wire insertion tools and/or torque devices:

CONTENT

Angiography kit in the following versions:

1. Angiography kit basixCOMPAK, consisting of:

1.1. Inflation Device basixCOMPAK -1 pc.

1.2. Three-way stopcock -1- pc. or 2pcs.

1.3. Instruction for use.

2. Angiography kit basixCOMPAK, consisting of;

2.1. Inflation Device basixCOMPAK -1 pc.

2.2. Three-way stopcock -1 pc. or 2pcs.

2.3. Hemostatic valve, execution options:

AccessPLUS/ Access-9/ MBA/ MBAPIus/ PhD/ Honor/ FLO50 -1 pc.

2.4. Guidewire Introducer -1 pc.

2.5. Torque Device - no more than 1 pcs.

2.6. Extension line (if necessary) -1 pc.

2.7. Instruction for use.

INDICATION FOR USE
basixCOMPAK angiography kit is designed for use during percutaneous transluminal angioplasty (PTA) and other
intravascular therapeutic procedures that utilize a balloon angioplasty catheters or other interventional devices.

CONTRAINDICATIONS: None known.
ADVERSE EFFECTS: None known.

PRECAUTIONS

< Read manufacturer's instructions for the use of catheters, guide wires, and introducers prior to use.

« Inspect the device prior to use for any damage. Do not use if packaging is opened, damaged, or broken.
< Follow local guidelines and practices regulating the disposal of the device after use.

= Contents are sterile (via ethylene oxide) and non-pyrogenic.

REUSE PRECAUTION STATEMENT

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.

WARNING

« Do not inject any fluid if air bubbles are visible within the Hemostasis Valve.

The Honor Hemostatic valve is not intended for use with pressure injections > 8 ATM/ BAR. Power injection at pressure
greater than 8 ATM/BAR could result in leakage.

= Devices inserted across the hemostasis valve are not secure.

« The device should only be used by experienced physicians trained in endovascular procedures.

«To prevent damage to a balloon, it must be completely deflated during advancement/ withdrawal through the Hemostasis

Valve.
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< Any aspiration through the side port of the device should be made slowly and carefully to avoid the creation of a void at
the proximal part of the connector. Failure could cause leakage.

= Failure to depress the cap prior to inserting a guide wire introducer could cause seal damage resulting in leakage and/or
particulate embolization.

« Failure to open the secondary seal and compression seal prior to inserting or withdrawing a diagnostic /interventional
device could cause damage to the device.

« Care should be taken to avoid over-tightening of the compression seal, as this may compromise the integrity of the
diagnostic/interventional device lumen.

« Power injection at pressures greater than 400psi could result in leakage or detachment of PhD Hemostasis Valve
components.

e The FLO50 hemostasis valve must be completely closed during aspiration or injection. The narrowest portion of the
hemostasis valve has an inner diameter of 0.118 inches (3.00mm, approximately 9Fr).

DESCRIPTION:

The Merit basixCOMPAK Inflation Device is a 20mL disposable device capable of producing a maximum pressure of 30
ATM/bars, fitted with a threaded plunger assembly with lock/ release bar, a flexible high pressure extension tube, and a
three-way medium pressure stopcock. The basixCOMPAK is designed to generate positive and negative pressure, and
monitor positive pressures over a range of zero to +30ATM/BAR (zero to +441 PSI).

The Merit Angioplasty Pack (MAP) consists of a hemostasis valve, Guide Wire Insertion Tool and/or Pin Vise torque device.
The hemostasis valves. Guide Wire Insertion Tools and torque devices are all non-invasive devices.

Merit Angioplasty Pack (MAP): The MAP allows the injection of contrast and pressure monitoring through aguiding catheter,
regardless of balloon catheter position. The hemostatic valve is desighed to maintain hemostasis during insertion, use and
withdrawal of diagnostic and interventional devices. They can be used in conjunction with inflation devices and other medical
devices (introducer, guide wire, catheter, guide catheter) during angioplasty.

The hemostasis valve tightens based on the device type. The polycarbonate used to manufacture the adapter is transparent
to aid in visualizing entrapped air. The entire device has no sharp edges to prevent tearing of surgical gloves.

Adjustable Merit AccessPLUS"“/ Merh: Access-9™ Hemostasis Valve. The AccessPLUS/Access-9 Hemostasis Valve is
recommended for maintaining a fluid-tight seal around percutaneous transluminal angioplasty catheters and guidewires.

MBA Hemostasis Valve with Integral Introducer. The MBA Hemostasis Valve is designed for use during percutaneous
transluminal angioplasty (PTA) and other intravascular therapeutic procedures that utilize a guiding catheter.

The PhD Hemostasis Valve™ has a 0.095" (2.44 mm) inside diameter. This device has two seals that operate independently;
the compression seal and the secondar/ seal. The compression seal can be opened or closed by rotating the cap. Closing of
the compression seal allows for pressure injections up to 400 psi and secures the diagnostic/interventional device in position

within the vasculature.
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The secondary seal is a diaphragm seal that forms around the diagnostic/interventional devices as they move into and out
of the vasculature. This seal provides minimal fluid loss without restricting device movement. The secondary seal is open
when the cap is pressed down, and closed when the cap is released. An open secondary seal allows air to be purged from
the device and allows insertion/withdrawal of diagnostic/interventional devices.

The PhD Hemostasis Valve is intended to maintain hemostasis during the introduction/ withdrawal and use of diagnostic
and interventional devices. The PhD Hemostasis Valve is indicated for maintaining a seal around diagnostic/interventional
devices with an outside diameter of <0.096* (2.44 mm) during interventional procedures.

Honor Hemostasis Valve Is a y-connector hemostasis valve with a rotating luer lock, a side port, and a push-pull hemostasis
valve opener on the proximal end. The hemostasis valve is fully opened to its maximum diameter by pushing the valve
opener distally. Pulling the valve opener proximally closes the hemostasis valve around the inserted
interventional/diagnostic devices. With the valve in the closed position, devices can be advanced or pulled back as needed
without adjustment of the hemostasis valve.

The hemostasis valve is intended to maintain hemostasis during the introduction, use and withdrawal of diagnostic and
interventional devices that have an outer diameter of 7 French or smaller.

The FLOSO™" Hemostasis Valve is a small Y-body valve with a clear female luer side arm and male luer rotator
The Merit FLO50 Hemostasis Valve is intended to maintain hemostasis with interventional devices with outside diameters
up to 9Fr providing a fluid-tight seal around interventional devices with little or no blood loss during clinical procedures.

Merit's Torque device provides an increased mechanical advantage in order to aid in twisting and manipulating the guide
wire. The physician is able to grasp the guide wire securely with tfiis device, allowing for greater precision and control for
the physician. This torque device is brightly colored in order to improve visualization under low light conditions and is

available in either green or salmon colors.

The guide wire Insertion Tool is used to facilitate the passage of wires with distally shaped tips through the rotating
hemostatic valve and dilatation catheters. It is manufactured in plastic and metal and accepts guide wires with diameters up
to 0.020 inches, up to 0.025" for the Merit Blunt Introducer.

Characteristic
Torque Device Range

0.009'-0.018" (0,22-0.45 MM)
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Plastic Guide Wire Insertion
Tool Inner Lumen Size

0,028" (0,7mm)
Metal Guide Wire Insertion
Tool Inner Lumen Size mCB3

0.022", 0.025" (0,56.0,64 mm)

The main materials for the com ponents with indirect contact: Inflation device, MAP
Products Component Material

Rotator body & collar & housing & Retainer Cap &
Barrel- Polycarbonate; Extension tubing - polyurethane;
0 ring - Silicone; Syringe Lubricant - Silicone Fluid;
Handle body - ABS; Trigger - Nylon.

Clear Polycarbonate; Silicone; PTFE Teflon; Acetal
homopolymer; PVC Tubing; Polyurethane; Nylon.

Inflation Device

Hemostasis Valves

Extension line PVvC

Guide Wire Insertion Tool Polyethylene

(plastic)

Guide Wire Insertion Tool Polycarbonate; Stainless Steel
(metal)

INSTRUCTION FOR USE: INFLATION DEVICE

This inflation device is used to inflate and deflate an angioplasty balloon
or other interventional device, and to measure the pressure within the
balloon.

NOTE: This device has not been cleared for dispensing fluids into the
body.

INSTRUCTIONS FOR USE:

Before use, inspect the device and packaging to verify that no damage
has occurred as a result of shipping.
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PRIMING WITH PRIMELOK~"

The PrimeLok allows purging of air and excess fluid without squeezing
the trigger. The basixCOMPAK is packaged with the PrimeLok and with
the lock/release mechanism in the disengaged position.

1 To engage PrimelLok, squeeze trigger and slide PrimeLok into slot in
plunger.

2. To prep syringe, simply aspirate up to 20mL of contrast solution into
the inflation syringe by pulling back on the handle.

CAUTION: Inspect the syringe tubing and stopcock (if used) to insure
that there is no air in the system.

3. Push handle against table to remove air in syringe.

4. To disengage PrimeLok, squeeze handle and slide PrimeLok out of
slot. This will allow the trigger to lock In position and the device is now
ready for use.

NOTE: The PrimeLok must be disengaged before pressure can be
maintained by the lock/release mechanism.

CAUTION: If applied pressure does not indicate on gauge, discontinue
use immediately and replace it with a new unit.

ATTACHING THE INFLATION DEVICE TO THE BALLOON:

NOTE: Refer to the manufacturer's directions accompanying the balloon
dilatation catheter or other interventional device for specific information
on use, maximum inflation pressure, precautions, and warnings for that
device.

1 Prepare and test the balloon catheter according to the catheter
manufacturer's directions for use.

2. Create a fluid-fluid connection between the balloon and the inflation
syringe extension tube and connect the luer connectors securely.

3. Squeeze the trigger and pull back on the handle to apply a vacuum to
the balloon.

BALLOON INFLATION AND DEFLATION:

1. To inflate the balloon, squeeze the trigger allowing the plunger to
return to the resting position (0 ATM/BAR). Release grip on the trigger,
locking the plunger into position.

To increase pressure, rotate the handle clockwise until the desired
inflation pressure is reached. The lock mechanism maintains the
pressure.

NOTE: Loss of pressure may indicate a leak in the system.

CAUTION: To protect the threads of the lock release handle, the device
must be displaying 25 ATM or lower before quick release mechanism is
used to deflate the angioplasty balloon.

2. To deflate the balloon, squeeze the tngger and pull back to generate
a negative pressure. Release grip on the trigger to lock the plunger in
the negative pressure position.

INSTRUCTIONS FOR USE: AccessPLUS.A Merit Access-9 HEMOSTASIS VALVE

Inspect the device prior to use to verify that no damage has occurred during shipping.
1. Connect the sideport of the hemostasis valve to the Merit manifold assembly. Flush and fill the assembly with saline. To
fill the valve section, open the valve, place one finger over the luer fitting and continue to fill the assembly.
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2. Connect the hemostasis valve to the guiding catheter. Aspirate the valve to remove any trapped air and flush thoroughly
with saline. Purge blood by opening the valve while continuing to flush the assembly. Close the valve when the blood has
been purged. Inspect carefully for air bubbles and reflush if necessary.

3. Open the hemostasis valve and insert the guidewire or catheter. (If desired, insert the guidewire introducer and advance
it through the valve.) Advance the guidewire or catheter an appropriate distance into the vasculature. Close the valve
around the shaft of the guidewire, catheter or introducer. This forms a fluid-tight seal, yet does not inhibit movement of
the guidewire, catheter or introducer.

WARNING; It is important that the valve be closed tight enough to prevent blood leakage, yet not so tight as to restrict
function.

4. Refer to the dilatation catheter labeling for intended use, contraindications and potential complications associated with
the use of dilatation catheters in PTCA and/or PTA procedure.

5. Withdraw the catheter to the point that the distal tip remains 10 to 20 cm inside the vasculature. Open the valve and
withdraw the catheter completely. During insertion and removal through the valve, the balloon must be completely deflated
to safely and easily traverse the valve.

6. Disconnect the hemostasis valve from the guiding catheter.

PRECAUTIONS; Do not inject any fluid if air bubbles are visible within the valve. First aspirate the valve to remove the air,
then flush the valve as described above. The hemostasis valve must be completely closed during aspiration or injection.
The narrowest portion of the hemostasis valve has an inner diameter of 0.120 inches (0.305 cm) (approximately 9 Fr).

INSTRUCTIONS FOR USE: MBA HEMOSTASIS VALVE
Inspect the device prior to use to verify that no damage has occurred during shipping.

1. Connect the sideport of the fully open hemostasis valve to the manifold assembly. Flush and fill the assembly with saline.
To fill the valve section, ensure the thumb wheel is in the fully open position, open the slit valve by pushing in and slightly
turning the integral introducer through the slit valve to fully open it Place one finger over the male luer fitting and continue
to fill the assembly until completely purged of air. Pull back to disengage the integral introducer and engage the secondary

S0SI

2. Connect the rotating male luer adapter of the hemostasis valve to the guiding catheter. Ensure the connection is airless,
3' To open the valve for catheter or guide wire insertion, with the hemostasis valve in the fully open position, push in and
slightly turn the integral introducer. The valve is now ready to accept any devices.

Caution: Valve will be fully open and allow for blood loss when integral introducer is engaged.

4. Insert the catheter or wire into the integral introducer and advance it to an appropriate distance into the vasculature.
Disengage the integral introducer. N *
5. A fluid tight seal, providing little or no blood loss, will form around the interventional device yet does not restrict movement
of the guide wire, catheter or introducer.

6. To secure the interventional device in place, turn the adjustable thumb wheel to tighten.

Caution: Do not inject any fluid if air bubbles are visible within the valve.

The narrowest rigid portion of the hemostasis valve has an inner diameter of 0.118 inches (0.305 c¢cm) (approximately 9
Fr).

INSTRUCTIONS FOR USE: PhD HEMOSTASIS VALVE

1. Connect the sideport of the PhD Hemostasis Valve to the manifold assembly. With the compression valve open, flush and
fill the assembly with saline. To fill the valve section, ensure the secondary seal is open by pushing down on the cap. Place
one finger over the male Luer fitting and continue to fill the assembly until completely purged of air. Gently release the back
end cap to engage the secondary seal.

2. Connect the rotating male Luer adapter of the PhD Hemostasis Valve to the guiding catheter. Ensure the connection |s
airless.

3. To open the PhD Hemostasis Valve for catheter or guide wire insertion, push on the back end cap to open the secondary
seal. The PhD Hemostasis Valve is now ready to accept any diagnostic/interventional device.

4. Insert the diagnostic/interventional device through an open secondary seal and an open compression seal.

CAUTION: PhD Hemostasis Valve will be fully open and allow for blood loss when secondary seal is open.

5. Advance the diagnostic/interventional device through an open compression seal. A fluid-tight seal, providing little to no
blood loss, will form around the diagnostic or interventional device while not restricting movement of the device.

6. Once the diagnostic/interventional device is in place, if desired, close the compression seal to allow for pressure injections
of up to 400 psi and/or secure the diagnostic/ interventional device in position.
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7. Remove the diagnostic/interventional device through an open compression seal. If resistance is felt, open the secondary
seal as well.

INSTRUCTIONS FOR USE: HONOR HEMOSTASIS VALVE

1. Attach the manifold to the side port of the device.

2. Connect the distal end of the device to the proximal end of the guiding catheter.

3. Flush with normal saline to remove air bubbles. To flush the valve segment, open the hemostasis valve by pushing the
valve opener and continue to fill the assembly. To close the valve, pull the valve opener back to its original position.

4. Attach the pressure/infusion device to the manifold, if applicable. Check that all connections are secure to avoid air
aspiration during the procedure.

5. Introduce the guiding catheter following the procedure recommended by the guiding catheter manufacturer. 6. Insert the
guide wire, or guide wire and diagnostic/interventional catheter together, into the device. When inserting the guide wire
by itself, use a guide wire insertion tool to protect the distal tip of the guide wire.

7. Perform the rest of the procedure following the recommendations of the respective device manufacturers.

INSTRUCTIONS FOR USE: FLO50 HEMOSTASIS VALVE

1. Connect the sideport of the hemostasis valve to a flush system. With the valve OPEN, flush and fill the assembly with
saline. To fill the valve section, open the valve, place one finger over the luer fitting and continue to fill the assembly.

2. Connect the male luer rotator of the hemostasis valve to the catheter. Ensure the connection is airless. Aspirate the valve
to remove any trapped air and flush thoroughly with saline. Purge blood by opening the valve while continuing to flush the
assembly. Close the valve when the blood has been purged. Inspect carefully for air bubbles and reflush If necessary.

3. Open the hemostasis valve and inser t the guidewire or catheter. (If desired, inser t the guidewire introducer and advance
it through the valve). Advance the guidewire or catheter an appropriate distance into the vasculature. Close the valve around
the shaft of the guidewire, catheter or introducer. This forms a fluid-tight seal, yet does not inhibit movement of the
guidewire, catheter or introducer.

WARNING: It is important that the valve be closed tight enough to prevent blood leakage, yet not so tight as to restrict
function.

4. Read and follow the manufacturers IFU for devices to be used with the FLO50.

5. Withdraw the device to the point that the distal tip remains 10 to 20cm inside the vasculature. Open the valve and
withdraw the device completely.

6. Disconnect the hemostasis valve from the catheter.

Components required for PTA procedure but supplied separately:

< Balloon catheter with appropriate size «Contrast agent e Sterile saline solution e Luer lock syringe «Coaxial pair
(sheath/dilator) with appropriate size »Guidewire with appropriate size, «Appropriate guiding needle «Appropriate
guiding and/or diagnostic catheter « Hemostasis valve ( if not included)

TRANSPORTATION, STORAGE AND OPERATION CONDITIONS

Transportation temperature -25 “Cto +55 C
Storage temperature +5"Cto +27 “C
Usage 15 °C to 35 “C, relative humidity :S80%, atm.

Pressure 84.0 - 106.7 kPa (630-800 mm Hg).
Use Conditions: in medical and preventive treatment facility.

SHELF LIFE
Shelf life - 3 years.

STERILIZATION
Ethylene Oxide

DISPOSAL

Dispose the devices according to local environmental requirements.
Environmental Monitoring
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Dispose the devices according to local environmental requirements.
Class of hazard for medical wastes by reference to specification of morphological composition (in accordance with
Russian Sanitary Regulations and Standards 2.1.3684-21) Class B.

WARRANTY

Limited Warranty and Disclaimer

Merit 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. This warranty shall not apply to
products that have been (I) modified, changed, repaired, refurbished, reprocessed, or altered by anyone other than
Merit; (i) 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.

Russian Authorized Representative:
Merit Technologies LLC

119017, Moscow,

Ist Kazachiy pereulok,

bid 7,1 floor, room 6, Russian Federation
+7 495 221 89 02

ADPlicable symbols
Symbol Description

ISTERILE IEO! Sterilization: Ethylene-Oxide Gas;

Single use

Do not use if package is damaged

)K Non-pyrogenic

C € EC mark logo - Notified body Identification
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Applicable symbols
Symbol Description
I Manufacturer
Authorized Representative
ﬁ Caution! Consult accompanying documents

Manufacturer: Merit Medical Systems, Inc. www.merit.com
1600 West Merit Parkway, South Jordan, Utah 84095

US.A 1-801-253-1600 U.S.A. Customer Service 1-800-356-3748
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[[1epe6oo c anznuuickozo a3vika na pycckuit a3vix)

HHCTpyKUHA 10 NPHMEHEHHIO
basixCOMPAK

Hara: 17 peppans 2023 r.
CocTtouTt 13 8 cTpaHHL

INOATBEPXAEHHE

Irat KOTa )
) @ HMEHHO:
Oxpyr Conr-Jledik )

Ceronns, 17 despans 2023 rozaa, ko MHe, HoTapuycy JlxeHHHpep DopaxsM. uuHo saBuics Tom
XaysTep, cTapiiMii MEHEIDKEp OTHAENa HOPMaTHBHO-NMPaBOBOro ofecneveHus, MpeabsBUBLIMMA
MHE JI0CTaTOYHblE JI0Ka3aTe/IbCTBA TOTO, YTO OH ABASETCA JIHLIOM, HMEHEM KOTOPOro MoJAnucaH
NpHJIAraeMbi JOKyMEHT, H NOATBEPAUBLUMHA, YTO OH JIMYHO MOANHKCAI €T0.

Ynoctosepsercs MoeH MOANUCHIO H OQHLUHAILHOMN NeYaThio.

[[Tevamo: [nodnuce/

JOKEHHU®EP ®OP1XOM Horapnyc

Horapuyc - llItar IO1a

JIuuensus Ne 718608

Mo nuueH3us neficTBHTEIbHA Mos nHuUeH3us JeACTBUTEIbHA
1o 27 uions 2025 r.] 1o 27 vions 2025 r.
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[ITevamo: Crapmuii MeHeIXKep M0 HOPMATHBHO-
«MEPHUT MEJUKAJI CUCTEMC, UHK.» npaBoBomy obecneyennio
[TEYATH KOMITAHHUH «Meput Meanxaa Cucreme Huk.»
IOTA ClIA
1987 r.] /noonucws/

(moanMuch M nevyartnb)
17 dpeBpans 2023 r.

Hab6op aas aurnorpaduu basixCOMPAK
HHCTPYKLHA IO NPUMEHEHHIO
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Toabko nas npodeccHOHANLHOrO HCNOJAbL3OBaHHE. — Buumanue: ®@epepanbHoe
3akoHoaTenbcTBO (CIIIA) paspeinaer npoaaxy JaHHOTO YCTPOMCTBa TONLKO BpayaM HJIH MO HX
3aKka3ly, MNpOIMICAIHM NOArOTOBKY MO aHrHorpagud M UPeCKOXHOH TPaHCIIIOMHHAILHOH
KopoHapHOH anrnomnactHke (UTKA) w/unu, npomeamMM NOAroTOBKY MO aHruorpapuu H
YPECKOXHOHA TPaHCIIOMHHANbHOI aHrHomnactuke (UTA).

Ha6op ans anrnorpapuu komnanuu «Mepur» ¢ unaedasropom basixCOMPAK coenunsiores ¢
YUIHHHUTENbHOH TpyOKOH, NpHKpeIieHHOW K HaKOHE4HHKY HHAedpnatopa. B kxommiekre ¢
YCTPOHRCTBOM MOXeT ObITh yNakoBaH TPEXXOAOBOH KpaHHK cpeaHero nasineHus. HabGop mns
aHrvorpaduu c uaaedasTopamu koMnaHuH « MepuT» MoryT ObITh ynakoBaHbl ¢ HabopaMH is
aHruoriactuki  Merit  Angioplasty Pack (MAP), kortopble BkmoualoT B cebsa pasHble
reMOCTaTHYECKHE KJIanaHbl, YUIHHUTENIbHbIE JIMHUH, HHCTPYMEHTHI [UIA BBEJEHHUS MPOBOAHMKA
W/WIH yCTpO#HCTBA JUIS BpallleHHs IPOBOJHMKA!

KOMIUIEKTHOCTb

Ha6op ans aHrnorpapuu B BapHaHTaxX HCMOJNHECHHA!

1. Habop ansa anruorpadpuu basixCOMPAK, B coctase:

1.1. Unpedpnsarop basixCOMPAK - 1 wr.

1.2. TpexxonoBoii KpaHUK — 1 WIT. MK 2 WIT.

1.3. MHCTpYKLHSA NO MPUMEHEHHIO.

2. Ha6op nns anruorpaduu basixCOMPAK, B cocrtase:

2.1. Unpedpnsrop basixCOMPAK - 1 wr.

2.2. TpexxonoBo# KpaHHK — | WIT. HIH 2 wuT.

2.3. 'eMocTaTHueCKHi KJlanaH, BApHAHTbl HCTIONTHEHHUS:
AccessPLUS/ Access-9/ MBA, MBAPIlus/ PhD/ Honor/ FLOS50 — 1 .
2.4. YcTpo#cTBO U1 BBEICHHA MPOBOJHHKA — 1 1T.

2.5. YcTpo#cTBO 11s BpallleHHs NpoBoAHHKa — He 6onee 1 wr.
2.6. Y iuHMTebHAA THHUA (NpH HeoOxoaumocTH) — 1 1T,
2.7. UHCTpYKLHMA 1O NPUMEHEHHIO.

[MOKA3AHHKA K [IPUMEHEHHIO

Ha6op mna aurmorpapuu basixCOMPAK pa3pabotaH 1 MPUMEHEHHA INPH YPECKOXKHOM
TpaHCcIIOMHHaNBHOM aHruomnactuke (UTA) M Apyrux BHYTPHCOCYAHCTBIX TEPaneBTHHECKHX
npoueaypax, B KOTOPHIX HCIONb3YIOTCS KaTeTepbl A1 GaLIOHHON aHTHOIUIACTHKHK MM ApYTHE
XHpYpPrHuecKHe ycTpoiicTsa.

NMPOTHUBOIIOKA3AHHA:: HensBecTHbl
IMOBOYHBIE SABJIEHHUSA: HeussecTHbI.

MEPBI NIPEJOCTOPOXXHOCTH

» Ilepen MCNONb30BaHHEM O3HAKOMBTECH C MHCTPYKLUMSMH NPOM3BOAMTENEH MO NPHMEHEHHIO
KaTeTepoB, MPOBOJHHKOB H HHTPOABIOCEPOB.

» [lepen ucnonp3oBaHueM MpoBepbTe Ha NMpeAMET KaKUX-1M60 nospexacHuii. He ucnonb3syiite
€ro, €CJIM yNaKoBKa OTKPBITA, IOBPEXIEHA HIIH €CJIH HapyllieHa €€ FepPMETHYHOCTb.

o Tlocne HCNONB30BaHHS ClleAyHTe MECTHBIM HHCTPYKUMSM H HOpMaMm MO YTHJIH3aLUH
MHCTPYMEHTOB JAHHOIO THMA.

* CofiepXXHMOE CTEPHIILHO (CTEPHIIH3ALHSA ITHIICHOKCHIOM) H AIIHPOTEHHO.

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



IMPEAOCTEPEXEHHSA B OTHOUWEHHMH MOBTOPHOI'O HCITIOJIb3OBAHUA

Hcnonp3oBaTh TONBKO VIS OOHOro nauueHta. [ToBTopHOe Hcnosnb3oBaHHe, 0OpaboTka MM
CTepunH3aums 3anpeuieHbl. [loBTopHOe HCnosb3oBaHHE, 00OpaboTKa MM CTEpHIW3ALMS MOrYT
HapyLIHTh CTPYKTYPHYIO LEJOCTHOCTb YCTPOKCTBA M (MJIM) NMPHUBECTH K HENpaBWIbHOMH paboTe
YCTpOMCTBAa M, KaK C/EICTBHE, K TpaBMe, 3a00/N€BaHHIO MAM CMEpPTH nauueHTa. [loBTOpHOE
HCNIONB30BaHHe, 00paboTKa HIM CTEpHIM3AlLMA MOXET TakXkKe CO3AaTh PHCK 3arps3HEHHA
YCTpoiicTBA M (WJIH) NPHBECTH K 3apaXEHHIO MM TNEPEKPECTHOMY 3apaXKEHHIO MaLUEHTa,
BKJIKOYadA, TOMHMO MPOUEro, NepeHOC HHPEKUMOHHBIX 3a00/IeBaHUil OT MalMeHTa K MalLMeHTY.
3arpsisHeHHE YCTPOICTBa MOXET MIPUBECTH K TpaBMe, 3a601eBaHHIO HIIM CMEPTH NMaLHEHTa.

MPEAYNIPEXJAEHHUE

» He BBOIHTE JXHIKOCTD, €CJIH B FeMOCTaTHYECKOM Ki1anaHe HaGmoAaloTes My3bIpbKH BO3AYXa.
lemocTatnueckuii knanad Honor He nmpeaHa3HauyeH AJIA MCNOJIL30BAHMA MPH HHBEKUMAX TMOA
nasneHueM Gonee > 8 arm/6ap. Unbexuun nox nasnennem 6osiee 8 atM/ 6ap MOryT NpPMBECTH K
NpOTEYKeE.

* YcTpoiicTBa, BCTaBIEHHBIE B FeMOCTaTHYECKHI Ki1anaH, He 3a¢HKCHPOBaHLI.

* YCTpOHCTBO JOMKHO HCIO/IB30BATLCSA TOIBKO ONMBITHHIMH BpayaMH, NpoLIE€IIIHMH MOArOTOBKY
MO 3HJI0BACKYJIAPHBIM METOJHKAM.

» [Tpn npoaBUKeHHW/BBIBEJIEHHH HHCTPYMEHTA Yepe3 reMOCTaTHYECKOH KilanaH H3 HEero ClieayeT
MOJIHOCTBIO BBITYCTHTH BO3AYX BO H30ekaHHe MOBpexXAEHHA GanoHa.

* JhioOble acnupaunu uyepe3 60KOBOH MOPT YCTPOHCTBA JOJKHBI NMPOBOJHTLCA MEJIEHHO H C
OCTOPOXKHOCTBIO, 4T00B! H36€XaTh 06pa3oBaHHs BaKyyMa B IIPOKCHMAaJIbHOM YaCTH KOHHEKTOPA.
Hecob6moneHne 3T0ro MOXeT NPHBECTH K YTEUKE.

 Ecniu He HaXaTh Kancionb J0 yrnopa J0 BBeACHHS NMPOBOAHHKOBOTO HHTPOABIOCEPA, 3TO MOXKET
NPHBECTH K MOBPEXACHHIO MAHXETHOH NMPOKJIAIKH, YTO B CBOKO OYEpPE/b NPHBEAET K yTEUKE
(uH) 3MO60THH.

o Ec/iH He OTKpBITH BCIOMOTATEIbHYIO H KOMIPECCHOHHYI0 MaHXKETHYIO [IPOKJIAJKY 10 BBEACHHS
HJIM BBIBEACHHS AMarHOCTHYECKOro/ MHTEPBEHLUHOHHOTO HHCTPYMEHTA, 3TO MOXET BbI3BaTh
NOBPEXIEHHE HHCTPyMEHTa.

» Cneayer cobnomarb OCTOPOXHOCTb H HE AOMYCKaTh CAMIIKOM CHJIBHOTO 3aTArHBaHUA
KOMIIPECCHOHHOH MaHXeTHOH NPOKJIAJIKH, MOCKONBKY 3TO MOXET OTPULATEILHO MMOBJIUATH Ha
LIEJIOCTHOCThL BHY TPEHHEH MOJIOCTH AHArHOCTHYECKOrO/HHTEPBEHIIHOHHOTO HHCTPYMEHTA.

» UHbeKkuus noa AaBieHHEM, npeBoiatomnmM 27at™./6ap (400 GHT/KB. A30#M), MOXKET NPHUBECTH
K YTEUKE HJIH OTCOEOHHEHHIO JJIEMEHTOB HHCTPYMEHTA.

 'emocTaTHueckHii knanaH FLOS0 gomkeH 6b1Th MOHOCTBIO 3aKPLIT B MPOLECCE aCTHPALIMH HITH
HHBEKUHH. MHHHMAIBHBIM JIEJIEHHEM TE€MOCTAaTHYECKOTO KianaHa SABISETCS BHYTPEHHHH
auamerp 0,118 moiima (3,00 MM, npubnusutensHo 9Fr).

OIIMCAHHE:

Unnepnsrop Merit basixCOMPAK — 310 onnopasoBbiit MHaeduatop obbemMom 20 mu,
cnocobHBli cO31aTh MaKCHMaJIbHOE AaBjieHue 30 aTM/6ap M OCHALUECHHBIHA pe3bOOBBIM NOPIIHEM
B c6ope ¢ 3aNMpalOUIMM/BLICBOGOXKIAIOMIMM MEXaHH3MOM, I'MOKOH yIIMHMTENbHOH TpyOKOH
BbHICOKOTO JABICHHA M TPEXXOAOBHIM KpaHHKOM cpeiHero JjasieHua. Munednsatop
basixCOMPAK npeaHa3zHayeH A CO3JAHHA MOJOXKHTEIBHOIO H OTPHLATENBHOTO JABJICHUA H
crocoGeH KOHTPOJIHPOBATh MOJIOXKHUTENBHOE JaBjieHHe B aManasone oT 0 no +30 atm/Gap (ot 0 no
+441 ¢yHTa Ha KB. OHM).
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AOAVAMA3OH OBBEM OJIUHA TPYBKM

AOABNTEHWA UnnmHAPA Tun ONCMNNEA v

(ATM/BAP) (M) (AOVM/CM)

30 atm/6ap 20 mn AHaNorosbli 13 proiivos
(33,02 cwm)

Habop ana aHruonnactuku komnaHum «Meput» Merit Angioplasty Pack (MAP) coctouT u3
remMocTaTMYecKoro KnarnaHa, MHCTPyMeHTa ANA BBeAEeHMS U / WAnM YCTPOMCTBA ANS BpaLLeHus
npoBogHuka Pin Vise. ['emocTaTvyeckue KnanaHbl, WHCTPYMEHTbI AN BBefeHWUs u [ win
YCTPOWCTBA A4N15 BpaLLeHUs MPOBOAHMKA ABNAKOTCA HEMHBA3VMBHbLIMY YCTPONCTBAMU.

Habop ans aHrvonnactukm komnavun «Meput» (MAP): Ha6op MAP no3BonseT BBOAWUTb
KOHTPaCTHOE BELLECTBO M KOHTPO/IMPOBATb JaB/IEHNE Yepe3 HarpaBnaoLWLniA KaTeTep He3aBUCUMO
OT NONMOXeHWsi BaNOHHOro KateTepa. [emocTaTMyeckuid KnanaH npefHasHayeH s
NOAJePKaHUs roMeocTasa BO BpeMs BMeELLATeNbCTBA, WMCMOMb30BaHUA W U3B/IEYEHUA
ANAarHOCTUYECKUX WM XMPYPrUYECKUX YCTPOMCTB. MoryT 6bITb MCMOMb30BaHbl COBMECTHO C
UHAenATopaMmn M ApYruMn  MeUUMHCKUMW  U3AenmaMn  (MHTPOAbHOCEPOM, MPOBOLHUKOM,
KaTteTep, NPOBOAHNKOBbLIM KaTETEPOM) BO BPEMS MPOBEAEHWUSA aHTMOMNAaCTUKMK.

FemMoCTaTMYeCKMin KnanaH CXKMMAEeTCs B 3aBUCMMOCTM OT TuMa ycTpoiicTa. Monnkap6oHaT, u3
KOTOPOro W3roTOB/IEH afanTep, MPO3payHblil, YTO MOMOraeT BU3yann3MpoBaTb 3aKayaHHbIN
BO3AYyX. Bce yCTPONCTBO He MMEET OCTPbIX KpaeB, YTo6bl Npe0TBPaTUTL Pa3pbiB XUPYPrnYeCKMX
MepyaTok.

Perynupyemblii remoctatnyeckuii knanaH AccessPLUS/ Merit Access-9. 'emocTaTuyecKuia
KnanaH AccessPLUS/Access-9 pekOoMeHAOBaH [n1a  MOAAEPXaHWUS  HEemnpoHULaeMoro Ans
XXMAKOCTM YNNOTHEHUS BOKPYT KaTeTEPOB M MPOBONOYHbIX MPOBOAHUKOB, NpeAHa3HauYeHHbIX 41
MpOoBeAeHNS YPECKOXHOMN TPaHCIIOMUHa/IbHON aHMMONNAaCTUKM.

"emocTaTyecknin KnanaH MBA cO BCTPOEHHbIM WHTPOAbIOCEPOM. eMOCTaTUYecKMin KnanaH
MBA paspaboTaH Ans MNpUMEHEHUs MNP YPECKOXXHOM TPaHC/IHOMUHA/IBHOM aHrMonnacTuke
(UTA) 1 opyrux BHYTPUCOCYAMUCTLIX TepaneBTUYECKUX MpoLeaypax, B KOTOPbIX MCMOMb3yeTcs
HanpaBNAIOWWMIA KaTeTep.

BHYTpeHHMIA anaMeTp remoctaTuyeckoro KnamaHa PhDMM coctaBnseT 2,4 MM. B gaHHOM
YCTPOINCTBE MPefyCMOTPEHbI ABEe HE3aBUCUMbIE MaHXETHbIE MPOKNaAKN: KOMMPECCUOHHAs U
BCMOMOraTefibHasas  MaHXeTHad  npoknagka. KoMnpeccMoHHas  MaHXeTHas  MpoKiajka
OTKPbIBAETCA M 3aKpbIBaeTCA BpaLLEeHVEM Kanctonis. B 3aKpbITOM MOIOXKEHUN KOMMNPECCUOHHasA
MaHXeTHas NPOK/afKa No3BONSET BbIMOMHATL MHBbEKUMM NOA AaBneHvem o 27 atm/6ap (400
(hbyHTOB/KB. AtOViM), a Takke (MKCUPOBaTb [AMarHOCTUYECKME/MHBA3VBHbIE WHCTPYMEHTbI B
COCYAUCTOM pycre.

BcrnomoraTtenbHas MaHXeTHas MNpOKMaka nNpeAacTaBnseT coboii Npoknaaky Avadparmy,
OpPraHM30BaHHYI0 MO KOHTYPY [AMarHOCTUYECKUX/MHBA3VBHbLIX MHCTPYMEHTOB MO Mepe UX
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ABHXEHHS B HANpaB/ieHHH COCYAMCTOrO pyciia H B NPOTHBOINOJOXHOM HampaBieHuH. JlaHHas
MaH)XETHasA NMpoKjiIaaka obecneyMBacT MHHHMANBHYIO NMOTEPIO KHIAKOCTH, He OTPAHHYHBas NpPH
ITOM MOOWIBHOCTb HHCTpyMeHTa. Eciiu HaXaTb Ha KarmcClo/ib, OTKPbIBa€TCS BCNOMOTaTesibHas
MaHXeTHas npokiaaka. Ecnu otmycTuTh kancionb, MaHXKeTHas Npokiaaka 3akpbiBaercs. Ecin
BCMOMOTaTeJIbHasA MaHXKETHas NMPOKIIaka OTKPHITA, OHA NPOITyCKaeT BO3AYX, MOJAIOILMICS Yepes
HHCTPYMEHT, YTO NO3BOJIAET BBOAHTH/BBIBOAHTH JHArHOCTHYECKHE/ HHBa3HBHBIE HHCTPYMEHTBI.
Il'emocratnuecku#t kinanan PhD npeanasHayen 1ana  obecnedyeHHs remocTasa INpH
BBEJCHHH/BBIBEICHHH H HCMONB30BAaHHH OHArHOCTHYECKHX H HHBA3HBHBLIX HHCTPYMEHTOB.
I'emocratnueckuit knanan PhD npennasHauyeH ana obecneveHMs repMeTH3alMH BOKpYT
JUArHOCTHYECKHUX/MHBa3MBHbIX HHCTPYMEHTOB C BHELUHHM AHaMeTpoM <2,4 mm (0,096 aroiimMoB)
[PH MPOBEJEHHH HHBA3HBHBIX OMEpaLHi.

I'emocratHyeckuit knanaH Honor npencraBnser coGoit Y-KOHHEKTOp € reMOCTAaTHYECKHM
KJanaHoM ¢ Bpaulatouleiica 3awenkod tHna Jlioap-Jlok, ¢ 60koBbIM MOPTOM H MEXAHH3IMOM
OTKpbLITHA reMocTaTH4yeckoro kinanaia «pushpull» Ha npokxcumanbHoM koHue. [1pu HaxkaTu Ha
MEXaHH3M OTKPBITHA KJlanaHa oT ce6a (B AMCTaILHOM HanpaBieHHWH) reMOCTaTHYECKHi KJlanaH
NOJIHOCTBIO OTKPLIBAETCA O MAKCHMaJbHOro aAvaMetpa. Ecnu MexaHM3M OTKpBLITHS KjlamaHa
NOTAHYTh Ha cebf B MPOKCHMMANbHOM HAMpaBJI€HHHM, FEMOCTAaTHYECKHH KJlanaH 3aKpblBaeTcs
BOKpYI' BCTABJIEHHOTO0 YCTpOHCTBa JUIS ONMEpaTHBHOro/AMAarHOCTHYECKOro BMeluatesnbcTsa. B
3aKPLITOM MOJIOXKEHHH KJlanaHa yCcTpoicTBa MOy T ObITh POABHHY Thl BNEPEA HITH Ha3al, 10 Mepe
HeoOXoAMMOCTH, 6e3 perynHpoBKH reMOCTaTHUecKoro kianaxa. ['eMoctatuueckuit KianaH
npeaHas’HayeH Ul NOAACPKAHUA TOMEOCTa’a BO BpeMs BMEUIATENbCTBA, HCMOJIBL3OBaHHA H
H3BJICYEHHS THATHOCTHYECKMX MJIH XHPYPrHYeCKHX YCTPOHCTB ¢ BHewHHM aAuametpoM 7 French
(2,3 MM) HJIH MeHblLIE.

Femoctratuueckuit knanan FLOS50 umeer dopmy «Y», ¢ GOkoBbIM nopToM KaHionu Jlospa H
BpawareieM konyca Jliospa. I'emocratHuecku#i knanaH FLOS0 npousBoiacTsa KoMnaHHH
«MepHuT» npeaHa3HayeH IA MOAAEPKAHHA TEMOCTa3a C HHTEPBEHUHOHHBIMH YCTPOACTBAMH C
BHelwIHHM auametrpoM a0 3,00 mMm (9Fr), obecneunBas repMETHUHOE, HEMPOHHLACMOE UIA
XHIAKOCTH COEAHHEHHE BOKPYI HHTEPBEHLHMOHHLIX YCTPOHCTB C MHHMMAIbHBIM HJIH [1OJIHBIM
OTCYTCTBHEM KPOBOIOTEPH BO BPEMA KIIHHHYECKHX NpPOLENYP.

YCTpoiicTBO 1S BpalleHHs KOMNAaHHH « MepHT» yJyulllaeT MEXaHHKY paboThbl, MO3BOJAA JIETKO
BpalllaTh NMpPOBOXHHK W MaHMNynHpoBaTh MM. C MOMOLILIO ITOrO YCTPOACTBA Bpa4y MOXET
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HaAEXHO YaAePXMBaTb NPOBOAHMK, YTO 06ecreynBaeT 601ee BbICOKYH TOYHOCTb MaHUMYNALMIA 1
KOHTPO/b. JTO YCTPOIACTBO /1S BPALLEHNS UMEET IPKYHO OKPacKy AN1s ynyuULleHUs BU3yanusaLmm
B YC/IOBUSIX HWU3KOI OCBELLEHHOCTM 1 JOCTYMHO B 3€/IEHOM WM TOCOCEBOM LIBETE.

YCTpPOCTBO [ANs BBEAEHUS MPOBOAHMKA WCMONb3yeTcs ANs  06GMerdeHUs MPOXOXAEHS
MPOBOAHMKOB C [AUCTa/lbHbIMA  KOHUMKAMU  CMOXHOW  (hOpMbl  uepe3  BpallaroLluiics
remMocTaTUUECKUIA KnanaH 1 AunaTalyoHHble KaTeTepbi.

Cneuundukaums
YCTpONCTBO Ans
BpaLLeHNs NPoBOAHMKA C Q 1

0,009 aronima - 0,018 grorima (0,23mm - 0,46MMm)
MnacTnMKoBoe YCTPONCTBO
ans BBeJeHWS
NPOBOAHMKaA, pa3mep
BHYTPEHHEro npoceeTa
MeTannunyeckoe
YCTPOWCTBO 4151 BBeAEHUS

NPOBOAHMKA, PasMED 022 proiima (0,56MM)
BHYTPEHHero npoceeTa ’ ’

0,028 atoinma (0,71mm)

OCHOBHble MaTepuasibl KOMMOHEHTOB C HEMPAMbIM KOHTaKTOM: MHAe(bﬂﬂTOp,

MAP

M3OENNE MATEPWAJI
Bpaluatowasca 4acTb; My(Ta; Kopnyc;
NOALEePXKMBAOWMIA  KOMNAYoK WM LUnHAp -
nofmkapboHar; yanMHuTeNnbHas Tpyoka - MonnypeTaH;

WHaedpnaTop P G Py _ yp
YNNOTHUTENbHOE  KOMbLO -  CWAMKOH;  CMaska
NHAednAaTopa - CUIMKOHOBasA CMasKa; Kopryc PyKOATKM
- ABC-nnacTuk; Tpurrep - Helinox.
MonukapboHat npo3payHblil; CunnkoH; MTPI Teflon;

["'emocTaTnyeckume . . . .
AueTasnbHbIi romononumep; NMBX Tpyoku; MonnypeTaH;

KnanaHbl o
HewnoH.

YA IMHUTENbHAA NNHUSA MNnBXx

YCTpOMCTBO ANns BBeaeHUss  onuatuneH

NPoBOAHNKA

(nnacTukoBoe)

YcTponcTBo anst BBeaeHns  MonnkapboHat; Hepxkasetowas cTaslb

NPOBOAHNKA

(MeTannnyeckoe)
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HHCTPYKLMUA 110 IPUMEHEHHUIO: HHAE®JIATOP
Uuaednatopsl HCnonb3yloTcs 118 HAXyBaHUA H CIyBaHHS
6aJTOHHBIX AaHTHOILIACTHYECKHX KaTETEPOB H APYIHX
HHTEPBEHLIHOHHBIX YCTPOHCTB, a TaKXKe [UIA H3MEPEHHS
AasneHus B 6autone.

IIPUMEYAHME: [TanHoe ycTpoiicTBO He 6bUI0 JOMYyIIEHO
JJ1st BBEICHHUSA XHIKOCTEH B OPraHH3M.

YKA3AHHA 110 IPUMEHEHHIO:

I[lepen ucnosnb3oBaHHeM OCMOTPHTE NPHOOP H YNAKOBKY,
4TOOBI YZI0OCTOBEPHTHCH, YTO MPH NEPEChUIKE HE BOZHUKIIO
HHKaKHX [TOBPEXICHHMA.

3AINIOJTHEHHE CUCTEMBI C UCTTOJIb30BAHUEM
PRIMELOK™

PrimeLok no3Bonser BBITECHUTH BO3AYX H H30OBLITOUYHYIO
XHAKOCTb HE CKMMas CIyCKOBOH MeXaHH3M. B koMmiekTe ¢
basixCOMPAK nocraBnsercs PrimeLok u
3anHpaloLIMit/BEICB0O0KAAIOLIMH MEXAHH3M B
BbICBOOOXIAEHHOM MOJIOKEHHH.

1. Yto6n! B3BecTH PrimeLok, coxmuTe crmyckoBoit
MeXaHM3M U nepeseauTe knuncy PrimeLok B na3 Ha nopiuxe.
2. Yt0651 moaroToBUTHL HHAEPAATOP K paboTe, MpocTo

HabGepuTte B uHaednsTOp 10 20 M KOHTPACTHOrO PacTBOPA,
NOTAHYB PYKOSTKY Hazajl.

BHUMAHHE: OcmotpuTe TpyOKy HHAedsATOpPa H KPAHHK
(ecnu mpuMeHseTcs) H ybeanTech, YTO B CHCTEME HET
BO3yXa.

3. HanaBure pykosTko# Ha cToJ, 4TOOBI yAQJIMTh BO3YX
13 HHAeGIATOpA.

4. Y10661 0cBOGOANTH PrimeLok, coxxMmuTe pykosaTs U
BeiBeAnTe Kauncy Primelok u3 nasa. 910 mo3Boaut
CMyCKOBOMY MEXaHH3MY 3a(MKCHPOBATbCA B NMOJIOKEHHH, H
Tenepb YCTPOHCTBO rOTOBO K MCHOJIb30BAHHIO.

NIPUMEYAHMUE: PrimeLok nomkeH 6bITh BLICBOOOXKIEH,
NpeXxae YeM JaBJeHHE MOXHO OyeT peryJMpoBarh C
MOMOILBIO 3anKpalolero/BbICBOO0XKAAIOLIEr0 MEXAHH3MA.
BHUMAHHME: Ecau oka3zsiBaeMoe NaBJ€HHE HE
otobpaxkaeTcsi Ha MAaHOMETPE, HEMEUIEHHO NIPEKpaTHTe
MCMOJIb30BaHHE H 3aMEHHTE NPHOOp HA HOBBIH.
NMPUCOEJUHEHHUE HHAE®JIATOPA K BAJUJIOHY:
NMPUMEYAHHUE: Undopmaunio 06 ucnoabioBaHuu,
MaKCHMaJIbHOM JaBJICHHH HaKaYHBaHHA U Mepax
NpeaoCTOPOXHOCTH NPUMEHHTENBHO K JaHHOMY YCTPOHCTBY
CM. B YKa3aHHAX MPOH3BOJHUTEIIN, IPHIAralomxcs K
Ca/llIOHHOMY JH/IATallHOHHOMY KaTeTepy WM ApYToMYy
HHTEPBEHIIMOHHOMY YCTPOHCTBY.

1. [ToaroToBbTe ¥ NpoTeCTHpY#TE 6ALIOHHBIH KaTeTep B
COOTBETCTBHMH C YKa3aHHSMH NPOH3BOIHTENA.
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2. Co3paiiTe HIKCCTHOE COEIHHEHUE MeXay GalnoHOM
H KaTeTepOM-YUIHHHTEJIEM HHAEDIATOPA H HAZIEKHO
NpHCOEAHHHTE KaHionu Jlioapa.

3. CoxMHTe CITyCKOBO# MEXaHH3M M MOTAHUTE PYKOATKY
Ha3zaa /A obpa3oBaHHA BaKyyMa B OajLloHe.

HAKAYUBAHME H YJAJIEHHE BO3YXA H3
BAJUIOHA:

1. Jns HakauumBanMs Bo3gyxa B OaIOH COXMHTE
NyCKOBOA MeEXaHH3M, 4TOOBbl MOpIIEHb MOr BEPHYTbCA B
nonoxenne nokos (0 arm/6ap). OrnycTHTe CnNyCKOBO#
MEXaHM3M, 3aUKCHPOBAB NMOPLICHb B 3TOM MOJIOXKEHHH.

Jins nosbillieHHs AaBJIEHHS MOBOpPAYMBANHTE PYKOATKY IO
4acoBOW CTpeNKE 10 TeX MNOp, NMoKa He OydeT NOCTHrHYTO
TpeOyeMoe naBlieHHE HAKauyHWBaHUA. 3anmHpalomMii MeXaHH3M
NOAAEPXKHBAET AaBICHHE.

NMPUMEYAHHE: [Toreps naBneHHs MOXET 03HA4YaTh yTEYKY
B CHCTEME.

BHHUMAHME: YtoOnl 3alIMTUTB OT I10BpeXaeHHs pe3b0y Ha
3anuparouiedl/ BbicBoOOXIalOWeH PYKOATKE, YCTPOHCTBO
JIOJDKHO TOKa3biBaTh AABJIEHHE B 25 aTM WIIH HHXKe, NpexIe
4yeM MeXxaHH3M GbicTporo ocBoboxaeHns 6yaeT HCnonb30BaH
JUIs yaajleH|s BO3ayXa 3 6ajsioHa JUls aHTHOMIaCTHKH.

2. Jna ynanesus Bo3gyxa 3 OannoHa CcoXMHTE
CIIyCKOBOH MeXaHM3M W MNOTAHHTE Ha3aa, 4ToObl cO34aTh
oTpHuarenbHoe AaBreHre. OcBoboaAHTE CyCKOBOH MEXaHH3M,
Y1066l  3adHUKCHpOBaTHL  MOPWIEHb B MOJIOXKEHHH,
COOTBETCTBYIOLIEM OTPHLATENbHOMY NABJICHHIO.

HHCTPYKLHUA 110 NIPUMEHEHHIO: IN'emocTaTHuecknii kaanan AccessPLUS/ Merit
Access-9

[lepen Hcnonb3oBaHHEM OCMOTPHUTE YCTPOHCTBO M YOEAWTECH, UTO LEJOCTHOCTDb YMIAKOBKH HE
6bu1a HapylleHa BO BpeMs TPAHCIIOPTHPOBKH.

1. IpucoeanHuTe GOKOBOI MOPT reMOCTATHYECKOro Ki1anaHa K pa3ersurtemo Merit. [Ipomoiite
M 3ano/lHuTe y3en ¢uspacTBopoM. UToObl 3ano/IHMTh CEKIHMIO KilanaHa, OTKPOHTE KJjamnad,
NOMECTHTE OAMH Najiell Hal JIIOIPOBCKHM (PHTHHIOM H MPOAOIDKHTE 3aNOJIHEHHE Y3na.

2. IlpucoeanHHTe reMOCTaTHYECKMH KJanmaH K MNpPOBOAHHMKOBOMY KaTeTepy. Boinosnnute
aclHpaluMio I8 YAANEHHS W3 KlanaHa 3aXxBaueHHOro BO3JyXa M TINATE/JbHO NPOMOHTE
¢u3pacTBOpoM. Y 1anuTe KpoBb, OTKPbIB KJIANAaH H NPOAOKas NpombisaTh y3en. [locne yaanenus
KPOBH 3aKpoiTe KkianaH. TmatenbHO OCMOTPHTE Ha MPEAMET Iy3bIPbKOB BO3AyXa M IpH
He0OXOAMMOCTH NPOMOITE MOBTOPHO.

3. OTKpoiiTe reMOCTaTHYECKHii KJIanaH i BBEAHTE NPOBOAHHK HiH katetep. ([Ipu HeobxoaumocTH
BBEIMTE HHTPOIbIOCEP IMPOBOJOYHOTO MPOBOJAHMKA H MNPOABHHbLTE €ro uepe3 KiamnaH).
[MpoaBHHBTE NPOBOAHMK MJIH KaTeTep B COCYAHCTOE PyC/O Ha HYXXHOE paccTrosiHHe. 3akpoiite
KjanaH BOKDYr CTEpXHA NpPOBOJHHKA, KaTeTepa HIH HHTpoabiocepa. Tak ¢opMupyercs
repMETHYHOE YIUIOTHEHHE, KOTOPOE, OAHAKO, HE MMPENATCTBYET MEPEMELUEHHIO MPOBOJIOYHOrO
NPOBOAHHKA, KaTeTEPa HJIH HHTPOAbIOCEPA.
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NPEAYIIPEXJIEHHE: BaxHo, 4ytoObl Ki1anmaH Obul JOCTAaTOYHO IUIOTHO 3aKpbiT A
NpefOTBpAIlCHHA YTEYKM KPOBH, H B TO € BpPEMs HE OrpaHH4YHBan (yHKUHOHHPOBAHHE
YCTpPOHCTB.

4. Jlna o3HakoMieHHA C HHpopMmauHel O Ha3HAYEHHH H3LENMS, NMPOTHBOMOKA3AHHAX M
NOTEHUHANbHBIX OCNOXXHEHMSX, CBA3aHHBIX C NMPHMEHEHHEM IHJIATALUMOHHLIX KAaTeTEpOB B
npouexypax YpecKOXKHOH TpaHCIOMHHaIbHOH KopoHapHo#f aHrmomnactukd (UTKA) w/uan
YpecKOXHO! TpaHcmoMHHanbHOH aHruoruiactHku (UTA), obpaTtuTech K CONMpOBOAMTENBHOMN
JNOKYMEHTaUHH JHJIaTallHOHHOIO KaTeTepa.

5. BuITArusaiite KaTeTep A0 TeX MOp, NOKa JUCTANbHBIA KOHELl HE OKaxeTcs Ha riaybune 10—20
CM B COCYAMCTO#H cucteMe. OTKpoiiTe Ki1anaH H NOJHOCTHIO H3BJIEKHTE KaTeTep. Bo Bpems BBOAA
H M3BJIEYEHHA Yepe3 KanaH U3 6annoHa JOo/MkeH ObITh NMOJHOCTBIO YAAIEH BECh BO3AYX, YTOOLI
KaTeTep MO JIErKo ¥ 6€30nacHo H NPOXOAKTD Yepe3 KIIamNaH.

6. OTcoennHUTE reMOCTaTHYECKHH KJIanaH OT NPOBOJHHKOBOI'O KaTeTepa.

MEPBI I[IPEJOCTOPOXHOCTH: He BBOAHTE HHKAKOH XXHAKOCTH, €CJIH B réeMOCTAaTHYECKOM
KJ1araHe BUAHBI My3BIpbKH Bo3ayXa. CHauana BbINOTHHUTE aCNMHPALHIO [UIA YIANICHHS U3 KJlanaHa
3aXBa4ye€HHOro BO3/yXa, a 3aTeM NPOMOiiTE KJanaH, Kak onucaHo Bbilue. Bo BpeMst acnupaluH WK
HHBEKLHH reMOCTATHYECKHI KJanaH A0/hkeH ObITh MOMHOCTBIO 3aKpbIT. BHYyTpeHHHH aHaMeTp
camoif y3KOM 4YacTH reMoCTaTHYecKoro kJjanaHa coctasnser 0,120 mofima  (3mm)
(npuGausutensHo 9 Fr).

HHCTPYKIHUA O IPUMEHEHHUIO: N'emocraTnyecknii knanas MBA
I[Tepen ucnonb3oBaHHEM HEOOXOAMMO OCMOTPETh YCTPOHCTBO, YTOOBI YOEAUTLCH B OTCYTCTBHH
NOBPEXACHHH NMPH TPAHCIOPTHPOBKE.

1. Tloacoemunutre O6OKOBOH MNOPT MOMHOCTHIO OTKPBITOrO TEMOCTAaTHYECKOro KijamnaHa K
pacnpenenutebHO# c6opke. [IpoMoiiTe H 3anonHuTe c6opKy PH3HONOrHYECKHM pacTBOpoM. [lns
3aMOJIHEHHS OTCeKa KJlanaHa HeoOxoauMo yOeaMThCs, UTO MEPEKIIoYaTelb B BHAE KOJNECHKA
HaXxOJHTCHA B MOJIHOCTHIO OTKPBITOM [ONOXEHHH, OTKPBLITL ILUENEBOA KiamaH, JUIA MOJIHOro
OTKPBITHS KOTOPOrO0 HEOGXOAMMO MPOTONKHYTh YEPE3 HErO M Clierka MOBEPHYTh BCTPOCHHbIH
uHTpoablocep. [IpukpoiiTe OHHM maibleM WITHIPEBOH JIIO3POBCKHH pa3beM M MpoJosKaiiTe
3aMnoJIHATL COOPKY A0 MOAHOTrO yJaleHHs Bo3ayXa. Jis H3B/I€YEHHs! BCTPOEHHOTO HHTPOAbIOCEpa
OTTAHHTE €ro Ha3aj M 3aAcACTBYATE BTOPHUYHOE YIUIOTHEHHE.

2. ToacoeavHHTE NOBOPOTHBIH LITHIPEBOMH JIIO3POBCKHH pa3beM reMOCTaTHYECKOro KjamnaHa K
NPOBOJHHKOBOMY KarteTepy. Y 6eIMTeCh, YTO B COCAMHEHHH OTCYTCTBYET BO3AYX.

3. YroObl OTKpHITH KNamaH A8 BBEACHHA KaTeTepa WM MPOBOIAHHKA, NMPH reMoCTaTHYECKOM
KJIaMaHe B MOJHOCTBIO OTKPLITOM MONOXEHHH MPOTOJKHHTE H Cllerka NMOBEPHHTE BCTPOECHHbIN
uHTpoabiocep. Tenepb KianaH rotos Kk paboTe ¢ yCTpOACTBaMH.

IpenoctepexeHnue: [Ipu BcTaBke BCTPOCHHOrO HHTPOALIOCEPA KilanaH Oy €T NOJIHOCThIO OTKPBIT,
YTO MOXET NPHUBECTH K KPOBOMOTEPE.

4. BcTaBbTe KaTeTep HIH MPOBOAHHK BO BCTPOEHHbBIH HHTPOABIOCEDP H NPOBEANTE €ro BIEpell Ha
Heo6X0MMOE PacCTOAHHE BHYTPb COCY IHCTOH CHCTeMBI. MI3BJIeKHTE BCTPOEHHBIN HHTPOABIOCED.
5. Bokpyr HHTEPBEHLIHOHHOTO YCTPOHCTBa 00pa3yeTCs repMETHYHOE yIUIOTHEHHE, YTO CHHIKAeT
KPOBOMOTEPIO WIH MO3BOJISET €€ MOMHOCTLIO H30€XKaTh, MPH 3TOM NOABHXHOCTH NPOBOJHHKA,
KaTeTepa WiIH HHTPOAbIOCEPA HE OrpaHHuEHa.

6. Jlna 3aKperuleHWs WHTEPBEHLMOHHOTO YCTPOHCTBA B HYXHOM TOJIOXKCHHH MOBEPHHTE
nepeKioYaTeb B BHAC KOJECa B HANPaBJICHHH 3aTArMBaHHA.

Mpenocrepexenne: He BBOAHUTE XHAKOCTD, €CIH BHYTPH KJlallaHa BUAHbI y3bIPbKH BO3/1yXa.
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BHyTpeHHH# auaMeTp camo#f y3Ko# JKECTKOH 4acTH reMOCTaTHYEeCKOro kjianaHa COCTaBJs€T
0,118 mroiima (3mMM, npubausuTensho 9 Fr).

HHCTPYKIHUA 11O IIPUMEHEHMHIO: I'emocTtaTuuecknit kianan PhD

1. IToxpcoemuuure 60x0BOH NOPT remocrarudeckoro kianaHa PhD k yamy konnekropa. [Tpomoiite
H 3anoJIHUTE y3en ¢H3pacTBOPOM — KOMIPECCHOHHLIH KianaH AomkeH 6bTh OTKphIT. UTOO6L!
3aMO/IHHTh CaM KJlanaH, HaXXMHTE Ha KarCioib 10 ynopa H ybeaurech, 4To BCnoMoraresjbHas
MaHXXeTHas NpokJiazka oTkpbiTa. [loMecTHTe nanen Ha coeMHHTENBHYIO YacTb KoHyca Jlioopa
MPOAOJKHTE 3aMOJIHEHHE Y3J1a [0 MOJHOIO YNAJIEHHA BO34yXa. AKKYpaTHO OTNYCTHUTE 3aJIHHi
KOHell KancioJs — cpaboTaeT BcrioMorarebHas MaHXXETHas MpoKialKa.

2. IToncoeaunuTe Bpawmalouiics aganrep ¢ Hacagko# Jlroapa remocratuyeckoro knanada PhD k
NpOBOJHMKOBOMY KaTeTepy. YGeanTech B OTCYTCTBHH BO3AyXa B COCAHHEHHH.

3. Ytobb! oTKpHITH reMocTaTHYecKHi kianan PhD s katerepa uan npoBoAHHKA, HAKMHTE HA

3aQHMi  KOHell Kamnclojifi —  OTKPOETCs  BCMOMOraTe/libHas  MaHXeTHas  ITPOKJIalKa.
IemoctatHyeckuit xnanaH PhD roTtoB k BBEJEHHIO IHArHOCTHYECKOrO/HWHTEPBEHLHOHHOTO
HHCTPYMEHTA.

4., Beeaure  IHArHOCTHYECKHMH  /MHTEPBEHUHOHHbIH  HHCTPYMEHTUEpPE3  OTKPbITYIO
BCIIOMOTaTE/ILHYIO MAaHXETHYK) MPOKJIAAKY H OTKDPHITYIO KOMIIPECCHOHHYIO MaHXETHYIO
NpOKJIALKY.

BHUMAHHE: Ecnu remoctatiueckuii kianad PhD u BcnoMoratenbHas MaHXKeTHas NIPOKJIa/lka
MOJTHOCTBIO OTKPBIThI, 3TO MOXET NMPHBECTH K KPOBOIMOTEPE.

5. TlpoaBuHbTe [OMAarHOCTHYECKHH /MHTEPBEHUHOHHBIH HMHCTPYMEHT uepe3 OTKPBITYIO
KOMIPECCHOHHYIO MaHXEeTHYIO NMPOKJIaaKy. Bokpyr AHarHOCTHYECKOro HIIH HHTEPBEHLIHOHHOTO
HHCTPYMEHTa oOpasyeTcs repMeTHYHas MpoKiaiaka, obecneyuBaollas OTCYTCTBHE HIIH
HE3HAYHTE/bHYIO KPOBOMNOTEPIO, HO HE OrPaHHYHBAIOLIAs ABHKEHHE HHCTPYMEHTA.

6. Tlpu Heo6XOOAMMOCTH, KaK TOJBKO JHArHOCTHYECKHH/HHTEPBEHUHOHHBIA HHCTPYMEHT
BCTaBJIEH, 3aKpOMTE KOMIIPECCHOHHYI) MAaHXXETHYIO NMPOKIaAKy. OTO MO3BOJIMT BbINOJIHHTD
MHBEKLHIO NOA AaBieHneM 1o 27 arm/Gap (400 ¢yHTOB/KB. moHM) M (HaH) 3apUKCHPOBATH
JIMarHOCTHYECKHIL/ HHTEPBEHLIHOHHBIA HHCTPYMEHT B ONPEE/IEHHOMIIOIOXKEHHH.

7. BpiHbTEe  AMarHOCTHUYMCKMH  /HHTEPBEHLUHOHHbIA  HHCTPYMEHTYEPE3  OTKPBITYIO
KOMIIPECCHOHHYIO MaHKETHYIO MPOKNAIKY. AIIHPOreHHO.

HHCTPYKLHA O MPUMEHEHHIO: N'emocraTuecknit kaanan HONOR

1. [TpukpenuTh KOUIEKTOp K OOKOBOMY NOPTY YCTPOHCTBA.

2. [NpukpenuTh OMCTaNbHBIAH KOHELl YCTPOHCTBA K MPOKCMMaIbHOMY KOHIY NMpPOBOJHHKOBOrO
KareTepa.

3. TpoMbITh HH3HOOIHUECKMM PACTBOPOM JUIA YAAIEHHA My3bIpbKOB BO3ayXa. [lis pOMbIBKH
CerMEHTa KjanaHa, OTKpPBbITb I'eMOCTaTHYECKMil KJianaH, HaXkaB Ha MEXaHH3M OTKpbITHA H
NPOJOJDKHTD 3aMONHATH 3TOT y3ea ycTpoicTpa. UToObl 3aKpbITh KjIanaH, MOTAHYTh MEXaHH3M
OTKPBITHA KJ1allaHa Ha3ajl B €ro HCXOAHOE MOJIOKEHHE.

4. TIpuKpenuTh K KOJUIEKTOPY YCTPOHCTBO JUIA HAarHETaHHs NaBJieHHs/ yCTPOHCTBO Ui HHGY3Hi,
B COOTBETCTBYIOLLHX C.TyYasXx.

ITpoBepuTh, Kak 3apHKCHPOBaHBI BCE COEAMHEHMs, YTOObI M30eXaTh acnupauuu BO3dyXa BO
BpeMs TPOBEACHHS NMPOLEIYPbI.

5. BBecTH NpPOBOJAHHKOBBI KaTeTep B COOTBETCTBHH C NpoUENypol, PEeKOMEHI0BaHHOH
NPOM3BOAMTENIEM MPOBOAHHKOBOIO KaTeTepa.
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6. BcraBHTP  NPOBONOYHLIA  NMPOBOAHHK  HJIM  NPOBOJIOYHBIA  NMPOBOAHHK H
AHarHOCTHYECKHI/ONepaTHBHLIA KaTeTep B ycTpoHcTBO. [IpH ycTaHOBKe TOJILKO MPOBOJHHKA
HCNOJIb30BaTh YCTPONCTBO I BCTaBKH (HHTpOAblOCEP), YTOOBI 3aLIHTHTL AMCTAILHBIA KOHEL]
NPOBOJIOYHOTO NNPOBOAHHKA.

7. BBINOJHHTE OCTAaBLIYIOCH YacTh NpPOLERYPHl, COTJNACHO PEKOMEHIALHAM NPOH3BOAMTENS
COOTBETCTBYIOLIErO YCTpOHCTBa.

HHCTPYKIIHA 110 IPUMEHEHHIO: I'emoctaTHuecknii kiaanan FLOSO

1. Tloncoenunute 6OKOBOH NOPT reMOCTaTHYECKOro KJIalaHa K CHCTEME IMPOMBIBKH. B
nonoxeuud knanaHa OTKPbLITO, npomoiite u 3anonuute cGopky ¢u3pactsopoM. UtoGbI
3aMOJIHHTh CEKUMIO KJaraHa, OTKPOHTE €ro, MPHKpoHTe OAHHM NAIbLEM YIUIOTHHTENb OPTA H
NpoJ0JKaHTe 3anoJHATL COOpKy.

2. lMoacoennuute Bpaiwartens koHyca Jlro3pa kianana K katetepy. Y6eaurech, 4To B COEAHHEHHH
orcyTcTByeT Bo3ayX. [Ipn nmomowm acnupauuu ynanurte Bech BO3AYX H TLIATENLHO MpPOMOiiTe
KJ1anaH ¢pu3pacTBOpoM. Y JanuTe KpOBb M3 H3/Je/HS, OTKPAIB KilanaH, OJHOBPEMEHHO MPOLOJIKast
npomeiBath c6opky. Korna kpoBp Gyner mosHocTbio yndaneHa, 3akpoiiTe knanad. [Iposepete
H3JIeJIHE Ha HAJIMYHE MY3bIPLKOB BO3/yXa H MPOMOIiTE €lle pa3, eclii HeOOX0AUMO.

3. OtkpoiiTe remocTaTHYecKHit KJIanaH u BCTaBbTe MPOBOAHKK MK KaTeTep. (Ecau HeoGxoaumo,
BCTaBbTE€ HHTPOABLIOCEP MPOBOAHKKA H NPOIYCTHTE €ro Yepes kaamnax). Beeaurte

NPOBOJHHK HITH KaTeTep B COCYAHCTYIO CHCTEMY Ha HeoOXoauMoe paccTosHHe. 3aTAHUTE KilanaH
BOKpYI' CTEp)XHA MPOBOAHHKA, KaTeTepa WIM HWHTpoabiocepa. 1o oOpasyeT repMeTHYHOeE,
HEMPOHHLIAEMOE IA XHAKOCTH COEAMHEHHE, He MPENATCTBYIOIICE JABHXKEHHIO MPOBOIHHKA,
KaTeTepa HJIH HHTPOAbIOCEpa.

BHHMAHME: Baxuo, 4To0bI KianaH ObUl 3aKpbIT JOCTATOYHO MUIOTHO, YTOOLI NpeoTBpaliaTh
yTe4Ky KPOBH, HO MPH 3TOM He HAaCTOJIbKO IUIOTHO, YTOObI 3aTpYAHATh PYHKLIHOHHPOBAHHE.

4. Tlpouture H HCNOMHANRTE HHCTPYKUHH OT MPOHU3BOAMTENS B OTHOLUCHHM H3/CIHI,
npuMeHseMbIX ¢ ki1anaHoM FLOSO0.

5. U3BnexuTe ycTpoiicTBO HaCTONbLKO, YTOOBI AUCTANIbHBIH KOHYMK OcTaBajIcs Ha 10-20 cM BHYTpH
cocyaucToi cucTeMbl. OTKpo#iTe Ki1anaH H NOJHOCTHIO U3BJIEKUTE YCTPOMCTBO.

6. OTcoeanHHTE reMOCTaTHYECKHH KJalnaH OT KaTeTepa.

Komnonentsl, Heo6xoaumbie a1 npouexypot UTA, Ho nocTaBiiseMbie 0TAEILHO:

* BamutonHbl#t kKateTep cooTBeTcTBYIOUlEro pasmepa * KoHrpacTHoe BeulecTBO ¢ CTepunbHbii
¢usnonornueckui pacreop °* Llnpuu c mo3poBckuM pazsemoMm ¢ KoakcuanbHas mnapa
(unTpodbtocep / AMnaTaTop) COOTBETCTBYIOIlero pasMepa ¢ Hanpasnsiommit npoBOAHHMK
cooTBercTBylowero pasmepa < [loaxoaswas wampaBnsiomas wuraa < [loaxoasumit
HanpaBAOLMA W/HIH AMarHOCTHYECKUH KaTeTep * ['eMocTaTHYECKHit KianaH (€C/IH He MIET B
KOMILIEKTE)

YCJOBHA TPAHCIIOPTHPOBKH, XPAHEHHA H 3KCILTYATALIMH

TemnepaTtypa npn Ot1-25°C o +55 °C
TPAaHCNIOPTHPOBKeE
Temnepatypa xpaHeHus Ot +5°C o +27°C

XpaHHTh B NPOXJIAZHOM, CYXOM MECTE B
OPHI'HHAILHOH yNaKOBKe

IKCILTYyATALHS 15°C mo 35°C, oTHOoCHTENbHAsA BNAXHOCTb BO3dyXa:
<80%, at™.

Am™ocdepHoe nasnenue: 84,0 -106,7 klla

(630-800 MM prT. CT.).

Y c/I0BHSE YKCILTYaTAUHH - B J1e4e0HO-NPOPHIAKTHYECKOM YUPEXKICHHH.
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CPOK rOqJHOCTH
Cpox roasocts — 3 roaa.

CTEPHUIN3ALIUA
ITHICHOKCHA

YTHWIN3ALHUA
YTHIH3HPOBATL H3JEJHS COTJIACHO MECTHBIM JKO0JIOrHYECKHM TpeboBaHHEM.

IKOJIOrHIeCKHI MOHHTOPHHT

YTHIH3IHPOBATL H3IAEJIHS COIIACHO MECTHBIM JKOJIOFHYECKHM TpeGoBaHHAM.

Knacc onacHoOCTH MEIHUMHCKHX OTXOQ0B €0 CChLIKOH Ha cneuHpHkauuio
mopdoioruueckoro cocraba (B COOTBETCTBHH ¢ POcCHHCKHMH CAaHHTAPHBIMH HOPMAaMH U
npaBuiamu (CaunlluH) 2.1.3684-21) Knace b

IFAPAHTHSA

OrpannveHHasi TaApaHTHSA H 0TKAa3 OT OTBETCTBEHHOCTH

Komnauns «Mepum 3asBjifieT H TapaHTHpPYeT, 4TO JaHHOEe H3AeJHe (PAKTHUECKH
COOTBETCTBYET CnelHPHKALUMAM HA MOMEHT €ro MOCTaBKH 3aKa34yuKy H 4TO B TeueHHe
nepHoaa, YKa3aHHOr0O B NHCBMEHHOH  OrpaHMYeHHON  rapaHTHH, OTAEJbLHO
NpPeJOCTABIAEMON MM KaXA0ro H3AeJHN, B JAHHOM H3leMM He Oyaer BbLIABJIEHO
CYmMECTBEHHBIX Je(eKTOB MATEPHAIA H Ka4yecTBA H3roToB/eHHSA. [laHHAs rapaHTHA He
NPHMEHSETCS K M3AeaHSM, Koropble (i) Oblan  mMoaupHUMpOBAHLI, H3IMEHEHbI,
OTPEMOHTHPOBAHBI, BOCCTAHOBJICHbI, NepepaGoTaHbl HJIH BHAOMIMEHEHbl CTOPOHOMN,
oramdHO# oT komnanuu «Mepum»; (ii) moaBeprajiHch HeHaldekameMy 00palleHHIO,
HCMOABb30BAJIMCh HEe MO0 HAIHAYEHHIO, MNOBTOPHO HCMOJbL3OBAJIHCH, MOBTOPHO
CTEPHJIH30BAIHNCDH, NOMANAIH B aBaPHiiHbIC CHTYALIHH, IKCILTYATHPOBAINCH C HAPYIIEHHEM
NpaBuj, NOABEPraaHch HeOpexxHoMy o00pameHHI0 HJAH HeCAHKUHOHHPOBAHHOMY
BMemaTteabcTBy; (ili) ObLIH noBpexaeHnl BcejeAcTBHE H30BLITOUHOR PHINUECKOHH,
KIMMAaTHYECKOH HJIH YIeKTPHYeCKOH HArpYy3KH HJIH HMEIOT H3IMCHEHHbLIH, CTEpThIH HIAH
yaaneHHblit cepHiiubiii Homep; (iv) o0beauHsaHCh ¢ J100bIM APYrUM NpoOayKTOM; (V)
HCMOJb3OBAJMHCL B HeJSX, OTAHuHBbIX oT «[loxazannii K NMpHMeHEHHIO», 0X00pEHHBIX
COOTBETCTBYIOIMHMH KOMNETEHTHLIMH OPraHaMH, HCNO/Ab30BAJIHCH ¢ HAPYIIEHHEM NPaBH.I
NpUMeHeHHs, YKA3aHHBIX B cneudGHKAUHEX NPOXYKUHH, Jr60 NpHMEHSIHCL B 06,1acTH
WM cpene, /18 KOTOpOi Takoe H3deaHe He pa3paGoTano m He npeaHaHaudeno. Jlobbie
TeXHHYecCKHe KOHCY/ALTAUMH N0 NPOIYKUHH NPeJocTaBAkIoTcs Komnanueii «Mepur» 6e3
0693aTeNLCTB HIH KOMNEHCALHH, H KoMnaHus «MepuT» He NPHHHMAET Ha ceda HHKAKHX
06%3aTeIbCTB MJIH  OTBETCTBEHHOCTH 33 TaKHe KOHCY/bTALHH, [MOCKO/JIbKY OHH
NPeIOCTABINIOTCS H MNPHHHMAIOTCH NMOA OTBETCTBEHHOCTHL 3akazuuka. KOMITIAHHSA
«MEPHUT» HE JAEJIAET HHKAKHUX 3ASIBJIEHUH U HE JAET HUKAKHX MMPSAMBIX
WJIM KOCBEHHBIX TAPAHTHH JIIOBOI'O POJA 3AKA3YHKY, EF'O KOHEYHbIM
MOJIb30BATEJISIM WJIH HHBIM TPETBUM JIMIIAM B OTHOLLEHHUH JAHHO#
MPOAYKLHH, MOMHUMO COIAEPXAIIHUXCA B HACTOSLIEM NOKYMEHTE.
KOMIIAHUA «MEPHUT» OTKA3BIBAETCA OT OTBETCTBEHHOCTH H
UCKJIOYAET BCE HUHBIE MPSAMBIE, KOCBEHHBIE U 3AKOHOIATEJIBHO
NPEAYCMOTPEHHBIE TAPAHTHH, B YACTHOCTH, TIAPAHTHH OT
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KOHTPA®AKTA H KOCBEHHBIE TAPAHTHU NIPUT'OTHOCTH U151 TPOJAXKH U
COOTBETCTBHUS ONPEAEJIEHHOH LIEJIM.

OrpannteHse 0TBETCTBEHHOCTH

HU NMPU KAKHUX OBCTOSATEJbLCTBAX KOMIIAHUA «MEPUT» HE HECET
OTBETCTBEHHOCTH IEPEJX 3AKA3YUKOM WIH JIIOBBIM JPYIUM
®U3UYECKUM WIH KWOPHIUYECKHM JIMHOM 3A  IUTPA®HBIE,
CHEHHHUAJIBHBIE, HEMNPEJHAMEPEHHBIE nJin NPEACKA3YEMBIE
KOCBEHHBIE YBBITKH, IOHECEHHBIE BCJIEACTBHE YTPATDBI PENNYTALUMA,
HEJAOMOJYYEHHOW MNPUBbLLJIM OTF MEPENPOJAKH, NPUOCTAHOBKH
PABOTbI, MOBPEXAEHUA NMPOAYKUHH, NIOPUH APYIOM MPOAYKLIUH HUJIH
MHbIX MNPHUYHUH, BYJAb TO HCKH BCIEACTBHE HEHCHNOJHEHHSA
KOHTPAKTHBIX OBSI3ATEJILCTB, I'PAXKJIAHCKHUX TPABOHAPYLIEHUA H
T.A., BO3HHMKAIOIUUX B PE3VJIbBTATE HAPYUIEHHSA NOJIOKEHUH
FAPAHTHH, JOTOBOPA, 3AJEPXKH, XAJIATHOCTH, BE3YCJIOBHOH
OTBETCTBEHHOCTH WJIH HHAME

YnonHoMmoueHHbIH NnpeacTasuTent B Poccun:
000 «Meput TexkHONOAKUCH

119017, Mocksa,

1-# Kazauui nepeynok, nom 7,

atax 1, koMmHaTa 6, Poccusickan Penepauws

+ 7 495 221 89 02

IpuMeHsieMbie CHMBO.IbI
Cumsoa Onncanne

STERILE EO Crepuanzanns: ra3 YTHJICHOKCH

ToabKo A8 OAHOKPATHOIO
HCMOJiIb30BAHHUS

He ncnosib30BaTh NPH 110BPEXKICHHOM
ynakoBKe

ANHUPOreHHo

Jlororun 3naka EC - naentndpukauns
HOTHGHUHPOBAHHOIO OPraHa

IIpoussoaure.in

O¢uunanbublit NpeaACTABUTEND

[Ipeaynpexnenne! OdpaTurech K
NPHIIOKEHHOH J0KYMEHTAUHH

>k ®®

[/locomun kovmnanuu «Mepum Meouxaa Cucmemc, Hux. »] .

[Tpoun3isoanTenb:

«Meput Mepukan Cuctemc, Huk.» Cayt [kopaan. KOTa, 84095
1 -801-253-1600

OGcnyxusanne 3axasinkos 8 CLUA 1-800-356-3748

E
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. ) li, nepesogunkom HeTeTwon AHacTacuein MuxaiinosHl
Mepesog daiinoety{"<Vita BbINONHEH MHOM

L X

Poccuiickas depepayus
fopoa MockBa
[leBATOro maprta ABe ThicAYM ABajLaTb TPeTbero roga
A Keutko OeiSp AnekcaHapoBuY, HOTapuyc ropoga MOCKBbI, CBUAETENLCTBYIO
nognuH”™". noanucu nepesoguynka HetennHon AHactacum MuxamnoBHbI.

Mopgnuck coenaHa B MOEM NMPUCYTCTBUMN.
JlnyHocTb noanucaswero OOKYMEHT yCTaHOB/IEHaA.

3apeructpupoBaHo B pacTpe: Ne 62/137-H/77-2023-16-1
YnnauyeHo 3a coseplieHune HotapuanbHoro geiicteusa. 400 py

K*htkoV

roB
Bcero npouw HMNOBaHO, NMPpOHYMEPOBaHO U CKpenJjieHo nevyatblo

HoTapwnyc

Poccuiickas degepauus
o 4 A ["opog Mocksa
o Kb .[J«BANTO MapTa fBe TbicAYM ABaALaTh TPETLEro roga
A oom 4 '1<BulKo'%>enop AniekcaH4poBuY, HoTapuyc ropoga Mocksbl,
VN CBITCTgIbCTI™W  BepHOCTb  KOMUM € MPEACTaBMENMOro  MHe

fokyverra. U
N —
= a
3a™n uch;"mpcLaHo B peectpe: Ne 62/137-H/77-2023-16-1950
V' N ynjiaHeiio 3a”0BepLUeHnEe MOTapuabIloro geinctensa’ 2600  pyb.

>

®.A. KBUTKO

Bcero npowunTo, NpOHYMepoBamMo, CKpenseHo
neyaTbto 25 nuct(a) (oB)

XCi'Cc-.

HoTtapuyc
®.J1. KBUTKO
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Instructions for Use
basixTOUCH

Dated February 17,2023
Consisting of 11 pages

acknowledgement

State of Utah )

County of Salt Lake )

OnthislT~day of Februaiy 2023 before me,ton fe

J™Nen name is subscribed to the aUached

instrument, and acknowledge he executed the same.

Witness my hand an official seal.

JENNIFER 1ORDHAM

Comm._Flo. I 8600
MyCommisskn Lt reson

Jur. 27, .'.025

( Nofary Public

Commission EXpires: 12 & 21L 27
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Senior Manager, Regulatory Affairs
Merit Medical Systems, Inc.
USA

gl SEAL Isf

1*4 [ **

(sign and seal)

17 February 2023

basixTOUCH angiography kit

INSTRUCTIONS FOR USE
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RX Only - Caution; Federal (USA) law restricts this device to sale by or on the order of a physician trained in angiography
and percutaneous transluminal coronary angioplasty (PTCA), and/or percutaneous transluminal angioplasty (PTA).

Merit s Angiography kit with Inflation device basixTOUCH is assembled with extension tubing attached to the syringe tip.
A medium pressure 3-way stopcock may be packaged with the device. Merit's Angiography kit with inflation device are
available packaged with Merit Angioplasty Packs (MAP), which include a selection of hemostasis valves, extension line,
guide wire insertion tools and/or torque devices:

CONTENT

Angiography kit in the following versions:

1. Angiography kit basixTOUCH, consisting of:

1.1. Inflation Device basixTOUCH -1 pc.

1.2. Three-way stopcock -1- pc. or 2pcs.

1.3. Instruction for use.

2. Angiography kit basixTOUCH, consisting of:

2.1. Inflation Device basixTOUCH -1 pc.

2.2. Three-way stopcock - 1 pc. or 2pcs.

2.3. Hemostatic valve, execution options:

AccessPLUS/ Access-9/ MBA/ MBAPIus/ PhD/ Honor/ FLO50 -1 pc.

2.4. Guidewire Introducer -1 pc.

2.5. Torque Device - no more than 1 pcs.

2.6. Extension line (if necessary) -1 pc.

2.7. Instruction for use.

INDICATION FOR USE
basixTOUCH angiography kit is designed for use during percutaneous transluminal angioplasty (PTA) and other intravascular
therapeutic procedures that utilize a balloon angioplasty catheters or other interventional devices.

CONTRAINDICATIONS: None known.
ADVERSE EFFECTS: None knov/n.

PRECAUTIONS

< Read manufacturer's instructions for the use of catheters, guide wires, and introducers prior to use.

= Inspect the device prior to use for any damage. Do not use if packaging is opened, damaged, or broken.
< Follow local guidelines and practices regulating the disposal of the device after use.

= Contents are sterile (via ethylene oxide) and non-pyrogenic.

REUSE PRECAUTION STATEMENT

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 dis€?ase(s) from one patient to another.
Contamination of the device may lead to injury, illness or death of the patient.

WARNING

= Do not inject any fluid if air bubbles are visible within the Hemostasis Valve.

The Honor Hemostatic valve is not intended for use with pressure injections > 8 ATM/ BAR. Power injection at pressure
greater than 8 ATM/BAR could result in leakage.

« Devices inserted across the hemostasis valve are not secure.

«The device should only be used by experienced physicians trained in endovascular orocedures.

«To prevent damage to a balloon, it must be completely deflated during adv/ancement/ withdrawal through the Hemostasis
Valve.
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= Any aspiration through the side port of the device should be made slowly and carefully to avoid the creation of a void at
the proximal part of the connector. Failure could cause leakage.

= Failure to depress the cap prior to inserting a guide wire introducer could cause seal damage resulting in leakage and/or
particulate embolization.

« Failure to open the secondary seal and compression seal prior to inserting or withdrawing a diagnostic /interventional
device could cause damage to the device.

« Care should be taken to avoid over-tightening of the compression seal, as this may compromise the integrity of the
diagnostic/interventional device lumen.

e Power injection at pressures greater than 400psi could result in leakage or detachment of PhD Hemostasis Valve
components.

e The FLO50 hemostasis valve must be completely closed during aspiration or injection. The narrowest portion of the
hemostasis valve has an inner diameter of 0.118 inches (3.00mm, approximately 9Fr).

DESCRIPTION:

The basixTOUCH™ Inflation Syringe by Merit Medical is a 30mL disposable device with a threaded plunger assembly, a
flexible high pressure extension tube. The basixTOUCH” Is designed to generate positive and negative pressure, and
monitor positive pressures over a range of zero to +35ATM/BAR (zero to 514 PSI). This inflation device is used to inflate and
deflate an angioplasty balloon or other interventional device, and to measure the pressure within the balloon.

NOTE: This device has not been cleared for dispensing fluids into the body.

PRESSURE
RATING VOLUME (ML)  DISPLAY TYPE TUBING
(ATM/BAR) LENGTH (IN/CM)
basxLL] LLI LLI
35 atm/bar 30 ml Analog 13" (33.02 cm)
40 atm/bar 30 ml Analog 13" (33.02 cm)

The Merit Angioplasty Pack (MAP) consists of a hemostasis valve. Guide Wire Insertion Tool and/or Pin Vise torque device.
The hemostasis valves. Guide Wire Insertion Tools and torque devices are all non-invasive devices.

Merit Angioplasty Pack (MAP): The MAP allows the injection of contrast and pressure monitoring through a guiding catheter,
regardless of balloon catheter position. The hemostatic valve is designed to maintain hemostasis during insertion, use and
withdrawal of diagnostic and interventional devices. They can be used in conjunction with inflation devices and other medical
devices (introducer, guide wire, catheter, guide catheter) during angioplasty.

The hemostasis valve tightens based on the device type. The polycarbonate used to manufacture the adapter is transparent
to aid in visualizing entrapped air. The entire device has no sharp edges to prevent tearing of surgical gloves.

Adjustable Merit AccessPLUS™/ Merit Access-9™*" Hemostasis Valve. The AccessPLUS/Access-9 Hemostasis Valve is
recommended for maintaining a fluid-tight seal around percutaneous transluminal angioplasty catheters and guidewires.

MBA Hemostasis Valve with Integral Introducer. The M3A Hemostasis Valve is designed for use during percutaneous
transluminal angioplasty (PTA) and other intravascular therapeutic procedures that utilize a guiding catheter.

The PhD Hemostasis Valve™ has a 0.096" (2.44 mm) inside diameter. This device has two seals that operate independently:
the compression seal and the secondary seal. The compression seal can be opened or closed by rotating the cap. Closing of
the compression seal allows for pressurt; injections up to 400 psi and secure;, the diagnostic/interventional device in position
within the vasculature.
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The secondary seal is a diaphragm seal that forms around the diagnostic/interventional devices as they move into and out
of the vasculature. This seal provides minimal fluid loss without restricting device movement. The secondary seal is open
when the cap is pressed down, and closed when the cap is released. An open secondary seal allows air to be purged from
the device and allows insertion/withdrawal of diagnostic/interventional devices.

The PhD Hemostasis Valve is intended to maintain hemostasis during the introduction/ withdrawal and use of diagnostic
and interventional devices. The PhD Hemostasis Valve is indicated for maintaining a seal around diagnostic/interventional
devices with an outside diameter of <0.096" (2.44 mm) during interventional procedures.

Honor Hemostasis Valve is a y-connector hemostasis valve with a rotating luer lock, a side port, and a push-pull hemostasis
valve opener on the proximal end. The hemostasis valve is fully opened to its maximum diameter by pushing the valve
opener distally. Pulling the valve opener proximally closes the hemostasis valve around the inserted
interventional/diagnostic devices. With the valve in the closed position, devices can be advanced or pulled back as needed
without adjustment of the hemostasis valve.

The hemostasis valve is intended to maintain hemostasis during the introduction, use and withdrawal of diagnostic and
interventional devices that have an outer diameter of 7 French or smaller.

The FLOSOM™ Hemostasis Valve is a small Y-body valve with a clear female luer side arm and male luer rotator
The Merit FLO50 Hemostasis Valve is intended to maintain hemostasis with interventional devices with outside diameters
up to 9Fr providing a fluid-tight seal around interventional devices with little or no blood loss during clinical procedures.

Merit's Torque device provides an increased mechanical advantage in order to aid in twisting and manipulating the guide
wire. The physician is able to grasp the guide wire securely with this device, allowing for greater precision and control for
the physician. This torque device is brightly colored in order to improve visualizaton under low light conditions and is
available in either green or salmon colors.

The guide wire Insertion Tool is used to facilitate the passage of wires with distally shaped tips through the rotating
hemostatic valve and dilatation catheters. It is manufactured in pla.stic and rnetal and accepts guide wires with diameters up
to 0.020 inches, up to 0.025" for the Merit Blunt Introducer.

Characteristic
Torque Device Range

QQC9"-0.01«" (0,22-0,45 M)
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Plastic Guide Wire Insertion
Tool Inner Lumen Size .

0.028" (0,7mm)
Metal Guide Wire Insertion
Tool Inner Lumen Size

0.022", 0.025" (0,56,0,64 mm)
The main materials for the components with indirect contact: Inflation device. MAP
Products Component Material
Rotator body & collar & housing & Retainer Cap &
Barrel- Polycarbonate; Extension tubing - polyurethane;
O ring - Silicone; Syringe Lubricant - Silicone Fluid;
Handle body - ABS; Trigger - Nylon.
Clear Polycarbonate; Silicone; PTFE Teflon; Acetal
homopolymer; PVC Tubing; Polyurethane; Nylon.

Inflation Device

Hemostasis Valves

Extension line PVC

Guide Wire Insertion Tool Polyethylene

(plastic)

Guide Wire Insertion Tool Polycarbonate; Stainless Steel
(metal)

INSTRUCTIONS FOR USE: INFLATION DEVICE

Before use, inspect the device and packaging to verify that no damage
has occurred as a result of shipping. If the pressure gauge needle is not
resting within the "0" box, do not use.

DEVICE PREPARATION:

1 To prepare syringe, turn the device with gauge facing down and
aspirate up to 30 mL of contrast solution or other fluid into the syringe
by squeezing the trigger and pulling back on the handle.

2. Push handle against table or other solid surface to remove air in
syringe.

CAUTION: Inspect the syringe tubing and stopcock (if used) to ensure
that there is no air in the system.

ATTACHING THE INFLATION DEVICE TO THE BALLOON:

NOTE: Refer to the manufacturer's directions accompanying the balloon
dilatation catheter or other interventional device for specific information
on use, maximum inflation pressure, precautions, and warnings for that
device. 1. Prepare and test the balloon catheter according to the catheter
manufacturer's directions for use.

2. Create a fluid-fluid connection between the balloon and the inflation
syringe extension tube, connect the luer zonnectors secu *ely.

3. Squeeze the trigger and pull back on the plunger handle to apply a
vacuum to the balloon.

BALLOON INFLATION AND DEFLATION:

1 To inflate the balloon, squeeze the tr gger to allow the plunger to return to a resting position (0 ATM/BAR or PSI).
Release grip on the trigger, which will lock the plunger into position. To increase pressure, rotate handle clockwise
until the desired pressure is achieved.

NOTE: Loss of pressure may indicate a leak in the system.
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CAUTION: If applied pressure does not indicate on gauge display, discontinue use immediately and replace it with a
new unit 2. To deflate balloon, squeeze the trigger and pull back to generate a negative pressure. Release grip to lock
the plunger in a negative pressure position.

CAUTION: To protect the threads of the lock release handle, the pressure must be reduced to 25 ATM or lower
before the quick release mechanism is used to deflate the angioplasty balloon.

INSTRUCTIONS FOR USE: AccessPLUS/ Merit Access-9 HEMOSTASIS VALVE

Inspect the device prior to use to verify that no damage has occurred during shipping.

1. Connect the sideport of the hemostasis valve to the Merit manifold assembly. Flush and fill the assembly with saline. To
fill the valve section, open the valve, place one finger over the luer fitting and continue to fill the assembly.

2. Connect the hemostasis valve to the guiding catheter. Aspirate the valve to remove any trapped air and flush thoroughly
with saline. Purge blood by opening the valve while continuing to flush the assembly. Close the valve when the blood has
been purged. Inspect carefully for air bubbles and reflush if necessary.

3. Open the hemostasis valve and insert the guidewire or catheter. (if desired, insert the guidewire introducer and advance
it through the valve.) Advance the guidewire or catheter an appropriate distance into the vasculature. Close the valve
around the shaft of the guidewire, catheter or introducer. This forms a fluid-tight seal, yet does not inhibit movement of
the guidewire, catheter or introducer.

WARNING: It is important that the valve be closed tight enough to prevent blood leakage, yet not so tight as to restrict
function.

4. Refer to the dilatation catheter labeling for intended use, contraindications and potential complications associated with
the use of dilatation catheters in PTCA and/or PTA procedure.

5. Withdraw the catheter to the point that the distal tip remains 10 to 20 ¢m inside the vasculature. Open the valve and
withdraw the catheter completely. During insertion and removal through the valve, the balloon must be completely deflated
to safely and easily traverse the valve.

6. Disconnect the hemostasis valve from the guiding catheter.

PRECAUTIONS: Do not inject any fluid if air bubbles are visible within the valve. First aspirate the valve to remove the air,
then flush the valve as described above. The hemostasis valve must be completely closed during aspiration or injection.
The narrowest portion of the hemostasis valve has an inner diameter of 0.120 inches (0.305 cm) (approximately 9 Fr).

INSTRUCTIONS FOR USE: MBA HEMOSTASIS VALVE
Inspect the device prior to use to verify that no damage has occurred during shipping.

1. Connect the sideport of the fully open hemostasis valve to the manifold assembly. Flush and fill the assembly with saline.
To fill the valve section, ensure the thumb wheel is in the fully open position, open the slit valve by pushing in and slightly
turning the integral introducer through the slit valve to fully open it. Place one finger over the male luer fitting and continue
to fill the assembly until completely purged of air. Pull back to disengage the integral introducer and engage the secondary
seal.

2. Connect the rotating male luer adapter of the hemostasis valve to the guiding catheter. Ensure the connection is airless.
3. To open the valve for catheter or guide wire insertion, with the hemostasis valve in the fully open position, push in and
slightly turn the integral introducer. The valve is now ready to accept any devices.

Caution: Valve will be fully open and allow for blood loss when integral introducer is engaged.

4. Insert the catheter or wire into the integral introducer and advance it to an appropriate distance into the vasculature.
Disengage the integral introducer.

5. A fluid tight seal, providing little or no blaod loss, will form around the interventional device yet does not restrict movement
of the guide wire, catheter or introducer.

6. To secure the interventional device in place, turn the adjustable thumb wheel to tighten.

Caution: Do not inject any fluid if air bubbles are visible within the valve.

The narrowest rigid portion of the hemostasis valve has an inner diameter of 0.118 inches (0.305 cm) (approximately 9
Fr).

INSTRUCTIONS FOR USE: PhD HEMOSTASIS VALVE

1. Connect the sideport of the PhD Hemostasis Valve to the manifcld assembly. With the compression valve open, flush and
fill the assembly with saline. To fill the valve section, ensure the secondary seal is open by pushing down on the cap. Place
one finger over the male Luer fitting and continue to fill the assembly until completely purged of air. Gently release the back
end cap to engage the secondary seal.
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2. Connect the rotating male Luer aoapter of the PhD Hemostasis Valve to the guiding catheter. Ensure the connection is
airless.

3. To open the PhD Hemostasis Valve for catheter or guide wire insertion, push on the back end cap to open the secondary
seal. The PhD Hemostasis Valve is now ready to accept any diagnostic/interventional device.

4. Insert the diagnostic/interventional device through an open secondary seal and an open compression seal.

CAUTION: PhD Hemostasis Valve wils be fully open and allow for blood loss when secondary seal is open.

5. Advance the diagnostic/interventional device through an open compression seal. A fluid-tight seal, providing little to no
blood loss, will form around the diagnostic or interventional device while not restricting movement of the device.

6. Once the diagnostic/interventional device is in place, if desired, close the compression seal to allow for pressure injections
of up to 400 psi and/or secure the diagnostic/ interventional device in position.

7. Remove the diagnostic/interventional device through an open compression seal. If resistance is felt, open the secondary
seal as well.

INSTRUCTIONS FOR USE: HONOR HEMOSTASIS VALVE

1 Attach the manifold to the side port of the device.

2. Connect the distal end of the device to the proximal end of the guiding catheter.

3. Flush with normal saline to remove air bubbles. To flush the valve segment, open the hemostasis valve by pushing the
valve opener and continue to fill the assembly. To close the valve, pull the valve opener back to its original position.

4. Attach the pressure/infusion device to the manifold, if applicable. Check that all connections are secure to avoid air
aspiration during the procedure.

5. Introduce the guiding catheter following the procedure recommended by the guiding catheter manufacturer. 6. Insert the
guide wire, or guide wire and diagnostic/interventional catheter together, into the device. When inserting the guide wire
by itself, use a guide wire insertion tool to protect the distal tip of the guide wire.

7. Perform the rest of the procedure following the recommendations of the respective device manufacturers.

INSTRUCTIONS FOR USE: FLO50 HEMOSTASIS VALVE

1. Connect the sideport of the hemostasis valve to a flush system. With the valve OPEN, flush and fill the assembly with
saline. To fill the valve section, open the valve, place one finger over the luer fitting and continue to fill the assembly.

2. Connect the male luer rotator of the hemostasis valve to the catheter. Ensure the connection is airless. Aspirate the valve
to remove any trapped air and flush thoroughly with saline. Purge blood by opening the valve while continuing to flush the
assembly. Close the valve when the blood has been purged. Inspect carefully for air bubbles and reflush if necessary.

3. Open the hemostasis valve and inser t the guidewire or catheter. (If desired, inser t the guidewire introducer and advance
it through the valve). Advance the guidewire or catheter an appropriate distance into the vasculature. Close the valve around
the shaft of the guidewire, catheter or introducer. This forms a fluid-tight seal, yet does not inhibit movement of the
guidewire, catheter or introducer.

WARNING: It is important that the valve be closed tight enough to prevent blood leakage, yet not so tight as to restrict
function.

4. Read and follow the manufacturers IFU for devices to be used with the FLO50.

5. Withdraw the device to the point that the distal tip remains 10 to 20cm inside the vasculature. Open the valve and
withdraw the device completely.

6. Disconnect the hemostasis valve from the catheter.

Components required for PTA procedure but supplied separately:

< Balloon catheter with approprate size «Contrast agent « Sterile saline solution e Luer lock syringe « Coaxial pair
(sheath/dilator) with appropriate size » Guidewire with appropriate size, «Appropriate guiding needle «Appropriate
guiding and/or diagnostic catheter « Hemostasis valve ( if not inckided)

TRANSPORTATION, STORAGE AND OPERATION CONDITIONS
Transportation temperature -25 ‘Cto +55 ‘C
Storage temperature +5 "Cto +27 'C
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Usage ' 15 °C to 35 °C, relative humidity <80%, atm.
Pressure 84.0 — 106.7 kPa (630-800 mm Hg).
Use Conditions: in medical and preventive treatment facility.

SHELF LIFE
Shelf life - 3 years.

STERILIZATION
Ethylene Oxide

DISPOSAL

Dispose the devices according to local environmental requirements.

Environmental Monitoring

Dispose the devices according to local environmental requirements.

Class of hazard for medical wastes by reference to specification of morphological composition (in accordance with
Russian Sanitary Regulations and Standards 2.1.3684-21) Class B.

WARRANTY

Limited Warranty and Disclaimer

Merit 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. 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 (N A CONTRACT, TORT OR OTHER ACTION FOR OR ARISING OUT OF BREACH OF WARRANTY, BREACH
OF CONTRACT, DELAY, NEGLIGENCE, STRICT LIABILITY, OR OTHERWISE.

Russian Authorized Representative:
Merit Technologies LLC

119017, Moscow,

1st Kazachiy pereulok,

bid 7, 1 floor, room 6, Russian Federation
+7 495 221 89 02
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Applicable symbols

Symbol Description
ISTERILE EO Sterilization: Ethylene-Oxide Gas
Single use
< §) Do not use if package is damaged

)l( Non-pyrogenic

C € EC mark logo - Notified body identification

I I I Manufacturer

EC REP Authorized Representative

)l( Caution! Consult accompanying documents

EJ4ERIr "

- m
V<anufacturer: Merit Medical Systems, Inc. Www.merit.com
1600 West Merit Parkway, South Jordan, Utah 84095
USA 1-801-253-1600 U.S.A. Customer Service 1-800-356-3748
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. [[1epe6oo ¢ anzautickozo a3bika Ha pyccKuil A3bIK]

HHcTpyKkums no npuMeHeHHIO
basixTOUCH

Hara: 17 deBpans 2023 r.
CocTtout u3 8 cTpanun

NOATBEPXIAEHHE

Ulrar IOTa )
) a UMEHHO:
Oxkpyr Cont-Jleiix )

Ceronns, 17 despans 2023 roga, ko MHe, Hotapuycy JLxennngep Popaxim, nHuHO aBuiacs Tom
XayaTep, crapmuii MEHeKep OTAeNa HOPMaTHBHO-NMPaBOBOro obecnevyeHus, npeabsBHBILKH
MHE J0CTaTOYHBIC J0Ka3aTe/IbCTBA TOrO, YTO OH ABIAECTCA JIHLIOM, HMEHEM KOTOPOro NMoAMHCaH
npHiaraeMbli JOKYMEHT, U MOATBEPAHBILHH, YTO OH JIHYHO NMOJAMHKCA €ro.

Y nocroBepsercs Moeit MOAMUCHIO H OPHIMATBHON NMeYaThlo.

[[Teyamo: [nodnuce/

JDKEHHHOEP OOPIXOM Horapnyc

Hotapuyc - llitar lI0Tta

JInuensus Ne 718608

Mos nuueH3us AeicTBUTENIbHA Mos nuueH3us qeAcTBUTENIbHA
10 27 uions 2025 r.] 10 27 urons 2025 r.
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[Teyams: Crapmuii Menemkep N0 HOPMATHBHO-
«MEPUT MEJUKAJI CUCTEMC, HHK.» npaBoBoMY obecneyueHHI0
[NTEYATb KOMITAHHH «Meput Meankan Cucremc Huk.»
IOTA ClIA
1987 r.] /noonucs/

(noANKCH U NEYaTh)
17 pespans 2023 r.

Ha6op nns aurnorpadpuu basixTOUCH
UHCTPYKLHA MO IPUMEHEHHIO
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Toabko An8 NpodecCHOHANBLHOTO HCNOJAb30BAHMA. — Buumanmue: @eacpanbHoe
3akoHozaTenbcTBO (CLLIA) paspeaeT npoaaxy JaHHOIO YCTpO#HCTBA TOJIbKO BpadyaM HJIH MO HX
3aKa3y, MNpOLIEAIHMM MOATOTOBKY [0 AaHrHorpaQHH M YPECKOXHOH TPaHCIIOMHHAIBHOR
KopoHapHo#i anruomnactuke (UTKA) w/win, mpouwieniuuM MNOATOTOBKY MO aHruorpaduH M
YpeCcKOXXHOH TpaHCMOMHHaNbHOH aHruoruiactiuke (YTA).

Ha6op ans anruorpadpun xomnanuu «Meput» ¢ uaaedasropom basixTOUCH coeaunstorcs ¢
YIUIHHHTENbHON TpyOKOH, NMpPHKpeIUIeHHOH K HAaKOHeYHWKy HHAedusTopa. B xommiekre ¢
YCTPOHCTBOM MOXeT ObITb YNaKOBaH TPEXXONOBOH KpaHHK cpeaHero naeieHus. Habop ans
aHruorpaguu ¢ uHAeQIATOpaMH KOMNAHHH «MepHT» MOryT ObITh ynakoBaHbl ¢ Habopamu 11
aHrHoruiacTukd Merit  Angioplasty Pack (MAP), xotopbie Biowyaior B cebf pasHbie
reMOCTATHYECKHE KJaNaHbl, YI/TMHHTENbHBIE IHHHH, HHCTPYMEHThI [UIA BBEJACHHA MPOBOXHHKA
H/MJH YCTPOICTBA U1 BPalllEeHHA IPOBOJHHKA!

KOMIUJIEKTHOCTh

Ha6op ans aHrnorpadpuy B BapHaHTaX HCMONHEHHA:

1. Ha6op ans anrnorpadun basixTOUCH, B cocrase:

1.1. Uunedaarop basixTOUCH - 1 w.

1.2. Tpexxo0Bo# KpaHHK — | 1WIT. WK 2 LT.

1.3. UHcTpyKIHMS MO NPHMEHEHHIO.

2. HaGop nna anruorpaduu basixTOUCH, B coctase:

2.1. Uuaedpnarop basixTOUCH — 1 wr.

2.2. Tpexxon0Bo#H KpaHHK — | 1T, HIH 2 WIT.

2.3. NeMocTaTHYECKHH K/1anaH, BAPHAHTHI HCTIOJHEHHA:
AccessPLUS/ Access-9/ MBA, MBAPlus/ PhD/ Honor/ FLOS0 — 1 w.
2.4. YcTpo#cTBO U1 BBEACHHS NPOBOAHKKA — 1 wIT.

2.5. YcTpoicTBO A1 BpallieHHs NpOBOJHHKA — He 6oniee 1 wiT.
2.6. Y aMHuTeNbHAS THHUSA (TpH Heo6XxoaUMOCTH) — 1 mT.
2.7. UHCTpYKUHSA MO NPHMEHEHHIO.

NOKA3AHUA K IPUMEHEHHIO

Ha6op nns aurnorpapun basixTOUCH paspaGoraH nns NpHMEHEHHs MPH YPECKOXKHOM
TpaHC/IIOMHHaNbHOM aHrnomactuke (YTA) m apyrux BHYTPHCOCYAMCTBIX TepaneBTHHECKHX
Nnpoueaypax, B KOTOPbIX HCNOJIb3YIOTCS KaTeTepsl /Ul Ga/lIOHHON aHrHOIUIACTHKH WIIH ApyrHe
XHPYPru4eckHe ycTpoicTBa.

IMPOTHUBOINOKA3AHMUS : Hen3BecTHsl
NMOBOYHBIE SABJIEHHUSA: Hen3BecTHBI.

MEPBI IPEAOCTOPOXHOCTH

* Tepen MCMONB30BAHHEM O03HAKOMBTECH C MHCTPYKUMAMH NPOM3BOAMTENEH M0 NPHUMEHEHHIO
KaTeTepoB, MPOBOJAHHKOB H HHTPOALIOCEPOB.

« Tlepen ucno/ib30BaHHEM NPOBEpbTE Ha MpPEAMET Kakux-mu6o nospexaenui. He ucnons3yiite
€ro, €CJIH YNaKoBKa OTKPbITA, NOBPEKAEHA HIIH €CIIH HApYLIECHA €€ NePMETHYHOCTD.

o IMocne HCNONBL3OBAaHHS CHEAyHTE MECTHLIM HMHCTPYKUMSM H HOpMaM [0 YTHJIH3aUHH
HHCTPYMEHTOB JaHHOTO THIA.

« Cofiep>XHMO€ CTEPHILHO (CTEPHIIH3ALIMA ITHICHOKCHIOM) H ATHPOTreHHO.
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NPEJOCTEPEXEHHWSA B OTHOUWEHHHU NOBTOPHOI'O UCII0JIb3OBAHHUSA

Hcnonb3oBath TONBKO IUIA ofHoro mnauueHrta. [loBropHoe Hcmosb3oBaHue, obpaboTka MM
CTepuiH3alua 3anpemelbl. [ToBTOpHOE Hcnonb3oBaHHe, 06pabOTKa MM CTEPHIH3ALUA MOTYT
HapylIHUTh CTPYKTYPHYIO LEJIOCTHOCTb YCTPOACTBA H (MJIM) NPHBECTH K HenpaBHibHOH pabote
YCTpOWCTBa H, KaK CJI€ACTBHE, K TpaBMe, 3abosieBaHHIO WM cMepTH nauueHTta. [loBTOopHOE
MCTONb30BaHHEe, 00paboTKa HJIH CTEpHIM3alMA MOXET TAKXKe cO3daTh PHCK 3arps3HeHHs
YCTpOHCTBA H (WJIH) NMPHBECTH K 33apPaXEHHIO HJIH MEPEKPECTHOMY 3apaXCHHIO MaLHEHTa,
BKJIIOYas, MOMHMO NPOYEro, nepeHoc HHPEKUHOHHBIX 3abojeBaHuil OT NalfHeHTa K MAUMEHTY.
3arps3HeHHe yCTpOACTBa MOXKET NPUBECTH K TpaBMe, 3a60JIEBAHHIO HIIM CMEPTH MaLHEHTA.

NMPEAYIIPEXIEHHUE

* He BBoauTE XHAKOCTD, €CJIH B FEMOCTAaTHYECKOM KJIanaHe HabmonaloTcs ny3bipbKH BO3/yXa.
lemocTatuyeckuii xianaH Honor He mpeaHa3sHaueH I8 HCMOJNB30BaHHA MPH MHBEKUHMAX NMOA
zasieHneM Gonee > 8 arm/6ap. Unbekuun noa nasneHneM Gonee 8 atM/ 6ap MOryT NpHBECTH K
MpOTEUKe.

* YcTpoiicTBa, BCTaBlEHHbIE B FeMOCTaTHYECKHH KJlanaH, He 3aMKCHPOBaHBDI.

* YCTpOHCTBO JOMKHO HCMOJIb30BATHCA TONbKO ONBITHBIMH BpayaMH, NPOLICAUIHMH NOArOTOBKY
10 3HI0BACKYJIAPHBIM METOLHKAM.

* [Ipu npoaBHXKEeHHH/BBIBEIEHHH HHCTPYMEHTA Yepe3 reMOCTaTHYECKOH KilanaH H3 HEro ciemayer
NOJIHOCTBIO BHINIYCTHTH BO3AYX BO H30exaHHe MOBpexacHHA 6anioHa.

 Jio6ble acnupauuu yepe3 60KOBOiH NOPT yCTpOCTBAa AOMKHBI NPOBOAHTHLCS MEIIEHHO H C
OCTOPOXHOCTBIO, YTOObI H306€exaTh 00pa3oBaHHA BaKyyMa B MPOKCHMAIbHOH YaCTH KOHHEKTOPA.
HecobntoneHne 3Toro MoXXeT NPUBECTH K yTEUKE.

» Ecnu He HaXaTh Kancloib A0 yNopa A0 BBEeHHS NPOBOAHHKOBOrO HHTPOABIOCEPA, 3TO MOXET
TNPUBECTH K MOBPEXICHHIO MaHKETHOH MPOKNALKH, YTO B CBOIO O4YEpelb NMPHUBEET K yTEUKE
(unn) 3M60HH.

* Ec/11 He OTKPBITH BCIOMOraTelbHYI0 H KOMIPECCHOHHY 10 MaHXXETHY1O NPOKAAJIKY 10 BBEAECHHS
WIH BbiBEJICHHS AHArHOCTHYECKOro/ WHTEPBEHLHOHHOTO HHCTPYMEHTa, 3TO MOXET BbI3BaTh
noBpeXaeHHe HHCTPYMEHTA.

e Cneayer cobaiomaTb OCTOPOXHOCTb H HE MAOMYCKAaThb CJIHILKOM CHAbHOTO 3aTArWBaHHA
KOMIPECCHOHHOM MaH)XETHOH NPOKIALKH, MOCKOJbKY 3TO MOXET OTPHMUATENbHO MOBJIHATH Ha
LIEIOCTHOCTh BHYTPEHHEH NOJIOCTH AHArHOCTHYECKOrO/HHTEPBEHIIHOHHOTO HHCTPYMEHTA.

» Uubekuns noj AasieHHeM, npesbimaomnm 27atM./6ap (400 pHT/KB. 110#HM), MOXKET IPHBECTH
K YTEUKe HIH OTCOEIHHEHHIO JIEMEHTOB HHCTPYMEHTA.

» [emocTaTHyeckuii knanad FLOS0 pomxkeH ObITh NOJHOCTBIO 3aKPBIT B IPOLECCE aCTIHPALIMK HIIH
HHBEKLMH. MHHHUMANbHBIM JIEJICHHEM TEMOCTAaTHYECKOro KianaHa SABIAETCA BHYTPEHHHH
anametp 0,118 moiima (3MM, npubausutensho 9Fr).

OINMHUCAHHE:

Uunednstop «basixTOUCH™» npoussoactsa koMnanuu «Merit Medical» npeacrasnser coboi
0/1HOpa30Boe YCTPoHCTBO 06bEMOM 30 MJ1 ¢ pe3b60BbLIM MUTyHXKEPOM M MHOKOH yIUTMHHTEIbHOH
Tpy6koii Beicokoro nasienus. Unaepnarop «basixTOUCH™» npeanasHayen ans co3faHus
NOJIOKHUTENLHOTO H OTPHLATENBHOrO JaBJCHHA, a Takke HabmoJNeHHs 3a BEIHYMHOMN
MOJOXKHTENLHOrO JaB/ICHHA B JHana3oHe OT Hyas A0 +35 atm/6ap (oT Hyna mo 514 ¢yHTOoB Ha
KBaJpAaTHBIH A10iM). JlaHHBIH HHACDAATOP HCNOAB3YETCA UL HATy BAHUS H Cly BAHUSA OQJLTOHHBIX
AHTHOTIACTHYECKHX KATETEPOB M JAPYIHX HHTEPBEHLIHOHHLIX YCTPOHCTB, a TaKXe UL H3MEPEHHS
JaBJIeHHA B OaJI/IoHe BO BpeMs IpOoLIE Xy Pbl.

[TPUMEYAHMUE: 310 ycTpoiicTBO He GbUIO 0J00pEHO KaK CPeICTBO BBEAEHMA XHIKOCTEH B
OpraHM3M.
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OVWANA3OH OBBEM ONVWHA TPYBKMU

AABNL1<:HUSA UNANHAOPA TN AUNCNNES .
(ATM/BAP) (Mn) (Atonmicm)
baaxLLIL 1 DKL
35 arm/6ap 30 Mn AHaNoroBbIi 13 [toiMOB
(33,02 cm)
40 atm/6ap 30 mn AHasoroBbli 13 [H0MOB
(33,02 cwm)

Habop ans aHrmonnacTvkm KomnaHum «Meput» Merit Angioplasty Pack (MAP) coctouT 13
reMoCTaTMYecKoro KnarnaHa, MHCTPYMeHTa 419 BBeAeHWS U / uan ycTpolicTBa AN BpalleHus
nposogHuka Pin Vise. emocTaTuyeckue KnanaHbl, WHCTPYMEHTbl A4S BBeAeHus w [ wnin
YCTPOICTBA 418 BpaLLeHUs MPOBOLHMKA ABNAKOTCA HEMHBA3UBHLIMY YCTPONCTBAMM.

Habop ana aHrmonnactuku KomnaHum «Meput» (MAP): Ha6op MAP no03BonseT BBOAWTH
KOHTPaCTHOe BELLECTBO M KOHTPONMPOBATL AaB/eHe Yepe3 Hanpas/IsatoLLMA KaTeTep He3aBUCUMO
OT TMOMOXeHWs Ga/NoOHHOro KarteTepa. [emocTaTMueckuid  KnanaH npefHasHauyeH [A/1s
nojfepxaHuss romeoctasa BO Bpems BMeLLaTeNlbCTBa, WCMOMb30BaHUA W W3B/IEYEHUS
AVNArHOCTUYECKMX WM XMUPYPrUYECKMX YCTPOCTB. MOryT 6biTb UCMO/Mb30BaHbl COBMECTHO C
nHgenaTopamy U OPYruMU  MELUUMHCKUMU  U3LeNAMU  (MHTPOLbHOCEPOM, MPOBOLHUKOM,
KaTeTep, NPOBOAHNKOBBLIM KaTeTepoM) BO BPeMs NMPOBELEHUS aHTMOMNIaCTUKN.

eMOCTaTUYECKWIA KnarnaH CXXMMAeTCsl B 3aBMCUMOCTY OT Tura ycTpolicTea. Monukap6oHart, 13
KOTOPOro W3roTOB/IEH afanTep, MpPO3payHblid, YTO MOMOraeT BW3yann3MpoBaTb 3aKayaHHbIN
BO3yX. Bce yCTPOIACTBO He MMEET OCTPbIX KpaeB, UTOBbI NPeaoTBPaTUTL PaspbIiB XUPYPruyeckux
nepuyaTok.

Perynupyemblii remoctatudecknii knanaH AccessPLUS/ Merit Access-9. [MemoctaTnyeckuii
knanaH AccessPLUS/Access-9 pekomeHAOBaH A1 MOALEPXKaHWUA  HEMNpOHWLaeMoro [Ans
YXWAKOCTW YNNIOTHEHNS BOKPYT KaTeTepoB 1 NPOBOIOYHbLIX MPOBOAHNKOB, NPeAHa3HaYeHHbIX NS
NPOBeAEHNS YPECKOXKHOW TPaHC/IFOMUHAIbHOW aHTMOMNIACTUKM.

"emocTaTnyeckumid towwnaH MBA €O BCTPOEHHbIM MHTPOALIOCEPOM. ["eMOCTaTUUeCKMii KnanaH
MBA pa3paboTaH And MPUMEHEHUS MPU YPECKOXHOW TPaHCOMUHA/IbHON aHr1omniacTuke
(UTA) 1 opyrux BHYTPUCOCYAMUCTLIX TepaneBTUYECKMX Mpoueaypax, B KOTOPbIX UCMO/b3yeTcs
Hanpas/AOLWWIA KaTeTep.

BHYTpeHHWn ayameTp) remocTaTuyeckoro tosarmaHa PhD™ coctaBnsetr 2,4 Mm. B gaHHOM
YCTPOICTBe npefycMoTpeHbl e He3iiBHCHVbie MaHXeTHble NPOKNaAKW: KOMMPECCUOHHas W
BCriOMOrartefibHasd  MaHXeTHas  npokniagka.  KomnpeccuoHHass  MaHXeTHas  MpoKniafka
OTKPbIBAETCS U 3aKPbIBAETCA BpalleHMeM Kancrond. B 3aKpbITOM MOIOXEHUN KOMMPeCcCUOHHas
MaH)XeTHas MpoK/agKa No3BONSAET BbIMOMHATL UHBLEKUMM MOA AaBneHvem o 27 atm/6ap (400
(OYHTOB/KB. [IOM), a TaKkXe (MKCUMPOBaTb [AMArHOCTUYECKME/VHBa3VBHbIE WHCTPYMEHTbI B
COCYZMCTOM pyCre.
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BcrnomoratenbHas MaHXeTHast MpoKfafka MpeAcTaBnseT CcO60M NpoKnagky Auadparmy,
OpraHn3oBaHHYK M0 KOHTYpPY [AMarHOCTUYECKUX/MHBa3MBHbLIX WHCTPYMEHTOB MO Mepe WX
[BVXXEeHNA B Hanpas/IEHUN COCYAMCTOro pycna 1 B NPOTUBOMONOXKHOM HanpasneHun. JaHHas
MaHXXeTHas Npok/agKa obecneynBaeT MUHUMAIbHYIO MOTEPHO XMUAKOCTU, He OrpaHu4ymBas npu
3TOM MOOM/IHOCTb MHCTPYMeHTa. ECnmM HakaTb Ha Karictosib, OTKPLIBAETCA BCMOMOraTe/bHas
MaHXeTHaa Npoknagka. Ecnn oTnycTUTL Karcrosib, MaHXXeTHas MpoKiajka 3akpbiBaetcd. Ecnu
BCMoMoraTte/ibHasi MaHXeTHas NPOK/aAKa OTKPbITa, OHa NPOMYCKaeT BO3AyX, MNOAAOLLMIACA Yepes
WHCTPYMEHT, YTO MO3BOJISIET BBOAMTL/BbIBOAUTL ANArHOCTUYECKME/ NHBA3NBHbIE NHCTPYMEHTBI.
FemocTaTuyeckuii  knanaH PhD  npefgHasHavyeH [fAna  obGecrneyeHMs remocrasa npu
BBeLEeHUN/BbIBEAEHNN W WCNOMb30BaHUM [AMArHOCTUYECKUX W WHBA3WBHbIX WHCTPYMEHTOB.
emocTaTuyeckmii knanaH PhD npefHasHaydeH pgn1s obecneyeHns repmeTmsauum  BOKPYT
ANarHOCTUYECKNX/MHBA3MBHBIX NHCTPYMEHTOB C BHELUHUM AuameTpom <2,4 mm (0,096 aroima)
NPV NPOBEAEHNN MHBA3VBHBIX OMNepauyii.

"emocTaTMyeckmin KnanaH Honor npeacTaBnsieT coboi Y-KOHHEKTOP C FemMoCTaTUYecKUM
KnanaHom C BpaLLatoLlerica 3awenkoin Tuna J1toap-J/l1ok, ¢ 60KOBbIM MOPTOM M MeXaHW3MOM
OTKPbITUS reMOCTaTUYECKOro KnanaHa «pushpull» Ha NpoKcUManbHOM KoHLE. Mpy HaaTun Ha
MeXaH13M OTKPbITUS KnanaHa oT cebs (B ANCTa/lbHOM HanmpaB/ieHWM) FeMOCTaTUYECKWA KnanaH
MONHOCTbI OTKPbLIBAETCS [0 MakKCMMalbHOIO AuameTpa. Ecnim mexaHn3M OTKpbITWS KnamaHa
NOTAHYTb Ha Ccebs B MPOKCMMa/bHOM HanpaBfeHUW, TeMOCTaTUYECKUA KnamaH 3aKpbiBaeTcs
BOKPYI BCTaB/IEHHOrO YCTPOICTBa A/1 ONepaTMBHOr0/AMarHOCTUYECKOro BMellaTenbcTBa. B
3aKpbITOM NOJIOXEHUM K/anaHa YCTPOCTBa MOryT ObITb MPOABUHYTHI BEpes Un Hasag, no mepe
HeobXxoaMMOCTW, 6e3 PerynMpoBKM TFemMoCTaTMYECKOro KiamnaHa. [emMoCTaTMYecKuid KnanaH
npegHasHaveH AN MOAAEPXKaHMS FOMeoCTa3a BO BpeMS BMELLATENbCTBA, MCMO/b30BaHUA U
N3BNEYEHNSI ANArHOCTUYECKMX UM XUPYPTrUYECKMX YCTPOMCTB C BHELLHMM AnameTpom 7 French
(2,3 MM) 1K MeHbLLE.

"emocTatuyecknin knanaH FLO50 mnmeeT opmy «Y», ¢ GOKOBbIM MOPTOM KaHkonu Jlto3apa u
Bpallatenem KoHyca Jltospa. lemocTatmueckuii knanaH FLOS50 npow3BoAcTBa KOMMaHWK
«MepuT» npegHasHayeH Ans NOAAepXKaHUs reMocTasa C UHTEPBEHLMOHHbLIMI YCTPOCTBaAMN C
BHewWwHWUM auameTtpom go 3,00 mm (9Fr), obecneumBas repMeTMYHOE, HeMpoHMUaemoe [ANA
XWUAKOCTU COeAVHEHNe BOKPYT WHTEPBEHLUMOHHbLIX YCTPOWCTB C MUHUMA/IbHBIM WX MOJHbIM
OTCYTCTBMEM KPOBOMOTEPU BO BPeMSA KAMHMYECKUX MPOLesyp.

Cneumndukauus FemocTaTUYecKnx KnanaHos: BHYTPeHHWIA NpoceeT

AccessPLUS/ MBA: MBA Plus:  Honor: PhD: FLO50:
Access-9: 3mm/0,118 3mm/0,118  2,4mm/0,094 2,4mm/0,096  3mm/0,118
3mm/0,120 atorimMa aroinva Aroinma aroinma Aroima
Atoiva
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YCTPOIACTBO AN BPaLLEHUS KOMNaHUM «MepuT» ynydLlaeT MexXaHUKy paboTbl, NO3BOMAS IErKO
BpalaTb MPOBOAHUK W MaHMMynMpoBaTb WM. C MOMOLLLH 3TOr0 YCTPOWCTBA Bpay MOXET
HaJEXHO yAepXXMBaTb NPOBOAHWK, UTO 06eCneUnBaeT 60/ee BbICOKYH TOMHOCTb MaHUMYNAUUI 1
KOHTPO/b. 3TO YCTPOIACTBO A5 BPALLEHUS UMEET SIPKYHO OKPacKy ANs YNyULLeHWs BU3yanunsaLmm
B YCIOBUSIX HW3KOW OCBELLEHHOCTM M JOCTYMHO B 3e/IEHOM W/ TOCOCEBOM LIBETE.

YCTpOICTBO AN BBEfiEHWS MPOBOAHMKA WCMOMb3YeTCS [/ 06/eryeHns MNpoXoXaeHus
MPOBOAHMKOB C AMCTaNbHbIMM  KOHUMKaMW  CMIOXKHOW  (hOpMbl  Yepe3  BpallaoLuiics
reMoCTaTUUeCKMiA KnanaH 1 AUNaTalMoHHbIE KAaTETepbI.

Cneungmkayms
YCTPOCTBO ans
BpaLLleHMA NPoBOAHMKA c —1 1

0,009 gtoiima - 0,018 arorima (0,23mm - 0,46MM)
MnacTMKoBOe YCTPOWCTBO
ans BBEfEHNS —
rPOBOAHIIKA, PaSMED (028 groiima (0,71Mm)
BHYTPEHHEro npoceeTa
MeTannyeckoe
YCTPOWCTBO AN BBEAEHNS CD3

MPOBOAHMKA, PasMEP 4 599 arovima (0,56mm)
BHYTPEHHEro npoceeTa ’ ’

OCHOBHble MaTepuasibl KOMMNOHEHTOB C HEMPSAMbIM KOHTakKToM: UHaehnatop, MAP

M3OEJTE MATEPWAIT
Bpallatolasncst YacTb; MydTa; Koprnyc; NoAAepXXMBaroLLuii
KONMaYoK W UWAMHAP - MNONMUKApPBOHAT; YANMHWUTE/bHas
NHaednaTop TpybKa - NONWMypPeTaH; YNIOTHUTENbHOE KOMbLO - CUIMNKOH;
CMa3Kka WHAensaTopa - CWUJIMKOHOBas CMaska;  Koprnyc

PYKOATKM - ABC-nnacTuk; Tpurrep - HelnoH.
MonukapboHaT npo3payHblil; CunmkoH; TMTPS  Teflon;

I'emMocTaTueckue AuetanbHbli - romononumep; MBX Tpybku; TlonnypeTaH;
Knananbl HeinoH.

YannHuTenbHaa nMHA NnBx

YcTponcTteo ans BeefeHns  [onunatuneH

NpoBoAHMKA

(nnacTrMkKoBoe)

YcTpoiicTBo anst BBeaeHust  [onunkapboHat; HepxkaseroLasa ctanb

NpoBOAHMKA

(meTannn4yeckoe)
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HHCTPYKIIUA 1O NPUMEHEHHIO: HHAE®JIATOP
[lepen MCMONB30OBaHHEM OCMOTPHTE YCTPOHCTBO M YMAaKOBKY Ha
NpeAMET HAIMYMA MOBPEXICHHH npH TpaHcnopTtuposke. Eciu
CTpe/iKa MaHOMETpa H¢ YKashiBaeT Ha KBajapaTtHK «0», TO He
HCNOJIL3YHTE YCTPOHCTBO.

NMOArOTOBKA YCTPOHMCTBA:

1. Jlns TOArOTOBKH ILUMpHLUA MOBEPHHUTE  YCTPOWHCTBO
M3MEPHUTENLHEIM NPUOOPOM BHH3 H aCNUpPHPYHTE B LIMPHL HE
6onee 30 M1 KOHTPaCTHOTO BEIIECTBA HJIH HHOM XHAKOCTH, C)KaB
TPMITEP H NOTAHYB PYKOSTKY Ha3ajl.

2. Jlns yz#aneHus 3 UINPHLA BO3AYyXa HAJlaBUTE PyKOATKOH Ha TON
HJIH MHYIO TBEPIYIO NOBEPXHOCTD.

BHUMAHHE: OcmotpuTe TpyOKy LUNPHLA H KPaHHK (€CTH OH
MCIOJb3yeTCsl), YTOObl YAOCTOBEPHTLCA B OTCYTCTBHH BO3dyXa B
CHCTEME.

NMPUCOEAUHEHHUE HHAE®JISAATOPA K BAJJIOHY:

NPUMEYAHME: [[na nonyyenus cneuxanbHoid WHGOpMAUMH O KareTepe uis OanoHHOH
JMIATAUHH WIH JpYTrOM YCTPOWCTBE JUIS OMNEPATHBHOTO BMELIATENLCTBA, TaKOH Kak
MaKCHMalbHOE NaBJIE€HHE pa3dyBaHHsA, TNPEAYNpPEeXICHHs W Mepbl MpPEAOCTOPOKHOCTH,
oGpatnaiTech K yKa3aHUsM MPOM3BOAHTENA, BXOAAIIMM B KOMILIEKT Takoro 060py 10BaHHs.

1. TMoaroTtoBeTe W nNpoBepbTe Ga/IOHHBIH KaTe€Tep COrAacHO YKa3aHHWAM MO 3KCILTyaTauuH,
NpeNoCTaBNEHHBIM NIPOH3BOAUTENIEM.

2. ObecneubTe KOHTAKT XHIKOCTEH B GaLIOHE M YIHHHTENbHOH TpyOKe LINpHua-MaHOMETPa,
HaNeXXHO COEUHHTE JII03POBCKHE HAKOHEUHHKH.

3. Jlna co3aaHus BakyyMa B GaJuloHE COXXMHUTE TPUITEP H NOTAHHTE PYKOATKY MyHXKepa Ha3al.

PA3AYBAHHUE U CAYBAHHUE BAJUIOHA:

1. Jina pasayBaHus GaiioHa COXMHTE TPHITEp TaK, 4TOObI TUTYHXKEP BEPHYJICA B HCXOAHOE
nonoxenne (0 atm/6ap unu ¢GyHTOB Ha KBampaTHbiii moiim). OTnycTaTe TpHrrep; 3ToO
3aUKCHpYeET MOJIOXeHHe TUTyHKepa. JUIa yBelH4YeHHUs JaBNEHUA HEOOXOIHMO BpallaTh pyUKy
NOPLUIHS MO YacCOBOH CTPEJIKE 10 JOCTHXEHHS JKENaeMoro AaBJICHHS.

INIPUMEYAHME: [lagenue naBaecHHs MOXET O3HA4aTh YTEHKY B CHCTEME.

BHUMAHME: Ecnu co3nannoe AaBlieHHe He 0ToOpakaeTcs Ha 1iKajle MaHOMETPA, HEMEUIEHHO
MpeKpaTHTE UCNOIb30BaHHE YCTPOHCTBA H 3aMEHHTE €T0 APYIHM.

2. Jlng caysaHus GanioHa COXMHUTE TPHITEp M MOTAHMTE Ha3aA; 3TO CO3JaCT OTpHUATENbHOE
nasnenne. OTNyCTHTE 3axBaT TPHrrepa, 4ToObl 3apuKCHpPOBaTh MOPHICHL B IOJIOKEHHH C
OTpHLATENbHBIM JaBJIEHHEM.

BHUMAHME: Tlepen ucnonb3oBaHueM MexaHH3ma ObicTporo cOpoca NaBiaeHHs LI CoyBaHHA
6a/UToHa [UIS AHFHOMNACTHKH HEOOXOJAHMO CHH3HTDH [aBJEHHE N0 25 aT™M WIH HHXe C LC/bIO
3aIMTHI pe3b0bl 3aMHpaloLLeH pyYKH.

HHCTPYKLHA N0 NPUMEHEHHIO: I'emocrarnueckuil K1anaH AccessPLUS/ Merit
Access-9

lMepen HCNONB3OBAHHEM OCMOTPHTE YCTPOHCTBO M yOeauTeCh, YTO UENOCTHOCTb YMAKOBKH He
6bL1a HapyllleHa BO BpeMs TPAHCIIOPTHPOBKH.
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1. MpucoemuuuTe G0KOBOH MOPT rEMOCTATHYECKOTO KiamnaHa K pa3seTBuTemo Merit. IlpomoiiTe
H 3anojIHHTE y3en ¢uspacTBopoM. UToObl 3aMOMHHTR CEKUMIO KialaHa, OTKpOHTe KianaH,
MOMECTHTE OJIMH MaJjiel] HaJl IIO3POBCKHM GHTHHIOM H MPOJOIKHTE 3aMOHEHHE y3/a.

2. Tpucoenuunte reMocTaTHyeckuii KnanaH K MPOBOJHHKOBOMY KaTeTepy. BrimoaxuTe
acnMpauMio 1A yAAIeHHs M3 KIanaHa 3aXBayeHHOro BO3JyXa H TIIATENbHO NpoMoHTe
du3pacTBopoM. Y 1alnTe KPOBb, OTKPHIB KJlanaH H NPO0Jkas NpoMBIBaTh y3el. [Tocne ynaneHus
KPOBH 3aKpoiiTe kianad. TiiarelbHO OCMOTPHTE Ha NpeaAMeT My3bIpbKOB BO3AyXa H MpH
HeoOXOAUMOCTH NMPOMOMTE MOBTOPHO.

3. OTKpo#iTe reMOCTaTHYECKHUA KIIaNaH ¥ BBeIHTE POBOAHHK Wik kateTep. (TTpu Heo6xoauMoCTH
BBEMQHTE HMHTPOABIOCEP MNPOBOJIOYHOrO MPOBOJAHMKA W TNPOJBHHLTE €ro uepe3 KJanaH).
IIpoaBHHbTE NPOBOIHUK MM KaTeTep B COCYIHMCTOE PYCJIO Ha HYXHOe paccrosHue. 3akpofite
KIanaH BOKPYr CTEpKHA NpOBOJHMKA, KaTeTepa WM HHTpoabiocepa. Tak Qopmupyercs
repMETHYHOE YIUIOTHEHHE, KOTOPOE, OJHAKO, HE MPENATCTBYET MEPEMELIEHHIO NPOBOJIOYHOrO
NpOBOAHHKA, KaTeTepa HIIH HHTPOAbIOCEpa.

NPEAYNPEXIEHHUE: Baxho, 4ToObl KnanaH ObUl JOCTATOYHO [UIOTHO 3aKpBIT JJIA
NpefOTBPAIEHHS YTEYKH KPOBH, H B TO )K€ BpeMA He OTpaHHUMBAI (YHKUHOHHPOBaHHE
YCTPOHCTB.

4. Jlna o3HakomjieHHs ¢ HMHopMauMeHd O Ha3HAYEHHH H3JE/IMA, MPOTHBONOKA3AHUAX H
NOTEHLHAILHBIX OCJIOXKHEHHSAX, CBA3aHHBIX C NPHMEHEHHWEM [HJIATALHOHHBIX KaTE€TEPOB B
npoLeaypax YpecKOXHOH TPaHCIIOMHHAIBHOH KOPOHApHOH aHIHOMJIACTHKH (UTKA) wu/unun
UpeCKOXKHOH TpaHCIOMHHATBHOH aHrvomiacTuku (UTA), obparuteck k CONPOBOAHTENLHOM
JNOKYMEHTALHH AHNATAllHOHHOTO KaTeTepa.

S. BeITAruBaiite KaTeTep 10 TeX MOP, MOKa AHCTAIbHbIH KOHELl HE OKaXeTcs Ha ri1ybuHe 10—20
CM B cocyaHcTo# cHcTeMe. OTKpoiiTe KiIallaH H ONHOCTLIO H3BJIEKUTE KaTeTep. Bo Bpems BBOAA
M M3BNEYEHNS Yepe3 KianaH H3 GauIoHa JOMKeH GbITh MOTHOCTBIO YAATEH BECh BO3AYX, YTOOLI
KaTeTep MOr Jierko U 6e30nacHo H NPOXOIMTDb Yepe3 KianaH.

6. OTcoeARHHTE reMOCTAaTHYECKHIH KamnaH OT MPOBOAHHKOBOIO KaTeTepa.

MEPBI IPEJOCTOPOXHOCTMH: He BBoAHTE HHKAKOH XKHIKOCTH, €CTH B rEMOCTaTH4YECKOM
KJ1anaHe BHAHBI Ty3blpbKH Bo3ayXa. CHauana BbITOHHUTE aClIHPALHIO Ul YAAIEHHS H3 KlanaHa
3aXBayeHHOrO BO3AyXa, a 3aTeM NIPOMOITE KIallaH, KaK OMHCAaHO Bhille. Bo BpeMs acnupauuny Wi
MHBEKIHMH reMOCTAaTHYECKHi Ki1anaH JOo/DKEH ObITh MOJHOCTHIO 3aKpbIT. BHYTpeHHUH AuaMeTp
caMod y3KOH uacTH TrEeMOCTaTHYECKOro KijamaHa COCTaBjseT 0,120 mwoitma  (3mMm)
(npubnusurensto 9 Fr).

HHCTPYKLUA MO IPUMEHEHHIO: I'emocraTHuecknii knanaH MBA
TNepen ucnonb3oBaHHeM HEOOXOAUMO OCMOTPETb YCTPOHCTBO, 4yToObl YOEOIUTbCS B OTCY TCTBHH
NoBpeX/AEHHH NPH TPAHCTIOPTHPOBKE.

1. Tlomcoenunute OGOKOBON TOPT MNOJIHOCTBIO OTKPBITOrO TEMOCTaTHYECKOro KianaHa K
pacnpenenuTenbHo#i cGopke. [IpomoiiTe u 3anonHuTe COOPKY ¢u3nonoruueckuM pactsopoM. [lns
JaNOJHEHHS OTCEKa KjlarmaHa HeoOXOAMMO YOemuThCs, UTO NEpeKioyare/ib B BHAE KOJECHKA
HAXOAHMTCA B MOJHOCTHIO OTKPHITOM [MONOXCHHH, OTKPBHITh LUENEBOH KiamaH, s MOJHOro
OTKPBITHS KOTOPOrO HEOOXOIHMO MPOTONIKHY Th YEpe3 HEro M CJerka noBepHyTh BCTPOCHHbIA
unTpoabiocep. [IpHKpoiiTe OIHMM NabLEM LWITHIPEBOH NIOIPOBCKHA pa3beM H IMPOJOJDKAHTE
3ano/HATH COOPKY JIO II0JIHOTO YAaNeHHS BO3ayXa. [lis H3B/IeUCHHA BCTPOEHHOTO HHTpOAbiocepa
OTTSIHHTE €ro Ha3a/ H 3afeHCTBYHTE BTOPHUHOE YIUTOTHEHHE.

2. MoacoeanHnTe NOBOPOTHBIN LITHIPEBOH JIO3POBCKHI pa3beM reMOCTaTHYECKOro Kianaia K
NpPOBOJHHUKOBOMY KarteTepy. Y 6€auTeCh, YTO B COEAMHEHHH OTCYTCTBYET BO3NYX.
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3. YroObl OTKpHITH KNanaH A BBEACHHMS KaTeTepa WIH MPOBOAHHKA, NIPH IEMOCTAaTHYECKOM
KJlanaHe B MOJHOCTBIO OTKPLITOM MOJIOXKEHHH NPOTO.IKHHTE H CJIerka NOBEPHHTE BCTPOCHHDIH
uHTpoabtocep. Tenepsb KianaH rotos K pabore ¢ ycTpoiicTBamMH.

IMpenocrepexenne: [Ipn BcTaBke BCTPOEHHOTO HHTPOAbIOCEPa KilanaH Gy AeT NOJHOCTBIO OTKPHIT,
YTO MOJXKET NPHBECTH K KPOBOMOTEPE.

4. BcTaBbTe KareTep WK MPOBOAHHK BO BCTPOEHHBIH MHTPOABIOCEP M NMPOBEAMTE €ro BIEPENa Ha
HeoOX0aMMOe pacCTOSHHE BHYTPb COCYHCTOM cucTeMbl. Fi3BiekuTe BCTPOEHHBIA HHTPOABIOCED.
5. Bokpyr HHTEpBEHLIMOHHOTO YCTpOHCTBa 06pa3yeTca repMETHYHOE YIUIOTHEHHE, YTO CHHXKAeT
KPOBOMNOTEPIO WIH MO3BOJAET €€ NMOMHOCTbIO H3bexkarh, MpH 3TOM MOABHXXHOCTH NPOBOIHUKA,
KaTeTepa HJIH HHTPOAbIOCEPA HE OrpaHHYEHa.

6. JIns 3aKpelUleHHs MHTEPBEHLHOHHONO YCTPOHCTBA B HY)XKHOM IOJIOKEHHH TMOBEPHHTE
nepexJIoYarTesib B BHIE KoJieca B HANPaBJICHHH 3aTATHBAHHA.

Mpenocrepexenne: He BBOAKMTE XKUAKOCTD, €C/TH BHYTPH KJIallaHa BHAHBI My3bIPbKH BO3AYyXa.

BHyTpenHuii anaMeTp caMo#f y3KOH XECTKOH 4acTH reMOCTaTH4ECKOro KianaHa COCTaBjseT
0,118 moiima (3MM, npubnnsutensio 9 Fr).

HHCTPYKUHSA MO IPUMEHEHHIO: I'emocraTtu4uecknii x1anau PhD

1. IMoacoeaunnTe 60K0BO# NOPT remocraTuueckoro kinanana PhD k y3ny konnektopa. [Ipomoiite
M 3aMOJIHHTE y3ea (U3pacCTBOPOM — KOMIIPECCHOHHBIH KilanaH AO/KEH ObITb OTKpLIT. YTOOB!
3aNoJIHHThL CaM KJlanaH, HAKMHMTE Ha Kancionb 0 ynopa M ybeaurtech, YTO BCnoMorare/ibHas
MaHXETHas NpoKJiaaka oTkpbiTa. [loMecTHTe Nasew Ha COEIMHMTENbHYIO YacTh KoHyca Jliospa u
NPOAOJKKTE 3aNOJIHEHHE Y3712 [0 MOJIHOro yJaleHHs BO3AyXa. AKKYPaTHO OTIYCTHTE 3aJHHMi
KOHelI Kancions — cpaboraet BcnoMorarejibHas MaHXXETHas NPOKJiaaKa.

2. [MoacoennuuTe Bpamatomuiics axantep ¢ Hacaako# Jlioapa reMoctaTuueckoro kianasa PhD k
NPOBOAHHKOBOMY KarteTepy. YOeaurech B OTCYTCTBHH BO3yXa B COCIHHEHHH.

3. Yto6Bl OTKPHITL reMocTaTHYecKHii kianad PhD pna katetepa nan npoBoaHHKa, HAKMHTE Ha

3afHMH  KOHENl KanClioNs —  OTKPOeTcd  BCMOMOraTelbHas MaHXETHasd  npokjanka.
FemoctaTueckuit knanaH PhD rotoB k BBeA€HHIO JMAarHOCTHYECKOrO/HHTEPBEHUHOHHOTO
MHCTPYMEHTA.

4. Bpeaure  /JHAarHOCTHYECKMH  /MHTEPBEHILMOHHBIA  HWHCTPYMECHTYEPE3  OTKPBITYIO
BCMOMOraTebHYI0 MAHXETHYIO MNpOKJIAJKYy H OTKPHITYIO KOMIIPECCHOHHYIO MaHXETHYIO
NpOKJIAAKY.

BHHUMAHME: Ec;iu reMocTaTHueckuii knanad PhD u BcnoMorarenbHas MaHXX€THast NpOK/Iaaka
MOJIHOCTBIO OTKPbIThI, 3TO MOXKET MPHBECTH K KPOBOMOTEPE.

5. TlponBuHbTe [OMArHOCTHYECKMA /WHTEPBEHUHOHHBIA HHCTPYMEHT Yepe3 OTKPRITYIO
KOMIIPECCHOHHYIO MaHXETHYIO NpokaaKy. Bokpyr 1MarHoCTHYeCKOro WM HHTEPBEHUHOHHOTO
MHCTpyMeHTa oOpa3syeTcs repMeTH4YHas npokiaaka, obecreyuBaiowlas OTCYTCTBHE HIH
HE3HAYMTEIBbHYIO KPOBOMOTEPIO, HO HE OrPaHHYKBAIOLIAA ABHXEHHE HHCTPYMEHTA.

6. Tlpu HEOOXOOMMOCTH, KaK TOJNILKO JHArHOCTHYECKMH/WHTEPBEHUHOHHbIH HHCTPYMEHT
BCTABJIEH, 3aKpO#Te KOMIIPECCHOHHYIO MAaHXETHYIO MPOKIAAKYy. JTO MO3BOJMT BBIMOJIHHTH
MHBEKLUMIO NoA AaBieHHeM mo 27 atm/6p (400 ¢yHTOB/KB. mo#M) M (MaH) 3adHKCHPOBATH
IMarHOCTHYECKHI/ HHTEPBEHIIMOHHDIH HHCTPYMEHT B ONPEIECIEHHOMIIONOKEHHH.

7. BbHbTE  JHArHOCTHYMCKHH  /HHTEPBEHUHMOHHBIH  HMHCTPYMEHTYEpPE3  OTKPLITYIO
KOMITPECCHOHHYI0 MaHXETHYIO MPOKIaAKy. AIIHPOT€HHO.

HHCTPYKLHSA N0 NPUMEHEHHIO: I'emocraTHuaecknii knanan HONOR
1.ITpukpenuThb KoJUuleKTop K G0KOBOMY MOPTY YCTPOHCTBA.
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2. IlpuKkpenuTh AHCTAIBHBIA KOHEN YCTpPOMHCTBA K NMPOKCHMAILHOMY KOHILYy MPOBOAHHKOBOTO
KaTerepa.

3. ITpoMbITh PH3HONOTHYECKHM PacTBOPOM IS yJaJICHHA My3bIpbKOB Bo3ayXa. JUIs MpOMBIBKH
CerMeHTa KJlalaHa, OTKPHITh FEMOCTaTHYECKHH KjlanaH, HaXkaB Ha MEXaHH3M OTKpPBITHA H
NMPOIO/DKHTD 3aMONHATH 3TOT y3es yCTpoHcTBa. UToObl 3aKpbITh KjlanaH, NOTAHYTh MEXaHH3M
OTKPBITHS KJlanaHa Ha3al B €ro HCXOJHOE MOJIOKEHHE.

4. ITpUKpenHTh K KOUIEKTOPY YCTPOHCTBO Ul HarHETaHUA [aBleHHs/ YCTpoicTBO W1 HHOY3HH,
B COOTBETCTBYIOLIMX CITydyasX.

IpoBepuTh, Kak 3apHKCHPOBAHbI BCE COEAMHEHHA, YTOOB HM36ekaTh acnHpalMH BO3IyXa BO
BpeMA NPOBEJEHHA NPOUEAYPbI.

5. BBecTM mNpPOBOAHHMKOBBIN KaTeTep B COOTBETCTBHH C MNpOUCAYpoH, PEKOMEHIOBaAHHOM
MPOH3BOAHTENEM NTPOBOAHHKOBOrO KaTeTepa.

6. BcraButhb  NpOBONOYHBLIA  MPOBOAHHK  WJIH  NPOBOJIOYHBIA  MPOBOJHHK  H
JMarHOCTHYECKHit/onepaTHBHLINH Katetep B ycTpoiicTBo. [IpH ycTaHOBKE TOJIBKO NMPOBOAHHKA
MCIOJIb30BaTh YCTPOMCTBO JUIA BCTAaBKH (MHTPOAbIOCEP), YTOOBI 3aLUMTHTL AMCTANBHBINH KOHELl
NPOBOJIOYHOTO MPOBOIHHKA.

7. BbINOJHUTL OCTAaBUIYIOCH YacTb INPOUEHypPbl, COMJaCHO PEKOMEHAAUMAM MPOH3BOAHTENS
COOTBETCTBYIOLIErO YCTPOACTBA.

HHCTPYKLHA NTO IPUMEHEHHIO: 'emocraTnuecknii kianan FLOS0

1. IMoacoenuuuTe GOKOBOM NOPT reMOCTaTHYECKOTO KianaHa K CHCTeMe MNpoMbiBKH. B
nonoxenun knanaHa OTKPBITO, npomoiite u 3anonnute c6opky ¢uzpacTtBopoM. UToObl
3aM0JIHHTD CEKLHMIO KJlanaHa, OTKpOHTe ero, MpHKpoiTe ONHHM MaNbLUEM YIUIOTHHTEND MOPTA H
NpoJo/KaliTe 3aNnoHATL COOPKY.

2. [Moacoeauuute Bpaiatens KoHyca Jloapa ki1anaHa Kk KateTepy. YOeIuTech, YTO B COEAHHEHHH
OTCYTCTBYET Bo3ayX. [Ipy nmoMomm acnupaumy yJaauMTe BeChb BO3AYX M TIUATE/IbHO NMpPOMOHTE
K1anaH Gpu3pacTBOpoM. Y JauuTe KpOBb H3 H3/CJIHA, OTKPBIB KjlanaH, OHOBPEMEHHO MPO10JIKas
npombiBaTh c6opky. Koraa kpoBb OyaeT MONHOCTBIO ylaleHa, 3akpoiite knana. [Iposepbre
H3JIe/THE Ha HAJIMYKeE My3bIPLKOB BO3yXa H MPOMOiiTe elle pas3, eciii HeOOXOAHMO.

3. OTKpoiiTe reMOCTaTHYECKHit KJ1anaH H BCTaBbTe MPOBOAHHMK Wi KaTeTep. (Ecin neobxoaumo.
BCTAaBLTE MHTPOABIOCEP NPOBOHMKA H MPOITYCTHTE €ro yepes3 KaanaH). Beeaure

NPOBOHHK MJIH KaTeTEP B COCYAUCTYIO CHCTEMY Ha HEOOX0HMOE PacCTOAHHE. 3aTAHUTE KilanaH
BOKPYI CTEPXKHS MPOBOAHHKA, KaTeTepa HIH HHTpoAbiocepa. JTO oOpa3yeT repMeTH4YHOE,
HENpOHHLaeMoe IS XHAKOCTH COEAMHEHHE, HE NpPENATCTBYIOLUEE ABMXEHHIO MPOBOAHHKA,
KaTeTepa WM HHTPOABIOCEPa.

BHHUMAHHE: BaxHo, 4ToOb! KiIanaH ObL1 3aKpbIT 1OCTaTOYHO MJIOTHO, YTOOBI NpEAOTBpaILATh
YTe4Ky KPOBH, HO TIPH 3TOM He HACTOJIBLKO IUIOTHO, YTOOLI 3aTpY AHATEL (Y HKLLHOHHpOBaHHe.

4. TlpouTHTE ¥ HCNOJHANTE HHCTPYKLUHMH OT MPOH3BOAMTENA B OTHOLUCHHM W3ENHH,
npumensembix ¢ knanaiom FLOS0.

5. U3BnexuTe yCTpOHCTBO HACTONBKO, WTOOBI AHCTANIbHBIH KOHYHK ocTaBaics Ha 10-20 cM BHYTpH
cocyaucToit cucteMbl. OTKpOHTE Kl1anaH H NOJIHOCTBIO H3BJIEKUTE YCTPOHCTBO.

6. OTcoeAMHHUTE reMOCTaTHYECKHH KilallaH OT KaTeTepa.

Komnonentsl, Heobxoaumble aas npouexypsl UTA, Ho nocraBaseMble 0TAeNbHO:

o BawionHblii KaTeTep cooTBeTCTBYlOLIEro pasMepa * KontpactHoe BewecTBo * CTepuiibHbIA
du3uonoruyeckuit pacrsop ¢ Ilnmpuu c o3poBckHM pazbeMoM ¢ KoakchanbHas mnapa
(uHTpOABIOCEp / AMNATATOpP) COOTBETCTBYIOIIEro pasMepa  Hanpasnsiowmii NMPOBOAHHMK
cooTBeTcTBYIOmEro pasMepa ¢ [logxoasmas wHanpaensiomas urna ¢ Iloxxomswmmii
HANpaB/AIOWMIA WHIM IMAarHOCTHYECKHHA KaTeTep * ['eMocTaTHyecknii KanaH (eciM HE HIET B
KOMILIEKTE)
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YCNoBUA TPAHCITIOPTUPOBKIW, XPAHEHUA N SKCITYATALINN
Temnepatypa npu Ot -25 °C go +55 °C

TPaHCMNopTMPOBKE

Temnepatypa Or+5°Cpo +27 °C

XpaHeHus XpaHuTb B NPOX/1aJHOM, CyXOM MeCTe B OPUIMHA/IbHON YNaKoBKe
JKcnnyarayms 15°C po 35°C, oTHocuUTENbHAA BMTXKHOCTL BO3ayxa: <80%, aTm.

ATmocdepHoe gaBrieHve: 84,0 -106,7 Kla
(630-800 mm pT. CT.).
YcnoBusa aKcnyataunm - B 1e4e6HO-MPOoPUIaKTUUYECKOM YUPeXXaeHUN.

CPOK rOgHOCTWU
Cpok rogHoctu - 3 roga.

CTEPNTN3ALNA
STUNeHoKCng

YTWIN3ALUWA
YTnnusmposaTth M3fe/IMA COrfacHo MeCTHbIM 3KO/I0rMYECKUM TPeboBaHUAM.

JKO/I0rMYECKNIA MOHUTOPUHT

YTUnuanpoBaTb U3LeNNS COr/laCHO MeCTHbIM 3KO/10rMYeCKUM TpeboBaHUSAM.

Knacc onacHOCTM  MeAVMUMHCKMX  OTXO4OB CO  CCbIIKOW  Ha  cneyugukaymio
MOpPOI0rnMyecKoro coctasa (B COOTBETCTBUN C POCCUIACKMMU CaHUTapPHbIMWU HOpMamu U
npasunamu (CanlNlunH) 2.1.3684-21) Knacc b

FTAPAHTUA

OrpaHun4YeHHasn rapaHTUs 1 0TKa3 OT OTBETCTBEHHOCTU

KomnaHua «Meput» 3asBNseT W rapaHTUpyeT, 4TO [aHHOe u3fenne (HaKTUYecKu
COOTBETCTBYET CreundmKaumMamMm Ha MOMEHT ero rnoctaBku 3akKasumKky W 4YTO B Te4yeHue
nepuoja, YKasaHHOro B  MWCbMEHHOW  OrpaHWYeHHOW  rapaHTUKW,  OTAE/NbHO
NPefocTaBNsAeMOn [N KaKAoro wu3fenvs, B JaHHOM W3[4enun He OyAeT BbISAB/IEHO
CYLLIECTBEHHbIX [e(EeKTOB MaTepuasia M KayecTsa M3roToBfieHUA. [laHHas rapaHTus He
NpUMeHseTCA K  u3genusaMm, Kotopble (i) 6bUiM  MOAMMULMPOBaHbI, W3MEHEHDI,
OTPEMOHTMPOBAHbI, BOCCTAHOB/IEHbI, MNepepaboTaHbl WM BULOWU3MEHEHbLI CTOPOHOW,
OT/IMYHOM OT KomMaHun «MepuT»; (i) nofBepranucb HeHad/eXxawemMy o06paLleHuto,
NCMOMb30Ba/INCL  He MO  Ha3Ha4yeHWo, MOBTOPHO  WUCMO/b30Ba/IUCb,  MOBTOPHO
CTepuIN30Ba/INCL, NOMajanv B aBapuiiHbIe CUTYaUUn, IKCNyaTUPOBA/IUCh C HApYLLUEHEM
npasun, NoABeprasiucb  HeOpPe)XHOMYy  06palleHVI0 WM HecaHKLUWOHWPOBaHHOMY
BMeLlaTenbcTBy; (iii) OblM  NOBpeXAeHbl BCMEACTBUE  U3OLITOYHON  (PU3NYECKOMN,
K/IMMaTUYeCKON WIN 3/IEKTPUYECKON Harpyskm Wi UMEKT WU3MEHEHHbIN, CTepTbli WUau
yAaNeHHbIA CepuitHbIn Homep; (iv) 00beaUHANNCL C MObIM APYrum npoaykTom; (V)
MCMOMb30BAINCL B LENSX, OT/IMYHBIX OT «[MoKasaHWi K MPUMEHEHUIO», OA0OPEHHbIX
COOTBETCTBYHOLLMMN KOMMETEHTHBIMU OpraHaMu, UCMo/b30Ba/IUCh C HApYLLIEHWEM NpaBu
NMPUMEHeHUSA, YKasaHHbIX B cneumpurkaum}lX npofykKumm, nmbo NpUMeHsncL B 061acTu
nUnn cpege, 41A KONGoM Takoe u3fenve He paspaboTaHO M He npefHasHayeHo. J1obble
TEXHUYECKME KOHCY/IbTauum Mo NpojyKuun npefocTaBNsATCA KomnaHvein «Meput» 6e3
00513aTeNbCTB MW KOMMEHcaUMiA, N KoMnaHusa «MepuT» He MPUHUMAET Ha Ce6s HUKaKUX
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00643aTeNIbCTB WM OTBETCTBEHHOCTU 33 TaKWe KOHCY/bTauuu, TMOCKO/IbKY —OHWU
NnpefoCcTaBNATCA N MNPUHMMAIOTCA MO OTBETCTBEHHOCThb 3akasunmka. KOMMAHUA
«MEPUT» HE AENAET HUKAKUX 3AABNEHUN N HE JAET HUKAKUX MPAMbIX
NI KOCBEHHbIX TAPAHTUIA NKOBOIO POJA 3AKA3UNKY, EFO KOHEUHbIM
MOSIb3OBATENAM WA NHBbIM TPETbMM JIMLIAM B OTHOLLUEHNW OAHHOW
npPOAYKUM, NMOMNMMO COAEPXALLUMNXCA B HACTOAWEM AOKYMEHTE.
KOMMAHNA «MEPUT» OTKA3BIBAETCA OT OTBETCTBEHHOCTU WU
NCK/TKOYAET BCE WVHbIE TMPAMbBIE, KOCBEHHbIE N 3AKOHOAATEJ/IbHO
NMPEAYCMOTPEHHbBIE TAPAHTUA, B YACTHOCTW, TAPAHTUN OT
KOHTPA®AKTA NKOCBEHHbIE TAPAHTUN NMPUTOOHOCTW OJTA MPOAAXN U
COOTBETCTBUA OMPEAE/IEHHOW LIENW.

OrpaHunyeHne 0TBETCTBEHHOCTH

HA TIPNN KAKNX OBCTOATEJ/IbCTBAX KOMMNAHWA «MEPUT» HE HECET
OTBETCTBEHHOCTW TEPEL S3SAKASHMKOM WIWN JIFOBbIM  APYT UM
PUNSNHECKNM nn FHOPNONYHECKUM nnuom 3A LUTPADHbIE,
CMNEUVAJIBHBIE, HEMPEOHAMEPEHHbIE N NMPEACKASYEMBDIE
KOCBEHHbIE YBbITKW, MOHECEHHbLIE BCJIEACTBVE YTPATbLI PEMNYTALUNN,
HEAQOMONYYEHHOW TMPUBbLITA  OT MEPENPOAAXW, TMNMPUOCTAHOBKU
PABOTbI, MOBPEXXAEHUNA MPOAYKLIW, MOPUYN OPYTOW MPOAYKUUN U
MHbIX TIPNYHNH, BYAb TO wucku BCJIEACTBUE HEWCMOJIHEHNA
KOHTPAKTHbIX OBA3ATE/IbCTB, MPAXAAHCKMX TMPABOHAPYLLUEHUA W
T.O., BO3HUKAKOWWX B PE3Y/IbTATE HAPYLUEHUA TMONOXEHUN
FAPAHTUW, [OFOBOPA, 3AAEPXXKW, XANATHOCTW, BE3YC/IOBHOV
OTBETCTBEHHOCTW TN NHAYE

YNONHOMOUYEHHbIN NpeacTaBuTeNb B Poccuu:
OO0 «MepuT TeKHONOAXMNC»

119017, Mocksa,

1-i Kasauuii nepeynok, gom 7,

aTax 1, kKomHaTta 6, Poccnitickas degepaymsa
-7 495 221 89 02

MpumeHsieMble CUMBO/bI
CumBon OnucaHne

STERILE EO  Crepwnusaumsi:ras sTUeHOKCHS,

Tonbko ans OOHOKpAaTHOro
® 1NCMOo/Ib30BaHUA

He wncnonb3oBaTb MNPV MOBPEXAEHHON
yrnaKoBKe

).l.( ANUPOreHHo

Jlorotvn 3Haka EC - maeHTUUKayms
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| MpamesigemMbie CHMBO:IbI
Cumpon

Onacaune

AN

Mpexynpexaenue!  OfpaTnrech
NpRIcKeHHONH NOKYMECHTAUHN

[Tozomun xomnanuu «Mepum Meduxan Cucmexc, Hix.»)

o

Tpon3soauTenb:

«Meput Meanxan Crcremc, Hnk.» Cayr Ixopaan, 10ra, 84095

1 -801-253-1600 .
OBcnyxssaune 3akazynkos 8 CILIA 1-800-356-3748

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

Www.meriLgom



Mepaeog AW W oro/fana aunoTen MHOR, ,,epeeo™ . HeTenuww A.wanacuein Muxamn®

c /

Poccuiickaa ®epaepayus
["opog MockBa
[eBATOro maprta ABe TbiCA4YM ABajuaTh TpeTbero”™ 4 a
A KeuTkKo ®Pepop AnekcaHaposud, HoTapuyc ropoga M ocKBbLINLeT M NbCT:
MOA/IMHHOCTb NOAMNMCK NepeBoAvMKa HeTenuHoin AHacTtacum meaM6prl,, o ,

Aoanuck caenaqa B Meem FPIEYYCTEIM. W e e 'ﬁJ
JIN4HOCTb NOANMCABLLErO AOKYMEHT YCTaHOB/IEHA. v
3apervcTpypeBAHn K PEEOTRE:  62/137-H/77-2023-16-194'7) 1=

VrinayeHo 32 cosepweHme watapuans HFS! JEPEME 4608 pYB @é/\om \

y N
Bcero npoLUH34*0BaHO, NPOHYMEPOBAHO U CKPEMNIEHO neYaTblo----
HoTapuyc
Poccuiickas ®epepauus
opog Mocksa
j"HToro mapTa ABe Tbicauu ABafLuaTb TpeTbero roga
®epop AnekcaHgposuy, Hotapuyc ropoga Mocksbl,
3yl0 BEPHOCTb KOHWMH C HPCACTABNEMHOIO  MHe
: poveAlra T
Y > M w S

AVAR | apgr-’M(C\fl pj"~oBaHo B pceerpe: Ne 62/137-fi/77-2023-16-1948
MiiaHC}V"a COBepLUEHME HorapuasbItoro gelicteus; 2500  pyo.

®.A. KBUTKO

Bcero iipoujmo, NnpoHymMmepoBaHO, CKpPenaeHo
neyaTbio 24 nuct(a) (oB)

HoTtapny
d.A. KBTKO
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Instructions for Use
liigtitl

Dated February 17. 202.7
Con.sisling of 4 pages

ACKNOWLEDGEMENT

State of Utah )

County of Salt Lake )

On thisl7~clay of h'ebruary 2023, before me, .lenniler i'ordham, a notary public,
j-iersonally appeared Tom Haueter, Senior Manager, Regulatory Affairs proved on the

basis of satisfacloi7 evidence to be the person whose name is subscribed to the attached
instrument, and acknowledge he executed the same.

Witness my hand an official .seal.

JENM'FER FOZIOHA™M
Notary Public - !)tate of Utah

Comn. N3 716608 Noiarv Public
~*>y7  <A/Commission Expires on

Jun2;'. 2025

U '
My Commissicin Expires; June 27, 2025
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Senior Manager, Regulatory Affairs
Merit Medical Systems, Inc.

" Y USA
f ‘ ( SEAL ) s ‘ (sign and seal)
17 February 2023

981

BIG60 angiography kit

INSTRUCTIONS FOR USE

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



)I(y - Caution: Federal (USA) law restricts this device to sale by or on the order of a physician trained in angiography and
percutaneous transluminal coronary atigioplasty (PTCA), and/or percutaneous transluminal angioplasty (PTA).

Merit's Angiography kit with Inflation device BIG60 is assembled with extension tubing attached to the syringe tip. A medium
pressure 3-way stopcock is packaged with the device.

CONTENT

Angiography kit in the following versions:
1. Angiography kit BIG60, consisting of:
1.1. Inflation Device BIG60 -1 pc.

1.2. Three-way stopcock -1 pc.

1.3. Instruction for use.

INDICATION FOR USE
BIG60 angiography kit is designed for use during percutaneous transluminal angioplasty (PTA) and other intravascular
therapeutic procedures that utilize a balloon angioplasty catheters or other interventional devices.

CONTRAINDICATIONS: None known.
ADVERSE EFFECTS: None known.

PRECAUTIONS

«Inspect the BIG60 Inflation Syringe and packaging for damage priorto use. Do not use product if opened or damaged. Confirm
the product is consistent with the package label. Contact Customer Service to report and replace damaged product.

=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, iliness, or d eath. Reuse,
reprocessing, or resterilization may also create a risk of contamination of the product and/or cause patient infection or
crossinfectio’n, including, but not limited to, the transmission of infectious disease(s) from one patient to another. Contami nation
of the product may lead to injury, illness, or death of the patient.

=Graduations on syringe barrel are for reference only and are not intended for exact measurement.

DESCRIPTION:

The BIG60 Inflation Syringe is a 60ml disposable inflation device capable of producing a maximum pressure of12 ATM/BAR, fitted
with a threaded plunger assembly with a lock/release bar, a flexible high pressure tube, and a three-way medium pressure
stopcock. The BIG60 Inflation Syringe is designed to generate and monitor inflation pressures over a range of -.68 to 12ATM/
BAR (-10 to 176 psi) with accuracy of 3% ATM/BAR. This inflation device is used to inflate and deflate an angioplasty balloon or
other interventional device, and to measure the pressure within the balloon.

The Merit Angioplasty Pack (MAP) consists of a hemostasis valve. Guide Wire Insertion Tool and/or Pin Vise torque device. The
hemostasis valves. Guide Wire Insertion Tools and torque devices are all non-invasive devices.

PRESSURE TUBING
RATING VOLUME (ML) DISPLAY TYPE LENGTH (IN/CM)

(ATM/BAR)

12 atm /bar 60 m | Analog 13" (33.02 cm)

INSTRUCTIONS FOR USE
1. Prior to use, free the plungertip by twisting the syringe plunger/handle 360 degrees clockwise.

2. To prep syringe, simply aspirate up to 60ml of contrast solution into the syringe by pulling back on the syringe handle, caution:
Inspect the syringe tubing and stopcock (if used) to ensure there is no air in the system.

3. Remove any excess air by orienting the syringe upwards, squeezing the trigger located on the syringe handle and pushing the

handle forward. Push forward until the syringe plunger tip is oriented with the black arrow printed on the syringe barrel
(approximately 35ml).
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ATTACHING THE INFLATION DEVICE T0o THE BALLOON

NOTE: Refer to the manufacturer's directions accompanying the balloon dilation catheter, or other interventional device, or
specific information on use, maximum inflation pressure, precautions, and warnings for that device.

1. Prepare and test the balloon catheter according to the catheter manufacturer's instructions for use.

2. Create afluid-fluid connection between the balloon and the inflation syringe inspection extension tube and connect the luer
connectors securely.

3. Squeeze the trigger and pull back on the handle to apply vacuum to the balloon.

BALLOON INFLATION AND DEFLATION

1. To inflate the balloon, squeeze the trigger allowing the plunger to return to the resting position (0 ATM/BAR). Release grip on
the trigger, locking the plunger into position. - -
2. To increase pressure, rotate the handle clockwise until the desired inflation pressure is reached. The Iocklng mechanlsm
maintains the pressure.

CAUTION: Do not exceed 12 ATM.

NOTE; Loss of pressure may indicate a leak in the system.

3. To deflate the balloon, (rotate the handle counter-clockwise to relieve pressures above 6 ATM) squeeze the trigger and pull
the handle back to generate the desired negative pressure. Release the grip on the trigger to lock the plunger in the negativ e
pressure position.

Components required for PTA procedure but supplied separately:

. Balloon catheter with appropriate size =Contrast agent =Sterile saline solution =Luer lock syringe = Coaxial pair
(sheath/dilator) with appropriate size =Guidewire with appropriate size -Appropriate guiding needle =Appropriate guiding

and/or diagnostic catheter «Hemostasis valve

TRANSPORTATION, STORAGE AND OPERATION CONDITIONS

Transportation temperature -25°C to +60 °C

Storage temperature 'h5°Ct_° +27°C ) o )
Store in a cool dry place in original packaging

Usage 15 °C to 35 °C, relative humidity <80%, atm.

Pressure 84.0-106.7 kPa (630-800 mm Ha).
Use Conditions: in medical and preventive treatment facility.

SHELF LIFE
Shelflife-3years.

STERILIZATION
Ethylene Oxide

DISPOSAL

Dispose the devices according to local environmental requirements.

Environmental Monitoring

Dispose the devices according to local environmental requirements.

Class of hazard for medical wastes by reference to specification of morphological composition (in accordance with Russian
Sanitary Regulations and Standards 2.1.368721) Class B.

WARRANTY

Limited Warranty and Disclaimer n £ u- *4.«
Merit represents and warrants that the products shall materially conform to the specnflcatlons at the time of shipment to
Customer and will remain materially free of defects in materials and workma nship for the period specified on the written

limited warranty separately provided with each product. This warranty shall not apply to products

‘bat 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 authorrty, used

contrary to the use outlined in the product specifications or in an application or environment for which such product was
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~Riesigned 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 BR EACH OF WARRANTY, BREACH OF
CONTRACT, DELAY, NEGLIGENCE, STRICT LIABILITY, OR OTHERWISE.

Russian Authorized Representative:
Merit Technologies LLC

119017, Moscow,

1st Kazachiy pereulok,

bid 7,1 floor, room 6, Russian Federation
+7 495 221 89 02

Applicable symbols
Symbol Description

;STERILE |eO Sterilization: Ethylene-Oxide Gas

Single use

Do not use if package is damaged

Non-pyrogenic

EC mark logo - Notified body identification

Manufacturer

E S =@

EC REP Authorized Representative

Caution! Consult accompanying documents

w f

Manufacturer; Merit Medical Systems, Inc. WWW.morit.com
y 1600 West Merit Parkway, South Jordan, Ut<ih B4095

USA 1-801-253-1600 US.A Customer Sei vice 1-800-356-3748
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[MepeBoa ¢ aHINMIACKOTO 5i3blKa MapyCcCKuin A3blK]

VHCTpYKUMSA MO NPUMEHEHUIO
Big60

[Jara: 17 deBpans 2023 T.
CocTounT 13 4 cTpaHuL,

MOATBEPXAEHWE

Ltat KOra
a VIMEHHO:

Okpyr ConTt-Jleik )

CerogHs, 17 ®espana 2023 rofa, Ko MHe, HoTapuycy [pkeHHUep Popaxam, NMMUYHO ABUACS ToM
XayaTep, CTaplmMii MeHe[Kep OTAena HOPMaTMBHO-NPaBOBOr0 06ecrneyeHus, MNpeLbsBUBLUMNA
MHe [0CTaTO4Hble [OKas3aTe/lbCTBa TOro, YTO OH ABMAETCA /IMLOM, UMEHEM KOTOPOro nognucaH
npunaraemblii JOKYMEHT, 1 MOATBEPAUBLUNIA, YTO OH IMYHO NOANMCAnN ero.

YpocToBepseTcs MOein NOAMUCHIO U OPULMaTIbHON NeYaThbio.

[MevaTs'. nognmce!
JKEHHU®EP ®OPAX3IM Hotapuyc
HoTtapuyc - LLiTaT FOTa

NnueHsna Ne 718608
Mosi MUeH3Nsa AencTBUTENbHA Mos nnLeH3ns AencTBUTENbHA

Ao 27 vioHs 2025 r.1 £0 27 noHs 2025 T.
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[MevaTs: CTapLUMVI MeHemPKepP no HopmMmaTnBHO-

«MEPUT MEAVNKAJT CUCTEMC, NHK.» npasoBOMY 06ecreYyeHunIo
NMEYATb KOMIMAHNI «Meput Megnkan Cucteme VIHK.»
FOTA CLWA
1987 I'1 Inognucs!

(nognwvch 1 nevarb)
17 tpeBpansa 2023 .

Habop gns aHrmnorpacgmmn BIG60
NHCTPYKUWMA IO NMPUMEHEHWNIO
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Tonbko AN NPOMECCUOHASIBHOTO  UCMONbL30BaHUA. -  BHumaHue:  depepasibHOe
3akoHogaTenscTBo (CLUA) paspeluaeT npofaxy [aHHOro YCTPOMCTBA TOMbKO Bpadam WM Mo ux
3aKasy, MpoLweAwnM MOArOTOBKY 0 aHrmorpaum 1 YpeckoXXHOW TPaHC/HOMUHaIbHON
KOpoHapHoi aHruonnactmke (UTKA) w/wnm, npoweawimm noAroToBKy Mo aHruorpagui u
UPECKOXKHOW TPaHC/MIOMUHANILHON aHrnonnactuke (41 A).

Habop Aana aHrvorpadum komnaHun «Meput» ¢ uHAgednsTopom BIG60 coeanHsAOTCS C
YLAIMHUTENIbHON TPYOKOW, MPUKPEN/IieHHOW K HakOHeYHUKY uHaednisTopa. B KomnnekTe c
YCTPONCTBOM MOXET ObITb YNakoBaH TPEXXOAOBOW KpaHWK CpeaHero AasreHusi. Habop gns
aHruorpacun ¢ nHaenaTopamm KomnaHum «MepuT» MOLYT ObITb YNakoBaHbl C Habopamu ans
aHrmonnactukn  Merit  Angioplasty Pack (MAP), KoTopble BKIOYalOT B Cebs pasHble
remMocTaTuyecKkve KnanaHbl, YA/IMHUTENIbHbIE SIMHWUWA, UHCTPYMEHTbI 418 BBEAEHUS MPOBOAHMUKA
WM yCTPOICTBa ANs BPaLLEHNS NMPOBOAHMKA:

KOMIMJIEKTHOCTb

Habop gnsa aHrvorpaumn B BapraHTax UCMOSTHEHNS;
1 Hab6op gna aHrnorpadgum BIG60, B cocTase:
11 NHpepnatop BIG60- 1w,

1.2. Tpexxo[0BON KpaHWUK - 1 LUT. WM 2 LuT.

1.3. IHCTPYKLMA MO NPUMEHEHNIO.

NMOKA3AHMA K NMPUMEHEHWNIO

Habop pana aHrmorpadmm BIG60 paspaboTaii And  MNPUMEHEHMS  MPU  YPECKOXHOM
rpaHCMIOMUHaNBHON aHrnonnactuke (UTA) v Apyrux BHYTPUCOCYAMCTbIX TepaneBTUYECKMX
npoLeaypax, B KOTOPbIX UCMO/b3YHOTCA KaTeTepbl A4/ 6a//IOHHON aHrMOnIacTukn Win gpyrue
XUPYpruyeckune ycTpomncTsaa.

MPOTUMBOIMOKA3AHWA: HeunssecTHbl
MOBOYHbIE ABJTEHNA: HenssecTHbI.

MEPBI NMPEAOCTOPOXXHOCTWU

* [lepes HavasioM paboTbl OCMOTPUTE UHAEDAATOP M YNakoBKy Ha npeameT
noBpeXaeHuiA. He ncnonb3yite n3genue, ecim ynakoBka BCKpbITa Wy NOBpeXaeHa. Y6eamnTecs,
4TO W3fEeNNe COOTBETCTBYET 3TUKETKe Ha YNakoBke. [N yBeJOMNEHNS O HEWUCMPABHOM W3Le/nnu
Y €ro 3ameHbl CBAXKMTECH CO CYX60M NOLAEPKKN KIMEHTOB.

* licnonb3oBaTb TONMbKO Y OAHOrO MaumeHTa. 3anpelLaeTcsi MOBTOPHO WCMO/b30BAT,
obpabaTbiBaTb M CTEPUNM30BATb YCTPOICTBO. [MOBTOPHOE WCMO/Mb30BaHME, 06paboTKa wam
cTepunmnsaums  MOryT HapywwmTb CTPYKTYPHYH LIe/IOCTHOCTb YCTPOMCTBA W/WAW  BbIBECTU
YCTPOWACTBO W3 CTPOS, YTO, B CBOKO OYepe/b, MOXET NPUBECTU K HAHECEHWIO Bpeaa, 3a60/1eBaHIo
WM CMepTU naumeHTa. MOBTOPHOE MCMOMb30BaHWe, 06paboTKa WK MOBTOPHaA CTepunusauuns
MOryT TakXe C034aTb Yrpo3y 3arpsi3HeHWs YCTPOWCTBA WM BbI3BaTb MHMEKUMIO Y Halmela
U NEPEKPECTHYIO MH(EKLMIO, B TOM -(1Crie nepefad)’ MHEKLMOHHOrO 3a60/1eBaHNSA OT OLHOI0
nauyeHTa K pyromy. 3arpssHeHue yCTPOMCTBA MOXET MPUBECTU K HAHECEHWIO Bpea 340P0BbHO,
pasBMTUIO 3a60M1EBaHNI UM CMEPTY NauyeHTa.

e MepHas LWKana Ha UWAMHAPe WHAednsTOpa NpeAHasHadeHa TONMbKO [N CrpaBKM U He
NpeLycMOTpeHa AN TOYHOIO U3MEpEHUS.

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



ONMCAHKE:

Wupednsatop BIG60 - 3TO0 0A4HOpa30BOe YCTPOMCTBO 06beEMOM 60 MA Ans  co3fdaHus
MaKC/Ma/IbHOr o faeneHns 12 atm/6ap, OCcHalleHHoe pe3b060BbIM MOPLUHEM C (JMKCATOPOM LUTOKa,
TMOKOA  YONMHWUTENbHOM  TPYOKOW  BbICOKOrO  AaBMEHMS U TPEXXOAOBLIM  KPaHWKOM
MPOMEXYTOYHOIO fasneHuns. WHgednatop BHO6OMM paspaboTaH A1 CO3[4aHUA UM KOHTPOSIS
[aBNeHns npy pasgysaHun B avanasoHe ot -0,68 o 12 atm/6ap (ot -10 go 176 (hyHTOB Ha KB.
AtOVIM) C TOYHOCTBHM 3% atm/6ap. [aHHbIl MHAeNATOP UCNOMb3yeTca A8 HajyBaHWUA 1
CLlyBaHWS Ga//IOHHBIX aurmonaacTUYeCcKmX KaTeTepoB M ApYrMX UHTEPBEHLMOHHBIX YCTPOICTB, a
TaKXe 419 U3MepeHns [asB/eHns B 6a/10He BO BpeMs Npoueaypbl.

Habop ans aHrnonnactvku komnaHum «Meput» Merit Angioplasty Pack (MAP) coctout u3
remMocTaTM4ecKoro KmamnaHa, MHCTPYMeHTa A1 BBefeHUs W / uim yCTpoWCcTBa ANa BpalleHns
npoBogHuKa Pin Vise. 'emocTaTMuyeckme KanaHbl, WHCTPYMEHTbl A/ BBedeHus W [ win
YCTPOWCTBA A4/19 BpaLLeHMs NPOBOAHMKA SABNAKOTCS HEMMBA3MBHbLIMU YCTPOMCTBAMM.

NUAMA30H  OBBEM NUMA TPYEKMN
NABMEHVWA  UMNAUHAPA Tun AVNCNNES &I}O/II\/VCI\/I)
(ATM/BAP) (M)

-
BIG60

12 atm/6ap 60 mn AHanorosbI 13 AH0NMOB
(33,02 cm)

VHCTPYKUWA no NMPUMEHEHWNIO
1 TMepes wcrnonb3oBaHWMEM OCBOGOAMTE KOHUMK MOPLUHS, MOBEPHYB HOPLLEHL/PYKOSTKY

nHaednaTopa Ha 360 rpadycoB Mo 4acoBOWN CTPEKe.

2. YT06bI NOArOTOBUTL MHAEGNISATOP, OMTAHUTE PYKOATKY MHAEMAATOpa Hasag C LEe/blo MPOCTOi
acrnvpauun B mmige(L)natop o 60 M1 KOHTPacTHOro pacTeopa.

3. YhanuTe NWWHWIA BO3AyX, HamnpaBMB MHAE(NATOP BBEPX, HaXKaB Ha MYCKOBOW MeXaHW3M,
KOTOPbIV PacronoXeH Ha pykosTke uHae(})nsTopa, U MPOTONKHYB PYKOSTKY Briepes [0 Tex rop,
MOKa KOHYMK MOPLUHS MHAe(hnsTopa He OYAET BbIPOBHEH OTHOCWUTENbHO YepHOI CTPENKW,
HarneyaTaHHoOl Ha Uu.LHApPe uHaednsTopa (NpUMepHo 35 mn).

NMPNCOEANHEHNE NHOE®PNATOPA K BAJIJIOHY

NMPUMEYAHWE: KOHKpeTHYyK0 MH(opmauuio 06 akcrnyatauum, MakCUMasibHOM AaBleHun
pasgyBaHusi, Mepax NpPefoCTOPOXHOC M 1 MpeaynpexaeHusx Aasa 3Toro YCTpoucTBa CM. B
VHCTPYKUMAX MPOU3BOAUTENS, NpUNnaraembiX K OaifIoOHHOMY AMnaTauMOHHOMY KaTeTepy Win

[PYroMy WHTEPBEHLYIOHHOMY YCTPOIACT BY.

1 MoarotoBbTe W MPOTECTMPYITE GaNNOHHbIA KaTeTep B COOTBETCTBUM C MHCTPYKLIMSMU
MPOV3BOAUTENS MO NPUMEHEHWIO KaTeTepa.

2. Cos3pailTe XWAKOCTHOE COeAUHEHMe Mexay O6anloHOM W YANMHUTENbHOW TPYyOKOiA
nHaepnaTopa, HaLEeXHO MOACOeANHUTE II03POBCKME pa3beMsbl.
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3. HaxmuTe Ha NyCKOBOI MeXaHW3M U NOTSHUTE 3a PYKOSATKY, UTOObI CO3AaTb BaKyyM B GasiNoHe.

PA3LYBAHWE N COAYBAHWE BAJT/TOHA

1 Ans HagyBaHMs GanioHa HaXMWUTE Ha MYCKOBOW MexaHW3M, 4TOObl MOPLUEHb BEPHYNCA B
ncxopgHoe nonoxkeHue (O atm/6ap). OTNyCTUTE NYCKOBOW MeXaHU3M, 3aMKCMPOBaB MOPLLEHb B
HY>XHOM MO/I0XKEHUM.

2. YTtob6bl yBennuUTL ArBMEHVe, MOBEPHWUTE PYKOATKY MO YaCOBOW CTpesike, noka He 6ypget

AOCTUTHYTO >Kenaemoe AaBfeHve pasfdyBaHus. [aBneHue NOAAEPXKMBAETCA 3a CUET MexaHu3Ma
GNOKMPOBKMN.

MPEOOCTEPEXEHWE: [aBneHve He O/MKHO MpeBbiwaTh 12 atwm.
MPUMEYAHWE. MoTepsa faBneHNsa MOXET yKasblBaTb Ha YTEUKY B CUCTEME.

3. Ana caysaHus 6annoHa MOBEPHUTE PYKOATKY MPOTUB YacOBOW CTPEeNKM, 4Tobbl COPOCMUIb
AaBneHve o 6 atM. HaxmuTe Ha MyCKOBOM MexaHM3M W 03TSAHWUTE MOpPLUEHb Hasad, 4TOObI
co3faTb OKeflaeMoe OTpuuaTesbHOe fAaneHue. OTNYCTUTe MYCKOBOW MeXaHW3M, uUTOObl
3aMKCUPOBaTL MOPLLEHb B MOMOXEHUM OTPULLATENIBHOTO LaBNEHNS.

KoMMoHeHTbI, Heobxoaumble ana npoueaypbl UTA, HO nocTaBnsemble OTAENbHO:
 BanNoHHbIN KaTeTep COOTBETCTBYHOHIEro pasmepa  KoHTpacTHOe BellecTBO ¢ CTepubHbIiA
(hmsnonornyecknii  pactsop ¢ LUnpuu ¢ HO3POBCKUMM  pasbeMoM ¢ KoakcuasibHas napa
(nHTpoAbtocep / [Amnaratop) COOTBETCTBYHOLLEro pasMepa ¢ HanpaenswowmnmM MNPOBOLHUK
COOTBETCTBYIOLEro pa3vepa < [logxogdawas Hanpasnswowas wrna < Mogxoaawmii
HanpaBASOWMIA WM AUarHOCTUYECKWIA KaTeTep ¢ FeMocTaTUyecKmii KnanaH

VCITOB/A TPAHCITOPTUPOBKW, XPAHEHUNA N SKCITYATALUNW

Temnepatypa ypn OT-25 °C po +60 °C
TPaHCNOPTUPOBKE
Temneparypa xpaHeHus Or+5 °C o +27 °C

XpaHuTb B MPOX/1aAHOM, CYyXOM MecTe B
OpUIMHANIbHOM YraKoBKe
SKcnnyaTayns 15°C po 35°C, oTHOcUTeNnbHas BNAKHOCTb
Bo3ayxa: <80%, aTm.
ATmocdepHoe gasneHue: 84,0 -106,7 kla
(630-800 mm pr. CT.).
Ycnosusa akcnayarauum - B 1e4ebHO-NpoPUIaKTUHECKOM YUPeXaeHnn

CPOK rogHoOCTW/
Cpok rogHoctn - 3 roga.

CTEPUTN3ALNA
JlTuneHokecng

YTUNN3ALNA
YTUNN3NpoBaTb M3LENNA COT/IaeHO MECTHbLIM 3KOIOTUYECKUM TpeboBaHMUsAM.

JKONornyeckuii MOHWUTOPUHT
YTunnsmposatb nU3gennsa cornacHo MecTHbIM 3KON0TMYECKNUM TpE6OBaHI/IﬂM.
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Knacc onacHOCTM  MeAMLMHCKMX  OTXOLOB CO  CCbINIKOW  Ha  chneyuiukauuio
MOpPg0N0rMyecKoro coctasa (B COOTBETCTBUWU C POCCUINCKUMWU CAHUTapHbIMU HOpMaMun Wy
npasunamu (CaHlNunH) 2.1.3684-21) Knacc b

FTAPAHTUA

OrpaHuyeHHas rapaHTMa 1 0TKa3 OT OTBETCTBEHHOCTY

KomnaHusa «Meput» 3adaBnseT W rapaHTUpPyeT, 4TO [aHHOe wu3genne Qalcrnyeckm
COOTBETCTBYET Creungurkaumam Ha MOMEHT ero rnoctaBkM 3aka3uumKy W 4YTO B TeyeHue
nepmofa, YKas3aHMOro B MUCbMEHHON  OrpaHW4YeHHOW  rapaHTuW,  OTAENbHO
NpefoCTaBNAeMON AN KaXLOro W3fenus, B AaHHOM UW3Jenun He OyAeT BbISBNEHO
CYLLEeCTBEHHbIX Ae(eKTOB MaTepuana WU KayecTBa M3roToB/ieHUs. [laHHas lapaHTHA He
npumeHseTcd K  u3genusm, Kotopble (i)  OblM  MOAMMDUUMPOBAHbLI, W3MEHEHDI,
OTPEMOHTUPOBAHbI, BOCCTaHOB/EHbI, MepepaboTaHbl WM  BUAOU3MEHEHbI CHOPOHOM,
OT/IMYHOM OT KoMmawmu «MepuT»; () noaBeprasiMcb HeHag/exallemy o6palleHuto,
MCNONb30Ba/INCb  HE MO  Ha3HA4YeHWt0, MOBTOPHO  MCMO/b30BasUCb,  MOBTOPHO
CTepuIM30BaNnCh, NoMajann B aBapuiiHble CUTyauun, aKCNayaTMpoBainuCh C HapyLeHMeM
npasun, nNOABEPraMcb HebpeXXHOMYy 06palleHU0 WM HeCaHKLWOHUPOBaHHOMY
BMewarensctey; (L) ObinnM  noBpeXAeHbl BCMeACTBME  U3ObITOUYHOW  (DM3NYECKOWN,
KNUMaTUYeCKOM WM 3NeKTPUYECKOW Harpy3ku WAM UMEKT WU3MEHEHHbIW, CTePTbIA WUn
YyAaneHHblA CepuiiHbIA HoMep; (iv) 06beAuHSANMCL € N6bIM ApyruMm npogyktom; (V)
MCNOMb30BaNNCh B LENSX, OTANYHbLIX OT «[lloKasaHWii K MNPUMEHEHUIO», Of06PEHHbIX
COOTBETCTBYHOLMMM KOMMETEHTHbIMU OpraHamu, UCMosb30BasiuCb C HapyLUeHWeM npasui
NPUMeHeHNs, yKa3aHHbIX B cneyupukaymax UpoayKuHU, Mbo NpUMeHANNcL B 061acTu
NN cpede, 4N KOTOPOM Takoe u3fenve He pa3paboTaHO WM He npefHasHaveHo. J1io6ble
TeXHWYECKMe KOHCYNbTauum Mo MpoAyKUUWM NPefoCcTaBnAlTCA KOoMnaHwed «MepuT» 6e3
0653aTeNbCTB UAN KOMMEHcaUnid, 1 KoMnaHnsa «MepuT» He NPUHMMAaeT Ha cebs HUKaKUX
0043aTeNbCTB  WAM  OTBETCTBEHHOCTW 3a TakuWe KOHCY/NbTauuu, MOCKO/MbKY — OHM
npefoCcTaBNATCA W MNPUHUMAKOTCA MO OTBETCTBEHHOCTL 3akasuumka. KOMIMAHWA
«MEPUT» HE AENAET HUKAKWUX 3AAUNEHUW U HE OAET HUKAKUX MPAMbIX
NNV KOCBEHHbLIX TAPAHTUIN NOBEOTO POOA 3AKA3YUMKY, EFO KOHEUYHbBIM
MOJIB3OBATENAM NN NHBIM TPETBEUM NNUAM B OTHOLUEHNI ,EI,AHHOI7I
npPoAYKUWMN, MOMMNMO COLEPXALWNXCA B HACTOAWEM AOOKYMEHTE.
KOMMAHWA «MEPAT» OTKA3B1BAETCA OT OTBETCTBEHHOCTU WU
NCKNHOYAET BCE WHB1E MPAMbIE, KOCBEHHbLIE W 3AKOHOOATEJ/IbHO
MPEAYCMOTPEHHBLIE TAPAHTWW, B YACTHOCTW, TAPAHTUN OT
KOHTPA®AKTA N KOCBEHHbBLIE TAPAHTUWN MPUTOAHOCTW ANTA MPOLAAXN U
COOTBETCTBUA OMPEAENEHHOW LENN.

OrpaHunyeHne OTBETCTBEHHOCTU

HUN TP KAKNX OBCTOATEJ/IbCTBAX KOMMNAHWA «MEPUT» HE HECET
OTBETCTBEHHOCTW TEPEL 3AKA3YMKOM WIN NKOBbIM  APYTUM
PUNINYECKUM nnn HOPNOANYECKNM nnmuom 3A LUTPA®PHDbIE,
CNEUMNATIBHBIE, HEMNPEOHAMEPEHHbBIE iz MPEACKASYEMBIE
KOCBEHHbIE ¥YBbITKW, NMOHECEHHbLIE BCNEACTBUE YTPATbI PEMYTALUNN,
HEAQOMONYYEHHOW MPUBbLIIK  OT TMEPEMPOAAXW, TMPUOCTAHOBKM
PABOThbI, MOBPEXIAEHWA MPOAYKLIW, MOPUYM APYTON MPOAYKLUW WK
NHbIX  TPUYNH, BYAb TO WUCKW BCAEACTBUE HEWCIONHEHNA
KOHTPAKTHbIX OBA3ATE/IbCTB, TPAXIAHCKUX TMPABOHAPYLUEHUA W
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T.0., BOSHUKAKOWWX B PE3YJIbTATE HAPYLWEHVA  TNOJIOXXEHU
FAPAHTUWN, [JOFOBOPA, 3ALEPXKW, XAJIATHOCTW, BE3YCJ/IOBHOMN
OTBETCTBEHHOCTW W1 NHAYE

YNO/MHOMOYEHHbIA npeacTaBmTenb B Poccun:
000 «Meput TeKHONOOXKNC»

119017, Mocksa,

1-/ Kazaunii nepeynok, Aom 7,

atax 1, komHata 6, Poccuiickas ®egepaums
+ 7495 221 89 02

MpumeHseMble CUMBO/IbI
Cunmson OnuncaHue

ISTERILE |eO  CTepunusaums:ras sTUNeHoKcus

TonbKo ans OiHOKpaTHOro
NCHO/b30BaHUS

§§ He wucnonb3oBaTb NpU MOBPEXAEHHOA
ynakoBKe

)K ANMPOreHno

Norotnn 3Haka EC - mAaeHTumKauns

C € no3 MPULMPOBAHHOTO opraHa

i \] MpownsBoanTenb

EC REP OtmumnanbHbIA NpeacTaBUTeNb
MpepynpexxaeHne! O6paturech K

.” MPUNOXEHHOWN LOKYMeHTaLum

[MoroTun kKomnaHum «MepuT Megukan CucTeme, VIHK.» wuv .meni.com

MpounssognTens;

«Meput Megunkan Cucteme, NMHkK.» CayTt AxoppgaH, OTa, 84095
1 -801-253-1600

O6cnyxnBaHne 3akaszunkos B CLLA 1-800-356-3748
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MepeBoA AaHHOTOY KCT a BbINOJHEH MHOM, NepeBogYMKoM HeTeHHHO AHacTacuelt MuxaiinosHol

Poccuiickan depepaums
["opog MockBa
[eBATOro MapTa fiBe TbiCA4MN ABaALaTb TPETLEr0 roga
A, KButko denop AnekcaHapoBuY, HoTapuyc ropoga MoCKBbI, CBUAETENbCTBYHO
MOA/IMHHOCTb NOANMCK NepeBoa4nKa HetennHoin AHactacum Muxainno™in?"
Moanuck caenaHa B MOEM NPUCYTCTBUN.

JIMYHOCTL nognucasLLEro AOKYMEHT YCTaHOBJ/IEHA.
ff N M T -

3aperncTpmpoBaHo B peecTpe; .jsrs.-62/1J°N7-n/77-2023-16-19" ; |
YnnayeHo 3a CoBepLUeHNe HoTapuanbHooaenctaus: 400 py6. QO ro - |

V = Vv
g v Y o
Bcero npoLwHypoBaHo, NPOHYMEPOBAHO U CKPEN/IEHO NeYyaTbto ")3F_-;-_--i’" ETOB

Hotapuyc \(.Hi;ci]Lco

Poccuiickaa ®epepauus
["opog Mocksa
ATOro MapTa [iBe TbiCAYU [BajuaTb TPETbEro roga
defop AnekcaHaposuy, HoTapuyc lopofa MOCKBbI,
rrenb”Byl0 BEPHOCTb  KOMWWM C  MPeACTaBNEHHOro  MHe

Ay XU HTaA

{Tc prmBaHo B peectpe: Ne 62/137-H/77-2023-16-1952
LLUHEHO 3a COBEpLUEHME HOTapUabHOrO AeincTeusA: 1400  pyb.

®.A. KBuTko

Bcero npowmnTto, NPOHyMepoBaHO, CKPenaeHo
nevyaTbio 13 nuct(a) (oB)

HoTapunyc
®.A. KBUTKO

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



Instmctioib lor Use
Blue Diamond

[dated February 17, 2023
Consisting ol 10 pages

ACKNOWLEDGEMENT

Stale of Utah

County of Salt Lake )

On this 17*“day of Februar\' 2023, before me, Jennifer Fordhum, a notary public,

personally appeared Tom Haueter, Senior Manager, Regulaioiy Affairs proved on the
basis of satisfactory evidence to be the person whose name is subscribed to the attached
instrument, and acknowledge he executed the same.

Witness mv hand ar; official seal.

o[}
JfNNiIR R FORDHA/\ d
j A®, MOii’A -.lii.r Stiti? of Utrh |) No”rv Public
Co0"T., No naoOS Y
C ® .y vy Co<t'rr”.aon Eyifnroi cn L
M Jubpd, oz My Cornmis.sion Hxpircs: June 27,
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Senior Manager, Regulatory Affairs
Merit Medical Systems, Inc.

iy, USA
§§! SEAL gl e 2l
i‘o ...".g (sian and seal)
%% " UTAN. 17 February 2023

19871
%ﬂlmm»m\ﬂ“‘“

Blue Diamond angiography kit
INSTRUCTIONS FOR USE
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RX OnIy - Caution: Federal (USA) law restricts this device to sale by or on the order of a physician trained in angiography and
percutaneous transluminal coronary angioplasty (PTCA), and/or percutaneous transluminal angioplasty (PTA).

Merit's Angiography kit with Inflation device Blue Diamond is assembled with extension tubing attached to the syringe tip. A
medium pressure 3-way stopcock may be packaged with the device. Merit's Angiography kit with Inflation device are available
packaged with Merit Angioplasty Packs (MAP), which include a selection of hemostasis valves, extension line, guide wire
insertion tools and/or torque devices:

CONTENT

Angiography kit inthe following versions:

1. Angiography kit Blue Diamond, consisting of:

1.1. Inflation Device Blue Diamond -1 pc.

1.2. Three-way stopcock -1- pc. or 2pcs.

1.3. Instruction for use.

2. Angiography kit Blue Diamond, consisting of:

2.1. Inflation Device Blue Diamond -1 pc.

2.2. Three-way stopcock -1 pc. or 2pcs.

2.3. Hemostatic valve, execution options:

AccessPLUS/ Access-g/ MBA/ MBAPIus/ PhD/ Honor/ FLO50 -1 pc.

2.4. Guidewire Introducer -1 pc.

2.5. Torque Device - no more than 1 pcs.

2.6. Extension line (if necessary) -1 pc.

2.7. Instruction for use.

INDICATION FOR USE
Blue Diamond angiography kit is designed for use during percutaneous transluminal angioplasty (PTA) and other intravascular
therapeutic procedures that utilize a balloon angioplasty catheters or other interventional devices.

CONTRAINDICATIONS: None known.
ADVERSE EFFECTS: None known.

PRECAUTIONS

« Read manufacturer's instructions for the use of catheters, guide wires, and introducers priorto use.

« Inspect the device priorto use for any damage. Do not use if packaging isopened, damaged, or broken.
« Follow local guidelines and practices regulating the disposal ofthe device after use.

« Contents are sterile (via ethylene oxide) and non-pyrogenic.

REUSE PRECAUTION STATEMENT

For single patient use only. Do not reuse, reprocess or reste.'ilize. Reuse, reprocessing or resterilization may compromise th e
structural integrity of the device and/or lead to device failure, which in turn, may result in patient injury, illnes s 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.

WARNING

< Do not inject any fluid if air bubbles are visible within the Hemostasis Valve.

The Honor Hemostatic valve is not intended for use with pressure injections >8 ATM/ BAR. Power injection at pressure greater
than 8 ATM/BAR could result in leakage.

< Devices inserted across the hemostasis valve are not secure.

< The device should only be used by experienced physicians trained in endovascular procedures.

= To prevent damage to a balloon, it must be completely deflated during advancement/ withdrawal through the Hemostasis
Valve.

= Any aspiration through the side port o”tfe device should be made :;lowly and carefully to avoid the creation of a void at t he
proximal part of the connector. Failure could cause leakage.

« Failure to depress the cap prior to insedJng a guide wire introducer could cause seal damage resulting in leakage and/or
particulate embolization.

« Failure to open the secondary seal and compression seal prior to inserting or withdrawing a diagnostic /interventional devi ce
could cause damage to the device.

 Care should be taken to avoid over-tightening of the compression seal, as this may compromise the integrity of the
diagnostic/interventional device lumen.

< Power injection at pressures greater than/+oopsi could result in leakage or detachment of PhD Hemostasis Valve components.
«The FLOs0 hemostasis valve must be completely closed during aspi ration or injection. The narrowest portion of the hemostasis
valve has an inner diameter of 0.118 inches (3.00mm, approximately gl-r).
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DESCRIPTION:

The Blue Diamond”” Inflation Device and Fluid Dispensing Syringe by Merit
Medical is a 20ml disposable device with an integral pressure transducer,
microcomputer, back-lit LCD, threaded plunger assembly with lock/release
bar, a flexible high pressure extension tube, and a three-way medium
pressure stopcock. The Blue Diamond is designed to generate and monitor
pressures over a range of -0.4 to +30.0 ATM/BAR (-6 to 441 PSI). The Blue
Diamond syringe dispenses 0.45ml of fluid + 0.07ml for each 360® turn of the
syringe plunger handle. This inflation device is used to inflate and deflate an
angioplasty balloon or other interventional devices, and to measure the
pressure within the balloon.

Operating Range: -0.4 ATMto 30 ATM
(1 ATM = 1BAR = 14.7 PSl)

Accuracy: +3.0 % of full scale typical

Fluid Dispensed: 0.45ml £0.07ml fluid dispensed for
each 360" clockwise turn of the
syringe plunger handle.

Liquid Temp: 10'Cto 40°C

Humidity 20% to 04t>
Operation Range: Non-condensing humidity

Battery Life: Fully active device, up to 10 hours

The Merit Angioplasty Pack (MAP) consists of a hemostasis valve. Guide Wire Insertion Tool and/or Pin Vise torque device. The
hemostasis valves. Guide Wire Insertion Tools and torque devices are all non -invasive devices.

Merit Angioplasty Pack (MAP): The MAP allows the injection of contrast and pressure monitoring through a guiding catheter,
regardless of balloon catheter position. The hemostatic valve is designed to maintain hemostasis during insertion, use and
withdrawal of diagnostic and interventional devices. They can be used in conjunction with inflation devices and other medical
devices (introducer, guide wire, catheter, guide catheter) during angioplasty.

The hemostasis valve tightens based on the device type. The polycarbonate used to manufacture the adapter is transparent to
aid invisualizing entrapped air. The entire device has no sharp edges to prevent tearing of surgical gloves.

Adjustable Merit AccessPLUSM  Merit Access-gM** Hemostasis Valve. The AccessPLUS/Access-g Hemostasis Valve is
recommended for maintaining a fluid-tight seal around percutaneous transluminal angioplasty catheters and guidewires.

MBA Hemostasis Valve with Integral Introducer. The M(3A Hemostasis Valve is designed for use during percutaneous
transluminal angioplasty (PTA) and other intravascular therapeutic procedures that utilize a guiding catheter.

The PhD Hemostasis Valve™* has a 0.046" (2.4 mm) inside diameter. This device has two seals that operate independently: the
compression seal and the secondary seal. The compression seal can be opened or closed by rotating the cap. Closing of the
compression seal allows for pressure injections up to 400 psi and secures the diagnosti c/interventional device in position within
the vasculature.

The secondary seal is a diaphragm seal that forms around the diagnoslic/interventional devices asthey move into and out oft he
vasculature. This seal provides minimal fluid loss without restricting device movement. The secondary seal isopen when the cap
is pressed down, and closed when the cap is released. An open secondary seal allows airto be purged from the device and aliows
insertion/withdrawal of diagnostic/interventional devices.

The PhD Hemostasis Valve is intended to maintain hemostasis during the introduction/ withdrawal and use of diagnostic and
interventional devices. The PhD Hemostasis Valve is indicated for maintaining a seal around diagnostic/interventional devices
with an outside diameter of <0.0g6" (2 4 mm) during interventional procedure:”.

Honor Hemostasis Valve is ay-connector hemostasis valve with a rotating luer lock, a side port, and a push-pull hemostasis valve
opener on the proximal end. The hemostasis valve isfully opened to its maximum diameter by pushing the valve opener distally.
Pulling the valve opener proximally closes the hemostasis valve arounri the inse-Ted inte-ventional/diagnoslic devices. With the
valve inthe closed position, devices can be advanced or pulled back as needed v>rithout adjustment of the hemostasis valve.
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The hemostasis valve is intended to maintain hemostasis during the introduction™ use and withdrawal of diagnostic and
interventional devices that have an outer diameter of 7 French or smaller.

The FLO50™ Hemostasis Valve isa small Y-body valve with a clear female luerside arm and male luer rotator
The Merit FLO50 Hemostasis Valve is intended to maintain hemostasis with interventional devices with outside diameters up to
gFr providing a fluid-tight seal around interventional devices with little or no blood loss during clinical procedures.

Merit's Torque device provides an increased mechanical advantage in order to aid in twisting and manipulating the guide wire.
The physician is able to grasp the guide wire securely with this device, allowing for greater precision and control for the p hysician.
This torque device is brightly colored in order to improve visualization under low light conditions and is available in either green
or salmon colors.

The guide wire Insertion Tool is used to facilitate the passage of wires with distally shaped tips through the rotating hemostatic
valve and dilatation catheters.

Characteristic
Torque Device Range

C3

0.009"~0-0iB" (0.23mm - 0.46mm)
Plastic Guide Wire Insertion
Tool Inner Lumen Size

0.028" (0.71mm)
Metal Guide Wire insertion Tool
Inner Lumen Size -Cln 3

0.022" (0.56mm)

The main materials for the components with indirect contact: Inflation device, MAP

Products Component Material

Rotator body & collar & housing & Retainer Cap & Barrel-
Polycarbonate; Exter sion tubing - polyurethane; 0 ring -
Silicone; Syringe Lub'icant - Silicone Fluid; Handle body-ABS;
Trigger - Nylon.

Gear Polycarbonate; Silicone; PTFE Teflon; Acetal
homopolymer; PVC Tubing; Polyurethane; Nylon.

Inflation Device

Hemostasis Valves

Extension line PVC
Guide Wire Insertion Tool Polyethylene
(plastic)

Guide Wire Insertion Tool (metal) Polycarbonate; Stainless Steel
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INSTRUCTIONS FOR USE: INFLATION DEVICE
Before use, inspect the device and packaging to verify that no damage has occurred as a result of shipping.

Ensure the line is open to atmospheric pressure by opening the stopcock. D 5
Press the blue button behind the LCD display nearthe tubing to power the device Y
on. The LCD will display "2Ero" for two seconds and then the device will be ready 110 /3 T
to use. Atthis point the syringe will begin its incremental time keeping.

The syringe will be set inthe ATM/BAR mode when initially turned on. To change S.

the pressure N\ /ﬁR_é C

display to read in PSI, press and hold the blue button until "ATM/ BAR" flashes four times. The user is now in "PSI"" mode. To
change back to ATM/BAR, pressand hold the blue button once again.

NOTE: When in PSI mode, the tick marks on the left of the display that represent pressure will be limited to 300 PSI (20.4
ATM). Ifthe Blue Diamond is pressurized past 300 PSI, the grouping of tick marks on the left will flash. The numerical dig its
inthe center of the display will continue to show actual pressure throughout the device's pressure range (-6 to 441 PSI) After
an inflation or pressure monitored injection has been made, a graph bar or tick mark will remain to mark the highest point of

pressure. Pressing the blue button once quickly will display last inflation information anda ~..... indicator on the
display. After the next inflation has been started, the last inflation tick mark will disappear.

CAUTION: If"ER" is displayed inthe pressure area and a number appears inthe time window, the syringe isdefective. Please
return the syringe to Merit Medical for credit.

NOTE: To conserve powerthe backlight will automatically turn off after ten minutes of inactivity. However, the
microprocessor will continue to monitor the pressure. Pressing the blue button or inflating the balloon will react! vate the
backlight. The device will power itself off after 90 consecutive minutes at zero pressure.

DEVICE PREPARATION:

To prep syringe simply aspirate up to 20 ml of contrast solution or other fluid into the syringe by squeezing the trigger and
pulling back on the handle.

PRIMING WITH PRIMELOK/M

The PrimeLok allows purging of air and excess fluid without squeezing the trigger.
The Blue Diamond is packaged with the PrimeLok in the disengaged position.

1. Toengage PrimeLok, squeeze trigger and slide PrimeLok into slot.

2. To prep syringe, simply aspirate up to 2C1l of contrast solution or fluid to be
dispensed into the inflation syringe by pullmg back on the plunger handle.

CAUTION: Inspect the syringe tubing and stopcock (if used) to insure that there is
no air in the system.

3. Push handle against table to remove air m syringe.
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4- To disengage PrinneLok, squeeze trigger and slide PrimeLokout of slot. This will
allow the plunger to lock in position and the device is now ready for use.

NOTE; The PrimeLok must be disengaged before pressure can be maintained by
the lock/release mechanism.

ATTACHING THE INFLATION DEVICE

TO THE BALLOON:

NOTE: Refer to the manufacturer's directions accompanying the balloon dilatation catheter or other interventional device for
specific information on use, maximum inflation pressure, precautions, and warnings for that device, i. Prepare and test the
balloon catheter according to the catheter manufacturer's directions for use. 2. Create a fluid-fluid connection between the
balloon and the syringe extension tube, connect the luer connectors securely. 3. Squeeze the trigger and pull back on the
plunger handle to apply a vacuum to the balloon.

BALLOON INFLATION AND DEFLATION;

1. Toinflate the balloon, squeezethe trigger allowing the plunger to return to a resting position (o ATM/BAR or PSI). Release
grip on the trigger, locking the plunger into position. To increase pressure, rotate handle clockwise until the desired pressure
is achieved. Pressures above the maximum range will be indicated with flashing numbers. The tick mark will remain at the
highest point of the last pressure reading. Asthe pressure decreases from the maximum pressure, the tick mark will begin to
flash.

NOTE: Significant loss of pressure may indicate a leak in the system.

CAUTION: To protect the threads of the lock release handle, the pressure must be reduced to 25 ATM or lower before t he
quick release mechanism is used to deflate the angioplasty balloon. 2. To deflate balloon, rotate handle counterclockwise to
release pressure to 25 ATM or lower. Squeeze the trigger and pull back to generate a negative pressure. Release grip to lock
the plunger in a negative pressure position. Pressures below the minimum range of the syringe will be indicated by flashing
barsand a "NEg" inthe pressure area.

FLUID DISPENSING INDICATIONS AND USAGE;
This device is intended for use by healthcare professionals to dispense fluids to the body from the Blue Diamond syringe and
monitor the pressure of that fluid.

DISPENSING FLUIDS AND MONITORING PRESSURES

USING THE BLUE DIAMOND SYRINGE

1. Toslowly dispense fluidsto the body rotate the plunger clockwise until the desired fluid is injected. To rapidly dispens e fluids
to the body squeeze the trigger while pushing the plunger foiward. The injection pressure will be displayed on the LCD and the
timer automatically starts once the device generates a positive pressure. Pressures above the maximum range of the syringe
will be indicated with flashing numbers on the display. 2. A negative pressure may be generated by squeezing the trigger and
pulling backthe plunger. Release grip on the trigger to lock the plunger inthe ntjgative pressure position. 3. Thetimerwill reset
once the pressure returns to zero or less. Data associated with the last injection will be displayed when the blue button is
depressed and held and the pressure is zero or less.

CAUTION; This syringe is capable of generating high fluid pressures in a cicsed fluid system. The volume change of fluid
dispensed may not be accurate due to compliance of the plastic components as pressure changes.

CAUTION: Ifapplied pressure does not indicate on gauge/ digital di;.play, discontinue use immediately and replace it with a
new unit.
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RECOMMENDED SEPARATION DISTANCES BETWEEN PORTABLE AND MOBILE RADIO FREQUENCY (RF)
COMMUNICATIONS EQUIPMENT AND THE BLUE DIAMOND™ INFLATION DEVICE

The Blue Diamond Inflation Device is intended for use in an electromagnetic environment in which RF radiated disturbances
are controlled. The user of the Blue Diamond Inflation Device can help prevent electromagnetic interference by maintaining
a minimum distance between portable and mobile RF communications equipment (transmitters) and the Blue Diamond
Inflation Device as recommended below, according to the maximum output power of the communications equipment.

Separation distance according to frequency of transmitter (in meters) m

Rated maximum output power 150 kHz to 80 MHz 80 MHz to 800 MHz 800 MHz to 2.5 GHz
of transmitter (in watts) Fo[i2 = .

W f=[1i2]v =[ 1.2]VF [ 23JVF

0.01 0.12 0.12 0.2

0.1 0.37 0.37 0.7

1 12 12 23

10 3.7 3.7 7.3

100 12 12 23

LWLV LLww. A M eV u 1LTuNii 1Ival el ww lia>y u it | iii i aiiL~iiuicrLallec wir 111

meters (m) can be estimated using the equation applicable to the frequency of the transmitter, where P is the
maximum output power rating of the transmitter in watts (W) according to the transmitter manufacturer.

NOTE 1- At 80 MHz and 800 MHz, the separation distance for the higher frequency applies.

NOTE 2 - These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and
reflection from structures, objects and people.

GUIDANCE AND MANUFACTURER'S DECLARATION - ELECTROMAGNETIC IMMUNITY

The EQUIIPMENT is intended for use in the electromagnetic environment specified below.
The customer or the user of the EQUIPMENT should assure that it is used in such an environment.

Immunity Test IEC 60601 Compliance level Electromagnetic

test level environment-guidance
Electrostatic +6 kV contact +6 KV contact Increasing relative humidity
discharge (ESD) +8 kVair +8 kV air will reduce the potential
EC 61000-4-20 for ESD related difficulties

INSTRUCTIONS FOR USE: AccessPLUS/ Merit Access-9 HEMOSTASIS VALVE

Inspect the device prior to use to verify that no damage has occurred during shipping.

1. Connect the sideport of the hemostasis valve to the Merit manifold assembly. Flush and fill the assembly with saline. To fill
the valve section, open the valve, place one finger over the luer fitting and continue to fill the assembly.

2. Connect the hemostasis valve to the guiding catheter. Aspirate the valve to remove any trapped air and flush thoroughly with
saline. Purge blood by opening the valve while continuing to flush the assembly. Close the valve when the blood has been
purged. Inspect carefully for air bubbles and reflush if necessary.

3. Open the hemostasis valve and insert the guidewire or catheter. (If desired, insert the guidewire introducer and advance it
through the valve.) Advance the guidewire or catheter an appropriate distance into the vasculature. Close the valve around the
shaft of the guidewire, catheter or introducer. This forms a fluid-tight seal, yet does not inhibit movement of the guidewire,
catheter or introducer.

WARNING: Itis important that the valve be closed tight enough to prevent blood leakage, yet not so tight as to restrict function.
4. Refer to the dilatation catheter labeling for intended use, contraindications and potential complications associated with the
use of dilatation catheters in PTCA and/or PTA procedure.

5. Withdraw the catheter to the pointthat the distal tip remains 10 to 20 cm inside the vasculature. Open the valve and withdraw
the catheter completely. During insertion and removal through the valve, the balloon must be completely deflated to safely a nd
easily traverse the valve.

6. Disconnect the hemostasis valve from the guiding catheter.

PRECAUTIONS: Do not inject any fluid if air bubbles, are visib‘e within the valve. Firstaspirate the valve to remove the air, then
flush the valve as described above. The hemostasis valve must be completely closed during aspiration or injection. The narrowest
portion of the hemostasis valve has an innerdiameter of 0.120 inches (0.3 cm) (approximately 9 Fr).
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INSTRUCTIONS FOR USE: MBA HEMOSTASIS VALVE
Inspect the device prior to use to verify that no damage has occurred durirg shipping.

1. Connect the sideport of the fully open hemostasis valve to the manifold assembly. Flush and fill the assembly with
saline. To fill the valve section, ensure the thumb wheel is in the fully open position, open the slit valve by pushing in
and slightly turning the integral introducer through the slit valve to fully open it. Place one finger over the male luer fitting
and continue to fill the assembly until completely purged of air. Pull back to disengage the integral introducer and
engage the secondary seal.

2. Connect the rotating male luer adapter of the hemostasis valve to the guiding catheter. Ensure the connection is
airless.

3. To open the valve for catheter or guide wire insertion, with the hemostasis valve in the fully open position, push in
and slightly turn the integral introducer. The valve is now ready to accept any devices.

Caution: Valve will be fully open and allow for blood loss when integral introducer is engaged.

4. Insert the catheter or wire into the integral introducer and advance it to an appropriate distance into the vasculature.
Disengage the integral introducer.

5. A fluid tight seal, providing little or no blood loss, will form around the interventional device yet does not restrict
movement of the guide wire, catheter or introducer.

6. To secure the interventional device in place, turn the adjustable thumb wheel to tighten.

Caution: Do not inject any fluid if air bubbles are visible within the valve.

The narrowest rigid portion of the hemostasis valve has an inner diameter of 0.118 inches (0.3 cm)  (approximately
9 Fr).

INSTRUCTIONS FOR USE: PhD HEMOSTASIS VALVE

1. Connect the sideport of the PhD Hemostasis Valve to the manifold assembly. With the compression valve open, flush and fill
the assembly with saline. To fill the valve section, ensure the secondary seal isopen by pushing down on the cap. Place one finger
over the male Luer fitting and continue to fill the assembly until completely purged of air. Gently release the back end cap to
engage the secondary seal.

2. Connectthe rotating male Luer adapter ofthe PhD Hemostasis Valve to the guiding catheter. Ensure the connection is a iriess.
3. To open the PhD Hemostasis Valve for catheter or guide wire insertion, push on the back end cap to open the secondary seal.
The PhD Hemostasis Valve is now ready to accept any diagnostic/interventional device.

4. Insert the diagnostic/interventional device through an open secondary seal and an open compression seal.

CAUTION: PhD Hemostasis Valve will be fully open and allow for blood loss when secondary seal is open.

5. Advance the diagnostic/interventional device through an open compression seal. A fluid -tight seal, providing little to no blood
loss, will form around the diagnostic or interventional device while not restricting movement of the device.

6. Once the diagnostic/interventional device is in place, if desired, close the compression seal to allow for pressure injections of
up to 400 psi and/or secure the diagnostic/ interventional device in position.

7. Remove the diagnostic/interventional device through an open compression seal. If resistance is felt, open the secondary seal
as well.

INSTRUCTIONS FOR USE: HONOR HEMOSTASIS VALVE

1. Attach the manifold to the side port of the device.

2. Connect the distal end ofthe device to the proximal end ofthe guiding catheter.

3. Flush with normal saline to remove air bubbles. To flush the valve segment, open the hemostasis valve by pushing the valve
opener and continue to fill the assembly. To close the valve, pull the valve opener back to its original position.

4. Attach the pressure/infusion device to the manifold, ifapplicable. Check that all connections are secure to avoid air asp iration
during the procedure.

5. Introduce the guiding catheter following the procedure recommended by the guiding catheter manufacturer. 6. Insert the
guide wire, orguide wire and diagnostic/interventional catheter together, into the device. When inserting the guide wire by itself,
use a guide wire insertion tool to protect the distal tip of the guide wire.

7. Perform the rest of the procedure following the recommendations of the respective device manufacturers.

INSTRUCTIONS FOR USE: FLO50 HEMOSTASIS VALVE

1. Connect the sideport of the hemostasis valve to a flush system. With the valve OPEN, flush and fill the assembly with saline.
To fill the valve section, open the valve, place one finger over the luerfitting and continue to fill the assembly.

2. Connect the male luer rotator of the heniostasis valve to the catheter. Ensure the connection is airless. Aspirate the valve to
remove anytrappedairand flush thoroughly with saline. Purge blood by opening the valve while continuing to flush the assembly.
Close the valve when the blood has been purged. Inspect carefully for air bubbles and reflush if necessary.

3. Open the hemostasis valve arid inser 1the guidewire or catheter. (If desired, inser t the guidewire introducer and advance it
through the valve). Advance the guidewire or catheter an appropriate distance into the vasculature. Close the valve around the
shaft of the guidewire, catheter or introducer. This forms a fluid-tight seal, yet does not inhibit movement of the guidewire,
catheter or introoucer.

WARNING: Itis important that the valve be closed tight enough to prevent blood leakage, yet not so tight as to restrict function.
4. Read and follow the manufacturers IFU for devices to be used with the FLOS5C.
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5-Withdraw the device to the point that the distal tip remains lo to 2ocm inside the vasculature. Open the valve and withdraw
the device completely.

6. Disconnect the hemostasis valve from the catheter.

Components required for PTA procedure but supplied separately:

« Balloon catheter with appropriate size = Contrast agent  Sterile saline solution = Luer lock syringe = Coaxial pair
(sheath/dilator) with appropriate size » Guidewire with appropriate size «Appropriate guiding needle «Appropriate guiding
and/or diagnostic catheter « Hemostasis valve ( if not included)

TRANSPORTATION, STORAGE AND OPERATION CONDITIONS

Transportation temperature -25 ®Cto+60@C
Storage temperature +5®Cto+27 °C

Store ina cool dry place in original packaging
Usage 15 @C to 35 °C, relative humidity <go%, atm.

Pressure 84.0 - 106.7 *Pa(630-800 mm HQ).
Use Conditions: in medical and preventive treatment facility.

SHELF LIFE
Shelflife- 3 years.

STERILIZATION
Ethylene Oxide

DISPOSAL

Dispose the devices according to local environmental requirements.

Environmental Monitoring

Dispose the devices according to local environmental requirements.

Class of hazard for medical wastes by reference to specification of morphological composition (in accordance with Russian
Sanitary Regulations and Standards 2.1.3684-21) Class B.

WARRANTY

Limited Warranty and Disclaimer

Merit 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. 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 environme nt 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.

Russian Authorized Representative:
Merit Technologies LLC

119017, Moscow,

1st Kazachiy pereulok,

bid 7,1 floor, room 6, Russian Federation
+7 495 22189 02
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Applicable symbols
Symbol

|8TeX eleo |

®
(8)

X

C€
1

EC REP

Description

Sterilization: Ethylene-Oxide Gas

Single use

Do not use if package is damaged

Non-pyrogenic

EC mark logo - Notified body identification

Manufacturer
Authorized Representative

Caution! Consult accompanying documents

Interference may occur in the vicinity of
equipment marked with this symbol

Contains Batteries - Do Not Remove

A B T

Manufacturer: Merit Medical Systems, Inc.

1600 West Merit Parkway, South Jordan, Utah 84095
USA 1:801-253-1600 U.S.A. Customer Service 1-800-356-3748
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[[1epesoo ¢ anznuiickozo a3bika Ha pyccku A3biK]

HHCTpyKUHA MO NPUMEHEHHIO
Blue Diamond

Hara: 17 ¢peBpans 2023 r.
Cocrout u3 10 cTpanuu

NOATBEPXXJIEHHE

llrat IOta )
) a HMEHHO:
Oxkpyr Conrt-Jleiik )

Ceroans, 17 deppans 2023 roga, ko MHe, Hotapuycy [ xenuudep dopaxsm, nuuHo asunca Tom
XaysTep, crapumii MeHe[DKEp OTAela HOPMAaTHBHO-NPABOBOro ofecneuyeHus, npeabsBHUBLIMIA
MHE JI0CTaTOYHbIE JOKA3aTeNLCTBA TOrO, YTO OH ABJIAETCA JIHLIOM, HMEHEM KOTOPOTO MOANHCAH
NpHaaraeMbii A0OKYMEHT, H MOATBEPAMBIIHH, YTO OH JIWYHO MOANKCAI €T0.

Ynoctosepserca Moeit NOAMHCHIO U OPHLUHANLHOM NeYaThio.

[[Tevams: /nodnucs/

JOKEHHHU®EP ©OPIXDOM Horapuyc

Hotapuyc - llItar l0T1a

Jlnuensus Ne 718608

Mos nHueH3ns nedcTBUTENBHA Mos nuueH3us AeHCTBUTENbHA
10 27 nions 2025 r.] 1o 27 nions 2025 r.
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[[Tevamy: Crapmnii MeHeIkep N0 HOPMATHBHO-
«MEPHUT MEJAUKAJI CUCTEMC, UHK.» NpaBoBOMY ofecrie4eHHI0
INEYATb KOMIIAHHUH «Meput Meankan Cucremc Huk.»
IOTA ClIA
1987 r.] /noonucs/

(moAnuch H nevyartb)
17 ¢peBpana 2023 r.

Habop ans anrnorpadguu Blue Diamond

HHCTPYKHHA MO NIPUMEHEHHIO
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Tonbko 18 NPOPECCHOHANBHOro HCNOAbL3OBaHHR. — Buumanne: ®@enepanbhoe
3akoHoAaTenbcTBO (CILIA) paspeiaeT npoaaxy AJaHHOTO YCTPOMCTBA TOJILKO BpauaM HJIM MO HX
3aKa3y, NpOIIEIIUHM TOArOTOBKY MO aHrHorpaguu H 4YPECKOXHOW TPaHCIIOMMHAJIBLHOH
kopoHapHo#i anruomnactuke (UTKA) w/unu, mpomeamiuM NOATOTOBKY MO aHrHorpagpuu M
YPECKOXXHOM TpaHCMOMHHAIbHOM anrnomnactike (UYTA).

Ha6op ans anrnorpaduu komnauuu «Meput» ¢ nuaednstopom Blue Diamond coennnsiores ¢
Y/UIKHHTENbHOH TpyOKOi, MPHKpEIUIEHHOH K HaKkOHe4YHHKy HHaednsropa. B komniekte ¢
YCTPOHCTBOM MOXeT ObITb YNaKOBaH TPEXXOMOBOH KpaHHK cpenHero maeieHus. HabGop mwus
anruorpadpuu ¢ uHaedIATOpaMH KOMNaHHH «MepuT» MOTyT GBITh ynakoBaHEl ¢ HaGopamu s
anrnoriactukn Merit  Angioplasty Pack (MAP), kotopnie Bkmoualor B cebs pasHble
reMOCTaTHYECKHE KNanaHbl, yUTHHHTEIbHbIE JIMHHH, HHCTPYMEHTHI [UTS BBEACHHS MPOBOAHHKA
H/MJIH YCTPOMHCTBA ANs BpalllEHHA NPOBOJHHKA:

KOMILIEKTHOCTDb

HaGop n1s aHrnorpa¢puu B BApHaHTaxX HCMOMHEHHS:

1. Ha6op ans anrnorpadun Blue Diamond, B cocTase:

1.1. Unpednarop Blue Diamond - 1 wr.

1.2. Tpexxoa0BO# KpaHHK — | LUT. HJHK 2 WIT.

1.3. MHCTpYKLIHS NO MPHMEHEHHIO.

2. Ha6op ans auruorpaduu Blue Diamond, B cocrase:

2.1. Uugedasrop Blue Diamond — 1 w.

2.2. Tpexxol0Boii KpaHHK — | IUT. WK 2 WT.

2.3. 'eMocTaTH4€eCKH#i KnanaH, BApHAHTHI HCMOJTHEHHSA
AccessPLUS/ Access-9/ MBA, MBAPlus/ PhD/ Honor/ FLOS0 — 1 1.
2.4. YCTpONICTBO A1 BBEACHUSA NPOBOJIHKKA — | 1T,

2.5. YCTpo#CTBO 115 BpalUEHHA NPOBOAHHKA — He Oonee 1 wIT.
2.6. Y AnuHHTENbHAS TMHUA (TpH HeoOxoaumocTH) — 1 1T.
2.7. UHCTpyKUHS MO NPHMEHEHHIO.

NMOKA3AHHA K IPUMEHEHHUIO

HaGop nna auruorpagum Blue Diamond paspaGotan s npHUMCHEHHA MPH YPECKOXKHOH
TpaHCMIOMHHaANBHON aHruomactuke (UYTA) u apyrux BHYTPHCOCYAMCTHIX TEpan€BTHYECKHX
npoueAypax, B KOTOPbIX HCMONb3YIOTCA KaTeTephl A1t GaUIOHHOH aHTMONIAaCTHKH MM ApYTHe
XHpYpru4eckue yCTpoiicTBa.

NMPOTHBONMOKA3AHUS: HenssectHbl
NMOBOYHBIE SABJIEHUS: HeusBecTHbI.

MEPBI IIPEAOCTOPOXHOCTH

« [lepen MCNO/NbL30BAHUEM O3HAKOMBTECH C HHCTPYKLMSMH NPOH3BOAMTENCH MO NPUMEHEHHIO
KaTETepOB, IPOBOHHKOB H HHTPO/IbIOCEPOB.

« Tlepea MCMONB30OBAHHEM MPOBEPbTE Ha MpeAMeET Kakux-nubo nospexaexuii. He ucrnonbsyiire
€ro, €C/IH yNaKkoBKa OTKPbITa, MOBPEXICHA HIIH €C/IH HApYLIeHA €€ rePMETHYHOCTD.

e [locne wuCMONb30BaHMA ClEAYyWTE MECTHbIM HHCTPYKIUMAM H HOpMaMm MO YTHIH3aLHH
HHCTPYMEHTOB JaHHOTO THMA.

+ CozlepXXKHMOE CTEPHIBHO (CTEPHIM3ALMS ITHIEHOKCHIOM) H ANTHPOTEHHO.
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NPEXOCTEPEXEHHA B OTHOUWEHHH NOBTOPHOI'O HCNTOJIb3OBAHHSA

Hcnonb3oBats ToNMbKO 1% oaHoro nauuenta. [loBropHOoe Hcmosib3oBaHHe, oOpaboTka HiIH
CTepwIH3alus 3anpeuieHbl. [loBTOpHOE HMcnonb3oBaHHe, 06paboTKa MM CTEPHIIH3ALHA MOTYT
HapYUIHTh CTPYKTYPHYIO LI€IOCTHOCTb YCTPOHCTBA M (M/IM) MPHBECTH K HENpaBHJILHOH paboTe
YCTPOHCTBa M, KaK CIELCTBHE, K TpaBMe, 3aboneBaHuI0O WM CMEpTH nauueHrta. [losTopHoe
Hcnonb3oBaHHe, 00paboTka WM CTEpHIH3aLMA MOXET TakkKe CO34aTh PHCK 3arps3HEHHs
yCTpOHCTBa H (H/IH) MPHBECTH K 3aPAXCHHIO HIH NEPEKPECTHOMY 3apaXXCHHIO MAallHeHTa,
BKJIIOYas, IOMHMO MPOYEro, NepeHoc HHQPEKUHOHHBIX 3aboneBaHHi OT MalHEHTA K MALHEHTY.
3arpsasHeHHne ycTpoiCTBa MOXKET MPHUBECTH K TpaBMe, 3a00JIEBaHHIO HIIH CMEPTH MalMEHTA.

MPEAYNPEXIEHHUE

* He BBOMTE XHAKOCTD, €CNIM B FEMOCTaTHYECKOM KJlanaHe HabiozaloTcs ny3blpbKH BO3AyXa.
[emocTtaTHueckuii knanaH Honor He mpeaHa3HayeH JUIS HCMOJIB30BAHHA NPH HHBEKUHAX MOA
JaBlieHHeM Oonee > 8 atm/Gap. Unbexuuu noxn nasnenneM Gonee 8 atm/ 6ap MOTyT NPHBECTH K
npoTeyKe.

* YcTpoiicTBa, BCTaBlEHHbIE B FTeMOCTaTHYECKHH Ki1anaH, He 3aHKCHPOBaHBI.

* YCTPOHCTBO JODKHO HCMOJIB30BAaThCSA TOMBKO ONMBITHBIMH BpauamH, NPOLIEALIHMH NOATOTOBKY
MO 3HIOBACKYJIAPHBIM METOAHKAM.

* [Ipu npoaBuXeHUH/BbIBEAEHHH HHCTPYMEHTA Hepe3 I'eMOCTaTHYECKOMH KJanaH W3 HETo CleayeT
MOJHOCTBIO BLITYCTHThL BO3AYX BO H36ekaHHe MoBpeXXAcHHA 6aoHa.

o JIioGble acnupauun vepes GOKOBO#H MOPT YCTPOWCTBA AOMKHBI MPOBOAUTHCH MEUIEHHO H C
OCTOPOXKHOCTBIO, YTOOBI H36exkaTh 00pazoBaHHs BaKyyMa B IPOKCHMAJIbHOH YacTH KOHHEKTOpA.
Heco6ntoeHune 370ro MOXeT NPHBECTH K YTEUKE.

» Eci He HaXkaTh Kanclofb A0 ynopa A0 BBEAEHHS NPOBOAHHKOBOIO HHTPOALIOCEPA, 3TO MOXKET
NPHBECTH K MOBPEXICHHIO MaHXETHOH MPOKJIAIKH, YTO B CBOIO OYEpeb NPHBEAET K yTeYKE H
(wnu) 3MO60HH.

* Ec/IH He OTKpBITH BCIIOMOraTe/IbHYIO H KOMIPECCHOHHY IO MAHXXETHY IO NPOKIIAZIKY 110 BBEJEHHS
WIH BbIBel€HHS IHArHOCTHYECKOro/ HMHTEPBEHUHOHHOrO HHCTPYMEHTA, 3TO MOXET BbI3BaTh
MOBpPEXAEHHE HHCTPYMEHTA.

o Cneayer cobnoaatb OCTOPOXHOCTe W HE JAOMYCKaTh C/IKILIKOM CHJIBHOIO 3aTArHBaHHA
KOMIPECCHOHHOM MaHXETHOH MpOKIIA/IKH, MOCKO/BKY 3TO MOXET OTPHLATENbHO MOBIHATH Ha
LIENIOCTHOCTDb BHYTPEHHE# MONOCTH AHAarHOCTHYECKOro/HHTEPBEHLIHOHHOIO HHCTPYMEHTA.

» UHbeKkuns noj aasneHueM, npesbimatouM 27at™./6ap (400 GHT/KB. A10AM), MOXET NPUBECTH
K YTe4Ke HJIH OTCOEAHHEHHIO NIEMEHTOB HHCTPYMEHTA.

» "emocTratHueckuit Knanan FLOS0 gomkeH O6bITh NOTHOCTBIO 3aKPBIT B NIPOLIECCE aCNHPALNH HIIH
MHBEKIHMH. MHHHMAIbHBIM [CJEHHEM TIeMOCTaTHYECKOro KilanaHa SBJSETCS BHYTPEHHHH
auamerp 0,118 moiima (3MM, npubausutensho 9Fr).
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OIIMCAHHUE:

HUunednarop Blue Diamond npousBoactBa koMnaHuH
«Meputr Meaukan» - 3TO OQHOPa30BOE YCTPOHCTBO
o0beMoM 20 MJI CO BCTPOEHHBIM JaTYHKOM HaBNEHHS,
MukpokomneiotepoM, KK-aucrineem ¢ 3anHei
noAcBeTkod, pe3sOOBHIM MOpLIHEM C (PHUKCATOPOM
Toka, rubkoit yuIMHHTENbHOR TpyOKOH BBICOKOrO
OABIEHHS H TPEXXOJIOBBIM KPAaHHKOM CpEAHEro
nasieHus. Blue Diamond pa3paboran ans co3gaHus H
KOHTpO/s AaBiieHus B auanasoHe ot -0,4 no +30,0
at™/6ap (ot -6 no 441 ¢yHTa/KkB.MIOKM). UHnedasTop
Blue Diamond BeoauT 0,45 Ma £ 0,07 M XXHAKOCTH MIpH
KaXXIOM MOBOPOTE PYKOATKH MOPIIHA HHAeIATOpa HA
360°. [auHbii uHAeQNATOp HCMOAb3yeTcs A
HalyBaHHS H CIyBaHHA 6aJUTOHHBIX
aHTHOIUIACTHYECKHX KaTeTepoB " JpyrHX
MHTEPBEHLIMOHHBIX YCTPOHACTB, a TAKXKE S H3IMEPEHUS
JaBneHus B 6aJUlOHe BO BpeMs Mpoueayphbl.

TEXHHYECKHUE XAPAKTEPHCTHKH

Ot1-0,4 0o 30 atm

PaGouwii ananasoH

(1 arm = | Gap = 14,7 ¢pyHTa/KB.A1OHM)

TouHocTb

+3,0% OT MaKCHMAJILHOTO 3HAYECHHS WIKANb! CTAHAAPTHO

O61beM BROAUMOM XXHIKOCTH

0,45 ma = 0,07 Mn XHAKOCTH BBOAWTCA NPH KaXKIOM NOBOpOTE
PYKOATKH NOPLIHA HHAEDAATOPa NO HacoBOH cTpesnke Ha 360°.

Temneparypa KHAKOCTH

10°C - 40°C

BaaxHoctb

20% - 90%

PabGounii amana3oH

HekoHaeHCHPYIOWAACA BIAKHOCTD

Cpok cnyx6bi GaTapeitkn

Jlo 10 wyacoB paGoTbl MOMHOCTLIO aBTOHOMHOrO AKTHBHOIO
yYCTpOHCTBA
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Habop nns anrvomnactvkd koMnaHuu «Meput» Merit Angioplasty Pack (MAP) cocrout u3
reMOCTaTHYECKOro KjanaHa, MHCTPYMEHTAa [UIS BBEJEHHA H / MM YCTPOWCTBA Ul BpalleHHs
npooaHuka Pin Vise. ['eMocTaTHyeckHe KianmaHbl, HHCTPYMEHTbI IJIS BBEJCHHA H / WM
YCTPOKCTBA 1S BPAICHHS NPOBOAHHKA SB/IAIOTCS HCHHBA3HBHBIMH YCTPOHCTBAMH.

HaGop mns aurnomnactukd koMmnaHuH «Meput» (MAP): Habop MAP nossonser BBOAHTH
KOHTPacTHOE BELIECTBO H KOHTPOJIHPOBATh JABJICHHE YEPE3 HANPABJAIOLIMHA KaTeTep HE3aBUCHMO
OT TMOJIOKEHHA OGaloHHOro Karterepa. [emMocTaTMYeCKHH IJlanaH mpeJHa3sHadeH s
noaaepxaHus TOMeOCTa3a BO BpeMs BMCELIATENLCTBA, HCMOMbL30BAHMA MW H3BJCYCHHA
JMarHOCTHYECKHX WIH XHPYPru4eckux ycTpoicTB. MoryT ObITh MCMO/B30BaHbBI COBMECTHO C
HHAepNATOpaMH W APYrHMH MEOHLUHMHCKHMH H3AEJIHAMH (MHTPOABIOCEPOM, MPOBOAHHKOM,
KateTep, MPOBOAHUKOBBIM KaTETEPOM) BO BPEMs NMPOBEAECHHSA aHMMOMJIACTHKH.

FeMocTaTHuYeCKHii KlanaH COKMMAeTcsl B 3aBUCHMOCTH OT Tuna yctpoiictBa. [Tonukapbonar, u3
KOTOPOrO M3roTOBJIEH aianTep, NMpo3payHblii, YTO MOMOraeT BH3yalH3HPOBaTb 3aKayaHHbIA
Bo3/yX. Bce ycTpoiCTBO He MMeeT OCTPBIX KpaeB, YTOObI NPeAOTBPAaTHTL Pa3pbiB XUPY PrUYeCKHX
Nep4aTokK.

Perynupyemblii reMoctaruueckuii knamaH AccessPLUS/ Merit Access-9. I'emocraruueckuii
knanad AccessPLUS/Access-9 pekoMeHAOBaH sl MNOLAEPXAHHS HEMPOHHLIAEMOro s
MHUAKOCTH YIUIOTHEHHUA BOKPYT KaTETEPOB H MPOBOJIOYHBIX MPOBOJAHHKOB, IPEJHA3HAYEHHBIX IS
NPOBEJEHHA YPECKOKHOH TPAHCTIOMHHAILHOW aHIHOTUIACTHKH.

I'eMocTaTHueckuil ki1anan MBA co BCTpoeHHBIM HHTpoAblocepoM. ['eMocTaTHUYeCKHH KilanaH
MBA pa3paGoTaH A1 NPHMEHEHHS MPH YPECKOXKHOH TPAHCIIOMHHAIBHOH aHIHOIUIACTHKE
(UTA) 4 npyrux BHYTPHCOCYIHMCTBIX TEpPaneBTHYECKHX MpOLEAYpaX, B KOTOPLIX HCIMOJb3y€ETCs
HanpasJSIOLLHA KaTeTep.

BHuyTpenuuit nuametp remocratuyeckoro kiana€a PhD™ coctasnser 2,4 M. B naHHOM
YCTpPOJHCTBE MpeLyCMOTPEHBI ABE HE3aBMCHMblE MAHXETHbIC MPOKJIAAKH: KOMMPECCHOHHAS H
BCMOMOTaTeNbHas MaH)XeTHas npokinaiaka. KomnpeccHoHHas  MaHXXCTHas  NpoKiaaka
OTKpBIBAETCS W 3aKpLIBAETCA BpallleHHEM Karnciofid. B 3akpbiTOM M010XKEHHH KOMMNPECCHOHHAs
MaHKeTHas MPOKJaJKa M03BOJIAET BHIMOJIHATL HHBEKUHH MO JaBnenueM o 27 atM/Gap (400
¢yHTOB/KB. MOiM), a TaKkKe (HUKCHPOBATH AHArHOCTHYECKUE/MHBA3MBHBIC HHCTPYMEHTHl B
COCYJIHCTOM pYycCie.

BcnomoraTesibHas MaHXeTHas TNpoKJIaaka npeacTasiser coboif npoknaaky anagparmy,
OpraHHW30BaHHYIO 10 KOHTYPY IHArHOCTHYECKMX/MHBA3HBHLIX WHCTPYMECHTOB MO MeEpe HX
JBHXXEHHS B HANpABJCHUH COCYMHCTOrO Pycia M B MPOTHBONONOXKHOM HanpasieHHH. [laHHas
MaHXXeTHas NpokKjaaka 00ecneyHBaeT MHHHMAIbHYIO MOTEPIO XHIAKOCTH, HE OrPaHHYHBas NpPH
3TOM MOOHIBHOCTL MHCTpyMeHTa. Ecnn HaxaTb Ha Kanciojib, OTKPbIBAaETCA BCMIOMOraTe/ibHas
MaHeTHas npoknaika. ECM oTNyCTHTL Kanclonb, MaHXETHas MpoKnaaka 3akpbisaetcs. Eciu
BCIOMOraTe/IbHaA MaHKeTHas MPOKJIaKa OTKPbITa, OHa NPOMYCKAET BO3AYyX, M0JAIOLIHICS Yepes
MHCTPYMEHT, UTO M03BOJIAET BBOAHUTH/BLIBOIHTE AMArHOCTHYECKHE/ HHBA3UBHbIC HHCTPYMCHTBI.

lemocTaTuyecknit knanan PhD npeaHazHaseH s obecnevyeHMs reMocrasa npH
BBEJCHUH/BBIBEICHHH W HCMOJIb30BaHMH [OHArHOCTHYECKMX W HHBa3HBHBIX HHCTPYMEHTOB.
lemocTatuueckmii knanaH PhD npeanasHaueH s obecnedyeHHs repMeTH3alMH BOKpYT
JIMarHOCTHYECKHX/MHBa3MBHBIX HHCTPYMEHTOB C BHEWWHUM aHaMmeTpoM <2,4 MM (0,096 moiimoB)
MpH NPOBeJACHHH HHBA3HBHLIX ONEpPALMM.
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FeMocTatHyecknit knanaH Honor npexcraBiser coboit Y-KOHHEKTOpP € reMOCTaTHYECKHM
KJIanaHoM ¢ Bpawaoinerics 3amenkoi tna Jiiosp-Jlok, ¢ 60KOBbIM NMOPTOM H MEXaHH3MOM
OTKPBITHS reMocTaTHyeckoro kinanaHa «pushpull» Ha mpoxcumaneHom KoHue. Ilpu HaxaTHH Ha
MEXaHH3M OTKPbITHA KjlanaHa oT ce0s (B AMCTATbHOM HAMpaBiE€HHH) FEMOCTaTHYECKH KilanaH
MONHOCTBIO OTKPHIBAETCH [0 MAKCHMAaJIbHOro JHamerpa. EciM MeXaHH3M OTKpHITHS KianaHa
NOTAHYTh Ha ce0A B MPOKCHMAJIBHOM HAMpaBJIICHHH, FEMOCTATHYECKHH KianaH 3aKpbIBaeTCA
BOKPYF BCTAaBJEHHOT0 YCTPOHCTBa Ui OMNEPATHBHOIO/AMArHOCTHYECKOrO BMeLIATENbCTBAa. B
3aKpBITOM MOJIOXKEHHH KJ1alaHa yCTpoicTBa MOTYT 6bITh NPOABHHY Th BIIEPEX HIIH Ha3ajl, MO Mepe
Heo6X0AUMOCTH, 6e3 PperylIMpOBKH TeMOCTaTHYeCKOro kiamaHa. ['eMocTaTH4eckHil KnamaH
npeaHasHayeH A MNOJUIEPXKAaHHA TOMEOCTasa BO BPEMA BMEIIATENLCTBA, HCMOJIL3OBaHHA H
H3BJICYEHHA JHArHOCTHUECKHX WM XMPYPrHUECKHX YCTPOHCTB C BHEIIHHM AnaMeTpoM 7 French
(2,3 MM) UK MEHbBLIE.

IemoctatHyeckuii xianan FLOS50 umeer popMy «Y», ¢ 6okoBbIM noptoM KaHionH Jliospa u
Bpamarenem koHyca Jhiospa. I'emocrathueckuit knanan FLOS0 mnpou3BoacTsa KOMNaHHH
«MepHT» npeaHa3HayYeH A NOJAEPKAHHA reMOCTa3’a C HHTEPBEHLUHOHHBLIMH YCTPOHCTBaMH C
BHewHUM auaMetpom 10 3,00 mm (9Fr), obecneunBas repMeTH4HOE, HEMPOHHUAeMoe s
KHAKOCTH COEJHHEHHE BOKPYT WHTEPBECHLHOHHBIX YCTPOHCTB ¢ MHHHMIbHBIM HJIH TOJIHbIM
OTCYTCTBHEM KPOBONOTEPH BO BpeMs KIIHHHYECKHX Npoueayp.

YCTpoicTBO A1 BpallleHHs KOMNaHHH «MepHT» yJTydlliaeT MeXaHuKy paboTbl, MO3BOJIAA JIETKO
BpaliaTh NPOBOAHHK W MaHHMynupoBaTh WM. C MOMOLUBIO ITOrO YCTPOHCTBA Bpau MOXET
HAJIeXHO YIEPKUBATh MPOBOLHHK, YTO obecneynBaeT 60/1€€ BLICOKYIO TOYHOCTb MAHHITYJIALMH U
KOHTPOJIb. 3TO YCTPOHCTBO JUIA BPALICHHA HMEET APKYI0 OKPACKy MUIsl YJIyHllICHHS BH3yaH3alUMH
B YC/JIOBHAX HH3KOH OCBELIEHHOCTH H OCTYMHO B 3€JIEHOM HJIH JIOCOCEBOM LIBETE.

YCTpoHCTBO Ul BBEACHWA MNPOBOJAHHKA MCMOMBL3YETCA JUIs OONer4eHUs MPOXOXAEHHS
NMPOBOJHUKOB C AMCTAIBHBIMH KOHYHKAMM CJOXHOH Qopmbt uepe3  BpailllalOLHHACS
reMOCTaTHYECKHIA K/allaH U IHIIaTallHOHHbIE KaTeTePhl.

Cnennduxanus

YcrpoiicTBo ans
spamenns nposozamia | (L]

0,009 moiima — 0,018 mioiima (0,23mm — 0,46mMMm)
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MnacTkoBoe yCTPOACTBO
ans BBEAECHUST oo
MPOBOAHWIKA, PaSMED 1 028 aroiima (0,71mm)
BHYTPEHHero nNpoceeTa
MeTaninyeckoe
YCTPOICTBO AN BBEAEHMSA cl 3

NPOBOAHMKA, PasMED 4022 nioiima (0,56Mmm)
BHYTPEHHEro NpoceeTa ! ’

OCHOBHbIe MaTepuasibl KOMMNOHEHTOB C HeMPsAMbIM KOHTakToM: UHaepnsatop, MAP
N3OETVE MATEPUWAJ
Bpawjatowasacs YacTb; MyqTa; KOpnyc; MOAAEPKMBAIOLLMIA
KOMNayoK W UMAMHAP - MONMKapOoHaT; YAJ/IMHUTE/IbHAS
WHpecdhnsaTop TpybKa - NOMMypeTaH; YNJOTHUTENbHOE KOMbLO - CWUINKOH;
CMaska WHOe(naTopa - CWU/IMKOHOBas CMaska; Kopnyc
PYKOSITKM - ABC-nnacTuk; Tpurrep - Heno.
MonnkapboHaT npo3payHblii; CunmkoH; MTP3  Teflon;

I'emMocTaTueckue AueTanbHblil - romononumvep; MBX Tpy6ku; [MonuypeTaH;
KnanaHbl HelinoH.

Y oMHUTENbHAA NUHNA MnBx

YCTpoCTBO ANs BBeaeHUs  onnatuneH

NnpoBoAHNKA

(nnacTnkoBoe)

YcTpoiicTBo ana BeefeHust onvkapboHat; HepasetoLlas cTasb

NPoBOAHMKA

(MeTanmnyeckoe)

NMHCTPYKUMA MO NMPMEHEHWIO: NHOEP/TATOP
Mepen MCMONb30BaHWEM OCMOTPUTE YCTPOWCTBO U YMaKOBKY, UT06bl YGEAUTLCS B OTCYTCTBUY
MOBPEXAEHWI B pe3y/bTaTe TPAHCMOPTMPOBKM.

Y6eamTech, UTo CUCTEMA OTKPbITA [/ aTMOCHEPHOro [aBMEHNs, OTKPbIB 30,

3amnopHbIN KpaHWK. HaxXMuTe CUHIOK KHOMKY c3agn XKK-gucnnes psgaom c 3
Tpy6KOI, 4TOObI BKIOUMTL YCTpoicTBo. Ha XXK-gucnnee B Teuenme gsyx LHO |1|(i>[j
CeKyH[ 6yaeT oTobpaxaTbcsa «ZEro», nocne 4yero yCcTponcTBo 6yaeT rotoBo ATMIBAR.

K UCMONb30BaHWIO. B 3TOT MOMEHT MHAEMNATOP HaYHET UHKPEMEHTa/IbHbIN onnes
OTCYET BPEMEHMW.

MMpn NepBOHaYaIbHOM BKJ/IOUYEHWUN WHAEMNATOP OyAeT ycTaHoB/EH B pexum «ATM / BAR»
(atm/6ap). UT06bl M3MeHUTL OTOOpaXkeHWe AaBneHWs Ha PSI ((yHT/KB.AKOWM), HaXMUTE W©
YAEPXKMBANTE CUHIOK KHOMKY, Noka cTpouka «ATM/BAR» He MWUrHET 4eTbipe pasa. Tenepb
aucnnen HaxoguTca B pexxnme «PSl». UTobbl BEpPHYTLCA K pexxnumy «ATM/BAR», HaxXmute n
YIEPXXMBaNTE CUHIOKD KHOMKY elLLe pas.

MPNUMEYAHNME: B pexunme PSI geneHua cnesa Ha gucniee, npeactaBnsiollMe AaBleHue,
OyayT orpaHuyeHbl BenmumHoi 300 dyHTOoB/KB.AtoiM (20,4 aT™). Ecnm gasneHne B Blue Diamond
npesbicuT 300 ¢yHTOB /KB.AOWM (20,4 aT™m), rpynna AeneHuii cneea 6yaet muratb. Lindpsl B
LeHTpe aucnnies OyayT NpPoLo/KaTb MoKasbiBaTb (PAKTUYECKOe AaB/ieHWe BO BCEM [ManasoHe
[aBNeHns ycTpoicTea oT -6 Ao 441 dyHTa/kB.Atolim (o1 —0,4 ao 30 atm). IMocne Toro, Kak 6bino
BbIMOSIHEHO pa3fyBaHWe WKW BBEAEHWE XWAKOCTM C KOHTPOJIEM [aB/IEHWA, Ha LLKase gucrnies
OTMeYaeTCs HavBbICLLIee 3HaueHue aasreHns. OfHO BGbICTPOe HaXaTue CUHel KHOMKX 0To6pasunT
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Ha mHCIUIee MHQOPMALHIO O MOCNENHEM pa3ayBaHun M mHmukatop ‘&= - T[locne Hauana
CJIEAYIOLLEro pa3ayBaHHs OTMETKA JUIA NpEeAbLAyIIero pa3xyBaHHs HCYE3aeT.

BHHUMAHME: Ecau na JXKK-aucniee B okHe naBieHHs oTtoOpaxaercs «ER», a B okHe BpemeHH
nossnsercs uudpa, ungedpnarop HeucnpaseH. [loxaryiicra, BepHuTe HHACPAATOP B KOMNAHHIO
«Meput Meaukan».

ITIPUMEYAHME: Jlns 3KOHOMHH 3HEpPrHH MOACBETKAa aBTOMATHYECKH BBIKIIOYAETCA 4Yepe3
aecatb MHHYT Ge3aelicTBus. OHako MMKpONpPOLECCOp MPOAOIKHT KOHTPOJHPOBATh JaB/IEHHE.
HaxcatHe cHHell KHONKH MM pa3ayBaHMe GaJloHa CHOBA aKTHBHPYET MOJCBETKY. Y CTPOHCTBO
BBHIKITIO4aeTCA Yepe3 90 MHHYT MOAPAL NPH HYJICBOM AABJICHHH.

MNOArOTOBKA YCTPOHCTBA:

Yto6el nMoAroToBUTH HHAENATOP, NMpocTo Habepute B uHAaednsTop no 20 M KOHTPACTHOro
pacTBopa WiIH ApYroi XHAKOCTH, HaXXaB Ha TPHUITEP U NOTAHYB Ha3al PYKOSATKY.

NEPBUYHOE 3ATIOJIHEHHE C PRIMELOK™

VYerpoiicteo PrimeLok nossonser yzanste BO3AyX H  JIMLIHIOW
KHMAKOCTb, He Haxxumas Ha tpurrep. Blue Diamond ynakosbiBaetcs
BMecTe

¢ PrimeL ok B OTKJIFOYEHHOM MOI0XKEHHH.

ARLACE L M X

1. Yrobml 3aneiictBoBatb Primelok, HaxxmuTe TpHrrep H BCTaBbTE
PrimelL ok 8 nas. PrimeLok noakmouen

2. Yrobbl moarotoBuTh HHAedasTOp, mpocto HabGepure a0 20 Mi
KOHTPAcTHOIO pacTBOpa MM XHAKOCTH, KOTOPYIO HYXHO Habpath B
HHAeQIATOP, NOTAHYB Ha3al PyKOSTKY NMOPLIHS.

BHHUMAHME: Ocmotprte TpyOKy HHAeDAATOpa H 3aNOPHBIA KPaHHK
(ecnv OH HcroNb3yeTcst), YTOOB YOeaUThCS, YTO B CHCTEME HET BO3AyXa.

3. IIpuxMmuTe PpYKOATKY K CTOMy, 4TOObI yJanuTh BO3LYX U3
unaedasaropa.

4. Y1obel orkmouuth Primelok, HaXMHTe TpHITEp M BBUIBHHBTE
PrimeLok 13 na3a. 310 nN03BOJIKT NOPLIHIO 3aQUKCHPOBAThH NOJIOXKEHHE,
H Tenepb yCTPONHCTBO FOTOBO K HCIOJIb30BAHHIO.

INNPUMEYAHMUE: PrimelLok pomxeH ObiTh OTKIIOYEH IO TOro, Kak
MOXHO OyJeT NOJJepXHBaTh MaBJICHHE C TMOMOLIBI0 MEXaHH3Ma
610KHpOBKH / pa3bIOKMPOBKH. DISENGAGED FRVELON

[ d

PrimeLok oTknioueH
NPUCOEJUHEHHUE HHAE®JATOPA K BAJJIOHY:
NMMPUMEYAHMUE: /Insa 1noNyvYeHHs KOHKpEeTHOM HHpopmauuu 00 HCNONbL30OBaHHUH,
MaKCHMaJIbHOM [JaBJECHHM DPa3llyBaHHsA, MEpax NPENOCTOPOXKHOCTH M MPEAyNpPeKACHHAX IS
3TOro yCTpo#icTBa 06paTMTECh K MHCTPYKLHSM NPOH3BONMTENS, MpHIaraeMbiM K Ga/LIOHHOMY
IMTaTAUMOHHOMY KaTeTepy WIM APYrOMY MHTEpPBEHUHOHHOMY ycTpoiicTsy. 1. [loaroroBete
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npoTecTHpyiTe GanyOHHBIA KaTerep B COOTBETCTBHH C HHCTPYKUHAMH MPOH3BOLHTENA IO
npuMeHeHHIo katerepa. 2. Co3sgaiite JXHAKOCTHOE COeHHEHHE Mexay OannoHoM H
YIUITHHHTENIbHOH TpyOKOH HHAE]NATOpPa, HANEKHO COCAHHHTE JIOIPOBCKHE KOHHEKTOPhLI. 3.
HaxxMuTte Ha TpUrrep M NOTAHUTE 3a PyKOATKY NOPLIHSA, YToObl CO3AaTh BaKyyM B 6asinoHe.

PA3AYBAHHUE U CAYBAHHUE BAJIJIOHA:

1. JIna HamyBaHHs 6a/ulOHa HaXXKMHTE Ha TPHITEp, 4TOObl MOpLIEHb BEPHYJICA B HCXOIOHOE
nonoxenne (0 atm/6ap wnm ¢yHt/kB.mokM). OTNyCTHTE 3aXHM TpHITEpa, 3adHKCHpPOBaB
NOPIIEHb B HYXKHOM NOJICOKEHHH. UTOOK! yBENHYHTL JaB/IeHHE, IOBEPHHTE PYKOATKY O YaCOBOM
CTpeike, moka He OyleT [OOCTHIHYTO JelaeMoe /aBlicHHE. 3HAUCHHS [AaBJICHHS BbllLE
MaKCHMAIbHOTO AMala3zoHa 0003Ha4YaloTCa MHUrawomuMy uudpamMu. B Touke camoro BbICOKOro
NOC/IEIHErO MOKa3aHUA JaBlieHHs CTaBHTCA MeTka. [lo Mepe Toro, kak NaBlicHHE CHHXXaeTcCs ¢
MaKCHMAJIbHOTO 3HAYCHHA, 3Ta METKA HAYHHAET MHUTaTh.

NMPUMEYAHHUE: 3sauntenbHas noteps AaBleHHS MOXET YKa3blBaTh HAa yTEUKY B CHCTEME.
BHHUMAHHME: [Ipexze yeM HCMOIB30BaTh MEXaHU3M ObICTpOro c6poca AaBICHHS IS BbITyCKa
BO31yXa W3 Ga/lIoHa Ui aHTHOIUIAaCTHKH, AaBJIEHHE [I0JDKHO ObITh yMEHBIUICHO 10 25 aTM HIH
HHXe, YToOBbl 3aIHTHTL pe3bby ¢ukcaropa. 2. Jlna cayBaHus 6anioHa MOBEPHHTE PYKOATKY
NPOTHB YacOBO# CTPENKH, YTOObI COPOCHTH JaBneHHE 110 25 at™ HiH HHxe. Haxmure Ha Tpurrep
M MOTAHMTE Ha3aja, 4yToObl CO34aTh OTpHULATEAbHOE AaBneHHe. OTMYCTHTE PYKOSTKY, 4TOOBI
3aQUKCHpOBaThL MOpUIEHb B MOJOXEHHH OTPHLATENBHOro JaBneHHA. JlaBneHue HHUxe
MHHHUMAIBHOIO npeaena uuaedsTopa 0603HauaeTCs MHIalOIHMH NoJI0caMH H 3HakoM «NEg» B
obnacTH AaBiCHHA.

NMOKA3AHHUSA K NPUMEHEHHIO H HCHNOJIb3OBAHHE [UIA BBEJEHMHSA
KNIAKOCTH:

JlanHoe yCTpOMCTBO NpeaHa3Ha4YeHO /IS HCTONB30BAaHHA MEIMUHHCKHMH pabOTHHKaMH s
NoAayH >KHAKOCTH B Teo U3 HHaedastopa Blue Diamond u koHTpons AaBREHUS ITOH XKUAKOCTH.

BBEAEHUE XHIAKOCTH U KOHTPOJIb JABJIEHHA C TIOMOULIO
HHAE®JIAATOPA BLUE DIAMOND

1. JIns MeIeHHOTO BBEACHHS XHAKOCTH B OPraHH3M BpalliaiiTe NOPLIEHD 10 4aCOBOH CTpeJsike A0
TeX Mop, NoKa He OyeT BBeEH HYXHbIA 06beM MHAKOCTH. [lns 6bICTPOro BBEACHHUA XHAKOCTH B
OpraHM3M HaXMHTE Ha TPHITEP, OJHOBPEMEHHO TONKaA MOpiueHb Bnepel. JlaBneHue BBENEHHS
O6ynmer orobpaxarbcs Ha XK-amcriee, M TaliMep aBTOMAaTHYECKH 3alMyCTHTCHA, KaK TOJILKO
YCTPONCTBO CO3JacT MONOXHTENbHOE AaBicHHE. JlaBleHHE BhbilllE MAKCHMMAIbHOrO npejaena
unjednaTopa otobpaxaercs Ha Auciee MUralommmy uidpamu. 2. Tlpu Haxaruu Tpurrepa u
BLITATMBAHKHM IOPIIHS MOXET BO3HUKHYTh OTpHLATE/bHOE AaBjieHHe. OTNYCTHTE PYKOATKY
TpHUrTrepa, 4To6bl 3a610KHPOBaTh NOPLUEHD B NONOXEHHH OTPHLIATENLHOIO NaBiieHu. 3. Taiimep
cOpachiBaeTcs, KOra AaBJIEHHE OMyCKAeTCs 10 Hy /14 HIIH HiKe. JlaHHbIe, CBA3AaHHbIE C NOC/IeAHEH
HHDBEKIHEH, OTOOpaXAlOTCA NMpPH HAXaTHH M YIECPKHBAHHH CHHEH KHOMKH, KOrja [daBlieHHE
MEHbILE WIH PaBHO HY O,

BHUMAHHE: Ortor uHaednstop cnocobeH co3naBaTh BHICOKOE JIABJIEHHE XHIKOCTH B
3aMKHYTOH XHIKOCTHOH cucTeme. HM3meHeHHe o6beMa momaBaeMoii XHIKOCTH MOXET ObITh
HETOYHBIM H3-3a NT0JATJIKBOCTH [UIACTHKOBBIX KOMIMOHEHTOB NPH H3MEHEHHH JIaBJICHUA.
BHUMAHME: Ecnu npuioxeHHoe AaBieHHe He oto0paxaeTcd Ha MaHoMeTpe / LH@poBoM
IMCIIee, HEMEMUIEHHO TNPEKPaTHTE MCMONb3OBAHHE YCTPOHCTBA M 3aMEHHTE €ro HOBbIM
YCTPOHCTBOM.
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PEKOMEHAYEMBbIE PACCTOAHNA PASHOCA MEXKAY MOPTATUBHOW U
MOBW/IbHOWN PAONOYACTOTHOW (PY) AMNMAPATYPOW CBA3N U
YCTPOWVCTBOM BLUE DIAMONDNA
Nuaednstop Blue Diamond npegHasHayveH 415 MCMONb30BaHWSA B 3/1EKTPOMArHUTHOWM cpefe ¢
KOHTPO/IMPYEMbIMM MOMEXaMW, CO34aBaEMbIMM PaAMOYacTOTHLIM U3nydYeHneM. onb3oBaTtesb
nupednatopa Blue Diamond MoxeT nomMoyb NpefoTBpaTUTh 3/EKTPOMArHUTHLIE MOMEXWU,
NoAAePXKMNBas MUHMMaIbHOE PacCTOsIHWME MeXAY NOPTaTMBHLIM M MOBUIbHON PagmoYacTOTHOM
annapatypor ceasn (nepegatyumkamu) K yctpoicteom Blue Diamond, Kak peKoOMeHA0BaHO

PaccTosHve pa3Hoca B 3aB1CMMOCTU OT YacTOTbl NepefaTymnka (B MeTpax), m

HoMuHanbHas MakCUMrLLbHasA 150 KF'-80 MMy 80 MIL - 800 My 800 Ml'y, - 2.5
BbIXOZHaA MOLLHOCTb GHz
nepefatumka (B Batrax), BT d=[l1,2]VvP d=[1,2] Vp 4=[2,3] 1P
0,01 0,12 0,12 0,2
01 0,37 0,37 0,7
1 12 12 2,3
10 3,7 3,7 73
100 12 12 23

[na nepefaTynmkoB, pacCUMTaHHbIX Ha MakCUMa/lbHYH BbIXOAHYH MOLLHOCTb, He YKasaHHYH
BblLLIE, peKOMeHayemoe paccTosHue (d) B MeTpax (M) MOXXHO OLEHWUTb C NMOMOLLBIO YPaBHeHWS,
NMPYMEHMMOro K 4acToTe Mepefaryvka, rae P - MakcMmanbHas HOMUHaslbHas BbIXOLHas
MOLLHOCTb NepefaTyvka B BaTttax (BT) cornacHo AaHHbIM NPOW3BOAWTENS NepefaTymka.
MPUMEYAHME 1 - Mpu 80 MI'y n 800 Ml nprvMeHsieTca paccTosiHWe pasHoca ans 6onee
BbICOKOWA 4aCTOTbl.

MPUMEYAHWVE 2 - 3TM pekoMeHZauuMnm MOTryT MPUMEHATLCA He BO BCeEX cuTyauuax. Ha
pacnpocTpaHeHue 3/1IeKTPOMArHUTHBIX BOIH BNMSIET MOT/IOLLEHWE U OTPAXKEHUE OT KOHCTPYKLMIA,
NpesMeTOB U NIIOAEN.

YKA3AHUSA N 3AABNEHUVE NMPOV3BOANTENSA: SNEKTPOMAIHUTHAS
YCTOMYMBOCTb

[laHHOe yCTpPOICTBO NpeaHa3HauYeHo ANst UCMONb30BaHWS B 31eKTPOMarHUTHOM cpefie, YKa3aHHO
HUXXe. 3aKasuvK UM Mosb3oBaTelb 060pyA0BaHMS A0MKHbI Y6eaNTLCS, YTO OHO UCMOb3YeTCs B
TaKoi cpege.

VcrbiTaHve Ha YpoBeHb YpoBeHs YKasaHus 1o
AMEKTPOMArHUTHYIO Verbmanms 1EC COOTBETCTBMSA 3NeKTPOMarH1THOW cpefe
YCTONUMBOCTb 60601
AneKTpoCTaTNHECKIIA 16 KB KOHTaKT ~ +6 KB KOHTaKT MoBbilLEH/E ~ OTHOCUTE/IbHOM
paspsag (3CP) B//I<HOCTU CHWXaeT
B KB Boyyx 28 KB Bo3yX BEPOSITHOCTb ~ BO3HUKHOBEHIA
1EC 61000-4-20 npo6siem, CBSA3aHHbIX c

3NEKTPOCTATUYECKM Pa3pPSLOM.
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HHCTPYKUHUA 1O IIPUMEHEHHIO: I'emoctatHuecknii xiaanan AccessPLUS/ Merit
Access-9

[lepea ncnonb3oBaHHEM OCMOTPHTE YCTPOHCTBO H yO€aMTECh, YTO LENOCTHOCTh YNAKOBKH HE
6bU1a HapyllleHa BO BpeMsi TPAHCTIOPTHPOBKH.

1. [IpucoeanuuTe 60KkOBOA NOPT reMOCTaTHYECKOTO KianaHa K passetButelio Merit. [Ipomoiite
H 3amojiHHTE y3en ¢u3pacTBOpoM. UToObl 3amONIHMTL CEKUMIO KJlanaHa, OTKPOMTE KjamaH,
NOMECTHTE OAMH MaJiell Haj JIO3POBCKHM QHTHHIOM H NPOJAOKHTE 3aNoNHEHHE y3a.

2. TlpucoeaHHHTEe reMOCTaTHYECKHH KJanaH K NPOBOAHHKOBOMY KateTepy. Boinonnure
acnHpalMio U1 YJajeHHs M3 KjlanaHa 3axBaueHHOro BO3JyXa M TIIATEJIbHO MNPOMOMHTE
¢du3pacTBOpOM. Y 1anuTe KpoBb, OTKPBIB KJIaNaH H MpoAoJhKas NpoMbIBaTh y3ei. [locne yianenus
KpPOBH 3aKpoiTe KianaH. TiiaTenbHO OCMOTPHTE Ha NpEAMET Ny3bIpbKOB BO3AyXa H MNpH
HeoOXOAMMOCTH NMPOMOHTE MTOBTOPHO.

3. OTkpo#iTe reMOCTaTHUYCCKHH KJ1anaH H BBEAUTE NPOoBOAHMK Wi KaTetep. (IIpu HeoOxoanmocTH
BBEAHTE HHTPOABIOCEP NPOBOJIOYHOIO TNPOBOJAHHKA W TPOABHHLTE €ro uepe3 Kiamnal).
[TpoaBHHbTE NPOBOAHMK WM KAaTeETEp B COCYAHCTOE PYCJIO Ha HY)XHOE pacCTosiHME. 3aKpoiiTe
K1anaH BOKpPYI CTEpXHs NPOBOJHMKA, KaTeTepa WM HHTpoablocepa. Tak ¢opmupyercs
repMETHYHOE YMJIOTHEHHE, KOTOpOe, OHAKO, HE MPENATCTBYET MEPEMELICHHIO NMPOBOJOYHOIO
NPOBOAHMKA, KaTeTepa UM HHTPOAbIOCEpa.

NMPEAYINPEXIAEHHE: Baxxo, yToO6bl KnamaH ObU1 AOCTAaTOMHO IUIOTHO 3aKpbIT JUIs
NpeAOTBpPALUEHHS YTEUYKH KPOBH, H B TO € BpeMs He OrpaHHYHBal (PyHKUHOHHPOBAHHE
YCTPOHCTB.

4. Jlna o3HakomiIeHus ¢ HHpopMauuedl O Ha3HaAYEeHHWH MH3ENMSA, NPOTHBOMOKA3aHMAX H
NOTEHUHANbHBIX OCJIOXKHEHHSAX, CBA3AHHBIX C NPHMEHEHHEM [WJIATALUMOHHBIX KaTETEPOB B
npoueaypax 4pecKOXKHOW TPaHCIIOMHHAILHOH KopoHapHo# aHruomnactuku (UTKA) w/mnm
4YpeCcKOXXHON TpaHcMoMHHanbHON aHrnonnactHkH (YTA), obparutech k conpoBoaAHMTENLHOM
JOKyMEHTALIMH JHJIaTallHOHHOIO KareTepa.

5. BuiTaruBaiite KaTeTep A0 TeX MOp, NOKa AUCTATLHBINA KOHELl He OKaxxeTcs Ha riybune 10—20
CM B COCYAMCTOI cucTeMe. OTKpO#iTe K1anaH v NOJIHOCTBIO H3BJIEKHTE KaTeTep. Bo BpeMs BBoa
H M3BJICYEHHS Yepe3 KJlanaH U3 6asloHa JoMKeH GbITb MOJHOCTBIO YAANCH BECh BO3AYX, YTOOLI
KaTeTep MOT JIErko u 6e30MacHO H MPOXOAHTD YEpe3 KIaMaH.

6. OTcoeqMHHTE reMOCTaTHYECKHH KJIaliaH OT IIPOBOAHMKOBOIO KaTeTepa.

MEPBI NIPEAOCTOPOXHOCTH: He BBOANHTE HHKAKOH XKHAKOCTH, €CJIH B FeMOCTATHYECKOM
KJ1anaHe BHAHBI NY3bIpbKH Bo3yxa. CHavaia BBINOJIHHTE aCHPaLHIO iR YAAJEHHS U3 KilanaHa
3aXBauYeHHOro BO3/1yXa, a 3aTeM NPOMONTE KJlanaH, Kak OIMCaHo Bollle. Bo Bpems acnupaumn win
HHBEKIMH IeMOCTATHYECKHH KanaH JO/DKEH ObIThb MOJHOCTBIO 3aKphIT. BHYTpEHHHA AnameTp
camoif y3KO#M uYacTH remocTaTHyeckoro kiamaHa cocrasnser 0,120 moiiMma  (3MM)
(npubausutensHo 9 Fr).

HHCTPYKIUA NO IPUMEHEHHIO: IN'emocTaTnueckuii kaanan MBA
[lepen ucnons3oBaHHeM HEOOXOAMMO OCMOTPETh YCTPOHCTBO, UTOOB! y6€AHTLCA B OTCY TCTBHH
MOBPEKACHHH NMPH TPAHCTIOPTHPOBKE.

1. TloacoeanHute OOKOBOH I110PT MNOJHOCTHIO OTKPHITOrO TIE€MOCTaTHUYECKOro KiamnaHa K
pacnipezienuTenbHoii chopke. [TpomoiiTe 1 3anonHuTe c6opky dusHoIOorHyecKkuM pacTBopoM. lns
3aMoJIHEHHS OTCEKa KjanaHa HeoOXxoanMo ybeaMTbCs, YTO NMEpEKIovaTe/ib B BHIE KOJIECHKA
HaXOJHUTCA B TMOJHOCTBIO OTKPLITOM [OJIOXKEHHH, OTKPLITh IUENEBOH KiamnaH, MUl [OJIHOro
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OTKPBITHA KOTOPOTO HEOGXOAMMO NMPOTOJKHYTh YEpPE3 HEro H CJerka NOBEPHYTh BCTPOECHHbLIN
uHTpombiocep. [Ipukpoiire oAHMM najabLEM LITHIPEBOH JIIO3POBCKHII pasbeM H IMpoAo/DKanTe
3aM0JHATH COOPKY 10 MOJIHOTO yAaleHHs Bo3ayXa. [ing H3B/lI€4YECHHS BCTPOEHHOI0 HHTPOAbIOcepa
OTTAHMTE €ro Ha3aj H 3a1eHCTBYATE BTOPHYHOE YIUIOTHEHHE.

2. lloncoeauHuTe MOBOPOTHBIA WITHIPEBOA JIOIPOBCKHA pa3beM reMOCTATHYECKOro KiaraHa K
NPOBOJHHKOBOMY KateTepy. Y 6eIHTECh, YTO B COEIHHEHHH OTCYTCTBYET BO3AYX.

3. YtoObl OTKpHLITHL KJIanaH Ui BBEACHHA KaTeTepa WIH NMPOBOAHHKA, MPH IeMOCTAaTHYECKOM
KJIafaHe B NOJIHOCTHIO OTKPHITOM MMOJIOXKEHHH MPOTOJIKHHTE W CJIeTKa MOBEPHHUTE BCTPOCHHbIM
uHTpoabtocep. Tenephb KianaH rotos k pabote ¢ ycTpoHCTBaMH.

[Ipenocrepexenue: [pu BCTaBke BCTPOCHHOTO HHTPOABIOCEPA Ki1anaH Oy IET MOIHOCTBIO OTKPBIT,
YTO MOXET IPHBECTH K KPOBOMOTEPE.

4. BcTaBbTe KaTeTep WM NPOBOAHHK BO BCTPOCHHBIH HHTPOJBIOCEP H MPOBEAMTE €r0 BNepel Ha
He0OX0IMMOE pPacCTOAHHE BHYTPb COCYAHCTOH CHCTEMBI. M3BNeKHTE BCTPOEHHbIA HHTPOABIOCEP.
5. Bokpyr HHTEPBEHLIHOHHOIO YCTPOHCTBA 00pa3yeTca repMETHYHOE YIUIOTHEHHE, YTO CHHXKACT
KPOBOMOTEPIO WK MO3BOJIAET €€ MOMHOCTBIO H30ekaTb, NPH 3TOM MOABMXHOCTb NMPOBOAHHKA,
KaTeTepa HJIM HHTPOJblOcEpa HE OrPaHHYEHa.

6. IIna 3aKkpensicHHA MHTEPBECHUHOHHOrO YCTPOHCTBA B HYXHOM IOJOXCHHHM MOBEPHHUTE
nepeKIoyaTeNb B BUIAE Kojleca B HalpaBJiCHHH 3aTATHBaHHA.

Ipenocrepexenne: He BBOAMTE KHIAKOCTb, €CJIM BHYTPH KilanaHa BUAHBI Ny3bIPbKH BO31yXa.

BHyTpeHHHIT nMaMeTp camoif Y3KOH )XEeCTKOH 4acTH reMOCTaTHYECKOro KjlanaHa COCTaBjiseT
0,118 moiima (3mMM, npubansutensHo 9 Fr).

HHCTPYKLHA NNTO MIPUMEHEHHIO: I'emocraTnuueckuit ki1anan PhD

1. [Toncoeannute 60koBo# NOPT reMocraruyeckoro kianana PhD k y3ny konnekropa. Ilpomoiite
W 3aNONHUTE y3ea (H3PacCTBOPOM — KOMIIPECCHOHHBIN KilanaH JomkeH ObITh OTKphIT. UTOGHI
3aMONHUTh CaM KJIanaH, HAXMHTE Ha Kanciojib 110 ynopa H ybeauTech, YTO BCMOMoOrare/bHas
MaHXeTHas Npokiaaka oTkpbiTa. [IoMecTHTe Nastell Ha COEMHHUTENBHY IO 4acTh koHyca JIto3pa u
NPONOKHTE 3alloSIHEHHE Y3/1a 0 MOJHOr0 yAANeHHA BO3yXa. AKKYpaTHO OTIYCTHTE 3aAHHH
KOHell Kanciong — cpaboTaeT BcnoMoraTejbHas MaHXKeTHas MPOKJIaziKa.

2. MNoacoeanHuTe Bpaialowuiics ananTep ¢ Hacaaxoit Jlioapa remocratHueckoro knanata PhD k
NPOBOJHHKOBOMY KaTeTepy. YOeanTeCh B OTCY TCTBHH BO31yXa B COEAMHEHHH.

3. Yto65bl OTKpBITH reMocTaTHdeckuit knanad PhD s karetepa WiM npoBOAHHKA, HAXKMHTE Ha

jaHHIi  KOHEL Kanciojis —  OTKPOeTCs  BCMOMoraTejibHas  MaHXeTHas  [poKJianka.
IemocTaThueckuit knamas PhD roToB K BBEIEHHIO AHArHOCTHYECKOTO/MHTEPBEHUMOHHOTO
MHCTPYMEHTa.

4. Bpeaure  AMarHOCTHYECKHH  /MHTEPBEHUMOHHBIH  HHCTPYMCHTYEpPE3  OTKPLITYIO
BCTIOMOTaTEIbHYI0 MAHXKETHYIO MNPOKIALKY M OTKPBHITYI0 KOMIMPECCHOHHYIO MaHXETHYIO
NpOKIAIKY.

BHUMAHME: Ecau remoctatideckuii knanad PhD 1 BcnomoratenbHas MaH)XXeTHas NPOKJaaKa
NOJIHOCTBIO OTKPBITHL, 3TO MOXKET NMPHBECTH K KPOBOMOTEPE.

5. TlpomBHHbTE AMATHOCTHYECKHH /HHTEPBEHUMOHHBIA HHCTPDYMEHT 4epe3 OTKpBITYIO
KOMITPECCHOHHYIO MAHXeTHYIO NPoKIaaKy. Bokpyr 1HarHOCTHYECKOro HIIH HHTEPBEHLIMOHHOTO
MHCTPyMeHTa oOpa3syeTcs TrepMETHYHas MNpokianaka, obecrieyHBaiollas OTCYTCTBHE MM
HE3HAUMTE/IbHYIO KPOBOMOTEPIO, HO HE OrPaHHYHBAIOLIAN IBHXEHHE HHCTPYMEHTA.

6. Ipu HeoOXOAMMOCTH, KaK TONbKO JAWArHOCTHYECKHI/HHTEPBEHUHOHHDBIH HMHCTPYMEHT
BCTaB/EH, 3aKPOWHTE KOMIPECCHOHHYIO MAaHXETHYIO NMPOKIAAKy. JTO NO3BOJHT BbINOJIHHTHL
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HHBEKLHIO Nojx JgaBneHreM 1o 27 atm/6p (400 ¢yHToB/KB. moiiM) M (MNH) 3adHKCHPOBaATH
JMAarHOCTHYECKH/ HHTEPBEHIIHOHHBIH HHCTPYMEHT B ONpee/ICHHOMIOJIOXKEHHH.

7. BblHbTe  QMArHOCTHYHCKHA  /MHTEPBEHLUHOHHbIH  HMHCTPYMEHTYEpE3  OTKPBITYIO
KOMMNPECCHOHHYIO MAHXXETHYIO MPOKIAAKY. ATHPOTEHHO.

HHCTPYKUMA 11O IPUMEHEHHIO: I'emocratnuecknii kianan HONOR
1.T1pukpenuTs koJU1IEKTOP K GOKOBOMY NMOPTY YCTpOiicTBa.

2. [IpukpenuTh AHCTANBHLIA KOHEL YCTPOHCTBA K NMPOKCHMAJbHOMY KOHLY MPOBOAHHKOBOIO
KaTerepa.

3. ITpoMbITh PU3HONOIHUYECKHM PACTBOPOM LISl YAAIECHHS ITy3bIpbKOB BO3ayXa. [lns mpoMbIBKH
CerMEeHTa KJanaHa, OTKpPbITb TeMOCTATHYECKHH KJanaH, HaXKaB Ha MEXaHH3M OTKPBITHS H
MPOJAOKUTD 3aMOJHATH 3TOT y3ea ycTpo#cTBa. UToObl 3aKkpbiTh KJIanaH, MOTAHYTb MEXAHH3M
OTKpBITHS KJIaNlaHa Ha3all B €ro HCXOJHOE NOJIOXKEHHUE.

4. [puKpenuTh K KOUIEKTOPY YCTPOHCTBO U HArHETAHHA AaBJIEHUs/ yCTPONHCTBO U1 HHPY3HH,
B COOTBETCTBYIOILHUX CITyHasX.

[TpoBepuTh, Kak 3apHUKCHPOBaHbI BCE COEAHHEHHA, 4YTOOBI H36€XaTb acnHpauMH BO3dyXa BO
BpeMS NPOBEJACHHS NPOLEaYpbl.

5. BBecTH NpPOBOJHHKOBBIA KaTeTep B COOTBETCTBHH C MNPOUEAYPOH, PEKOMEHIOBAHHOM
NpPOH3BOAMTENEM NTPOBOAHHKOBOIO KaTeTepa.

6. BcraBuTb  NPOBONOYHBIH  NMPOBOJAHMK  MJH  MPOBOJOYHBIA  [POBOAHMK  H
JIMarHOCTHYECKMil/onepaTHBHLIN KaTeTep B ycTpoicTBO. [IpH ycTaHOBKe TOJBKO MPOBOAHHKA
HCII0JIb30BaTh YCTPOHCTBO JUIA BCTaBKH (HHTPOABIOCEP), YTOOB! 3aLUIMTHTL AMCTAILHBIH KOHel
NPOBOJIOYHOTO NMPOBOAHHKA.

7. BLINOMHHTH OCTaBUIYIOCS YacTh NpPOLEAYpPbl, COTacHO PEKOMEHAAUHUAM MPOU3BOAHTEIIA
COOTBETCTBYIOLIErO YCTPOACTBA.

HHCTPYKLHS IO MIPUMEHEHHIO: I'emocraTuuecknii kaanan FLOS0

1. TMoacoeaunure 60OKOBOH NOPT TreMOCTATHYECKOTrO KjamaHa K CHCTEME NpPOMBbIBKH. B
nonoxxenuu knanasa OTKPBITO, npomoiite u 3anosnuure cGopky ¢uspacTBopom. UToGbI
3aMOJTHUTh CEKUHIO KJIaMaHa, OTKpO#Te ero, NPHKpOHTE OAHHM NaNbLUEM YIUIOTHHTENb MOPTa H
NpoaoXaiiTe 3aNoNHATH COOPKY.

2. [ToacoeannuTe Bpaniatens KoHyca Jlio3pa kinanaHa K karetepy. Y6eauTech, YTo B COEAHHEHHH
OTCYTCTBYET BO34yX. IIpH MoMoly acnHpalMH yaaldTe BECh BO3AYX H TUIATENbHO MPOMOHTE
Knanad ¢pu3pacTBOpoM. Y JaauTe KpOBb H3 H3ENHS, OTKPBIB KNamnaH, OAHOBPEMEHHO MPOAOIIKas
npoMbiBaTh c6opky. Koraa kpoBb OylieT nonHocTbio ynaneHa, 3akpoiite knanaH. [lposepbTe
M3JIeJIHE Ha HAJIHYHE Ny3bIPLKOB BO3AYXa U NPOMOHITE elle pa3, ec/iH HeoOX0AUMO.

3. OTKpoiiTe reMOCTaTHYECKHIi K1amaH H BCTaBbTe NPOBOAHKK HiH KateTep. (Ecnu Heobxoanumo,
BCTaBbTE HHTPOALIOCEP NPOBOAHUKA M MPOMYCTHTE €ro Yepes Knanax). Beeaure

MPOBOMHMK WIIH KaTeTep B COCYMCTYIO CHCTEMY Ha HEOOX0IMMOE PacCTOAHHE. 3aTAHHTE KnarnaH
BOKpYI CTepXHs MPOBOJHHKA, KaTeTepa WIH HHTpo/blocepa. JTo o0pasyeT repMmeTH4Hoe,
HEMPOHKUUAEMOE JUIA XHAKOCTH COCAMHEHHE, HE MpPENATCTBYIOWEE JABHXKCHHIO NPOBOIHHKA,
KaTeTepa HIH HHTPOAbIOCEPA.

BHUMAHHE: Baxaio, 4yToObl K1anaH 6bU1 3aKphIT JOCTATOMHO MIOTHO, YTOOBI NPEAOTBpaLLaTh
YTEYKY KPOBH, HO [IPH 3TOM HE HaCTOJILKO IUIOTHO, YTOOBI 3aTPY AHATL )y HKLUMOHHPOBAHHE.

4. TlpouTHTe M MCNOJHANTE HMHCTPYKUHH OT MpPOH3BOAMTENS B OTHOLICHHH H3JIENHHA,
npuMeHseMbIx ¢ knanatom FLOS0.

5. U3BnexuTe YCTPOHCTBO HACTONBKO, WroGbl AMCTANbHLIHR KOHYHK ocTaBaica Ha 10-20 cMm BHY TPH
cocyaucToii cucteMbl. OTKpoiiTe KilanaH H NOJIHOCTLIO H3BJIEKHTE YCTPOHCTBO.

6. OTcoeIMHHUTE reMOCTaTHYECKHH KiallaH OT KaTeTepa.
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KoMnonenTsl, Heobxoaumbie A1 npoueaypbl UTA, Ho nocTaBiisieMbie 0TAENABHO:

» BannonHblit kateTep cootBeTcTBYIOLIEro pasmepa * KontpactHoe BeiiecTBO * CTepH/ibHBIA
¢u3nonornueckuii pacrsop ¢ Llnpun ¢ mospoBckuM pasbeMoM ¢ KoakcHanbHas mnapa
(uHTpPOABIOCEp / MOMNIATATOpP) COOTBETCTBYIOWIEro pasmepa * Hanpasnsiomui MpOBOJHHK
cooTBercTBYIowlero pasmepa * [loaxoasmas wanpaBnsiomas wurna < [loaxoaawmit
HaMpaBISIOLIHIA W/HIH AHAarHOCTHYECKHH KateTep * ['eMocTaTHUeCKHH KnanaH (€C/M He HIET B
KOMILJIEKTE)

YCJOBHA TPAHCIIOPTHPOBKH, XPAHEHHUSA H 3KCILTY ATAIIHH

Temnepatypa npu | Ot -25 °C no +60 °C
TPAHCNOPTHPOBKE
Temnepatypa xpaHeHHs Ot +5°C no +27°C

XpaHHTb B MNpPOXJIATZHOM, CYXOM MeECTE B
OpUTrHHAJIbHOH YNaKOBKe

IKCmIyaTanng 15°C no 35°C, oOTHOCHTENbHas BJAXHOCTb
Bo3ayxa: <80%, aT™.

At™ocdepHoe nasnexue: 84,0 -106,7 xlla
(630-800 MM pT. CcT.).

Y c/10BHS IKCILTYATALMH - B J1e9e0HO-NPOPHIAKTHIECKOM YUPEKACHHH.

CPOKTOJHOCTH
Cpox roanocTu — 3 roaa.

CTEPHJIM3ALIUA
ITHIEHOKCHA

YTUIN3ALUA
YTWIHIHPOBATD H3€IHS COTJIACHO MECTHBIM IKOJIOTHYECKHM TpeGoBaHHAM.

IKO0NOTrHYECKHIT MOHHTOPHHT

YTHIMIHPOBATH H3Je/IMS COTJIACHO MECTHBIM YKOJOrHE€CKHM TpeOoBaHHAM.

Knacc OnNacHOCTH MeJHUHMHCKHX OTXOAOB €O CChbUIKO#H Ha cneuupHKauHIo
mMop$0a0ruuecKoro cocTaba (B COOTBETCTBHH ¢ POCCHACKHMH CAHHTaAPHBIMH HOPMaMH H
npasuaamu (CanllnH) 2.1.3684-21) Knace b

TFAPAHTHUA

OrpaHn4eHHas rapaHTHS H 0TKAa3 OT OTBETCTBEHHOCTH

Komnanus «Mepum> 3asBisieT H TapaHTHPYeT, YTO [JaHHOe H3de/iHe (AKTHUECKH
COOTBETCTBYET CNeUMPHKALHAM HAa MOMEHT €ro NOCTABKH 3aKa3uMKy H 4TO B TeueHHe
nepHoaa, YKa3aHHOTO B  MNHCLMEHHOH  OrpaHHYeHHOH rapaHTHH, OTA€JbLHO
NpeaocTaBIAeMOil LIS KaXI0T0 H3eJHS, B [JAHHOM H3eJAHH He OyaeT BbIABJICHO
CYHIECTBEHHBIX 1e(eKTOB MaTEpHANa H KauecTBa H3roToBJieHHs. [aHHAf# rapaHTHs He
NPHMEHNETCE K H3deausaM, Kotopbie (i) Obiam  moauduuupoBaHbI, H3IMEHEHDI,
OTPEMOHTHPOBAHbI, BOCCTAHOBJEHbI, MNepPepatoTaHbl HIH BHIOH3IMEHEHBI CTOPOHOM,
oTAMYHON oT wxomnanuH «Mepum»; (ii) moaBeprajanch HeHalekameMmy oOpalleHHIO,
HCMOABL30BAJMCh HEe MO HAIHAYEHHI0, MOBTOPHO HMCNO.Ib30BAJIHChL, MNOBTOPHO
CTEPHIH30BAIHCD, NIONAJA/IH B ABAPHIiHbIE CHTYALHH, JKCILIYATHPOBAJIHCH ¢ HAPYIEHHEM
npaBui, NOABeprajiiHck HeOpexnomy o0pailleHHI0O HJIH HECAHKUHOHHPOBAHHOMY
BMemaTeabcTBY; (iii) Oblam  noBpexaeHbl BeaeacTBHe M3ObITOuHOH  du3NvecKoid,
KJIHMATHYECKOH HIH 1eKTPHYECKOH HArPY3KH HJIM MMEIOT H3MEHEHHbIH, CTepThIH HIH
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yaaneHHblli cepuiinbiii HoMep; (iv) o0beauHmIHCL ¢ NI06LIM APYrHM npoxykTom; (V)
HCMOJb30BAJIKCh B 119X, OTJAHYUHBLIX OT «Iloxazanuii Kk NpHMeHEeHHIO», 0X00pEeHHDbIX
COOTBETCTBYIOIMHMH KOMMNETEHTHLIMH OPraHaMH, HCM0/1Ib30BAJIKCH ¢ HAPYIIEHHEM MPAaBHJ
NpHMeHeHHS, YKA3AHHbLIX B cNelHPHKALMEX MPOAYKIUHH, JH00 NpHMeHNIHCL B 00/1aCTH
HWIH cpeae, IS KOTOpo#i TaKkoe H3geJiHe He pa3paboraHo W He mpeaHazHadeHo. JlioOuie
TeXHHYECKHe KOHCY/AbTAIHH MO NPOAYKIUHH NpeaocTaBisioTcs komnanuedi «Mepum» 6e3
0023aTe/IbCTB WIH KOMINEHCAHH, H KoMNaHHR «MepHT» He NPHHHMAaET HA ce0f HHKAKHX
0083aTe/IbCTB HJIH OTBETCTBEHHOCTH 38 TAKHE KOHCYJbTAIHH, MOCKOJIbKY OHHM
NpeAoCTABASIOTCH H TPHHHMAIOTCH MO OTBeTCTBeHHOcTh 3akaszunka. KOMIIAHHUSA
«MEPHT» HE JEJIAET HUKAKHX 3AABJIEHHH U HE JAET HUKAKUX NPSIMBIX
WJIM KOCBEHHBIX T'APAHTHM JIIOBOT'O POJA 3AKA3YHKY, EFO KOHEYHBIM
M0OJIb3OBATEJISIM HJIK UHBIM TPETbHUM JIMLIAM B OTHOUIEHHUH JAHHOH
NMPOAYKLHH, IOMUMO COJEPXAIIUMXCSA B HACTOSALLEM AOKYMEHTE.
KOMIIAHHUAA «MEPHT» OTKA3BIBAETCA OT OTBETCTBEHHOCTH H
HCK/IIOYAET BCE HHBIE NPAMBIE, KOCBEHHBIE H 3AKOHOJATEJIBHO
NPEAYCMOTPEHHBIE TAPAHTHH, B YACTHOCTH, TAPAHTHH OT
KOHTPA®AKTA H KOCBEHHBIE TAPAHTHH NIPUTOJHOCTHU JIA MTPOJAXKH U
COOTBETCTBHSA ONPEJAEJEHHOH LIEJIH.

OrpannyieHne 0TBETCTBEHHOCTH

HHU MPH KAKHX OBCTOSITEJBCTBAX KOMIIAHHUA «MEPUT» HE HECET
OTBETCTBEHHOCTH IIEPEJ] 3AKA3YUKOM WJIH JIIOBBIM JPYI'UM
OUINYECKUM WJIH OPHAHYECKUM JIMIHIOM 3A  UITPA®HBIE,
CINNEIIMAJIBHBIE, HEIIPEJHAMEPEHHBIE HJIH NMPEACKA3ZYEMBIE
KOCBEHHBIE YBBITKH, IOHECEHHBIE BCJIEACTBHE YTPATBI PEIIYTAILIUH,
HEAOIMNOJIYYEHHO! TMPHUBBLLJIM OT [EPENPOJAXKH, INPHOCTAHOBKH
PABOTBI, MOBPEXXAEHMS MPOAYKLHUH, MOPYHU APYIOH MPOAYKLUHUHU HIH
HHBIX TIPUYHUH, BYAb TO HCKH BCJIEIACTBHE HEHWCIOJ/IHEHHSA
KOHTPAKTHBIX OBSI3ATEJIbCTB, T'PAXKIAHCKHX IPABOHAPYIUEHHH H
T.I., BO3HUKAIOIIMX B PE3YJBTATE HAPYUWEHHS TOJOXEHHHA
TAPAHTHM, JIOTOBOPA, 3AJEPXKKHM, XAJIATHOCTH, BE3YCJIOBHOH
OTBETCTBEHHOCTH WJIH HHAYE

YnonHoMoueHHbl npegcrasuTtens B Poccun:
000 «MepuT TOeXHONOKUCH

119017, Mocksa,

1-4 Kazauu# nepeynok, aom 7,

arax 1, komHara 6, Poccuiickan ®eanepaunn

+ 7 495 221 89 02

IIpaMenseMbie CHMBOJBI
Campoa Onucanne

| STERILE EO | Crepuamsauns: ra3s >THAeHOKCHA

Toabko s OAHOKPATHOI0
HCMO/b30BAHHS

He Hcnoab3oBaTh NpH MOBpeXACHHOH
ynaxkoBKe
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Ipnmensembie CHMBO.IbI
CumBoa Onucauue

AnHpoOreHHo

Jlororun 3naka EC - uaentuduxanns
HOTHOHUMPOBAHHOr0 OpPrana

IIponsBoaureanb

OduunaabHbIi NpeACTABUTED

Mpeaynpexaenne! ObpaTurech K
NPHJI0KEHHOH 10KYMEHTALHH

= S

(((.)» BGsn3u 06opyosaHus, OTMEHEHHOTO

A 3THM CMMBOJIOM, MOTYT BO3HHKaTh
NnoMexH

E Co,iepxuT 6aTapeiiky - He BbIOpaCchIBaTh B
OTXO/Ibl

I

[/Tocomun komnanuu « Mepum Meoukar Cucmeic, Huk. »] WAL T con
- . L H N

Tpoussoauntens:
«Meput Meaunkan Cuctemc, Huk.» CayT [kopaan, KO0ta, 84095

1 -801-253-1600
O6cnyxusanie 3akasuukos 8 CLUA 1-800-356-3748
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MepeBog ALIWOro/wycTa BblNy4yneH MHOI, NnepeBogumkoMm HeTenwtoin AHacTacuein Muxaivioenoii”®

Poccuiickan ®epepauus
["opos MockBa
[eBATOro MapTta ABe ThiCAYN ABaALaTh TPeTbero roga
A, KBuTKo ®epop AnekcaHaposud, HoTapuyc ropoga MocCKBbI, CBUAETENLCTBYO
MOA/IMHHOCTbL NOAMNMCK NepeBoAYnKa HetennHol AHacTacun MuxaiinoBy

lNognuck caenaHa B MOEM MPUCYTCTBUN. Cx
JInyHOCTb MoAnucaBLLIero JOKYMEHT yCTaHOBeHa A ,

3aperucTtpupoBaHo B peectpe: Ne 62/13.7-H/77-2023-16-195" ]
YnnayeHo 3a coBepLUeHVe HOTapuasibHOro'geinctens: 400 py6. OMkoivs !~ A Jo A
@.yan&BLTKO ..
ar\V:
| k] .I:
/ dm

Bcero npoLlHypoBsarto, NpoHyMepoBaHO M CKPENIEHO MNevaTbio
HoTtapuyc

Poccuiickas ®epepauus
opog Mockea
AAeBATOrO0 MapTa ABe ThicAYM ABajuaTb TPeTbero roga
0K I AAKtaTko ®egop AneKCaHApoBMY, HOTapuyc ropofa MOCKBI.
m eBnaeT%I>CrByt0 BEpPHOCTb KOMUW C  HPEACraBNeHHOro  MHe

1

Vi rivodnn

dii "n'y 3g5«s VPOBAHO B PEECTPE; JB62/137-H/77-2023-16-1954
JTM 3a COBEpLUEHNE HOTapuasibHOrO AeiicTeus: 2900  py6.

®.A. KBUTKO

Bcero npowunTo, NPOHyMepoBaHO, CKPEMNJIEHO
neyaTblo 28 nucrt(a) (oB)

HoTtapuyc |CrQX-i4L,4X"
®.A. KBUTKO
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