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INSTRUCTIONS FOR USE
Cardiac Multipack

DEVICE DESCRIPTION
1.1. Cardiac Multipack is composed of:

1. Performa angiographic catheter, configuration: JR3.5, JR3.5 ST, JR4.0, JR5.0, PRC (Progressive Right Coronary),
dimensions: diameter: 4F {1.3mm), 5F (1.7mm), 6F (2.0mm); length: 100cm.

2. Performa angiographic catheter, configuration: JL4.0, JL3.5; dimensions: diameter: 4F (1.3mm), 5F (1.7mm), 6F
(2.0mm): length: 100cm.

3. Performa angiographic catheter, configuration; Straight Pigtail, 145 “ Pigtail, 155 ° Pigtail, MOD AMP Right
(AMPLATZ RIGHT MODIFIED), MIV RADIAL PIG ST, Ultimate 1, Ultimate 2, Ultimate 4, Ultimate 4-T40, Ultimate 4 -
T45; dimensions: diameter: 4F (1.3mm), 5F (1.7mm), 6F (2.0mm); length: 100cm, 110cm.

1.2. Cardiac Multipack Pius is composed of:

1. Performa angiographic catheter, dimensions: diameter 4F (1.3mm), 5F (1.7mm), 6F (2.0mm); length: 100cm, 110cm;
configuration; Straight Pigtail, 145 ®Pigtail, Ultimate 1

2. Performa angiographic catheter, dimensions: diameter 4F (1.3mm), 5F (1.7mm), 6F (2.0mm); length: 100cm;
configuration: JR4.0, JR5.0, PRC (Progressive Right Coronary).

3. Performa angiographic catheter, dimensions; diameter 4F (1.3mm), 5F (1.7mm), 6F (2.0mm); length: 100cm;
configuration JL4.0, JL3.5.

4. Diagnostic Guide wire InQwire, diameter 0.035 "(0.89 mm); length: 150cm, 180cm; tip configuration J3, Fixed Core.
5. Prelude or Prelude PRO Sheath Introducer, diameter 4F (1.3mm), 5F (1.7mm), 6F (2.0mm); length: 7cm, 1lcm.
consisting of:

- Prelude or Prelude PRO Sheath Introducer;

- guide wire, diameter: 0.018 "(0.46mm), 0.035" (0.89mm); 0.038 "(0.97mm); length: 40cm, 50cm;

- Vascular dilator, dimensions: diameter; 4F (1.3mm), 5F (1.7mm), 6F (2.0mm); length 12 cm, 16cm.

- needle, sizes: 18G, length 7cm; 21G length 4cm.



1.3. Radial Muitipack Plus

I. Radial Multipack Plus is composed of:

1. Performa angiographic catheter, dimensions: diameter 5F (1.7mm); length: 100cm; configuration: Ultimate 1,

Ultimate4-T40.
2. Diagnostic Guide wire InQwire, diameter 0.035 "(0.89 mm); length; 180cm; tip configuration J3, Fixed Core.

3. Prelude Sheath Introducer, diameter 5F {1.7mm); length 7cm, 11cm; consisting of:

- Prelude Sheath Introducer;
- guide wire, dimensions: diameter: 0.018 "(0.46mm), 0.035" (0.89mm); 0.038 "(0.97mm); length: 40cm, 50cm;

- Vascular dilator, dimensions: diameter 5F (1.7mm); length 12 cm, 16cm.
- needle, sizes: 21G, length 4cm;

Il. Radial Multipack Plus is composed of;

1. Performa angiographic catheter, dimensions; diameter 5F (1.7mm); length: 100cm. configuration: JR4.0;
2. Performa angiographic catheter, dimensions: diameter 5F (1.7mm); length; 100cm. configuration: JL3.5;
3. Diagnostic guide wire InQwire, outer diameter 0.035 "(0.89 mm); length: 180 cm; tip configuration J3, Fixed

Core.
4. Prelude Sheath Introducer, diameter 5F (1.7mm); length 7cm, 11cm; consisting of:

- Prelude Sheath Introducer;

- guide wire, dimensions: diameter: 0.018 "(0.46mm); length: 40cm, 50cm;
- Vascular dilator, dimensions; diameter 5F (1.7mm); length 12 cm, 16cm.
- needle, sizes: 21G, length 4cm;



INTENDED USE / INDICATION FOR USE

Cardiac MultiPack is developed for coronary angiography (coronography) procedures. Coronography is indicated for
treatment of, but not limited to, patients with acute and chronic coronary heart disease (CHD), and, in some cases, for
patients with suspected CHD. Coronography is also performed before heart surgery (including patients without CHD).
The PIGTAIL catheter being a part of Multipack is used in endovascular operations on large vessels (aorta, pulmonary
artery, etc.) and heart, for angiography of large vessels (aorta, lower and upper hollow veins, pulmonary artery), and
cardiac cavities (most of all, for the left ventricle angiography).

CONTRAINDICATIONS
Contraindicated for use in the coronary and central vasculature.

WARNINGS:

» Angiographic catheters are single use.

»« Recommended guide wire size; See the individual catheter label.

» Guide wire use has been associated with greater incidence of thrombus formation.

» Do not advance the introducer and/or guide wire if resistance is met.

Do not leave the introducer in place for extended periods of time without a catheter or an obturator to support the
cannula wall.

» Do not use device with a power injector.

PRECAUTIONS:

» Angiography should be undertaken only by an experienced angiographer.

* Read instructions prior to use.

 RX Only « Store ina cool d ry place.

» This device is intended for single use only.

» Do not reuse or resterilize.

« Do not use if package is opened or damaged.

« Do not use after expiration date.

Do not autoclave.

« Carefully remove the catheter from the package by grasping the hub and slowly withdrawing it from the package.

« If resistance is felt when removing the guide wire from the catheter, remove the guide wire and catheter as a unit to
prevent potential damage to the vessel wall.

« Flush all devices entering a blood vessel with sterile heparinized saline or similar isotonic solution before use.
mGuide wires will collect blood and other foreign material in their lumens: neither autoclaving nor ultrasonic cleaning will
completely remove foreign material, therefore guide wires are recommended for one time use.

ADVERSE EVENTS:
Merit Medical Multipack Plus should be used by physicians familiar with percutaneous catheter introduction.
Complications which may be associated with the use of Multipack Plus include, but are not limited to, the following;

Thrombus formation/emboli Air embolism

Hematoma at the puncture site Arterial wall damage

Plaque dislodgement Myocardial infarction

Cardiac arrhythmias Infection

Perforation of the vessel wall Allergic reaction to contrast media
Pseudo aneurysm formation Vascular spasm

Vascular occlusion Bleeding

Stroke and death Guide wire embolization

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.

Inspect all guide wires prior to use. Do not use any unit if the package is open or damaged.
Employ an aseptic technique during removal from the package and during use.



All guide wires are secured in the hoop dispenser by the locking J-tip
straightener. To avoid damaging the guide wire during removal from
the flush hoop, grasp the J-tip straightener near the base and slide it
forward approximately 5mm or until the J-tip straightener is no longer
attached to the flush hoop adaptor. Holding both the guide wire and J-
tip straightener, continue to dispense guide wire from the hoop.

Do not use excessive force to advance the moveable core while the guide wire is in a vessel. Advancement with
excessive force may cause coil penetration and vessel damage.

Avoid withdrawing PTFE coated guide wires back through a metal needle. The sharp edge of the needle may scrape the
coating. It is suggested that a catheter or PTFE vessel dilator replace the needle as soon as the guide wire has reached
the appropriate position.

During advancement of the catheter and guide wire within the aorta, it is recommended that the guide wire be removed
at the appropriate level of the aorta.

Care should be taken when manipulating a catheter during placement and withdrawal to prevent possible intravascular
tissue damage. If resistance is felt when removing a guide wire from a catheter, the guide wire and catheter should be
removed as a unit to prevent potential damage to the vessel wall.

A guide wire is a delicate instrument and remains the most fallible instrument used in a percutaneous procedure. Any
time that a guide wire is used there is a possibility of thrombus formation/emboli, vessel wall damage, and plaque
dislodgement, which could result in myocardial infarction, cardiac arrhythmia, stroke or death. The physician should be
familiar with the use of angiography products and the literature concerning the complications of angiography

INSTRUCTIONS FOR USE

Angiographic catheters

1. A coated guide wire is recommended for use with Merit Angiographic Catheters.

2. Introduce the catheter into the blood vessel using vascular entry technique of choice.

3. PIGTAIL catheters. Pigtail catheters are itted with a straightener. It is split for easy removal after the catheter tip is on
the guide wire.

« Slide straightener forward until pigtail is straight.

« Place catheter tip on guide wire and remove straightener by pulling on the straightener tab.

4. MARKER BANDS. Anatomical measurement accuracy is + 4%.

Sterile and non-pyrogenic in unopened and undamaged inner package. Store in a cool dry place.

Prelude Sheath Introducer

1. Identify the insertion site and prepare the site using proper aseptic technique and local anesthesia as required.

2. Remove the Prelude Sheath Introducer components from package using proper aseptic technique.

3. Flush all components with saline or suitable isotonic solution. After flushing side port, turn stopcock to off position to
maintain flush in side port and prevent bleed back upon insertion into the vessel.

4. Insert vessel dilator into Prelude Sheath Introducer through hemostasis valve and snap into place. Dilator must be
securely snapped into place to avoid damage to the vessel.

5. Insert appropriate access needle into vessel. While holding the access needle, place the flexible end or J end of the
guide wire through access needle into vessel. Note - Refer to product labeling for the guide wire size that is compatible
with the system components.

Warning: Do not advance the guide wire if resistance is met.

Determine the cause of resistance before proceeding.

6. Hold guide wire in place and remove access needle. Hold pressure at the site until the introducer/dilator assembly is
placed. Warning: If a needle with a metal cannula is used, do not withdraw the guide wire after it has been inserted
because it may damage the guide wire.

7. Insert the introducer/dilator assembly over the guide wire into the vessel. Using a rotating motion, advance the
introducer/dilator assembly through the tissue into the vessel. Grasp the assembly close to the skin as it is being placed
into the vessel to avoid buckling.



8. After introducer/dilator assembly has been placed into vessel, detach the dilator from the introducer by bending the
dilator hub down slightly (this will un-snap the dilator hub from the introducer cap). While holding the sheath, carefully
remove the dilator and guide wire togethe r, leaving the sheath introducer in the vessel.

9. Aspirate from the side port extension to remove any potential ai r. After aspiration, flush the side port with a suitable
solution. Stopcock should be turned off to maintain flush in side port.

10. Insert selected device(s) (wires, catheters, etc.) into Prelude Sheath Introducer.

Note: Hold the sheath in place when inserting, positioning, or removing the devices. Always exchange or remove
devices slowly through the sheath.

11. To temporarily suture the sheath in place, use the rotating suture ring.

12. REMOVAL:

* The sheath may be removed when clinically indicated. Compression on the vessel, above the puncture site, should be
started as the sheath is slowly removed. Note: Collected fibrin at the tip of the sheath may be

aspirated via the side arm tubing prior to removal of the sheath. Discard the sheath appropriately.

« If the sheath is to be left in place, an obturator of appropriate size should be placed into sheath. After the sheath is
flushed, place the obturator through the sheath and snap into place. A suitable solution should be

flushed through the side arm after obturator is placed. Note: An obturator that is one French size smaller than the sheath
introducer should be used to allow flushing, infusion and pressure monitoring. When clinically indicated, the sheath and
obturator may be removed (see above).

InQwire guide wire

Flush Hoop Instruction Guide:

1. Attach flush filed syringe to flush port luer
2. Rotate syringe clockwise (as pictured)

3. Inject saline into hoop

4. Detach syringe from hoop

5. Dispense guide wire

Note: In order to reduce the potential of clot
formation, it

is recommended that the guide wire be flushed with
saline

or heparinized saline prior to use. Attach a filed
syringe to

the luer hub located at the end of the plastic hoop,
flush

several times. After flushing, remove guide wire from
hoop

and use as described above.

Directions for use: The following schematic shows
a typical procedure for percutaneous entry utilizing
the Seldinger technique. Variations in individual
patient anatomy may preclude the utilization of

this technique.

1. Vessel puncture with a two part needle

2. When using a two part needle remove stylet
leaving cannula in place, insert fixible (distal)
end of guide wire through cannula and into
vessel.



3. “J” guide wires are shipped with "J” straightener
to aid in the insertion of the wire into the

puncture needle. Advance the straightener

until 2-3 mm of the tip extends from the tip.

Insert wire into hub and through needle. Remove

“J” straightener proximally and discard.

4. Remove needle cannula leaving the guide wire
within the lumen of the vessel.

5. Pass dilator or catheter over the guide wire
directly into the vessel.

6. Carefully remove the guide wire leaving the
catheter in place.

Note; Device is sterilized as stated on the

package label.

How Supplied; Individually packaged 5-10 per box,
refer to catalog for ordering information.

DEVICE SPECIFICATION

PERFORMA ANGIOGRAFIC CATHETER
Description; Angiographic catheters are single-use, sterile, non-pyrogenic, disposable intravascular catheters.

The following product configurations are available in the Performa product family for Cardiac Multipack;

1 Performa angiographic catheter, configuration: JR3.5, JR3.5 ST, JR4.0, JR5.0, PRC (Progressive Right Coronary),
dimensions: diameter: 4F {1.3mm), 5F (1.7mm), 6F (2.0mm); length; 100cm.

2. Performa angiographic catheter, configuration: JL4.0, JL3.5; dimensions; diameter: 4F (1.3mm), 5F (1.7mm), 6F
(2.0mm); length: 100cm.

3. Performa angiographic catheter, configuration: Straight Pigtail, 145 ° Pigtail, 155 ~ Pigtail, MOD AMP Right
(AMPLATZ RIGHT MODIFIED), MIV RADIAL PIG ST, Ultimate 1, Ultimate 2, Ultimate 4, Ultimate 4-T40, Ultimate 4 -
T45; dimensions; diameter; 4F (1.3mm), 5F (1.7mm), 6F (2.0mm); length: 100cm, 110cm.

Note: Pigtail catheters have a spiral design for uniform contrast delivery; 2mm apart for 20mm segment.
Side holes; 5 spiral holes within 10mm from end of pigtail, allowing contrast to remain within patient ventricle.

diameter:
4 .04271.07 mm 05471.37 mm 0.8mm
5 .04671.17 mm 06671.68 mm 0.9mm
5 .05271.32 mm 06871.73 mm 0.9mm
6 .05471.37 mm 077571.97 mm 1mm
6 .05971.49 mm 07972.01 mm 1mm



The main materials used in the manufacture of the Performa Catheters
are identified below.

Wire Braid 304V Stainless Steel
Body (Braided) Pebax
Body (Nonbraided) Nylon
TiD (4F. 5F. 6F) Pebax

Bumper Tip(4F. 5F) Pebax
Tip (6F) (Nonbraided) Pebax/Nvion

Sleeve Pebax
Pigtail Straightener Nylon
Hub Polycarbonate

PRELUDE AND PRELUDE SHEATH INTRODUCER
The Merit Prelude Sheath Introducer is intended to provide access and facilitate the percutaneous introduction of various
devices into veins and/or arteries while maintaining hemostasis for a variety of diagnostic and therapeutic procedures.

The following product configurations are available in the Prelude Sheath Introducer product family for Cardiac Multipack:
Prelude or Prelude PRO Sheath Introducer, diameter 4F (1.3mm), 5F (1.7mm), 6F (2.0mm); length: 7cm, 1lcm,
consisting of;

- Prelude or Prelude PRO Sheath Introducer;

- guide wire, diameter; 0.018 "(0.46mm), 0.035" (0.89mm); 0.038 "(0.97mm); length: 40cm, 50cm;

- Vascular dilator, dimensions: diameter: 4F (1.3mm), 5F (1.7mm), 6F (2.0mm); length 12 cm, 16cm.

- needle, sizes: 18G, length 7cm; 21G length 4cm.

Vascular dilator

Mini guide wire

The main materials used in the manufacture of the Prelude Sheath Introducer are identified below.

Sheath Hub. all sizes Medical Grade Resin

Sheath Tubing - 4F through 6F, all lengths Polyethylene Resin/
USP Grade Barium Sulfate
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(PRO) Sheath Tubing - 4F through 6F. all lengths Polypropylene
Sheath Cap, all sizes Polycarbonate Resin

Suture Ring, all sizes Polyethylene Resin
Valve, all sizes Silicone Rubber

Valve Lubricant Silicone Fluid
Side-Arm Tubing. all sizes Polyurethane Resin
Acetal Resin

Stopcock Handle, all sizes
Stopcock Body, all sizes
Stopcock Lubricant
Stopcock Cap. all sizes
Dilator Hub. all sizes

Dilator Tubing (Polypropylene) - 4F and 5F, all
lengths

Dilator Tubing (Polyethylene)- 6F High Density Polyethylene Resin/USP Grade Barium Sulfate
Silicone Fluid

Polycarbonate Resin
Silicone Fluid

ABS Resin
Polyethylene Resin

Polypropylene Resin/
DSP Grade Barium Sulfate

Dilator Lubricant, all sizes

INQWIRE GUIDE WIRE
The Merit Diagnostic Guide Wires are intended to facilitate the placement of devices during diagnostic and interventional

procedures.

Description; Merit Medical guide wires are fabricated from high quality stainless steel utilizing a sophisticated
construction process and are available with or without a PTFE coating. Guide wires are supplied sterile, non-pyrogenic,
and are intended for single use only.

Merit Medical guide wires are packaged in a plastic hoop, which is fitted with a luer hub. This packaging is provided to
facilitate compliance with the manufacturer recommended guidelines that the wire be flushed with saline or heparinized
saline prior to use (See directions for use - Note).

The following product configurations are available in the InQwire product family for Cardiac and Radial Multipack Plus;

Outer Diameter - 0.035” {.89mm);
Length - 150 and 180 cm;
Curved Distal Tip Configurations - Jtip 3mm.
The materials used in the manufacture of the InQwire guide wire are Identified below.

r Component Material Specifications
Component Material
Core Wire 304V or 304 Stainless Steel
Wire Coll 304 Stainless Steel
Wire Coil Coating Polytetrafluoroethylene (PTFE)
Safety Wire 304V or 304 Stainless Steel

Compatibility; 0.035” (.89mm) InQwire guide wire may be used with any device with an inner diameter appropriately
sized to accommodate a 0.035 inch ( 89mm) guide wire.



Applicable symbols for Cardiac Multipack

CE

EC REP

REF
LOT

STERILE EO

only

X

HeTokcnyHo

PSI

GW
CT

SH
FLO

This symbol means that the device fully complies with
European Directive 93/42/EEC,

Manufacturer

Authorized Representative

Single use
Catalog Number

Lot Number

Sterilization; Ethyiene-Oxide Gas

Caution; U. S. federal iaw restricts this device to sale by or on
the order of a physician.

Use by

Manufacturing date

Caution; Consult Accompanying Documents

Do not use if package is damaged.

Non-pyrogenic

HeTtokcnyHo

FRENCH SIZE

RECOM.PRESSURE LIMIT

RECOM.GUIDEWIRE

CONTENTS

SIDE HOLES

FLOW RATES and PRESSURES. FLOW RATES ACHIEVED
AT10.4CP. INDIVIDUAL RESULTS MAY VARY.



PACKAGING

Packaging of Merit Medical products is conducted with reference to the following standards:

- ISO 11607: 2003: Packaging for terminally sterilized products. All components contained inside MultiPACK packaging .
MultiPACK packaging consist of Peelpouch {121x13.5cm) made of Beacon Converters uncoated Tyvek sealed to 2 mil
PE/pet) and tray (112x12cm) made of Solid Bleached Sulfated paperboard (SBS). The design of tray help to hold the
sheath bag in place.

Sheath and sheath introducer wire are placed in small bag. Wire contained along side the catheters in curved tube. Shelf
Transport Carton made of Solid Bleached Sulfated paperboard (SBS).

TRANSPORTATION. STORAGE AND OPERATION CONDITIONS
Transportation temperature:-35 °C to +55 °C

Storage temperature: -35 °C to +55 °C

Usage: 15 °C to 35 °C, relative humidity <80%, atm. Pressure 84.0 - 106.7 kPa (630-800 mm Hg).
Contact with the internal environment of the body at a temperature of 32°C-42°C

Use Conditions - in medical and preventive treatment facility.

SHELF LIFE
Shelf life - 3 year.
STERILIZATION
Ethylene oxide sterilization
DISPOSAL
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 2.1.7.2790-10) 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 IN A CONTRACT, TORT OR OTHER ACTION FOR OR ARISING OUT
OF BREACH OF WARRANTY. BREACH OF CONTRACT, DELAY, NEGLIGENCE, STRICT LIABILITY. OR
OTHERWISE.

Customer Service

Merit Medical Systems, Inc. Merit Technologies LLC
1600 West Merit Parkway 115054, Moscow, Bakhrushina Str, 32, bldg. 1,
South Jordan, Utah 84095 U S A. firfroom 4/25A, Russia

+ 1801 253 1600 +7 495 221 89 02



[MepeBof c aHTNAUIWCKOTO A3blKa HA PYCCKUIi A3bl K]

Ha6op kapaunanbHblii Multipack
VHCTPpYKUMSA MO NPUMEHEHWIO
Oata: 28 ntoHa 2018 .

NOATBEPXAEHWNE

LTaT FOTa )
a UMEHHO

Okpyr Conr Jeiik )

CerogHs, 28 mioHa 2018 rofa, ko MHe, HoTapuycy [hkeHHudep Popaxam, nnuHo asuics OaH Knapk,
[VpeKkTop N0  HOPMATWBHO-MPaBOBOMY  OGECMEYeHWto, NPefbsBMBLUMA  MHE  [LOCTaTOYHble
[loKa3aTenbCTBa TOro, YT0 OH ABMSAETCA NNLOM, UMEHEM KOTOPOro MOAMNMCaH npunaraeMblii JOKYMEHT,
1 NOLATBEPAMUBLUMIA, YTO OH SIMYHO MOLNUCAN €ro.

Y 10CTOBEPSIETCS MOE NOAMUCHIO 1 O(MLMANBHO NeYaTbHo.

/Mopnuce/
HoTapuyc
Mos nuueH3ns aencTeuTenbHa go: 27 nioHa 2021 r.

[WTamn HoOTapuyca

[xeHHVep Popaxam

HoTapuyc - LUTaT KOTa

Homep nnueH3nm Ne 695417

Mos nuueH3na aencTeuTensHa Ao 27 noHsa 2021 r.]



[Meyartsb: [npeKTop No HOpMaTUBHO-NPABOBOMY

«Meput Megukan Cucteme, NHK.» obecrneyeHnto
1987 «Meput Megukan Cucteme, NHK.»
MeyaTb KOMNaHUK (Merit Medical Systems, Inc.)
LLitaT FOTa] CWA
Inodnuchl

[3H Knapk

(noanwuce 1 nevarb)
2H nwoHa 2018 T.

Hab6op KapananbHblii MultiPack

MHCTPYKUWMA MO NMPUMEHEHWIO



[Ha 6naHke komnaHun «<Meput Megukan» (Merit Medical)]

1600 Yact MepuT MapKyali
CayT [>xopgaH, HOT1a, 84095
Ten.: 801-253-1600

dakc: 801-253-1684/6918

WHCTPYKUMS MO [IPHMt-HEHHIO
Habop kapananbHbiii MultiPack

OMMCAHWE N3OENNA
1.1. Ha6op kapananbHbii Multipack B cocTase:

1 KateTtep aHrnorpadgumyeckuii Performa, koHgurypaums katetepa: JR3.5, JR3.5 ST, JR4.0, JR5.0,
PRC (Progressive Right Coronary); pa3vepsl: guameTp: 4P(1.3mm), 5P(1.7mMm), 6P(2.0MM); anuHa
100cwm.

2. Katetep aHruorpaduueckuin Performa, koHpurypaums katetepa: JL4.0, JL3.5; pasmepbl:
Anamvetp: 4P(1.3mMm), 5P(1.7MM), 6P(2.0MMm); animHa 100cm.

3. KateTep aHrnorpaguueckuii Performa, KoHurypaums karetepa: Straight Pigtail, 145° Pigtail,
155° Pigtail, MOD AMP Right (AMPLATZ RIGHT MODIFIED), MIV RADIAL PIG ST,
Ultimate 1, Ultimate 2, Ultimate 4, Ultimate 4-T40, Ultimate 4-T45; pa3mepbl: AuameTp:
4P(1.3mm), 5P(1.7mm), 6P(2.0Mm); gnnHa: 100cm, 110cm.

1.2. Ha6op kapananbHbiii MultiPack Plus, B cocTase:

1 Karetep aHrunorpadmyeckunin Performa, pasvepbl; gnametp: 4P(1.3mm), 5P(1.7mm), 6P(2.0MMm);
annHa: 100cm, 110cm; KoHUrypaums katetepa: Straight Pigtail, 145° Pigtail, Ultimate |.

2. KateTep aHrnorpadguyeckumin Performa, pasmepbl: guameTp: 4P(1.3mm), 5P(1.7mMm), 6P(2.0mm);
AnnHa 100cMm; kKoHurypauus kartetepa: JR4.0, JR5.0, PRC (Progressive Right Coronary).

3. Katetep aHruorpadgmuecknii Performa, pasmepbl: anametp: 4P(1.3mm), 5P(1.7mm), 6P(2.0mm);
AnvHa 100cm; KoHpurypaums kKaretepa: JL4.0, JL3.5.

4. TMpoBoAgHWK AuarHocTmuyeckmin InQwire, anametp 0.0357(0.89 mm); anvHa: 150cm, 180cwm;
KOH(urypaumsa KoHumka J3, Fixed Core.

5. Htpopptocep Prelude unn Prelude PRO, gnametp: 4P(1.3mm), 5P(1.7mm), 6P(2.0mMMm); anunHa:
7cm, 1lcm, B cocTaBe:

- nHTpobtocep Prelude nnm Prelude PRO;

- NMPOBOAHUK, pa3mepbl: anameTtp: 0.018” (0.46mm), 0.035” (0.89mm), 0.038” (0.97mm); OnnHa:
40cm, 50cm;

- COCYAMCTbIN Amnatatop, pasmepbl: anameTp: 4P(1.3mm), 5P(1.7mm), 6P(2.0MM); anvHa; 12cwm,
16cm;

- Urna, pasmepsl: 18G, gnvHa 7cm; 21G, gnvHa 4cw.
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1.3. PagmanbHblin Habop Multipack Plus

|. Ha6op pagmanbHbii MultiPack Plus, B cocTase:

1. Katetep aHruorpaguueckuii Performa, pasmepbl:  avametp 5P(1.7mm); anuHa 100cwM;
KoH(urypaums katetepa: Ultimate 1, Ultimate4-T40.

2. TMpoBofgHUK pamarHocTuyeckun  InQwire, pguametp 0.0357(0.89 wmm); pgnuHa  180cMm;
KOH(urypauus koHuvka J3, Fixed Core.

3. HTpogbtocep Prelude, gnameTp 5F(1.7mm); anuHa: 7cm, 11lcm; B cocTaBe:

- nHTpoabtocep Prelude;

- NPOBOAHUK, pa3mepbl: gnameTp: 0.018” (0.46mm), 0.035” (0.89mm); 0.038” (0.97mm); AnuHa:
40cm, 50cm.

- COCYAUCTbIN agnmnaTtaTtop, pasmepbl: gnameTp 5F(1.7mm); gnnHa: 12cm, 16cm;

- Urna, pasmepbl: 21G, gnnHa 4cwm.

[1. Habop pagmanbHblii MultiPack Plus, B cocTaBe:

1 Katetep aHruvorpaduueckuin Performa, pasmepbl: avametp 5F(1.7mm); anuHa 100cwm;
KOH(urypaums karetepa: JR4.0.

2. Karetep aHruorpaguueckuii Performa, pasvepbl:  auvameTrp 5F(1.7vMm); anuHa 100cwm;
KOH(hmrypaums katetepa: JL3.5.

3. TpoBogHuK puarHocTuyeckuii  InQwire, guametp 0.0357(0.89 wmm); panuHa  180cwm;
KoH(urypaums koHumka J3, Fixed Core.

4. Nutpopbtocep Prelude, gnametp 5F(1.7mMMm); anvHa: 7cm, 11cm; B cocTase:

- MHTpobtocep Prelude;

- NPOBOAHMK, pa3mepbl: AvameTp 0.018” (0.46mm); anvHa: 40cm, 50cm;

- COCYAWCTbIN gunataTtop, pasmepbl: gnametp 5F( 1.7mm); annHa: 12cm, 16cm;

- Urna, pasmepsl: 21G, annHa 4cm.



HA3HAYEHWE / MOKA3AHWA K MPUMEHEHWIO

Habop kapguanbHblii  MultiPack paspabotaH gns  npouefyp KOPOHApHOW — aHrmorpagum
(kopoHarpacuu). KopoHaporpagmsa mMokasaHa, MOMMMO MPOYero, nauyueHTam C OCTPOM U
XPOHNYECKOW nlemmnyeckor 6onesHbto cepaua (MBC), a Takxke B psae cnyyaes npu Noao3peHnm
Ha WBC. Takxke KopoHaporpauio BbIMOAHAKT nauveHtam (B T.4. 6e3 WBC) nepeq
npoBedeHneM  onepaunii  Ha cepaue. Katetep PIGI'AIL, Bxopgawmii B cocTaB
Multipack, wncnonb3yeTtcs npu NpoBeAeHUN 3HAOBACKY/IAPHBLIX Onepauuii Ha KpPYMHbIX COCyAax
(aopTa, NéroyHasd aprtepus, U T.4.) W cepALe, Takke L5 BbIMOSIHEHUA aHrMorpapum KpyrHbixX
COCya0B (aopTa, HVMXKHSSE U BEPXHAS NoMas BEHbI, leroyHas apTepus), a Takke MonoCTeit cepaua
(Hanbonee 4acTo Ana aHrnorpagumn 1EBOro Xenyaouka).

MPOTUBOMOKA3AHWNA
MpOTNBONOKA3aHO UCMO/b30BaHNE B KOPOHAPHOW W LEHTPa/IbHOM COCYAUCTOM CUCTEME.
MPEAYMNPEXOEHWNE:

* AHrvorpagmueckune KateTepbl NpefHa3HauyeHbl Ans 04HOKPATHOTO MCMO/Mb30BaHUS.

* PeKOoMeH/10BaHHbIli pa3Mep NMPOBOAHMKA: CM. STUKETKY Ha YMaKOBKe KaTeTepa.

* \cnonb3oBaHMe NPOBOAHMKOB CBA3aHO C YBENMYEHNEM BEPOSITHOCTY 06pa3oBaHms TPOMOa.

e He nbiTaiiTecb NpoTanKMBaTb WHTPOALIOCEP W/MAKM  NPOBOAHWK MPU  BOSHUKHOBEHWMU
COMPOTMBNEHNS.

 He ocTaBnsiiTe BBEAEHHbI MHTPOALIOCEP HA MECTE B TEUEHWE [A/IMTENIbHOrO BPEMEHU, €CU
O/IHOBPEMEHHO He UCMOMb3YeTCs KaTeTep UM 06TypaTop Ans NOAAEPXKaHWS CTEHKN KaHIoMMN.

. He NCronb3yiiTe n3penve COBMECTHO c VHXXEKTOPOM.

MEPbBI MPEAOCTOPOXHOCTW:

* AHruorpaus f4osHa BbIMONHATLCA TOMLKO OMbITHLIM aHTMOrPaUCTOM.

* [epeq 1cnonb30BaHWEM MPOYECTb UHCTPYKLMIO.

» ®efepanbHoe 3akoHoaaTenscTeo CLUA paspeluaeT npojasaTh JaHHOE U3LEeNne TONbKO Bpayam
WM NO UX NpeanucaHnio. XpaHuTb B NpoX1afjHOM TEMHOM MeCTe.

* /130enve npegHasHayeHo 419 OAHOKPATHOMO UCMO/b30BaHMS.

* He ncnonb3yiiTe NOBTOPHO U He NOABeprainTe NoBTOPHOM CTEPUNMN3ALUN.

* He 1cnonb3oBaThb B C/lyyae OTKPbITOM WA MNOBPEXAEHHOW YNaKOBKMN.

* He ncnonb30BaThb N0 UCTEYEHUWN CPOKA FOAHOCTW.

* He aBTOK/NMaBMPOBATb.

e [pn u3BMEYEHNN M3 YMNAKOBKM OEPeXXHO BO3bMUTECH 3a pa3beM KaTeTepa WM Mef/IeHHO
[lOCTaHbTe KaTeTep 13 YNakoBKM.

e Ecnm npu nonbITKe M3BMeYeHWs MNPOBOLHMKA W3 KaTeTepa 4YyyBCTBYETCA COMNPOTUBIEHNE,
N3B/IEKNTE KaTeTep BMeCTe C MPOBOLHUKOM, YTOObI He MOBPeAUTb CTEHKN COocyaa.

* lMepea MCNoONb30BaHMEM TLLATENLHO MPOMOWTE BCE M3AENWS, KOTOpble MpefHa3HayeHbl Ans
BBEAEHUS B KPOBEHOCHbLIN COCyf, CTePWIbHbIM renapuHU3MPOBaHHbIM  (PU3MONOTNYECKUM
pacTBopoM nnu NOLO6HbIM N30TOHNYECKUM pacTBOPOM.
* B npocBeTax NpoBOAHMKOB COOMPAETCA KPOBb U ApYrve HeXXenaTenbHble BelecTsa. VX Heb3s
MOSIHOCTbIO  YAa/IUTb HW  aBTOKNaBMPOBAHMEM, HW Y/IbTPa3BYKOBOW OYMCTKOW, MO3TOMY
NPOBOAHUKN PEKOMEH/I0BaHbI 19 0HOPA30BOro MCMo/b30BaHUS.



HEXENATEJ/IbHbBIE ABJTEHUNA:

KapaunansHblii Habop Merit Medical Multipack Plus fo/mkeH Ucrnonb30BaTbCs UCKIKOUUTENBHO
Bpayamu, 06yYeHHbIMU TEXHUKe YPECKOXHOIO BBEAEHWS KaTeTepa. B cBA3M ¢ 1Cnonb30BaHMEM
N3LeNnns, Cpeay npoyero, MOryT BOSHUKHYTb C/efytoLLMe OC/IOXKHEHMS:

» ObpasoBaHue
TpomM60B/3M60/10B
 [emaTOMa B MeCTe MyHKLNM

» CMeLLieHre 6NALWKN
* CepfieuHas aputmums
* Mepdopauus cTeHkn cocya

» O6pa3oBaHme NOXHOM
aHeBpU3Mbl

» OKKNI031A cocyaoB

* VIHCYNbT 1 cMepTb

* Bo3ayLuHas aM60/us

* [NoBpexaeHne CTEHKM
apTepuasibHOro cocyga

* VIHhapKT MyoKapaa

* VIHhekuus

* Annepruyeckune peakumn Ha
KOHTpaCcTHOe BELLECTBO

» Cnasm cocyaa

» KpoBoTeueHue
* OM60/I1M3aLnsa NMPOBOSHMKA

SAABNEHWNE o MEPAX NMPEAOCTOPOXHOCTU nPu MOBTOPHOM
NCIMOJZIbSOBAHNI

Mcnonb3oBaTb TONMbKO ANs OAHOTO MauueHTa. He ucnonb3oBaTb, He 06pabaTbiBaTb U He
CTepunM30BaTb MOBTOPHO. [OBTOPHOE MCMOMb30BaHME, 06paboTKa WM CTEPUNIN3ALIMS MOTYT
HapYLWWTb LIeNOCTHOCTb KOHCTPYKLMWU M3Aenns WWnM NpUBECTU K ero HEeMCrpaBHOCTU, 4TO, B
CBOI OYepe/lb, MOXET CTaTb MPUUMHON TPaBMbI, 326071€BAHMS W CMEPTM NauyeHTa. MoBTOpHOe
CMOMb30BaHMe, 06PaboTKa WMNM CTEPUAM3ALMS MOTYT TakxKe NPUBECTW K 3arpsisHEHMIO M3aenus
UMM K MHULMPOBAHNIO IGO0 NEPEKPECTHOMY MH(MLIMPOBAHMIO MaLMEHTOB, BK/OYas, MOMUMO
MpoYyero, nepegady OAHOMO WM HECKOMbKMX MH(EKLMOHHBIX 3a60/1eBaHWA OT OHOMO MauueHTa
APYromy. 3arpsisHeHWe W3[4enns MOXET CTaTb MPUYMHOA TpaBMbl, 3a60NMEBaHUS WU CMEPTY
nauyeHTa.

CnefyeT NpoBepsTb BCe MPOBOAHMKM A0 MPUMeEHeHUs. He ncnonb3oBaTh M3genve, ecnn ynakoBka
BCKPbITa MM noBpexaeHa. [pyu W3BNeYeHNN U3aenns 13 YNakoBKU M BO BPEMSs WUCMO/b30BaHMS
HE06X0AMMO NPUMEHSATL aCENTUYECKMNIA METOS,

Bce NpOBOAHMKM  3aKPENNstOTCS B KOMbLEBOM
KOHTeliHepe  TWNa  «BEHTEPb» C  MOMOLLbHO
3anMparoLLEro BbINPAMUTENS € J-06pasHbIM KOHUYMKOM.
Bo un3bexaHne NOBPEeXAEHUS NPOBOAHMKA MpW ero
N3BMEYEHUN W3 KONMbLEBOrO KOHTelHepa cneayet
B3ATbCA 3a OCHOBaHWe BbINPAMUTENS C J-06pa3HbIM
KOHUYMKOM W BbITSHYTb Briepes NpyvMepHo Ha 5 MM unn
Ha Takyl ANMHY, Korga BbiNpsMUTeNb C J-06pasHbIM
KOHYMKOM OTCOEAMHWUTCS OT aganTtepa KoMbLEBOro
KOHTeiiHepa.  YgepxuBas M NPOBOAHUK, U
BbINPAMUTENb € J-06pa3HbIM KOHUYMKOM, NPOLO/MKaiTe
BbITArMBaTb NPOBOAHMK M3 KO/bLIEBOTO KOHTE/HEpa.



o

He npunaraiite cnmwkoM 60nblUOe ycunve AN NPOABVXKEHWS MOABVMKHOIO CEPAEYHMKA, MOoKa
MPOBOAHUK HaxoauTcs B cocyfe. MpoABUXEHME C M3OLITOYHBLIM YCUNIMEM MOXET MPUBECTU K
MPOPbIBY CEPAEUHMKA 1 NOBPEXAEHMIO COCYAa.

He BbITArMBaliTe NPOBOAHMKX C MOKPbITMEM M3 TP ¢ NOMOLWBIO METa/IMYECKON Wbl
OCTpbI KOHUYMK UMbl MOXKET Nouapanatb MOKpbITUe. PeKOMeHAYeTCA 3aMEHWUTL UI/y KaTeTepoM
W cocyaucTeiM AunatatopoM u3 [MNTPS, Kak TOMNbKO MPOBOAHWK [OCTUTHET HYXXHOr0
MOSIOXKEHNUS.

Mpy NPOABMXKEHNN KaTeTepa ¥ NMPOBOAHMKA B aOpTe PEKOMEHAYETCA BbIHYTb MPOBOAHMK, KOraa
OyaeT AOCTUMHYTO HY>KHOE MECTO.

HeobxoayMo co6/1t0aTh OCTOPOXHOCTb MPY MaHUMYNALMUSX C KATETEPOM BO BPEMS er0 BBEAEHWS
W yOaneHns BO 130eXKaHVe BO3MOXHbIX MOBPEXAEHUIA TKaHel BHYTpU cocyaa. Mpuv oLyLeHnm
COMPOTMB/IEHUS BO BPEMSI U3BNEYEHWsi MPOBOAHMKA M3 KaTeTepa CrefyeT yaaivuTb MPOBOAHUK
BMECTe C KaTeTepoM KaK efjHOe LieNoe, YToObl He NOBPEAMTh CTEHKY COCy/a.

MPOBOAHWMK - 3TO [e/IMKATHbIA WHCTPYMEHT, CaMblii YyBCTBUTE/IbHLIA W3 WUCMONb3YEMbIX B
UPECKOXHbIX  Mpoueaypax. Kaxabldi pa3 npy ero  WUCMonb30BaHWM  BO3HUKAET — PUCK
TpoM6006pa30BaHNA/AMO0INK, NOBPEXAEHNS CTEHOK COCYA0B M ANCIOKaUMM BNALLEK, YTO MOXKET
NPMBECTM K MH(APKTY MUOKapAa, HapyLLEHUO CEepAEYHOro puTMa, CepAeyYHOMY NPUCTYNy Wm
neTanbHOMY mcxogdy. Bpay [o/mkeH MMeTb JOCTaTOYHbIA OMbIT PaboTbl C aHrMorpaUUecknMm
WHCTPYMEHTaMW W U3YUnUTb IUTepaTypHbIE UCTOYHMKIN MO OC/0XKHEHUAM NPK aHrnorpagum.

NMHCTPYKUWA no NMPUMEHEHWIO

AHrunorpaguyeckve Katetepsbl

Ona  1Ccnonib30BaHWA  aHrMorpagMyeckmMx KateTepoB KoMnaHuu «Meput»  pekoMeHoBaH
MPOBOAHWK C NOKPbITUEM

BBoaunTe KaTeTep B KPOBEHOCHbIV COCYf, MCMOMb3ys MO BbIOOPY TEXHWUKY BBEAEHUS

PIGTAIL kaTeTepbl NpuWBEAEHbI B COOTBETCTBME C BbINpAMUTENEM. NS BbINPAMIEHUA KOHYMKa
KateTepa PIGTAIL © nerkoro nepefsmkeHUs KateTepa Heob6XOAMMO, YTOOblI KOHUMK KaTteTepa
HaxoAwnca Ha NPOBOAHMKe

MnaBHO ABuraiTe BbINPSMUTENb Brepes 40 TeX Nop, NoKa KOHYMK KaTeTepa He BbINpsSMUTCS
[MoMecTUTe KOHYMK KaTeTepa Ha MNPOBOAHVMK W yAanuTe BbINPAMUTENb, HaXKaB Ha KnaBuLLy
BbINPAMUTENS

MapKepHble 30Hbl: AHATOMWYECKME N3MEPEHNA C MOTPELLHOCTLIO +-4%

CTepunbHble 1 HENMPOreHHbIe B HEBCKPLITOM 1 HENOBPEXAEHHOW BHYTPEHHEN yNnakoBKe. XpaHUTb
B NPOX/1IaA4HOM CYyXOM MecCTe.

NHTpogbtocep Prelude

1. Onpegenvte MecTo BBeAEHUS WM NMOATOTOBbTE €ro Mpyu MOMOLM COOTBETCTBYHOLUMX acenTUYeCKmX
CpefcTB U MeCTHOW aHecTesnu.

2. N3Bnekute KOMMOHEHTbI MHTpoAbtocepa Prelude u3 ynakoBkv npu MOMOLUM COOTBETCTBYHOLLMX
aCenTUYECKNX TEXHUK.

3. MMpomoiiTe KOMMOHEHTb! (YM3MOIOrMYECKMM PAcTBOPOM WM COOTBETCTBYHOLUMM M30TOHUYECKUM
pacTeopom. [locnie TOro, Kak NMpoMoeTe TOPLOBOE OTBEPCTME, YCTaHOBUTE 3arnyLiKy B BbIK/THOUYEHHOE
MosioXKeHue, 4ToObl COXPaHUTb MPOMbIBAHWE TOPLOBOrO OTBEPCTMS W NpPeaoTBpaTWTb 0b6paTHoe
BbITEKaHWe KPOBY NOC/e BBELEHNSA B COCYA,



4. BBegute COCyAMCTbI Aunatatop B WHTpoabtocep Prelude uepes remoctaTvueckuii KnanaH K
3a(MKCupyirTe ero Ha Mecte. [unaratop A0/KeH ObiTb HaLeXHO 3aMKCMpOBaH Ha MecTe BO
n36exxaHne NOBPEXAeHUA cocya.

5. BeeauTe B COCy[ COOTBETCTBYHOLLYHO MPOBOAHUKOBYIO WUrMy. YpAepXkuBas MPOBOAHUKOBYHO WIAY,
nposeauTe rMOKUIA KOHEL, unn J-06pa3Hblii KOHeL, NPOBOJHMKA Yepe3 MPOBOAHWKOBYH MUIy B COCY..
MpumeyaHve: M3yunte 3TMKETKY MPOAYKTa, YTOObI y3HaTb O pa3Mepe MPOBOAHWMKA, COBMECTMMOIO C
KOMMOHEHTaMMW CUCTEMBbI.

MpeaynpexaeHue: 3anpewiaeTcd npoAsuraTtb MNPOBOAHWMK — KaTeTepa, €CnvM  Obl10  BCTPEYEHO
conpoTuBeHve. Mpexae Yem NPOLO/HKNTL BBEAEHME, YCTAaHOBUTE NMPUYMHY CONPOTUBIEHNS.

6. Y aepxumBas NPOBOAHMK Ha MeCTe, U3B/IEKUTE MPOBOAHVKOBYIO UrAy. MprKnMaiTe MecTo BBeAeHUS
[0 Tex nop, Noka napa UHTpoabtocep/aunataTop He OyaeT yCTaHOB/EHA.

MpeaynpexaeHne: ECIM NpUMeHsieTCs Urna ¢ MeTa//IMYeCKO KaHIONEeN, 3anpeLaeTcs W3BeKaTb
NPOBOAHWMK MOC/e TOro, Kak oHa 6bl/ia BBeAeHa, NOCKO/bKY 3TO MOXKET NOBPeAUTb MPOBOAHUK.

7. BBeauTe nmapy WHTpoAbOCep/aunataTop Yepes MPOBOAHWMK B cOcyf. BpalwjaTenibHbIM ABUKEHVEM
NPOABUrainTe napy UHTPOAbIOCEp/aunaTaTop Yepes TKaHW B cocyd. Bo Bpemsi BBefeHWS YCTPOMCTBA B
COCY[, AEPXKMTE ero Kak MOXHO 6/mKe K KOXKe, YToObI 136exxaTb 13rmba.

8. Mo 3aBepLUEHMIO YCTaHOBKM Mapbl MHTPOAbtOCEp/AnnaTaTop B COCyf OTCOeauHMTE Aunartatop oT
WHTpOAblOCEPa, Cferka OTOrHyB BTYNKY Awnatatopa BHM3 (TakuMm 06pasom, BTy/nKa gunaratopa
OTCOEAMHUTCH OT KO/Nayka MWHTPOAbIOCEPA). Y[epXuBas WHTPOAbIOCEP, OCTOPOXHO W3B/EKMTE
AnnataTop BMecTe C NMPOBOAHMKOM, OCTaBUB MHTPOABIOCEP B COCYAE.

9. MpoBeanTe acnupaynio 4epe3 YAJMHUTENbHYIO NIMHUIO TOPLIOBOrO OTBEPCTUA AN TOro, 4TOOb
yhanuTb BO3ayX. M0 3aBepLUeHMO acnupauum MpoMoKTe TOPLOBOE OTBEPCTME COOTBETCTBYHOLLUM
pacTBOpOM. 3arfnyllka [JO/MKHA OblTb YCTaHOB/IEHA B BbIK/IKOYEHHOE MOMIOXKEHME, YTOObI COXPaHUTb
MPOMbIBaHVE TOPLOBOr0 OTBEPCTUS.

10. BBegute COOTBETCTBYHOLLME YCTPOMCTBA (MPOBOAHWKW, KaTeTepbl M T.4.) Yepe3 WHTPOLbtoCcep
Prelude. MpuMmevaHve: Bo Bpems BBeLEHWS, YCTAHOBKW WM W3BNEYEHWUS YCTPOWCTB, YAepXKuBaiiTe
WHTPOAbIOCEP Ha OAHOM MecTe. Bcerga Mef/leHHO 3aMeHsiiTe U W3BfeKalTe YCTPOWCTBaA Yepes
NHTpOAbIOCEP.

11. [ina TOro 4To6bl BPEMEHHO 3aMKCMPOBaTb MHTPOALHOCEP LLOBHLIM MaTepuanom, BOCMO/b3YTeCh
BpaLLaroLLMMCS KOMbLOM AN8 PUKCaLmn LWOBHBLIM MaTeprasioM.

12. N3BJTIEYEHVE;

* HTpOAbHOCEP MOXHO M3B/EKaTb NO KAMHUYECKUM MOKazaHMsM. Heobxo4umo HaXumaTb Ha COCy/
HaZL MEeCTOM TMyHKUMW BO BpeMs MeA/IeHHOrO W3B/eYeHUs UMHTpoAbtocepa.  pumeyaHue:
O6pa3oBaBLUMIACA HAa KOHYMKE MHTpoAbtocepa (BMOPUH MOXHO acnmpupoBaTh Yepe3 GOKOBON THOOUHT
[0 Havana nssneveHuns nHTpogptocepa. COOTBETCTBYHOLLMM 06pa3oM YTUIN3NPYIATE MHTPOALHOCED.
 Ecnm wHTpogbtocep OygeT 3admKcMpoBaH, TO B WHTPOALIOCEP CredyeT BBECTM 06TypaTop
COOTBETCTBYIOLLEr0O pasmepa. [locne nNpOMbIBKM  MHTpOAbtOcepa BBeAuTe 06TypaTop Yepes
MHTpOAblOCEp W 3aMKCMpyiTe ero Ha MecTe. [locne ycTaHOBKM 06TypaTopa OOKOBOW THOOWMHI
HeobX0AMMO MPOMbITb COOTBETCTBYHOLUMM PacTBOpoM. [puMevaHue: HeobXoAMMO NPUMEHATb
06TypaTop Ha OfWH pa3Mep MO (PpaHLy3CKON LUKase MeHbLUe, YeM pasmep WMHTPOAbOCepa Ans Toro,
4yTOObl 6bII0 BO3MOXHO OCYLUIECTB/ISATb NPOMbIBaHME, WHQY3MIO W KOHTPONb fAaBneHus. [1o
MeAMLMHCKMM NOKa3aHWAM UHTPOAbIOCEP U 00TYpaTop MOXHO M3B/eYb (CM. BbILLE).

MpoBogHuK InQwire
1 MogcoeanHnTe Haro/HEHHbIN
MPOMbIBOYHLIM  PacTBOPOM  LUNPUL, K
MPOMbIBOYHOMY JIHO3P-MOPTY
2. MoBepHMTE LUMPUL, MO YaCOBOM CTPenKe
(Kak rnokasaHo Ha pUCYHKe)
3. Beaute u3pacTBOp B KO/bLIEBOWA
KOHTeNHep
4. OTcoeanHUTE LWINPWL, OT NopTa



5. BbITAHWTE NPOBOAHMK 13 KOHTEWHEpA.
MprMeyaHne: [N YMEHbLUEHUS puUCKa
o6pa3oBaHMsi TPOMOGOB  peKOMeHAyeTcs
nepeg 1CNO/b30BaHMEM MPOMbITb
MPOBOAHMK 06bIYHbIM unm
renapuHU3MPOBaHHbIM - (PU3MONIOMNYECKUM
pacTBopoM.  CoefMHWTE  HamnofIHEHHBbIIA
LWINpWL, C JI03POM, PAaCMONOXEHHbIM Ha
KOHLe M1acTUKOBOro KO/bLIEBOI0
KOHTeliHepa, W NPOMOITE MNPOBOAHUK
HECKO/bKO pa3. locrie MpOMbIBKM BbIHbTE
NPOBOAHUK 3 KOHTelHepa 7
MCNONb3YITE, KaK OMMUCaHO BbILLE.

YKa3zaHus no npumeHeHuo: Ha
CnefytoLLMX PUCYHKax NnokasaHa
CTaHAapTHasa npoLeaypa YpPeCcKoXXHOro
BBEZIEHMA C UCMONb30BaHMEM METO/a
CenbaunHrepa. AHaToMUyeckme
0CO6EHHOCTWN HEKOTOPbIX MaLeHTOB
MOrYT CAienatb UCMnosib30BaHME 3TOro
MeTo/a HeBO3MOXHbIM.

1 Mpokon cocyna ABYXKOMMOHEHTHOW
Urnoi

2. \cnonb3ys ABYXKOMMOHEHTHYIO Urny,
N3BNEKUTe CTWU/ET, a KaHI/1K0 OCTaBbTe Ha
MeCTe 1 BBeauUTe rMMOKuiA (aUcTabHbIIA)
KOHeL, NPOBOAHMKA Yepe3 KaHHoNo B
cocya.

3. MpoBOAHNKM C J-HaKOHEYHUKOM
MoCTaBNATCA C BbINpAMUTENEM J-
HaKOHEYHMKa, KOTOpbIA yrnpoLaeT
BBEeeHVe NPOBOAHNKA B NYHKLNOHHYHO
urny. MNpogsuraiite BbINPAMUTENb A0 TEX
nop, NoKa OH He BbIABUHETCA U3 KOHUMKA
Ha 2-3 MM. BBeauTe NPOBOAHMK B pasbem
Wbl U NPOABUHBLTE Yepes urny. Yaanure
BbINPAMUTESb J- HAKOHEYHMKA C
MPOKCUMa/IbHOTO KOHLLA 1 BbIGPOCHTE €ro.
4. Y panuTe KaHo/o UIbl, OCTaB/B
NMPOBOLHWK B MPOCBETE cocyaa.

5. MpoaBMHbTE PaCLMPUTENb WK KaTeTep
MO NPOBOAHWKY HEMOCPEeACTBEHHO B COCY/,



6. OCTOPOXXHO yAannTe NPOBOAHMK,
OCTaBVB KaTeTep Ha MecTe.

MpumeyaHue: [laHHble O CTepuansaumun
N3aennsa npuBeaeHsl Ha ero ynakoBke.

Kak noctasnsietca: VHamBuayansHo 5-10
LUTYK B YMNaKOBKe, AN MH(opmalmmn rno
3aKasy CM. Kartasnor

OMMCAHWE U3AENTNA

AHrvorpagunyeckunii katetep Performa

OnuvcaHve: AHruorpauyeckne Katetepbl MpefHa3HayeHbl A8 OLHOPA30BOr0 WCMONb30BaHWA,

CTepPU/IbHbI, HENUPOTeHHbI, 419 BHYTPUCOCYANCTOrO BBEAEHUS.

Crefytolime KoHpUrypauum usgenunii cemeinctea Performa focTynHbl s HabopoB KapAuaibHbIX

Multipack:

1. Katetep aHruorpaduyeckmin Performa, KoHgurypaumsa katetepa: JR3.5, JR3.5 ST, JR4.0, JR5.0,
PRC (Progressive Right Coronary); pasmepbl: guameTp: 4P(1.3mm), 5P(1.7mm), 6P(2.0mMm); AnvHa
100cwm.

2. KateTtep aHruorpaduyeckuin Performa, KoHgurypaumsa katetepa: JL4.0, JL3.5; pasmepbl: AnameTp:
4P(1.3mm), 5P(1.7Mm), 6P(2.0mm); gnmHa 100cm.

3. Katetep aHrmorpadgmuecknii Performa, KoHurypaums katetepa: Straight Pigtail, 145° Pigtail, 155°
Pigtail, MOD AMP Right (AMPLATZ RIGHT MODIPIED), MIV RADIAL PIG ST, Ultimate 1,
Ultimate 2, Ultimate 4, Ultimate 4-T40, Ultimate 4-T45; pa3mepbl: guametp: 4P(1.3mm), 5P(1.7Mm),
6P(2.0mMMm); onvHa: 100cm, 110cMm..

MpuMedaHve: [yzaiiH GOKOBbIX OTBEPCTWIA MO Crivpa/n A1 PaBHOMEPHO KOHTPACTHOM [OCTaBKW: 2 MM [y1s
cermeHTa 10 Mw.

BokoBble 0TBEpCTMA: 5 0TBEPCTUIA MO crivpann B npefenax 10 Mm OT KoHua Pigtail, 4to no3BonseT coxpaHsTb
KOHTPaCTHOE BELLECTBO BHYTPU >KenyouKa MalyeHTa

Tabnuua cneumdukamin

4 .042°71.07mm .05471.37 Mm 0.8 mm
5 .0467/1.17mm .066"/1.68 Mm 0.9 mm
5 .0527/1.32 mm ,068771.73 Mm 0.9 Mm
6 .054”/1.37 mm .077571.97 mm 1mMm
6 .05971.49 mm .07972.01 mm 1mMm



OcCHOBHble MaTepuasbl, WUCMONb30BaHHbIE B MPOM3BOACTBE KAaTeTEpPOB Performa, npeactas/ieHbl B

Tabnuue Hxe.

KOMNOHeHT Cneymngukayma matepuana
OnneTka NPOBOAHMKA HeprkageroLLiga cTtasib 304V
CTep>keHb (C OMneTKo) Mebakc
CreprkeHb (63 onneTkn) HelinoH
KoHuuk (4P, 5P, 6P) Mebakc
AMOPTU3VPYHOLLMIA KOHUKK (4F, 5P) lMebakc
KoHuumK 6F (6e3 onneTku) Mebakc/ HelAnoH
PykaB lMebakc
BbinpaMuTeNb NUrTein HeinoH
Pasbem Monvkap6oHaT

CNEUNonNKALNWN N3JENUNA

B nwuHelike wu3pgenuin Prelude ana  kKapauanbHOro Habopa Multipack gocTynHbl  crnegytouime
KOH(Mrypawum NHTpoabrocepa:

NHTpoabtocep Prelude nnm Prelude PRO, anametp: 4P(1.3mm), 5P(1.7MMm), 6P(2.0MM); anvHa: 7cwm,
11cm, B cocTase:

- MHTpogbtocep Prelude nnn Prelude PRO;

- NPOBOAHWK, pa3mepbl: AnameTp: 0.018” (0.46mm), 0.035” (0.89mm), 0.038” (0.97mm); anvHa: 40cm,
50cwm;

- COCYANCTbIN AmnaTartop, pasvepsbl: gnametp: 4P(1.3vm), 5P(1.7mMm), 6P(2.0MM); aAnvHa: 12cm, 16¢m;

- urna, pasmepsbl: 18G, gnnHa 7cm; 21G, annHa 4cm.



-

CocyaucTblii gunatatop

3

MpoBoAHUK

OCHOBHblE MaTepumasbl, UCMOMb30BaHHbIE B MPOM3BOACTBE MHTpoAbtocepa Prelude, npeacTaBneHbl B
Tabnmue HMxXe.

MHTpoabtocep Prelude PSI u Prelude PRO

KoMnoHeHT Martepunan / Coctas
Pa3bem MHTpoAblOCepa, BCe pasmepsbl Cmona MeguLUHCKOM CTENEHN 0YNCTKM
Tpybka nHTpoabtocepa - oT 4F go 6F, Bce AnvHbl MonuatnneHosasa cMona

Cynbthat  Gapua  tapMaleBTUYECKOW  YMCTOTbI
®dapmakonen CLLUA
(PRO) Tpy6ka wuHTpopbtocepa - oT 4F po 6F, Bce [MonunponuneH

ONUHBI
Konnayok MHTpoAbtocepa, Bce pasmepsbl Monunkap6oHaTHaa cmona
Konbuo pna (ukcauuy LWOBHbIM MaTepuanom, Bce

MonnatuneHosas cmona
pasmepsbl
KnanaH, Bce pasmepsl CWNNKOHOBbLIW KayuyK
Cmaska a4 KnanaHos CUIMKOHOBAS XNAKOCTb
bokoBas TpybKa, BCe pasMepsl MonnypeTtaHoBas cMona
PyKosTKa 3amopHOro KpaHa, Bce pasmepsl AueTanbHasg cMona
Kopnyc 3anopHOro kpaHa, Bce pasmepbl Monnkap6oHaTHas cmMona
Cwmaska s 3anopHoro KnanaHa CWIMKOHOBAs XNLKOCTb
Konnayok 3anopHoro KpaHa, Bce pasmepbl Benbiin ABC-nnacTuk
Pa3vem funaTaTopa, BCe pasmepbl MonuatuneHoBaa cmona

MonunponuneHosas cmona

CynbthaT  Gapus  hapmMaLeBTUYECKOA  YWUCTOTI

dapmakonen CLUA

Tpy6ka gunatatopa (NonnaTunex) - 6F Cmona nonuatuneHa BbICOKOM nnoTHocTu (M3BIM)/
CynbthaT  Gapus  (hapMaueBTUYECKOW  YUCTOTbI
®apmakonen CLUA

Cmaska gunararopa, Bce pasMmepbl CuWNKOHOBasA XXUAKOCTb

Tpy6ka gunaratopa (nosunponuneH) - 4F un 5F, Bce
S IVHbI

MpoBoAHNKN gnarHocTtudeckue InQwire

MpoBoAHUIO! AMArHOCTMYECKMe MNPOM3BOACTBA KOMNaHUM «Meput Mefukan» npegHasHayveHbl AN
0bnerveHns pasmelleHns YCTPOMCTB NpW  AUAarHOCTUYECKMX Mpouefypax W onepalyoHHbIX
BMeLLaTeNbCTBax.

OnucaHune: [1poOBOAHMKN  AMArHOCTUYECKMEe NPOM3BOACTBA  KOMMaHUM  «Meput  Meaukan»
M3roTaB/IMBAKOTCA M3 BbICOKOKAYECTBEHHOW HEPXABEIOLIEN CTaM C MOKPbITUEM WM Ge3 MOKPbITUSA
MNTP3 npn MCnonb3oBaHWM YCOBEPLUEHCTBOBAHHOIO TeXHOM0rMYeckoro npouecca. NpoBogHUKK
NnocTaBNATCA CTEPW/IbHBIMU, HEMUPOTEHHLIMW W  NpeAHa3HayeHbl TOMbKO AN  OA4HOKPaTHOro
NCNO/b30BaHUA.

IMpOBOAHMKM  AMarHOCTMYECKMEe MPOM3BOACTBA KOMMaHun «MepuT Mefukan» ynakoBaHbl B
MNacTUKOBbIN KOMbLEBOW KOHTEWHep, OCHALLEeHHbI pasbeMoM Jloapa. ITa ynakoBka ob6neryaert
cobnofieHe  peKoMeHZauuiA  NpPou3BOAMTENs  OTHOCUTENIbHO TOrO, UTO  MPOBOAHWK  Nepef
MCMO/b30BAHMEM [JO0/KEH OblTb MPOMbLIT OObIYHBIM WM TeNapUHU3MPOBAHHBLIM  (DU3NOIOTUYECKUM
pacTBopoM (CM. VIHCTPYKLUM MO NPUMEHEHUIO - MprMeYaHue).



B NIMHeNKe NPoBOAHUKOB INnQwire ans KapamanbHOro n pagnanbHoro Habopos Multipack Plus
MMEITCA CrefytoLme KOH(Urypauum nposyKumm:

- BHewHwuiA gnameTp - 0,035 atoinma (0,89 mm);

- AnnHa - 150 n 180 cwm;

- KoHhurypaumm n3orHyToro AnCTaslbHOro KOHYMKA - J-KOHUMK 3 MM,

MaTepunanbl, MCMOMb30BaHHbIE B MPOM3BOACTBE MPOBOAHMKOB InQwire, npefcTaBneHbl B Tabnmue
HUXE.

NUE4LUMPUKaM«| >WTepLU 0B KOLW o aelw B

KomMnoHeHT MaTtepuan

MpoBof cepaeyHmnKa HeprkaBetoLwas ctaslb MapKu
304V vnn 304

OnneTka cepeyHMKa Hepxxasetowas ctanb mapku 304

[MOKpbITHE OMMETKN MonuteTpadpTopatuneH (MTPI)

cepAeyHuKa

MpefoxpaHUTENbHBbIA HepxxaBetoLLiaa CTaslb MapKu

NnpoBoA, 304V nnn 304

CoBMecTMoCTb: [MpoBogHuk InQwire Ha 0,035 groiima (0,89 MM) MOXET NPUMEHATLCA C NIHOOLIM
n3LenneM C BHYTPEHHUM [AMaMeTpoM, MNPUMEPHO MNOAXOLAMM [N pasMeLLeHNs MPOBOAHMKA
Anametpom 0,035 (0,89 mwm).

CVMBO/bI NPUMEHUMbIE 11 HAGOPOB KapAauanbHbIX Multipack

[aHHbin  cumBon oBifanaei. uyto wm3genue

C €0086 MOSIHOCTLKO COOTBETCTBYET aupekTnBe EC
93/42/EHC

- NpownssoanTens
11J POVSEOA

EC AEP YNOMHOMOYEHHbI NPeACTaBUTENb
(2) OpHOKpaTHOoe MCnob30BaHne

REF N\ aeHTU(PUKALIMOHHBIA HOMEpP

LOT Homep napTum

[STERILE ;EOQ|  Crepunusauus: ra3oo6pasHblii 3TUNEHOKCUL,

BHUMaHVe: (hefepanbHOe 3aKOHOAATENLCTBO
FJcOnly CLUA paspeLuaeT npofaxy AaHHOro u3aenvs
TOMLKO Bpayam UM no npeanmcaHunio Bpava.



Vicnonb3oBathb A0
|WT [Jata npousBoacTea

BHUMaHMe: CM. NpuUaraemyto fOKyMeHTaLuIo
He 1cnonb3oBaTh, ecv ynakoBKa noBpexaeHa

X He SBNSIETCA MUPOTEHHbIM

HeTokcnyHo HeToKcnuHo

@penHy (F)  pasmep

PS]| {1pencnbHoC pekomerLoBaHHOe aasne[we

GW PeKoMeH/0BaHHbI NPOBOAHUK

CT CocTasnstoLLme

SH BokoBble 0TBEpCTUS
CKopoCTb MOTOKa W [JaBneHve B MOTOKe.

FLO lMokasaTenn  CKOPOCTEM  MOMy4YeHbl  Mpw
10,4 cM3. Ortpgenbllble  pe:}ynblatel  MOryT
BapbMpoBaThCS

YMNAKOBKA

YnakoBka MNpoAyKuuMn KomnaHunm «Meput Megukan» nNpou3BOAUTCA B COOTBETCTBMM  CO
cnegyrowmmm  ctaHgaptamu:  ISO  11607:2003:  «YnakoBKa And  MeAULUHCKNX U3AENNN,
noanexawmnx (QUHULHON cTepunmsaunm» - Bce KOMMOHEHTbI, HaxoAAWMecs BHYTPWU YNakKOBKM
MultiPack.

Ynakoska MultiPack coctout 13 TepmocsaprsaeMoro naketa (121 x 13,5 cm) u3 matepuana Tyvek
6e3 MOKpPbLITUA NPOM3BOACTBA KOMMNaHMN «BrkoH KoHBepTeps» (Beacon Converters), cnasiHHOro ¢
NakeToM 13 nonmactepa/nonnatuneHa TonwwmHon 0,002 atorima (0,051 mMm), 1 notka (112 x 12 cwm),
CLieNnaHHoro m3 6e1leHOro MenoBaHHOIO KapToHa M3 CynbdaTtHoin Lenntonosbl (SBS). KoHcTpykuus
NOTKa 06ecneyvmBaeT yaepxaHue 060104KMN.

O60/104Ka U MHTPOABIOCEP MOMeLLEHbI B MewloYeK. MpoBOAHMK pa3MelLleH pALoM C KateTepamu B
M30rHYTON Tpybke. KapToHHasi Kopobka Ans TpaHCNOPTMPOBaKWM chAenaHa w3 6GeneHoro
ME/IOBAHHOIO KapTOHa 13 Cy/b(aTHOM Lenntonossl (SBS).



TPAHCIOPTUPOBKA, XPAHEHWE N YC/NTOBNA SKCINAYATALUUNN
Temnepartypa TPaHCMOPTUPOBKN: 0T -35°C o +55 °C

Temnepatypa XpaHeHus: ot -35 °C go +55 °C

Akcnnyataymns: o1 15 °C go 35 °C, OoTHOCUTeNbHaA BNaXXHOCTb Bo3fdyxa: <80%, ATmocgepHoe
fasneHue: ot 84,0 go 106,7 kMa (ot 630 go 800 MM pT. CT.).

B3avmopeiicTBme ¢ BHYTPeHHeld cpefioli opraHuamMa [Jo/KHO OCYLLECTBAATLCA NpY TemnepaType oT
32°C po 42°C.

Ycnosusa Mcnosb3oBaHUA - B MEAULUMHCKMX MNOMELLIEHMAX AN NeYeHnsa n I'IpO(pVU'IaKTVIKVI.

CPOKropgHocCcTWM
CPOK rogHoCcTn nspenua - 3 rofa.

CTEPUNIN3ALNA
CTepunn3oBaHo 3TUEHOKCUAOM

YTUNNIN3AUNA
YTunuzaums wm3gennii JOo/mKHa MPOMCXOAWTb COFMIAaCHO MECTHbIM TPebOBaHMSAM, CBS3aHHbIM C
OKpYy>KatoLLel cpefion.

KaTteropmsi onacHOCTU A1 MEANLMHCKMX OTXOMOB CO CCbIKO Ha cneuudurKaumio CTpYKTYpPHOro
coctaBa (B COOTBETCTBMM C POCCUICKUMMW CaHUTapHbIMW Hopmamu ¥ npasunamu (CaHlMuH)
2.1.7.2790-10): Knacc B

FAPAHTUA
OrpaHunyeHHasa rapaHTUa 1 0TKa3 0T OTBETCTBEHHOCTH

KomnaHus «Meput» 3asBnsieT 1 rapaHTUpYyeT, YTo AaHHas NpoayKums akTYecKn COOTBETCTBYET
crneunuKaymMaM Ha MOMEHT ee MOCTaBKM 3akasumky W 4TO B TeyeHue Mepuofa, YKasaHHOro B
MACbMEHHON OrpaHUYeHHOW rapaHTUK, OTAEeNbHO NPeAOCTaBASeMON A1 KaKAOro w3genns, B
[aHHOW nNpoayKuuMnm He OyAeT BbISB/EHO CYLLECTBEHHbIX [AeeKTOB MaTepuasia U KadyecTsa
M3roToBNeHns. JlaHHas rapaHTMsi He TMPUMeHsieTcs K u3genusam, Kotopble (i)  Obim
MOAMMUUMPOBaHbI,  U3MEHEHbl, OTPEMOHTMPOBAHbI, BOCCTAHOB/MEHbI, MepepaboTaHbl WK
BMAON3MEHEHbI CTOPOHOM, OT/IMYHONM OT KoMMaHun «MepuT»; (V) nogBeprainch HeHagnexatlemy
06palleHNo, WCMOMb30Ba/IMCb HE MO Ha3HAYeHWt, MOBTOPHO WCMOMb30Ba/INCL, MOBTOPHO
CTEPUIN30BA/INCL, MONajany B aBapuiiHble CUTyauun, 3KCNyaTMPOBaIMCh C HapYLLUEHVEM NpaBuf,
nofBeprasmcb HeOpeXXHOMY 06paLLeHNI0 UM HECAHKLMOHMPOBAHHOMY BMeLlaTenbeTay; (LLI) 6biimn
NOBPEXAEeHbl BCNEACTBME U3ObITOYHOW  (IM3MYECKOR, KIMMATMYECKOW WU 3NIEKTPUYECKOMN
Harpy3km WM WMEKT W3MEHEHHbIA, CTEPTbIn WAW  yAaneHHbIA CepuiiHbiin - Homep;  (iv)
00beAMHANNCL C NHO6LIM  ApyrMM NpoAykKToM; (V) WCMOMb30Ba/MCb B LENAX, OTAMYHLIX OT
«lMoKa3aHWn K MNPUMEHEHWIO», Of0OPEHHbIX COOTBETCTBYHOLMMI KOMMETEHTHLIMK OpraHamu,
MCNOMb30BA/INCH C HapyLUEeHWeM MpaBUA NPUMEHEHUs, YKasaHHbIX B CreuuduKkaumsax npogyKumm,
nnMbo NpUMeEHsICL B 06NacTV WK cpefe, 4N KOTOPOW Takoe u3fenve He pa3paboTaHO U He
npegHasHayeHo. J1toOble TeXHWYEeCKMe KOHCyNbTauuuM Mo MNPOAYKUMM  MpefoCTaBnakoTCA
KoMnaHuel «MepuT» 6e3 0643aTeNIbCTB UM KOMMEHCAUWiA, 1 KOMNaHusi «Meput» He NpuHMMaeT
Ha cebsl HMKaKMX 0053aTeNbCTB UM OTBETCTBEHHOCTW 3a TaKuMe KOHCY/bTaluuW, NOCKO/bKY OHM
NpeLoCTaBNATCA U NPUHMMAKOTCA NOA OTBETCTBEHHOCTL 3akasunka. KOMIMAHUA «MEPUT»



{MepeBof c aHTNMIWCKOTO A3blKa HA PYCCKU A3bIKA

Habop kapananbHblii Multipack
WHCTPYKLMA MO NPUMEHEHNIO
Jata: 28 nioHa 2018 .

NMOATBEPXAOEHNE

LTaT KOTa )
a UMEHHO

Okpyr ConT Jleitk )

CerogHs, 28 noHs 2018 roga, Ko MHe, HoTapuycy [keHHugep dopaxam, nnMyHo asunca [aH Knapk,
[vpekTop N0  HOPMATWMBHO-MPaBOBOMY  OGECMEYeHWt0,  MPefbsBMBLUMIA  MHe  [OCTaTOYHbIE
[0Ka3aTe/IbCTBa TOr0, YTO OH SBNAETCS NNLOM, MMEHEM KOTOPOro MOANMCaH MpuiaraeMblii JOKYMEHT,
1 NOATBEPAMBLLMIA, YTO OH JINYHO MOANMCAN €ro.

Y [0CTOBEPSAETCA MOel MOANUCHI0 Y OPULMaIBHON NeYaTblo.

/Noagnucs/
HoTapuyc
Mos nnuueH3nsa aericTBnTeNbHa A0: 27 noHa 2021 T.

[WTamn HoTapuyca

[xeHHUep Popaxam

Hotapuyc - LLTaT FOTa

Homep nnueH3nm Ne 695417

Mos nuueH3ns aenicTenTenbHa Ao 27 noHa 2021 r.]



{MevaTsb: [unpeKTop No HOPMAaTMBHO-MPaBOBOMY

«Meput Megukan Cucteme, NHK.» ob6ecneyeHnto
1987 «Meput Megukan Cucreme, VIHK.»
MeyaTb KOMNaHUK (Merit Medical Systems, Inc.)
LLtaT KOTa] CLIA
Inodnucbl

[3H Knapk

(nognucb 1 nevatb)
28 nons 2018 .

Hab6op kapgnanbHblii MultiPack

NMHCTPYKUWNA MO NMPUMEHEHWIO



[Ha 6naHke komnaHuun «<Meput Megukan» (Merit Medical)]

1600 YacT MepuT Mapkyaii
CayT xopgaaH, HOTa, 84095
Ten.: 801-253-1600

Pakc: 801-253-1684/6918

MHCTPYKUWMA no NMPUMEHEHWNIO
Hab6op kapananbHbiin MultiPack

ONMMNCAHWE N3AENNSA
1.1. Habop kapgmanbHbin Multipack B cocTase:

1. Katetep aHrunorpadguyeckunin Performa, koHurypauus katetepa: JR3.5, JR3.5 ST, JR4.0, JR5.0,
PRC (Progressive Right Coronary); pasmepbl: guametp: 4P(1.3mm), 5P(1.7mm), 6P(2.0MMm); AvHa
100cwm.

2. Katetep aHrunorpaguyeckunii Performa, KoHurypauus katetepa: JL4.0, JL3.5; pa3mepbi:
Anametp: 4P(1.3mm), 5P(1.7mm), 6P(2.0mMMm); anmnHa 100cwm.

3. Katetep aHrunorpaduyeckunin Performa, KoHurypaums karetepa: Straight Pigtail, 145° Pigtail,
155° Pigtail, MOD AMP Right (AMPLATZ RIGHT MODIFIED), MIV RADIAL PIG ST,
Ultimate I, Ultimate 2, Ultimate 4, Ultimate 4-T40, Ultimate 4-T45; pa3mepbl: gnameTp:
4F(1.3mMm), 5F(1.7mm), 6P(2.0mMm); anmHa: 100cm, 110cm.

1.2. Habop kapawuanbHblii MultiPack Plus, B cocTase:

1 KaTteTep aHruorpacguueckmii Performa, pasmepbl: gnametp: 4P(1.3mm), 5P(1.7mm), 6P(2.0MMm);
AnvHa: 100cm, 110cm; KoH(Urypaums Katetepa: Straight Pigtail, 145° Pigtail, Ultimate 1

2. Katetep aHruorpadumyeckunin Performa, pasvepbl: gunametp: 4P(1.3mm), 5P(1.7mMMm), 6P(2.0MMm);
AnvHa 100cMm; kKoHgurypaumsa katetepa: JR4.0, JR5.0, PRC (Progressive Right Coronary).

3. Katetep aHruorpaguyeckumin Performa, pasmepbl: guvametp: 4P(1.3mm), 5P(1.7mMm), 6P(2.0MM);
AnvHa 100cMm; KoHurypaums katetepa: JL4.0, JL3.5.

4. MpoBoAHUK AamarHocTuyeckuid InQwire, gnametp 0.0357(0.89 mm); anuHa: 150cm, 180cwm;
KOH(mMrypaumus KoHumka J3, Fixed Core.

5. NMHTpogbtocep Prelude mnm Prelude PRO, gnametp: 4P(1.3mm), 5P(1.7mMm), 6P(2.0MM); AnvHa:
7cMm, 1lcwm, B cocTase:

- nHTpogstocep Prelude nnm Prelude PRO;

- NPOBOAHVK, pa3mepbl: gnameTp: 0.018” (0.46mm), 0.035” (0.89mm), 0.038” (0.97mMm); AnvHa:
40cwm, 50cm;

- COCYAMCTbIA amnatartop, pasmepsbl: gvavetp: 4P(1.3mm), 5P(1.7mMMm), 6P(2.0MM); anunHa: 12cwm,
16¢m;

- urna, pasmepbl: 18G, gnnHa 7cv; 21G, anvHa 4cm.



1.9. PaguanbHbilii Habop Multipack Plus

|. Hab6op pagunanbHbiii MultiPack Plus, B cocTaBe:

1 Kartetep aHruorpagmueckuii Performa, pasmepbl:  guvametrp 5P(1.7mm); anuHa 100cwm;
KoH(urypaums katetepa: Ultimate 1, Ultimate4-T40.

2. TpoBogHWK pAmarHocTuyecknini  InQwire, amametp 0.0357(0.89 wmm); pgnmHa  180cwm;
KOH(urypaumsa kKoHumnka J3, Fixed Core.

3. nTpogbtocep Prelude, guametp 5F(1.7mm); anuHa: 7cm, 11lcm; B cocTaBe:

- MHTpofbtocep Prelude;

- NPOBOAHUK, pa3mMepsbl: anameTp: 0.018” (0.46mm), 0.035” (0.89mm); 0.038” (0.97mMm); AnvHa:
40cm, 50cm.

- coCyamncTblli gunartatop, pasmepbl: gnameTtp 5F(1.7mm); anvHa: 12cm, 16¢m;

- urna, pasmepsbl: 21G, gnvHa 4cm.

Il. Habop pagunanbHblil MultiPack Plus, B cocTaBe:

1. Katetep aHruorpaguyeckuii Performa, pasmepbl:  guvametp 5F(1.7mm); gnvHa 100cwM;
KOH(urypaums karetepa: JR4.0.

2. Katetep aHruorpaguueckmii Performa, pasmepbl:  avametrp 5F(1.7mm); anmHa 100cwm;
KOHurypaums katetepa: JL3.5.

3. TpoBogHUK pamarHocTuyeckuii  InQwire, pauameTtp 0.0357(0.89 wmm); anmHa  180cwM;
KOH(urypaumsa KoHumka J3, Fixed Core.

4. Nutpogabtocep Prelude, gnameTp 5F(1.7mm); AnvMHa: 7cM, 11cm; B cocTase:

- MHTpogbtocep Prelude;

- MPOBOAHUK, pasmepbl: gnametp 0.018” (0.46mm); anmHa: 40cm, 50cwm;

- COCYAMUCTLIV gunatatop, pasmepsl: gnameTtp 5F(1.7mm); anuHa: 12cm, 16¢Mm;

- urna, pasmepbl: 21G, annHa 4cwm.



HA3SHAYEHWE / MOKA3AHWA K NMPUMEHEHWIO

Habop kapavanbHbii  MultiPack paspaboTaH [Ansa npoueayp KOpOHapHOW — aHruorpadgum
(KopoHarpadun). KopoHaporpadms nokasaHa, NOMUMO MPOYEro, nauueHTaM C OCTPOA W
XPOHNYECKOW MLLemMmnyeckoi 6onesHbto cepaua (MBC), a Takxe B pafe cyyvaeB npy Nogo3peHun
Ha WBC. Takxe KopoHaporpajuio BbINOMHAKT naumeHTam (B T.4. 6e3 WBC) nepef
npoBefeHneM  onepaumin  Ha cepaue. Katetep PIGTAIL, BXxogAawmini B coCTaB
Multipack, mcnonb3yeTcs npv NPoBeAEHUM 3HAOBACKYNAPHbIX onepaunii Ha KPymnHbIX cocyfax
(aopTa, néroyHas aprtepusi, M T.4.) W Ha cepaue, ANA BbINONHEHWS aHrMorpaumn KpyrnHbIX
COCyA0B (aopTa, HVXKHSIS U BEPXHSASA Mo/as BeHbI, NeroyHas apTepus), a Takxke MOMOCTel cepaua
(Hambonee 4acTo Ans aHrnmorpagmn NEBOro Xenyaouka).

MPOTUBOIMOKA3AHNA
MpOoTMBONOKA3aHO MCMO/b30BaHMe B KOPOHAPHOW W1 LLeHTPasIbHOM COCYAMCTON CUCTEME.
MPEAYNPEXOEHWE:

 AHr1orpagmyeckme KaTeTepbl NpeaHasHaueHbl 411 OAHOKPATHOrO MCMONb30BaHMS.

* PekomeH0BaHHbIli pa3mep NMPOBOAHMKA: CM. 3TUKETKY Ha yMaKoBKe KaTeTepa.

* /Icnonb3oBaHve NPOBOHMKOB CBSA3aHO C YBE/IMUYEHNEM BEPOSITHOCTY 06pa3oBaHNs TPOM6a.

e He nbiTaiiTecb NpoTa/KMBaTb WHTPOAbIOCEP W/MNAM  MPOBOAHWMK MNPW  BOSHUKHOBEHWU
COMPOTMB/EHNS.

 He ocTaBnsiiTe BBEAEHHbIN MHTPOALIOCEP HA MECTE B TeUeHMEe ANNTENbHOrO BPEMEHW, €C/N
OAHOBPEMEHHO He MCMONb3yeTcs KaTeTep Un 06TypaTop 415 NoAAepXKaHWS CTEHKM KaHHO/MN.

* He ncnonb3yiite n3genne COBMECTHO C MHXXEKTOPOM.

MEPbI MPEAOCTOPOXHOCTW:

 AHTVOrpatvs JOMKHA BbINOMHATLCS TOMLKO OMbITHBIM aHIMOrpParCTOM.

« [Mepep NCNonb30BaHVEM MPOYECTb MHCTPYKLIMIO.

« denepanbHoe 3aKoHoAaTenbcTBo CLLIA paspellaeT npoaaBath faHHOe U3Aene TOMbKO Bpayam
MAK N0 X NPeanucaHnio. XpaHuTb B NPOX/1afHOM TEMHOM MeCTe.

* i3nenune npegHasHayeHo /1 OAHOKPATHOrO MCMO/b30BaHN.

* He UCnonb3yiiTe MOBTOPHO M He No/BepraiiTe NOBTOPHOI CTePUAN3ALN.

* He UCN0/b30BaTh B Clyyae OTKPLITOW MM NOBPEXAEHHON YMaKOBKMU.

* He 1cnonb3oBaTh MO UCTEYEHWM CPOKA FOAHOCTU.

* He aBTOK/1aBMPOBATb.

o Mpn M3BMEYEHWUN W3 YMAKOBKM GEPeXHO BO3bMWTECh 3a Pa3beM KaTeTepa M MeAIeHHO
[0CTaHbTE KaTeTep U3 YMaKoBKU.

e ECM Npu MOMbITKE W3BMEYEHNS MPOBOAHMKA W3 KaTeTepa YyBCTBYETCS COMPOTUBMEHUE,
N3BNEKNTE KaTeTep BMECTE C MPOBOAHMKOM, YTOObI HE NOBPEAUTL CTEHKM COCY/a.

« Mepen MCMOMb30BaHWEM TLLATENILHO MPOMOITE BCE W3AENUs, KOTOPbIE MpeAHa3HaueHbl [/1s
BBEJEHMS B KPOBEHOCHbIA COCYA, CTEPW/bHBIM FenapyvHU3VPOBAHHBIM  (30I0TNYECKNM
PacTBOPOM WU/ NOAO6HBIM M30TOHUYECKMM PACTBOPOM.

* B npocBeTax NPOBOAHMKOB COBUPAETCS KPOBb U APYrie HeXenaTeNbHble BELecTBa. VX Henb3s
MOMHOCTbIO YAAMTb HW  aBTOKNABMPOBAHWEM, HU YNbTPa3BYKOBOM OUMCTKOM, MO3TOMY
MPOBOAHWNKN PEKOMEH10BaHbI [1/11 0[JHOPA30BOr0 MCMO/b30BaHUSI.



HEXENATEJ/IbHbIE ABNEHWNA:

KapaunaneHblin Habop Merit Medical Multipack Plus fomkeH MCNoib30BaTbCs UCKAHOUUTENBHO
Bpavamu, 06yUYeHHbIMU TEXHUKE YPECKOXHOIO BBeJeHUs KaTeTepa. B CBA3M C MCNO/Mb30BaHWEM
N3Lenns, Cpeay npoyvero, MoryT BO3HUKHYTb CefyHoLLe OCMIOKHEHUS:

» ObpasoBaHMe TPOMOOB/aMB0/0B BosaywHas am6onus

 [eMaTOMa B MecTe MyHKLUMK MoBpeXxaeHne apTepuasbHON CTEHKM

» CMeLLeHMe 6N1ALLKN WHpapKT MrMokapaa

» CepfeyHas apuTMuma NHekums

* Mepopaums CTEHKN cocya ANNepruyeckmne peakumMm Ha KOHTPacTHOE BELLECTBO
» O6pa30oBaHMe TI0XKHOIN aHEBPU3MbI Cnasm cocyfa

» OKK/031A cocy0B KpoBoTeueHue

* IHCYnbT 1 cmMepTb Ambonmn3auma NpoBoAHMKA

3AABNEHME O MEPAX TNPEOOCTOPOXHOCTN MnPN MOBTOPHOM
NCTMOJIb3OBAHUN

Mcnonb3oBaTb TONMbKO [/11 OAHOTO nNaumeHTa. He ucnonb3oBaTh, He 06pabaTbiBaTb W He
CTepWUnM30BaTb MOBTOPHO. [MOBTOPHOE MCMONb30BaHWE, 06paboTKa WM CTepunmsauus MoryT
HapyLUMTb LENOCTHOCTb KOHCTPYKLMW M3Aenus Wunu NpuBecTU K ero HeMcnpaBHOCTW, 4To, B
CBOO 0Yepesb, MOXET CTaTb MPUUYMHOI TPaBMbI, 3a601€BaHNS UM CMePTU NaumeHTa. MoBTOpHOE
MCMoNb3oBaHKe, 06paboTKa MK CTEPUN3ALMA MOTYT TakXKe NPUBECTW K 3arpssHEHWIO M3[enus
WV K MHPULMPOBAHMIO NGO NepPeKPecTHOMY MHMULMPOBAHUIO MaLMEHTOB, BKOYas, MOMUMO
Mpoyero, nepefady OAHOrO WM HECKOMbKUX MH(EKLMOHHBLIX 3a60/1eBaHWA OT OAHOMO MaLMeHTa
APYromy. 3arpsisHeHue W3[enns MOXET CTaTb MPUYMHOIA TpaBMbl, 3a60MEBaHUS WM CMEPTU
nauyeHTa.

CneflyeT NpoBepPsTL BCe NMPOBOAHMKM [0 NMPUMEHEHMs. He UCnonb3oBaTh U3feNMe, ECNM YNakKoBKa
BCKpbITa UMM noBpexaeHa. Mpy U3BNeYEHUN M30eNUs U3 YNaKOBKU W BO BPEMS MCO/b30BaHMs
Heo6X0aVMO NPUMEHSTb aCenTUYECKUIA MeTo,

Bce MpOBOAHMKM 3aKpennsitoTCs B KO/bLEBOM KOHTE/iHepe Tuna
«BEHTEPb» C MOMOLLbIO 3aMMpPatoLLEro BbINPSMUTENS C J-06pa3HbIM
KOHUYMKOM. Bo u36exaHve TMOBPEX/AEHUsS MPOBOAHMKA MpPU  €ro
N3BMIEYEHUN U3 KOMbLIEBOTO KOHTeHepa CneayeT B3sTbCA 3a
OCHOBaHWE BbINPAMUTENS C J-06pa3HbIM KOHUYMKOM U BbITAHYTb
Briepes, TMNPUMEPHO Ha 5 MM WAM Ha TaKyl [A7MHY, Korda
BbINPAMUTENb C J-06pa3HbIM KOHUYMKOM OTCOEAUHWTCS OT ajanTepa
KO/NbLEBOTO KOHTEWHepa. Y AepXnBasi U NPOBOAHMK, U BbINPAMUTENb
¢ J-06pasHbiM KOHYMKOM, MPOAO/MKAATE BbITATVBATL MPOBOAHMK U3
KONbLIEBOTO KOHTENHepa.

He npunaraiite cnviwikom 60MbLIOE YCUNMe ANs NPOABVKEHUS MOABMXKHOTO CEPAEYHMKA, MoKa
MPOBOAHUK HaxoauTcst B cocyfe. IMpPoABUXKEHME C M3BbITOUYHBIM YCUIMEM MOXET MPUBECTU K
MPOPbIBY CepeYHMKA 1 MOBPEXAEHUIO Cocya.

He BbITArMBaiiTe MPOBOAHWMKM C MOKPbITYEM M3 TP ¢ NOMOLLLK METaNNYECKOR Wbl
OCTpbIii KOHYMK WI/bl MOXET rouapanaTb MOKpbITVe. PEKOMEHAYETCS 3aMEHUTb UIY KaTeTepoM
WA COCYAMCTBIM AunataTtopom u3 MT®3, KakK TONbKO MPOBOAHWUK [AOCTUFHET HYXXHOI0
MONOXKEHUS.



Mpy NpoABVKEHMM KaTeTepa U NPOBOAHMKA B aOpTe PEKOMEHAYETCA BbIHYTb MPOBOAHUK, KOraa
OyAeT LOCTUTHYTO HY)XXHOE MECTO.

Heobxoa1Mo cob10aaTb OCTOPOXXHOCTb NPY MaHUMYNALMAX C KAaTETEPOM BO BPEMS €r0 BBEAEHMS
N yAaneHnst BO M36eXKaHne BO3MOXHbIX MOBPEXAEHWI TKaHeid BHYTpu cocyfa. Mpu oulyLeHnm
COMPOTMB/IEHUS BO BPeMsl U3BNEYEHWs| MPOBOAHMKA W3 KaTeTepa crefyeT YAaiuTb NPOBOAHMK
BMECTE C KaTeTepOM KaK eIMHOE Lie/oe, YTobbl He MOBPEANTL CTEHKY COCy/a.

MPOBOAHUK - 3TO [eNMKATHLIA WMHCTPYMEHT, CaMblii YyBCTBUTENbHBIA W3 WUCNOMb3YEMbIX B
UPECKOXHbIX  npoueaypax. Kaxgblii pa3 npu  ero  MCMNoNb30BaHUWM  BO3HWKaeT — PUCK
TpoM6006pa30BaHNA/3MO0NNN, NOBPEXAEHUSA CTEHOK COCYA0B W ANCNOKaUMM BNALLEK, YTO MOXET
MPMBECTM K MHGAPKTY MUOKapAa, HapyLUEHUIO CEpAEYHOro pUTMa, CEepAEeYHOMY NPUCTYMY WAn
netasibHOMY ucxody. Bpay fomkeH MMeTb [OCTATOYHbIA ONbIT paboTbl C aHrMorpapuyeckmm
WHCTPYMEHTaMW ¥ U3y4mnTb IUTEPATYPHbIE MCTOUHUKM MO OCIOXHEHMAM MPU aHTrMorpahum.

NHCTPYKUWA no NMPUMEHEHUNIO

AHrunorpaguyeckre Karetepsbl

1 [Ana u1CNOMb30BaHWA  aHrMOrpagMyeckmMx KaTeTepoB KOMMaHuu «Meput»  peKoMeHLoBaH

MPOBOAHMK C MOKPbLITUEM

BBoguTe KaTeTep B KPOBEHOCHbIN COCY[, MCNOJb3Ys MO BbIGOPY TEXHUKY BBELEHMS

3. Katetepbl PIGTAIL ocCHalleHbl pa3pblBAKOLLMMCS BbINPAMUTENIEM, KOTOPbIA NIErKO YyaanseTcs
rnoc/e Toro, Kak KOHYMK KateTepa 0Ka3blBaeTca Ha NMPOBOAHUKe

» [1naBHO fBUrainTe BbINPAMUTENb Brepes A0 TeX Nop, Noka KOHYMK KateTepa Pigtail He BbInpAMUTCS

e [lomecTnTe KOHYMK KaTeTepa Ha MPOBOAHVMK W yAaiuTe BbINPAMUTENb, MOTAHYB 3a A3bIYOK
BbINPAMUTENS

4. MapKepHbIe NONOCKN: AHATOMUYECKME U3MEPEHNA C NOTPELLHOCTLIO +-4%
CTepubHO 1 HEMUPOreHHO B HEBCKPLITON WM HEMOBPEXAEHHON BHYTPEHHel ynakoBKe. XpaHWUTb B
npoxnafHoOM CyXOM MECTe.

ro

WHTpopbtocep Prelude

1 Onpefenute MeCTO BBefeHUs W TMOArOTOBbTE €ro C WCMO/b30BaHWEM COOTBETCTBYHOLLNX
acenTUYeCKMX CPeAcTB U MECTHON aHeCTE3UN.

2. 13BNneKknTe KOMMOHEHTLI MHTPOAbOcepa Prelude 13 ynakoBKu ¢ UCNO/Ib30BaHWEM COOTBETCTBYHOLLMX
acenTmMyecKnx MeTooB.

3. lMpomoitTe KOMMOHEHTbI (IM3MOMOrMYECKMM PacTBOPOM WM COOTBETCTBYHOLUMM U30TOHUYECKMM
pacTBopoM. [locne npomMbiBaHUA 6GOKOBOIO OTBEPCTMS YCTaHOBWUTE 3aroOpHbI KpaH B 3aKpbITOe
NMonoXeHne, 4TOOblI NOAJEPXMBaTb MNPUTOK B OOKOBOE OTBEPCTME W NPeAoTBPaTUTb 0b6paTHOE
BblTeKaHue KpoBW MNoc/ie BBeAEHWSA B COCYA,

4. BBeguTe cOCyauCTbIM AunaTatop B WHTpoabtocep Prelude uepe3 reMocTaTUYECKMI KnamaH W
3adMKCUpyiiTe ero Ha MecTe. [unatatop [AO/MKEH OblTb HageXXHO 3aPUMKCMpOBaH Ha MeCTe BO
n36eXaHve NoBpeXxaeHns cocyaa.

5. BBeante B cOCyA COOTBETCTBYIOLLYKO MPOBOAHWKOBYHO UMNY. YaepXusasd MNPOBOAHUKOBYHO WUINy,
npoBeanTe TMOKWIA KOHeL, N1 J-06pasHblii KOHEL, MPOBOAHMKA Yepe3 MPOBOAHUKOBYHO UFy B COCYA,
MpyMeyaHve: pasmep MPOBOAHMKA, COBMECTUMbIA C KOMMOHEHTaMW CUCTEMbI, YKa3aH Ha 3TUKETKe
n3genws.

MpegynpexaeHne: He npoasuraiite NPOBOAHWK, €CAM MOYYBCTBYETE COMPOTMBAEHME. [pexae yem
NPOLO/MKUTL BBEAEHME, YCTaHOBUTE NPUYMHY COMPOTUBNEHNS.

6. YaepxvBasi NPOBOAHUK Ha MECTE, U3BNEKNUTE NPOBOAHMKOBYIO Urny. MpukKnmainte MecTo BBEAEHUS
[0 Tex nop, Noka napa MHTpoAbtocep/aunaTaTop He ByaeT yCTaHOB/EHA.



MpeaynpeaneHue: Ecnv npuMeHsieTcAd Urna ¢ MeTaIMY4ecKoM KaHIoMen, 3anpellaeTca WU3BMeKatb
MPOBOAHMUK MOC/Ee TOro, Kak OHa bblna BBeAeHa, MOCKO/bKY 3TO MOXET NOBPeAUTb NPOBOAHMK.

7. BeeauTe napy MHTpoAbtocep/amnataTop 4epe3 MPOBOAHUK B cOCyA. BpailarenbHbIM ABUXKEHUEM
NpoABurainTe napy MHTpOAbOCEp/aunaraTtop vepe3 TKaHW B cocyf. Bo Bpems BBefeHWs YCTPOMCTBA B
COCY[, lep>XnTe ero Kak MOXHO 61mKe K KOXKe, YTOObl n3bexartb m3ruba.

8. Mo 3aBepLleHUN YCTAHOBKW MNapbl WHTPOAbKOCEP/AMNaTaTop B COCY[ OTCOeEAUHWUTE Aunatatop oT
WHTPOAbIOCEPa, Cfierka OTOrHYB pasbeM [Aunatatopa BHU3 (Takum 00pa3oM, pasbeM Awnaratopa
OTCOEAMHUTCA OT KOMMayka WHTPOAbOCepa). YrepXvBas WHTPOABIOCEP, OCTOPOXXHO W3BMEKUTE
AmnataTop BMeCTe C MPOBOAHMKOM, OCTaBMB MHTPOALIOCEP B COCY/E.

9. lNposeguTe acnupaunio Yepes YLJIMHWUTENbHYIO JIMHUIO GOKOBOrO OTBEPCTMS A1 TOro, 4TOObI
yhanutb Bo3ayX. o 3aBepLueHVMM acnupaumm npoMoiTe 6GOKOBOE OTBEPCTME COOTBETCTBYHOLLMM
pacTBOpOM. 3anopHbIA KpaH JO/KEH OblTb YCTAHOB/IEH B 3aKPbITOE MOMOXEHMWE, YTOObI NOALEPXKMBATD
NPUTOK B 6OKOBOE OTBEPCTHUE.

10. BBegute COOTBETCTBYHOLUME YCTPOWCTBA (MPOBOAHMKM, KaTeTepbl W T.4.) 4epe3 WHTPOAbCep
Prelude. MpumeyaHve; Bo Bpemsi BBeEHWs, YCTAHOBKM WM W3B/EYEHWS YCTPOMCTB YyhepXKuBaliTe
WHTPOAbIOCEP Ha OAHOM MecTe. Bcerfa MefneHHO 3aMeHsNTe W W3B/EeKainTe YCTPOMCTBA 4epes
WHTPOZbHOCED.

11. Ang TOro 4ToObl BPEMEHHO 3aMKCUPOBATb MHTPOALHOCEP LLOBHLIM MaTepuasioM, BOCMO/b3YNTECh
BpaLLaloLLMMCA KOMbLOM ANS (PUKCaLUM LLIOBHLIM MaTepUaioMm.

12. N3BJIEYEHMIE:

* VIHTpoabloCep MOXHO M3BMIEKATb MO KIMHUYECKMM MOKa3aHWAM. HeobX04MMO HaXMmaTb Ha COCYA
Ha MecTOM TMyHKUUM BO BPeEMA MeLJ/IEHHOr0 W3B/IEYEHUA WHTpoAbtocepa. [MpuvmMedaHue:
O6pa3oBaBLUMIACA Ha KOHUYMKE MHTPOAbOCEpa (IMOPUH MOXHO acnuMpupoBaTb vepe3 GOKOBOW THOOUHT
[0 Hayana usBnevyeHns MHTpoabtocepa. COOTBETCTBYIOLLMM 00pa3oM YTUAN3UPYITE MHTPOABLIOCED.
 Ecnn wHTpoabtocep 6yaeT 3aMKCcMpoBaH, TO B WHTPOAbKOCEP CriefyeT BBeCTW 06Typartop
COOTBETCTBYIOLLEro pasMepa. [locne MpOMbIBKM  WMHTpOAbIOCEpPa BBeAMTe 0O0Typatop uyepes
NHTPOAbIOCEP W 3adMKCUpyinTe ero Ha Mecte. [llocne ycTtaHOBKM 06TypaTopa OOKOBOW THOOGUHT
HeobX0AMMO MPOMbITb COOTBETCTBYHOLLUMM PacTBOpoM. [puvMeyaHue: HeobXoAMMO MNPUMEHATb
06TypaTop Ha OAMH pa3Mep Mo (PpaHLy3CKOW LUKasie MeHbLUe, YeM pa3Mep MHTPOAbOCepa Ans Toro,
4yTO6bl 6bII0 BO3MOXHO OCYLUECTB/IATL MPOMbIBAHWE, WH(Y3UKO W  KOHTPONb AaBfieHud. [1o
MEeAMLMHCKUM MOKa3aHUAM MHTPOABIOCEP U 06TYpaTop MOXHO M3B/eYb (CM. BbILLE).

MpoBogHMK INQwire

1. TMopcoeanHWTE HAMO/HEHHbI MPOMbIBOYHBIM PACTBOPOM  LUMPUL, K
MPOMbIBOYHOMY /H03P-MOPTY

2. MoBepHMTE LLINPWL, N0 YacoBOWi cTpenike (KaK MOKasaHO Ha PUCYHKE)

3. BeeauTe (h13pacTBOp B KOMbLIEBOI KOHTEWHEP

4. OTCOeAMHMTE LUNPUL, OT MopTa

5. BbITAHWTE NPOBOAHUK U3 KOHTEliHepa.

MpuMeyaHue: [N YMeHbLIeHMS pucka o06pa3oBaHWs  TPOMOOB
PEKOMeHAYeTCA nepef UCMoNb30BaHNEM MPOMbITb MPOBOAHMK OObIYHbIM
AWK TenapvHU3NPOBaHHbIM  (DM3MONOTNYECKMM pacTBopoM. CoeanHuTe
HaMOMHEHHBIA  WINPUL,  C  /IH03POM,  PAcrofIOKEHHbIM  Ha  KOHLE
NNacTUKOBOIO  KOMbLEBOrO  KOHTEMHepa, W MNPOMOWTE  MPOBOAHUK
HeCKonbKo pa3. locne NpPOMbIBKM BbiHbTE MPOBOAHMK W3 KOHTeliHepa u
NCNONb3yNTe, KakK ONMCaHO BbILLE.



YKasaHuA no npuMmeHeHuo: Ha cnefyroLmx pucyHKax rnokasaHa
CTaHAapTHaAa npoleaypa YpecKoXXHOro BBeAeHUsA C UCMNO/b30BaHNEM
metoga CenbamHrepa. AHaTOMUYECKME 0COBEHHOCTU HEKOTOPbIX
NauueHToB MOTYT cZieNnaTb UCMOo/Ib30BaHME 3TOr0 METoAa HEBO3MOXXHbIM.

1. Mpokon cocyaa ABYXKOMMNOHEHTHO Ur/oi

2. Vicnonb3ys ABYXKOMMOHEHTHYHO WY, U3BNEKUTE CTU/ET, @ KaHHOMIO
OCTaBbTe Ha MecTe U BBeUTE MMOKMIA (ANCTabHbIA) KOHEL, NPOBOAHMKA
yepe3 KaHH/Io B CoCy[.

3. NpOBOAHUKM C J-HAKOHEYHMKOM MOCTaB/AKOTCA C BbINPAMUTENEM J-
HaKOHEYHWKa, KOTOPbI yNpoLLaeT BBeeHNE NPOBOAHMKA B MYHKLMOHHYO
urny. MNpoasuraite BbINPAMUTENb A0 TEX MOP, NOKa OH He BbIABUHETCA U3
KOHYMKa Ha 2-3 MM. BBeanTe NPOBOAHUK B pasbeM UT/bl U MPOABUHBLTE
yepes urny. Y aanute BbINpAMUTENb J- HAKOHEYHMKa C NPOKCMMa/IbHOT0
KOHL,a 1 BbIOPOCHTE €ero.

4. Y [annte KaHiM0 UMbl, 0CTaBMB NPOBOAHMK B NMPOCBETE COCya.

5. MpoaBvHbTE AMNATaToOP MK KaTeTep Mo NPOBOAHUKY HEMOCpeaCTBEHHO
B COCy(,

6. OCTOPOXXHO yaanuTe NPOBOAHMK, OCTaBMB KaTeTep Ha MecTe.
MpumeyaHue: [daHHble O CTepuaMsauum u3Lennsa nNpuBeAeHbl Ha ero

YMaKoBKe.

Kak noctaensetca: HAanBMAyanbHO 5-10 WTYK B yNakoBKe, AN
MH(opMaLmy No 3aKasy CM. Katasior

OMMNCAHWNE N3OENNA

AHrunorpaguyeckunii katetep Performa

OnwucaHune: AHruorpaguyeckme Katetepbl MpefHa3HayeHbl A1 OLHOPA30BOr0 MCMO/b30BaHUS,
CTEePU/IbHbI, HEMUPOTeHHbI, 4719 BHYTPUCOCYAUCTOrO BBEAEHUS.

Cnepytowime KoHurypauuu mnsgenuii cemeiictea Performa focTynHbl ns HabopoB KapAuasbHbIX
Multipack:

1. KateTep aHruorpaguueckuii Performa, koHurypauma katetepa: JR3.5, JR3.5 ST, JR4.0, JR5.0,
PRC (Progressive Right Coronary); pasmepbl: guvametp: 4P(1.3vmm), 5P(1.7mm), 6P(2.0mm); afvHa
100cwm.

2. Katetep aHrnorpaduyeckumin Performa, KoHgurypaumsa katetepa: JL4.0, JL3.5; pa3vepbl: AnameTp:
4P(1.3mm), 5P(1.7mm), 6P(2.0mMm); annHa 100cm.

3. Katetep aHruorpaduyeckunii Performa, KoHgurypaumsa katetepa: Straight Pigtail, 145° Pigtail, 155°
Pigtail, MOD AMP Right (AMPLATZ RIGHT MODIFIED), MIV RADIAL PIG ST, Ultimate 1,



Ultimate 2, Ultimate 4, Ultimate 4-T40, Ultimate 4-T45; pramepsbl: gvameTp: 4F(1.3mm), 5F(1.7mm),
6F(2.0mm); gnamHa: 100cm, 110cwm..

MpumeyaHve: KateTepbl Pigtail vumeroT cnvpasbHYt0 KOHCTPYKLMIO [4/19 paBHOMEPHOM [O0CTaBKM
KOHTPACTHOr0 BeLLlecTBa C LWaroMm 2 MM B npegenax cermeHta 10 mw.

BokoBble 0TBepCTUSA: 5 OTBEPCTUIA PacnonoXeHbl No cnupav B npegenax 10 MM oT KoHua Pigtail, uto
MO3BOJISIET KOHTPACTHOMY BELLECTBY OCTaBaTbCsA BHYTPU XeNyfo4Ka naumeHTa.

Tabnuua CooTBETCTBMS CreLmduKaL i

BHowwnll gansai~etp OAuvnamrrp 60KOBbIX; OTBEpPCNTii

4 .042"/1.07 mm .05471.37 mMm 0.8 Mm
5 .04671.17 mm .06671.68 mm 0.9 mm
5 .05271.32 mm .068"/1.73 Mm 0.9 Mm
6 .0547/1.37 mMm .0775"/1.97 mMm 1mm
6 .05971.49 mMm .079"/2.01 mMm 1mMm

OCHOBHble MaTepuanbl, MCMONb30BaHHbIE B MNPOM3BOACTBE KaTeTepoB Performa, npeacTtaBneHbl B
Tabnuue HMxe.

KoMnoHeHT Cneunukauus matepvana
OnneTka NpoBoAHNKA HeprkagerolLiaa ctasib 304V
CTepxeHb (C OnneTKoi) lMebakc
CrepykeHb (663 OnneTkun) HeiinoH
KoHumk (4F, 5F, 6F) Mebakc
AMOPTU3NPYHOLLMIA KOHUMK (4F, 5F) Mebakc
KoHumk 6F (6e3 onnieTkm) Mebakc/ HeiAnoH
PykaB Mebaxc
BbinpamuTess Nnrteiin HeitnoH
Pasbem lMonvkap6oHaT

CAELUOUKALUU U3OENNS

B nuHelike wn3genuin Prelude pana  KapamanbHoro Habopa Multipack AoCTynHbl  crnegyrolime
KOH(Mrypauum NHTpoabocepa:

MHTpoabtocep Prelude nnn Prelude PRO, gnametp: 4F(1.3vm), 5F(1.7mMMm), 6F(2.0mm); anivHa: 7cm,
11cwm, B cocTaBe:



- uHTpoaptocep Prelude unm Prelude PRO;
- MPOBOAHVK, pa3vepsbl: anametp: 0.018” (0.46mm), 0.035” (0.89mm), 0.038” (0.97mm); gnuHa: 40cm,

S0cwm;
- COCYAMCTbIN aunaratop, pasmepbl: gvametp: 4P(1.3mm), 5P(1.7Mm), 6P(2.0MMm); gnnHa: 12cm, 16cMm;

- urna, pasmepsbl: 18G, panHa 7cm; 21G, anvHa 4cwm.

<Cla

CocyancTelii gunataTop

3

MpoBogHUK

OcCHOBHble MaTepuasibl, UCMONb30BaHHbIE B NPOM3BOACTBE MHTpoAbtocepa Prelude, npeactaBneHbl B
Tabnuue Huxe.

MHTpoabtocep Prelude PSI n Prelude PRO

KomnoHeHT Matepuan / Coctas
Pasbem MHTpoAblOCEPa, BCe pasmepsl Cmona MeuLMHCKOW CTENEHN OUYNUCTKN
Tpybka nHTpogbtocepa - oT 4F fo 6F, Bce AnvHbI MonuatuneHosas cmona

CynbhaT  bGapus  (papMaueBTUYECKON  YWUCTOTbI
dapmakonen CLUA
(PRO) Tpyb6ka uMHTpogblocepa - oT 4F po 6F, Bce [lonunponuneH

O MHbI
Konnayok nHTpofblocepa, BCe pasMepsbl MonunkapboHaTHas cmMona
Konbuo fna Qukcauuy LLOBHLIM MaTepuasomM, BCe MonUsTANEeHOoBAS CMONa
pasmepbl

KnanaH, Bce pasmepbl CUNNKOHOBbIN Kay4yk
Cma3ska ana knanaHos CnnunkoHoBasa XNAKOCTb
BokoBas TpybKa, Bce pasmepbl MonunypetaHosas cmona
PykosiTKa 3aN0pHOro KpaHa, BCe pasmepsbl AueTanbHas cMona
Kopnyc 3anopHoro kpaHa, Bce pasmepsbl MonnkapboHaTHas cmona
Cmaska fns 3arnopHoro KnanaHa CunnKoHoBas XnaKocTb
Konna4ok 3anopHoro KpaHa, Bce pasmepbl Benblii ABC-nnacTmk
Pasbem aunaratopa, BCe pasMepsbl MonnatuneHoBas cmona

MonunponuneHoBas cmona

Cynbthatr  Gapua  apmMaueBTMYECKOA  YMNCTOTbI

®apmakonen CLUA

Tpy6ka gunatatopa (nonuatuneH) - 6F Cmona nonuatuneHa BbicOKOW nnoTHoctu (M3BIT)/
CynbthaT  Gapus  hapmaleBTUYECKOA  YNCTOTbI
®apmakonen CLUA

Cma3ska fnnaraTtopa, Bce pasmepsl CWMKOHOBAsA XUAKOCTb

Tpy6ka gunaTtatopa (nonunponwuneH) - 4F n 5F, Bce
ONVHbI



MpoBoAHUKK gnarHocTtunyeckue InQwire

[MpOBOAHUKM OMarHOCTMYEeCKUe MNpPOoM3BOACTBA KoMMaHun «MepuT Megukan» npegHasHayeHbl 414
obnieryeHnst  pasmelleHns  YCTPOMCTB MNPV AMArHOCTUYECKMX npouedypax W OnepaumvoHHbIX
BMeLLaTeNIbCTBax.

OnucaHue: TPOBOAHVKMA  [AMArHOCTMYECKME MPOM3BOACTBA  KOMMaHUM  «MepuT  Meaumkan»
M3roTaB/INBAIOTCA M3 BbICOKOKAYECTBEHHON HepXKaBelolleli CTasm C MOKPbITUEM UM 6e3 MOKPbLITUS
MNT®S npy MCNONb30BaHWM YCOBEPLUEHCTBOBAHHOIO TEXHOMOrMYecKoro rnpouecca. [MpoBOAHUKM
MOCTaBNAKTCA CTEPU/bHBIMIA, HEMUPOTEHHbIMU 1 MpeAHa3HayYeHbl TOMbKO [A1s  OHOKPATHOro
CMO/Nb30BAHMS.

MMpOBOAHVKM  OMArHOCTMYECKME TMPOU3BOACTBA KOMMaHun «MepuT Mefukan» ynakoBaHbl B
MNacTUKOBBIA KOMbLEBOMN KOHTEHEp, OCHalLeHHbIA pasbemMom Jlospa. 3Ta ynakoBka o6seryaet
cobnofeHne  pekoMeHgauuii  NPOM3BOAMTENS  OTHOCWUTENIbHO  TOro, 4TO  MPOBOAHUK  Nepes
MCNOMb30BaHNEM [AOMKEH ObiTb MPOMBIT 0ObIYHLIM WM TENAPUHU3MPOBAHHBLIM  (INU3MONOTMYECKIM
pacTBOpOM (CM. VIHCTPYKUMM NO NPUMEHEHMIO - MpumeyaHme).

B nuHeiike NnpoBoAHUKOB INQwire Ans kapananbHOro 1 paguansHoro Habopos Multipack Plus
VIMEITCA CnefytoLLme KOHpUrypawmum npoayKuum;

- BHewHwuii guametp - 0,035 groinma (0,89 mw);

- AnnHa - 150 n 180 cm;

- KoHhurypaumm M3orHyToro AMCTaslbHOro KOH4YMKa-J-KOHUYMK 3 MM.

Martepuasbl, MCNOMb30BaHHbIE B MPOM3BOACTBE NPOBOAHMKOB InQwire, mpefcTaBneHbl B Tabnuue
HUXKe.

KoMnoHeHT MaTtepuan

MpoBopA cepaeyHnKa Hepxkasetowasa ctasib MapKu
304V vinn 304

OnneTka cepaeyHnKa HeprkaBetoLas ctanib Mapku 304

[MoKpbITHE ONNETKN MonutetpadtopatuneH (MTPHI)

cepAeyHuKa

MpegoxpaHUTeNbHbIN HepxxaBetoLwas cTasib MapKu

npoBoA 304V vnnn 304

CosmectumocTb: IMposogHuK InQwire Ha 0,035 gtoiima (0,89 MM) MOXKET MPUMEHSATLCS C NHOObIM
N3fenneM C BHYTPEHHUM [AWaMeTpoM, MNPMMEPHO MNOAXOAAWMM [AN1A pa3MeLLeHMss NPOBOAHMKA
anametpom 0,035 (0,89 mm).



CUMBONbI NPUMEHMMbIE 41 HABOPOB KapAMTTbHbIX Multipaek

C € [aHHbIA CUMBON O3MaYaer, YTO W3AENNE iiojinocThio COOTBETCTBYET
0086 avpekTuse EC 93/42/FEC
i iJ Npon3BOAUTENb
YNONHOMOYEHHBIN NpeacTaBUTeSb
(2) OfHokpaTHOe 1cnosb3oBaHne
REF VN aeHTU(MKaLMOHHBIA HOMep
LOT Homep naptum

STERILE[eO  Crepunusauums: ra3o06pa3Hblii STUIEHOKCU

BHuMaHve: (efepanbHoe 3akoHofaTensctBo CLUA paspeluaeT npogaxy

only
[aHHOIro n3genna ToJ/ibKo Bpavam nan no npeanncaHnio Bpaya.

Vicnonb3oBaTthb A0
NaTta npoussojgctea

BHVMaHWe: CM. nMpunaraemyto JoKyMeHraLyto

He ncnonb3oBaTh, eciv ynakoBKa rnospexaeHa

)K lie ABNSETCA NUPOreHHbIM

HeTokcunuHo HeTokcnuHo

®peHy (E) pasmep

PS]| [pepensmoe pekomengoBaHHOE faB/ieHne
GW 1"eKOMCHA0BaHHbIIA NPOBOAHMK
CT Cocras/atoLLyie
SH BokoBbIe 0TBEPCTYS
FLO CKopoCTb MOTOKa W AaBneHne B NOTOKe. MokasaTenn CKOPOCTe NosyyeHsl

npu 10.4 c3. OTAenbHble pe3ynbTaTbl MOTYT BapbUpOBaTLCA



YMNAKOBKA

YnakoBka MpoAykuuv KomnaHuu «Meput Megukan» npov3BOAUTCA B COOTBETCTBUMMU  CO
cnepgyowmmmn - ctaHgaptamu:  I1ISO 11607:2003:  «YnakoBKa and  MeAWMLMHCKUX U3AENUIA,
nognexawmx (UHULIHON cTepunm3auum» - Bce KOMMOHEHTbI, HaxXoAAaWMecs BHYTPU YMNaKOBKM
MultiPack.

Ynakoska MultiPack coctouT 13 tepmocapusaemoro naketa (121 x 13,5 cm) us matepuana Tyvek
6e3 MoKpbITUA NPOM3BOACTBA KOMNaHun «brkoH KoHeepTep3» (Beacon Converters), cnasHHOro ¢
MakeToM 13 NonmacTepa/nonnatuieHa TonwmHomn 0,002 agronva (0,051 mMm), 1 notka (112 x 12 cw),
ClienaHHoro m3 6efleHOro MeloBaHHOIO KapToHa M3 CynbMaTHON Lenntonossl (SBS). KoHCTpykuua
NOTKa 06ecrneymBaeT yep>xaHune 060104KuN.

O60104Ka ¥ UHTPOABLIOCEP MOMELLEHbI B MeLloyek. MpoBOAHMK pa3MeLLieH psaoM C KaTteTepamu B
M30rHyTON TpybOKe. KapToHHas KopobKa [nA TPaHCMOPTUPOBaKW cAenaHa w3 6eneHoro
MeN0BaHHOr0 KapToHa U3 cy/bhaTHOW Lenntonosbl (SBS).

TPAHCIMOPTUPOBKA, XPAHEHWE VN YCNOBNA SKCMJTYATAUNN
TemnepaTypa TPaHCMOPTUPOBKMU: ot -35 °C oo +55 °C

Temnepatypa xpaHeHus: ot -35 °C go +55 °C

Akcnnyatauma: oT 15 °C go 35 °C, oTHOCUTENIbHAsA BNaXXHOCTb Bo3fdyxa: <80%, ATmocgepHoe
nasneHue: ot 84,0 go 106,7 kMa (o1 630 go 800 MM pT. CT.).

B3avMopeincTBME C BHYTPEHHEN Cpefloli opraHmn3Ma JO/MKHO OCYLLECTBAATLCA NPpK TemnepaType oT
32°C po 42°C.

Ycnosusa ncnonb3oBaHNUA —B MEAULUHCKUX NMOMELLEHNAX ANs NeYeHns U I'IpO(pl/IﬂaKTVIKVI.

CPOKroagHoCTH
CPOK rofHOCTW n3genus - 3 rofa.

CTEPUNTN3ALUA
CTepnnn3oBaHO 3TU/IEHOKCUA0M

YTUNN3ALUNA
YTunusauma uM3gennin Jo/mkHa MPOUCXOAUTb COMTaCHO MECTHbIM Tpeb6oBaHMAM, CBS3aHHbIM C

OKpY>KatoLLIEN Ccpeaoi.

Kateropus onacHOCTM Ans MeAUUMHCKMX OTXOA0B CO CCbIIKOM Ha CreuuduKaumio CTPYKTYPHOro
coctaBa (B COOTBETCTBUM C POCCUACKUMM CaHUTapHbIMM HOopMamu W npasunammn (CanlunH)
2.1.7.2790-10): Knacc B



FTAPAHTNA

OrpaHunyeHHas rapaHTus U 0TKa3 OT OTBETCTBEHHOCTU

KomnaHusa «MepuT» 3asBnsieT U rapaHTUpYeT, YTO AaHHas NpoayKums hakTUYeckn COOTBETCTBYeT
cneyngukaumMsMm Ha MOMEHT ee MOCTaBKM 3akas3umKy M YTO B TeYeHWe Mepuoja, YKasaHHOro B
MUCbMEHHOM OrpaHMYeHHON rapaHTUW, OTAEeNbHO MNPeLOCTaBNfeMON A1 Kax[oro usgenus, B
[aHHOW NpoAyKUuMW He OyfeT BbISIBMIEHO CYLIECTBEHHbIX [e(heKTOB MaTepuana u KayecTsa
M3rotoBneHns. [aHHaa rapaHTUs He MNPUMEHSIeTCA K m3genvam, kotopble (i)  6bln
MOAN(ULMPOBaHbI,  M3MEHEHbI, OTPEMOHTUPOBAHbLI, BOCCTAHOB/EHbI,  MNepepaboTaHbl WK
B1AOU3MEHEHbI CTOPOHO, OT/IMYHOW OT KoMnaHun «MepuT»; (ii) mogBepranvch HeHaanexallemy
obpallleHnto, UCMO/Mb30BUINCL He MO0 Ha3HAYeHWO, MOBTOPHO WUCMOJb30Ba/INCh, MOBTOPHO
CTEPUNN30BA/IUCD, MONALAIN B aBapUiHbIE CUTYaL MK, SKCMyaTUPOBA/INCL C HapyLUEHWEM MpaBu,
noABepraiMcb He6PEXXHOMY 06paLLEHNIO WX HECAHKLUMOHMPOBaHHOMY BMeLLaTenscTay; (iii) 6blin
MOBPEXAEHbl  BCMEACTBME  M3ObITOYHON  (IM3NYECKOW, KNMMATUYECKON WM 3NEKTPUYECKONA
Harpy3kM WAN  WMMEKT W3MEHEHHbIA, CTEPTbIA  WAN  yAQNeHHbIN  CepuiiHbii - Homep;  (iv)
06beaVHANNCL C NO6LIM  APYrMM MPOAYKTOM; (V) MCMOMb30Ba/IMCb B LENAX, OT/MYHBLIX OT
«[oKasaHWin K MPYMEHEHNIO», O4OOPEHHbLIX COOTBETCTBYHOLMMM KOMMETEHTHLIMW OpraHamu,
MCNOMb30Ba/ICh C HapyLUEHMEM MpPaBU NPUMEHEHUS, YKa3aHHbIX B creumndmkaumax npoayKumm,
NMBO NPUMEHSANNCL B 00MacTU WK cpede, A1 KOTOPOW Takoe W3fenine He pas3paboTaHO U He
npegHasHayeHo. J1ioOble TEXHUYECKME KOHCY/bTauuu Mo NPOAYKUMM  MPefoCTaB/sfoTCA
KomnaHvein «Meput» 6e3 0643aTeNbCTB UM KOMMEHCAUWA, 1 KOMNaHus «MepuT» He NpuHUMaeT
Ha cebs HMKakmMX 0053aTeNbCTB WM OTBETCTBEHHOCTU 3a TaKMe KOHCY/bTauumn, MOCKO/IbKY OHM
NpeaoCcTaBNATCA U NPUHMMAKOTCA MOA OTBETCTBEHHOCTL 3akazunka. KOMIMAHUA «MEPUT»
HE AENAET HUKAKUX 3AABNEHUA W HE [OAET HUKAKUX TMPAMbIX WA
KOCBEHHbIX TAPAHTUA NKOBEOIO POOA 3AKA3UMKY, EIMNO KOHEYHbIM
MOMb3OBATENAM WA UHbIM  TPETbAM NIMLUAM B OTHOLUEHWW OAHHON
neoaykKunn, rnomMmmmo COAEPXALWLMNXCA B HACTOAWEM [OJOKYMEHTE.
KOMIMAHWA «MEPUT» OTKASBIBAETCA OT OTBETCTBEHHOCTU N WNCKJ/TKOYAET
BCE WHbIE TMPAMbIE, KOCBEHHbIE W 3AKOHOZATEJ/IbHO MPEAYCMOTPEHHbIE
FAPAHTUI, B YACTHOCTW, TAPAHTUN OT KOHTPA®AKTA W KOCBEHHbIE
FAPAHTUM MPUTOAHOCTW ANA MPOOAXW 1 COOTBETCTBMA OMPEAENEHHOW
LENWN.

OrpaHI/ILIeHI/Ie OTBETCTBEHHOCTU

HA TP KAKNX OBCTOATEJ/IbCTBAX KOMMAHUA «MEPUT» HE HECET
OTBETCTBEHHOCTW MEPEL 3AKASYNKOM W JTKOBbIM APYTUM ®USNYECKNM
iz HOPUONYECKM nMuoMm 3A LUTPADHbIE, CMNEUVMAJIbHBIE,
HEMNPEAHAMEPEHHbIE NI MPEACKASYEMBbBIE KOCBEHHbIE YBbITKWN,
MOHECEHHEB1E BCNEACTBVE YTPATbI PEMYTALIMW, HEQOMO/TYYEHHOW MPUBBL
OT TNMEPENMPOAAXWN, TIPNOCTAHOBKW PABOTbLI, MOBPEXAEHUVA TMPOAYKUNN,
MOPYY APYTOV MPOAYKLUMM VN NHBIX MPUUKH, BYAb TO WCKW BCNEACTBUE
HEWNCMOJIHEHWA KOHTPAKTHbIX OBA3ATEJILCTB, MPAXOAHCKWX
MPABOHAPYLLUEHVA W T.O., BO3HUKAIOLWWX B PE3Y/IbTATE HAPYLIEHUA
MONOXXEHWIA TAPAHTUW, OOFOBOPA, 3ALEPXKW, XANATHOCTU, BE3YC/IOBHON
OTBETCTBEHHOCTW U NHAYE.

Cnyxb6a nogaep>XXKn KJINEHTOB

«Meput Megumkan Cucteme, VIHK.» 000 «MepnT TeKHONOAKUC»

1600 YacT MepuT lMapkyait Poccua 115054, r. Mockaa,

Cayt [xopaaH, HOTta, 84095, CLLIA yn. baxpywwuHa, p4.32, ctp. g
+ 1801 253 1600 aT./KoMHaTa 4/25A

+ 7495 221 89 02



MepeBog”™  tOro TeKCTa caesiaH MHOW, nepeBoaunkom KnenHésbiM BukTopom Vropesnyem.

Poccuiickast depepauys
lopop™ockea
[JB/HaauaToro nona Ase ThICAYM BOCEMHaALATOro rofa
6pTbHOBa HaTavs AHOpeeBHa, BPeMeHHO UCTIONHSIOLLIaA 06513aHHOC TV HO Tapuyca
Mocksbl AknvoBa I'neba BopricoBiya, CBAIETENBLCTBYHO NOL4/MHHOC T NOAMMCY NeEpeBoaUmKa
yenHéea BrkTopa Vropesnya.

'Tlognunck caenaHa B MOEM MpYCYy TCTBUN.
JIMyHOCTB NMofnvcaBLLIErO IOKYMEH T YC TaHOB/IEHA.

3apervicTprpoBaHo B peecTpe: Nq 77/09-H/77-2018-

B3bicKaHO rocyAapcTBEHHOM NOLLMHBI (1o Tapmday): 100 pyo.
YnnayeHo 3a OKkasaHve Yy MPaBoBOro M TeXHNYECKOro xapakTepa: 200 pyo.

HA. MapTbHoBa



