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Prelude SNAPm
Splittable Sheath Introducer

INSTRUCTIONS FOR USE

This device is intendedfor one time use only.
Read instructions prior to use.

Rx Only: Caution: Federal (USA) law restricts this device to sale by or on the order of a physician.

Indications for use
For the introduction of various types of pacing leads and catheters to the heart and coronary venous
system

Warnings
» This product is sensitive to light. Do not use if stored outside the protective outer carton
» Store in a cool, dark, and dry place.
» Infusion through the sideport can be done only after all air is removed from the unit.

Precautions

* Do not alter this device in any way.

« Single Use Devices: This single-use product is not designed to be reused.

Reuse may cause a risk of cross-contamination, affect the measurement accuracy, system performance,
or cause a malfunction as a result of the product being physically damaged due to cleaning, disinfection,
re-sterilization, or reuse.

» Aspiration and saline flushing of the sheath and dilator should be performed to help minimize the
potential for air embolism and clot formation.

* Indwelling introducer sheaths should be internally supported by a catheter, pacing lead, or dilator.

* Dilators, catheters, and pacing leads should be removed slowly from the sheath. Rapid removal may
damage the valve resulting in flow of blood or air through the valve.

* Never advance or withdraw the guide wire or sheath when resistance is met. Determine the cause by
fluoroscopy and take remedial action.

* When injecting or aspirating through the sheath, use the sideport only (if applicable).

Adverse Events
Adverse events may include:

* Air embolus; Blood loss;
* Vessel damage; Infection;
e Pneumothorax; Hemothorax:

» Pacing lead displacement;
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Use Sterile Techniquesuggested procedure

1. Peel open package and place contents in sterile field.

2. Prepare skin and drape in area of anticipated veni-puncture.

3. Flush the needle, sheath, and dilator prior to use.

4. Insert the dilator into the sheath until the dilator cap attaches to the sheath hub.

5. Insert the needle into vessel. Verify the needle position by observing venous blood return.

6. Aspirate the needle using the syringe.

7. Remove the syringe and insert soft tip of the guide wire through the needle into the

vessel. Advance the guidewire to required depth. Leave an appropriate amount of the guidewire
exposed. At no time should the guide wire be advanced or withdrawn when resistance is met.
Determine the cause of resistance before proceeding. Fluoroscopic verification of the guide
wire’s entrance into the superior vena cava and right atrium is suggested.

8. Hold the guide wire in place and remove needle. Do not withdraw the guide wire back into the
needle as this may result in separation of the guide wire.

9. Thread the dilator/sheath assembly over the guide wire.

10. Advance the dilator/sheath assembly with a twisting motion over the guide wire and into the
vessel. Fluoroscopic observation may be advisable. Attaching a clamp or hemostat to the
proximal end of the guide wire will prevent inadvertently advancing the guide wire entirely into
the patient.

11. Once assembly is fully introduced into the venous system, remove the dilator cap from the
sheath by rocking the dilator cap off the sheath hub.

12. Slowly retract the guide wire and dilator, leaving the sheath in position. The sheath will
reduce the loss of blood and the inadvertent aspiration of air.

13. Aspirate all air from the sheath by using a syringe connected to the sideport (if applicable).
14. Flush the introducer with saline through the sideport (if applicable). If the introducer is to
remain in place during lead positioning and testing, periodic Hushing is advised.

15. Introduce pacemaker lead or catheter through the sheath and advance it into position.

16. Flush sheath with saline immediately before peeling sheath away in order to minimize
backbleeding.

17. Split sheath by sharply snapping the sheath hub tabs and peeling sheath tube apart while
withdrawing it from the vessel.

Graphic Symbolsfor Medical Device Labelling

Single Use Only / -
Do Not Reuse Do Not Re-Sterilize

2K, Contents are non-pyrogenic @ Do not use if package is open or

damaged.
Ethylene Oxide sterilized

J  Store in a cool, dark and dry
Caution, read instructions prior to use  place

Contents  (numeral  represents
quantity inside) <S)s,,

Length

f(J
& 000 LMPMU €] INFO@CIRMI.RU € WWW.GOSZDRAVNADZOR.RU



W ! MANUFACTURER

Merit Medical Systems, Inc.

65 Great Valley Parkway

Malvern, PA 19355 USA

1-801-253-1600

U.S.A. Customer Service 1-800-356-3748

WWV.merit.com

EC REP AUTHORIZED EUROPEAN

REPRESENTATIVE
Merit Medical Ireland Ltd,
Parkmore Business Park West,

Galway, Ireland
EC Customer Service +31 43 358822
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HYDROPHILIC
Prelude SNAPr«
Splittable Sheath Introducer

INSTRUCTIONS FOR USE

This device is intendedfor one time use only.
Read instructionsprior to use.

Rx Only: Caution: Federal (USA) law restricts this device to sale by or on the order of a physician.

Indications for use

For the introduction of various types of pacing leads and catheters to the heart and coronary venous
system

Warnings

» This product is sensitive to light. Do not use if stored outside the protective outer carton
» Store in a cool, dark, and dry place.

» Infusion through the sldeport can be done only after all air is removed from the unit.

Precautions

« Do not alter this device in any way.

« Single Use Devices: This single-use product is not designed to be reused.

Reuse may cause a risk of cross-contamination, affect the measurement accuracy, system
performance, or cause a malfunction as a result of the product being physically damaged due to
cleaning, disinfection, re-sterilization, or reuse.

« Aspiration and saline flushing of the sheath and dilator should be performed to help minimize the
potential for air embolism and clot formation.

« Indwelling introducer sheaths should be internally supported by a catheter, pacing lead, or dilator.

« Dilators, catheters, and pacing leads should be removed slowly from the sheath. Rapid removal
may damage the valve resulting in flow of blood or air through the valve.

* Never advance or withdraw the guide wire or sheath when resistance is met. Determine the cause
by fluoroscopy and take remedial action.

» When injecting or aspirating through the sheath, use the sideport only (if applicable).

* Ensure that the surface of the sheath is wet prior to insertion; the sheath should not be used in a dry
state.

Adverse Events
Adverse events may include:

e Air embolus; Infection;

» Vessel damage; Hemothorax;

e Pneumothorax; Pacing lead displacement;
» Blood loss;

Use Sterile Technique” suggestedprocedure

1 Peel open package and place contents in sterile field.

2. Prepare skin and drape in area of anticipated veni-puncture.
3. Flush the needle, sheath, and dilator prior to use.
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4. Insert the dilator into the sheath until the dilator cap attaches to the sheath hub.

5. Wet he outer surface of the sheath introducer using sterile saline or water.

6. Insert the needle into vessel. Verify the needle position by observing venous blood return.

7. Aspirate the needle using the syringe.

8. Remove the syringe and insert soft tip of the guide wire through the needle into the

vessel. Advance the guidewire to required depth. Leave an appropriate amount of the guidewire
exposed. At no time should the guide wire be advanced or withdrawn when resistance is met.
Determine the cause of resistance before proceeding. Fluoroscopic verification of the guide
wire’s entrance into the superior vena cava and right atrium is suggested.

9. Hold the guide wire in place and remove needle. Do not withdraw the guide wire back into the
needle as this may result in separation of the guide wire.

10. Thread the dilator/sheath assembly over the guide wire.

11. Advance the dilator/sheath assembly with a twisting motion over the guide wire and into the
vessel. Fluoroscopic observation may be advisable. Attaching a clamp or hemostat to the
proximal end of the guide wire will prevent inadvertently advancing the guide wire entirely into
the patient.

12.0nce assembly is fully introduced into the venous system, remove the dilator cap from the
sheath by rocking the dilator cap offthe sheath hub.

13. Slowly retract the guide wire and dilator, leaving the sheath in position. The sheath will
reduce the loss of blood and the inadvertent aspiration of air.

14. Aspirate all air from the sheath by using a syringe connected to the sideport (if applicable).
15. Flush the introducer with saline through the sideport (if applicable). If the introducer is to
remain in place during lead positioning and testing, periodic flushing is advised.

16. Introduce pacemaker lead or catheter through the sheath and advance it into position.

17. Flush sheath with saline immediately before peeling sheath away in order to minimize
backbleeding.

18. Split sheath by sharply snapping the sheath hub tabs and peeling sheath tube apart while
withdrawing it from the vessel.

Graphic Symbolsfor Medical Device Labeling

Single Use Only / @ _ _
Do Not Reuse Do not use if package is open or
damaged.

)K Contents are non-pyrogenic .
Store in a cool, dark and dry

Ethylene Oxide sterilized place.

M\ Caution, read instructions prior to use S ) Size

Contents  (numeral  represents Length
quantity inside)

@ Do Not Re-Sterilize
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I ] MANUFACTURER

Merit Medical Systems, Inc.

65 Great Valley Parkway

Malvern, PA 19355 USA
1-801-253-1600

U.S.A. Customer Service 1-800-356-3748

wWww.merit.com

EC REP
AUTHORIZED EUROPEAN

REPRESENTATIVE

Merit Medical Ireland Ltd,

Parkmore Business Park \West,
Galway, Ireland

EC Customer Service +31 43 358822
Www.merit.com

APPENDIX TO THE INSTRUCTIONS FOR USE

NAME OF MEDICAL DEVICE;
Prelude Splittable Sheath Introducer in models: Prelude SNAPA”, Prelude SNAPANN Hydrophilic

1 Prelude SNAP*"" model consists of:

11, Prelude SNAP™ Splittable Sheath Introducer, French Size: 6F(2.0mm), 7F(2.3mm),
8F(2.6mm), 8.5F(2.8mm), 9F(3.0mm). 9.5F(3.1mm), 10F(3.3mm), 10.5F(3.4mm), IIF(3.6mm).
12F(4.0mm), 12.5F(4.Imm); length 13cm, 25cm.

1.2. Dilator, size: 6F(2.0mm), 7F(2.3mm), 8F(2.6mm), 8.5F(2.8mm), 9F(3.0mm), 9.5F(3.1mm),
10F(3.3mm), 10.5F(3.4mm), IIF(3.6mm), 12F(4.0mm), 12.5F(4.1mm); length 13cm, 25cm.

1.3. Guide Wire 0.038” (0.97mm); length: 50cm, 80cm.

1.4. Merit Advance Needle 18G (1.2mm); length 70mm.

1.5. Syringe 12 cc.

1.6. Instructions for Use

2. Prelude SNAP™ Hydrophilic model consists of:

2.1. Prelude SNAP™ Hydrophilic Sheath Introducer, French Size: 6F(2.0mm), 7F(2.3mm),
8F(2.6mm), 8.5F(2.8mm), 9F(3.0mm), 9.5F(3.Imm), 10F(3.3mm), 10.5F(3.4mm), IIF(3.6mm),
12F(4.0mm), 12.5F(4.1mm); length 13cm, 25cm.

2.2. Dilator, size: 6F(2.0mm), 7F(2.3mm), 8F(2.6mm). 8.5F(2.8mm), 9F(3.0mm), 9.5F(3.1mm),
10F(3.3mm), 10.5F(3.4mm), [IF(3.6mm), 12F(4.0mm), 12.5F(4.1mm); length 13cm, 25cm.
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2.3. Guide Wire 0.038” (0.97 mm); length: 50cm, 80cm.
2.4. Merit Advance Needle 18G (1.2mm); length 70mm.
2.5. Syringe 12 cc.

2.6. Instructions for Use

MANUFACTURER:

Merit Medical Systems, Inc., USA
1600 West Merit Parkway

South Jordan, Utah, 84095, USA

Manufacturing Locations:
1 Merit Medical Systems, Inc.
1600 West Merit Parkway South Jordan, Utah, 84095, USA

2. Merit Medical Systems, Inc.
65 Great Valley Parkway
Malvern, PA 19355, USA

3. Merit Maquiladora Mexico, S. DE R.L. DE C.V.
Avenida Sor Juana Ines de la Cruz, 19970 interior B, Edificio 2, Parque Industrial Frontera Tijuana.
Baja California C.P. 22630, Mexico

4. Merit Medical Systems, Inc.
14646 Kirby Drive Houston, Texas, 77047. USA

AUTHORIZED REPRESENTATIVE IN THE RUSSIAN FEDERATION:
Merit Technologies Limited Liability Company

119017, Moscow, 1-st Kazachiy lane, bld.7, fl.I of. 6

Tel.:+ 7495 221 89 02

INTENDED USE / INDICATION FOR USE:
For the introduction of various types of pacing leads and catheters to the heart and coronary venous
system

CONTRAINDICATIONS AND WARNINGS

Relative contradictions:
Merit’s Prelude Splittable Sheath Introducers do not have contraindications.

Absolute contradictios:
Open, damaged or broken package.

MD Intended users:
Designed for use in hospitals and healthcare facilities by qualified trained personnel
Before using, refer to directions for use.

DEVICE DESCRIPTION:

The design and performance of Merit’s Splittable Sheath Introducers provide for easy sheath/dilator
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insertions, effective vessel dilation and smooth atraumatic withdraw. The “splittable” function allows

the introducer to be withdrawn over the lead or catheter and from the vessel while maintaining the
lead or catheter in place.

Sheaths Available in 6 F (2.0mm) - 125 F (4.1mm), and in two lengths: 13cm and 25cm.

It is packaged with the additional components (Introducer Needle, Syringe, Guide wire). The devices
are provided sterile and intended for single use only.

Main materials of design are polymers, except for additional guide wire and sheath shaft, made of
stainless steel.

Product components
Prelude Splittable Sheath Introducer Kit consists ofthe following:

1 (one) Splittable Sheath Introducer
1(one) Dilator

1(one) 0.038™ (0.97 mm) diameter Guidewire; length: 50cm, 80cm. (depends on Introducer length)
1 (one) introducer Needle Merit Advance 18G (1.2mm); length 70mm.
1 (one) 12cc syringe

Prelude Splittable Sheath Introducer (Kit - one item)

Sheath Introducer

4

Dilator

Guide Wire
Needle
>
S>Tinge
List 0 components/ performances
ComponentNo  Component name performance /component description

I Introducer body Offers transition for the insertion of devices into sheath tubing.

Provides percutaneous sheath for the introduction of various types
2 Introducer shaft of pacing leads/ defibrillator and catheters to the coronary venous

system

3 Hubbed Sheath wing  T-handle has a wide profile with two wings with relief soft pads.
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performance /component description
which are held while detaching the hub and splitting the introducer.
Provides dilatation transition in the tissue and puncture area of the

ComponentNo  Component name

4 Dilator vessel for atraumatic introduction of the introducer into the
vascular.
Provides fixation ofthe dilator inside the introducer and eliminates
5 Snap Fit Dilator slipping during insertion.

SPECIFICATIONS:

Prelude sn ap~m splittable Sheath Introducer With/without Side Port

Introducer inner

diameter Size Color Length Guide Wire

2,16 mm 6 F (2.0 mm) Green 13cm 0,97 mm x 50 cm
2,44 mm 7F(2.3 mm) Orange 13cm 0,97 mm x 50 cm
2,77 mm 8 F (2.6mm) Blue 13cm 0,97 mm x 50 cm
2,95 mm 8.5 F (2.8mm) Light Blue 13cm 0,97 mm x 50 cm
3,10 mm 9F (3.0mm) Black 13cm 0,97 mm x 50 cm
3,28 mm 9.5 F(31 mm) Grev 13cm 0,97 mm x 50 cm
3,43 mm 10 F (3.3mm) Fuchsia 13cm 0,97 mm x50 cm
3,53 mm 10.5 F (3.4mm) Light Fuchsia 13cm 0,97 mm x 50 cm
3,68 mm 11 F(3.6mm) Yellow 13cm 0,97 mm x50 cm
4,04 mm 12 F (4.0mm) Brown 13cm 0,97 mm x 50 cm
4,19 mm 125 F(4.1mm) Light Brown 13cm 0,97 mm x 50 cm
2,16 mm 6 F (2.0mm) Green 25¢cm 0,97 mm x 80 cm
2,44 mm 7F(2.3 mm) Orange 25 cm 0,97 mm x 80 cm
2,77 mm 8 F (2.6mm) Blue 25cm 0,97 mm x 80 cm
3,10 mm 9 F (3.0mm) Black 25¢cm 0,97 mm x 80 cm
3,43 mm 10 F (3.3mm) Fuchsia 25¢cm 0,97 mm x 80 cm
3,53 mm 105 F (3.4mm) Light Fuchsia 25¢cm 0,97 mm x 80 cm
3,68 mm 1 F (3.6mm) Yellow 25 cm 0,97 mm x 80 cm

Prelude SNAI"” Hydrophilic Splittable Sheath Introducer With Side Port

Introducer inner

diameter Size Color Length Guide Wire

2,16 mm 6 F (2.0mm) Green 13cm 0,97 mm x 50 cm
2,44 mm 7 F (2.3 mm) Orange 13cm 0,97 mm x 50 cm
2,77 mm 8 F (2.6mm) Blue 13cm 0,97 mm x 50 cm
2,95 mm 8.5 F (2.8mm) Light Blue 13cm 0,97 mm x 50 cm
3,10 mm 9F (3.0mm) Black 13cm 0,97 mm x 50 cm
3,28 mm 9.5 F (31 mm) Grey 13cm 0,97 mm x 50 cm
3,43 mm 10 F (3.3mm) Fuchsia 13cm 0,97 mm x 50 cm
3,53 mm 105 F (3.4mm) Light Fuchsia 13cm 0,97 mm x 50 cm
3,68 mm 1 F (3.6mm) Yellow 13cm 0,97 mm x 50 cm
4,04 mm 12 F (4.0mm) Brown 13¢cm 0,97 mm x 50 cm
4,19 mm 125F (4.1mm) Light Brown 13cm 0,97 mm x50 cm
2,16 mm 6 F (2.0 mm) Green 25cm 0.97 mm x 80 cm
2,44 mm 7F(2.3 mm) Orange 25cm 0,97 mm x 80 cm
2,77 mm 8 F (2.6mm) Blue 25¢cm 0,97 mm x 80 cm
3,10 mm 9 F (3.0mm) Black 25 cm 0,97 mm x 80 cm
343 mm 10 F (3.3mm) Fuchsia 25 cm 0,97 mm x 80 cm
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3,53 mm 10.5 F (3.4mm) Light Fuchsia 25 cm 0.97 mm x 80 cm
3,68 mm 1 F (3.6mm) Yellow 25 cm 0.97 mm x 80 cm

MATERIALS OF CONSTRUCTION:
The raw materials used for manufacturing of components of the medical device are as follows:

Prelude SNAP Splittable Sheath Introducer and Prelude SNAP™ Hydrophilic Splittable
Sheath Introducer
Component Material Specification
Sheath Tubing Polyether block amide Pebax
Barium sulfate 24,0%

Hubbed Sheath Polyether block amide Pebax

Sheath Hub Color-Coded pads ~ Thermoplastic Elastomer (natural)

Sheath hub pad printing ink Black Inc
Valve Silicone rubber with polyurethane foam disc filter
Sideport Tubing Tubins
Thermoplastic polyurethane Pellethane
Adhesive
Cyanoacrylate Adhesive
3-way stopcock StoDcock bodv

CALIBRE polycarbonate (PC) resin
Stopcock erio
Delrin acetal homopolymer

Coating HvdroDhilic Coating for Prelude SNAP HvdroDhillic
Photo - Polyvinylpyrrolidone copolymer
Photocrosslinker Isopropanol -96%
Sterile water -2%

Valve Cap Hub can
Polyurethane

Dilator in Prelude SNAP 1 Prelude SNAPNM” Hydrophilic Kit

Tubing Sizes 5F-10,5F
HOPE Chevron Marlex

Sizes 11F-12,5F
HOPE Marlex
HOPE Chevron Marlex

All sizes:

barium sulfate 24,0%
Hub Dilator HOPE Chevron Marlex
Snap Fitting Thermoplastic Santopren

Needle Merit Advance 18G (1.2 x 40 mm)

Cannula Stainless Steel
Hub Polycarbonate MFC
llccsyrfave
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Body Polypropylene Eltex
Plunger Polyethylene UNIVAL

Guide Wire 0.038” (0.97 mm);  Stainless Steel
length: 50cm, 80cm.

PACKAGING;

Prelude SNAP™" Splittable Sheath Introducers and Prelude SNAP" Hydrophilic Splittable Sheath
Introducers are packaged as sterile disposable devices. The barrier properties of the packaging assure
sterility of the product. Kit components are placed into PETG heat molded tray sealed with Tyvek
lid. Then the tray is placed and sealed in a labeled Tyvek 1073B polyethylene/nylon/polyethylene

pouch. 5 (five) Pouched Kits are placed in SBS carton case.

Packaging Size, cm +1,0em
Length 13cm Length 25cm
Heat molded tray (L x Wx 27 X12,5x2,5 38.6 X11,4x2,5
H)
Label sealed poach (L xW 38,6 X165 50,8 X 16,5
SHELF LIFE:

4 year shelf life.

TRANSPORTATION. STORAGE AND HANDLING;

Storage

Specification Definition

Temperature +5°C - +27 ®C (environment)

Relative humidity 30% - 75 % (non-condensing)
Atmospheric pressure 84.0 kPa- 106.7 kPa (630 - 800 mmHg)
Transportation conditions

Specification Definition

Temperature -35°C - +55 °C (environment)

Relative humidity 30% - 75 % (non-condensing)
Atmospheric pressure 84.0 kPa- 106.7 kPa (630 - 800 mmHg)
Handling conditions

Indoor temperature range: +15°C-+35°C

Indoor relative humidity: < 80% (non-condensing)

Atmospheric pressure 84.0 kPa- 106.7 kPa (630 - 800 mmHg)

Internal environment contact at temperature: 32°C -42°C

Usage conditions: for use in hospitals or healthcare facilities.
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REPAIR AND MAINTENANCE
Not subject to maintenance or repair. Does not have any spare parts to be maintained. This indicates
that no repair is performed under operating conditions (not applicable).

DISPOSAL
Environmental protection requirements for the use of medical devices:

Operation, transportation and storage of the medical device have no harmful effects on people or
environment.

To avoid any health hazards associated with the disposal of medical devices, and any environmental
risks associated with the disposal of medical devices, personnel shall dispose MD in accordance
with a procedure adopted at an individual institution.

Medical device to be disposed according to the Sanitary Rules and Regulations 2.1.7.2790-10 as
Class B (epidemiologically hazardous wastes) contaminated and potentially pathological wastes.

Graphic Symbols and interpretation

C € Conformity with requirements of MDD EC 93/42/EEC
. - Manufacturer
I
Authorized European representative
EC REP
1r | Date of manufacture
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,
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WARRANTIES AGAINST INFRINGEMENT, AND THE IMPLIED WARRANTIES OF
MERCHANTABILITY AND FITNESS FOR A PARTICULAR PURPOSE.

Customer Service

Merit Medical Systems, Inc. Merit Technologies Limited Liability Company
1600 West Merit Parkway 119017, Moscow, 1-st Kazachiy lane, bld.7, fl.
South Jordan, Utah 84095 USA 1of. 6

Tel.: + 1 801 253 1600 Tel.:+ 7495 221 89 02
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[MepeBog ¢ aHrMIACKOTO A3bIKa Ha PyCCKUii A3bIK]
JkcnnyatayMoHHas JOKyMeHTaums
MHTpoabtocep paspbiBHOM Prelude

Oata: 01 ceHTs6psa 2020 .
CoctouT 13 14 cTpaHuL,

NOATBEPXAEHUE

LTaT KOTa )

Okpyr Cont-Jlelik )

CerogHs, 01 ceHTa6ps 2020 roga, Ko MHe, HoTapuycy [pkeHHUDep Popaxam, MMYHO ABUACA
Kopn Mapii, MeHemkep no HOPMaTMBHO-MPaBOBOMY 06ecrneyvyeHuto, MNPeAbsBUBLLNIA MHe
[0CTaTOYHble [0Ka3aTenbCcTBa TOr0, YTO OH ABMAETCA NWULOM, UMEHEM KOTOPOro MOoAnucaH
npunaraemMblii LOKYMEHT, 1 NOATBEPAMBLUNIA, YTO OH IMYHO NOAMMUCAN ero.

Y [ocToBepsieTcs MOein NOLNUCHI0 U OULMANLHOM NeyaTblo.

[Meyatb HoTapumyca:
DKEHHUDEP ®OPAXAM

Hotapuyc LUTat KOTa /mognuce/
NnueHsna Ne 695417 HoTtapuyc
Mos nuLieH3ns eiAcTBITENbHA A0 Mos nuLeHsna aeincTenTesbHa 40 27 nioHa 2021 T.

27 WioHs 2021 r.]
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[Meuatb Meput Megukan Cuctems, NHK.]

[Moanuce]

Kopu Mapuu

MeHe[>Kep N0 HOPMATMBHO-MPABOBOMY 06ecneyeHunto
Komnannn Meput Megukan Cuctems, VHK.

01 CeHTs6ps 2020

MHrpoabtocep paspbiBHOWM Prelude

B BapuaHTax UCMOJSIHEHUSA:
Prelude SNAP™"m

Prelude SNAPM™ Hydrophilic (rugpodunbHblii)

3KcnnyaTauuoHHasa JOKYMeHTaLus

[Morotnn Meput Megukan]
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Prelude SNAP™
HuTpoaniocep paspuiBHOH

HHCTPYKIHMSA TO HCHOJIB30BAHHIO

Aannoe ycmpoiicmeo npednHanaveno moasko 018 00HOPA3I08020 UCNOTLIVEANUR.
Heped ucnonvzosanuem npoumume UNCIPYKYIIO RO HCNOTBIOSAHUR.

Rx Only: Buumanme! ®eacpanbioe 3akonozarensctso CIIIA paspemaer npoaasarh
JAaHHOE U3AeNH3 TOMBKO BpayaM WiIH MO UX NpeAMUCaHHIO.

Tlokazanns kK NpHMEHCHHIO
Hna BBEeAEHNA pasHEIX pasIMYHLIX THUIOB 3IEKTPOAOB 3JIECKTPOKAPAHOCTHMYNSTOpA M
KaTeTepoB B BEHOZHYIO CHCTEMY.

Mpenocrepexenus

Manenue uyyBCTBHTENBHO K cBery. He MCHONL30BATh, €CM M3eNME XPAHHTCR BHE
3aUIMTHOMN HapyXHOR KOpoOKA.

e Xpauu‘rs B NMMPOXJAAHOM TEMHOM CYXOM MECTE,

[IposoanTs HEPY3HIO Wepe3 GOKOBOM MOPT cleAyeT TONbKO HOCHE YAANCHUs BO3AyXa
H3 H3OCnn4.

Mepsl n1peaoCcTOPOXKHOCTH

He noppepratite n3aenue HUKAKAM H3MEHEHHAM.

To/abKo 118 OJAOPA30BOTO HCNOJL3OBAHHMG, J[aHHOE HIJENHE NMPEAHASHAMEHO JUIHA
OZITHOPA30BOr0 HCNONL30BAHHA H He NPEHA3HAYEHO IS NMOBTOPHOrO NMpPHMEHEHMS.
[ToBTOpHOE HCIIONB30BAHHE MOXET BBI3BATH PHCK NEPEKPECTHOIO 3AIPAIHEHHA,
NOBNHATL HAa TOUHOCTb H3MEPCHHH W PPEKTHBHOCTD U3NENHA, MM HPHBECTH K
HenpaBUIbHOM paboTe B pe3ynbTaTe PH3INYECKOTO MOBPEKACHHUA HINENHA BCICACTBHE
OYHCTKH, AC3HHPEKIHH, NOBTOPHOI CTEPHUANH3ALKH HIIH NOBTOPHOTO IPHMEHEHHA.
HeobxoanmMo mpoBOAMTL ACHHPAUAK0 M MPOMBIBKY HHTPOABIOCEPA H pacIIHpPHTENA
(UHONOrHYECKHM pPACTBOPOM B UCNAX MHHMMH3ALUMH BEPOATHOCTH BOSHHKHOBEHHSA
BO3AywHOM 3M00mAK M 0OpazoBaHus TPoMOOB.

HHTPOMBIOCEPR  AOKHM  TNOMACPKHBATHCR H3HYTPH  KATETCPOM, SNEKTPOAOM
JNEKTPOKAPAHOCTHMYJIATOPA HIIH PacHIMPHTENEM.

Pacumpurenn, kateTep ¥ 3N€KTPOAB! WIEKTPOKAPAHOCTHMYJIATOPA CHEAYET H3BICKATSH
H3 HHTpOOBbIOCEpa MEANCHHO. BhicTpoe m3BiedeHHEe MOXET NOBPEAHTH KiIamaH, 4To
TIPHBE/IET K KPOBOTEUEHUIO HAM MOTOKY BO3AYyXa Yepe3 KJIanaH.

He nponpuraiiTe m He H3BJICKANTE NPOBOJAHKK WM BHTPOABIOCEP NPH BO3HHKHOBEHHH
conpoTHRICHHS. OnpeacnTe NPHYHHY CONPOTHBACHHSA C MOMOIIBIO PERTTeHOrpaduu
M TPHMHTE HEOOXOAMMBIC MEPHI.

IIpH ocymecTBICHHH BBEACHHS HWAW ACTIHPAUMH Yepe3 HHTPOABIOCEP HCNONb3yiiTe
TOJABKO OOKOBOI NOPT (NpH HAMHUHUU).

To6ounsie unnenna

INoGounnbie ABACHUS MOTYT BKIIOYATH:
Bozaynmiyto sM60u10; ¢ [lotepio kpoBH;
[Nospexaenne cocyna; o Hadexuno;
ITseBMoTOpaKc; e [eMoTopaxc;
CMemeHHe eKTpoaa

3IEKTPOKAPAUOCTHMYIRTOPA,
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Mcnonb3yliTe CTEPUIbHYIO TEXHUKY PekomeHayemas npouegypa

1. OTKpOITe YyNakoBKy Y NOMECTUTE COLEPXMMOE B CTEPU/IbHOE MO,

2. MoAroToBbTE KOXY M HaKpOITe MECTO BEHENYHKL MW XMPYPTrUYECKON NMPOCTbIHEN.

3. MpomoiiTe Urny, UHTPOLbIOCEP U pacLlLUNpUTENb Nepes UCMONb30BaHNEM.

4. BBefuTe paclwmMpuTeNb B MHTPOAbIOCEP W 3aMKCUPYNTe KOMMA4YoK pacliunuputens B
xabe MHTpoOAbIOCEpA.

5. Beegute urny B cocypn. [poBepbTe MOSIOXKEHWE WrAbl, Habnwgas 3a NOABMEHUEM
BEHO3HOI KPOBMW.

6. BbIMonHUTE acnupaumnio Yyepes urany npu noMoLLM wnpuua.

7. VI3BnekuTe WNpWL U BBEAWTE MATKWIA KOHYMK MPOBOAHUKA 4Yepe3 Wray B COCYA.
MpoaBuraiiTe NPOBOAHUK Ha HeobxoAuMMyto ray6uHy. OcTaBbTe HebBOMbLIYID 4YacTb
NMPOBOAHMKA CHapy>Xu. H1 B KOeM cfiyyae He NpoABUrainTe U He M3B/eKanTe NPOBOALHUK,
€CNN NOYyBCTBOBaNN conpoTmsneHne. Onpegenute NPUYMHY COMNPOTUBMIEHUSA, Nepes Tem
KakK Mpofo/mKuTb. PeKoMeHAyeTcs KOHTPO/MpOBaTh BBEAEHWE MPOBOAHWMKA B BEPXHIOKO
Monyto BEHY WM NpaBoe npeicepaune ¢ NoMOLLbI PeHTIFEHOCKOMUMU.

8. YpaepxuBarite NpOBOAHUK Ha MecTe W WU3BNEKUTe Urny. He BTArmeainTe NPOBOAHUK
Hasaj B Uy, NOCKONbKY 3TO MOXET NPUBECTWN K OTAENEHMIO NPOBOLHUKA.

9. Beeaute pacwuputens € WHTPOALHOCEPOM 4epe3 MPOBOAHUK  BpaLlaloLLUMU
LBUXXEHMAMMN.

10. MNpogBuranTe pacwupuTesb U UHTPOAbIOCEP B COOpe KPYTAWMMU ABVKEHUAMWU MO
NMPOBOAHUKY B cocyh. PekoMmeHayeTcsa  BbINOMHATL 3Ty  Mpouesypy  nog
peHTreHorpauyeckum KoHTposnem. Bo wu3bexaHne HenpefHamMepeHHOro MOJHOrO
BBeJeHuns NpPoOBOAHMKA B TEno nayueHTa NCNoNb3yinTe 3aKUM nnu
KPOBOOCTaHaB/IMBAO LN NHCTPYMEHT Ha MPOKCUMaNbHOM KOHYMKE MPOBOAHMKA.

11. Mocne NOMHOrO BBEAEHWUS YCTPOWCTB B BEHO3HYK CUCTEMY OTCOEAMHMTE KOMMavyoK
pacwuputensd 0T WHTpPOAblOCepa, OTKPYTMB  KOMMA4yoK pacwmputens o1  xaba
NHTpOLbOCEpA.

12. MeffieHHO MOTAHUTE MPOBOLHUK W pacLUMpUTEeNib, U OCTaBbTe TOJILKO WMHTPOAbLIOCEP.
VHTpoablocep NOMOXET CHU3NTL KPOBOMOTEPIO U MUHUMU3MPOBATbL acnupawunio Bo3ayxa.
13. lpoeeanTe acnupauunto BO3dyxa W3 WHTPOAbHOCepa NpW MOMOLWM LWNpuLa 4epes
60K0BOW NOpT (ECAN NPUMEHUMO).

14. TlpomoliTe MHTpOAblOCEP (PM3MONOTMYECKUM PacTBOPOM 4epe3 6GOKOBOM nopT (ecnu
NpUMeHNMO). Ecnv He06X04MMO OCTaBUTb MHTPOALIOCEP HA MeCTe BO BPeMsi YCTaHOBKU U
NMPOBepKu 3M1eKTPoAa, PEKOMEHAYETCA NePUOANYECKN NPOMbIBATL MHTPOALIOCED.

15. BBeauTe aNeKkTpos UK KaTeTep Yepe3 MHTPOLbIOCEP U NPOBEAUTE ero B He06Xo4umoe
MONOXeHue.

16. MpomoliTe NHTPOALIOCEP PU3NONOTMYECKMM PacTBOPOM Mepes paclyensieHnem,

4TO0Obl MUMHUMUN3NPOBATL 06PATHOE U3NINSAHNE KPOBMU.

17. BbINONHUTE pacliensieHne WHTPOAbIOCepPa, Pe3Ko OTWeNKHYB Kpblaba  xaba
WHTPOAbOCEPA M OTC/IOMB TPYOKY MHTPOLbIOCEPA BO BPEMSA U3B/IEYEHUA €TI0 N3 COCYAA.

I"padhmueckme 0603Ha4eHMss Ha MapKNPOBKN MeAULIMHCKOTO M3aenms

Ons  0fHOPa3oBOr0  MCMO/b30BaHUS

/3anpelLaeTcs NOBTOPHOE MCMONb30BaHME He cTepunusosatb MOBTOPHO

X A TCopepxnmoe anmporeHHo @ 3anpewjaetca WCMofb3oBaTb, ecniu

lgrat*Eo yMnaKoBKa BCKPbITa U1K NOBPeXeHa.
CTepununsaumsa oKCUaoM aTueHa

A XpaHuTb B CyXOM, TEMHOM MU
BHumaHue! O6patutech K npoxnagHom mecre.

WHCTPYKLMW MO NPUMEHEHNIO
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LLI CogepxaHue S)
(YncnutenbHoe 0603HAYaeT  KOJIMYECTBO Paswep

BHYTPMW YNaKOBKMN) [nnHa

LLI KAI‘IPOI/IBBOLI,I/ITEI‘II:

Meput Meankan Cuctems, VHK.

(Merit Medical Systems, Inc.)

1600 BecTt MepuT Mapkyaii, CayT-xxopgaH, KOTa, 84095, CLUA,
1-801-253-1600

OTtpen no pa6oTte ¢ knneHtamum B CLLUA 1-800-356-3748

www.merit.com

EC REP YMNONHOMOUYEHHbIV esponeiicknii

MPEACTABUTE/b

Meput Mepgukan UpnaHgusa /14,

(Merit Medical Ireland Ltd),

Mapkmop busHec Mapk BecT,

onyaid, MpnaHguns

OTtpen no paboTe ¢ KnmeHTamu B EC +31 43 358822
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HYDROPHILIC
Prelude SNAP™"m
MNHTpoablocep pa3pbiBHOWM

MHCTPYKUWMA MO NCIMOJZIb3OBAHUIO

[laHHOe yCTPOICTBO NpegHa3HauYeHO TO/bKO 4151 OAHOPA30BOr0 MCMO/b30BaHMS.
IMepes UCNOMb30BaHMEM NPOUTUTE UHCTPYKLMIO MO UCMO/b30BAHNIO.

Rx Only: BHumaHune! ®depepanbHoe 3akoHogatensctBo CLUA paspewaet npogasaTb
[LaHHOoe 13[ennd TOIbKO Bpavyam WUAM No UX NpegnucaHuio.

MokaszaHusl K NPUMEHEHUIO
Ans BBeLEHWA pasHblX Pa3IMYHbIX TUMOB 3MEKTPOAOB 3/1eKTPOKApANOCTUMYNATOpa U
KaTeTepoB B BEHO3HYH CUCTEMY.

MpeAocTepexXeHns

N3genne 4yyBCTBUTENbHO K CBeTy. He MCNonb30BaTb, €CAWM U3LeNne XpPaHWTCA BHe
3alWMTHON Hapy>XHOW KOPOOKM.

XpaHuTb B NPOX/1aiHOM TEMHOM CYXOM MeCTe.

MpoBoanTb MHAY3MIO Yepe3 GOKOBOW MOPT creAyeT TONbKO NOCNe yAaneHus BO3ayxa
13 n3genus.

Mepbl NPefoCcTOPOXKHOCTH

He noasepraiite nsgenne HAKakKnMm N3MEHEHMNSM.

ToNbKO ANA 04HOPA30BOr0 MCMNONAb30BaHWUA. [laHHOe u3genune npefHasHauyeHo AN
OHOPa30BOr0 MCMONb30BaHUA W He MpefgHasHa4yeHO ANA MOBTOPHOTO MPUMEHEHUS.
MOBTOPHOE WCMONb30BAHWE MOXET Bbl3BaTb PUCK MEPEKPECTHOr0 3arps3HeHus,
MOBAUATbL Ha TOYHOCTb M3MepPeHWi U 3PHEKTUBHOCTb W3LeNNs, WUAN NPUBECTU K
HenpaBWNbLHOW paboTe B pe3yfibTaTte PU3NYECKOr0o MOBPEXAEHNA WU3LEeNUs BCneacTeme
OYUCTKM, Ae3NHMDEKL MM, MOBTOPHON CTepUAM3aL N UM NOBTOPHOTO MPUMEHEHUS.
Heo6x0AnMO NpoBOAUTL acnupauui M MPOMbIBKY MHTPOAblOCEpa W pacluupuTens
(hM3M0NOrNYECKNUM pacTBOPOM B LEAX MUHUMWU3ALUN BEPOATHOCTUM BO3HUKHOBEHUSA
BO3AYLLUHOM 3mMb6onnmn 1 o6pasoBaHns TPOMOOB.

WHTpogblocepbl  JOMKHbI  NOAAEPXMBATLCA  M3HYTPW  KaTETEpPOM,  3/71eKTPOAOM
3N1EeKTPOKapAMOCTUMYNATOPA NN PacCLUNPUTENEM;

PaclimpuTenb, KaTeTep M 3N1eKTPOAbl 3MEKTPOKAPANOCTUMYNATOPA CreayeT M3BNeKaTb
U3 MHTpPOAbIOCEpPA MeA/IeHHO. BbICTpoe M3B/eYeHWe MOXeT MOBPeAWTb KamaH, 4To
npvBeAeT K KPOBOTEYEHMIO MM MOTOKY BO3AyXa Yepe3 KnamnaH;

He npoaguraiite n He M3BneKailTe NPOBOAHUK UM MHTPOAbIOCEP NPV BO3HWKHOBEHUM
conpoTueneHnsa. OnpeaennTe NPUUNHY COMPOTUBEHNSA C MOMOLLbIK pPeHTreHorpadun
N NPUMUTE HEOOXOAMMbIE MEpbI.

Mpu OCYWECTBIEHNN BBELEHWA WAW acnupauumn 4vepe3d MHTPOAbLIOCEP WUCMONb3ylTe
TONbKO GOKOBOW MOPT (ECNN 3TO MPUMEHMMO).

Mepen BBeAeHWem  ybeamTecb, UTO  MOBEPXHOCTb  WHTPOAbOCEPA  BRaXHas;
MHTPOAbIOCEP HENb3S UCNO/b30BaTh B CYXOM COCTOSHUMN.

Mo6oYHbIe ABMEHUSA
Mo60YHbIE ABMEHNA MOTYT BK/IKHOYaTh:

Bo3gyLwHyo am6onuio; NHpekuuto;
MoBpexaeHune cocyaa; "lemoTOpakc;

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



* [THeBMOTOpAKC; CMelleHNe aneKTpoaa
« TloTepto KpoBU; 3NEeKTPOKAPANOCTUMYNATOPA;

Vicnonb3yiiTe cTepuUabHYI0 TeEXHUKY PekoMeHayemas npoueaypa

1. OTKpoOIiTe ynakoBKy v MOMeCTUTe COAEPXMMOE B CTEPUIbHOE NOJe.

2. MoAroToBbTE KOXY M HAKPOWTE MECTO BEHEMYHKLMUN XUPYPTrUYECKOA NPOCTBIHEN.

3. MpomoiiTe Urny, MHTPOALIOCEP N paclIMpPUTENb Nepes NCNoNb30BaHNEM.

4. BBefguTe paclwnpuTenb B MHTPOAbIOCEP M 3aUKCUPYITe KOMMavyoK paclimpuTtens B
xabe MHTpoAblOCEpa.

5. CMounTe MNOBEPXHOCTb WHTPOAbIOCEPA, WUCMONb3YS CTEPWU/bHBIA (U3NONOrNYECKUNiA
pacTBop unu Bogy.

6. Beeaute urny B cocyf. lMposepbTe MNOMOXeHWEe WrNbl, Habnwpas 3a MOABAEHUEM
BEHO3HOW KPOBU.

7. BbinonHUTe acnupayuio Yepes nUray npyv NOMOLLK LWNpuLa.

8. V3BnekuTe wWnpuy “ BBeAWTE MATKUIA KOHYMK MPOBOAHMKA 4epe3 WUrny B COCYA.
MpoaBuraiiTe NPOBOAHUK Ha HeobxoAuMyto ray6uHy. OcTaBbTe HebOOMbLIYID YacTb
NMPOBOAHMKA CHapyXu. H1 B KOeM cfiyyae He NMpoABUranTe M He U3BMeKanTe NPOBOLHUK,
€Cnn MnoYyBCTBOBa/M conpoTueieHue. OnpeaennTe NPUYNHY COMPOTUBNEHUA, NEPES TEM
KaK MpoLO/MKUTL. PekoMeHAyeTCs KOHTPONMPOBaTb BBEAEHME MPOBOAHWKA B BEPXHIOK
Moyt BEHY W1 npaBoe npefceparie ¢ NOMOLLbIO PeHTreHOCKONuu.

9. YpepxuBainTe MpPOBOAHMK Ha MecTe W M3BMeKUTe uray. He BTArmMBaiiTe MpoOBOAHUK
Ha3af B UINY, NOCKO/IbKY 3TO MOXET NPUBECTU K OTAENEHUIO MPOBOLHUKA.

10. BseauTte pacwupuTens € MWHTPOLLIOCEPOM Yepe3 MPOBOAHWK BpallaloLwnmm
ABVDKEHUAMMN.

. MpoaBurainTe pacwuimputenb U UHTPOAbIOCEP B COOpe KPYTALWMUMM ABUXKEHUAMM MO
NPOBOAHUKY B cocyd. PekomeHpyeTcs  BbIMOAHATL 3Ty  npouesypy  nog

peHTreHorpaguyeckum KOHTponeM. Bo wu3bexaHue HenpegHaMepeHHOro MOJIHOro
BBELEHMSA NMPOBOAHNMKA B Teno nauueHTa NCnonb3ynTe 3aKUM nnu
KPOBOOCTaHaBMMBAOLLMNA MHCTPYMEHT Ha MPOKCMMaSbHOM KOHYMKe NPOBOAHMKA.

12. Mocne NOMHOrO BBEAEHUS YCTPOWCTB B BEHO3HYK CUCTEMY OTCOEAMHMUTE KONMavoK
pacwmpuTens OT WHTpPOAblOCepa, OTKPYTMB  KO/MMAayoK pacwuputens o7  xaba
NHTPObOCEpA.

13. MegneHHO NOTAHUTE MPOBOAHWK U paclUMpPUTESlb, U OCTaBbTe TOJIbKO MHTPOLbLIOCEP.
MHTpoAblocep NOMOXeT CHU3UTbL KPOBOMOTEPO U MUHMMW3NPOBATL acnupaLmio Bo3gyxa.

14. TposefuTe acnupaumio BO3gyXa W3 WHTPOAbIOCEpa NpW MOMOLWM LWnpuua yepes
60K0BOW MOPT (ECNN MPUMEHUMO).

15. MMpomoliTe MHTpoAbtocep (HM3MONOrMUYECKMM pPacTBOPOM 4depe3 6OKOBOIN nopT (ecnm
NpMMeHNMOo). Ecnim Heo6X04MMO O0CTaBUTb MHTPOALKOCEP HA MeCTe BO BPEMSA YCTaHOBKU U
NPOBEPKY 3NEeKTPOAA, PEKOMEHAYETCS NEPUOLNYECKN NPOMbIBATL MHTPOLbIOCEP.

16. BBeguTe 3NeKTPOL KapAUOCTUMYNATOpPa WAN  KaTeTep uepe3 UHTPOLbIOCEp M
NnpoBefuTe ero B HE06X04MMOE NOJOXKEHME.,

17. TpomoiTe wHTpoAblOCEP (U3MONOTMYECKUM pPacTBOPOM Mepes paclyensieHnem,
4TO6bI MMHUMK3NPOBATL 06paTHOE MU3INAHNE KPOBU.

18. BbINONHUTE pacluensieHne WHTPOAblOCepa, Pe3Ko OTLWEeNKHYB Kpblibsa  Xxaba
MHTPOAbOCEPA N OTCNOUB TPYOKY MHTPOAbIOCEPa BO BPEMS U3B/IEYEHUSA €r0 13 cocypa.

I"pachryeckmne 0603HaUYeHNA Ha MapKMPOBKM MeANLIMHCKOIO U3fenust

'‘AnAa  0QHOPA30BOro  MCNosib3oBaHus/

3anpelaeTcs NOBTOPHOE UCMO/Nb30BaHME 3anpeLyaeTca  nCcnonb3osatb, ec/u
ynaKoBKa BCKPbITa WM NOBPEXAeHa.

)K Copep>xmmoe annporeHHo
XpaHUTb B CYXOM, TEMHOM U
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[BTBW "
Crepunnsauns OKCMAOM 3TU/EHa

XK BHuMaHwue! O6patuTtechb
WHCTPYKLUUM NO NMPUMEHEHUIO

CofepxxaHue
(YucnutenbHoe 0603Ha4YaeT  KOMMYECTBO
BHYTPMW YNakKoBKW)

@ He cTepnnnsoBaTb NOBTOPHO

>1EANM2

LU lI‘IPOI/I3BO,£I,I/ITEJ'Ib
Meput Megukan Cucrtems, VIHK.
(Merit Medical Systems, Inc.)

npoxnagHoOM MecCTE.

Pasmep

OnnHa

1600 Bect MepuT Mapkyaii, CayT-AyxopaaH, KOTa, 84095, CLUA,

1-801-253-1600

OTtpen no pa6oTte ¢ knneHtamum B CLLIA 1-800-356-3748

www.merit.com

EC REP
MPEACTABUTE/b

YMNOJTHOMOYEHHbBI EBPOMENCKIUNIA

Meput Mepgukan NpnaHgusa J1ta,

(Merit Medical Ireland Ltd),
Mapkmop busHec Mapk Becr,
lonyaii, NpnaHgmsa

OTpgen no pa6ote ¢ knueHTamu B EC +31 43 358822

wWww.merit.com

MPNNOXEHWE K MHCTPYKLUWW IO NCIMNOJZIb3OBAHUIO

HAVMMEHOBAHWVE MEANLUWNHCKOIO N3OENTNA:

MHTpoabtocep pa3pbIBHOIA Prelude

B BapunaHTax NCMOJTHEHNA:

Prelude SNAP™  Prelude SNAP”” Hydrophilic (rugpodunbHblit)

1. BapuaHTt ncnonHeHuns Prelude SNAP™ B cocTase:
I.1. WNHTpopabtocep paspbiBHOW Prelude SNAP™, Tunopasmepbl: 6F(2.0mm), 7F(2.3mm),

8F(2.6mm), 8.5F(2.8mm), 9F(3.0mm),

9.5F(3.1mm), 10F(3.3mm),  10.5F(3.4mm),

11F(3.6mm), 12F(4.0mm), 12.5F(4.1mm); gnuHa 13cm, 25cm.
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1.2. Pacwwuputenb, Tunopasmepbl: 6P(2.0mm), 7P(2.3mm), 8F(2.6mm), 8.5F(2.8mm),
9F(3.0mm), 9.5F(3.1mm), 10F(3.3mm), 10.5F(3.4mm), 11F(3.6mm), 12F(4.0mm),
12.5F(4.1mm); agnnHa 13cMm, 25¢Mm.

1.3. MposogHuk 0.038” (0.97 mm); annHa: 50cm, 80cwm.

1.4. Nrna Merit Advance 18G (1.2mM); annHa 70mMm.

1.5. WWnpuy o6bem 12 cm™

1.6. IHCTpYKLMSA NO NPUMEHEHNIO

2. BapwaHT ucnonHenus Prelude SNAP™ Hydrophilic (rugpotunbHbliii), B cocTaBe:

2.1. WuTtpogbtocep pa3pbiBHOW  Prelude SNAP™  Hydrophilic  (rugpodunbHbii),
Tunopasmepbl: 6F(2.0mm), 7F(2.3mm), 8F(2.6mm), 8.5F(2.8mm), 9F(3.0mm), 9.5F(3.1mm),
10F(3.3mm), 10.5F(3.4mm), 11F(3.6mm), 12F(4.0mm), 12.5F(4.1mm); annHa 13cm, 25cMm.
2.2. Pacwwuputenb, Ttunopasmepbl: 6F(2.0mm), 7F(2.3mm), 8F(2.6mm), 8.5F(2.8mm),
9F(3.0mm), 9.5F(3.1mm), 10F(3.3mm), 10.5F(3.4mm), 11F(3.6mm), 12F(4.0mm),
12.5F(4.1mm); pnvHa 13cm, 25cm.

2.3. MposoaHuk 0.038” (0.97 mm); gnnHa: 50cm, 80cm.

2.4. irna Merit Advance 18G (1.2mM); gnuHa 70MMm.

2.5. Wnpuy o6bem 12 cm”

2.6. IHCTPYKUUA MO NPUMEHEHNIO

MPON3BOAUNTE/b:

«Meput Megukan Cncrtems, NMHK.», CLUA
(Merit Medical Systems, Inc., USA)

1600 YacT MepuT MNapKyaii

CayTt xopgaH, KOTa 84095, CLUA

(1600 West Merit Parkway

South Jordan, Utah, 84095, USA)

MecTo npoussoacTBa:
1. Merit Medical Systems, Inc. («Meput Meankan Cuctems, VIHK.»)
1600 West Merit Parkway South Jordan, Utah, 84095, USA

2. Merit Medical Systems, Inc. («<Meput Megukan Cuctems, VIHK.»)
65 Great Valley Parkway
Malvern, PA 19355, USA

3. Merit Maquiladora Mexico, S. DE R.L. DE C.V. («<MepuTt Makunnagopa Mekcuka, C.
OE P.N. OEC.B.»)

Avenida Sor Juana Ines de la Cruz, 19970 interior B, Edificio 2, Parque Industrial Frontera
Tijuana, Baja California C.P. 22630, Mexico

4. Merit Medical Systems, Inc. («<Meput Megukan Cuctems, NHK.»)
14646 Kirby Drive Houston, Texas, 77047, USA

YMNONHOMOYEHHbIN MPEACTABUTE/b MPON3BOANTEJIA B PD:
00O «MepuT TeKHONOAXKUNC»

119017, r. MockBa, nepeynok Kasauuin 1-i, 4.7, aT. 1 KoM. 6

Ten.:+ 7495 221 89 02

HA3SHAYEHWE/ MOKA3AHNA K NPUMEHEHWIO MW:

MpefHa3HaueH ans BBE/eHUs pasnyHbIX TNOB 3NeKTPOA0B
aNeKTPOKapaMocTumMynaTopa/aedm6punnsTopa U KaTeTepoB B BEHO3HYIO CUCTEMY.
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MPOTUBONMOKA3AHNA N MPEAYTPEXAEHWNA

OTHOCUTENbHbIE:
NHTpofblocepbl paspbiBHble Prelude KoMnaHMU «MepuT» He UMEeOT NPOTUBOMOKa3aHUIA.

ABCOMOTHbIE:
BckpbiTas, noBpexgeHHas Unmn pasbutas ynakoBka.

MHhopmaumsa 0 noTeHumanibHbIX NoTpeouTenax MA:
MpegHasHayeHO [N UCMOMAb30BaHUA B 00/bHMLAX WM MEAULUHCKUX YupexaeHusax
crneyunanbHo 06yUYeHHbIM NepcoHanom.

Mepes WUCNONb30BAaHUEM W3AENNA BHUMATENbHO O03HAKOMbTECH C MHCTPYKUMAMU MO
aKcnayaTauum.

OMMNCAHWNE U3JAENNA:

®YHKUMA «pacllennieHns» o06ecrneymBaeT BO3MOXHOCTb W3BNeYEHWUs UHTPOAblOCEpa Mo
AMarHoCTMYeCKOMY/TeparneBTUUYECKOMY KaTeTepy (T.e. mnepudepuyeckn BBeAeHHOMY
LeHTpaNbHOMY KaTeTepy, TOTanbHO WMNAAHTUPYEMOMY W3A4eNN0/NOPTy BEHO3HOTO
AOCTyna, /NVHUW AWanus3a, [APeHWPOBaHWs, TFeMOAMHAMWKW U T.M.) WA 3NeKTPOAY
3NeKTPOKapANOCTUMYNATOpa/aeubpunnaTopa W3 Ccocyda, HE MW3MeHss MOM0XKeHUue
n3aenws.

M3genve JocTynHo B pasmepe oT 6 F (2.0mm) go 125 F (4.1mm), U ABYX BapuaHTax
ANnHbl: 13 cm 1 25 cm.

N3genve  ynakoBbiBaeTCs B Habop C  AOMOJHWUTENbHbIMW  BCMOMOTaTe/lbHbIMY
KOMMNOHeHTamu (Mrna, wWnNpuy, NPOBOAHWK). W3aenne nocTaBnsieTcs CTePUSIbHbIM 1
npefHa3HayeHO TONbKO A1 OAHOKPATHOro mnpuMeHeHUsi. OHO npegHasHayeHo ANs
MCNOoMb30BaHNA B 60MbHMLAX U MEAULUHCKNX YUPEXAEHUAX.

Pa3pblBHON MHTPOALIOCEP NMOKPbIT CUIMKOHOBOW CMa3Koi, a ero xab ocHalleH pe3b60BbIM
ONOKMPYIOWMM  MEeXaHW3MOM ANd  COBMeWeHUs ¢  pacluunputenem. KoHCTpyKuwma
pacluuMpuTens COOTBETCTBYeT BHYTPEHHEMY AuameTpy WHTpogbiocepa W ob6nagaeT
KOHWYECKMM KOHYMKOM, 0becrneymBatoLL M NpoCcTOTy BBEAEHMS.

OcCHOBHbIe mMatepunanbl KOHCTPYKUWW - MONUMEPLI, 3a UCKNKOYEHNEM AOMOJHUTENBHOIO
npoBoAHVMKa W KaHKO/NM WUHTPOAbKOCEPA, KOTOPbIE W3roTaB/INBAOTCA W3 Hep>KaBe+0u.\e|7|
CTann.

CocraB n3genus
CocTaB Habopa pa3pbIBHOro MHTpoAbtocepa Prelude:

1 (0ANH) MHTPOAbLIOCEP PA3PbIBHOM

1 (ogunH) pacwmpuTens

1 (oguH) nposogHuk 0.038” (0.97 mm); anuHa: 50cm, 80cMm. (B 3aBUCMMOCTM OT AMHbI
NHTpOAbIOCEPA)

1 (ogHa) urna Merit Advance 18G (1.2mM); gnmHa 70MM.

1 (ognH) wnpuy obvem 12 cv?
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Pa3pblBHON MHTpoabtocep Prelude (Habop - TONbKO nsgenue)

Sheadi bitroducer

X3
Dilator
C o Guide Wire
Needle
Syringe
Sheath Introducer VHTpoablocep
Dilator PacwupuTens
Guide Wire MpoBoOAHUK
Needle Wrna
Syringe L npw
MepeyvyeHb OCHOBHbIX KOMMOHEHTOB / PyHKL M
Homep HavnmeHoBaHue ®
YHKLMA / onucaHne KOMMNOHEHTa
KOMMOHEeHTa KOMMOHeHTa
Kopnyc O6ecneymBaeT Nepexof /18 BBEAEHVS U3LeNnii B TPYOKY
MHTpOAbIOCEpa NHTpOAbOCEpPa
O6ecneunBaeT YPeCKOXHbIA NPOBOAHVK /151 BBEAEHUS
5 LLladt Pa3/IMYHbIX TUMOB 3/1EKTPOAOB
MHTpOAbOCcEpa  3MIEKTPOKapAMOCTUMYNATOpa/AednbpunnsaTopa 1 KateTepos
B BEHO3HYIO CUCTEMY
T-06pa3Has pyKosATKa MMeeT LUMPOKYHO (hopMy C ABYMS
3 Kpbino xaba KPbINIbSIMW, HAa KOTOPbIX PacroiOXeHb! pefibeHble MArKue
WHTPOAbIOCEPA  BKMaAKW, 3a KOTOPble MOXHO [epXaTbCs Npu pasbevHeHUn
xaba 1 pacLueneHnn NHTpoaptocepa
Ob6ecneynBaeT gunaTaLUuio xo[a B TKaHM 1 06nactu
4 PaclumpuTenb MYHKLMW cocyfa N aTpaBMaTUYeCKOro BBeeHUs
WHTPOAbIOCEPa B COCY],
[MOBOPOTHBIN
5 agantep O6ecneunBaeT UKCaLMIO pacLUMpUTeNs B UHTPOAbIOCEPE U
paCLIVpUTENS npesoTBpaLlaeT ero BbiCKa/ib3biBaHWE BO BPEMS BBEAEHUS

TEXHUYECKNE XAPAKTEPNCTUKW:

MHTpoabtocep paspbiBHOW Prelude SNAPA ¢ 60K0BbIM MOpTOM/6€3 60KOBOr0 nopTa

BHyTpeHHMi1
Anamvetp
WHTPObIOCEPa

Pa3mep
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2,16 Mm
2,44 Mm
2,77 MM
2,95 Mm
3,10 Mwm
3,28 MM
3,43 Mm
3,53 Mm
3,68 Mm
4,04 Mm

4,19 Mm
2,16 Mm
2,44 Mmm
2,77 MM
3,10 Mm
3,43 Mm
3,53 Mm
3,68 MM

6 F (2.0mm)
7 F (2.3 mm)
8 F (2.6Mm)
8.5 F (2.8mm)
9 F (3.0mMm)
9.5 F(3.1 mm)
10 F (3.3mMm)
105 F (3.4mm)
1 F(3.6MMm)
12 F (4.0mm)

125 F (4.1mm)

6 F (2.0mm)
7F (2.3 mm)
8 F (2.6mm)
9 F (3.0mm)
10 F (3.3mm)
105 F (3.4mm)
1 F (3.6Mm)

3eneHbli
OpaH>xeBblit
CuHnin
"ony6oli
UepHblii
Cepblii
P030BbIi
CBeT/10-p0O30BbIi
XKentblii
KopunyHeBblii
CseTt/io-
KOpPUYHEBbIA
3eneHblii
OpaH>XeBblit
CuHwiA
UepHblii
P030BbIi1
CBeT/10-p030BbIii
XenTblii

13 cm
13 cm
13 cm
13 cm
13 cm
13 cm
13 cm
13 cm
13 cm
13 cm

13 cm

25 cm
25 cm
25 cm
25 cm
25 cm
25 cm
25 cm

0,97 mm X50 cm
0,97 mm X50 cm
0,97 mm X50 cm
0,97 mm X50 cm
0,97 mm X50 cm
0,97 mm x 50 cm
0,97 mm X50 cm
0,97 mm X50 cm
0,97 mm X50 cm
0,97 mm X50 cm

0,97 mm X50 cm

0,97 mm X80 cm
0,97 mm X80 cm
0,97 mm X80 cm
0,97 mm X80 cm
0,97 mm X80 cm
0,97 mm X80 cm
0,97 mm X80 cm

NHTpoabtocep paspbiBHO Prelude SNAPA Hydrophilic (rmapodunbHbIii) ¢ 60KOBbIM

nopToM
BHyTpeHHUi

avameTp

WHTpOblOCepa
2,16 Mm
2,44 Mm
2,77 MM
2,95 Mm
3,10 mm
3,28 MM
3,43 Mm
3,53 Mm
3,68 Mm
4,04 Mm

4,19 Mm
2,16 Mm
2,44 Mm
2,77 MM
3,10 Mm
3,43 MM
3,53 Mm
3,68 Mm

Pa3mep

6 F (2.0mMm)
7 F (2.3 mm)
8 F (2.6Mm)
8.5 F (2.8mM)
9F (3.0mm)
9.5 F (3.1 mm)
10 F (3.3mMm)
10.5 F (3.4Mm)
11 F (3.6mMm)
12 F (4.0mMm)

125 F (4.1mm)

6 F (2.0mm)
7F (2.3 Mm)
8 F (2.6mm)
9 F (3.0mm)
10 F (3.3mm)
10.5 F (3.4mm)
1 F(3.6MM)

LiBet

3eneHbli
OpaHxeBblii
CvHMI
rony6ol
UepHblit
Cepbli
P030BbIi1
CBeTN0-PO30Bbli
XKenTblin
KopuyHeBblii
Csetno-
KOPWYHEBbIi
3eneHblii
OpaH)XeBbliA
CvHwuin
UepHbIit
P030BbliA
CBeT/10-p030BbIii
XenTblii

MATEPVANblI KOHCTPYKLUWNW:

OnnHa

13 cm
13 cm
13 cm
13 cm
13 cm
13 cm
13 cm
13 cm
13 cm
13 cm

13 cm

25 cm
25 cm
25 cm
25 cMm
25 cm
25 cm
25 cm

MpoBoAHUMK

0,97 mm X50 cwm
0,97 mm x 50 cm
0,97 mm x 50 cm
0,97 mm x 50 c™m
0,97 mm x 50 cm
0,97 mm X50 cm
0,97 mm X50 cm
0,97 mm X50 cm
0,97 mm X50 cm
0,97 mm x 50 cm

0,97 MM x 50 cm

0,97 mm X80 cm
0,97 mm x 80 cm
0,97 mm x 80 cwm
0,97 mm x 80 cm
0,97 mm X80 cm
0,97 mm x 80 c™m
0,97 mm X80 cwm

Martepuansl, ncnonbsyemble Ana MNPOU3BOACTBA KOMMOHEHTOB MeAMLMHCKOrO U3fenus,

YKa3aHbl HUXE!
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Brawsaoli Prelude SNAP un Prelude SNAP**" Hy/[ropblHc
HanmeHoBaHMe KOMNOHeHTa  MaTepuan
TpybKa MHTpoabHocepa TepmonacTUYHbIA NONVaMUAHLIA 3nactomep Pebax
Bapws cynbgat 24,0%

PasbeM MHTpoabHOCEpa TepmonnacTUYHbIA NOAAMUAHBIA 3nacToMep

MSrkue UBeTHble HaKNafKu Ha  TepmonnacTuyHbliA anactomep Versaflex (HaTypanbHbIi)
pasbeme MHTPOAbHOCEpa

UepHuna ans TaMnoHHOIA UepHble yepHuna Black Inc

neyaTu Ha pasbeme

MHTpOAbIOCEpa

KnanaH CW/IMKOHOBBIV Kay4YyK C NeHHbIM MOANypeTaHOBbIM AUCKOM-
NblNeYN0BUTENEM

Tpy6ka 60KOBOro 0TBOAA Toybka
TepmonnacTuyHbIin nonnypetaH Pellethane
Kneli

LinaHoakpmnaTHbIA Kneli

TpéXX0A0BOIN 3aMOPHbIA KpaH Kopnyc 3aMOPHOr0 KoaHa
Monukap6oHat CALIBRE
PyuKa 3amopHOro koaHa
AueTanbHas cmona Delrin

MokpbITHe MMI00AUNBHOE MOKPLITVE ANS BapuaHTa ncnosiHeHns Prelude
SNAP Hydroohillic
@ OTO-NONUBUHUANUPPUACH COMNOIMMEP
doT0-KpoccnHKep MsonponaHon -96%
CrepusbHasa Boga -2%

Konnayok knanaHa Konnayok Ha pasbeme
MonuypetaH

Pacwuputens B Habope Preluc e SNAP 1 Prelude SNAP"m Hydrophilic

Tpy6ka pacLumpuTesb [nsa pasmepos 5F-10,5F
MONMNITUNEH swecoxon MIOTHOCTM Cheyron Marlex

Ana pasvepos 11F-12,5F
MonuatuneH HU3KoW nnoTHocT Marlex 1017
MonnaTuneH Bbicokoli nnoTHocT Cheyron Marlex HHM-5502

[na Bcex pasmepos:
Bapwsa cynbgat 24,0%

Pa3vem paclumputens MonuatuneH Bbicokoi NnoTHocT Cheyron Marlex
MSArKunid NnepexofHmK TepmonnacTuk Santopren

pacLumpuTesnb

Wrna Merit Advance 18G (1.2 x 40 mm)

KaHtons vrs[ HepxaseloLLas cTasb

Xab urnbl Monukap6oHat MFG

Ll BBN 06bem 12 cm®

Kopnyc MonunponuneH Eltex

NopLueHsb MonunatuneH UNIVAL

MpoBoaHuk 0.038” (0.97 mm);  HepxasetoLas cTasb
AnnHa: 50cm, 80cm.
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YMNMAKOBKA:

MHTpoabtocep paspbiBHOW Prelude B BapmaHTax ucnonHeHus: Prelude SNAP™*"A Prelude
SNAP*"A Hydrophilic (rugpogunbHbIil) ynakoBbIBalOTCS KaK CTEPUbHble U3Aenvsa ANs
OHOKpPaTHOro npuMmeHeHus. bapbepHble CBOMNCTBA YNaKOBKW rapaHTUPYKOT COXpaHeHue
CTepuUnbHOCTU n3gennsa. KomnoHeHTbl Habopa nomeLLatoTcsa B TEPMOPOPMUPYEMbIA N0TOK
n3 MN3TI, repmeTusmpyemblii  Kpbllwko Tyvek. 3atem n0TOK MoOMeLwaeTcs U
3anevyaTbiBaeTca B FepMeTMYHOM MakeTe C 3TMKEeTKOW u3 nonuatuneHa Tyvek 1073B/
HelinoHa/nonnatuneHa. 3atem 5 (NATb) NakeTOB WU3AeNWiA MOMELLAKTCA B KOPOOKY M3
CynbhaTHON LENNON03bI.

Pa3mepbl NePBUYHON yNaKOBKMY

YnakoBKa Pasmep, cm £1.0cm
Ha6op anMHHOIA 13 cm Habop gnvHHo 25 cm
TepMothopMOBaHHbIA 27x12,5x2,5 38,6 X11,4x2,5
notok (4 XLU XB)
MakeT, 3aneyaTbiBaeMbli 38,6 X 16,5 50,8 X 16,5

aTuKeTKon (AxLU)
CPOK XPAHEHWNA:
Cpok rogHocTu 4 roga.
TPAHCIMOPTNPOBKA. XPAHEHWVE N OBPALLEHWNE:

XpaHeHue Ha cknaae

MapameTp 3HauyeHue

Temnepatypa oT +5°C o +27 °C (okpyxatowas cpefa)
OTHOCUTENbHAS BNAXHOCTb oT 30% f0 75 % (6e3 KoHAeHcauunm)
[aBneHune 84.0 klMa- 106.7 kMa (630 - 800 Mm pT.CT.)

Ycnosus cpefbl 415 TPAHCNOPTUPOBKM

MapameTp 3HauyeHue

TemnepaTypa o1 -35°C go +55 °C (okpyxatowas cpefa)
OTHOCKTENbHAsA B/IXKHOCTb oT 30% [0 75 % (6e3 KoHAeHcauunm)
[aBneHune 84.0 klMa- 106.7 kMa (630 - 800 Mm pT.CT.)

Ycnosusd npuMeHeHus

[wnana3zoH TemnepaTyp B NOMeLLEHUN: 0T+15°C pgo +35°C
BnaHOCTb B MOMELLEHUN: < 80% (6e3 KoOHAEHCaL W)
ATM. faBneHune 84.0 - 106.7 klMa (630 - 800 Mm pT.CT.)

KOHTaKT ¢ BHYTpPEHHel cpefoit opraHnusma npu temnepatype: ot 32°C go 42°C
YcnoBus akcnayataums: B 60bHULAX Y MeAULUHCKUX YUPEXLEHUAX.

TEXHWYECKOE OBCNYXUWUBAHWE VN TEKY WA PEMOHT

He nopnexut o6CNYXUBaHUIO W PEMOHTY. He MMeeT 3anacHblX 4acTeil, KoTopble
noasexar o6cnyXueaHuio. OTO 03HAYyaeT, YTO PEMOHT B YCNOBMAX IKCMayaTauuun He
BbINO/IHAETCA (HE NPUMEHMMO).

YTUNN3AUNA
Tpe6oBaHWs MO 3alUTe OKpYXatolleid cpedbl NpW  UCMNONb30BaHUM  MEANLMUHCKUX

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

29



n3gennn:

Mcnonb3oBaHue, TPAHCMOPTUPOBKA W XpaHeHWe MeAULIMHCKOTO M3[eNus He OKasblBatoT
He6MaronpuATHOIO BO3AECTBUA Ha NIOAEN 1 OKPYXXatoLLYHo cpesy.

Bo n3bexaHne BO3HWKHOBEHWS PUCKOB AN 3[0POBbS MPU YTUAMU3ALUN MEAULMHCKUX
M30eNnnii, a TakKXe BO3HWKHOBEHWS PWUCKOB [1S OKpY>Xalolleli cpefbl, CBSA3aHHbIX C
yTUAU3aLMen MeAUUMHCKUX UW3Aenuii, nepcoHan [OMXeH YTuausupoate MW o
MPOTOKONY, NPUHATOMY B OTAENbHO B3STOM YUPEXAEHUM,

MegauumnHckoe nsgenve B cootsetrctemmn ¢ CanlnHom 2.1.7.2790-10 oTHOocATCA K Knaccy
b (anugemunonormyecks onacHble OTXOAbl) WHMPUUMPOBAHHbIE U MNOTEHLMANbHO
NH(PULUNPOBaHHbIE OTXOAbI.

CnncoK 0603HaYeHWNIT HA yNnaKoBKe U3fenus

ATOT CUMBO/ 03HAYAET, YTO U3JeNne NONHOCTbI COOTBETCTBYET
TpeboBaHuam Oupektusbl EC 93/42/EEC no MeAULUHCKUM

C €
n3gennam
MN3roToBuUTE/Nb
i J
EC REP YNONHOMOYEHHbIN NpeacTaBuTens B EBponeickom coobuiecTse
Vm_ [ata nsrotosneHus
FTAPAHTUNA:

OrpaHun4yeHue rapaHTUM N 0TKa3 OT rapaHTuu:

KomnaHnusa «Meput» rapaHTUpyeT, 4to u3genue 6yneT No CYLWEeCTBY COOTBETCTBOBATb
cneyngpukauny Ha MOMEHT TpaHCNOPTUMPOBKM KnneHTy, He OyaeT cofepxatb [eheKToB
mMaTepuanoB WA W3rOTOB/MIEHWA B TeYyeHWe MNepuofa, YKasaHHOro B OrpaHWYeHHOM
rapaHTuun, NpefocTaBNseMoii  OTAENbHO  ANS  KaXZoro  wmsgenusa. [apaHTus  He
pacnpocTpaHsieTca Ha usgenuve, kKotopoe (i) 6bII0 MOAUMDULMPOBAHO, W3MEHEHO,
OTPEMOHTUPOBAHO, 06HOB/IEHO, NMOBTOPHO 06paboTaHO WMAM M3MEHEHO N6O0I CTOPOHOIA
KpoMe KomnaHum «Meput»; (M) 6bI10 NOABEPXKEHO HenpasWIbHOMY MPUMEHEHWIO,
HenpaBWnbHOMY 06paLleHnto, NOBTOPHOMY MPUMEHEHUIO, MOBTOPHOW CTepuan3aLumu,
cnyyalitHOMY  MOBPeXAeHWto,  3710ynoTpebneHnto, HebpPeXXHOMY  OTHOLUEHUIO UMK
HecaHKLMOHUPOBAHHOMY BCKpbITUIO; (LU) 6b110 NoBpeXaeHO B pe3ysbTaTe U36bITOYHON
(hM3MYECKOM, 3KOIOrTMYECKON WM 3NEKTPUYECKOW Harpys3ku, UM ero CepuiiHblii HOMep
Obl1 M3MEHEeH, ncnopyeH nnu yganex; (iv) 6bI10 COBMELWEHO C NHOOLIM APYTUM U3AENNEM;
(v) 6bI10  MCNoNMb30BaHO He B COOTBETCTBUM C  [MOKasaHMAMM K MNPUMEHEHUIO,
YCTaHOBNEHHbIMW COOTBETCTBYHOLLMM KOMMETEHTHbIM OpPraHoM, WCNO/Ib30BaHO WHbIM
06pa3oM, YeM yKas3aHO B crneundukauuu nsgenns unv Ana ueneid uam B ycnosusx, Ans
KOTOPbIX W3fjeNne He MpefHasHayeHoO WU He npefycMOTpPeHo. Jlio6as TexHU4yeckas
peKkoMeHfauns B OTHoweHun  W3genma co  CTOpPOHbI  KOMNaHuUn  «Meput»
npegoctaBnsercs 6e3 O0A3aTeNbCTB WM KOMMEHcauuu, u KomnaHus «Meput» He
npuHMMaeT 0653aTeNbCTB WM OTBETCTBEHHOCTW. Bce Takue pekomeHfaumu patoTcs
KnveHTy 1 nonyyarTca UM Ha ero puck.

B HACTOAWEM AOKYMEHTE MPAMO HE YKA3AHO, 4YTO KOMMAHWNA
«MEPUT» HE OCYLWECTBNAET U HE OAET KAKWX-TNBEO BbIPAXEHHbIX
nnin MOAPA3YMEBAEMbIX FTAPAHTUN KNVNEHTY, KOHEYHOMY
MONb30OBATE/IKO NN NKOBOWN TPETLEW CTOPOHE B OTHOLUEHWW N3AENNA
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KOMNAHWA «MEPUT» OTKA3BIBAETCA N WCK/JHOYAET J/IFOBBIE N BCE
MPOYNE BBIPAXEHHbBIE, MOAPA3YMEBAEMbLIE N MNPEAYCMOTPEHHBIE
3AKOHOM TAPAHTUN, BK/TIOYAA, MOMNMO TMPOYEIOo, TAPAHTUN MNMPOTUB
HECOBNOAEHNA NOAPA3YMEBAEMbLIE TAPAHTUM KOMMEPYECKON
LLEHHOCTW NPUTOAHOCTW AN1A KOHKPETHbIX LIENEA.

OTaen 06CNy>XNMBaHUA KANEHTOB

«Meput Megukan Cuctems, IHK.» O6LecTBO C OrPaHWYEHHON OTBETCTBEHHOCTbIO
1600 YacT MepuT MapKyaii, «Meput TekHONOAXNC»

CayTt->xopgaH, KOTa 84095, CLLA 119017, r. MockBa, nepeynok Kasauuii 1-i, a.7,
Ten.: + 1801 253 1600 aT. | KOM. 6

Ten,:+ 7495 221 89 02
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MepeBof AaHHOIO TEeKCTa cAenaH MHOM, nepeBoAuYnkom MapbluesbiM KO prem Mropesuyem.

Poccuitckaa deaepaums
"opon Mocksa
MaToro okTA6PS ABe ThICAYM ABALLATOrO roga
AA. AkumoB Mne6 Bopucosmny, HOTapuyc ropoga MockBbl, CBUAETENLCTBYH NOAMMHHOCTb NOANUCH
nepeeogumka Mapbiyesa KOpus Mropesuya.
Mognuck caenaHa B MOeM MpUCY TCTBUM.

JInyHOCTb NognucasLLero JOKYMeHT yCTaHOoB/eHa.

ecTpe: Ne 77/09-u/77-2020-
TOW nownmHbl (No Tapudy): 100 py6.
uyr NPaBoBOro ¥ TEXHUYECKOro xapakTepa: 3

TYMepoBaHO
N cKpe atbto  J1 nnct(a)(oB)

HoTapuyc
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Addendum Operational Documents
Splittable Introducer Prelude
Dated July 06, 2021

Consisting of 2 pages

y
ACKNOWLEDGEMENT

State of Utah )

County of Salt Lake )

On this 6™ day of July 2021. before me, Jennifer Fordham, a notary public,
personally appeared Robert Wolfarth, 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 H
Notary Public - State of Utah ry PUb“C
Comm. No. 718608
'f/ My Commission Expires on

Jun 27. 2025 Commission Expires: June 27, 2025
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Robert Wolfarth

Senior Manager, Regulatory Affairs
Merit Medical Systems, Inc.

06 July 2021

Splittable Introducer Prelude

models: Prelude SNAP™,
Prelude SNAP™ Hydrophilic,

Addendum to Operational Documentations, dated 01 September 2020

SATRIIVED CAN
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We, Merit Medical Systems, Inc. extend our respect to you and ask you to read the section
"DISPOSAL” page 14 of Operational documentations, dated 01 September 2020 in the following
edition:

Environmental protection requirements for the use of medical devices:

The handling, transportation and storage of the medical device have no adverse effects on humans or
the environment.

In order to avoid health risks associated with the disposal of medical devices, as well as
environmental risks associated with the disposal of medical devices, staff must dispose medical
device as per the protocol adopted in a particular hospital.

N1 medical device complies with SanPiN 2.1.3684-21 and is classified as Class B (Epidemiologically
Hazardous Waste) for infected and potentially infected waste.

COMPANY CONFIDENTIAL
Page 2 of 2
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[MepeBog ¢ aHrMMIACKOTO A3blKa Ha PYyCCKMii A3bIK]

MpunoXxeHne K SKCNayaTauMOHHON JOKYMeHTaLUn
VHTpoabtocep pa3pbiBHOW Prelude

Jara: 06 utona 2021 .

CocTomnT u3 2 cTpaHul,

MOATBEP>XOEHWE
LWrat KOTa
Okpyr Cont-Jlelik )
CerogHsi, 06 mona 2021 r., Ko MHe, HoTapuycy [xkeHHudep dopaxam, NMYHO ABMACA PobepT
Bonbgapt, CTaplimnii MeHegkep N0 HOPMaTMBHO-NPAaBOBOMY 06eCrneyeHunto, NpPeLbABMUBLUNA MHe
[OCTaTOYHble O0KAa3aTe/IbCTBA TOT0, YTO OH AB/AETCA NULOM, MOANMUCH KOTOPOro NpocTasieHa Ha

npunaraéMom AOKYMEHTE, U I'IOATBGpAI/IBLIJVIVI, YTO OH JINYHO nmoanwucan ero.

YpnocToBepsieTcs Moeli NogNnChbio 1 ouLnanbHO nevaTblo.

[WTamn: tnodnucb!

JxeHHnpep Popaxam Hotapuyc

HoTapuyc Mos fnvueH3ua fAeicTBUTENbHA [0
LW raT KOTa 27 noHa 2025 T.

NnueHsna Ne 718608
Mos nuueH3ns aencTemTenbHa Ao 27 noHa 2025 r.]
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[MevaTb kKOMNaHun «MepnT Megukay CucTems, MHK.»\

Inodnuch!

PobepT BonbhapT

CTapwuii MeHegXep No HOPMaTUBHO-MPaBOBOMY 00eCMeYeHunto
KoMmnaHun «Meput Megukan Cucrtems, NHK.»

(Merit Medical Systems, Inc.)

06 nona 2021 r.

[MevaTb KOMNaHun «MepuT Megukan CucTems, VIHK.»}
MHTpogblocep pa3pbiBHOW Prelude B BapMaHTax UCNOIHEHUSA:

BapunaHTbl ucnonHeHus: Prelude SNAPN™,
Prelude SNAP~ Hydrophilic (rmgpounnbHbIi),

MpunoxeHne K AKcNayaTauMoHHOM JOKyMeHTauum, oT 01 ceHTA6pA 2020 T.

[NoroTwun komnaHun «MepnT Megukay CucTems, VHK.»}
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Mebl, KomnaHua «Meput Megukan Cuctems, NHK.», Bblpaxxaem Bam cBoe noyTteHne n npocum
yntaTth pasgen «YTUNMUN3ALUNA» Ha cTpaHuue 14 3kcnnyatauuMoHHOW [OKYMeHTauuu, OT
01 ceHTs6psa 2020 r., B cnefytoLLein pegakuum:

TpeboBaHUA K 3alMTe OKpY>XKaroLel cpefbl NPy NPYMEHeHUN MeAULMHCKOTO U3LeNnns:
O6paboTka, TPaHCMOPTUPOBKA W XpaHeHWe MeAULUHCKOro UW34enus He OKasbreatoT
oTpuLaTe/ibHOe BAVUAHWE Ha NI0AEN UN OKPYXatoLLYyto cpesy.

Bo wu3bexaHue PUCKOB 415 3[40POBbA U OKPYXatoWel cpefbl, CBS3aHHbLIX C yTuau3auuen
MeLVNLMHCKUX W3LeNniA, nepcoHany HeobXOoAMMO YTWIM3MPOBaTb MeULMHCKWE W3[eNns B
COOTBETCTBUWN C MHCTPYKLMAMU, MPUHATHIMU B TOM UIN MHOM MeLULUHCKOM YUPeXAeHUN.
MeguumnHckoe wun3genue cooteetcTByeT CadluH 2.1.3684-21 u oTHocuTCcA K Knaccy b
(«3nmMaemmnonormyeckme  oMacHble  OTXOAbl»)  WMHMMUUMPOBaHHble U MOTEHUMANbHO
NHOULMPOBAHHbIE OTXOAbI.

KOHONAEHUMAJTIBHAA NHPOPMALINA KOMMAHWA

CrpaHuua 2 n3 2
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[ekc/n gaHHOTO AOKYMeHTa nepeBén nepeBofUnk PaxuMmkynos dnbaap Cepkannesny. 3HaHue MHOCT PAHHOTO
nhwa nogTBep>Aak. BeiNONHEHHbI NepeBo/ ABNAET CSA NPaBU/bHbLIM, TOYHBIM W MONHbLIM.

Poccuiickas depepayns
[fopog Mocksa
[leBATOro asrycra fiBe ThiCAYM fBajLaTb NEPBOro roga
A, ToHkuii AMuT puii BanepbeBuy, HoTapuyc ropoga MocKBbl, CBUAETENbCTBY NMOANMHHOCT b NOANNUCK
nepesogymka Paxumkynosa dnbgapa Cepkaunesmya.
Mognuck caenaHa B MOEM NMPUCYT CTBUN.
NTnyHocTb NoanucasLlero aHoB/EHA.

3apeeia:mpupoeaH(™ie'S" pmi*, T 2i
YnnauyeHo 3a CoBe, “ AT BUA: 400 py6.

[ B- TOHKVH

HoTapwnyc
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