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Merit
WRAPSODY

Endovascular Stent Graft System

INSTRUCTION FOR USE

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

DESCRIPTION

The Merit WRAPSODY”™" Endovascular Stent Graft System is comprised of the WRAPSODY Stent Graft and the
WRAPSODY delivery catheter system. The WRAPSODY Stent Graft is a flexible, selfexpanding endoprosthesis
designed for placement in the vasculature. The WRAPSODY Stent Graft is made of nitinol that is encapsulated between
layers of fluoropolymer. Placement ofthe WRAPSODY Stent Graft is facilitated by radiopaque markers, three on each
end, that are located on both end rows of the WRAPSODY Stent Graft (see Figure 1). Both ends of the WRAPSODY
Stent Graft arc trimmed in a scalloped manner.

Figure 1.

Scalloped End Rows

Extreme End

PTFE/ePTFE Nitinol Wires

Radiopaque Markers —

The WRAPSODY Stent Graft is compressed and preloaded onto the WRAPSODY delivery catheter system and is
housed in the Stent Graft Pod (Figure 2). The WRAPSODY delivery catheter system is designed for single-handed
deployment and consists of a deployment handle (see Figure 2) that allows for controlled delivery ofthe WRAPSODY
Stent Graft. The working length (see Figure 2) of the WRAPSODY delivery catheter has a hydrophilic coating. The
WRAPSODY delivery catheter system has one port with a female luer connection for flushing both the guide wire
lumen and the Stent Graft Pod. The WRAPSODY delivery catheter shaft has radiopaque marker bands, corresponding
to the proximal and distal ends ofthe Stent Graft Pod, to provide guidance during placement of the WRAPSODY Stent
Graft.
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Figure 2.

PRODUCT CLASSIFICATION
WRAPSODY Endovascular Stent Graft System with delivery system by "Merit" is classified as products of class 3

risks class .
DEVICEIS) CATEGORIZATION
WRAPSODY Externally Communicating Device with Circulating Blood Constant Contact (more
Endovascular than 30 days).Products are intended for invasive use (use temperature from 32°C to
Stent Graft 44°C, humidity 100% (direct contact with blood)

Delivery System  Externally Communicating Device with Circulating Blood Transient Contact (< 24
hours).Products are intended for invasive use (use temperature from 32°C to 44°C,
humidity 100% (direct contact with blood)

INDICATIONS FOR USE

The Merit WRAPSODY Endovascular Stent Graft System is a flexible self-expanding endoprosthesis indicated for
use in hemodialysis patients for the treatment of stenosis or occlusion within the dialysis outflow circuit of an
arteriovenous (AV) fistula or AV graft.

INTENDED USE

The Merit WRAPSODY Endovascular Stent Graft System is a flexible self-expanding endoprosthesis indicated for
use in hemodialysis patients for the treatment of stenosis or occlusion within the dialysis outflow circuit of an
arteriovenous (AV) fistula or AV graft.

CONTRAINDICATIONS
* Do not use if full expansion ofa PTA balloon cannot be achieved during pre-dilation.
Do not use in patients who have a hypersensitivity to nickel.

WARNINGS

* This device is intended for use by physicians who are familiar with the complications, side effects, and dangers
associated with intravascular stent graft procedures.

« Keep dry. Protect the packaged product from direct exposure to sunlight.

« The sterile packaging and devices should be inspected prior to use. Verify that the packaging and the devices are
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undamaged and that the sterile barrier is intact. I1f damaged, do not use.
« Do not use the WRAPSODY device after the expiration date.
« Care should be used to avoid puncturing or cutting the WRAPSODY Stent Graft.
* Do not use a kinked WRAPSODY delivery catheter or kinked valved introducer sheath as this may result in difficulty
or inability to deploy the WRAPSODY Stent Graft.
« An appropriately stiff guide wire is required to be in place before introduction of the WRAPSODY delivery catheter
into the body. The guide wire must remain in place during the introduction, manipulation, deployment, and eventual
removal of the WRAPSODY delivery catheter.
« Repositioning ofthe WRAPSODY delivery catheter may be necessary prior to deploying the stent graft.
* Once deployed, the WRAPSODY Stent Graft cannot be retracted or resheathed onto the delivery catheter.
 Placing a stent graft across a side branch may obstruct blood flow and prevent or hinder future access or other
procedures.
* Placing a stent graft beyond the ostium of the cephalic vein into the axillary/subclavian vein may hinder or prevent
future access and is not recommended.

0 * Do nofuse the WRAPSODY device if it cannot be flushed prior to use. Guide wire lumen and Stent Graft Pod flushing
are required prior to insertion or reinsertion.
« After use, the WRAPSODY delivery catheter is a potential biohazard. Handle and dispose of in accordance with
accepted medical practice and with applicable local, state and federal laws and regulations.
 Inadvertent, partial, or failed deployment or migration of the WRAPSODY Stent Graft may require surgical
intervention.
» The safety and effectiveness of the device when placed in the Superior Vena Cava has not been evaluated.
« The safety and effectiveness of the device has not been evaluated in pediatric patients.
« Do not use in patients with uncorrectable coagulation disorders.
Do not use in patients when there is clinical evidence of infection which could spread to the implanted stent graft.
- Do not use in patients with functional relevant obstruction of the inflow path, poor outflow or no distal runoff.
» The WRAPSODY Stent Graft System is not designed to treat fresh, soft thrombotic or embolic material.

PRECAUTIONS
« Follow the Instructions for Use with all devices that are used together with the Merit WRAPSODY Endovascular
Stent Graft System.
« The WRAPSODY delivery catheter is not intended for any use except to deploy the WRAPSODY Stent Graft.
« The WRAPSODY delivery catheter can only deploy the WRAPSODY Stent Graft after the safety clip is removed.
This should not be done until the WRAPSODY Stent Graft is about to be released. See DIRECTIONS FOR USE.
« Higher deployment forces may be encountered on longer lengths of WRAPSODY Stent Grafts.

0 *« The WRAPSODY Stent Graft should not be balloon expanded beyond its stated diameter. Refer to Table 1 for the
appropriately sized balloon diameter.
< Do not use a balloon that is longer than the labeled length ofthe WRAPSODY Stent Graft.
* When passing any accessory device through the WRAPSODY Stent Graft use caution and ensure that the
WRAPSODY Stent Graft does not dislodge.
* Do not withdraw or reposition a balloon catheter within the lumen ofthe WRAPSODY Stent Graft unless the balloon
is completely deflated.
» The safety and effectiveness of the device when placed across an aneurysm or a pseudoaneurysm has not been
evaluated. * The safety and effectiveness of the device has not been evaluated in areas of extreme
flexion such as the clavicle, popliteal fossa, and antecubital fossa.
* Testing has not been conducted for the use of the WRAPSODY Stent Graft in an overlapped condition with bare
metal stents or with other competitive stent grafts (or covered stents).

PRECAUTION STATEMENT

For single patient use only. Do not reuse, reprocess or resterilize. Reuse, reprocessing or resterilizalion 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 ofthe patient. Any serious
incident that has occurred in relation to the device should be reported to the manufacturer and the superintendent
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authority of the applicable Member State.

CLINICALLY RELATED COMPLICATIONS

All clinical complications that have been reported in association with conventional vascular stents and stent grafts may
also occur during or after insertion ofthe WRAPSODY Stent Graft. These include allergic reaction, aneurysm, ann or
hand oedema, bleeding at access site, cellulitis, cerebrovascular accident, congestive heart failure, face or neck oedema,
fever, haematoma, haemoptysis, haemorrhage, infection, pain, perforation, prolonged bleeding, pseudoaneurysm, rash,
reaction to contrast, restenosis requiring intervention, sepsis, steal syndrome, stent graft embolism, thrombotic and non-
thrombolic occlusion, vasospasm, vasoconstriction, ventricular fibrillation, vessel rupture, and death.

DEVICE RELATED COMPLICATIONS

All device related complications that have been reported in association with conventional vascular stents and stent
grafts may also occur when using the WRAPSODY Stent Graft. These include bond joint failure, delivery system
kinking, detachment of part, failure to deploy, high deployment forces, inability to track to the target location,
inaccurate deployment, incompatibility with accessory devices, insufficient stent graft expansion, premature
deployment, stent graft fracture, stent graft kinking, stent graft migration, stent graft misplacement, and occlusion.

NOTES

 Before introduction into the patient, the hydrophilic coating on the WRAPSODY delivery catheter must be wetted
with sterile heparinized saline, and the guide wire lumen and

Stent Graft Pod must be Hushed with sterile heparinized saline.

« Post-dilation of the implanted WRAPSODY Stent Graft is required with a balloon equal in diameter to that of the
selected WRAPSODY Stent Graft diameter.

« Prescribed anticoagulation pre-, during and post- procedure should follow institutional standards, including dual
antiplatelet treatment if appropriate.

MRI SAFETY AND COMPATIBILTY INFORMATION
Non-clinical testing has demonstrated that the WRAPSODY stent graft is MR Conditional. A patient
with an implant from this family can be scanned safely in an MR system under the following
conditions:
« Static magnetic field of 1.5-Tesla and 3-Tesla, only.
* Maximum spatial gradient magnetic field of 4,000-gauss/cm (40-T/m).
* Maximum MR system reported, whole body averaged specific absorption rate (SAR) of 2-W/kg for 15 minutes of
scanning (i.e., per pulse sequence) in the Nonnal Operating Mode.

Under the scan conditions defined, the Merit WRAPSODY Endovascular Stent Graft is expected to produce a
maximum temperature rise of 1.6 °C after 15 minutes of continuous scanning (i.e., per pulse sequence).

In non-clinical testing, image artifact caused by the Merit WRAPSODY Endovascular Stent Graft extends
approximately 3 mm from device when imaged with a gradient echo pulse sequence and a 3-Tesla MR system. The
lumen of the Merit WRAPSODY Endovascular Stent Graft can be visualized on Tl-weighted, spin echo and gradient
echo pulse sequences.

MERIT WRAPSODY STENT GRAFT SIZING AND SELECTION

It is essential to ensure that the appropriate diameter and length are chosen for the WRAPSODY Stent Graft prior to
introduction. To ensure adequate fixation (or vessel wall apposition), it is recommended to oversize the diameter ofthe
WRAPSODY Stent Graft relative to the healthy (non-diseased) portion of the vessel, see Table 1 The stent graft
selected should extend at least |1 cm beyond the proximal and distal margins ofthe obstruction or dissection.

Reference Stent Delivery  Available Guide Wire Delivery —Recommended = Recommended
Vessel Graft system Stent Diameter system Balloon Introducer
Diameter’ Diameter Outer Graft Working ~ Diameter for ~ Sheath Size (Fr)

(mm) (mm) Diameter Fr  Lengths® Length Stent Graft
(mm) (mm) (cm) Touch-up (mm)
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4,6-5,3 6 8(23 mm) 50, 75, 100, 0,889 mm 80.120 6 8( 2.3 mm)

125 (0,035”)
54-6,1 7 9@3mm) 50,75, 100, 0,889 mm 80,120 7 9(3 mm)
125 (0,035”)
6,2-7,2 8 9(3 mm) 50,75 0,889 mm 80,120 8 9 (3 mm)
(0,0357)
8 10(33mm) 100,125 0,889 mm 80, 120 8 10 (3.3mm)
(0,035”)
7,3-8,1 9 1033mm) 50,75 0,889mm 80,120 9 10 (3.3 mm)
(0,035”)
9 n (37mm) 100,125 0,889 mm 80, 120 9 11(3.7 mm)
(0,0357)
8,2-9,0 10 1 @37mm) 50,75 0,889 mm 120 10 11 (3.7 mm)
(0,035”)
10 124 mm) 100,125 0,889 mm 120 10 12 (4 mm)
(0,035”)

“ Recommended endoprosthesis compression within the vessel is approximately 10-25%
Labeled lengths are nominal and are measured from each extreme end of the stent graft

REQUIRED SUPPLIES

mMerit WRAPSODY Endovascular Stent Graft System

« Marker guide wire or catheter (for calibrated measurement reference)

« Sterile heparinized saline and sterile saline

« Sterile syringes

«0.035” (0.889 mm) stiff guide wire at least twice as long as the length of the delivery
catheter system

* Valved introducer sheath with appropriate inner diameter

« Balloon angioplasty catheter and accessories for pre and/or post dilation
* Guide catheters and accessories

« Contrast medium

INFORMATION ABOUT POTENTIAL USERS AND USE CONDITIONS

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

APPLICATION CONDITIONS

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

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

DIRECTIONS FOR USE

Initial Preparation

« Select the appropriate vessel to access. Use the appropriate local anesthesia. A percutaneous Seldinger technique is
preferred. A cutdown may be performed when necessary.

» Once vascular access is gained, insert an appropriately sized, valved introducer sheath for insertion of the
WRAPSODY delivery catheter.

* Prepare an appropriate guide wire per its Instructions For Use and advance the guide wire under fluoroscopy across
the lesion.

* Prior to placement of the Merit WRAPSODY Stent Graft, pre-dilate the lesion with percutaneous transluminal
angioplasty (PTA) in accordance with the manufacturer’s Instructions For Use. Ensure full expansion of the balloon
within the lesion.

* Following deflation of the angioplasty balloon, evaluate the results angiographically.
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Sizing and Selection of the WRAPSODY Stent Graft

« Assess the vessel to determine the diameter and length of the WRAPSODY Stent Graft needed. It is recommended
to use the healthy vessel diameter immediately adjacent to the lesion to determine the stent graft diameter. Use Table
1to select the most appropriate WRAPSODY Stent Graft. Undersizing ofthe WRAPSODY Stent Graft diameter may
result in device migration.

* The WRAPSODY Stent Graft lengths listed in Table | are nominal. When determining the length of the stent graft,
please note that the stent graft should overlap the healthy vessel at least 1 cm beyond the proximal and distal margins
of the lesion.

« If multiple devices are to be overlapped, the recommended tips should be followed:

» The diameter of devices being overlapped should not differ by more than 2 mm.

- If unequal device diameters are used, the smaller device should be placed first and then the larger device should
be placed inside the smaller device.

« To ensure that all overlapped WRAPSODY Stent Grafts are in good apposition to each other, it is recommended
that the overlap distance be a minimum of 1cm across devices being used.

« Post-dilation of the first WRAPSODY Stent Graft should be perfonned prior to placing the second device.
Then post-dilation of the second device is performed.

« Check expiration date on product package. If product is expired, do not use. Make sure there is no damage to the
package or the sterile barrier - if there is damage or the sterile barrier has been compromised do not use. Remove the
outer pouch and place the inner pouch (which is sterile) onto the sterile field. Carefully remove contents of the inner
pouch and inspect for damage such as kinks, bends, or other damage. If any damage is found, do not use.

« Prior to inserting the WRAPSODY delivery catheter into the valved introducer sheath, check that the diameter and
length of the stent graft as well as the delivery catheter length are correct for the lesion being treated.

Introduction and Positioning of the Merit WRAPSODY Endovascular Stent Graft System

« When pre-deployment PTA has been successfully completed, be sure to remove the deflated balloon catheter while
maintaining position of the guide wire beyond the target lesion.

« Ensure that the stiff guide wire is 0.035” (0.889 mm).

 Before inserting the WRAPSODY delivery catheter into the patient, prepare the deliveiy catheter. First, flush the
Stent Graft Pod. This is done by placing a finger to occlude the distal end ofthe delivery catheter (see Figure 3) followed
by injecting sterile heparinized saline through the flushing port (see Figure 2). Watch for drops of saline to emerge at
thejunction of the Stent Graft Pod and the tip, as this will indicate that the Stent Graft Pod has been successfully flushed
(see Figure 3). Second, flush the guide wire lumen. This is done by removing the finger followed by injecting sterile
heparinized saline through the flushing port (see Figure 3). Watch for saline to emerge from the end of the delivery
catheter. Finally, wet the hydrophilic coating of the delivery catheter using sterile heparinized saline to ensure smooth
introduction through the valved introducer sheath.

Figure 3.

Wire Lumen
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- With the WRAPSODY delivery catheter as straight as possible, insert the “back end” of guide wire into the tip of the
delivery catheter (see Figure 2) making sure to maintain guide wire position. Carefully advance the WRAPSODY
delivery catheter through the valved introducer sheath continuing to wet the hydrophilic coating as needed, and into
the access vessel. Note: If excessive resistance is felt as the delivery catheter is introduced through the haemostasis
valve, remove and inspect the delivery catheter for damage. Do not reuse if damaged. Ensure the valved introducer
sheath diameter is compatible with the given delivery catheter outer diameter (see Table 1), and that the valved
introducer sheath is free of kinks.

» Using fluoroscopic guidance, advance the WRAPSODY delivery catheter. Advance cautiously, especially if
resistance is felt. Ifexcessive resistance is felt, reassess procedure.

« Continue to advance delivery system until the leading edge of the stent graft is past the lesion. Then, maintaining tip
position, pull slightly to straighten the delivery system.

e Using fluoroscopy, verify that delivery catheter is optimally positioned for deployment and that the selected stent
graft length covers the entire lesion and both ends of the stent graft extend at least 1 cm into a non-diseased vessel
segment.

Deploying the Merit WRAPSODY Stent Graft: Standard Deployment

Figure 4 a-f
Distal marker
band u f
w ... "
Proximal marker A
band
hM

» Advance the Merit WRAPSODY Stent Graft delivery catheter until the distal marker band (see Figure 4a) isjust past
the desired stent graft landing zone.

» Deployment of the WRAPSODY Stent Graft requires a priming step prior to full deployment ofthe stent graft. Prime
the system by perfonning several micro-clicks (partial depression of the handle) until the catheter outer sheath begins
to retract and the distal marker band aligns with the WRAPSODY Stent Graft marker bands (see Figure 4b).

« Confirm desired deployment location and adjust by pulling or advancing the catheter.

« Continue perfonning micro-clicks of the delivery' handle to further retract the outer sheath of the delivery catheter,
uncovering the leading edge of the unconstrained WRAPSODY Stent Graft. A short segment of the WRAPSODY
Stent Graft will begin to expand or flare from the end of the catheter. Continue to deploy until the first row of the stent
graft has deployed and contacts the vessel wall (see Figure 4c). At this point,

the stent graft may be pulled back to the target deployment location (see Figure 4d).

Note: The WRAPSODY delivery' system should not be advanced forward once any portion of the stent graft is apposing
the vessel wall.

« Continue depressing the WRAPSODY Stent Graft handle, while applying light tension to the catheter during stent
graft deployment until the stent graft is completely released from delivery system (see Figure 4e).

* Note: The proximal marker band on the WRAPSODY delivery' catheter should be visualized and remain in stable
position during deployment.

« Once the WRAPSODY Stent Graft is fully deployed and no longer constrained by the delivery catheter, carefully
withdraw the delivery system under fluoroscopic imaging, to ensure delivery catheter tip does not catch on the
WRAPSODY Stent Graft, which could cause stent graft dislodgement. Maintain position of the guide wire through the
WRAPSODY Stent Graft.

* Excessive force during delivery catheter removal may damage the delivery catheter or the valved introducer sheath.
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If resistance is encountered when removing the delivery catheter, it is recommended to remove the deliver®’ catheter
and valved introducer sheath as a unit, maintaining guide wire position through the deployed WRAPSODY Stent Graft.
Then, insert a new valved introducer sheath of identical size as the one that was removed.

« Select an appropriately sized PTA balloon (Table 1), no greater in diameter than the WRAPSODY Stent Graft, to
perform post deployment dilation. Inflate the PTA balloon along the entire length of the WRAPSODY Stent Graft.
Multiple inflations may be required if the WRAPSODY Stent Graft length is longer than the PTA balloon. Avoid
balloon dilation beyond the ends of the WRAPSODY Stent Graft.

» After completion of the touch-up procedure, deflate PTA balloon and carefully remove it.

 Use contrast angiography to evaluate the treated vessel segment and distal flow circuit

prior to completing the procedure (sec Figure 4f).

STERILIZATION
Ethylene Oxide (EO) Sterilization: This product is not intended to be re-sterilized by the user

I PACKAGING MATERIALS AND CONFIGURATION
The preloaded Merit WRAPSODY Endovascular Stent Graft System is packaged straight within a die-cut support card
to eliminate potential for the device to take a shape set. the device packaged on the die-cut support card is then packaged
within two nylon/Tyvek pouches (double sterile barrier) and placed in a carton, with one stent graft and delivery system
per carton and sent for sterilization. Upon order, the sterile sub assembly is labeled for sale and packaged in a shipper
containing 1 Merit WRAPSODY Endovascular Stent Graft System, 11FU and 1 patient card

LABFXING
Product label formats have been developed and approved for single products, sterile packaging and shipping packaging.
The approved marking is in the technological regulations of the product.

Table: Description of the marking symbol (including Russian supplemental label)

.Manufacturer
tJ
1EC|rep| EC Representative
Manufacturing date
d] 9

Do not reuse
(2)

Do not rested Ize

REE Catalog number
i LOT i Lot Number
ISTERILE‘EO Sterilized using ethylene oxide
H 0n|y Caution: Federal law restricts this device to sale by or on the order of a

(licensed healthcare practitioner).

Use by date YYYY-MM-DD

g
K Caution, consult accompanying documents
( § ) Do not use if package is opened or damaged.
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STORAGE METHOD

Store in a dark, cool, dry place. Avoid prolonged exposure to light, moisture, organic solvents, ionizing radiation or
ultraviolet radiation. Inspect the unpacked product to ensure it is not damaged

Storage conditions:
Temperature +5°C to +27 °C (environment)

Transport conditions:
Temperature -35°C to +55 °C (environment)

Devices are packaged and labeled as sterile single use products. Sterility protection system defined in accordance with
standard 1SO 11607 for preventing penetration of microorganisms and provide an aseptic product presentation in the
place of use. As part of the production process is carried out verification of the integrity of the packaging.

Shelf life -3 years

DISPOSAL

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

Medical Device " WRAPSODY Endovascular Stent Graft System" according to the Sanitary Rules and Regulations
2.1.3684-21 is related to Class B contaminated and potentially pathological wastes (epidemiologically hazardous
wastes).

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

LIMITATION OF LIABILITY

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

AUTHORIZE REPRESENTATIVE IN RUSSIAN FEDERATION

Limited Liability Company "Merit Technologies”

(LLC "Merit Technologies"),

Legal address; Russian Federation, 119017, Moscow, 1-st Kazachiy pereulok 7, floor 1, room 6 Tel / fax: +7 (495)
221-89-02
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I'j



(I

MODELS:

The Merit WRAPSODY Endovascular Stent Graft System with delivery system 80 cm:

1. Endoprosthesis with a diameter of 6 mm, 7 mm, 8 mm, 9 mm, length 50 mm, 75 mm, 100 mm, 125 mm - 1 pc.
2. Delivery system, working length 80 cm - 1 pc.

3. Instructions for use - 1 pc.

4. Patient information card - 1 pc.

The Merit WRAPSODY Endovascular Stent Graft System with delivery system 120 cm:

1 Endoprosthesis with a diameter of 6 mm, 7 mm, 8 mm, 9 mm, 10 mm 12 mm, 14 mm, 16 mm, length 30 mm, 40
mm, 50 mm, 60 mm, 70 mm, 75 mm, 80 mm, 100 mm, 125 mm - 1pc.

2. Delivery system, working length 120 cm -1 pc.

3. Instructions for use - 1 pc.

4. Patient information card - 1 pc.

TABLE: PERFORMANCE SPECIFICATION

CHARACTERISTIC SPECIFICATION
Endovascular stent-graft WRAPSODY
Stent Graft Integrity / Visual Inspection Post deployment stent graft shall be free from mechanical defects including

through holes, cracks, scratches, permanent set and graft layer delamination.
Stent graft shall show no dirt, soiled areas, spots, stains, embedded particles
or other defects that would render the device unsuitable for its intended use.
Radiopacity Radiopaque
Porosity Porosity - luminal surface fiber thickness (pm): 0.1 minimum, 2.9 maximum
Porosity luminal surface - pore area (14,72): 2.8 minimum, 18.5 maximum
Porosity outside diameter (OD): Visible porosity at 950X magnification

Longitudinal tensile strength >15N

Burst: >33,0 PSI

IWP <5 ml * cm'- * min* at 120 mmHg

Fatigue Life 10 years

Stress/Strain Analysis: Safety factor > 1.0

Corrosion breakdown potential (Eb) > 600 millivolts

Kink radius Kink radius 13.95 mm maximum for 6 mm, 7 mm, 8 mm, 9 mm, 10 mm
Kink radius 28.60 mm maximum for 12 mm, 14 inm, 16 mm.

Stent Graft Usable Length Labeled length

Stent Graft Inside Diameter Labeled inside diameter

Stent Graft Wall Thickness:

Stent Graft Labeled Wall Thickness.
Diameter (mm) Maximum (mm)
6 021
7 0.26
8 0.27
9 0.28
10 0.33
12 0.37
14 0.44
16 0.57
Stent Graft Radial Outward Force (N/mm); 0.078 Minimum,
0.709 Maximum
Stent Graft Compression Resistance (N/mm) 0.076 Minimum, measured at 50% compression of stent graft labeled

diameter.
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CHARACTERISTIC
Safe for use with MRI

Compatible with post deployment balloon touch

ilE

Weight

DELIVERY SYSTEM

. Visual (delivery system) - pre-
deployment

‘Visualization
Tensile strength

Delivery system kink radius

Lubricity:

Force to deploy

Delivery system handle mechanism strength
Guide wire lumen internal diameter
Delivery system labeled working length

Hydrophilic Coating Length

Maximum loaded catheter French size by
labeled stent graft diameter and length

Weigth

Raw materials

KomnoHeHT OnwucaHue getamu
CUCTEMbI

Stent Graft

Delivery Shaft
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SPIX’IFICATION
MRI compatible under certain conditions (see MRI Compatibility section
in the product instructions for use)
Stent Graft is compatible with PTA balloons labeled with same outside
diameter as stent graft diameter.

<109

Pre-deployment delivery system shall be free from holes, cracks, scratches
and kinks that would render the device unsuitable for its intended use.

There shall be no exposed braid wire and all catheter transitions shall have a
complete bond (i.e., bond shall extend 360® around all transitions).

Catheter shaft body and tip shall be smooth with no sharp edges.

Hydrophilic coating shall be free from delamination.

Gap between catheter and tip must be < 2mm.,
Delivery system incorporates three radiopaque marker bands on each end

0 Catheter transitions: > 24.2 Ibf

0 Carrier mechanism to catheter bond: > 24.2 Ibf
0 Guide wire lumen to luer: > 3.0 Ibf

0 Guide wire lumen to ablated flush hole: > 3.01bf
0 Guide wire lumen to molded tip: > 3.0 Ibf

No kink at a radius of > 2.0 inch ( 5,1 cm)
Frictional force <52,5 gf.(0,5N)
24,2 1bf (107,6 N)
>24,2 1bf(107,6 N)
0.037" (0,94 mm)
Delivery system labeled working length of 80 cm shall be >80 cm.
Delivery system labeled working length of 120 cm shall be> 120 cm.
Delivery system labeled working length

Labeled Labeled Stent Max OD Along
Stent Graft Graft Length Working Length
Diameter (mm) (inch)
(mm)
6 50, 75. 100, 125 O.l10
7 50, 75, 100, 125 0.123
8 50, 75 0.123
100, 125 0.137
9 50, 75 0.137
100, 125 0.150
50, 75 0.150
10 100, 125 0.163
30, 40, 50, 60,
12 70, 80 0.163
1 30, 40, 50 0.163
60. 70, 80 0.189
30.40, 50,60.
16 70, 80 0.189

Less than 1kg

Martepuan

PTFE. Nithinol, Pt-Ir

PTFE. FEP, polyamide, stainless steel, barium sulfate, tungsten, platinum-



KomnoHeHT OnucaHve petam

CUCTEMBI
system
Handle
Protection tube
Packaging Die-cut card
Pouches
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Matepuan

iridium alloy, cyanoacrylate, hydrophilic coating

Colorant: Dark blue Pantone 280C

Polycarbonate, nylon, ABS plastic, stainless steel

Dyes: gray Panton 431C, lavender Panton 270C, red: Panton 485 C
Transparent polypropylene

Carton

Pouch, Nylon/1073B, TYVEK, DuPont, Corp. USA
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[MepeBog ¢ aHrIMIACKOr0 A3blKa Ha PYCCKUI A3bIK\

WNHCTPYKUMA MO MPUMEHEHUIO
Wrapsody

[Jata: 18 aHeapsa 2023r.
Coctount 13 15 cTpaHul

YOOCTOBEPEHWE

LWrar KOTa )
TOYHOE MeCTO
Okpyr ConT-/leiik )

CeropHsa, 18 auBapa 2023 r., Ko MHe, HoTapuycy J[hkeHHugep POpAX3IM, /IMYHO ABUNACH
I>xeHHudep B366, MeHefXkep oTAena N0 HOPMaTWBHO-NPABOBOMY  PEryIMPOBAHUIO,
NOATBEPAMBLUMI HA OCHOBaHUN y6eANTeNbHbIX LOKa3aTe/IbCTB, YTO OH ABNAETCA INLOM, NOANKUCH
KOTOpPOro NpocTaBfieHa Ha npuiaraeMoM AOKYMEHTe, a TakXe MOATBepAMBLUWIA, YTO OH INYHO
nognucan ero.

Y n0cToBEPAeTCS MOE NOAMMUCHI0 N O(ULMANBLHO MeYaTbHo.

Inodnuchbl
HoTapuyc

Mos nuueH3na aeincTemTensHa Ao 27 noHsa 2025 r.

{WTawmn:

[xeHHndep Popaxam

Hotapuyc wrata FOTa

JnueH3ns Ne 718608

Mos nuueH3ns gercTeuTenbHa go 27 noHsa 2025 r.]
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MeyaTb KOMnaHun MepuT Megukam CucTteme VIHK.

nognucb
L>xeHHugep Babo

MeHef)Kep oTfena No HOPMaTUBHO-NPaBOBOMY
perynnpoBaHuio

Meput Megukan Cucteme VHK.

18 auBaps 2023

WHCTPYKUMA N0 NPUMEHEHUIO
MEAVWUWMHCKOE N3LENWNE
3HgonpoTes cocyancToii WRAPSODY ¢ cucTemoi 4OCTaBKM

NponssoanTens
MepuT Megukan Cucteme NHK, CLUA
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Merit
WRAPSQODY

HponpoTes

MHCTPYKUWMA MO NPUMMEHEHWIO

MNEPEL NCIOJ/Ib3SBOBAHVWEM BHWMATEJ/IbHO O3HAKOMBTECbH CO BCEMW
NMHCTPYKUMNAMW. HECOB/TIOAEHWE BCEX TMPEAYMPEXAEHUW N MEP
MPEOJOCTOPOXHOCTU MOXXET NMPUBECTUN K OC/ZTOXXHEHUAM.

OMMCAHWVE

3Hponpote3 cocyaucTtolit WRAPSODY npeacTtaBnser coboit rubkuii camopaclumnpsitoLLmiics
3HAONPOTE3, MpefHa3HaYeHHbI ANa pasMelleHns B cocyjax. DHAO0MPOTe3 COCYAMCTbIV
WRAPSODY  u13rotoBfieH ©“3 HWUTWHOMA, 3aK/JlO4YeHHOro Mexgy crnoamuy [ITH3
(nonuteTpadTopaTuneH). PasmeweHne sHgonpoTesa WRAPSODY npoucxoauTt nerye 6narogaps
PEHTIeHOKOHTPACTHbIM MapKepaM, pacrnosioeHHbIM Ha KpaiHUX psgax ¢ 06enx CTOpPOH, No Tpu
MapKepa Ha Kaxaom KoHue unsgenus (cm. pucyHok 1). O6a koHua aHponpotesa WRAPSODY
NMEIT 3ybuatble Kpas.

PucyHok 1

3ybuartble Kpas Ha KOoHLax

KpaiiHuii koHeLy

MNT®3/skcnaHan-  HuTMHONOBas
( poBaHHbIi MT®3  npoBooKa

PeHTreHOKOHTpacTHbIe MapKepsb! -

3HponpoTes cocyamcTbii WRAPSODY cXumaeTcs U yCcTaHaBIMBAeTCs B CUCTEMY [OCTaBKW B
COCTOAAHUW MPeLBapUTE/IbHOTO HaNPSXEeHWA, NOMeLLaaChb B Kancyne aHgonpoTesa (PUCYHOK 2).
CucTtema J0oCTaBKKM pa3paboTaHa 415 pa3BepTbiBaHMA 6€3 NOCTOPOHHEN NOMOLLWN U NpeAcTaBASeT
coboin pyyky Ana pasBepTbiBaHMA (CM. PUCYHOK 2), MO3BONAOLWYI KOHTPO/NIMPOBATb AOCTaBKY
aHponpoTesa. Paboyas AnnHa (CM. PUCYHOK 2) CUCTEMbl A0CTaBKM WUMeeT ruapoduibHOe
nokpbiTMe. CucTeMa A0CTaBKM OCHaleHa OAHUM MOPTOM C KaHto el JTioapa Ans NpoMbIBKM Kak
npocseTa NPOBOAHMKA, TaK U Kancynbl 3HgonpoTtesa. CtepxeHb goctaBkn WRAPSODY umeet
PEeHTreHOKOHTpPAacTHble  MapKepHble  MOfIoCbl, COOTBETCTBYIOLWIME  MPOKCUMANbHOMY U
AVUCTaIbHOMY KOHLLAM Kancy/sbl 3HAOMPOTe3a, 4YTO YMNpoliaeT KOHTPOAb MNpW pasmeLleHuu
aHgonpotesa WRAPSODY.
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PucyHok 2

KITACCUNDOUNKALUNA N3OENNA

Knacc pucka nsgennii - 3

3HponpoTes cocyanctblin WRAPSODY - usaenve, npucoeinHAemMoe N3BHe U NOCTOSHHO ( 6onee
30 CyTOK) KOHTaKTMpylolee C LMPKYNMPYIOLLE KPOBbO M BHYTPEHHEN cpefoli opraHm3ma.
M3penna npefHasHadeHbl 419 MHBA3UBHOIO NPUMeHeHNs (TemnepaTypa ncrnonib3oBaHmsa ot 32°C
Ao 44°C, BnaxHocTb 100% ( NpAMO KOHTaKT C KpoBbt). CucTema AOCTaBKW - u3genwe,
npucoefuHAemMoe W3BHE W KOHTaKTUpylOWee C UUPKYIUPYIOLWEA KPOBbIO B TeuyeHue
OrpaHMYeHHOro nepuoga BpeMeHun (<24 4vacos).

HA3SHAYEHWE

MpegHasHayeH A4 NauueHTOB Ha remMoguannse. ATOT 3HAONPOTE3 UCNOMb3YeTCA ANA NleYeHns
CTeHO3a WM OKKIO3MMN, NI0KaNN30BaHHbIX Ha y4yacTKe KPOBEHOCHOrO pycna apTepuoBeHO3HOW
(AB) cucTynbl nnm npotesa

MOKA3AHNA KINMPUMEHEHWIO

3Hponpote3 cocyaucTtblin WRAPSODY npeactaBnseT cob60oil rMOKUiA camopaclumpsatouniics
9HAONPOTE3, MpefHa3HaYeHHbIi AN NauMeHTOB Ha remogmanuse. 3ITOT 3HAOMNPOTES
NCNo/b3yeTcs 419 IeHeHUA CTEHO3a W OKK/TH3MUW, TOKANN30BaHHbIX HA Y4acTKe KPOBEHOCHOrO
pycna apTepuoBeHo3HOW (AB) ucTynbl unm npoTesa.

MPOTMBOIMOKA3AHIUNA

e 3anpeLiaeTca NCNONb30BaTh, ECNN MOMHOE paclumpeHmne 6annoHa Ans YTA He MOXET 6biTb
LOCTUTHYTO BO BPEMS MpefABapuTeNbHOM AunaTauum.

* [pOTMBONOKA3aHO A/ NaLMWEHTOB C NOBbILLIEHHO) YyBCTBUTENbHOCTLIO K HUKENIO.

MPEAYMPEXAEHWNA

* [laHHOE YCTPOIeTBO MpefHAa3HAYEHO 415 UCMO/Tb30BaHMS BpadaMmn, KOTOPbIe 3HAKOMbI C
OC/I0XXHEHUSMM, NOGOYHBLIMU 3PeKTaMM U ONACHOCTAMMU, CBS3aHHBIMU C MpoLesypoi
yCTaHOBKM BHYTPUCOCYANCTOrO 3HAOMpPOTE3A.
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* XpaHMUTb B CYXOM MecTe. He noasepraiTe ynakoBKY C U34eNMeEM BO3LEACTBUIO NPAMOro
COMMHEYHOrO CBeTa.

* [Mepes UCNonb30BaHWEM CieayeT NPOBEPUTL CTEPUIBHOCTb YNAKOBKU 1 YCTPOICTB. Y 6eauTecs,
4TO YNakOBKa W YCTPOMCTBA He MOBPEX/EHbl UM YTO CTEepPUNbHbLINA Gapbep He nospexzeH. Mpu
NOBPEXEHUN He NCNOJb30BaTh.

* 3anpeLlaeTcsd UCMNob30BaTh U34eNMe No NCTeYeHUM CPOKa roAHOCTH.

» O6palyainTecb C U34ennmemM OCTOPOXHO U He JonycKalrTe MPOKOIOB UM NMOPEe30B 3HAO0MpOTe3a
WRAPSODY.

* He wucnonb3yite nepekpyyYeHHY CUCTEMY [OCTaBKM WAM MNEPeKPYYEeHHbI KnanaHHbIN
WHTPOAbIOCEP, MOCKObKY B TaKMX YCNOBUAX pa3BepThiBaHue saHAonpotesa WRAPSODY MoxeTt
ObITb 3aTPYLHEHO UM HEBO3MOXHO.

* Mepes BBEAEHMEM CUCTEMbI LOCTABKW B Te/0 nauueHTa TpebyeTcs yCTaHOBUTb NOAXOAALLMNIA
XXECTKMIn NpoBOAHUK. [MpOBOAHWMK [AO/MKEH OCTaBaTbCA Ha MecTe BO Bpemsi BBeAeHWs,
MaHUMNYNNPOBaHWNA, pas3BepTbiBaHWA W MNOCNEAYIOWEero W3BNEYEHUS CUCTEMbI [OCTaBKM
WRAPSODY.

* Mepep pa3BepTbiBaHWEM 3HAOMPOTE3a MOXET NOTPeboBaTLCA U3MEHUTL MOOXKEHNE CUCTEMBI
foctaskn WRAPSODY.

* Mocne passepTtbiBaHnA 3HAonpote3 WRAPSODY HeBO3MOXHO CXaTb WKW BEPHYTb B CUCTEMY
[,OCTaBKMU.

* YCTaHOBKa 3HAOMNPOTE3a NonepeyHo 60KOBOMY OTBETB/IEHMIO COCYy[a MOXEeT NpenAaTCTBOBaTb
KPOBOOGPALLEHNIO N 3aTPYAHATL AaNbHEALNA AOCTYN UAKW APYrue NpoLeaypbl.

* YCTaHOBKa 3HAOMpPOTe3a 3a npefefaMn YCTbA flaTepaibHON MOLKOXHOW BeHbl PYKU B
MOAMbILLEYHON/NOLKIIOUYNYHOWN BEHE MOXET MPENATCTBOBATb Aa/ibHeileMy JOCTYNY U NO3TOMY
He peKoMeHayeTcs.

» 3anpewaetca mucnonb3osatb usgenve WRAPSODY B cnyyae HEBO3MOXXHOCTU €ro npombIBKU
nepej ncrnonb3osaHnem. MNepef BBefeHMEM WM NOBTOPHLIM BBEAEHMEM Kancyny 3HAO0MNpoTe3a u
NMPOCBET NPOBOAHMKA HEOOXO4MMO MPOMbITb.

* [ocne ncnonb3oBaHusa cuctembl goctaBku WRAPSODY npefctasnseT co60i NOTeHLMANbHYO
OMONOrnMYecKyo 0MacHoCTb. JKcnayaTauus YyCTpoWcTBa W €ro  yTuausauus  LOJDKHbI
OCYLLeCTBNATbCA B COOTBETCTBMM C MPUHATLIMMA HOPMamu MeAWLWUHCKON NpPakTUKM 1
MPUMEHUMbIMU MECTHbIMU, TOCYAapPCTBEHHbIMU U (efepasibHbIMU 3aKOHaMW M HOPMAaTWUBHbLIMM
npasunamu.

e HenpegHamepeHHOe, 4acTMYHOE WM Hey[LayHOe pas3BepTbiBaHME, a TaKXe CMelleHue
sHgonpoTtesa WRAPSODY MoryT notpe6oBaTb XMpPYpruyeckoro BMeLlaTeIbCTBa.

» be3onacHOCTb M 3(DheKTUBHOCTb YCTPONCTBA MPW pasMeLeHNUN B BEPXHEW MO0 BeHe He

OLEHVBANNCb.
» besonacHocTb ¥ 3h(heKTUBHOCTb YCTPOIWCTBA [A/F MaLUMEeHTOB [AeTCKOro Bo3pacTa He
OLLeHUBA/INCb.
e 3anpeLyaeTcs MUCMONb30BaTb WM3Aenve, €CAM y NauMeHTa UMEETCs Heus3neunmoe HapylleHue
Koarynsiyum.

« 3anpellaeTcs UCNONb30BaTb U3AENNE, ECN Y MalUeHTa HabMAATCS KNMHUYECKME MPU3HAKM
VH(EKL MU, KOTOpasi MOXET pacrnpocTPaHMTLCS Ha YCTaHOBNEHHbI 3HAOMPOTES.

 3anpeljaeTcs WCNONb30BaTb W3[eNMe, eciuM Yy nauueHTa HabnogaeTcs (YHKLUMOHANbHO
3HauMMmas 06CTPYKLMSA NPUTOKA KPOBM UM NIOX0 OTTOK KPOBM NM60 OTCYTCTBYET ANCTaNbHBbIiA

OTTOK KPOBW.
e JHponpoTes WRAPSODY He npegHasHayeH Ana feyeHUA COCYAOB MPU HalnyMn HefaBHO
06pa3oBaBLUMXCA, MATKUX TPOMBOTUYECKUX UM IMBONNYECKUX MacCC.

NMPEJOCTEPEXEHWNA

» CobntofanTe MHCTPYKLUUN NO NPUMEHEHMIO BCEX YCTPOWCTB, KOTOPble MCNOMb3YIOTCSA BMECTe C
sHgonpoTesom WRAPSODY.

& 000 LHPMY [ INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU



e Cucrtema poctaBkm WRAPSODY npefHasHauyeHa WCKMHOUYUTENbHO A1 pas3BepTbiBaHMA
aHgonpotes3os WRAPSODY.

* Pa3BepTbiBaHMe aHponpoTesa WRAPSODY c nomouwbio cuctembl goctaBku WRAPSODY
BO3MOXXHO TOJ/IbKO MOC/Ie CHATUA NPeLOXPAHUTENbHOIO 3aXKUMa. CHUMANTE 3a)KUM TOJIbKO Mepef
cambIM pa3BepTbiBaHMeM aHgonpoTtesa WRAPSODY. Cm. YKA3AHWA MO MPUMEHEHWIO.
e na passepTbiBaHua 3HgonpoTe3oB WRAPSODY Ha 6onee A/IMHHBIX Yy4acTKax MOXeET
NoOHaa06UTLCA 60MbLLEE YCUNKe.

» JHgonpoTes WRAPSODY Henb3s paclinpaTb ¢ UCMONb30BaHNEM GannoHa CBEPX YKa3aHHOro
gnametpa. Cm. Tabnuuy 1, rae ykasaHbl AvameTpbl paclivpeHus Ans COOTBETCTBYHOLLEro
AnameTpa 6ansioHa.

* He wucnonb3yiite 6anioH, AnMHA KOTOPOrO MpeBbIllaeT YKa3aHHYK Ha 3TUKEeTKe AJIHY
aHpgonpoTesa WRAPSODY.

o [pn npoxoxaeHnn Kakoro-nubo BCMOMOraTeNbHOro YCTpPOWCTBa 4Yepe3 3IHAONPOTE3
WRAPSODY cnefyet cobnofate OCTOPOXHOCTb M CMeAuTb 3a Tem, 4TOBbl 3HAOMNPOTE3
WRAPSODY He cmecTuincs.

* N3Bnekatb uan nepemeliaTb GanNOHHbLIA KaTeTep B npocBete 3HponpoTesa WRAPSODY
MO>XHO TO/IbKO MNPV MOHOCTbIO CAYTOM 6asioHe.

» be3sonacHoCcTb U 3((eKTUBHOCTb YCTPONCTBA MPU YCTaHOBKE MOMEPEYHO aHeBpu3Me WAu
rncesfoaHeBpu3Me He OLEeHNBaNUCh.

» be3onacHOCTb M 3((heKTUBHOCTb YCTPONCTBA He OLEHMBANUCL B 06/1acTAX 3KCTPEManbHOro
crmbaHus, TakMxX Kak Kno4uua, NoAKoNeHHas AMKa U aHTeKyouTanbHas amka.

e lMcnbiTaHUA B OTHOWEHWM KUCMONb30BaHUA 3HponpoTtesa WRAPSODY COBMECTHO C
MeTa/IN4eCKUMMN CTEHTAMU UM aHaNOrMYHbIMKU 3HAONPOTEe3aMu APYruxX npoussoguTenein (Mnm
CO CTEHTaMW C MOKPbITUEM) He NPOBOAUNCH.

MEPbI MPELOCTOPOXHOCTU
Tonbko NS WHAMBMAYaNbHOrO MOMb30BaHUA.  3anpeliaeTcas MOBTOPHO  MCNO/Mb30BaTh,
obpabaTbiBaTb UAM CTEPUNN30BaTb YCTPOINCTBO. [MOBTOPHbIE MCMOMb30BaHWE, 06pPaboTKa MK
cTepuaunsaLma MOryT HapyLWUTb CTPYKTYPHYI LENOCTHOCTb YCTPOMCTBA WM/MAM MPUBECTM K
0TKa3y yCTPOICTBa, YTO, B CBOK 0Yepedb, MOXeT MPMBECTM K TpaBMe, 3ab601eBaHNI0 UAW CMEPTH
nauyueHTa. MOBTOPHbIE NCMONbL30BaHME, 06paboTKa UK CTepuan3aLna yCTPONCTBa TakxXe MOryT
co3fatb PUCK €ero 3arpsAsHeHUs W/MAn NpUMBECTM K UH(PULUPOBAHUIO NUOBO NepeKpecTHOMY
MHPULUMPOBAHMIO NauueHTa, BKAYad, MNOMMMO MNpoyero, nepefavyy  MHMEKLMOHHOTO
3aboneBaHuna (M 3aboneBaHWii) OT OLHOrO MNauveHTa K ApPYromy. 3arpsisHeHWe ycTpoicTsa
I MOXET MPUBECTU K TPaBMUPOBaHWIO MayMeHTa, BO3HWUKHOBEHWIO GONE3HW WAW NeTanbHOMY
ncxoay.
O n60M Ccepbe3HOM WHLUMAEHTE, MPOM3OLLEAeM C YCTPOMCTBOM, cneayet coobuaTh
NPOU3BOAUTENIO U KOHTPOUPYHOLLEMY OpraHy B COOTBETCTBUW C 3aKOHOAATE/IbCTBOM CTpaHbl
obpalleHns nsgenuns.

KNIMHNYECKUWE OCNOXHEHWNA

Bce KAMHUYECKME OCNOXHEHWUS,, Habnwgaembie NPU MCNOMb30BAHUM OO6bIYHBIX COCYAUCTbIX
CTEHTOB ¥ 3HAONPOTE30B, MOTYT TakKXXe BO3HWKATb BO BPEMS UM MOC/e BBeAEHWUS 3HAONPOTe3a
WRAPSODY.

K TakMM OCNOXHEHWAM OTHOCATCS annepruyeckas peakuus, aHeBpU3Ma, OTEK PyKW uUau
npeanneybsi, KPOBOTEYEHME B MecTe A0CTyna, (hNermoHa, KpOBOW3NMUAHWE B FOMOBHOM MO3T,
3aCTOiHaa cepfeyHas HeaoCTaTOUYHOCTb, OTEK INLA WUAW LLEWN, Xap, remaToMa, KPpOBOXapKaHbe,
KpoBOTeYeHue, UHGeKUmns, 601b, nepdopauns, ANUTENbHOE KPOBOTEUYEHMUE, NCEBAOAHEBPU3MA,
CbiMb, peakuuWs Ha KOHTpPacTHOe BeLllecTBO, TpebyloLW WA BMellaTeNbCTBa PecTeHo03, Cencuc,
CUHAPOM «O0OKpafablBaHUA», 3MO0NNS 3HAOMNPOTE3a, TPOMOOTMYEecKass M HeTPoOMOOTUYecKas
OKK/H03Ms, Cnasm COCY[0B, CYXeHue COCyAoB, puopunnaumsa xenyaoukos, paspbiB COCYA0B U
CMepThb.
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OCNOXHEHWNA, CBA3AHHBIE C YCTPOVCTBOM

Bce cBA3aHHble C YCTPOMNCTBOM OC/IOXKHEHMA, Habnogaemble NpY MUCMNOMb30BaHUN O06bIYHbIX
COCYAMNCTbLIX CTEHTOB U 3HAOMPOTE30B, MOTYT TaKXe BO3HUKATb MPWY UCMNONb30BaHUM 3HA0MPOTE3A
WRAPSODY. K TakMM OCMOXHEHMAM OTHOCATCA HapylleHWe LeN0CTHOCTM COeAUHEHWUNA,
nepekpyymBaHue CUCTEMbl AOCTaBKW, OTCOEAMHEHMWE KOMMOHEHTA, HeyJayHOe pa3BepThiBaHWUE,
npesbIlleHWe  YCUAUA  pa3BepTbiBaHWA, HEBO3MOXHOCTb  OTC/IeXXWBAHMA B LeJIEBOM
MECTOMONOXEHUWN, HETOYHOE pa3BepTbiBaHWE, HECOBMECTUMOCTb CO BCMOMOrate/ibHbIMU
YyCTPOWCTBaAMU, HELOCTATOUYHOE pacllMpeHMe 3HA0NPOTE3a, NPEXAeBPEMEHHOE pa3BepTbiBaHue, a
TaKXKe paspbiB, MepekpyynmBaHWe, eMelleHue, Hernpasu/ibHOEe pasMeLleHne 3HAoMnpoTesa U
OKKJ/THO3US.

NMPUMEYAHNA

* [epef BBefeHMEM B Te/I0 NauneHTa rngpohnaibHoe NoKpbIThe cuctemsl goctaekn WRAPSODY
Heo6X04MMO CMOYUTb CTEPU/IbHbIM  FenapuHU3NpPOBaHHbIM  (PU3PACTBOPOM; KpOMe TOro,
CTEPUNbHBIM FenapuHU3NPOBaHHLIM (YM3PACTBOPOM CnefyeT NPOMbITb MPOCBET MPOBOAHUKA U
Karcyny aHfgonpoTesa.

e [ina nocnepyrowero paclwnpeHns ycTaHOB/IEHHOro aHgonpotesa WRAPSODY TpebyeTtcs
6annoH, AnameTp KOTOPOro paBeH AnMamMeTpy BblbpaHHOro sHaonpoTtesa WRAPSODY.

* Mpn Ha3HayeHUN 10, BO BpPeMs U MNoc/e nNpouesypbl aHTUKOArynsHToB Heo6XoaMmMo cobnoaaTh
CTaHAapTbl  MEAUUMHCKOrO  yypexieHus, BKAW4Yas nNpu  HeobXOAMMOCTU  [BONHYIO
aHTUTPOMOOLMTAPHYIO TEpanuio.

MPT; NTH®OPMALUWNA O BE3OTNMACHOCTU N COBMECTUMOCTN
JoknuHnyeckne ncnoiTaHUa nokasanu, 4to sHgonpotes WRAPSODY sasnsetca MP-
COBMECTUMbIM NP CO6MOAEHNN OrpaHNYeHNin. MayneHT ¢ UMNIaHTaToOM 3TOro
cemeincTBa MoOXeT 6€30MacHO NPOXOAUTbL CKaHMpoBaHue B MP-cucteme npu
cobN0eHUN Cnefyroumnx yCnoBuii:
* MHAYKUMA CTaTUYHOIO MarHMTHOro Nons He 6onee 1,5 n 3 Tecna.
* MakcuMManbHbIil NPOCTPAHCTBEHHbIN FpagneHT MarHuTHoro nons 4000 Maycc/cm (40 Tn/m).
* MakcmMasnbHas 3aMKCcMpoBaHHas MOWHOCTL MP-cuctembl — 3T0 06C/iejoBaHNe BCErO
Tena co cpefHeil MOLHOCTbIO NOrnoueHHon Ao3bl (SAR) B 2 BT/Kr B TedeHune 15 MUHYT
CKaHWpoBaHUA (T.e. B TeYEHME MMMY/NbCHON NOC/eL0BaTe/IbHOCTN) B CTaHAApPTHOM paboyem
I pexume.
OXunpaetcd, 4YTO NPU OMUCAHHbLIX Bblle YCNOBMAX CKaHMpoBaHua 3sHponpotes WRAPSODY
BbI30OBET MNOBbLILLIEHWE TeMnepatypbl MakcMmym Ha 1,6 °C uyepe3 15 MWHYT HenpepbiBHOrO
CKaHMpoBaHUS (T.e. B Te4eHUe UMNYbCHON NOCNef0BaTeIbHOCTH).
B OOKNMHMYECKUX MUCMbITaHUAX apTeakT Un306paxeHUs, BbI3BAHHbIA  3HLOMNPOTE30M
WRAPSODY, BbIXOAUT 3a Npefenbl yCTPOKCcTBa NPUGAN3NTENBHO Ha 3 MM NpW BU3yann3auumn ¢
NMOMOLLbIO FpajMeHTHOM 3X0-UMMYNbCHOM NOCNe0BaTeNbHOCTM M UCNONb30BaHUN MP-cuCTeMbI
MowHocTeio 3 Tecna. [lpocBeT aHgonpoTtesa WRAPSODY MOXHO BM3yanusvMposaTb MO
nocfefoBatefibHOCTAM T1-B3BeLIEHHOr0 N306paXeHns, CNMHOBOIO 3Xa U rpafeHTHOro 3Xo-

MMMy nbca.

PASMEPbI 1 BbIBOP SHAOMNPOTE3 WRAPSODY

Mepen BBegeHnem 3Haonpotesa WRAPSODY Heo6xoagumo y6eauMTbCsi, 4TO BblGpaHbl
npaBUMbHbLIA AnameTp u ganHa. Ona obecnedyeHns Hagnexatwen gukcauumn (MM NpuKpenaeHuns
K CTEeHKe cocyfa) pekoMmeHayeTcsa BblbpaTb 3Hgonpotes WRAPSODY, auameTp KOTOpOro
npeBblllaeT gnameTp 340p0OBOM (HEMOPaXXeHHOW) 4yacTh cocyga; cM. Tabnuuy 1. BblGpaHHbIiA
3HAOMNPOTE3 [O/MKEH BbIXOAWUTH 3a MPOKCUMA/bHbIA W AUCTaNbHbIA Kpas O6CTPYKUUM wnnu
[OMCCEKLUM He MeHee YeM Ha 1cwm.
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Tabnuual

ba3oBblii Ounametp Hapy>Hbiii - [ocTynHble [duameTp Pabouasn  PekoMeHAyeMblli PekomeHayemblii
OvaMeTp  JHAOMpOTesa  AMaMeTp  3HayeHuss COBMECTMMOr  AnvHa  fuameTp ba/iioHa pasmep
cocyga' (Mm) (Mm) CUCTEMbI AHbl 0 CUCTEMbI A1 YCTAHOBKM  MHTPOAbHOCEPA
[0CTaBKu CTEHT-  MPOBOAHMKA  [OCTaBKM 3HAOMNPOTE3a (MM) (PpeHy)
(Ppeny) rpagTa’ (cm)
(Mm)
4,6-5,3 6 8(2.3 mm) 50, 75, 100, 0,889 Mm 80, 120 6 8(2.3 mm)
125 (0,035
Aronma)
5,4-6,1 7 9(3 mMm) 50, 75, 100, 0,889 mm 80, 120 7 9(3 Mm)
125 (0,035
Aronma)
6,2-7,2 8 9 (3 Mm) 50, 75 0,889 mm 80,120 8 9 (3 mm)
(0,035
[onMa)
8 10 (3.3mm) 100, 125 0,889 mMm 80, 120 8 10 (3.3mMm)
(0,035
[ntoiima)
7,3-8,1 9 10 (3.3. mm) 50, 75 0,889 mm 80, 120 9 10 (3.3. Mm)
(0,035
AronMa)
9 1 (3.7 Mm) 100, 125 0,889 MM 80,120 9 1 (3.7 Mm)
(0,035
[nrovima)
8,2-9,0 10 1 (3.7 Mm) 50, 75 0,889 mMm 120 10 1 (3.7 Mm)
(0,035
Aroinma)
10 12 (4 mwm) 100, 125 0,889 mMm 120 10 12 (4 mwm)
(0,035
nrovima)
9,0-10,8 1 12 (4 mm) 30, 40, 50, 0,889 mm 120 12 12 (4 mm)
60,70,80 (0,035
t AronmMa)
10,9-12,6 14 12 (4 mwm) 30, 40,50 0,889 mMm 120 14 12 (4 mm)
(0,035
Arolima)
14 14 (4.7vmm) 60, 70, 80 0,889 mm 120 14 14 (4.7vm)
(0,035
nroiima)
12,7-144 16 14 (4.7Mm) 30, 40, 50, 0,889 Mm 120 16 14 (4.7mm)
60,70,80 (0,035
AronmMa)

1) PeKoMeHAyeMOe CxKaTue 3HA0MPOTe3a BHYTPU COCYAa COCTaBNSET NpubnnsuTensHo 10-25 %
2) YKasaHHble Ha 3TUKETKe 3HaUeHUs J/INHbI SBNAIOTCS HOMUHATBHBIMU 1 M3MEPAIOTCS OT KaK40ro KpaiiHero KoHLa sHaonpoTesa

HEOBEXOAVMMbBIE MATEPUNADI

* SHponpoTes cocyanctelin WRAPSODY

* MMpOBOAHMK UM KaTeTep C MapKepoMm (419 3TaI0OHHOT0 KanmbpoBOYHOI0 N3MeEpPeHNs)

» CTepubHbIA renapnuHN3NPOBaHHbIN PU3PACTBOP U CTEPUNLHBIN (hn3pacTBop

» CTepubHble WNPULbI

* XXecTknit npoBoaHUK anametpom 0,899 mm (0,035 atoiima), AAMHA KOTOPOTO NPEBbLILWAET AJINHY
CUCTeMbl JOCTAaBKM KakK MUMHUMYM B [Ba pasa

» KnanaHHbI MHTPOAbIOCEP COOTBETCTBYHOLLEr0 BHYTPEHHErO AMnaMeTpa
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* BaNnoHHbIA KaTeTep ANS aHrMONAACTUKM U MPUHAANEXHOCTU ANA NpeaBapuTeNibHOro u/mnu
nocnefyroLLero pacmpeHmns

* HanpaBnsiowmne Katetepbl U NPUHALNEXHOCTH

» KoHTpacTHasa cpega

YC/10BUA NMPUMEHEHUNA 7 NMHO®POPMALINA O MOTEHUWMANBbHbBIX
MOTPEBUNTENAX MEAVNLMHCKOIO U3AETNA

MeanUUHCKOe u3fgenne «3SHAONPOTE3 COCyAUCTbid  Wrapsody C CUCTEMOi [OCTaBKW»
MPUMEHSETCA TOMbKO B MEAULMHCKNX YUPEXAEHNAX NepcoHanoM (MHTepPBEHLUOHHbIE XUPYPTH,
COCYAMCTbIE XMPYPTU, CNELNanncTbl XMPYPrMdecknxX oTAeNEHNIA U LLEHTPOB 1 Mp.), MPOLIeALWNM
NpogeccuoHanbHy NoAroTOBKY Mo pa6oTe C AaHHbIM BUAOM U3AENUiA.

YCnoBnAa mMPMUMEHEHWNA

[dnana3oH TemnepaTtyp B MOMeLLEHUN; oT+15°C pgo +30°C

Bna)HOCTb B NOMELLEHUN: <80% (6e3 KOHAeHcaLmm)
ATM.AaBneHne 84.0 - 106.7 kMa (630 - 800 mm pT.CT.)
BbicoTa pacnonoxeHusa nomMeLeHus: Makcumym 1500 M Haj YpOBHEM MOpS

YKA3AHWA MO MPUMMEHEHWIO

lMepBoHayasibHaa NoOAroToBKA

* Bbibepute noaxopsawmin cocyf ana goctyna. Mcnonb3yinTe COOTBETCTBYHOLLYIO MECTHYHO
aHecTesnto. MNpeanoyuTUTENBHO NCNONb30BaTh MeTod CenbauHrepa. Mpu He06X04MMOCTH
MOXHO BbIMO/IHUTb BEHECEKLNIO.

* [Mocne nony4yeHus AocTyna K COCyAy BCTaBbTe KnanaHHblA WHTPOAbIOCEP MOAXOAALLEro
pasmepa 418 BBefgeHus cuctemol foctaBkn WRAPSODY.

* [MoAroToBbTE NOAXOAALMIA NMPOBOAHNK B COOTBETCTBUN C MHCTPYKLMEN NO €ro NPUMEHEHUIO U
NPOABUHbLTE €ro Noj PeHTreHOCKONMYECKUM KOHTPOJIEM K MOPaXKEHHOMY Y4acTKYy.

» Mepen yctaHoBKoi sHponpoTesa WRAPSODY npeaBapuTenbHO paclivpbTe MOPaXKeHHbIN
y4yacTOK C MOMOLLbI0 CUCTEMblI UYPECKOXHOW TpaHCAOMUHaNbHOW aHrmonnactukm (UTA) B
COOTBETCTBMM C MHCTPYKLMEN MO NPUMEHEHMIO OT NPOM3BOAUTENS cUCTeMbl. ObecneybTe NONHOE
pacwmpeHve 6annoHa B npejenax NnopaxkeHHoOro yyacTka.

* [ocne cayTna 6annoHa gns aHrMonnacTUKN OLEHUTe pe3y/ibTaTbl C MOMOLLbIO aHTr1orpaguu.

Pasmepbl 1 Bbi6op sHaonpoTesa WRAPSODY

* N3yunTte 1 oueHUTe cocyn, 4TOObI onpesennTb AuameTp U AnHY TpebyeMoro aHgonpoTesa
WRAPSODY. lpu onpegeneHnn anamerpa 3HAOMNPOTE3a PEKOMEHYETCA OPUEHTMPOBATLCA Ha
AnaMeTp 3[40pOBOr0 yyacTka COCyf[a HernocpefCTBEHHO pALOM C nopaxeHuem. Mcnonb3yiite
Tabnuuy 1, 4ToObI BbIGpaTb Hambonee noaxoadwmii aHgonpotes WRAPSODY. Bbi6op
aHgonpotesa WRAPSODY ¢ AnaMeTpoOM MeHbLUe HEOBXOAMMOr0o MOXET NPUBECTU K
CMeLLEeHMI0 YCTPOMCTBA.

e OnnHa sHponpoTesa WRAPSODY, npuseaeHHas B Tabnuue 1, ABNsSeTCS HOMUHaNbHOWK. Mpu
onpefeneHnmn AnHbI 3HA0NPOTE3a 06paTUTe BHUMaHMe, YTO OH A0/DKEH NepeKpbiBaTh 340P0BbIN
COCYZ Ha pacCTOSHMW He MeHee 1 CM OT MPOKCMMaNbHOr0 U AUCTaNbHOIO KpaeB MOPaXKeHHOW
obnactu.

* ECcnn HeckosibKo yCTpPOMCTB OyAyT yCTaHOB/IEHbl C Ha/lOXEHWEM [ApYyr Ha fapyra, cnegyer
cobnogatb cnefyroume peKoMeHaaumm:

» lnameTp nepekpbIBaOLWMXCA YCTPONCTB He LO/MKEH OTAMYaTLCA 60/1ee YeM Ha 2 MM.

* Ecnim ncnonb3yoTcA HEOAMHAKOBbIE fMaMeTpbl YCTPOUCTB, CHavana cefyeT YCTaHOBUTH
MeHblUee YCTPOMCTBO, a 3aTeM BHYTPWM MEHbLIero [AO/DKHO OblTb pasmelleHo 60nbliee
YCTPOICTBO.
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e UT06bl rapaHTMpoBaTb, UYTO BCE MepekpbiBatolimeca sHgonpoTesbl WRAPSODY xopolwuo
npunerawT ApYyr K [ApYry, PeKoMeHAyeTcs, u4ToObl pacCTOfAHWE TMepeKkpbITUA  MeXay
MCNob3yemMbiMy YCTPONCTBAMU COCTABNANO XOTH 6bl 1 CMm.

 lMepen ycTaHOBKOIM BTOPOro YCTPOWCTBa CnefyeT BbINOAHUTL MOC/MefyloLLee paclimpeHue
nepsoro sHponportesa WRAPSODY. 3aTem BbINO/HAETCA NOCNeLYOLLee pacliMpeHne BTOPOro
YyCTpONCTBA.

 MpoBepbTe CPOK FOAHOCTM M3LeNUs Ha ynakoBke. Ecnn cpok AeWCTBUS U3Lenus UCTeK, He
NCNo/b3yiiTe ero. Y 6eamTecb B OTCYTCTBMM NOBPEXAEHU YaKOBKN U CTepuibHOro 6apbepa. He
NCNONb3yinTe U3LeNne Npu Halinymum MOBPEXAEHWUI U HapYyLEeHUN LEeN0CTHOCTU CTepUIbHOMO
6apbepa. CHMMMUTE BHELWIHWI NakKeT WU MOMeCTUTEe BHYTPEHHWI nakeT (KOTOpbIii SBASeTCS
CTEPU/IbHBIM) Ha CTepuibHOoe rnose. OCTOPOXHO U3B/EKUTE COAEPXKMMOE BHYTPEHHEr0 nakeTa u
NpoBepbTEe Ha HanMune MOBPEXAEHUNR, TakKMX KaK MnepekpyynmBaHus, u3rmbbl 1 npoyme
nospexgeHuns. He ncnonb3yiite ycTPOMCTBO NPU 0GHAPYXXEHMMN MOBPEXAEHWA.

e lMpexpae 4em BCTaBUTb cucTemy pgoctaBkm WRAPSODY B KnanaHHbIi WMHTpoOAblocep,
ybeantecb, 4TO AMaMeTp W [AJMHa 3HAOMPOTe3a, a TakXe [J/IMHa CUCTEMbl [OCTaBKU
COOTBETCTBYIOT 06pabaTbiBAEMOMY YYaCTKYy MOPaXKeHUs.

BBegeHVe 1 No3nUMOHMpPOBaHMe cucTembl aHgonpoTesa WRAPSODY

o [locne ycnewHoOro 3aBeplleHUs NpeLBapuTENIbHOW YPECKOXHOW TpaHCAOMUHANbHOW
aHrnonnactukn (YTA) B 0653aTenbHOM NOPSiAKe W3BMEKUTE CAYTbI 6GannoHHbLIA KaTeTep,
COXpaHAA NoJIoXKEeHWeEe NPOBOAHMKA 3a NpefenamMu LesieBoro yyactka nopaxeHus.

* Yb6eauTechb, UTO AMaMETP XECTKOro NpoBoAHMKa coctasnset 0,889 mm (0,035 atoiima).

e MogrotoBbTe cuctemy goctaskn WRAPSODY nepep ee BBeleHNEM B Tei0 naumeHTa. CHavana
NMpoMONTe Kancyny asHgonpoTesa. [Nns 3TOro 3akpowTe nanblem AUCTaNbHbIA KOHeL, CUCTEMbI
A0CTaBKM (CM. pUCYHOK 3), a NOTOM BBeAMTE CTEPU/IbHbLIA renapuHU3NpPOBaHHbIA (rU3pacTBop
yepes MOPT ANA NPOMbIBKM (CM. pUCyHOK 2). Korga kannu ¢uspactBopa MoABATCA Ha CTbiKe
Kancynbl 3HAOMPOTE3a W HaKOHeyHwWKa, 3TO OyfeT CBUAETENbCTBOM TOro, 4YTO Karcyna
3HAONpoTe3a ycnewHo npombita (CM. pucyHok 3). 3aTemM NPOMOITe NPOCBET MPOBOAHMUKA. [Ns
3TOro y6epute nanew, n BBeAUTE CTEPU/IbHBIA renapuHU3MPOBaHHbIN U3pacTBop Yepes NopT Ans
NMPombIBKK (CM. pucyHok 3), CneanTe 3a MOMEHTOM, Korfa (hM3pacTBOp MOSBUTCH Ha KOHLE
CUCTEMbl [0OCTaBKW. HakoHel, CMO4YUTE CTEPWUSIbHbIM TenapuHU3MPOBaHHbIM (U3PacTBOPOM
rMApPoMUILHOE MOKPbLITUE CUCTEMbI AOCTaBKM, YTO6GbLI 06ecneunTb ero njaaBHoe BBefeHWe yepes

KnanaHHbI1 UHTPOAbIOCEP.

PucyHok 3

CoefnHeHne
HaKOHeYHVKa v
Karncynbl 3H40npoTesa

3akpoiite
AncTanbHbIi
HaKOHEYHMUK,
4TOObI NPOMbITb
Kancyny
3Hgonporesa.

CHuMUTE nanew,
4TOObI NPOMbITh
npocser
NPOBOAHNKA
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* Ypaepxusas cuctemy poctaskn WRAPSODY Kak MOXHO pPOBHee, BCTaBbTe «3afHWIA KOHEL»
NMPOBOAHMKA B HAKOHEYHUK CUCTEMbI OCTAaBKM (CM. PUCYHOK 2), Cliefis 3a TeM, 4TOObI MON0XKEHNe
NPOBOAHMKA He u3MeHuUnocb. OCTOPOXHO nogarte cuctemy foctaBkm WRAPSODY uepes
KnanaHHbIA WHTPOAbIOCEP, MPOAO/HKAA MO Mepe Heob6XO4MMOCTW CMaumBaTb TUAPOPUIbHOE
MOKpbITUE, M MPOLBUHbLTE ee BHYTPb COCYAA AOCTYyMa.

Mpumeuanne. ECAN Npu BBEAEHUM 4Yepe3 remMoCcTaTUYeCKMidi KnanaH ouwjyuiaeTcs 4pe3mepHoe
COMpPOTUB/IEHME, U3BIEKUTE CUCTEMY M OCMOTPUTE €8 Ha Hanu4yue NoBpeXaeHWin. Mpyu Hannumm
NOBPEXAEHWA He WCMOoNb3ynTe u3hennme MNOBTOPHO. Y6eauTecb, 4TO AMaMeTp KnanaHHOro
NHTPOAblOCEPA COBMECTUM C HAPYXXHbIM AMAMETPOM WCMOJIb3YeMOro CUCTeMbl LOCTaBKM (CM.
Tabnuuy 1) 1 YTO B KNanaHHOM MHTPOAbIOCEPE HET nepernbos.

e [MpoaBuHbLTE cucTemy goctasBkn WRAPSODY Bnepef nof peHTreHOCKONMUYECKNUM KOHTPOJIEM.
MpoaBuratb yCTPOMCTBO CiefyeT OCTOPOXHO, 0COBEHHO €CNK OLLYLLaeTCs conpoTuBneHue. Ecnm
ollyulaeTcs YpesMepHoe CONPOTUBIIEHNE, BbINOMHUTE NOBTOPHYIO OLEHKY MPoueaypsl.

* MpogomkainTe NnpoABuraTb CUCTEMY AOCTaBKM 40 TeX Mop, NokKa nepefHAs KpOMKa aHLoNpoTe3a
He NpOMAEeT MOPaXKEHHbIA y4yacToK. 3aTeM, COXpaHAf MOJIOKeHWe  HAKOHEeYHWKa, Ccrerka
NOTAHWUTE, YTOObI BBIPOBHATL CUCTEMY [OCTaBKM.

* C MoOMOLLbIO peHTreHockonuu ybefuTech, YTO CUCTEMA JOCTABKM PacrnosioXXeHa onTUMasnbHO
AN5 pa3BepTbiBaHWUSA, a BblbpaHHasA A/iMHa 3HLONPOTe3a NO3BONAET NOKPbITh BECb MOBPEXAEHHbIN
y4acTok, Npu 3ToM 06a KOHLa 3HA0NPOoTe3a X0TA Obl HA 1 CM 3aX04AT B HEMOPAXEHHbI CErMeHT
cocyga.

PasBepTbiBaHMe 3HAoNpoTe3a Merit WRAPSODY: cTaHAapTHOE pasBepTbiBaHNe

PucyHok 4 a-f
JunctanbHas

MapKepHas y
nosnoca f

NpokcnmanbHas
MapKepHas
nonoca

» Mpopapwuraiite cuctemy goctaBku aHponpotesa WRAPSODY pfo Tex nop, noka gucranbHas
MapkepHasi nosioca (CM. pUCYHOK 4a) He NpoiAeT 30HY pa3BepTbiBaHUS 3HLONPOTE3A.

e Mepef nonHbIM passepTbiBaHMeM 3HfonpoTtesa WRAPSODY T1pebyetcs BbINOMHUTL 3Tan
npegLBapuTeNIbHOW NOATOTOBKW. [OArOTOBbTE CUCTEMY, BbIMOMHUB HECKONbKO MUKPOLLENYKOB
(yacTMUYHOe HaxKaTme pyuyku) 4O Tex Nop, MoKa Hapy>XHas 060/104Ka He HayHeT BTArMBaTbCH, a
AWCTanbHas MapKepHasa MoJsioca He COBMECTUTCA C MapKepHbIMW Mojiocamm 3HA0NPOoTE3a
WRAPSODY (cm. pucyHOK 4b).

* MpoBepbTe Xenaemoe MeCTO pa3BepTbiBaHWA U OTPerynpyinTe NoN0OXeHNe CUCTEMbI LOCTABKM,
NOTAHYB ee Hasafj Wav NpPoABUHYB ero Brepes.

* MpogosmkariTe BbINOMHATL MUKPOLLENYKN, YaCTUYHO HaXKMMas Ha py4yky AN pa3BepTbiBaHMA,
ANS AanbHEeWero BTArMBaHUSA HapyXHOW 060104YKN CUCTEMbI AOCTAaBKM U OTKPbITUS MepeaHen
Kpomkn 3HponpoTe3a WRAPSODY. KopoTkuii cermeHT aHgonpotesa WRAPSODY HauHet
pacwunpATbca MAM pa3byxaTb C KOHLA CUCTeMbl AocTaBku. [pofoskaliTe pasBopayvBaTth
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3HAOMPOTE3 A0 Tex Nnop, Noka Nepsblid pAL 3HA0MNPOTE3a HE pa3BepHETCH M He KOCHETCHA CTEHKU
cocypa (cM. pucyHok 4c). Tenepb 3HAOMNPOTE3 MOXHO HEMHOr0 OTTAHYTb Has3afj, 4T0Obl OH
oKasa/cs B Lile1IeBOM MecTe pa3BepTbiBaHUS (CM. PUCYHOK 4d).

MpumeyaHmne. He npogsuraiite cuctemy goctaskm WRAPSODY Bnepef, Kak TONbKO Kakas- 1160
YyacTb 3HAOMNPOTE3a KOCHETCA CTEHKW cocyfa.

 [pofomKanTe HaxmmaTb Ha py4vky Ans pas3BepTbiBaHUs aHgonpoTesa WRAPSODY, cnerka
HaTArMBas CUCTEMY AOCTaBKM BO BPEMSA pPa3BEPTbIBAHUA L0 TEX NOP, NOKA IHAOMPOTE3 MOSHOCTLIO
He BbICBOOOAUTCS U3 CUCTEMbI JOCTaBKMN (CM. PUCYHOK 4e).

e T[lpumeyaHne. Bo Bpems pa3BepTbiBaHWS HeO6XO0AMMO MOCPEeACTBOM  BM3yanmsauum
oTC/ieXmsaTb, 4YTO TMPOKCMManbHas MapkKepHasa mnonoca cuctembl goctaBkm WRAPSODY
0CTaeTCcs B O4HOM U TOM >Ke MOJIOXKEHUMN.

e [locne nonHoro pasBepTbiBaHuA 3Hponpotesa WRAPSODY (Hukakas ero 4actb He
YOEPXMNBAETCA B CXKAaTOM COCTOSAHUM CUCTEMOI [OCTAaBKM) OCTOPOXHO W3BNEKUTE CUCTEMY
[OCTaBKN NOJ PEHTreHOCKOMUYECKUM KOHTPO/EM, crefs 3a Tem, UYTO6bl HAKOHEYHUK CUCTEMBI
[JOCTaBKM He 3aJeBan 3HLOMNPOTE3, MOCKObKY 3TO MOXeT NPMBECTU K CMEeLLEeHUI0 YCTPOICTBA.
MpoOBOAHMK [OMKEH OCTaBaTbCA Ha MeCTe, He U3BMeKalTe ero u3 aHgonpotesa WRAPSODY.

* UpesmepHoe ycuive npuv n3BfeyeHUU CUCTEMbI LOCTaBKN MOXET MPUBECTU K MOBPEXAEHUIO
CUCTEMbl LOCTaBKN UNM KNanaHHOro MHTpoAblocepa. EcAv npu M3BNeYeHUN encTemMbl JOCTABKM
oLLyLlaeTCca CONPOTUBNEHNE, PEKOMEHYETCS N3BfIeYb ee BMECTE C K/anaHHbIM MHTPOLLIOCEPOM,
He MeHfAA MOJIOXKEeHMA MPOBOAHMKA, MPOJIOXKEHHOro 4epe3 aHgonpoTes WRAPSODY. 3atem
BCTaBbTE HOBbIA KnanaHHbI WMHTPOAbIOCEP TaKOro >Ke pasmepa, Kak W TOT, KOTOPbIA Obln
N3BJIEYEH.

» Bblbepute 6annoH gns UTA cooTBeTCTBYHOLWEro pasmepa (tabnuua 1), guameTp KOTOPOro He
npesbiwaetr gnametrp 3Hponpotesa WRAPSODY, 4To6bl BbIMOMIHUTL pacliMpeHue nocre
passepTbiBaHMA. Haaylite 6annoH ana UTA no Bcel gnuHe sHaonpotesa WRAPSODY. MoxeT
noTpe6oBaTbCA HECKO/IbKO HagyBaHWi, ecnu favHa aHponpoTe3a WRAPSODY 6onblie, yem
pasmep 6annoHa gns YTA. W3berainTe pacwmpeHus 6annoHa 3a npefgenamu 3HAoNpoTtesa
WRAPSODY.

» [ocne 3aBeplleHMs Npouefypbl pasBepTbiBaHUS cayhTe 6annoH angd YUTA U OCTOPOXHO
N3BMEKNTe ero.

* MMpex e Yem NOMHOCTLIO 3aBEPLUNTL Npouesypy, C MOMOLLbIO KOHTPACTHOM aHrunorpapuu
BbINOJIHATE OLEHKY 06paboTaHHOro CermMeHTa Cocyja M KPOBEHOCHOTO pyc/ia fucTalibHee MecTa
YCTaHOBKM yCTPOMCTBa (CM. pUCYHOK 4f).

CTEPUNN3ALUNA
Ctepunusaumnsa stuneHokcngom ( 30) .[aHHOe wu3fenne He npegycmaTtpuBaeT MOBTOPHYHO
CTepuan3aLnio Nosb3oBaTesem.

YMAKOBOYHBIE MATEPVANBI N KOMMNEKTALNA

MpenBapuTenbHO  3arpyXeHHas cucTema 3JHgosackynapHoro 3aHgonportesa WRAPSODY
npou3BoACTBa KOMNaHuuM «MepuT» ynakoBaHa B MNPAMOM MOJIOXEHUN C WUCMOAb30BaHNEM
KapTOHHOW NOAMN0XKW, YTOObI NPeA0TBPaTUTL MOMIOMKY UM U3MEHEHUE POPMbI U3aenns. 3atem
n3fenne ynakoBblBaeTCs B ABa NakeTa, M3roTOBMEHHbIX U3 HelinoHa/MaTepunana Tyvek (4BONHOM
CTepUNbHbIA 6apbep), M MNOMELLAeTCcs, BMeCTe C WHCTPYKUWEeW, B KapTOHHYK KOpO6KY,
BK/TIOYAIOLLLYI0 OAWMH CTEHT-rpadT v O4HY CUCTEMY [OCTaBKMW.

NMHPOPMALINA O MAPKMPOBKE MNMPOAYKTA
dopmaThl 3ITUKETOK u3fenuii 6binn paspaboTaHbl M 0406peHbl ANs OTAENbHbIX W3AENUIA,

CTEPUIbHBIX YMAKOBOK M TPAHCMOPTHOWM ynakoBKW. YTBepXAeHHas MapKWpoBKa HaxoguTcs B
TEXHO/IOTMYECKOM pernameHTe nsgenus.
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CumBO/bI, paCLLIVI(*)DOBKa CMBO/10B, HaHECEHHbLIX Ha YMaKOBKY MPon3BOogNTENA

N3roToBuTesb
LUK

EC REP YNO/IHOMOYEHHbIN NpeacTaBUTe/ b B EBpONeiickom coobLecTBe

JlaTta u3rotoeneHus

3anpeT Ha NOBTOPHOE MPUMEHEHNE

(1)
He cTepnnu3oBartb NOBTOPHO
REF Howmep no kartanory
LOT Kog naptum
[sterileJeol CTepunusaums OKCUI0M 3TUeHa
Fdjonly OcTopoxHo: PefepanbHbIii 3akoH CLLIA orpaHnMuvBaeT Npogaxy aToro
n3genus, ToNbKO Mo 3aKasy Bpaya.
2 Mcnonbs3oBaTh A0 ...
A OcTopoxkHo! O6paTUTeCh K MHCTPYKLMM MO NPUMEHEHMIO
< i) He 1cnonb3oBaTb NpY NOBPEXAEHUMN YNaKOBKM

)K AMNPOreHHo

W CTepunbHasn 6apbepHasi cucTeMa
ingi* «tante
ImT*r tyttem

(w MeanunHckoe nsgenve

M*dM:ai Devwe

o W CucTeMa YHUKa/IbHOW MAEHTUDMKALUN 13enus

CoBmecTm ¢ MPT npu cobt04eHNN orpaHnYeHmnii

Coocttttonal
Bepeyb 0T BRarun
Introducer Size MUWHUMasbHBIY pasMep COBMECTUMOI0 MHTPOAbIoCepa
9F
Reference Vessel
Diameter Range Pa3mep cooTBeTCTBYHOLLEro cocya

6.2 mm -7.2 mm
~*9  Guidewire

mukim Compatibility Pa3Mep COBMECTUMOrO MPOBOAHMKA
0.035” (0.89 mm)
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TPAHCITOPTUPOBKA N XPAHEHNE

XpaHuTb B TEMHOM, MPOX/JafHOM, CyXoM MecTe. M36eraTtb ANMTENbHOTO BO3JENCTBUA CBETa,
BMarn, OPraHUYeckuUXx pacTBOPUTENeW, MOHU3UPYIOLWLEr0 W3NYYEHUS WK YNbTPaduoneToBoro
n3nydyeHus. llocne W3BNeYEHUS W3 YNaKOBKM OCMOTPWUTE Wu3denune, 4Tobbl y6eanTbCS B
OTCYTCTBMM NOBPEXAEHWIA

XpaHeHue Ha cknage

MapameTp 3HaueHune
TemnepaTypa oT +5°C pgo +27 °C
Ycnosua cpefbl 48 TPaHCNOPTUPOBKU

[MapameTp 3HayeHue
Temnepatypa 0T -35°C po +55 °C

CPOK rogHocTH®

CTtepunsHoro usgenusa - 36 mecaues ( 3 roga)
YTUINSALUNA

Bo n3bexaHne BO3HUKHOBEHUSA PUCKOB A1 340POBbA NPY YTUAM3ALUN MeAULUHCKNX U3LeNnid, a
TaKXXe BO3HWUKHOBEHUS PUCKOB [A/1 OKpYXXaloLel cpefbl, CBA3aHHbIX C YTuau3auumen
MeANLMHCKNX U34eNNil, NepcoHan A40MKEH YTUIN3MPOBaTb U3AeNne NO NPOTOKONY, NPUHATOMY B
OTAE/IbHO B3ATOM YUPEXLEeHUMN.

MeguunHckoe msgenne “dHgonpoTes cocyauctoii WRAPSODY ¢ cucTemoi AocTaBKu” B
cooTtBeTcTBMN ¢ CaHlMnHoOMm 2.1.3684-21 oTHocATCcA K Knaccy b (anuaeMmnonornyeckn onacHole
0TXO0Abl) MHPMLUMPOBaHHbIE N NOTEHLMANIBHO UH(PULUPOBaHHbIE OTXOAbI.

rapaHTuUlHble o6sa3aTesnibCcTBA

OrpaHunyeHHaa rapaHTMAa U 0TKa3 OT OTBETCTBEHHOCTU

KomnaHuna «Meput Megukan Cwucteme, WIHK» rapaHTUpyeT COOTBETCTBME MNPOAYKLMUM
creynukaumam BO BpeMa OTrpys3ku [lokynaTento U OTCYTCTBMe [Aed)eKTOB MaTepuanos wu
M3roTOB/MIEHNA B TeYeHWe Mepuofa, YKasaHHOro B MUCbMEHHOW OrpaHWYeHHON rapaHTum,
npunaraeMoi OTAENbHO K KaXLOMY M34ennto. MapaHTUiHbIA CPOK XpaHeHUs n3aenusa coctasnseT
3 rofa. dTa rapaHTua He pacnpocTpaHaeTcs Ha NPoAYyKLMI0, KoTopas 6bina: (i) MogmduumpoBaHa,
M3MeHeHa, MOoABeprHyTa PeMOHTY, BOCCTAHOB/IEHWUIO, MepepaboTKe WMAN U3MEHEHUAM [pYrol
KomnaHuei, nommmo «Meput Megukan Cucteme, NHK»; () ncnonb3oBaHa He MO Ha3HaYeHWUIO,
NnoABeprHyTa HenpaBuibHOMY o06palieHnto, MOBTOPHOMY WCMOMb30BAHUIO WAM NOBTOPHOM
cTepunusaumun, nocTtpagana B pe3y/nbTaTeé HECYaCTHOro cfiyyasd, HapylweHus npasun
aKcnyaTaumm, XxanaTtHoOCTU UM MOCTOPOHHEro BmellaTenbCTBa; (iii) NnoBpexaeHa B pesy/nbTaTte
(h3MYecKoro, NPUPOAHOrO WM 3NEKTPUYECKOrO BO3JENCTBUA, a TakKXKe C W3MEHEHHbIM,
MOBPEXAEHHbIM UK YAa/IeHHbIM CepUiiHbIM HOMepPOM; (iv) UCMONb30BaHa B COYETaAHUU C NII06bIM
Apyrum mnsgenuvem; (v) UCnonb3oBaHa He B COOTBETCTBUM C YKazaHWAMM MO NMPUMEHEHUIO, YTO
YCTAHOBNEHO YMO/HOMOYEHHOW OpraHu3auunein, ncnosb3oBaHa He B COOTBETCTBUM C 06/1aCTbiO
NMPUMEHEHUS, YKa3aHHOM B crieyuduKaLmm, Uan B yCNOoBUAX, He NMPefYyCMOTPEHHbIX 415 AaHHOTO
BMAa mgenunii. Jliobble TeXHUYECKME peKOMeHAauuu OT MMeHM KoMmnaHum «Meput Megukan
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Cucteme, WHK» npefocTtaBnaoTcs 6e3 0683aTeNbCTB WM KOMMeHcauuu, KomnaHusa «Meput
Megukan Cwucteme, WIHK» He npuHUMaeT Ha cebs Kakux-nbo 0643aTtefibCTB  Un
OTBETCTBEHHOCTHU, BCe NOA0OHbIE peKOMeHAALMMN faloTCs U NPUHUMAIKOTCS NOL OTBETCTBEHHOCTb
Mokynatena. 3A WCKNKOYEHVMEM BbIWWEYKASAHHbBIX CJ/TYYAEB, KOMIMAHWA
«Meput Meaukan Cucteme, Uuk» HE OAET 3ABEPEHUI UNWN TAPAHTUIA NHOBOIO
POOA B OTHOWEHUM nNPOAYKUWMWN, KAK ABHO BbIPAXEHHbLIX, TAK W©
NMOAPA3YMEBAEMbIX, MOKYMNATENO, KOHEYHOMY MNOTPEBUTENO, TPETBEUM
NNMUAM. «Meput Megnkan Cucteme, Muk» OTKJIOHAET N MCKJ/TKOYAET JIKOBbIE N BCE
BbIPAXXEHHDbIE, MOAPA3YMEBAEMDIE 7 SAKOHOOATENBHO
MPEAYCMOTPEHHbBIE TAPAHTUW, BK/NKOYAA TAPAHTUM OT HAPYLWIEHWA W
MOAPA3YMEBAEMBIE TAPAHTVW TOBAPHOIO KAYECTBA AN MPNTOAHOCTW.

OIMrPAHNYEHVE OTBETCTBEHHOCTW

HMN MNP KAKMX OBCTOATEMBLCTBAX KOMMAHUNA «MEPNT» HE HECET
OTBETCTBEHHOCTbL MEPEL 3AKA3UMKOM W NHOBLIM APYT UM ®UNINYECKNM
nnn FOPNONYECKIM nyom 3A LLUTPA®HDIE, CNEUMATIBHBDbIE,
HEMPEOHAMEPEHHBIE niz MPEOCKA3YEMBbIE KOCBEHHbLIE  YBbITKW,
MOHECEHHbLIE BC/EACTBUE YTPATbI PEMNYTAUWW, HEAOMONYYEHHOW
MPMBLININ  OT TMEPEMPOAAXW, TMPUOCTAHOBKW PABOTbLI, MNOBPEXAEHWA
NPOAYKLIW, MOPUYN APYTOW MPOAYKUUMU nnn nHbl x MPUYNH, BY[b To ncKy
BCNEACTBUVE HENCMNOJIHEHNA KOHTPAKTHbBLIX OBA3ATE/ILCTB, MTPAXXAAHCKNX
MPABOHAPYLLUEHUA W T.4. BO3HUKAKOWWX B PE3Y/IbTATE HAPYLUEHNA
MONIOXEHWN TAPAHTUW, AOTOBOPA, 3AAEP)XKW, XATATHOCTW, BE3YC/IOBHOW
OTBETCTBEHHOCTW NN NMHAYE.

10. PEKTAMALNA

OpraHusayus, npuHMMaloLLas Ha Tepputopun Poccuiickoin ®efepaumy npeTeH3nn ot
noTpebuTens No KavyecTBy MPOAYKTa:
OO6LIeCcTBO C OrpaHWYEeHHON OTBETCTBEHHOCTBD «MepuT TekHonomkuc» (OO0 «Meput

TeKHONOAXKNCY),
KOpuanueckuii agpec: PP, 119017, ropog MockBa, 1-biit Kasaunin nepeynok a. 7, atax 1, Kom. 6

Ten/akc: +7 (495) 221-89-02
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MPUNTOXEHNE 1
K MHCTPYKLMUN NO NPUMEHEHUIO
3HponpoTes cocyamctbii WRAPSODY ¢ cuctemoin gocTaBKu

OCHOBHbIE ®YHKUWNOHA/IbHBLIE XAPAKTEPUCTUKW U3OENNA
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BapuaHTbl UCNO/THEHWUSA:

3Hgonpote3 cocyaucTbiii Wrapsody ¢ cuctemoi goctaBkm 80 cMm:

1 3HaonpoTe3 AnaMeTpom 6 Mm, 7 MM , 8 MM, 9 MM AnnHOR 50 MM, 75 MM, 100 mm, 125 MM
- 1w,

2. Cuctema goctaBku, paboyas gnnHa 80 cm - 1 wr.

3. VHCTpyKLMA No NpUMeHeHUto - 1 WT.

4, MHhopmaumoHHas KapTa nayueHTa - 1 Wwr.

JHponpoTe3 cocyamcTbiin Wrapsody ¢ cuctemoli goctasku 120 cwm:
1 3HponpoTes AnameTpom 6 Mm, 7 MM , 8 MM, 9 MM, 10MM 12 mMm, 14 MM, 16 Mm anunHoin 30
MM, 40 mMm, 50 mm, 60 MM, 70 mm, 75 MM, 80 mm, 100 mm, 125 mm - 1 wT.

2. Cuctema gocTaBku, pabodas gnmHa 120 cm - 1 wrT.
3. VHCTpYKUNA N0 NPUMEHEHUIO - 1 WT.
4, WNHdopmaunoHHas kapTa naymeHTa - 1 wr.

TexHnyeckme XapaKTEPUCTUKWN U3OENTNA:

XnpnkTlpnctukn

CMELIPUKALIA

HaonpoTes cocyancTblin WRAPSODY |

LlenocTHocTb aHaonpoTesa/
BU3yasibHasi MPoBepKa

PeHTreHOKOHTPaCcTHOCTb
MpogonbHasa NPoYHOCTL Ha
paspbIiB

MNpoYyHOCTbL Ha paspbiB
BHYTPEHHVIM/BHELLIHVM
[iaBieHVeM

O6LLas NPOHMLAEMOCTb
L7151 BOAp!

Pagunyc n3rnéa

Pa6ouyas gnvHa
BHyTpeHHWi graveTp
TonuwmHa cTeHKku

PagunanbHoe BbITaIK/BatoLLEe
ycunve aHgonpotesa (H/imm):
ConpoTuB/eHVe NpU CKaTn
3HgonpoTesa (H/mm):
Heobxoanmo, YTobbl CTEHT-
rpadoT 6bITh 3arpy>keH B
CUCTEMY JO0CTaBKY .
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DH[0MPOTE3 MOC/Ie PasBEPTLIBAHNS He [0/KEH MMETb MEXaHUUECKUX [e(heKTOB,
BK/THOYasi CKBO3HbIE OTBEPCTYAS], TPELLWHbI, LIapaniiHbl, 0CTATOYHYHO AeiopMaLyiio
W pacc/ioeHne c1oeB rpagima. Ha u3genm He fO/MKHO BbiTb FPsiau, 3arPsisHEHHbIX
YUaCTKOB, MSATEH, MOTEKOB, MHOPOAHBLIX YaCTUL, Wi APYTUX AeDEKTOB,
CMOCOGHBIX MPVBECTY K HEMPUIOAHOCTU U3AENNSI [/151 MCMO/b30BaHWS! M0
Ha3HAYEHUIO.

PEHTreHOKOHTPaCTeH

>15H

> 33,0 hyHTOB/KB. AHOM

<5ma/eMNM*MUH nipy 120 MM pT. CT.

< 13,95 Mm, oA 13genna gyameTpomM 6 MM, 7 MM, 8 Mm, 9 MM, 10 mv;
< 28,60 MM, 4 n3genua amametpom 12 mm, 14 mm, 16 mw.

JnvHa, ykasaHHasA Ha MapKMpoBKe, +1 M.

BHYTpeHHWIA AvameTp, yKazaHHbI Ha MapKupoBKe, +0,4 MM

[nameTp sHAOMNPOTE3a, YKa3aHHbIN Ha

MapKMpoBKe (MM) To/LWMHA CTEHKN, MaKCUMyM (MM)
6

021
7 0,26
8 0,27
9 0,28
10 0,33
2 0,37
14 0,44
16 0,57

MuHumym — 0,078,

Makcumym — 0,7009.

MUHUMYM — 0,076, n3mMepeHHoe Mpuv OxaTumv AnameTpa 3H0NPoTesa,
YKa3aHHOro Ha MapKmpoBke, Ha 50 %

MakcrvianbHbI pasmep BO Fr cvcTeMbl JOCTaBKM B COOTBETCTBUM C AMAMETPOM
W J/TMHOW CTeHT-rpadita, yKasaHHbIX Ha MapKUPOBKE:

MakcvmasibHbIiA
NPOAONbHbIA
Hapy>KHbIi

MakcMasbHbIN
pasmMep CUCTEMBI
[I0CTaBKMW.

JnawveTp cTeHT-
rpadita Ha
MapK1POBKe

[nvHa cTeHT-rpadra
Ha MapK1poBKe (MM)



XAPAKTEPUCTUKA

Macca

CNCTEMA JOCTABKN
LlenocTHocTb cuctembl/
BU3ya/lbHasi OCMOTP

PeHTreHo KOHTPACTHOCTb

MPOYHOCTb Ha paspbiB

Pagwnyc 3armba cvctembl
[0CTaBKY

Ycunve s passepTbiBaHNSA
MpoYHOCTL MexaHm3ma
PYKOSITKN CUCTEMbI JOCTaBKV
BHyTpeHHWIA grameTp
MpocBeTa MPOBOAHMKA.
Pa6oyas f/iMHa cucTeMbl
[OCTaBKU

[nvHa ryapotunibHOro
MOKPbITUA

COBMECTMMOCTb C pyrvMm
V3LeNnAMA
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CMELVNOUKALMNS

(Mm) YKa3aHHbIN B LvameTp
1mapkupoBke P(MM)  PaBouast anvMHa

(mrovim)
6 50, 75, 100, 125 8(2.3 mm) 0,110(2,8 mm)
7 50, 75, 100, 125 9(3 M) 0,123 (3,1 mm)
8 50, 75 9 (3 Mv) 0,123(3,1 mm)
100 125 10 (3.3mm) 0,137(3.5 mm)
9 50, 75 10 (3.3. mm) 0,137(3.5 mm)
100 125 1 (3.7 Mw) 0,150(3,8 mm)
10 50, 75 1 (3.7 Mw) 0,150(3,8 M)
100 125 12 (4 Mwm) 0,163 (4,1 mm)
12 30, 40, 50, 60, 70, 80 12 (4 mm) 0,163 (4,1 mm)
14 30, 40, 50 12 (4 M) 0,163 (4,1 mm)
60, 70, 80 14 (4.7mm) 0,189 (4,8 mMm)
16 30, 40, 50, 60, 70, 80 14 (4.7mm) 0,189 (4,8 mm)

<10r

cucTeMa J0CTaBKY Nepef pa3BepThIBaHMEM He A0/MKHA MMETb OTBEPCTUN,
TPELLUWH, LaparnuH 1 3arnboB, CNOCOOHbIX MPUBECTU K HEMPUIOAHOCTU U3LeNns
[199 MCNOMb30BaHMSA MO Ha3HAYEHWIO;

He [O/KHa ObITb OrosieHa MPOBOSIOYHAA OMJIeTKa, a BCe Mepexompl
[JO/DKHbI - UMETb  MOMHOe  coefiMHeHWe (TO  eCcTb  COeAMHEHVE  [OSHKHO
OCYLLIECTB/IATLCA Ha 360° BOKPYT BCEX MEPEXOLOB);

KOpMyc LWata 1 KOHYMK LO/DKHbI ObITb F1agKuMm, 6e3 0CTPbIX KPaes;

rMapodMIbHOE NMOKPbLITYE He JOHKHO pacc/ianBaTbCs;

3a30p MeXy CUCTEMOI 1 KOHUYMKOM A0/MKEH COCTaB/IATb <2 MM,
CuctemMa [OCTaBKN MMEET TPU PEHTIEHOKOHTPACTHBIX MapKepHbIX MOSIOCKM Ha
KabKaOM KOHLE M3ae/nS.

nepexofbl CUCTeMbI AOCTaBKU: > 24,2 dyHT-cunbl (107,6 H);

0 OT HecyLLIero MexaHmsma K COegnHeHUIO CUCTEMbI 0CTaBKU: > 24,2
yHT-cunbI (107,6 H);

0 OT MpOCBEeTa NPOBOAHMKA [10 /IF03POBCKOro passema: >3,0 yHT-Ch/lbI
(13,3 H);

0 OT NPOCBETa NPOBOAHMKA JO OTBEPCTUS 4159 NMPOMBIBKM NpuY abnaumn: >
3,0pyHT-Ccunnbi (13,3 H);

0 OT MpOCcBeTa NPOBOAHMKA 0 POPMOBAHHOIO KOHUMKa: > 3,0 (hyHT-

cnnbl(13,3 H);
3armbbl OTCYTCTBYHOT Mpu pagmyce >2,0 gtolimoB ( 5,1 cm)

< 24,2 dyHT-cunbl (107,6 H)
>24,2 dyHT-cnnbl (107,6 H)

0,037 gtoinma + 0,001 atoiima (0,94 mv = 0,25 Mm)

. Pabo4as f/imHa cUcTeMbl IOCTaBKM, YKa3aHHas B MapKUPOBKe Kak 80 ¢,
JOo/mKHa cocTas/iATb > 80 cM.
. Pabouyas g/imHa c1McTeMbl JOCTaBKY, YKa3aHHas B MapKUpoBKe kak 120

CM, [0/DKHA COoCTaB/IATh > 120 cm
Pa6oyas g/iMHa cUCcTeMbI JOCTaBKM

MakcumasbHbIA pasmep CUCTEMbI JOCTaBKN B COOTBETCTBUM C AMAMETPOM U
L/IMHOW CTEHT-IpadiTa, YKa3aHHbIX Ha MAPKVPOBKE:

[IVameTp CTeHT- MaKcrMa/bHbIA MaKcmmanbl-le
rpadiTa Ha [nvHa cTeHT- pa3vep CUCTEMbI Hapy>KHbI
MADKVDOBKE rpafra Ha fOCTaBKM, AMameTp BAO/b
(M) MapKMpoBKe (MM) YKa3aHHbIA B paboyein 4 IHbI
mMapkupoBske (Fr) (aroiimoB)
50, 75, 100, 125 8(2.3 Mwv) 0,110(2,8 mm)
50, 75, 100, 125 9(3 Mm) 0,123 (3,1 mm)

3A



XAPAKTEPUCTUKA CNELVNOUNKALNA

8 50, 75 9 (3 Mwv) 0,123(3,1 mm)
100, 125 10 (3.3mm) 0,137(3.5 mm)
9 50, 75 10 (3.3. mm) 0,137(3.5 mm)
100, 125 1 (3.7 Mmv) 0,150 (3,8 mm)
10 50, 75 1 (3.7 mwv) 0,150(3,8 Mm)
100, 125 12 (4 mm) 0,163 (4,1 mm)
12 28 40, 50, 60, 70, 12 (4 Mm) 0,163 (4.1 M)
1 30, 40, 50 12 (4 mm) 0,163 (4,1 mm)
60, 70, 80 14 (4.7vm) 0,189 (4,8 mm)
16 35;8 40, 50, 60, 70, 14 (4.7mm) 0,189 (4.8 M)
Macca He 6onee 1 kr
OCHOBHble MaTepunasibl U3ennd
KomroHeHT  OnucaHve .TeTarm Mateprian
CUCTEMbI
CTeHT-rpadt MTd3. HuTrHOA, MNaTuHO-MPYAMEBLIN CNiaB
Cucrema LLlachT cucTembl gocTaBk  MTD3I, P3N, nomamung, HepxasetoLas CTasb, cynbat bapust |,
[0CTaBKM BO/bhpam, MNaTVHO-VPUAVEBBIN CM/aB, LaHoaKpuiaT,
rmapodmIbHOE MoKpbITYE
Kpacutens: LiBeT TeMHO-C1HUIA Pantone 280C:
PykoaTka cucTembl Monmkap6oHaT, HelinoH, ABC- NMacTuK, HepyXKaBetoLwast CTasb
[OCTaBKMU Kpacutenn: uBeT cepbiii Panton 431C, UBeT slaBaHA0BbIA Panton
270C, uBeT: KpacHbIii: Panton 485 C
3alyITHBIA KOMMaYoK MonmnponnsieH Mpo3paqHbIi
Martepvanbl  MNMognoxka KapToH
YNaKOBOYHOW BHYTPeHHWIA/BHELLIHWT MakeT, HelinoH/1073B, TYVEK, oTcnanBaemblii, 0A4HOTOHHbIA.
CUCTEMb naket
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lMepesena pomoBa AnekcaHapa mMnTpuesHa

Poccuiickasa ®Pepepayums
[Topog MockBa

UeTblpHaauaToro eepans ABe ThiCAUM ABafLaTb TPETbEro roja

A, MiBaHoBa Pavica /IBaHOBHa, BPeMEHHO MCMOMHAOLLIAA 0653aHHOCTM HOTapuyca ropoja
MockBsbl Koporib BUKTOpUn ArnekceeBHbI, CBUAETENBLCTBYHO MOL/IMHHOCTbL MOAMUCY NepeBoUvMKa
"pomoBoi1 AnekcaHapbl AMUTPYEBHBI.

lNognvck caenaHa B MOEM MPUCYTCTBUN.
JIMYHOCTBL NOANMCaBLLIErO JOKYMEHT YCTaHOB/IEHA.
3apervcTpupoBaHo B peecTpe: Ne08/82-H/77-2023- NG

YnnayeHo 3a CoBepLLIEHME HOTapraibHOro AercTans: 400 py6. 00 Kor.

MEPBOBASA MEYATH M Oﬂl MNCb P.N. ViBaHoBa
HOTAPVYCA s
[poLLHYpPOBaHO, MPOHYMEPOBAHO N CKPEMJIEHO NEYaThbo nnucT(-a,-0B)

P.N. BaHOBa

Joli) 7e3

MEPBEOBAA NMEYATH
HOTAPUYCA
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Poccuiickas deaepauya

lopon Mockea Bcero npoLLHypoBaHo,
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