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MERIT

1. DEVICE DESCRIPTION

ph™ A device .0 sale by or on fte order of a

The Merit SureCross Support Catheter is an over-the-wire (OTW) sinale lumen PAet™  um

CAUTION; Read the entire Instructions for Use manual prior to using the device.

2. INDICATIONS FOR USE, CONTRAINDICATIONS
LNDications for TIS

SureCross™ Support Catheter is intended for use during coronary and peripheral interventional
procedures to gu.de and support guidewires, traverse discrete portions of the vasculature allow for

Ments

»d Z;emtrgem.
CONTRAINDICATIONS?

Contraindications to the use of this product are not available.
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3. WARNTNCS

g catheter should only be manipula?ckwhile observing under fluoroscopy
B s ]
r | - r r | r

» The catheter should only be advanced or withdrawn over a guidewire

* Do not exceed the maximum recommended infusion pressure of 300psi (21 Bar)
This device has not been evaluated for use in the neurovasculature.

For professional use only.

PROXMML END m R —

PROXIMAL MARKERBANDS DISTAL MARKERBAND TAPERED CATHETER TIP

41= DISTAL END

HYDROPHILIC COATING (40 CMI™

Table 1 CATHETER SPECIFICATIONS

SureCrossTM Support Catheter
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Characteristic

Length 65
cm

Length 65
cm

Length 65
cm

Length 90
cm

Length 90
cm

Length 90
cm

Length
135 cm

Length
135 cm

Length
135 cm

Length
150 cm

Length
150 cm

Length
150 cm
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4. PRECAUTIONS

* Preparations should be made and a trained vascular surgical team available in the event conversion
to open surgery is required.

o Carefully inspect the package and catheter prior to use to verify no damage occurred during
shipment. Do not use if the package or catheter is damaged since the sterility or integrity of the
device may be compromised and thus increasing the risk of patient infection and

device malfunction.

» To avoid damage to hydrophilic coating, do not wipe the catheter surface with dry gauze.

» Do not attempt to pass the catheter through a smaller sized sheath introducer or guiding catheter
than indicated in teclmical table. Damage to the device may occur.

* Only use guidewires of the recommended diameter and length indicated in technical table.

» To avoid kinking and damaging the catheter, advance slowly in small increments until the proximal
end of the guidewire emerges from the catheter.

* To avoid damage to the catheter or vessel, do not advance or withdraw the device without a
guidewire in place.

» Do not exceed the maximum recommended infusion pressure of 300 PSI. Higher pressures may
cause damage to the catheter and vessels. Refer to technical table for flow rates of the catheter.

» Catheter should not be advanced into a vessel having a diameter smaller than the catheter outer
diameter. Damage to the vessel or device may occur.

» After use, this product may be a potential biohazard. Handle and dispose of in accordance with
acceptable medical practice and applicable local, state, and federal laws and regulations.

* Use the catheter prior to the “Use By” date specified on the package.

5. POTENTIAL COMPLICATIONS/ADVERSE EFFECTS

Complications may occur with the use of any support catheter or during any catheterization
procedure. Therefore, only physicians trained in vascular surgery, interventional radiology or
cardiology, and who have completed training or have experience with support catheters and
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associated devices should consider using this device. Possible complications associated with this
type of procedure include but are not limited to the following*:

» Access site complications (Bleeding is the most common complication (hematoma, uncontrolled
bleeding, pseudoaneurysm or retroperitoneal hemorrhage). Other well-known access site
complications are ischemic vascular complications and artery dissections. Femoral access also
comes with the risk of accidental venipuncture)
 Acute or total occlusion ofthe vessel
* Arterial dissection
o Arterial spasm
* Arterial thrombosis
* Catheter fracture with tip separation and distal embolization
* Death
* Distal embolization (air, blood clots or plaque)
» Hemorrhage or hematoma
* Hypo/hypertension
* Intimal disruption
« Local or systemic infection including sepsis
» Myocardial Infarction
* Perforation and vessel rupture
* Surgical intervention
Thrombus formation/thrombosis (Surgical Intervention: This is referring to surgical bypass,
ligation or other surgical repair that may be required if complications arise that cannot be treated

with endovascular therapy. If arterial blockages are not favorable for endovascular therapy, surgery
is often recommended)

*In accordance with the analysis and risk assessment, the report “Risk Management Report”
considered all possible dangers and dangerous situations, the eauses of dangerous situations, as well
as the need for treatment of blood vessels, the need for additional procedures, cardiac arrhythmia,
dissection, embolism, heart attack, biological effect, bleeding, hematoma, ischemia, toxicity,
inflammatory reaction, infection, trauma received by a doctor, bronchospasm, thrombosis,
perforation), which can be considered considered dangerous the situation. The possibility of
controlling all the described risks was considered. The technological process of manufacturing
products meets the current level of technology development. It was found that the risks associated
with potential hazardous situations are also general residual risks that are acceptable when compared
with the benefits for the patient; As a result, new hazardous situations associated with the use of
these products were identified. Declared specifications and product safety confirmed; performance
requirements satisfied; These products are designed appropriately in terms of meeting relevant
standards for their intended use manufacturer of products and operates in accordance with the
statements of the manufacturer and as directed.
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6. PACKAGING, STERILIZATION AND STORAGE

temperatures. R,,,a,e inventor so that device
7. RECOMMENDED ITEMS

Each Support Catheter package includes the following;
sterile disposable catheter contained in a coiled storage tube.
Materials required but not provided are:
» 10 ml syringe (filled with sterile heparinized saline)
* One-Way or Three-Way stopcock
* Appropriately sized exchange guidewire (refer to Table 1)
Tabic ,)

« Sterile, heparinized saline (for flushing catheter)

8. DEVICE PREPARATION

« tStS\BLYerta'lr

'be catheter,

S"/rl" é rAvTetvathers’™:

discard and use a new device. A A damage or leakage is observed,

9. DEVICE USAGE
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9.1 Using standard techniques, place the introducer sheath/guiding catheter and guidewire.

9.2 Place the prepared Support Catheter over the previously inserted guidewire by threading the end
of the guidewire through the tip of the catheter. Advance the catheter over the guidewire. Refer to
Table 1 for guidance regarding appropriate catheter selection along with introducer

sheath, guiding catheter and guidewire sizing.

9.3 The catheter can be introduced percutaneously through the introducer sheath or guiding catheter.
Do not attempt to pass the device through a smaller sized sheath introducer than indicated in Table
1

9.4 Using fluoroscopic imaging, carefully advance the catheter to the desired location in the
vasculature. If resistance is encountered at any time during the insertion procedure, do not force
passage or torque the device. The markerbands on the distal end of the catheter will provide visual
guidance.

9.5 Using fluoroscopic imaging manipulate the guidewire and catheter in order to achieve the
desired position. Do not torque the catheter. Also, do not advance or withdraw the catheter without
the guidewire in place and extending beyond the distal end ofthe catheter.

9.6 When removing the catheter, use fluoroscopic imaging and make sure to maintain guidewire
position.

GUIDEWIRE EXCHANGE

When exchanging guidewires, maintain the catheter position and carefully withdraw the guidewire
under fluoroscopic imaging. Without moving the catheter, insert new guidewire through the
proximal hub and advance under fluoroscopic imaging. Do not advance or withdraw

the catheter without the guidewire in place and extending beyond the distal end of the catheter.

CATHETER INFUSION

To use the catheter for infusion, maintain the catheter position and carefully withdraw the guidewire
under fluoroscopic imaging. Attach infusion device (syringe,

power injector, etc.) and use as directed. If required, a 1-way or 3-way stopcock may be used for
additional fluid control. Ensure that the stopcocks are properly rated for the desired infusion
pressure. Do not exceed 300 PSI inlet infusion pressure. Approximate flow rates for the catheter are
outlined in Table 2. Once the infusions are complete, detach infusion device and remove any
stopcocks that may have been used. Reinsert guidewire prior to advancing or withdrawing the
catheter.

Table 2 CATHETER FLOW RATES

SureCross™ Support Catheter
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Guide wire insertion device BowTie™

-m> e Bowm™,

I'm “S = *= p™«™] end of the guide wire

10. DISPOSAL

After use, this product is a potential biohazard. Handle and dispose of in accordance with accepted
edical practice and applicable hospital, local, state and federal laws and regulations.

REUSE PRECAUTION STATEMENT

10
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A Maximum Guide Wire

Length

@ Minimum Introducer

Non Pyrogenic
Do not use ifpackage is damaged.

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

South Jordan, Utah 84095 U.S.A. 1-801-253-1600
U.S.A. Customer Service 1-800-356-3748

EC REP

Authorized Representative;
Merit Medical Ireland Ltd,
Parkmore Business Park West, Galway, Ireland

www.merit.com

C € 0086 IDO70n 4 402921002/D
3047-00L, Rev 02 (7/2014)

1
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APPENDIX TO INSTRUCTION FOR USE
FOR MEDICAL DEVICE

«SureCross'* Support Catheter»

Manufactured by
Merit Medical Systems, Inc., the USA

12
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»** Lo “oNna of .ban

- SureCrossTM Support Catheter - 1 pieee;

- Guide wire insertion device BowTie™ - 1piece

0;0" Il ;rn ™ of"0 .one .ban
- SureCross™ Support Catheter - 1 piece;

- Guide wire insertion device BowTie™ - 1piece
™ wbb a ,n..ew.e ofno .one .ban

- SureCross™ Support Catheter - 1 piece;

- Guide wire insertion device BowTie™ - 1piece
A- - - e Ofno.one .ban

™

- SureCross™ Support Catheter - 1 piece;

- Guide wire insertion device BowTie"™" - 1piece

0,018 inches (0 ,4".) tadi™ ae"" ™ compatible with a guidewire of no more than

- SureCross™ Support Catheter - 1 piece;

- Guide wire insertion device BowTie™ - 1piece
wiO. a gmdewire of n,, more .ban
- SureCross™ Support Catheter - 1 piece;

13
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/ - Guide wire insertion deviee BowTie™" - 1 pieee

7. SureCross™*” support eatheter length of 135 em compatible with a guidewire of no more than
0,018 inches (0,46 mm) in diameter:
- SureCrossTM Support Catheter - 1 piece;

- Guide wire insertion device BowTieM” - 1 piece

8. SureCross™ support catheter length of 150 cm compatible with a guidewire of no more than
0,018 inches (0,46 mm) in diameter:
- SureCrossTM Support Catheter - 1 piece;

- Guide wire insertion device BowTieM” - 1piece

9. SureCross™ support catheter length of 65 cm compatible with a guidewire of no more than
0,035 inches (0,89 mm) in diameter:
- SureCross’™ Support Catheter - 1 piece;

10. SureCross™ support catheter length of 90 cm compatible with a guidewire of no more than
0,035 inches (0,89 mm) in diameter:
- SureCross™ Support Catheter - 1 piece;

11. SureCross™ support catheter length of 135 cm compatible with a guidewire of no more than
0,035 inches (0,89 mm) in diameter:
- SureCrossi™ Support Catheter - 1 piece;

12. SureCross™” support catheter length of 150 cm compatible with a guidewire of no more than
0,035 inches (0,89 mm) in diameter:
- SureCross™”™ Support Catheter - 1 piece.

SureCross"*” Support Catheter is intended for use during coronary and peripheral interventional
procedures to guide and support guidewires, traverse discrete portions of the vasculature, allow for
guidewire exchanges and provide a conduit for infusion of saline solution, diagnostic contrast agents
and therapeutic agents

Application SureCross™” Support Catheter and catheterization is always associated with the risk of
complications. Therefore, this device can be used only by qualified experts in the field of vascular
surgery, interventional radiology and cardiology and experts trained for supporting application
program catheters or experienced in applying the relevant medical devices.

14
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The catheter shaft consists of a natural high-density polyethylene extruded, tapered tube. The
proximal end of the shaft has a larger diameter and wall thickness and tapers to a smaller diameter
and wall thickness distally. The proximal segment is stiffer to allow higher force transmission when
pushing or handling the catheter. The smaller and more flexible distal segment allows better
passage through smaller and, possibly, more tortuous vessels depending on individual patient
anatomy. Further, in order to maintain a higher degree of axial stiffness, the distal 5.5” (139,7 mm)
of smaller segment is drawn down (or necked). The catheter tip is tapered in order to facilitate
target site access and passage.

The distal portion of the catheter has three (3) radiopaque marker bands to assist with placement of
the catheter and measurement of vascular landmarks under fluoroscopy. The distal marker band is
placed on the inner diameter of the catheter shaft in order to maintain a smooth surface on the outer
surface of the shaft near the tip. The remaining two (2) marker bands are set onto the shaft outer
diameter. The distal 40cm outer portion of the catheter has a lubricious hydrophilic coating.

The proximal end of the catheter has an integral manifold molded of HDPE with a female luer
connection to communicate with the male luer of the catheter lumen. The manifold is insert-molded
over the proximal end of the catheter shaft. The similarity of materials (both HDPE) allows the
formation of a leak-proof bond between the manifold and shaft. The luer port on the manifold may
connect to male luer syringes in order to prepare and flush the lumen with saline prior to use and
also assists in handling for guidewire exchanges and may also be used to connect with other male
luer connectors in order to inject diagnostic contrast agents to assist with visualization or to inject
various other therapeutic agents. A strain relief molded of low-durometer PeBax is mounted at the
transition between the manifold and catheter shaft in order to provide a smooth transition and
minimize the potential for kinking. The strain relief has a positive snap-fit connection with the
manifold. Three different colors of the strain relief help differentiate the three (3) models which
differ in catheter diameter. Further, the catheter model description, size and length are printed on
the strain relief

SureCrossTM Support Catheter supplied sterile and non-pyrogenic and non-toxic. These products are
intended for single use only.

Guide wire insertion device BowTie™

The guide wire insertion device BowTie™ has been developed to facilitate and/or guide
placement of the proximal end of the wire into the distal tip of the dilator/introducer. The use of
the guide wire insertion device BowTie™ is used during placement for an added convenience

that physicians can use as an aid per their preference.

Manufactured by:
Merit Medical Systems, Inc.
1600 West Merit Parkway South Jordan, Utah, 84095, USA

The place of production of the medical device
1) Merit Medical Systems, Inc., 1600 West Merit Parkway South Jordan, Utah 84095 USA

15
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2) Merit Medical Systems, Inc., 14646 Kirby Drive Houston, Texas 77047 USA
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2. PRODUCT SPECIFTCATTONS
SureCrossTM Support Catheter Table 11

SureCross™ Support Catheter

Characteristic Léngth Length Length Length Length Length Length Length Length Length Length Length

65 cm 65 cm 65 cm 90 cm 90 cm 90 cm 135 cm 135 cm 135 cm 150 cm 150 cm 150 cm
Max. guidewire  guidewire guidewire guidewire guidewire guidewire guidewire guidewire guidewire guidewire guidewire guidewire
guidewire diameter ol diameter ol diameter ol diameter ol diameter of diameter ol diameter ol diameter ol diameter ol diameter ol diameter ol diameter of
diameter 0,014 0,018 0,035 0,014 0,018 0,035 0,014 0,018 0,035 0,014 0,018 0,035

inches inches inches inches inches inches inches inches inches inches inches inches

(0,36 mm) (0,46 mm) (0,89 mm) (0,36 mm) (0,46 mm) (0,89 mm) (0,36 mm) (0,46 mm) (0,89 mm) (0,36 mm) (0,46 mm) (0,89 mm)
must take  musttake musttake musttake must take must take  must take must take  must take  musttake must take  must take

place place place place place place place place place place place place
throughout  throughout throughout throughout throughout throughout  throughout throughout throughout throughout throughout throughout
the the the the the the the the the the the the

structure. structure. structure structure. structure structure structure. structure structure structure. structure structure

The outer 0,990 mm  1;117 mm 1,600 mm 0,990 mm 1,117 mm 1,600 mm 0,990 mm 1,117 mm 1,600 mm 0,990 mm 1,117 mm 1,600 mm
diameter of
the proximal
portion of the
catheter tube

(0.039%)  (0,044")  (0,063")  (0,039")  (0,044")  (0,063")  (0,039")  (0,044")  (0,063")  (0,039™)  (0,044")  (0,063")

The outer 0,673 mm 0,774 mm 1282mm 0,673 mm 0,774 mm 1,282 mm 0,673 mm 0,774 mm 1282 mm 0,673 mm 0,774 mm 1,282 mm

17
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SureCross™M Support Catheter

Length Length Length Length Length Length Length Length Length Length Length Length
65 cm 65 cm 65 cm 90 cm 90 cm 90 cm 135 cm 135 cm 135 cm 150 cm 150 cm 150 cm

Characteristic

diameter of (0,0265™)  (0,0305™)  (0,0505") (0,0265")  (0,0305™)  (0,0505") (0,0265™)  (0,0305™)  (0,0505") (0,0265™)  (0,0305™)  (0,0505")
the distal

portion of the

catheter tube

1ne outer 0,495 mm 0,571 mm 1,028 mm 0,495 mm 0,571 mm 1,028 mm 0,495 mm 0,571 mm 1,028 mm 0,495 mm 0,571 mm 1,028 mm
diameter of

the catheter (0,0195™)  (0,0225")  (0,0405") (0,0195™)  (0,0225™)  (0,0405") (0,0195")  (0,0225")  (0,0405") (0,0195™)  (0,0225™)  (0,0405")
tip

length 65 cm 65 cm 65 cm 90 cm 90 cm 90 cm 135 cm 135 cm 135 cm 150 cm 150 cm 150 cm

lhe length of 1397 mm  139,7 mm 139,77 mm 1397 mm  139,7 mm 139,77 mm  139,7 mm  139,7 mm 139,77 mm 139,77 mm  139,7 mm 139,7 mm
the distal

portion of

catheter

Distance 15mm 15mm 50mm 15mm 15mm 50mm 15mm 15mm 50mm 15mm 15mm 50mm
between
markers |

18
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SureCross™* Support Catheter

Length Length Length Length Length Length Length Length Length Length Length Length
65 cm 65 cm 65 cm 90 cm 90 cm 90 cm 135 cm 135 cm 135 cm 150 cm 150 cm 150 cm

depth

The length of 400 mm 400 mm 400 mm 400 mm 400 mm 400 mm 400 mm 400 mm 400 mm 400 mm 400 mm 400 mm

the

hydrophilic

coating

minimum 5F 5F 6F 5F 5F 6F 5F 5F 6F 5F 5F 6F

diameter

guiding (1,67 (1,67 (2,0 mm) (1,67 (1,67 (2,0 mm) (1,67 (1,67 (2,0 mm) (1,67 (1,67 (2,0 mm)

catheter mm) mm) mm) mm) mm) mm) mm) mm)

compatible

Minimum 4F 4F 5F 4F 4F 5F 4F 4F 5F 4F 4F 5F

diameter

compatible (1,33 (1,33 (1,67 (1,33 (1,33 (1,67 (1,33 (1,33 (1,67 (1,33 (1,33 (1,67

introducer mm) mm) mm) mm) mm) mm) mm) mm) mm) mm) mm) mm)

radio-opacity  The The The The The The The The The The The The
catheter catheter catheter catheter catheter catheter catheter catheter catheter catheter catheter catheter
should be  should be should be should be should be should be should be  should be should be  should be should be should be
viewed viewed viewed viewed viewed viewed viewed viewed viewed viewed viewed viewed

19
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Characteristic

Dimensions of
Guide wire
insertion
device
BowTieN'"*

The flow rate
of fluid
(saline)
catheter
provided at a
pressure of
10.34 bar
(1,034 MPa)

Length Length
65 cm 65 cm
under under
fluorosco fluorosco
py py

Length: 38 mm

Maximum width:

13mm
Not less Not less
than 1,3 than 1,9
ml / sec ml / sec

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

Length
65 cm

under
fluorosco

Py

Not less
than 7,9
ml / sec

SureCross™ Support Catheter

Length Length
90 cm 90 cm
under under
fluorosco fluorosco
py py

Length: 38 mm

Maximum width:

13mm
Not less Not less
than 0,9 than 1,6
ml / sec
ml / sec

Length
90 cm

under
fluorosco

py

Not less
than 6,6
ml / sec

Length Length
135 cm 135 cm
under under
fluorosco fluorosco
py py

Length: 38 mm

Maximum width:

13mm
Not less Not less
than 0,8 than 1,2
ml / sec ml / sec

Length
135 cm

under
fluorosco

py

Not less
than 5,5
ml / sec

Length Length
150 cm 150 cm
under under
fluorosco fluorosco
py py

Length: 38 mm = 5
mm

Maximum width:
13mm £ 2mm

Not less Not less
than 0,6 than 1,1
ml / sec ml / sec

Length
150 cm

under
fluorosco

Py

Not less
than 5,2
ml / sec

20



SureCross™ Support Catheter

Characteristic Length Length Length Length Length Length Length Length Length Length Length Length
65 cm 65 cm 65 cm 90 cm 90 cm 90 cm 135 cm 135 cm 135 cm 150 cm 150 cm 150 cm

provided with ml / sec ml / sec ml / sec ml / sec ml / sec ml / sec sec sec ml / sec ml / sec ml / sec ml / sec

a pressure

20.68 Bar

(2,068 MPa)

The flow rate Not less Not less Not less Not less Not less Not less Not less Not less Not less Not less Not less Not less

Of.f'tu'd (af than 04~ than08  than62  than04  than0,7  than50  than03  than05  than4,2  than02  than0.6  than 3,9

mixture o

contrast agent ml / sec ml / sec ml / sec ml / sec ml / sec ml / sec ml / sec ml / sec ml / sec ml / sec ml / sec ml / sec

and sterile

saline solution

having a

viscosity 0f 4.3
cps) afforded
the catheter at
a pressure of
10.34 har
(1,034 MPa)

The flow rate Not less Not less Not less Not less Not less Not less Not less Not less Not less Not less Not less Not less
of fluid (a than 1,0 than 1,6 than 8,6 than 0,8 than 1,4 than 6,8 than 0,4 than 1,1 than 6,1 than 0,4 than 1,0 than 5,9

mixture of ml / sec ml / sec ml / sec ml / sec ml / sec ml / sec ml / sec ml / sec ml / sec ml / sec ml / sec ml / sec
contrast agent

and sterile

21
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SureCross™M Support Catheter

Length Length Length Length Length Length Length Length Length Length Length Length
65 cm 65 cm 65 cm 90 cm 90 cm 90 cm 135 cm 135 cm 135 cm 150 cm 150 cm 150 cm

Characteristic

saline solution
having a
viscosity 0f 4.3
cps) afforded
the catheter at
a pressure of

20.68 har
(2,068 MPa)
The cone- ) ) ]
. At the distal end of the conical tip must be
shaped tip
Surface On the outer surface should be free of surface defects and process. This surface should be minimal trauma to vessels during use.
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SureCross™ Support Catheter

Characteristic Léngth Length Length Length Length Length Length Length Length Length Length Length
65 cm 65 cm 65 cm 90 cm 90 cm 90 cm 135 cm 135 cm 135 cm 150 cm 150 cm 150 cm

(Pressure & when subjected to a pressure of 375 PSI with water for 30 seconds® N e

Vacuum)
Leakage/Burst, Vacuum. The catheter shaft, manifold to catheter shaftjoint and fluid injection port (with male luer Interface) spaj| not leak or collapse
when subjected to the maximum vacuum generated by a 60cc syringe (filler with 15cc water and plunger pulled back to 60cc Mark) for 30 sjconds.

kinking of the 1he shaft ol the catheter must not be twisted (permanent detormation) during wrapping around a solid rod (or mandrel) diameter > 0,2 inches (5.08 mm)
catheter at elevated temperatures or at ambient temperature.
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PRODUCT SPECIFICATIONS
Guide wire insertion device BowTie™

Table 1.2
Dimensions Through hole diameter - 0,0185-0,0240” (0,47-0,61 mm)
Guidewire Removal Slot- 0,013” (0,33 mm) maximum
Insertion Test No damage to tip of device or guidewire

No pieces dislodged

Removal Force < 11bf(4,45 N)

3. STERILIZATION METHOD

Merit Medical Systems, Inc., utilizes Ethylene Oxide (EO) sterilization for the products
described in this Technical File. The EO sterilization cycle is validated according to European
International Standard 1SO 11135. Annual re-validation occurs assessing a worst-case reference
load based on density and boxing configuration, which allows routine sterilization of a mixed-
pallet load. Merit’s products meet 1SO 10993-7 requirements for ethylene oxide sterilization
residuals, no more than 10\,

This product does not provide a user re-sterilization.
4. DESCRIPTION OF PACKAGING

The product is packaged and labeled as a sterile disposable article. Sterile barrier systems
specified in the standard ISO 11607, are designed to prevent the ingress of microorganisms and
provide an aseptic preservation of products to end use. Checking package integrity is carried out
within the production process.

The SureCrossT" Support Catheter sold in individual package. A catheter was placed in a special
holder, which is rolled into a ring of HDPE tube, with a connector of a thermoplastic elastomer
for fixation of the catheter hub / discharge coupling. The catheter and tube-holder is placed in a
separate bag of Tyvek material and sealed. Catheter packaging configuration provides for the
deployment of five individual packages in a separate box.

Versions of the medical device The SureCross™* Support Catheter, compatible with the
conductors, a diameter of 0.014 inch (0.36 mm) and 0.018 inches (0.46 mm) was placed in a
separate bag, was placed one (1) product with a device for introducing BowTie  conductor (in
the tray and a plastic package). Five packages with one instruction for use of the product are
packed in a cardboard box. The shipping container is placed five cartons each containing five
individual packages.

Versions of the medical device The SureCross™ Support Catheter, compatible with the
conductors, a diameter of 0.035 inch (0.89 mm) placed in a separate bag, placed one product.
The carton pack of five packages with one instruction for use of the product. The shipping
container is placed five cartons each containing five individual packages.

Certification of packaging products was carried out in accordance with the requirements of the
following standards:

ISO 11607-1: packaging of medical devices to be sterilized at the final stage of production - Part
1 Requirements for materials, sterile protection systems and packaging systems.
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ISO 11607-2: packaging of medical devices to be sterilized in the final stages of production -
Part 2: Requirements for validation processes forming, sealing and assembly.
ASTM D4169: Standard method of testing the efficiency of transport of containers and systems.

FINISH STERILIZATION
SureCross™*~ Support Catheter

Table 2
Packaging width 255 mm = 5 mm
Packaging length 300 mm = 5 mm
The width of the adhesive layer 10,0 = 0,5 mm
The adhesive layer strength of breaking force >1 Ibf(4.45 N)
The density of packing material 0.92 £ 0.05 g/ cm3
The tensile strength in the longitudinal direction > 0,7 kN / cm?2
The tensile strength in the transverse direction > 0,9 KN / cm2
Bursting strength > 650 kPa

5. RISK ANALYSIS SYSTEM

Potential risks are evaluated during the design / product development and manufacturing
processes according to 1ISO 14971. The appropriate risk assessment tool (FMEA, Clinical Risk
Assessment - CRA.) is applied in order to identify potential failure modes and potential effect on
patients or users. Appropriate control and prevention mechanisms are defined and implemented.
Risk Analysis reports are revisited and updated as necessary and controlled under Merit’s
Document Control system. A cross-functional team, including persons with clinical experience,
reviewed the Risk Analysis reports to ensure that all potential risks were addressed.

An analysis o fthe relationship between benefits and risks is included in the risk analysis plan.
Important Hazards

The conclusions drawn by the cross-functional team are located in the Risk Assessment reports.
The most important hazards include foreign body embolization, perforation of vessel wall and
patient infection.

Manufacturer statement regarding safety

Based on the documentation provided and / or referenced in this technical file describing the
design, manufacture, packaging and sterilization of the surecrossrw Support Catheter and the
assessment of potential risks compared to the benefits of the use of these products through
formal risk analysis, clinical evaluation, and product / process qualifications. Merit Medical

Systems has determined that the Essential Requirements of the European Community Council
26
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7 Medical Device Directive 93/42/EEC have been satisfied and that the SureCross™ Support
Catheter are safe and effective for their intended use as labeled.

Drug substance that areparts ofthe medical device:

The manufacturer Merit Medical Systems, Inc., USA, declares with full responsibility that there

drug substances used during the manufacture of medical device «SureCross™ Support

Catheter».

Materials ofanimal or human origin with indication information on their biological

compatibility:

Materials of animal and human origin are not used.

6. INFORMATION ON LABELING OF PRODUCTS

Product label formats have been developed and approved for unit product, sterile packages and
transport packaging. The approved labeling is located in the product Device Master Record. For
label content and symbol generation. Merit utilizes, EN 1041, ISO 15223-1, EN 15986, and FDA
Guidance on Medical Device Patient Labeling; Final Guidance for Industry and FDA Reviews
(4/19/2001), in order to meet current requirements of the MDD or the MDR.

Description of the symbols used on the medical device’s label are represented in the table.

Symbol
1
EC REP
2.
3. Rx ONLY
4.
5. REF
LOT
STERILE
A
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Explanation of symbols
Authorized representative in the European Community

Manufacturer

Caution: Federal (USA) law restricts this device to sale
by or on the order of a physician.
For single use only

Catalog number

Use by ....

= Based on the European Regulation, the symbolfor
"Use By" or "date o fmanufacture can be used to
sterile products. In the case of "use by" date is
indicated, in which theproduct can be used (the
expiration date), after that date, it is impossible to use
the product. In this case, to determine the date of
production must be deducted the totalperiod ofstorage
ofthe product, manufacturer's declaration of "Use Bv"
date.

Batch code

Sterilized using ethylene oxide

Caution! Consult accompanying documents

27



10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.
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The inscription "non-toxic*

This symbol means that product complies with the
essential requirements of the Directive 93/42/EEC
concerning medical devices

Non-pyrogenic

The maximum diameter of the guide wire compatible

Catheter length

The minimum diameter of the introducer sheath
compatible
Protect from moisture

This side up

Fragile, handle with care

Do not use if package is damaged

Refer to the instructions for use

7. TRANSPORTATION. STORAGE AND HANDLING

Storage conditions:

The device should be stored in a cool, dry and dark place. Do not store catheters where they are
directly exposed to organic solvents, ionizing radiation, ultraviolet light and high temperatures.
Rotate inventory so that device is used prior to the Use By date on the package label. Products

released from the transport packaging should be kept at an ambient condition:

Storage conditions:

Temperature +5°C to +27 °C (environment)
Relative humidity 10% to 90 % (non-condensing)
Atmospheric pressure 84.0 kPa - 106.7 kPa (630 - 800 mmHQ)

Transport conditions:

Temperature

-35°C to +55 °C (environment)

Relative humidity 10% to 90 % (non-condensing)
Atmospheric pressure 84.0 kPa- 106.7 kPa (630 - 800 mmHg)
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Usage environment-
Ambient temperature not exceeding 25 °C.

Temperature range for use - the body temperature of 32 °C to 42 °C
Relative humidity; 100% (blood contact)

Atmospheric pressure 86-106 kPa.

The shelf life of sterile devices - 36 months from the date of sterilization.

8. DISPOSAT.

9. MAINTENANTrF

Not subject to maiutenauce aud repair. There are no parts that are serviced on site. This meaus
that repair in conditions operation is not carried out (non-applicable).

10. WARRANTY

Limited Warranty and Disclaimer
Merit Medical Systems, Inc. represents and warrants that the products shall materially conform
to the speetflcations at the time of shipment to Customer and will remain materiaNy free of
defects in materials and workmanship for the period specified on the written limited watranty
separately provided with each product. Warranty shelf life of medical device SureCross™ Suppon
Cath«e, 1s 3 ye”s. This warranty shall not apply to products that have been (i) modifmd
anged, repaired, refurbished, reprocessed, or altered by anyone other than Merit; (ii) subjected
da d'h 'w'-sMrilization, accident, abuse, neglect or tampering- (iii)
damaged by excessive physical, environmental or electrical stress; or that have had a seria
number altered, defaced or removed; (iv) combined with any other product- (v) used outside the
approved “Mications for Use” as cleared by the relevant competent authority used col"ay m
the use outlined LLIthe product specifications or in an application or environment for which sLh
product was not designed or contemplated. Any technical product advice furnished by Merit is
I"ovided without duty or compensation and Merit assumes no obligation or liabdi® aTsuch
advice being given and accepted at Customer’s risk. EXCEPT AS EXPRESSLY SET FORTH
HEREIN MERIT MAKES NO REPRESENATION OR WARISANW OF I nY K”D
e™ or IMPLIED. TO CUSTOMER, ITS END-USERS OR ANY rail4 PARSES
WITH RESPECT TO THE PRODUCTS. MERIT DISCLAIMS AND EXCLUDES ANy ILD
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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.

11. COMPLAINT

The organization, which takes claims from consumers about the product quality on the Russian
Federation territory:

Limited Liability Company "Merit Technologies"
(LLC "Merit Technologies™), BIN 1117746679533, TIN 7705960130

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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MNOATBEPXXAEHVE

LWrar KOTa )
Okpyr Cont-Jleitk )
CerogHa, 13 aBrycta 2019 roga, Ko MHe, HoTapuycy [xeHHupep Popaxam, NMUHO ABunca PobepT
BonbapT, cTapwimii MeHegXep N0 HOPMaTMBHO-MPABOBOMY PEryvpoBaHuto, NpegbaBMBLUNIA MHE

[AOCTaTOYHble [AOKa3aTe/NbCTBA TOro, 4YTO OH SBASETCA JINLOM, MMEHEM KOTOpPOro nognucaH
npunaraemblini JOKYMeHT, U NOATBEPANBLUMNIA, UTO OH IMYHO MOANMCAN ero.

Y 0CTOBEPAETCS MOE NOAMUCHI0 N OPULMANBHON NeYaTblo.

[WTamn: Inodnucbl

I>KEHHUN®EP ®OPAXOM Hotapuyc

HoTapuyc

LWrar KOTa Mos nnueH3na aeicTBUTENbHA
NnueHsnsa Ne 695417 [0 27 noHa 2021 .

Mos nuueH3unsa aelicTBUTeNbHa A0 27
noHs 2021 1
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«r

/nognuce/

Pob6epT BonbhapT

CTapwunii MeHegXep No HOPMaTUBHO-NPABOBOMY PEry/iMpoBaHMI0
«Meput Meaukan Cucrteme, NHK.»

13 asrycra 2019 roga

[MevaTb KOMNaHUM «MepnT Megukan Cucteme, VIHK.»]

SAKCMNYATAUMNOHHAA AOKYMEHTALINA

HA MEOANUMNHCKOE N3AEJTNE

«KaTeTep nogaepxunsatownii SureCross™»

MNpown3soguTesb:

«Meput Megukan Cucteme, MHK.», CLLUA

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

O O

—
=c

T RZo B

IHI

lei



MERIT

SnPPOR CATHETER

NHCTPYKLUMS N0 NPUMEHEHMIO

1. ONMMMCAHNE ycTpoiicTea

BHMUMMAHWME: Rx Only depepancHoe 3akoHogaTenbetBo (CLUA) paspelaet npogaxy
[JAaHHOro yeTpoiieTBa TO/IbKO Bpayam Wu rno mx 3akasy.

Katetep nogaepxusatownin SureCross™ npefacTtaBnseT coboli OAHOMPOCBETHbLIN KaTeTep C
aTpaBMaTU4yeCKMM KOHYCOOOpa3HbIM  KOHUYMKOM, MpefHa3HayeHHbIl Ans  [JOCTaBKM Mo
npoeogHuKy (OWT). KaTteTep nogaepxwuBatowmin SureCross™ npefctasneH B 12 (aBeHaguatwu)
BapMaHTax MCMOMIHEHNSA, COBMECTUMbIX C NPOBOAHUKaMu gnameTtpamu 0,014 groiima (0,36 mm),
0,018 atoiima (0,46 mm) n 0,035 groinma (0,89 MM) M UMetOLWNX 3DPEKTUBHYO ANMHY 65 cm, 90
cm, 135 cm u 150 cm. [AucTanbHblil cTepxXeHb (KOHew) KaTeTepa ocHaueH 3 (Tpems)
PEHTFEeHOKOHTPACTHbIMW METKamu, npegHasHa4yeHHbIMU 1S YNPOWeHUs MNOo3ULUOHUPOBaHMNS
KateTepa M OLEHKMN pacCcTosHMIiA. [ncTanbHas Hapy>XHas 4acTb KaTeTepa pasmepom 40 cm nmeet
rMapomnbHOe NOKpbITME. Ha NpoKCcMManbHOM KOHLEe KaTeTepa pacnonaraeTcs pasbeM Tuna
«J103p» («Mama») A4 NoNyyYeHUs AOCTyna K MpocBeTy KateTepa. [pocBeT ucnosb3yetca Ans
NPOABMXEHNA KaTeTepa MO COOTBETCTBYHOLWEMY MNPOBOAHWUKY (CM. Tabnuuy 1) wam gns
BBeAeHUS BelwecTB. WH(popmauma 0 pasvepe U AWHE MNPOBOAHWKOB, COBMECTUMbIX C
KaTeTepoMm, HamneyaTaHa Ha pa3rpy3ouHoi mydre.

BHNMAHUME!

[laHHOe YCTPO/CTBO MOXET UCMO0/b30BaTbCA TOMbKO KBaNUULMPOBAHHBIMU CheunanmcTamm B
061acT COCYANCTOW XUPYPruu, WHTEPBEHLMOHHOW PafMoNorMm W Kapauonorum, a Takxe
cneyuanuctamu, npoweAwMMM NOAFOTOBKY MO Mporpamme NpUMeHeHUs MOAAepXUBar L NX
KaTeTepPoB UM UMEKLLMMMN ONbIT NMPUMEHEHNS COOTBETCTBYOLWMX MeANLMHCKUX U34ennii.

BH/IMAHUME!
Mepea MCNONb30BaHWEM [AAHHOTO YCTPOWCTBA BHMMATENbHO 03HAKOMbTECH C MOKa3aHUSAMU K
MPUMEHEHNIO.

2. NMPEAYCMOTPEHHOE NMPUMEHEHWE / MOKA3AHMA K NMTPMMEHEHUIO,
MPOTVBOINMOKA3AHWA.

NMOKA3AHNA KTNMPUMEHEHWNIO

KateTep noggepxusatowmii SureCross™ npegHasHayeH A0S NPOBEAEHUA WHTEPBEHUMOKHb-A
npoueayp Ha KOPOHapHbIX 1 Nepudepnyecknx cocypax, B Xo4e KOTopbiX TpebyeTca nposefeHne
N noAafepXkKa MNPOBOLHMKOB, MPOXOXAEHWE [UCKPEeTHbIX Y4YacTKOB COCYAWCTON CUCTEMBI,
3aMeHa nNpOBOAHWMKOB W o0becneveHne pocTyna [And BAWBaHUA (u3pacTeBopa, BBefeHUA
KOHTPACTHbIX BELECTB C ANArHOCTUYECKON LeNblo N IEKAPCTBEHHbIX CPELCTB.
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MPOTUMBOINMOKA3AHUNA
MpoTUBONOKa3aHWsA K NPUMEHEHMWIO LAHHOTO U3AeNNs OTCYTCTBYIOT.

3. NMPEAOCTEPEXEHUA

KateTtep nogaepxusatowuini SureCross™ noctasnsetcs B CTEPUJIbHOM Buge u
npegHasHavyeH TOMbLKO 4719 04HOPA30BOro Ucnosb3oBaHusA. NosTopHas obpaboTka u
cTepununsaumns 3anpeweHbl. B NpoTUBHOM Cyyae NoBbIWAETCA OMNAaCHOCTb MHPULMPOBAHMNSA
naymeHTa n (M1n) HenpaBUAbHON PaboTbl N3Lenus.

* MaHunynsaumm ¢ KaTeTepom cneayet NPOBOAUTL MO PEHTIEeHOI0MMYECKUM KOHTPOEM.

» Ecniv BO Bpems BBEAEHMA OLLYLLAeTCA COMPOTUBNEHUE, HE NpuUiaraiTe Ype3mMepHbIX YCUINRA 1
He NpoBOpayMBaiTe KaTeTep. ATO YpeBaTO NOBPEXAEHNEM YCTPONCTBA UM CTEHOK COCYAa.
CobntofariTe OCTOPOXHOCTb NPU U3BIEYEHUN KaTeTepa.

* BBefeHMe 1 N3BeYeHne KaTeTepa OCYLLeCTBAATCA TO/IbKO MO NPOBOAHUKY.

* He npeBbllwainTe MakCcMManbHOe PpeKOMEHA0BaHHOE AaBfieHne BO BpeMs BBedeHus 21 6ap (300
(hYHTOB Ha KBafpaTHbIl fIOWM).

» OueHKa NPUMEHeHUs JaHHOr0 N3Jenns B CoCyaax roloBHOro Mo3ra He NPoBOAW/IACH.

TonbKo Anst NpoheccMOoHaNbLHOT0 NCMOb30BaHNS.

WEA Hue CATHETERWINGS STRAIN RELIEF CATHETER SHAFT

/ SIN}BLE LUMEN

PROXIMAL END 3 0
PROXIMAL MARKERBANDS DISTAL MARKERBAND TAPERED CATHETER TIP
/
wo~ DISTAL END
1 HYDROPHILIC COATING (40CMT

LUERHUB PA3BEM TUMA JTIFOEPA
CATHETER WINGS KPbI/bILWK KATETEPA
STRAINRELIEF PA3MPY30UYHAAMY®TA
CATHETER SHAFT CTEPXXEHb KATETEPA
SINGLE LUMEN OAVHMPOCBET
PROXIMAL END MPOKCUMAJ/IbHbIN ko 1 e i1
PROXIMAL MARKERBANDS MPOKCUMAJIbHBIE MAPKEPHbIE MOJIOCKW
DISTAL MARKERBAND NVNCTANTbHAS MAPKEPHASA MO/TOCKA
TAPERED CATHETER TIP KOHYCOOBP,§3HbII7I KOHYUK KATETEPA
DISTAL END NVCTATbHbIA KOHEL|

HYDROPHILIC COATING (40 CM) FMAPODUNBHOE MOKPBLITUE (40 CM)
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Tabnuuya 1 Cneymdmkaumsa Katetepa

XapakTepu
cTUKa

Makcnman
bHbI
anameTp
COBMECTUM
oro
NPOBOAHUK
a

Hapy»XHbl
n gnameTp
npokcnma
NbHOM
yacTu
CTepPXHSA
KaTeTepa

HapyXHbl
n gnameTp
AVCTanbHO
M yactm
CTepPXHSA
KaTeTepa

Hapy»XHbl
n gnameTp
KOHYMKa
KaTeTepa

ekt
Has AnuHa
KaTeTepa

PaccToaHu
e Mexnay

Mapkepam
N rny6buHbl

MwuHunmanob
HbIM
anameTp
COBMECTUM
oro
NPOBOAHUK

OnvH
a 65
c™

0,014
atoi
MOB
(0,36
MM)

0,990

MM

(0,03
97)

0,673
MM

(0,02
6571)

0,495

MM

(0,01
95”)

65 cm

15Mm

S5F

(1,67
MM)

OnnHa
65 cm

0,018
LHoiM
0B
(0,46
MM)

1,117
MM
(0,044

)

0,774
MM

(0,030
57)

0,571

MM

(0,022
57)

65 cm

15 Mm

S5F

(1,67
MM)

AnvHa
65 cm

0,035
LHoim
0B
(0,89
MM)

1,600

MM

(0,063
)

1,282

MM

(0,050
57)

1,028
MM

(0,040
5”)

65 cm

50 Mm

6F

(2,0
MM)
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OnnHa
90 cm

0,014
A0NM
0B
(0,36
MM).

0,990

MM

(0,039
)

0,673
MM

(0,026
577)

0,495

MM

(0,019
571)

90 cm

15 Mm

SF

(1,67
MM)

KateTep nogaepxusatowmii SureCross

OnnHa
90 cm

0,018
ANM
0B
(0,46
MM)

1,117
MM
(0,044

)

0,774

MM

(0,030
57’)

0,571
MM

(0,022
5’1)

90 cm

15 mm

5F

(1,67
MM)

OnnHa
90 cm

0,035
A NM
0B
(0,89
MM)

1,600

MM

(0,063
”)

1,282

MM

(0,050
5”)

1,028

MM

(0,040
5’7)

90 cm

50 Mm

6F

(2,0
MM)

OnnHa
135

Cc™M

0,014
LHoiiM
oB
(0,36
MM)

0,990
MM

(0,039
)

0,673
MM

(0,026
57)

0,495
MM

(0,019
57’)

135

CcM

15 Mm

S5F

(1,67
MM)

TKI
Onnna  AnuHa
135 135
cm c™m
0,018 0,035
QoM AoAM
0B 0B
(0,46 (0,89
MM) MM)
1,117 1,600
MM MM
(0,044
”) (0,063

7!)

0,774 1,282
MM MM
(0,030 (0,050
5!!) 51!)
0,571 1,028
MM MM
(0,022 (0,040
5!’) 51!)
135 135
c™ cm
15mMm 50 mm
5F 6F
(1,67 (2,0
MM) MM)

OnnHa
150 =
c™

0,014
[roirn
oB
(0,36
MM)

0,990

MM

(0,039’
’7)

0,673
MM

(0,026
5’7)

0,495
MM

(0,019
571)

150

C™M

15 Mm

5F

(1,67
MM)

OnvHa
150
c™

0,018
aoM
0B
(0,46
MM)

1,117
MM
(0,044

0,774
MM

(0,C30
5’1) ,

0,571

MM

(0,022
3 =

150

C™M

b —
risT

3F

(1,67
MM)

iy

Ha
150
cm

0,03

Lo
MOB
(0,8

MM)

1,60

MM

(0,0
63”)

1,28

MM
60,0
505”
1,02

MM

®d,0
405~

150

CcM



0oBOro
KaTeTepa

MwuHnmans 4F 4F 5F 4F 4F SF 4F 4F S5F 4F 4F

HbI
anameTp (133 (1,33 167 (133 (1,33 (167 (1,33 (133 (167 (133 (1,33

copmectaw  MM) MM)  MM) mM)MM) mw)MM)  MW)ww) M) v
oro

WHTPOAbLIOC

epa

4. MEPBI MPEAOCTOPOXHOCTN

* Hy>XHO 6bITb roTOBbIMM W WMETb TFOTOBYK K paboTe 6puragy cneunmannuctoB B 06/1acTu
COCYAMCTON XUPYPruu, NpoLweaLlyto crneunansHy0 NOArOTOBKY Ha ciydvaid, ecnv notpebyercs
OTKPbITOE XUPYPruyeckoe BMeLLaTe/IbCTBO.

* [lepes wWCNONb30BaHMEM OCMOTPUTE YNakoBKY W KaTeTep, YybeauTecb B OTCYTCTBMM
NOBPEXAEHWNI, KOTOPblE MOTIN MPOM30MATY NPU TPAHCMOPTUPOBKE. 3anpeLaeTcs UCNO/b30BaTh,
ecn HapylleHa ynakoBKa Unu noBpeXAeH KaTeTep, MOCKOJIbKY HapyLlleHue CTepPUIbHOCTU Uan
LLeNIOCTHOCTU U3LeNnsa MOXET NMPUBECTU K MHDULMPOBAHMIO NauMeHTa U HEKOPPEKTHOIN paboTe
n3genus.

* Bo wusbexaHne nNOBPEXAEHUA TMAPOPUILHOITO MOKPLITUA He NpoTupaniTe MNOBEPXHOCTb
KateTepa CyXnumm MapneBbiMu cangeTkamu.

* He nbiTaiTecb NpPOBOAWTbL KaTeTep 4epe3 MHTPOALIOCEP WAM NPOBOAHWKOBLINA KaTeTep
MeHbLUEro pasmepa, YeM yKasaH B Tabsmue ¢ TEXHUYECKUMMN XapaKTepucTukamu. B npoTMBHOM
Cnlyyae BO3MOXHO NOBPEXAEeHUe U3LeNNs.

e lcnonb3ylite MNPOBOAHUKM TOMbKO PEKOMEHAOBAHHbIX B Tabnuue ¢ TEXHUYECKUMU
XapakTepucTukamuy gnameTpa u gJnHbI.

* Bo nsbexxaHvne obpasoBaHMsa NeTeb U NOBPEXAEHUA KaTeTepa NpPoABUrainTe ero MeasieHHO U
noLwaroBo, Npoxoas Hebo/blIOe PacCTOsHME 3a OAUH pa3, 4O Tex Nop, noka NPOKCMMasbHbIl
KOHeL, NPOBOAHNKA He MOKaXeTca U3 KaTteTepa.

* Bo n3bexaHne NoBpexaeHUs KaTeTepa Wan cocyfa He BBOAUTE W He M3BfieKaiiTe YCTPOMCTBO,
ecnv NPOBOAHMK He Ha MecTe.

* He npeBbillainTe MakcumanbHOe PeKOMEHA0BAHHOE AaBfieHMe BO BpeMs BBeAeHus 21 6ap/ 2,1
MMMa (300 ¢yHTOB Ha KBagpaTHblA AloviM). Bonee BbICOKOe [AaBfieHWe MOXET MNPUBECTU K
NOBpeXAeHU0 KaTeTepa u cocyfoB. CKOpPOCTb NOTOKa KateTepa CM. B Tabsimue ¢ TEXHUYECKMMU
XapakKTepucTmkamu.

 3anpelaeTcs BBOAWUTb KaTeTep, €CNN ero HapyXHblil AnameTp npeBbilaeT guMaMeTp cocyja.
3T0 4peBaTo MOBPEXAEHVEM YCTPOWCTBA UK COCYAa.

* lMcnonb3oBaHHOE WU3fenne KnaccuuUMpyeTcs Kak onacHble OWONornyeckme OTXOAbI.
Obpawarbca C u3genvemM W YTUAU3MPOBaTb €ro Ccneayer B COOTBETCTBUMM C MPUHATOW
MeAULMHCKON NpaKTUKON, hegepanbHbIM, permoHabHbIM U MECTHLIM 3aKOHOAATeNbCTBOM.

* He ncnonb3yite nocne UCTeYEHMs CPOKa rOAHOCTU, YKa3aHHOI0 Ha yMnaKoBKe.

5. BOSMOXXHbIE OCNOXHEHNA N NMOBOYHBIE SO PEKTbI

MpuMeHeHne KaTeTepa noaaepxusarowero SureCross™ Y NPOBEEHNE KaTeTepusalmmn Bceraa
CBSi3aHbl C PWCKOM OC/IOXHEHWA. M03TOMy fAaHHOe M3[enne MOXeT MCMOoAb30BaTbCA TONbKO
KBaNMMLMPOBaHHbIMI CreunanucTaMm B 06nacT COCYAUCTON XUPYPTUN, UHTEPBEHLMOHHOA
pagnmonoruM W Kapauonoruu, a Takxe crneunanuctamy, npoweawMMyM MNOAFOTOBKY MO
nporpaMme NPUMEHEHUs KaTeTepoB MOAAEPXKMBAKOLWMX WAN UMELWMMN ONbIT NPUMEHeHUs
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COOTBETCTBYHLWMNX MEAULUHCKUX U3aennii. BO3MOXHble OCNOXHEHWS, CBfi3aHHble C [aHHOM
npoueaypor (CNUCOK He ABNAAEeTCS NCYEPNbIBAKOLWMM):

* OCNoXHeHNs B MeCTe BBefeHUs KaTeTepa (Hambonee pacnpoCTPaHEHHbIM OCNOXHEHVEM
ABNAETCA KPOBOTeYeHMe (rematoma, HEKOHTPO/IMPYEMOE KPOBOTeYeHue, NcesgoaHeBpu3ma nunm
3a0pIOLWNHHOE KPOBOTeYeHNMeE)). TakXke OCNOXHEHUAMU SABMIAKTCA WWEMUYECKUE eOoCYAUCTble
OC/TIOXXHEHUA U Anecekuns aptepuii. befpeHHbIn JOCTYN TakXXe COMNPSXeH C PUCKOM Cly4aiHOW
BEHEMYHKLNN).

» OcTpaa unu ToTasibHas OKKI03MA cocyaa

» PaccnioeHune cTeHOK apTepum

* Cnasm aptepumn

* ApTepuasbHblil TPOM603

* /13n10m KaTeTepa c OTAeNeHNneM KOHUYMKa U AucTanbHas am6onmsauns

* CMepTb

» AnctanbHas amb6onunsaums (Bo3gyLuHas, TPOMObI AN 6AALIKK)

» KpoBonsnuaHue nnn rematoma

e TMNOTEH3USA NN TUNEPTEH3NA

e [TopaxkeHNe NHTUMBbI

* MecTHasa nim cuctemHas MHMEKL A, BKIOYas eencuc

* H(hapKT Mnokapaa

* Mephopauna n paspbiB eocysa

o Xupypruyeckoe BMeLIATe/IbCTBO (3TO OTHOCUTCHA K XUPYPruyeckKoMy LUIYHTUPOBaHWUIO,
nepeBs3ke WX APYroMy XMPYpruyeckomy BOCCTAHOBNEHUIO, KOTOPOE MOXeT noTpeboBaThbCs,
€C/I1 BO3HUKAIT OC/IOXKHEHWSA, KOTOPbIE HENb3A NeYnTb IHA0BACKYNAPHBLIMU MeTOAamMMu)

» O6pa3oBaHune TpoMb6OB/TPOM603

+CornacHo aHanm3y n OLEHKN PUCKOB, PAaCCMOTPEHHBIX B JOKYMeHTe «OTUYET N0 MEHEAKMEHTY
PUCKOB» pPacCMOTPeHbl BCe BO3MOXHble OMACHOCTM W OMacHble CcUTyauuu, OnpeaeneHbl
MPMYNHBLI OMNACHbIX CUTYaUWid, a TakKe BO3MOXHbIi Bped (0CNOXHEHMA) (3a4epXKa NeyeHus,
eY>XXeHNe KPOBEHOCHbIX COCYA0B, HE0O6XOAMMOCTb [AOMOAHWUTENbHOW NpOLeaypbl, apuTMus
cepfua, pacceyeHue, 3am60/MA, WHMAPKT, OMONOrMYecKoe BO3AENCTBME, KPOBOTEYEHWUE,
remMatoma, MWeMunsa, TOKCUYHOCTb, BOCNanUTeNbHasA peakuus, UH(PEKUUs, TpaBma, nonyyeHHas
Bpayom, 6poHxocnasm, Tpom6oobpa3oBaHue, nepdopauns), CNOCOOHbLIA BO3HWKHYTb B
pacCMOTPEHHOW onacHol cuTyauuu. Bbina paccMoTpeHa BepOSATHOCTb BO3HMKOHOBEHUSI BCEX
OMacHbIX CUTyalUWin, a TakXKe pacCMOTPeH KOHTPO/Mb BCEX  OMWCAHHbIX  PUCKOB.
TexXHOMOrMYecKNin npouecc W3roToBMEHUA W3[4eNnsa COOTBETCBYET COBPEMEHHOMY YPOBHIO
pPa3BUTUA TEXHONOrWiA. BblNo yeTaHOBNEHO, YTO PUCKWU, CBS3aHHbIE C OTAENbHbIMW OMacHbLIMU
cUTyaumsaMn, a TakKxke 06LiMe OCTaTOYHble PUCKMW, CBA3AHHbIE C W34eNMeM, SBAAKOTCA
npYemMnemMbIMU MPU COMOCTAaBNEHUN C MNONb30I ANS NaUueHTa; Oblnn pa3paboTaHbl MEPONPUATUS
No pearnpoBaHU0 Ha BCe BbIAB/NEHHble HOBble OMaeHble euTyauun, CBA3aHHblIE C
MCNoNb30BaHWEM AAHHOTO M3aenus. 3asBNEHHble TEXHNUYECKNE XapaKTePUCTUKM 1 6e30NacHOCTb
n3aennii NOATBEPX/AEHbI; TPeO6OBaHNA K XapaKTepucTMKam YAOBNETBOPEHbI, AaHHble W3Aenus
CKOHCTPYMpPOBaHbl Hafnexalium o06pa3oM C TOYKM 3pEHUS COOTBETCTBUS peneBaHTHbIM
eTaHjapTam B OTHOLWIEHMM WX NpeAHasHayeHus; mn3genus 6esonaeHbl U (YHKLMOHMPYIOT B
COOTBETCTBMU C 3a8BNIEHUAMY NPOU3BOAUTENS MU NO NPeAHa3HaYeHWI0.

6. YINAKOBKA. CTEPUWTNSALMNA N YCNTOBUNA XPAHEHWA

[JaHHoe wn3genue cTepunbHO, anuporeHHo. CTepunu3oBaHo 3aTtuneHokcugom (30). Cpok
roAHOCTU YyKasaH Ha ynakoBke. He wuCnonb30BaTtb MOC/Me WCTEYEHWA CPOKa TOLHOCTMW.
HapylweHne eTepunbHOCTM M TepMEeTUYHOCTM MOXET NMPUBECTU K MHAULMPOBAHMIO MaLMeHTa 1
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(Mnn) HeKoppeKTHOW paboTe yeTpoicTBa. XpaHUTb B MPOXJIaAHOM CYXOM TEMHOM MecCTe.
Bepeub OT BO34eNCTBUA OpraHNYecKUX pacTBOPUTENEl, MOHU3NPYIOLLEro 1 yAbTPapuroneToBoro
M3My4YeHus, a TakXKe BbICOKMX TemnepaTtyp. [lepnogmyecku npoBOAUTbL PEBM3MIO 3amnacoB U
MCMOMb30BaTh U3AeNNsA A0 NCTEUYEHUS CPOKa FOAHOCTHM, YKa3aHHOM0 Ha yMaKoBKe.

7. PEKOMEHOOBAHHAA KOMIM/IEKT ATLLA

KomnnieKT nocTaBKu NOALEPXKMBAKOLLLEr0 KaTeTepa:
» OflHOPa30BbIli CTEPU/bHbINA KaTeTep B CNMpanbHON YNakoBOYHOMN TpyOKe.

Heobxoanmble Matepuanbl, He BXOAALLME B KOMMNEKT NOCTaBKU:

o Lnpwuy 10 mn (c renapMHU3NPOBAHHBIM PU3MONOTUYECKMM PACTBOPOM)

* OHO- NN TPEXXOA0BOIN KpaHMK

* CMEHHbI NPOBOAHNK COOTBETCTBYHOLLEr0 pasMepa (cM. Tabnuuy 1)

» FemocTaTNYeCKnii MHTPOLbIOCEP C 060/10YKOI COOTBETCTBYIOLLErO pasmepa (cM. Tabnuyy 1)
» lonoNHUTeNbHbIE MOALEPXMUBAIOLLNE KaTETEPbI

o CTepunbHbIii renapuHN3NPOBaHHbIN h3pacTBop (4158 NPOMbIBAHWUS KaTeTepa)

8. NMOArOTOBKA YCTPOWCTBA

8.1 [MMepea ucnonb3oBaHWEM OCMOTPUTE YMakoBKY W KaTeTep U ybeauTecb B OTCYTCTBMU
NOBPEXAEHNW, KOTOPble MOTIN NMPOU30NTKN NPY TPaHCMOPTUPOBKE. 3anpeLLaeTcs NCNob30BaTb
ec/iv yrnakoBKa BCKpbITa U NMOBPEXEeH KaTeTep.
8.2 Ecnu ynakoBKa He MOBpex/eHa, akKypaTHO BCKPOMTE YNakKoBKY W MOMECTUTe CTepU/bHbIN
KaTeTep, CMOXEHHbIA B KONbLEBYIO YNakoBKY B BuAe TPYyOKMW, B CTepu/ibHOe none, cobntonas
npaeuia o6paLieHns co CTeEPUIbHbIMU MaTepuanamm.
8.3 OCTOpPOXHO OTCOeAMHUTE pa3bem KaTeTepa OT HaKOHEYHMKA KOJbLEBOW YMakoOBKM W
N3BNeKUTe Katetep. BHUMaTeNIbHO OCMOTpPUTE KaTeTep Ha Haln4yme NPU3HAKOB MOBPEXIEHUIN.
YTUnusnpymnTe n 3aMeHUTE NOBPEXEHHbIe YCTPONCTBA.
8.4 Ha kaTeTep HaHeceHO rugpounbHoe cMasbiBatollee nokpbiTHe. MNepel BBeAeHNEM KaTeTepa
cne3eT aKTUBMPOBATb MOKPbLITUE MYTEM MOrPYXeHUs KaTeTepa B (h3pacTBop NpubIN3NTENbHO
Ha 30 cekyHA nmM60 NpoTuMpaHus TPpyoOKM KaTeTepa NPONUTAHHOM MapieBOi caneTkon unu
ABGKLW . He npoTmpaiiTe BHELIHIOK NMOBEPXHOCTb KaTteTepa CyXoi MapneBoi candeTKom.
OAroTOBbLTE KarteTep, yAanue K3 npocseta Bo3gyx. CoeguHute wnpuy 10 mn
3arno/iHeHHbL renapuHU3MpPoOBaHHbIM (M3PAaCTBOPOM, C JIIO3POBCKMM pa3beMoOM U MPOMONTe
npoceeT. MNpu NPOMbIBAHUW BHUMATENbHO OCMOTPUTE KaTeTep Ha Haluuyme MNOBPeXAeHWUA
npoteykun. Mpu 06HAPYXeHUN YTUAN3NPYITE U 3aMeHUTE YCTPOMNCTBO.

9. Crocosb NMPMMEHEHNA

9.1 BeeanTe 060/104KY MHTPOAbIOCEPA/NPOBOAHINKOBbLIA KaTeTep U NPOBOAHWK B COOTBETCTBUM
CO CTaHJapTHOMW NMPaKTUKOW.

9.2 BeeanTe NoAroTOBMEHHbIN KaTeTep nogaep>xuBatouimnii SureCross™ no paHee BBEEHHOMY
NPOBOAHUKY NPOBOAHMKA Yepe3 KOHUUK KaTeTepa. [pofBUHbTE KaTeTep no

BblGepuTe KaTeTep, 060/104KY UHTPOAbIOCEPA, MPOBOAHUKOBLIA KaTeTep U MPOBOAHUK HYXHbIX
pa3MepoB C NOMOLLbI TabnnLbl : . H H 1 HYKHbIX

9.3 KarteTep MOXeT ObiTb YCTaHOB/EH UYPECKOXHO 4epe3 0600/104KY MHTPOAbIOCEPA WK
NPOBOAHMKOBbIN KaTeTep. He nbiTaiTecb NPOBOAUTL KaTeTep yepe3 060/104KY UHTPOAbOCEpa
MeHbLUEero pasmepa, 4em yKasaHHbIn B Tabnuue 1
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9.4 OCTOpPOXXHO MNPOABMHbLTE KAaTeTep B HYXHOe MeCTO COCYAMCTOro pycfia nof KOHTPOJEM
PEHTreHockonuu. Ecnu BO BpeMs BBefeHWA OlLyllaeTcs CONPOTUBNEHUE, He npunarante
4Upe3MepHbIX YCUAMIA W He MpoBOpaynBanTe YCTPOWCTBO. PEHTreHOKOHTPACTHble MapKepHble
MONOEKN, PacnosOXeHHbIe Ha AUCTaNlbHOM KOHLLe KaTeTepa, o6ecrneyaT BU3yabHbli KOHTPO/Ib.
9.5 MNof peHTreHoN0rMYecKMM KOHTPOeM MaHUNynupynTe NpoBOAHUKOM W KaTeTepoM, [0 TeX
nop Moka He AOCTUTHWUTE HYXXHOro MecTa. 3anpellaeTcs nposopaynsaTb KateTep. Kpome Toro,
He BBOAWTE W He W3BMeKaiTe KaTeTep, eCNM MNPOBOAHWUK HE Ha MeCTe M He BbICTynaeT 3a
AveTanbHbl KOHeL, KaTeTepa.

9.6 Ws3BnekaiiTe KaTeTep nNOL PEHTIEHONIOTMYECKUM KOHTPO/IEM, €O0XPaHAA MO0XeHune
NPOBOAHMKA.

3SAMEHA NMPOBOAHNKA

3aMeHy NpoBOAHMKA CnefyeT NPOBOAUTL C OETOPOXHOCTbIO MOJ KOHTPOJEM PEeHTreHOCKONuu,
COXpaHsisi MonoXeHue kateTepa. He emewias kateTep, Noj PeHTrEHONOTMYEEKMM KOHTPONEM
BBEAMTE HOBbIN NPOBOLHMK Yepe3 MPOKCUMabHbIA pa3beM. He npofBurainTte n He u3BfeKaiTte
KaTeTep, ecivM NPOBOAHUK HE HA MeCTe 1 He BbICTYMNaeT 3a AueTanbHblii KOHeL, KaTeTepa.

NH®Y3NOHHAA TEPATTNA C NMOMOLLBIO KATETEPA

Mpy mMCrnonb30BaHUM KaTteTepa A1 UHAQY3UW CrefyeT MOA KOHTPOIEM PEHTreHOCKOMUM OCTOPOXHO
13B/IeYb MPOBOAHMK, COXPaHAs MOSIoXKeHWe Kartetepa. [MogknounTe WHQY3MOHHYIO CUCTEMY (LUNPWLL,
aBTOMATUYECKUIA UHXEKTOP U T. A.) U CrefyiiTe ykasaHuAM. [Mpy Heo6xoaMMOCTI A1 LOMO/THUTENIbHOI0
KOHTPO/IS MOTOKA >XUAKOCTU MOXHO WCMO/b30BaTh OAHO- WM TPEXXOA0BOW KpaHUK. Y6eamuTech, YTo
KPaHVK BbIJEPXVBAET HY>XXHOE UH(Y3MOHHOe faBrieHne. MakcMaribHOe JaBrieHre Ha Bxoge 21 6ap/2,1
Mra (300 hyHTOB Ha KBagpaTHbIA 4t0liM).

MpubnunanTenbHble 3Ha4Ye€HUS CKOPOCTM MOTOKAa, KOTOPble o6ecrneyumBaeT KaTeTep, yKas3aHbl B
Tabnuue 2. Mo OKOHYaHUN WMHAQY3UU OTKIHOYMUTE UHPY3MOHHYKO CUCTEMY U OTCOELWHUTE BCE
KpaHWKW, KOTOPble WCMNOMb30Ba/iMCb BO BpemdA npouefypbl. lMpexpae yem npoasBurate wUu
n3BeKaTb KaTeTep, CHOBa yCTaHOBMTE NPOBOAHMUK.

Tabnmua 2 CKopoCcTb MNOTOKa KateTepa

KaTeTep noagepxusatowuii SureCross™

XapakT O Onvea Oavda Qavda Anvda Onavda Onvda [avda Aavea Oovd Onavd [avHa
EPUCTUK 19 65cm  65cm  90cm  90cm  90cm 135 135 135cm  al50 a150 150 cm
a 65 c™m c™M cM cMm

c™
Makcu 0,0 0,018 0,035 0,014 0,018 0,035 0,014 0,018 0,035 0,014 0,018 0,035
MasibH 14 aloliM - aloiM AliM goidv gloiim goiim ol gloiimo - Aol aton Jronmo
bI pitle] oB 0B oB oB 0B oB oB B (0,89 MOB MOB B (0,89
anamet nvo (0,46 (0,89 (0,36 (0,46 (0,89 (0,36 (0,46 MM) (0,36 (0,46 Mm)
p B MM) MM) MM). MM) MM) MM) MM) MM) MM)
coemect (0,3
MMOro 6
npoBoj MM)
HMKa
Ckopoe 13 19 7,9 0,9 16 6,6 08 1,2 55 mnlc 11 5.2
Tb MV wmnlc mn/c mn/c mn/c mn/c mn/c mn/c mn/c 0,6 mn/c mn/c
noTtoka c
XUAKOe
™
(dhmnspac
TBOpA).
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obecriey
nBaema
A
KaTeTep
oM npwu
faBneHn
n 10,34
Bap
1,034
Ma),
He
MeHee
CKopoe
Tb
noToka
XUNAKoe
™
(dhmnspac
TBOpA),
obecney
nBaema
A
KaTeTep
oM npwu
faBneHn
n 20,68
bap
(2,068
MMa),
He
MeHee
CKopoe
Tb
noTtoka
XUAKOe
™
(emeeb
KOHTpae
THOTrO
BelleeT
Ba n
eTepunb
HOro
huspaet
BOpa e
BA3KOET
bto 4,3
cl)
obeerey
neaema
A
KaTeTep
oM npwu
fasneHn
n 10,34
Bap
1,034
MTa),
He
MeHee
CKopoe
b
noToka

15 26 11,0 13

wv  wic wc
c mvc

04 08 6,2 04
MV  wmic mr/c mr/c
c

1,0 16 8,6 0,8
M/
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11

mrvc
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0,2
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77
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39
mrv/c

59



mn/c mn/c mn/c mn/c mn/c mn/c
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YCTPOICTBO AN BBeAeHUsSI NPoBOAHMKA BowTie™

LWar 1: MomecTuTe AUCTanbHbIN KoHeL, n3genns (gunatatopa, UHTPOAbIOCEP, KaTeTepa n T.4.)
yepes3 YCTPOMCTBO A5 BBELEHMSA NMPOBOAHMKA BowTie'M. M3genve He LOMKHO NPOATM MUMO
cepefnHbl YaCTN YCTPOMNCTBA.

War 2: I‘Ipo,u,BMHbTe YCTPOWCTBO A5 BBEAEHMS NMPOBOAHMKA BowTie™, ¢ Ms,u,enmelvl yepes
NMPOKCUManbHbIA KOHEL HanpaBAsoLWero npoBo4HMKaA.

War 3: Korga npoBOAHWK HaxoAUTCA B W3L4eNUU, YAaNUTb YCTPOWCTBO A5 BBELEHUS
nposogHnka BowTie , MOTAHYB BHM3 Ha BKnagke. OTBepcTME Ha BEPXHEW 4acTu
yCTpoWcTBa AN BBeAEHMNS NPoBOAHMKA BowTie™ o6neryaet yganeHue.

10. YTUNTN3ALINA

Mcnonb3oBaHHOE  W3[eNMe  KNacCUPULMPYeTCs KakK oMnacHble  6MOMOrMYeckne  OTXOAbl
O6pawatbcs € U3feNMeM W YTUIM3MPOBATb €ro CneayeT B COOTBETCTBUM C MNPUHATON
MEeAULIMHCKOW NPaKTUKOW, heaepanbHbIM, PErMOHabHBIM U MECTHBIM 3aKOHO4AaTEIbCTBOM.

MPEAOCTEPEXEHUNA B OTHOLUEHWI NMOBTOPHOI'O NCIMOJ1Ib3OBAHNA

Vicnonb3oBaTb TOMbLKO A5 O4HOro nauueHTa. [oBTOpPHOE WCMNO/b30BaHWe, 06paboTka U
cTepuansauma 3anpeLleHbl. [MOBTOPHOe MCMOMb30BaHWE, 06paboTKa WK CTepuamsaumsa MoryT

LLe/IOCTHOCTb YCTPOMCTBA M (MNK) MPUBECTU K HENpPaBU/bHON paboTe
y TPOWCTBa W, Kak CneacTeve, K TpaBMe, 3ab0neBaHUO UM cMepTU nauueHTa. MoBTOpHOE
ncnonb3oBaHne o06paboTka WAM CcTepunamsayms MOTyT TakXKe BbI3BaTb PUCK 3arps3HeHus
yCTpoicTBa M (UNN) NPUBECTM K 3apPaXKEHUI0 WU MepeKpPecTHOMY 3apaXkeHWto nauueHTa
BK/IlOYAs MepeHoC MHMEeKUMOHHbIX 3aboneBaHWiA OT MauueHTa K nauneHTy. 3arpsisHeHue
N34enns MOXeT NPMUBECTU K TpaBMe, 3a60/1eBaHMI0 AN CMEPTU MayneHTa.

MaKCcUManbHbIi AMaMeTp COBMECTUMOTO
X ) NPOBOAHMKA

OnnHa katetepa

MVHUMaNbHbIA AramMmeTp COBMECTUMOrO
NHTPOAbIOCEPa

(0]

ANVporeHHo

He ucnonb3oBaTtb, ey yNnakoBKa NoBpexaeHa
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\LLLLITYK

MpownssoguTens:

«Meput Megukan Cuctems, VIHK.»

(Merit Medical Systems, Inc.)

1600 ¥acT MepuT Mapkyain, CayT xopaaH, KOTa 84095, CLUA
(1600 West Merit Parkway, South Jordan, Utah, 84095, USA)
1-801-253-1600

Cnyxb6a paboTbl ¢ knmeHTamun B CLUA 1-800-356-3748

EC REP

Y NO/NTHOMOYEHHbIN NpeLCTaBUTESb:
«Meput Meaukan AinpneHng Nta»
(Merit Medical Ireland Ltd)
Mapkmop busHec Mapk Bect, Nonyaii, MpnaHauns
(Parkmore Business Park West, Galway, Ireland)
Cny>x6a paboTbl ¢ knueHTamu B EC +31 43 3588222

CE<

Www.merit.com
ID 070114 402921002/D

3047-001, Bepcus 02 (7/2014)
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MPNNOXEHWE K MHCTPYKUWW MO NMPUMEHEHWIO

HA MEAVNUWNHCKOE N3AENTNE

«KaTteTep nogaep>xxuBarownin SureCross™»

MpounsBoanTens:

«Meput Megnkan Cucrteme, MHK.», CLUA
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L HASBAHUWE, COCTAB U NMPUHLUATbI ®YHKUNOHNPOBAHNA.

KaTteTep nogaepxxuBaroLmii SureCross™:

1. KarteTep nogaepxunsarowmii SureCross™ pnunHoii 65 cM, COBMECTUMBIV C MPOBOAHUKOM
AnameTpoMm He 6onee 0,014 arorimos (0,36 mm) B COCTaBe:

- KateTep noggepxusatowmii SureCross™ - 1wt

- YEeTPOWCTBO A4N19 BBeAeHMSA NpoBOgHMKA BowTieM™ - 1 wT.

2. KateTep noggepxusatownii SureCross™ anuHoit 90 em, €0BMECTUMBIIA C MPOBOAHUKOM
AnameTpoMm He 6onee 0,014 aroiimos (0,36 Mm) B COCTaBe:

- KateTtep nogaepxuatowmii SureCross™ - 1wt

- YCTPOWCTBO AN14 BBeAEeHUS NPOBOAHMKA BowTie™ -1 wr.

3. KateTep nogaepxmaroimin SureCross™ pgnuHoii 135 cM, COBMECTUMBIA C MPOBOJHUKOM
AnameTpoMm He 6onee 0,014 arorimos (0,36 mm) B COCTaBe:

- Katetep noggepxusatowmii SureCross™™ - 1wt

- YCTPOWCTBO ANs BBEAEHMS NPOBOAHUKA BowTier - 1 wrT.

4. KaTeTep noggep>xmsatolimin SureCross™ pgnvHoit 150 cM, COBMECTUMBIV C MPOBOAHNKOM
AnameTpoMm He 6onee 0,014 awoilimos (0,36 mm) B COCTaBe:

- KateTep noagepxuBatowmii SureCross™*» - 1wt

- YCTPOWCTBO AN19 BBeAEeHMSA NPOBOAHMKA BowTieMN*N - 1 wT.

5. KaTteTep nogaep>xmBarowmin SureCross™'* gnunHoii 65 cM, COBMECTUMbI C NPOBOAHNKOM
AnameTpoMm He 6onee 0,018 gtoiimos (0,46 mm) B COCTaBe:

- Katetep noggepxuatowuii SureCross™” - 1wt

- YCTPOIieTBO AN14 BBeAeHUs NpoBOAHMKA BowTieM - 1 wrT.

6. KateTep nogaepxunsatownii SureCross™ anuHoii 90 cM, COBMECTUMBIiA C MPOBOAHNKOM
AnameTpoMm He 6onee 0,018 groitmos (0,46 mm) B COCTaBe:

- KaTteTep noggepxuatowmii SureCross™ - 1wt

- YCTPOWCTBO AN19 BBeAeHUS NpoBOAHMKA BowTier - 1 wrT.
7. KateTep nogaep>xvsatownin SureCross™ pnuHoii 135 cM, COBMECTUMBIN C NPOBOAHUKOM

AnameTpoMm He 6onee 0,018 groinmos (0,46 mm) B cocTase:

- Katetep noggepxuatowmii SureCross™ - 1wt
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- YCTPOICTBO /1A BBEEHMA NPOBOAHMKa BowTie — - 1WT.

8. KateTep nogaepxmatomin SureCross™'A gnvHoii 150 cM, COBMECTUMbIV ¢ NPOBOAHUKOM
JnameTpoMm He 60nee 0,018 aroiimos (0,46 Mm) B COCTaBe:

- Katetep nogaepxuatownii SureCross™*» -1 wit

- YCTPOWCTBO AN19 BBeAEeHUS NPOBOAHMKA BowTie™M - 1 wrT.

9. KateTep nogaep>xmnsaroimin SureCross™' innHoii 65 cM, COBMECTUMbIV C NPOBOAHUKOM
AnameTpoMm He 6onee 0,035 atoiimos (0,89 mm) B cocTaBse:

- KateTtep noggepxuatowmii SureCross™ -1 wt

10. Karetep nogaepxxmsatowmii SureCross™ anuuoii 90 cM, COBMECTUMbIA C NPOBOAHMKOM
JnameTpom He 6onee 0,035 atoiimos (0,89 mm) B COCTaBe:

- KateTtep nogaepxuBatowmnii SureCross™ - 1wt

11. KateTep nogaepxmsatowmii SureCross™ anuHoii 135 cM, COBMECTUMbII C MPOBOAHUKOM
AnameTtpom He 6onee 0,035 groiimos (0,89 MM) B cOCTaBe:

- KaTteTep noggepxusatrowmii SureCross™ -1 wTt

12. KateTep nogaepxmsatowmii SureCross™ gamHoii 150 cM, COBMECTUMbII C NPOBOAHNKOM
AnameTpoMm He 6onee 0,035 grorimos (0,89 mm) B cocTaBe:

- KateTtep noggepxuatowuii SureCrossM™ -1 wt

KaTtetep nogaepxusatownin SureCross™ npefHasHayeH 418 MPOBELEHUSA WHTEPBEHLUOHHbIX
npoueayp Ha KOPOHapHbIX 1 Nepudepruyecknx cocygax, B Xo4e KoTopbiX Tpebyetcsa nposejeHme
M NoALepXKa MNPOBOAHWKOB, MPOXOXAEHWEe AWCKPETHbLIX Y4YacTKOB COCYAUCTON CUCTEMBI,
3amMeHa MpPOBOAHMKOB U o06ecnevyeHne AocTyna Ansa BAWBaHMA (M3pacTBOpa, BBEAEHUA
KOHTPACTHbIX BELLECTB C 4MarHOCTUYECKOW Le/bio N NEKapCTBEHHbIX CPeACTB.

MpumeHeHne KaTeTepa noggepxusarowero SureCross™*™ n nposefieHVe KaTeTepusaLuun Bcerga
CBfA3aHbl C PUCKOM OC/IOXHEHWIA. M0o3TOMy AaHHOE YeTPOMCTBO MOXET MCMONb30BAaTbHCS TOMBLKO
KBaNMMLMPOBaHHbIMI CrleunanncTaMm B 061acT COCYAUCTON XUPYPrumn, MHTEPBEHLMOHHON
paguMonorMm un Kapauonormm, a TakKxke cneymanuctamu, nNpoweswmMMn MOAFOTOBKY MO
nporpaMme MpUMeHeHUs MNOALEPXMBAIOLWMX KaTeTepoB UM MMEKLWMUMMN ONbIT MPUMEHEHMNSA
€00TBETCTBYIOLLNX MEANLMHCKNX U3LENNIA.

CTepXeHb KaTeTepa npefcTaBnseT cO60M 3KCTPYAUPOBAHHYH KOHYCOO6pasHyk TpyboKy W3
NONN3TU/IEHA BbICOKOW MNMOTHOCTU. CTepXeHb CyXaeTCca OT MPOKCMMaNbHOrNo KOHUa K
AVCTANIbHOMY KOHLY C YMeHbLUEeHVEM AnameTpa U TOMIWMHbI CTEHKW. [TPOKCUMANbHbIA CErMeHT
XapakTepu3yeTcs MoBblLLIEHHOM XXeCTKOCTbI0, YTO o6ecneynBaeT 60nee ahPeKTUBHYIO Nepegady
yCUnua Npu NpoTaskKMBaHUM KaTeTepa UM OCYLeCTBAEHUN MaHuUNynauuii. MeHblwnii n 6onee
rMOKNIA AUCTaNbHbIA CErMEHT YNpoLWaeT MPOABMKEHME Yepe3 MeHee KpYyrHble W, BO3MOXHO,
601ee N3BUINCTbIE COCY/bl B 3aBUCMMOCTW OT MHAUBUAYA/IbHbIX aHATOMUYECKUX 0COBEHHOCTeN
nauveHta. Kpome TOro, AN MOBbILEHUA OCEBOW XECTKOCTU [MUCTalbHAas 4YaCTb MeHbLUEero
cermMeHTa AAuHOW 55 pwoima (139,7 mMMm) cyxaeTcsa (YMeHbLIaeTCA MOMNEpevyHoe CeyeHue).
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KoHycoo6pa3Hasd (opma KOHYMKA KaTeTepa Yynpow,aet [AOCTYyNm W TMNPOABMXEHUE K
HEe0OX0AUMOMY MECTY.

AucTanbHas uYacTb KaTeTepa OCHaweHa 3 (Tpems)) PEHTreHOKOHTPACTHbIMU MapKepHbIMU
MofocKaMu, npejHasHayeHHbIMW ANS  YNPOLLeHWs Mpouecca pasMelleHns KateTepa W
onpeaeneHns CoCcyauCTbIX OPUEHTUPOB MOJ PEHTrEHOCKOMUYECKMM KOHTPO/eM. [ucTanbHas
MapKepHas MONOCKa pacnonaraeTcsi Ha BHYTPEHHEM AMaMeTpe CTepXHSA KaTeTepa, 4TOObI
Hapy)XHas MOBEPXHOCTb CTEPXHS BO/IM3M KOHYMKa OCTaBanachb rnafkoii. OcTanbHble 2 (4Be)
MapKepHble MOMOCKM HAaxoAATCA Ha Hapy>XHOM AuvameTpe CTepXHs. [ucTanbHas HapyXKHas
yacTb KaTeTepa, A/IMHON 40 cM, MMeeT CMa3blBaloLLee TMAPOPUILHOE NMOKPbITHE.

Ha npokcMmanbHOM KOHLE KaTeTepa pacrnonaraeTcs BCTPOEHHbIN ()OPMOBaHHbIV pa3beM Tuna
«J1103p» (Mama), M3roToBneHHbIN M3 MI3IBM ans coefuHeHUs € pasbeMoM Tuna «J13p»
(«nana») ¢ Uenbl NOMyYeHUs LOCTyNa K NPOCBeTY KateTepa. Pasbem NpucoeuHAOLWMACA K
MPOKCUMaIbHOMY KOHLYY CTepXHA KateTepa OTAMT ((hOpMOBAH) B BWUAe COeAMHEHUA CO
BCTaBKOW. Mcnonb3oBaHne ofAMHaKoBbiXx maTtepuanos (M3BM) obecnevnBaeT BO3MOXHOCTb
CO3[laHNA TePMETUYHOro COEfMHEHNA MeXAy pasbeMoM U CTep)HeMm. Pasbem Tuna «Jlioep»
no3BONAET MPUCOEAUHATH LWNPULbLI C KOHYCHbIM pasbeMoM Tuna «Jlioep» («nana») Ans
MOArOTOBKM W MPOMbIBAHWUSA NMPOCBeTa (PU3NONOTNYECKMM PaCcTBOPOM Mepes UCMno/b30BaHuenL,
4YTO TakKXe YynpouiaeT nMpoLecc 3aMeHbl TMNPOBOAHWKOB, a TakxXe pasbem Moxe[l
MCNONb30BaTLCA AN COEAMHEHMA C APYTMUMU KOHYCHbIMU pasbemMaMy Tuna «Jlroep» («nana»)
C LeNnblo BBEAEHUA LMArHOCTUYECKUX KOHTPACTHbIX BeLecTB (415 Y/yULleHns Bu3yanusaumnm)
WX pasfinyHbIX JN1IeKapCTBEHHbLIX CPeAcTB. Mexay pa3bemMOM W CTepXHeM KateTepa
pacnonaraeTcs pasrpysoyHas MydTa, u3rotosneHHas u3 PEBAX, 410 o06ecneymBaet
NnaBHbI Mepexof U CBOAUT K MUHUMYMY PUCK MepekpyumBaHusa. PasrpysouHas mydTa u
pasbeM COefjMHeHbl MeXAy Cco60/ nocpefCcTBOM 3aMKOBOrO coefuHeHUdA. Pa3rpysouHas
My(Ta MMEEeT TPWN PasHbIX LBETOBbIX MCMOJIHEHMA, YTO ynpouwaeT nageHtudpukauymo 3 (Tpex)
Mofeneil KaTeTepoB C pasMyHbIMM AuameTpamu. Kpome TOro, Ha pasrpys3ouqyHoin mydTe
HaneyaTaHa nHdopmMauma o MoAenu, pasMmepe 1 4MHe KaTeTepa.

KateTtep nopaepxupatowmini SureCross™ noctaBnseTcsd CTEPUSIbHbIMWU, anUPOTreHHbIMU W
HETOKCUYHbIMW.  [aHHble  M34enus  npegHasHayeHbl  TONbKO  ANS  OA4HOPa3oBOro
NCnofb30BaHUA.

YCTpOCTBO ANS BBEeAEHMA NPOBOLHMNKA BowTie ™

YCTpoliCTBO AN BBefeHMA nposofHuka BowTie™ 6bi10 pa3paboTaHo Ans ob6nervyeHus
BBeLEHUS U/MNN pa3MeLLeHns NMPOKCMMAnbHOro KOHLa MPOBOAHWKA B AUCTallbHbIA KOHYMK
aunatatopa. YCTpPOWCTBO [ANA BBeAeHMA nNpoBOAHMKA BowTie™ wucnonb3yeTtcsd npu
pasMeleHnn AN AOMNONMHUTENbHOro yAo06CTBa, KOTOpPOe Bpay MOXET WMCNoMb30BaTb Kak
BCMOMOraTe/ibHoe CpeACTBO.

MpoussoguTens:

Meput Megukan Cucteme, NHkK., CLUA.

(«Merit Medical Systems, Inc.»)

Agpec: 1600 West Merit Parkway South Jordan, Utah, 84095, USA

MecTa npoun3BoCTBa:
1) Merit Medical Systems, Inc., 1600 West Merit Parkway South Jordan, Utah 84095 USA
2) Merit Medical Systems, Inc., 14646 Kirby Drive Houston, Texas 77047 USA
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2. TEXHUYECKUWE XAPAKTEPUCTUKWN N3LENNSA
KateTep noggepxusatomin SureCross™

Tabnuua 11
XapakT KateTep nogaepxusaromin SureCross™
epuctn  [nuHa 65 [nuHa 65  [ivHa 65 OamHa 90  OamHa 90 AsmHa 90 [amHa OnvHa AnvHa 135 Anmua 150  Onmea 150 [nvHa
Ka CM cM CM cMm cm cm 135 cm 135 cm CM cM cM 150 cm
a Mposogn  Mposogn  Mposogn  Mposogu  Mposogy  Mposogn  Mposogn  TMposogu MposogHn  TMposogHy  MpoBogHu  Mposoau
Pr § NK K K MK VK K K K K K K VK
ANaMETPO  AVAMETPO  ANAMETPO  AMAMETPO  AMaMeTpo  AMaMeTpo  AWaMeTpo  AMaMmeTpo  AuamMeTpoM  AMamMeTpoM  AvaMmeTpoM  AMaMeTpo
o m 0,014 m 0,018 m 0,035 m 0,014 m 0,018 m 0,035 m 0,014 m 0,018 0,035 0,014 0,018 m 0,035
* g AOMOB  [lOIMOB  Al0MOB  [1OWIMOB  [AIO/IMOB  [1OiIMOB  [10liMOB  A10/iMOB AHOViIMOB AHO0iIMOB AHoiIMOB [IOAMOB
g gJ (0,36 mm) (0,46 mm) (0,89 mm) (0,36 Mm) (0,46 Mm) (0,89 Mm) (0,36 Mm) (0,46 MM) (0,89 Mm) (0,36 mm) (0,46 Mm) (0,89 mm)
5 S LO/MKeH [LO/KEH [O/MKeH [OKEH JIO/MKEH [ODKEH LLO/MKeH [OMKEH DO/MKEH [ODKEH [ODKeEH [LO/MKEH
8 R MPOXOANT  MPOXOANT  MPOXOAUT  MPOXOAUT  MPOXOAUT  MPOXOAWT  MPOXOAWUT  MPOXOAUT  MPOXOAWTb  MPOXOAUTb  MPOXOAUTb  MPOXOAMT
g }/ brnoBceli bMOBCei bnoBceli bMOBCE bMNOBCE bMOBCE bNOBCEM b MO BCEA MO BCeit no Bcel no Bcel b N0 BCel
A B KOHCTPYK  KOHCTPYK ~ KOHCTPYK ~ KOHCTPYK ~ KOHCTPYK ~ KOHCTPYK  KOHCTPYK ~ KOHCTPYK — KOHCTPYKL,  KOHCTPYKL,  KOHCTPYKL,  KOHCTPYK
S'S L. LK. Lmn Lun. L (7 LK. Lmn vn mm. un (17
0990wmm 1,117vMm  1600Mm 0,990 mMm  1,117mMm 1,600 mMm 0,990 MM 1,117 MM 1,600 MM 0,990 mMm 1,117 mm 1,600 Mm
(0,039”) (0,044 (0,063™) (0,039”)  (0,044”)  (0,063”)  (0,039”)  (0,044”) (0,063”) (0,039™) (0,044™) (0,063™)

<O

P

n- I oo
T

A
- =

Mo

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



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



AnvHa rnapouabHoro
NoKpbITUS
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PEeHTreHOKOHTPacTHOCTb

Pasmepbl ycTpoicTBa
nposogHukKa BowTie™

NS BBeAeHUS

KareTepoM npu fasneHun 10°M Bap

(chmspacTBoOpa), 06ecrevrBaeMas
(1,034 Mra)

CKOpOCTb NOTOKA YXWAKOCTY
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CKOpOCTb NOTOKA XUAKOCTU (CMeCb KOHTPACTHOrO BeLlecTsa u
CTEPUNbLHOro huspacTeopa ¢ BA3KOCTbIO 4,3 cll),
obecrieynBaemas Katetepom npu gasneHun 10,34 bap (1,034
MnMa)
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CKOpOCTb MOTOKA XXNAKOCTK
(dm3pacTBoOpa), obecnevrBaemas

KarteTepoM npw fasneHun 20,68 Bap

(2,068 Mra)
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s c 00 He He He He meHee  He meHee He meHee He meHee He meHee He meHee He meHee He meHee He meHee
& gs MeHee MeHee MeHee 0,8 mn/c 1,4 mn/c 6,8 mn/c 0,4 mnlc 1,1 mn/c 6,1 mn/c 0,4 mn/c 1,0 mn/c 5,9 mn/c
H
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9 X Ha fnucTanbHOM KOHLE KOHUMK JO/MKEH 6bITb KOHYCO06pa3HbIM
(o]
X 3
o B

B
o Ha BHeLLHe NOBEPXHOCTU He JO/XKHO BbITb TEXHOIOTMYECKMX Y MOBEPXHOCTHBIX AeeKTOB. JaHHas MoBepXHOCTb A0/HKHA 6bITb MMHMMANLHO TPaBMaTUYHOM
B [N15 COCY/l0B BO BPeMs MCMO/b30BaHUS.
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MapKepHble MO/I0CKW JO/IKHbI COXPaHATL NCXO4HOE MOJI0KeHMe NPK 3aXXaTUn 1 pacTArMBaHUN KaTetepa B MecTe KperseHus MapKepHbIX NosI0COK C MOMOLLbIO
LW MMLOB.
= 9 . o
H§ : [uctanbHas MapkepHas MosockKa fo/HKHA COXPaHATbL NCXOAHOE MOJOXKEHME Moc/e NepeKpyvMBaHnsa KOHUYMKa (NpubnunsnTensHo Ha 180°) B HernocpeacTBEHHOM
| ZB g % 6/1M30CTV OT MapKepHOIi NOMOCKM, a MPOBOAHUK WM MaHApeH COOTBETCTBYIOLLEr0 pasmepa f0/HKeH npefycMaTpmBaTbh BO3SMOXHOCTb CBOGOAHOI0 BBEAEHMS vepes
§ ?1@6 NPOKCUMasTbHbIM KOHEL, U N3BNeYeHNS Yepe3 ANCTasIbHbIA KOHeL,
) 0
§ #8 8
- CTep)KeHb KaTeTepa, CoefjuHeHne My(dTbl CO CTEPXKHEM KaTeTepa 1 pasbeM Tuna J1io3pa f0/IXKHbI XapaKTepu3oBaTbCA OTCYTCTBUEM MPOTEYEK UV Pa3pbIBOB MOf,
2 BO3A4eliCTBMEM [aBneHNs BoAbl, paBHoro 25,856ap (2,585 MIa) B TeueHune 30 CeKyHS.
2

- CTepxXeHb KaTeTepa, CoeguHeHNe MquTbI CO CTePXXHEM KaTeTepa M pa3bem Tuna J1rospa Jo/MKHB! XapaKTepn3oBaTbCs OTCYTCTBMEM MPOTEYEK UM PaspbIBOB MO,

£ B BO3/e/iCTBMEM MaKCUMa/lbHOIO BaKyyma, C034aBaeMoro LnpuuemM 06bemom 60 Ky6. cM (MpuW yCI0BUM HAMOIHEHUS LNPULA BOAOW A0 0TMETKU 15 Ky6. cM 1
«

S 5 %I nocneayoL,ero oTTArMBaHus NMOpLYHSA 40 0TMeTKU 60 Ky6. cM) B TeueHve 30 CEKYHJ.

B § 2

A oa 6

W B B

MepekpyunBanme CTep)KeHb KaTeTepa He [0/1KeH NepeKpyumBaThbes (MOCTOSIHHAA AethopMaums) Npy 060padrBaHMM BOKPYT LE/IbHOTO CTEPXXHSA (MM MaHapeHa) AMaMeTpoMm >
1 kaTeTepa atoima (5,08 MM) B yC/IOBUSIX MOBbILWEHHBIX TEMMEPATyp WK Npu TeMMepaType OKpYy>KatoLLei cpedpl.
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TEXHNYECKUNME XAPAKTEPUCTUKIN N3OETNA
YCTpoiACcTBO Ans BBeAeHMS NpoBOAHNKa BowTieM
Tabnuua 1.2

Pa3mepl [unameTp ckBo3HOro otsepcTus - 0,0185-0,0240 groiimos
(0,4699 mm - 0,6096 MM)
Cnot yaaneHuns npoBogHuKa: He 6onee 0,013 groiima

(0,3302 mm)

McnbiTaHne Ha BBeieHMe bes noBpeXAeHNAa KOHYMKa n3genna nnn npoBogHnKa
be3 oTcoenHeHNs yacTel

Ycunue gnsa yganenus < 1 HYYHT-ON (4,45 H)

3. CMOCOBbI M METOAbI CTEPUTMSALUV MEANLIMHCKNX U3AENNIA

KomnaHua «Meput Megnkan Cuctema, VIHK.» CTepuan3yeTt m3genunsa, onncaHHble B HaCTOALLEM
TEXHMYECKOM  (aitne, atuneHokcupgom (30). Banmpauyma uyumkna ctepunmsauumn 30
OCYLLEeCTBNAETCA B COOTBETCTBMM  C  TpebOBaHMAMM  MeXAYyHapOAHOro  cTaHjapTa
ISO 11135. ExxerogHas nNOBTOpHas Banufjaums OUEHMBaeT HauXyAWWIA chiy4vail 3TaslOHHOM
3arpy3km Ha OCHOBAHMM MJIOTHOCTU W KOH(Urypauuum Tapbl, 4YTO MNO3BONIAET MPOBOAUTL
CTaHJAPTHYIO CTepuIv3auuMio 3arpy3kum CMellaHHoro noggoHa. Wsgenus komnaHum «Meput
Megukan Cwuctema, WVHK.» oTBevaloT TpeboBaHuaMm cTaHfapta ISO 10993-7 K ocTato4yHOMY
CoZiepXXaHuto 3TUIEHOKCMAa nocne cTepunmsaumnm He 6onee 10

[laHHoe n3aenve He NpeaycMaTpMBaeT NOBTOPHYH CTepUaM3aLL1i0 Nob30BaTeNEM.

4. ONMMCAHNE ¥YTMAKOBKW MEAVNUMNHCKOI'O U3AE/TNA

W3genne ynakoBaHO M NMPOMapKMPOBAHO KaK CTEPU/IbHOE WM3fenne 0A4HOPasoBOro NpUMeHeHus.
CTepunbHble GapbepHble CUCTEMbI, YKasaHHble B cTaHgapTe ISO 11607, npegHasHayeHbl AN
npefoTBpaLleHns nonagaHns MUKPOOPraHM3MOB W 06ecneymBarOT acenTUYeCKoe COXpaHeHue
n3nennsa 00 KOHEYHOro npumeHeHus. lMpoBepka LENOCTHOCTU YNAKOBKM OCYLLECTBNSETCA B
pamMmKax Npoun3BOACTBEHHOrO npoLecca.

MeanuunHckoe nsgenve «Katetep noggepxusarowmii SureCross*™» nocTaBnseTcs B yrnakoBKax
Ha Kaxpgoe u3genve. KateTep nomewatoT B cCneyuanbHblii fep)Katefb, KOTOPbIA NpegcTaBnseT
co60il CBEPHYTYI B KOMbLO TpybKy n3 MIBI, ¢ pa3beMoM M3 TepMONaacTUYHOro 3factomepa
Ana dukcaumm pasbema Tuna «Jlyep» KaTteTepa / pas3rpy3odHoii mydTbl. KateTep u TpyoKy-
fepxatenb MOMewawT B OTAENbHbIA  nakeT u3 wmaTtepuana Tyvek u  3anedvatbiBaroT.
KoH(urypaumusa ynakoBku 418 paccmaTpuBaeMoro Kartetepa npegycmaTpusaeTt pasMeLleHve natu
NHAMBMAYaNbHbIX YNaKOBOK B OTAE/IbHO KOPOOKe.
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WcnonHeHns mMeAMUMHCKOro  m3genua  «Kartetep noggepxusarowmii  SureCrossTM»,

e0BMeeTVMble C NPOBOAHMKaMu, anametpom 0,014 groiima (0,36 mm) 1 0,018 groima (0,46 mm),
MOMeLLAlT B OTAENbHbIA NakeT, noMew,aloT 1 (04HO) M3gLenue ¢ YCTPOMNCTBOM [ANS BBeLeHUS
nposofgHuka BowTie™ (B N0TKE W MNOAMITUNEHOBOM nNakeTe). B KapTOHHYH KOpPOGKY
ynakoBbIBalOT 5 (MNATb) MakeTOB C MHETPYKUMEN No MPUMeEHEHUI0 usgenuns. B TpaHCMOPTHYHO
Tapy nMNOMELW AT MATb KApPTOHHbIX KOPOOOK, Kaxaas W3 KOTOPbIX €O0AepXWUT NATb
NHANBULYaNbHbIX YNaKOBOK.

WcnonHeHns  MeAuuUMHCKOro  m3genua  «Kartetep noggepxusarowmii  SureCross™”»,

COBMeCTMMble C npoBoAHuKamn, anametpom 0,035 groitma (0,89 MM) nomellaroT B OTAeNbHbIN
nakeT NomeLlatT O4HO M3genne. B KapTOHHY KOPOOGKY ynakoBbIBalOT NATb NaKeTOB C OLHOM
WHCTPYKLUMEN MO NPUMEHEHUD n3genusa. B TpaHCNOPTHYK Tapy MOMeLWatT NATb KapTOHHbIX
KOPO6OK, KaXaas N3 KOTOPbIX COAEPXUT NATb MHANMBUAYANbHbIX YNaKOBOK.

ATTecTaumsa ynakoBku nsgenuii 6oina nposegeHa B COOTBETCTBUN C TPeOOBaHMAMU enefyoLLnx
eTaHAapToB:

ISO 11607-1: ynakoBKa MeAMLUWHCKWX W3Aennid, CTePUNN3yeMbIX Ha 3aBeplUaroLllei cTagum
npon3BoAcCTBa — 4acTb 1. TpeboBaHMA K MaTepuanam, emeTeMam 3awWuTbl CTEPUNBHOCTU U
cucTeMam ynakoBKMU.

ISO 11607-2: ynakoBKa MeAVULUHCKUX W3[eNWiA, eTepuIM3yeMblX Ha 3aBeplialolei ctaguu
NMpon3BOACTBa —YaCTb 2: TPeb6OBaHMA K Banjauuy npoLeceos (hOPMMPOBaHUA, repMeTusaLnum un
cOopKM.

ASTMDA4169: cTaHgapTHaa MeToAMKa TecTUpOoBaHMSA  3MPEKTUBHOCTA  TPAHCMNOPTHbIX
KOHTEHEPOB N eUCTEM.

Tpe6oBaHMA K ynakoBKe n3genns (OeHOBHble XapaKTepucTUKn), NoLBepraeMoro (GUHULLHOM
cTepunmsanum.
KaTtetep nogaep>kuBatoLmii SureCross™

LLiInpnHa ynakoBkm 255 MM £5 Mwm

J/MHa yrnakoBKu 300 MM£5 MM

LLinprHa Kneesoro cnos 10,0 mm £0,5 mMm
MpOYHOCTL K/EeBOro C/10A Ha paspbiB >1 yHT-cunbl (4,45 H)
noTHOCTL MaTepuana ynakoBKm 0,92+ 0,05 r/cm3

MpOYHOCTL Ha paspbIB B MPOAONBHOM HanpasieHnn — >0,7 kH/cvm2
MpoYHOCTL Ha paspbIB B MOMEPeHHOM HampasieHn  >0,9 kH/cm2
MpoYHOCTL Ha NMPoAaBINBaHE >650 KMa

5. AHAJTN3 PUCKOB

MoTeHUManbHble PUCKN OLEHMBAKOTCA BO BPeMS NMPOEKTUPOBaHUSA, pa3paboTKu 1 NPoOM3BOACTBA
n3gennin B cootsetcteum c ISO 14971. [na BbbIBNEHWA MNOTEHUMaNbHbLIX TUMOB OTKa30B W
BO3/EeMCTBMA Ha MaLWeHTOB MM NOMb30BaTeNel UCNOb3yeTess COOTBETCTBYIOWMNIA MHCTPYMEHT
OLEHKMN PUCKOB (aHanu3 TUNoB U nocneacteuii otkazos (FMEA), oLeHKa KNMHWUYECKOro pucka
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(CRA)). CooTBeTcTByHOLWMNE MEXAHU3Mbl KOHTPONA W MNpejoTBpalleHns onpejensaTcs wu
BHEAPAOTCA B pamKax npouecca ynpasfeHUs puckamy Ha NpOTSXKEHWUW BCEro Cpoka Cyxo6bl
n3genna. OTYeTbl MO aHanu3y PUCKOB MepecmaTpmsaloTCsa, MO Mepe Heo6XoaumocTu
OGHOBNAKTCA M KOHTPO/IMPYIOTCA B pamKax CUCTEMbl KOHTPONS [OKYMEHTALUM KOMMaHWu
«Meput Megukan Cucteme, VIHK». ['pynna cneunanncTos pasHOro npoguns, BKIKYasa v, C
KNMMHWYECKUM OMbITOM, PacCMOTPENa OTYeTbl MO aHann3y PUCKOB AN rapaHTUu YCTpaHeHud
BCEX MOTEHLNaNbHbIX PUCKOB.

AHa/M3 COOTHOLLEHNS MEXK Y NONb30 MPUCKaAMU BXOAUT B NAaH aHann3a pucKos.
Ba)Hble onacHOCTH

OCHOBHble 0MacHOCTW, BBOAbI, CAeNaHHble TPYNMNoin ChNeuuannucToB pasHoOro npoguns,
cofepxaTcs B 0T4yeTax 06 OUeHKe pucKoB. Camble OCHOBHbIE OMACHOCTM BK/OYalOT B Cebs
3M60M0 MHOPOAHBLIM TEN0M, NepthopaLnio CTEHKN COCyAa U 3apaXKeHne nauneHTa.

3anBreHune npon3BoagnTENA OTHOCUTENBHO 6e3sonacHocTH

Ha ocCHOBaHWM nNpefoCTaBfEHHOW W/MAM  YNOMWHAEMON B 3TOM TeXHUYECKOM (paline
OOKYMEHTaLUUKN, ONUCbIBaKOLWEA NPOEKTUpOBaHuWe, MPOM3BOACTBO, YMakKOBKY W CTepunnsauuto
MeAnUMHCKOro ngenua «Katetep nogaepxmsarownin SureCross™”» 1 OLEHKY MOTEHLNaNbHbIX
PUCKOB MNPV WCNOMb30BaHUN [AHHOTO W3JeNUs N0 CPaBHEHMIO C MNOJSIb30 MOCPeACTBOM
(hopmMasibHOro aHanmsa pPUCKOB, KIMHWYECKOW OLeHKM K1 aTTecTauuin usgenus/npouecca,
Komnauua «Meput Megukan Cuctems» onpegennna, 4To OCHOBHble Tpe6oBaHUA LUPEKTUBbI
93/42/EEC CoseTa EBponeiickoro Coobuiectsa no MeAnULUHCKUM U3L4eNNAM Y40BETBOPEHDI, U
KaTeTep nopgepxusawowmii SureCross™*” 6esonaceH M 3((eKTUBEH NPU MCMOMNb30BaHUU MO
Ha3Ha4YeHMI0, KaK yKa3aHO B MapKMpOBKe.

JleKapcTBeHHbIE BELLIECTBA, BXOASLLME B COCTAB MEAULIMHCKOrO U3aeNusi.

KomnaHusa npoussogutens «Meput Megukan Cuctems, MHK.» (Merit Medical Systems, Inc.),
CLWA, c nonHol OTBETCTBEHHOCTbIO 3aABSET, YTO NPU NPOU3BOACTBE MEAULMHCKOrO U3Lenns:
«KateTep nogaepxumnsatownin SureCross™», nekapCTBeHHble BewecTBa He MPUMEHAOTCA.

MaTepuanbl XXMBOTHOIO WU/ YeN0BEYECKOI0 MPUMEHEHUS C YKa3aHNeM CBefleHniA 06 1X
610N0r NYECKOil COBMECTUMOCTW.

Matepuasbl >)XMUBOTHOIO N YE/I0BEYECKOT0 MPOUCXOXAEHNA HE UCMONb3YHOTCA.

6. IHOOPMATTUA O MAPKPOBKE U3AENI

dopmaTbl 3ITUKETOK W34ennii 6binn paspaboTaHbl M OA0OPEHbl ANS OTAeNbHbIX WU3AeNuii,
CTEPUNbHBLIX YNAaKOBOK W TPaHCMOPTHOW Tapbl. YTBepX/JeHHas MapKUpoBKa MNpeAcTaBfieHa B
TEXHONOTMYECKOM pernameHTe magenus. Ans onpegeneHus cogepXXaHus u cosfaHns CUMBOOB
3TUKETOK C Lefibl0 BbIMOMHEHUS AeACTBYHOWMUX TpeboBaHWUA [MpeKTUBbI N0 MeAULUHCKUM
n3genuam  uaM  PernameHTa no MefUUMHCKUM U3LeNnusM  KOMMNaHus «MepuT»  UCMonb3yeT
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ctaHgaptel EN 1041, ISO 15223-1, EN 15986, Pykosoacteo YnpasfieHua CLUA no KOHTpono
KayecTBa MULLEBbIX MPOAYKTOB W JIEKAPCTBEHHbLIX CPeACTB B OTHOLIEHUM MapKUPOBKMU
MeAUUMHCKUX WU3LeNnin ONS nauueHTa, NOCNeAHIOK pefakuuio PyKoBOACTBa A/1A OTpacin u
0630pbl YnpaBneHnss CLUA N0 KOHTPOMK KayecTBa MULLEBLIX MPOAYKTOB W NIeKAPCTBEHHbIX

cpeacTs (19 anpensa 2001 r.)

OnncaHne CMMBO/OB, MPUMEHSEMbIX NPY MapKUPOBKE MeAULMHCKOTO U3Aenus, NpeAcTaBieHbl B

Tabnuue HUXe.

Cumson
L 1 EC REPI
2.
3 RX ONLY
4.
¢
5 REF
6.
7. LOT
8. |sterile|eo]|

9. A
10. C CEEE
11. )‘K
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Pacwungposka cumeona
Y NONHOMOYEHHbIV npeAcTaBuTeNlb B EBponeickom
coobuiecTee
M3rotoBuTens

OcTopoxHO: PesepanbHblii 3aKoH CLUA orpaHnunsaeT
npojaxy 3TOro U3fenus, TosbKO No 3akasy Bpaya.
3anpeTt Ha NOBTOPHOE MPUMEHEHNE.

Homep no katanory

Vcnonb3osath [0 ....

*QOcHoBbIBasACb Ha EBpONeicCKOM perynmpoBaHunn, CUMBO
«Mcnonb3oBaTb A0» UK «laTa U3roTOBAEHNA» MOXKET
MPUMEHATbLCA K CTEPUIbHbIM NPoAyKTam. B ciydvae
NpUMeHeHns «cnonb3oBaThb A0» YKa3blBaeTCa AaTa, B
KOTOpPYI NPOAYKT MO>XeT 6blTb UCNOMb30BaH (faTa
NCTEeYEeHNa cpoKa AeiicTBMA), nocne aTOW AaThl
HEBO3MOXKHO MCNO/b30BaThb NPOAYKT. B aTOM cnyyae
ANs onpefeneHns AaTbl NPOU3BOACTBA HEOOXOANMO
BbIYECTb O6LINIA CPOK XpaHEHMS NPOAYKTa, 3asBNEHHOrO
N3roTOBMTENEM, U3 AaThl «/cnonb3oBaThb 0.

Kog naptun

CTepunnsaLus OKCMAOM 3TW/EHa

OcTopoxkHo! O6paTUTECh K UHCTPYKLUM NO NPUMEHEHMIO

3TOT CMMBON 03HAYaeT, YTO M3fenne NOJIHOCTHIO
cooTBeTCTBYeT EBponelickoin gupektuse 93/42 /EEC.
AnNNporeHHo
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12 MaKcrManbHbIA guameTp COBMECTUMOrO NPOBOAHMKA

e

13 [nuHa kaTtetepa
150
14 loss. §FI MuWHMMaNbHbIA AnameTp COBMECTUMOTNO UHTPOAbIOCEpA
15 Bepeyb oT BNaru
. T
16 DTOl CTOPOHOW BBEPX
17 Xpynkoe, o6paLiaTbCcsa 0CTOPOXHO
!
18 He ncnonb3oBatb, eciv ynakoBka nospexjeHa
19 T O6paTtuTech K MHCTPYKLMMX NO NMPUMEHEHWUIO
20. Hagnucb «HeTOKCUYHO»

7. YCNOBUA SKCIMNNYATAUUN. XPAHEHNA N TPAHCITOPTUPOBKW.

Ycnosus xpaHeHus:

XpaHUTb B MNPOX/NaHOM CyXOM TEMHOM MecTe. Bepeub OT BO3AEWCTBMS OpraHUYecKmx
pacTBOPUTENEi, WOHM3MPYIOLWEro W ynbTpaMoneToBOro M3Ny4YeHWs, a TakKXKe BbICOKMX
TemnepaTyp. [lepnognmyecku nNpPOBOAMTL PEBU3MIO 3amMacoB W WUCMOMb30BaTb M3Aenus Ao
NCTEYEeHMUs CpoKa TOAHOCTM, YKa3aHHOTO Ha ynakoBke. W3pgenuns, 0CBOGOXAEHHble OT
TPaHCNOPTHOW YNaKOBKW, AOMKHbI XPaHUTbCSA MPU CNeAyroLMX YCN0BUSAX OKpYXKatoL el cpeabl;

Y CcnoBus XpaHeHus:

Temnepatypa o1 +5°C po +27 °C (okpyxatoLias cpesa)
OTHOCUTEeNbHAsA BNAKHOCTb 0T 100% po 90 % (6es koHaeHcaunn)
ATMOCHepHOe JaBneHmne 84.0 kMa- 106.7 kMa (630 - 800 mm pT.CT.)
Ycnosus TpaHCMOPTUPOBKMK:

TemnepaTypa o1 -35°C go +55 °C (okpy»KatoLas cpea)
OTHOCUTESbHAsA BNYKHOCTb oT 10% p£o 90 % (6e3 koHAeHcaL M)
ATMOCthepHOe aB/eHme 84.0 kMa - 106.7 kMa (630 - 800 mm pT.CT.)

Ycnosug skcnayartaymm:
TemnepaTtypa oKpy>XatoLiel cpegbl: He 6onee 25°C A
[wnana3oH TemnepaTtyp npu Ucnonb3oBaHun - Temnepatypa tena ot 32°C go 42 C
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OTHoCUTeNbHAA BMaXXHOCTb; 100 % (KOHTAKT C KPOBbHO)
ATmochepHoe fasneHue: 86-106 kla.

CpOK XpaHeHUsa CTepUNbHbIX N3aennii 36 MecsLeB € AaTbl CTepUIN3aLNUN.

S. YTUNTN3AUUNA

Bo n3bexxaHne BOZHUKHOBEHUS PUCKOB NSt 340POBbSA NPU YTUNMU3ALUN MEAULMHCKUX N3NNI,
a TaK)Xe BO3HWKHOBEHWS PUCKOB A1 OKpY>KatoLLe cpefbl, CBA3aHHbIX C YTUAM3aLMei
MeAULMHCKNX U3aenuii, nepcoHan foMxeH yTunmanposatb M no npoTokony, NpUHSTOMY B
OTAENbHO B3ATOM YUPEXAEHUN.

MeanunHckoe wu3fenve «KarteTep nogaepxusarowmii  SureCross™”» B COOTBETCTBUM C
CanlnHom 2.1.7.2790-10 oTtHocatca K Knaccy B (3anugeMnonornyeckn OonacHble OTXOAbl)
NHPULMPOBAHHBIE N NMOTEHLNANBHO UH(ULMPOBAHHbLIE OTXOAbI.

9. TEXHNYECKOE OBCJ/1Y>XUBAHWNE

He nognexut o6cnyxuBaHUiO WU PeMOHTY. M3fenvie He COAepXUT 4vacTel, KOTopble TpebytoT
06CcnyXuBaHMsA Ha MecTe. OTO 03HAayaeT, YTO PEMOHT B NPOLECCe 3KCMyaTalumn He NMPOBOAUTCSH
(He npMeHnMmO).

10. FAPAHTUMNHBIE OBA3ATE/ILCTBA

OrpaHnyeHHaa rapaHTma 1 0TKa3 OT OTBETCTBEHHOCTU

KomnaHua «Meput Megukan Cucteme, WHK» rapaHTUpyeT COOTBETCTBME MPOAYKLUM
cneyuukaumam BO Bpems OTrpy3ku [lokynaTtento u OTCYTCTBME [Ae(eKTOB MaTepuasioB U
M3roTOB/EHUS B TeYeHWe Mepuofa, YKa3aHHOro B MWUCbMEHHOW OrpaHWUYeHHON rapaHTuw,
npunaraeMoi OTAENbHO K Kaxaomy wusfenntio. [apaHTUIAHbLIA CPOK XpaHeHus usgenus
cocTaBnsfetr 3roga. dTa rapaHTUs He pacnpoCTpaHAeTCAa Ha Npoaykuuto, Kotopas 6bina: (i)
MOAMMULMPOBAHA, W3MEHEHa, MOABEPrHyTa PEMOHTY, BOCCTaHOB/IEHMIO, MepepaboTke wnun
M3MEHEHUAM Apyron kKomnaHueir, nomumo «Meput Megukan Cucteme, WHK», (ii)
MCNO/b30BaHa He MO Ha3HaYeHWO, MOABeprHyTa HenpasuIbHOMY 06palleHunto, MOBTOPHOMY
MCNONb30BaHWIO U MOBTOPHOM CTEPUNM3aLMKM, NOCTpajana B pe3ynbTaTe HeCHaCTHOro Cyyas,
Hapylw,eHUa npaBuf 3Kcnayatauuu, XanatHOCTUM WM MOCTOPOHHEro BMewartenscTsa, (LL)
noBpexzeHa B pe3ynbTaTe (M3NYECKOro, MPUPOLHOrO WAM 3NEKTPUYECKOro BO3JENCTBMA, a
TaKKe C W3MEHEeHHbIM, TMOBPEXAEHHbIM WAN  YyAaneHHbIM CepuitHbIM - HOMepoMm;  (iv)
MCNOoNb30BaHa B COMeTaHUU C N06bIM ApYTruM n3genuem; (V) MCNOMb30BaHA HE B COOTBETCTBUM C
YKazaHuaMM M0  MNPUMEHEHWI0, YTO YCTaHOB/IEHO YMNOJIHOMOYEHHOW  opraHu3saymen,
MCNoNb30BaHa He B COOTBETCTBMM C 06/1aCTb0 NPUMEHEHWSA, YKa3aHHOW B creuudukalmm, unm B

yCNnoBUAX, He MNpefyCMOTPEHHbIX ANd [JaHHOro Buga u3genwit. Jliobble TexXHMYeckue
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peKkoMeHJauum oT MMeHN KoMmnaHum «Meput Meaukan Cucteme, VIHK» npegoctaBnsoTcs 6e3
0653aTeNbCTB UM KOMNeHcauuu, koMmnaHus «Meput Megnkan Cucteme, VIHK» He NpuHUMaET
Ha ceba Kakumx-nnmb6o 006a3aTeNnbCTB WM OTBETCTBEHHOCTU, BCe MNOAOOHbIE peKOMeHAauum
jaloTca M npuHUMaloTcd  nog  0TBeTCTBeHHoCTh [Mokynatens. 3A  WVCKAKOYEHWMEM
BbILUEYKA3AHHbIX CAYUAEB, KOMMAHWA «Meput Meankan Cucteme, WHk» HE
NAET 3ABEPEHUW NN TAPAHTUIA NKOBOTO POJIA B OTHOLUEHWW NPOAYKLUN,
KAK #ABHO BbIPAXEHHbBIX, TAK W NOAPA3YMEBAEMbLIX, MNOKYMNATEIO,

KOHEYHOMY MNOTPEBUTEND, TPETBUM NMUAM. «Meput Megukan Cucteme, NHK»
r OTKNOHAET N NCKNKOYAET NOBB1E N BCE BE1PAXXEHHB1E,
NMOAPA3YMEBAEMB1E M 3AKOHOOATENBHO NMPEAYCMOTPEHHB1E TAPAHTUW,
BKIKOYAA TAPAHTUNN OT HAPYWEHWA W MNOAPA3YMEBAEMBLL TAPAHTUN
TOBAPHOI'O KAYECTBA NN MPUTOAHOCTWN.

OrpaHquHme OTBETCTBEHHOCTU

HW TPU KAKWUX OBCTOATENBCTBAX KOMMAHUA «MEPUT» HE HECET
OTBETCTBEHHOCTE MEPE[, 3AKA3YMKOM W/ MIOBBIM APYTUM ®UINYECKUM
UM IOPUOUYECKMM  JIMLOM  3A  LWUITPA®HBIE,  CMELMAJBHbIE,
HEMNPEAHAMEPEHHB1E WM MNPEACKA3YEMBIE  KOCBEHHELW  YBB1TKW,
MOHECEHHBIE BCNEACTBUME YTPATBL PEMNYTALMUW, HEAOMONYYEHHOMN
MNPUBB1AN OT TEPEMPOAAXMWN, MPUOCTAHOBKU PABOTEL, MOBPEXAEHWSA
NPOAYKLUMW, MOPYM APYTOW MPOAYKLNM UMW UHBLX MPUYNH, BY b TO UCKU
BC/NEACTBWE HEUCMOIHEHWS KOHTPAKTHbIX OBA3ATE/IbCTB,
FPAXIAHCKNX TMPABOHAPYLIEHUM W T.4., BO3HWKAIOLWMX B PE3Y/NbTATE
HAPYLUEHWS MOMOXEHNM FTAPAHTUN, OFOBOPA, 3AAEPYKU, XANATHOCTMU,
BE3YC/IOBHOW OTBETCTBEHHOCTU WU/IN UHAVYE.

11. PEKJTAMALNA

OpraHusayms, npuHUMaroLLas Ha Tepputopun Poccuiickoin defepaymm npeTeH3nn ot
noTpebuTend rno KayeeTsy MPoOAYyKTa:

O6LWecTBO C OrpaHWYEHHOW OTBETCTBEHHOCTbIO «MepuT TekHonogpkuc» (OO0 «Meput
TekHonomxuc»), OFPH 1117746679533, MHH 7705960130

KOpuanueeknii agpec: P®, 119017, ropos Mocksa, 1-biii Kazaunini nepeynok g. 7, aTax 1, Kom. 6
Ten/takc: +7 (495) 221-89-02
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Mepesen MacaHoB CynTaH NacaHoBuy

Poccunitickas degepayms
fopog MockBa
[JeBATHaAUaTOro aBrycra Be TbiCA4YM eBATHAaALATOro rojga

A, AbpamoB AHpApeli BUKTOPOBUY, BPEMEHHO WCMOMHALWMNIA 0693aHHOCTU HOTapuyca ropojga
MockBbl ®omuHa Bnagumunpa AHaTO/beBMYaE, CBUAETENLCTBYI MNOA/IMHHOCTb MOAMWUCKU MNepeBOfYMKa
NacaHoBa CyntaHa [(acaHoBUYa.

Mognuce caenaHa B MoeM NMPUCYTCTBUN.

JINYHOCTbL NognucasBLLero AOKYMeHT yCTaHOB/IEHA.

3apernctpupoBaHo B peectpe: Ne 77/740-H/77-2019-2-1215
crno Tapudy: 100 py6. 00 kon.

YnnaveHo: °*KasaHue ycnyr npasoBoro
n'Texiimyeckow xapaktepa: 200 py,6-00 kon.

A.B. Abpamos

Bcero npowunTo, NPOHYyMepoBaHO
N CKPEenaeHo neyartbio:

63 (WwecTbAecaT Tpu)

BPWO HoTtapuyca
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