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Instructions for use

Firehawk™ Rapamycin Target Eluting Coronary Stent System

Document: 1FU-03-2019. Rev.D

APPROVED

Shangliai MicroPort Medical (Group) Co., Ltd.

NOTICE: The inforration contained herein is CONFIDENTIAL and PRCPRIETARY. The
contents of this document are not to be reproduced or made available to third parties without
prior consent from MicraPort IVedical, and are not to be used inany unauthorized way.

This docurment has been prepared to provice informetion for the registration of a medical
device in the tarritory of the Russian Federation. Informetion is presented in the amount
required in accordance with the Rules for the registration of medical devices (Decree of the
Govermment of the Russian Federation dated December 27, 2012 No. 1416), Order of the
Mnistry of Health of the Russian Federation dated January 19, 2017 No. 11n “Cn approval
of the requireents for the content of technical and operational docuentation of the
manufacturer (manufacturer)) a medical device.
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INSTRUCTIONS FOR USE

Firehawk Rapamycin Target Eluting Coronary Stent System

1. PRODUCT DESCRIPTION
The Firehawk™ Rapamycin Target Eluting Coronary Stent System (Firehawk™ RTECSS or

Firehawk™) is a device/drug combination product consisting of
a) A Stent and Delivery System: L605 CoCr stent pre-mounted to a RX delivery catheter;
b) Drug/Polymer Coating: a formulation of rapamycin in a biodegradable polymer coating which filled

in grooves that located on outside surface of stent struts (Fig. 1.1 and Fig. 1.2);

Drue eluting stent

Balloon Dilevery systeam
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Fig. 1.1 The Schematic diagram of FirehawkTM RTECSS

Grooves

A

Groove A

Puc. 1.2 — Construction of Groove loaded drug product

Stent configuration: shape - cylindrical.
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type: Balloon-expandable implant used to treat vascular damage by creating mechanical support

to ensure or maintain vessel integrity.

Therapeutic effect: The use of Firehawk  stent involves minimally invasive interventional therapy
during coronary stent implantation to deliver to the lesion site and then expand the stent to open the
artery. After the procedure, delivery systems are removed fi-omthe body. The stent remains in the
vessel for its continued support. Rapamycin is located in the recesses of the stent frame and is slowly
released (elutes) to inhibit the proliferation of smooth muscle cells. The coating will degrade and
ultimately (9 months after implantation) the stent becomes a holometallic stent. All of these constructs
help restore blood flow to the arteries and prevent repeated narrowing or blockage of the treated
vessel.

Size range:

The Firehawk™ stent has three sizes: Small size (S) with 6 crowns on a cylindrical ring, designed for
stents with nominal diameters of 2.25 mm and 2.5 mm, medium size (M) with 7 crowns on a
cylindrical ring, designed for stents with nominal diameters of2.75 mm and 3.0 mm. Large size (L)
with 9 crowns on a cylindrical ring, designed for stents with nominal diameters of 3.5 mm and 4.0 mm.

All stent sizes are shown in table 1.1. m.

Table 1.1 - Dimensions and design of the Firehawk™ stent

Diameter - Length (mm) Stent size
(mm) *13 16 18" 21 <3 W6 29 Wl 33 U.' 38

02,25 V V. V. V VvV Vv Vv — — — S
02,5 V V. V V V V V V Vv —

02,75 V V. V. V V V V V V V v M
03,0 V V. V. V V V V V V V V

03,5 V V. .V V V V V V V V V L
04,0 V.V V V V V V VvV V V V

- not available

The characteristics of the device are presented in tables 1.2 and 1.3.

Table 1.2 - Description of the Firehawk™ Stent
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Characteristic
Delivery system

Delivery system design

Available Stent Lengths (mm)
Available Stent Diameters (mm)

Appearance

limer diameter and length of
expanded stent at nominal

pressure

Stent Material

Drug coating

Balloon material

X-ray contrast strip

IFU-03-2019. Rev.D.
Value'-
/

Rapid-Exchange (RX) type balloon catheter

Single-channel port to the clearance for pumping. The outlet for
the conductor is located at a distance of 25 cm from the tip. For
conductors with a diameter ~ 0.014 inches (0.356 mm)

13, 16, 18, 21, 23, 26, 29, 31, 33, 35, 38

2,25; 2,5; 2,75; 3,0; 3,5; 4,0

The surface ofthe delivery system should be smooth without any
visible foreign particles; There should be no twisting (especially
around the guide hole). There should be no damage to the tip.
Stent carcass elements do not wobble or overlap, the carcass does

not tip over, there are no cracks, and there are no visible foreign

substances.
Length of
Nominal Nominal
The diameter of the expanded stent at
Diameter length
expanded stent (mm) nominal pressure
(mm) (mm)
(mm)
m02,25 2,25+0,22 13 13+3,0
02,5 2,50+0,25 16 16+3,0
02,75 2,75+0,27 18 18+3,0
03,0 3,00+0,30 21 21+3,0
03,5 3,50+0,35 23 23+3,0
04,0 4,00+0,40 26 26+3,5
29 29+3,5
31 31+3,5
33 33+3,5
35 35+3,5
38 38+3,5

,-605 cobalt chromium (CoCr) alloy
The abluminal coating of poly-DL-lactide (DL-PLA) and
rapamycin (CAS 53123-88-9), placed in grooves with a
maximum nominal drug content of 125 pg at the largest stent
(4.0 X38 mm).
Figure 1.2
Polymer brand Pebax
Pt-1r Alloy
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thickness (depth) of the drug The drug (rapamycin in a biodegradable polymer coating) is

coating

Distal coating

Catheter Effective Working Length
Soft tip length

Soft Tip Outer Diameter

Distances from Guide hole

the distal tip of position

the catheter First mark
position
Second mark
position

Stent Platform Thickness

Stent length and diameter ratio

Stent delivery system balloon

Balloon Inflation Pressure

Guide Catheter Diameter

Bending / twisting

Surface area without stent and

external stent area

Magnetic resonance (MR) safety

and compatibility

located in the grooves located on the outer surface of the stent
frame. The depth of the grooves is 30 microns.

Hydrophilic

1400 nun

3,0 mm

0.5334 mm

250 mm (tolerance £50 mm)

950 mm (tolerance + 50 mm)

1050 mm (tolerance = 50 mm)

For size S, M; 86.4 pm, for size L: 96.5 pm
When the stent is stretched firom minimum to maximum diameter,

the change hi stent length should be ™ 20%.

A semi-complia;nt balloon with two radiopaque markers to
designate the stent.

Nominal inflation pressure:

10 atm (1013 kPa) for all sizes; Rated Burst Pressure (RBP):

16 atm (1621 kPa) for 2.25 to 3.5mm Diameters;

14 atm (1419 kPa) for 4.0mm Diameters

The maximum diameter of the compatible catheter guidewire is <
0.014 in. (0.36 mm) and the minimum internal diameter of the
compatible guide catheter is > 1.8 mm (6 F).

The minimum radius of curvature of the expanded stent should be

AN 8.0 mm.

For stents with the declared diameter, minimum diameter and
maximum diameter, the surface area without a stent should be
more than 70% of the total surface area of the cylindrical part with
the same diameter and length.

Magnetically induced displacement force: The angle of magnetic

deflection should be less than the specific weight of the stent.
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Characteristic

Effect / Extension Profile

Adherence to the vessel wall

Stent profile

Stent displacement force

A leak

IFU-03-2019. Rev.D.
. o’ | V . € - . . '

Moment: The magnetic moment should be less than the specific
gravity of the stent x length of the stent.

RE heating: the maximum local temperature rise should not
exceed 4 ° C.

Avrtifacts: If the distance of the artifacts I. outside the stent lumen
is less than 2 mm, the quality of the MR image will be slightly
worse. If L is greater than 2 mm, the stent will affect the quality
of the MRI.

After the control process, the delivery system has no visible
damage (for example, kinks), the stents do not detach and do
not move.

The distance between the outer diameter ofthe balloon and the

outer diameter of the cross section of the stent should be »

5% both before and after the control, and the curvature should
be more than 8 mm.
The outer surface of the stent should fit snugly against the
vessel wall, and tilt and separation ofthe stent from the vessel
wall is not allowed.

Profile of the pressed stent:

Nominal diameter Profile

02,25, 02,5 Mm <0,042" (1,06 mm)
02,75 MM <0,043" (1,09 mm)
03,0 MM <0,044" (1,12 mm)
03,5, 04,0mm <0,051 (1,30 mm)

The initial bias force must be at least 2.0 N with an initial
movement of 0-5 mm (the initial bias force is the force required
to create the bias).

When filling the system with a contrast agent, there should be no
leaks or damage, such as tears or protrusion of the delivery
system.

There should be no leaks at the Luer tip, in any area of the joint
or any other elements.

Air must not come from the assembly points of the delivery

system during the suction process.
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Bending / twisting The stent / delivery system should not have kinks during delivery
and retrieval in a simulated use test.

The conductor can move smoothly without any obstacles through

Conductor Guide Lumen ) ) ]
the clearance of the guide; maximum pushing force shall not

Smoothness

exceed 0.3 N.
Excessive balloon expansion at The diameter of the balloon extending beyond the ends of the
both ends of the stent stent should be no more than 5% of the outer size of the stent
during DDR.
Hemostasis At a pressure of 25 kPa and a pushing force of 2 + 0.2 N, the
volume of water flowing out of the hemostatic valve in 20
minutes should not exceed 10 ml.
Balloon filling time Tank filling time < 20 seconds
Balloon Duration Duration of cylinder emptying < 20 seconds
Drug release n ' - Re)ete-Tfre'
10 min <35%
1 22%~58%
6 41%~82%
48 > 66%
Joint strength and tube tensile Minimum
strength Validation items  “ - ( Destructive Force -
Wi
Connection of the distal part of the
cylinder ’
Connection of the proximal part of the
balloon °
The distal part of the shaft 5
Adapter tube 5
Middle part 3
Conductor outlet 5
Sheath compound 5
Connection between Luer tip and strain
relief tube 0
The connection between the proximal 10

part of the rod and the tube to relieve
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Characteristic
Visibility

Compression  Resistance  at

Radially Applied Load

Reduction rate

Stent shortening

Estimated fatigue characteristics
of the cylinder

Luer connector

Catheter Shaft Outer Diameter

(nominal)

Sterilization packaging

IFU-03-2019. Rev.D.
Ba- ValiK-
tension
X-ray contrast strips of a balloon catheter should be visible
during fluoroscopy.
Compression resistance values for stents of different
diameters with 12% strain:

MMortwwa! Diameter  12% deformation and compression

(mm) re.sistance HI"'l (kPa)
02,25 >110

02,5 > 105

02,75 > 100

03,0 >95

03,5 >90

04,0 >85

<10%

Nominal Length (mm) Stent shortening
10<L<20 <12%
20<L<30 < 10%
L>30 <8%

The delivery system must not leak or break after 10 cycles of
filling and emptying.
Outer diameter 4 mm, inner diameter 2 mm, 6% bevel of the

conical part of the connection, no thread

©2.25-3.0 mm ®3.5-4.0 MM
Distal 2.7F(0.035") 2.9F(0.038™)
Proximal: 2.3F(0.030™) 2.6F(0.034')

The absence of defects on the outer surface of the inner bag,
such as unevenness of the material of the sterile barrier or on
it, for example, discoloration, tears, cracks, holes or breaks;
continuity of the weld (presence of channels, lack of welding

or incomplete welding).
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Firehawk RTECSS Product Matrix and Rapamycin Content

A”ProdiictCode Stent Oiamcler (mm) Stent Length (mih) Drug Content”(ig)
RV2213 2,25 13 30
RV2513 2,5 13 30
RV2713 2,75 13 35
RV3013 3,0 13 35
RV3513 3,5 13 45
RV4013 4,0 13 45
RV2216 2,25 16 38
RV2516 2,5 16 38
RV2716 2,75 16 41
RV3016 3,0 16 41
RV3516 3,5 16 53
RV4016 4,0 16 53
RV2218 2,25 18 43
RV2518 2,5 18 43
RV2718 2,75 18 47
RV3018 3,0 18 47
RV3518 3,5 18 60
RV4018 4,0 18 60
RV2221 2,25 21 48
RV2521 2,5 21 48
RV2721 2,75 21 53
RV3021 3,0 21 53
RV3521 35 21 68
RV4021 4,0 21 68
RV2223 2,25 23 53
RV2523 2,5 23 53
RV2723 2,75 23 59
RV3023 3,0 23 59
RV3523 3,5 23 76
RV4023 4,0 23 76
RV2226 2,25 26 60
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rroduct Code

RV2526
RV2726
RV3026
RV3526
RV4026
RV2229
RV2529
RV2729
RV3029
RV3529
RV4029
RV2531
RV2731
RV3031
RV3531
RV4031
RV2533
RV2733
RV3033
RV3533
RV4033
RV2735
RV3035
RV 3535
RV4035
RV2738
RV3038
RV3538
RV4038

Stenl Diameter (mm)
2,5
2,75
3,0
3,5
4,0
2,25
2,5
2,75
3,0
3,5
4,0
2,5
2,75
3,0
35
4,0
2,5
2,75
3,0
3,5
4,0
2,75
3,0
3,5
4,0
2,75
3,0
35
4,0
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Stent 1,en)!th (mm)

10

26
26
26
26
26
29
29
29
29
29
29
31
31
31
31
31
33
33
33
33
33
35
35
35
35
38
38
38
38

IFU-03-2019. Rev.D.
Driiu Content ((ig)

60
68
68
87
87
68
68
76
76
98
98
73
79
79
102
102
78
85
85
110

91
91
117
117
97
97
125
125



MrcroPort

~ent functioning factors:

1FU-03-2019. Rev.D.

- The degree of probability of occurrence of contact, galvanic, pitting and fretting corrosion, the
possibility of oxidation: the probability is low, provided by the use ofbioinert materials
- Danger of tissue perforation: Perforation or rupture of tissues can occur if a stent is used that is
not suitable for the diameter of the vessel, or if precautions regarding the use of the stent are not
followed.
- The level of force transmitted by the stent to the surrounding tissue: 0.10-0.15 N / mm
- The period of expected stent ingrowth, penetration into tissues, tissue perforation, stent
displacement and migration - about 4 weeks
- Penetration in tissue 50%
- Information on biodegradation: the probability is low, provided by the use ofbioinert materials.
- Minimum force to remove the system: at least 2 N.
Type of contact with the body
Stent - lifelong contact with the internal environment of the body (with blood or lymph).

Fast change balloon catheter for stent delivery - short-term contact with blood and lymph.

2. INDICATIONS AND SCOPE

Indications: The FirehawkTM Rapamycin Target Eluting Coronary Stent System (FirehawkTM
RTECSS) is indicated for improving coronary luminal diameter in patients with symptomatic heart

disease due to de novo native coronary artery lesions length ~ 60 mm with reference vessel diameters
of 72.25 to 4.0 mm.

Scope: Medical and medical-preventive medical institutions.

3. USER

The Firehawk™ Stent should be used by qualified medical persormel who are familiar with the general
benefits and risks of using the stent system.

4. INDICATIONS AND CONTRAINDICATIONS

INDICATIONS:
The Firehawk™ Rapamycin Target Eluting Coronary Stent System (FirehawkTM RTECSS) is indicated
for improving coronary luminal diameter in patients with symptomatic heart disease due to de novo

native coronary artery lesions length ~ 60 mm with reference vessel diameters of #2.25 to ~ 4.0 mm.

11
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fCUNTRAINDICATIONS:
The Firehawk Rapamycin Target Eluting Coronary Stent System (Firehawk TM RTECSS) is
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contraindicated for use in patients;
Who cannot receive antiplatelet and/or anti-coagulant therapy
. With lesions that prevent complete angioplasty balloon inflation or proper placement of the
stent or stent delivery system
With hypersensitivity or contraindication to rapamycin or similar drugs or any other analogue or

derivative, cobalt, chromium, nickel, tungsten, or PLA.

5. WARNINGS
. Ensure that the inner package sterile barrier has not been opened or damaged prior to use.
. Judicious patient selection is necessary since the use of the device carries the associated risks of

thrombosis, vascular complications, and/or bleeding events.

. This product should not be used in patients who are not likely to comply with the recommended

antiplatelet therapy.

6. PRECAUTIONS

6.1. General Precautions
e Stent implantation should only be performed by physicians who have received appropriate
training.
o  Stent placement should be performed at hospitals where emergency coronary artery bypass
graft surgery is accessible.
e Subsequent restenosis may require repeat dilatation of the arterial segment containing the
stent. Long-term outcomes following repeat dilatation of the stent are presently unknown.

* Risks and benefits should be considered in patients with severe contrast agent allergies.
* Do not expose or wipe the product with organic solvents such as alcohol or detergents.

e Care should be taken to control the guiding catheter tip during stent delivery, deployment,
and delivery system withdrawal. Before withdrawing the stent delivery system, visually confirm
complete balloon deflation by fluoroscopy to avoid guiding catheter advancement into the
vessel and subsequent arterial damage.

 Compared to use within the specified Indications for Use, the use of DES in patients and

12
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lesions outside ofthe labeled indications may have an increased risk of adverse events, including

stent thrombosis, stent embolization, MI, or death.

It is very important that the patient comply with post-procedural antiplatelet therapy
recommendations. Itis strongly recommended for 12 months in patients who are not at high risk
ofbleeding per the ACC/AHA/SCAI guidelines.

Early discontinuation of prescribed antiplatelet medications could result in a higher risk of
stent thrombosis, MI, or death. The risks and benefits of the procedure should be weighed
against the possible risks associated with early discontinuation of antiplatelet therapy.

Patients who require early discontinuation of antiplatelet therapy should be monitored carefully

for cardiac events.
Orally administered sirolimus combined with cyclosporine is associated with increased serum

cholesterol and triglycerides levels.

When used with cyclosporine medication. The sirolimus mean AUC and mean Ctax may be

affected
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6.2. Use of Multiple Stents
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When multiple stents are required, stent materials should be of similar composition. Placing
multiple stents of different materials in contact with each other may increase potential for
corrosion. Potential interactions of the Firehawk™ stent with other drug-eluting or coated
stents have not been evaluated.

A patient’s exposure to drug and polymer is proportional to the number and total length of
implanted stents. Use of more than two Firehawk stents has not received adequate long term
clinical evaluation. The maximum amount of stents used needs to be determined by the
physician based on the risks versus the clinical benefit for the patient involved.

6.3. Brachytherapy

The safety and effectiveness ofthe Firehawk™ stent in patients with prior brachytherapy ofthe
target lesion have not been established. The safety and effectiveness ofthe use ofbrachytherapy
to treat in-stent restenosis in a Firehawk stent has not been established. Both vascular
brachytherapy and the FirehawkTM stent alter arterial remodeling. The synergy between these

two treatments has not been determined.

6.4. Drug Interactions
The effect of drug interactions on the safety or efficacy of the Firehawk™ Stent has not
been determined. Several drugs are known to affect the metabolism of Rapamycin, and other
drug interactions may be inferred from known metabolic effects. Rapamycin is known to be a
substrate for both cytochrome P450 111A4 (CYP3A4) and P-glycoprotein.

Consideration should be given to the potential for drug interaction when deciding to implant
Firehawk™ Stent if patient is taking a drug that might interact with Rapamycin, or when

deciding to initiate therapy if patient has recently received a Firehawk™ Stent.

6.5. Magnetic Resonance Imaging (MRI)

Non-clinical testing has demonstrated the Firehawk ™ stent is MR Conditional. It can be
scanned safely under the following conditions:

»  Static magnetic field of 3 Tesla

e  Spatial gradient field of 36 T/m

* Maximum whole body averaged specific absorption rate (SAR) of2 W/kg or less at 3 Tesla,

Firehawk TM stent, for 15 minutes of continuous MR scanning.
In non-clinical testing, the single and overlapping (72.4 mm) Firehawk ™ stent respectively

produced a temperature rise of 1.2 C and 3.2 at a maximum whole body averaged
14
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specific absorption rate (SAR) of ~ 3.53 W/kg, as assessed by calorimetry for 15 minutes of
continuous MR scanning with whole body coil in a 3 Tesla Magnetom Trio, Siemens Medical
Solutions (Software: Numaris/4, syngo MR A30) MR Scanner.

Non-clinical testing has not been performed to rule out the possibility of implant migration and
RF heating at static gradient magnetic fields stronger than mentioned above.

MR imaging quality may be compromised if the area of interest is in exactly the same area or

relatively close to the position of the stent.

6.6. Stent Handling Precautions

Each stent is for single use only. Do not resterilize or reuse this device. Note the "Use-by"
(expiration) date on the product label.

The foil pouch is not a sterile barrier. The inner header bag (pouch) within the foil pouch is
the sterile barrier. Only the contents of the inner pouch should be considered sterile. The
outside surface ofthe iimer pouch is NOT sterile.

The foil pouch contains 1 packet of oxygen absorber. Please discard this packet after opening
the pouch.

Do not remove the stent firom the delivery system as removal may damage the stent and/or
lead to stent embolization. These components are intended to perform together as a system.
Do not induce a vacuum on the delivery system prior to reaching the target lesion. This may
cause dislodgement of the stent from the balloon.

The delivery system should not be used in conjrmction with other stents.

Special care must be taken not to handle or disrupt the stent on the balloon especially during
delivery system removal from packaging, placement over the guide wire, and advancement
through the rotating hemostatic valve adapter and guiding catheter hub.

Do not manipulate, touch, or handle the stent with your fingers, which may cause
contamination or stent dislodgement from the delivery balloon.

Use only the appropriate balloon inflation media (see Section 9.3.4 - Operator’s Instructions,
Delivery System Preparation). Do not use air or any gaseous medium to inflate the balloon as

this may cause uneven expansion and difficulty in stent deployment.

6.7. Stent Placement Precautions

6.7.1. Stent Preparation
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* Do not pre-inflate the delivery system prior to stent deployment other than as directed. Use the
balloon purging technique described in Section 9.3.4 - Operator’s Instructions, Delivery System
Preparation.

» Use guiding catheters which have lumen sizes that are suitable to accommodate the stent

delivery system (see Section 1.1 - Product Description, Device Component Description).

6.7.2. Stent Implantation

» The vessel should be pre-dilated with an appropriate sized balloon. Failure to do so may increase
the difficulty of stent placement and cause procedural complications.

* Do not expand the stent if it is not properly positioned in the vessel (see Section 5.8 -

Precautions, Stent/System Removal).

» Implanting a stent may lead to vessel dissection and acute closure require additional intervention

(CABG, further dilatation, placement of additional stents, or other).

» Although the safety and effectiveness of treating same coronary artery with more than one
Firehawk TM stents has not been established, if this is performed, place the stent in the distal
lesion before the proximal lesion in order to minimize dislodgement risk incurred by
traversing through deployed stents.

» Stent placement may compromise side branch patency.
* Do not exceed Rated Burst Pressure (RBP) as indicated on product label. See Table 9.1, Typical

Firechawk TM RTECSS Compliance. Balloon pressures should be monitored during inflation.
Applying pressures higher than specified on the product label may result in aruptured balloon with
possible arterial damage and dissection.

» Do not attempt to pull an unexpanded stent back through the guiding catheter, as dislodgment
of the stent from the balloon may occur. Remove as a single unit as indicated in 5.8
Stent/System Removal Precautions.

*Stent retrieval methods (i.e., using additional wires, snares, and/or forceps) may result in
additional trauma to the coronary vasculature and/or the vascular access site. Complications may
include bleeding, hematoma, or pseudoaneurysm.

* Although the stent delivery system balloon is strong enough to expand the stent without
rupture, a circumferential balloon tear distal to the stent and prior to complete stent expansion,
could cause the balloon to become tethered to the stent, requiring surgical removal. In case of

balloon rupture, it should be withdrawn and, if necessary, a new dilatation catheter

exchanged over the guide wire to complete the expansion of the stent.

16
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* Ensure the stented area covers the entire lesion/dissection site and that no gaps exist between
stents.
6.8. Stent/System Removal Precautions

If any unusual resistance is felt at any time during lesion access before stent implantation, the stent

system and the guiding catheter should be removed as a single unit.

When removing the stent system and guiding catheter as a single unit:* HE BTarusaite cucremy

CTeHTa B NPOBOAHWKOBbLIV KaTeTep.
* DO NOT retract the stent system into the guiding catheter.
» Position the proximal balloon marker just distal to the guiding catheter tip.
* Advance the guide wire into the coronary anatomy as far distally as safely possible.

» Tighten the rotating hemostatic valve to secure the delivery system to the guiding

catheter, and remove the guiding catheter and stent system as a single unit.

Failure to follow these steps and/or applying excessive force to the delivery system can
potentially result in loss or damage to the stent and/or delivery system components and/or

vasculature.

If it is necessary to retain guide wire position for subsequent artery/lesion access, leave the
guide wire in place and remove all other system components.

6.9. Post-Procedure Precautions

e Care should be exercised when crossing a newly deployed stent with an intravascular
ultrasound (IVUS) catheter, a coronary guidewire, or balloon catheter to avoid disrupting the stent

placement, apposition, geometry.

 Post-dilatation: All efforts should be made to assure that the stent is not under dilated. Ifthe

deployed stent is not fully apposed to the vessel wall, the stent may be expanded further with a
larger diameter balloon. The post- dilatation can be done using a low-profile, high pressure, non-
compliant balloon catheter. The balloon should not extend outside of the stented region (see
Operator’s Manual - 9.7 Post-Deployment Dilatation of Stent Segments). Do not use the stent

delivery balloon for post- dilatation.

* Non-clinical testing has demonstrated that the Firehawk stent is MR Conditional (see Section
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5.5 Magnetic Resonance Imaging (MRI)). MR imaging quality may be compromised if the area

ofinterest is in the same area of the position of the stent.

*Antiplatelet therapy should be administered post-procedure (see Section 5.1 General

Precautions). Patients who require early discontinuation of antiplatelet therapy (e.g., secondary to
active bleeding) should be monitored carefully for cardiac events. At the discretion of the patient's

treating physician, the antiplatelet therapy should be restarted as soon as possible.

7. ADVERSE EVENTS

Adverse events may be associated with the implantation of a coronary stent in coronary arteries,
but are not limited to the following:

Allergic reaction to anti-coagulant and/or antiplatelet therapy, contrast medium, or stent

materials

Arrhythmias

Arteriovenous fistula

Bleeding

Cardiac tamponade

Coronary aneurysm

Death

Dissection

Drug interactions with antiplatelet/anticoagulant/contrast medium

Emboli, distal (tissue, air, or thrombic emboli)

Embolization, stent

Emergency CABG

Failure to deliver the stent to the intended site

Fever

Heart failure

hemorrhage

Hypotension/Hypertension

Infection, local or systemic

Myocardial infarction

Pain, at the access site

Pseudoaneurysm, femoral

Restenosis of stented segment
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Stent embolization or migration

IFU-03-2019. Rev.D.

Stent fracture
Stent thrombosis/occlusion
Target lesion revascularization
C0C03-016 Rev.D Page 10/18
Target vessels of non-target lesion revascularization
Total occlusion of coronary artery
Vessel trauma requiring surgical repair or reintervention
’otential adverse events not captured above, that may be unique to the rapamycin drug coating
Abnormal liver function tests
Allergic/immunologic reaction to drug (rapamycin or structurally-related compounds) or
the
polymer stent coating or its individual components (see Section 1 Product Description)
Anemia
Arthralgias
Diarrhea
Hypercholesterolemia
Hypersensitivity, including anaphylactic/anaphylactoid type reactions
Hypertriglyceridemia
Hypokalemia
Infections
Interstitial lung disease
Myocardial infarction
Myocardial ischemia
Occlusion
Prolonged angina
Pseudoaneurysm
Hematologic dyscrasia (including leukopenia, neutropenia, thrombocytopenia)
Renal failure
Restenosis of stented segment (greater than 50% obstruction)
Stroke
Vessel spasm

Vessel perforation

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



O MicroPort

8. INDIVIDUALIZATION OF TREATMENT

The risks and benefits described above should be considered carefully for each patient before use

1FU-03-2019. Rev.D.

ofthe Firehawk™ stent. Patient selection factors to be assessed should include ajudgment
regarding risk of anti-platelet therapy. Special consideration should be given to those patients
with recently active gastritis or peptic ulcer disease.

Premorbid conditions that increase the risk of a poor initial result and the risks of emergency
referral for bypass surgery (diabetes mellitus, renal failure, and severe obesity) should be
reviewed. The relation of baseline and procedural variables to Major Adverse Cardiac Events
(MACE) was examined. Multivariable modeling suggested that treatment assignment remained
an independent predictor of clinical and angiographic outcomes even after adjusting for other

baseline and procedural confounding variables.

9. USE IN SPECIAL POPULATIONS

9.1. Pregnancy

There are no adequate data from the use of sirolimus or FirehawkjM Stents in pregnant women. In
animals, sirolimus was embryo- and fetus- toxic at clinically relevant exposures. Teratogenic
effects have not been observed. The potential risk for humans is unknown. The Firehawk stent
should not be used in pregnant women, unless the clinical condition of the mother requires
treatment with the stent.

9.2. Lactation

It is not known whether sirolimus is excreted in human breast milk. Sirolimus is excreted in milk
of lactating rats. A risk to the suckling child cannot be excluded. A decision must be made
whether to discontinue breast-feeding or to implant the stent taking into account the importance
of the stent to the mother.

9.3. Pediatric Use

The safety and effectiveness of the Firehawk «m stent in pediatric patients below the age of 18
years have not been established.

9.4. Geriatric Use

Clinical studies of the Firehawk ™ stent did not suggest that patients age 65 years and over
differed with regard to safety and efficacy compared to younger patients.

Carefully consider whether it is appropriate to use in the above patient populations.

20

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



A"MIlcroPort

ToToperator’ instructions

1FU-03-2019. Rev.D.

10.1. Inspection Prior to Use

Carefully inspect the sterile package before opening. Do not use if the package has been
damaged or opened. Do not use the product after the “Use-by” date.

10.2. Required Materials

Ancillary devices required to work with the FirehawkTM stent are presented in table 1.4

Table 1.4. List ofrequired assistive devices

Quantity Material
1 Guiding catheter [> 6 F (1.8 mm, 0.070 inch) inner diameter]
2-3 20 cc syringe
1,000 u/500 cc Sterile Heparinized Normal Saline (HepNS)
1 Guidewire [<0.014 inch (0.356 mm) diameter]
1 Rotating hemostatic valve with appropriate minimum inner

diameter (0.096 inch [2.44 mm])
N/A Contrast medium diluted 1; 1 with heparinized normal saline
Inflation device
Stopcock (3-way minimum)
Torque device

Pre-deployment dilatation catheter

S

Appropriate arterial sheath
N/A Appropriate anticoagulation and antiplatelet drugs

10.3. Preparation

10.3.1 Packaging Removal

Note: The foil pouch is not a sterile barrier. The inner pouch within the foil pouch is the sterile
barrier. Only the contents ofthe inner pouch should be considered sterile. The outside surface of
the inner pouch is NOT sterile.

»  Peel-open the inner pouch and pass or drop the product into the sterile field using an aseptic
» technique.

o  Carefully remove the stent system from coiled hoop and inspect it for bends, kinks, and other
» damage. Do not use the product if any damage is noted.

o Carefully remove the protective stent sheath and mandrel together, visually inspect the stent
* to ensure that it has not been damaged or displaced from its original position (between
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» proximal and distal marker bands) on the balloon.

IFU-03-2019. Rev.D.

Note: do not manipulate, touch, or handle the stent with your fingers, which may cause

contamination or stent dislodgement from the delivery balloon.

10.3.2. Rinse Catheter

* Rinse the catheter with sterile heparinized normal saline solution.

10.3.3. Guide Wire Lumen Flush
« Attach the syringe with HepNS to the flushing needle packaged with the catheter.

« Insert the needle into the tip of the catheter and flush the guide-wire lumen with HepNS.
Note: AVOID manipulation of the stent during flushing of the guide-wire lumen, as this may

disrupt the placement of the stent on the balloon.

10.3.4 Delivery System Preparation

1) Prepare the inflation device or syringe with suitable diluted contrast medium.

2) Attach the inflation device or syringe to the stopcock; attach to the balloon inflation port

hub.

3) Open the stopcock to stent delivery system.

4) Leave the inflation device or syringe on neutral.

Note: While introducing the delivery system into the vessel, do not induce negative pressure on
A-C0CO03-016 Rev.D Page 13/18 the delivery system. This may cause dislodgement of the stent

from the balloon.

10.4. Delivery Procedure

1) Prepare the vascular access site according to standard practice.

2) Pre-dilate the lesion with a Percutaneous Transluminal Coronary Angioplastry (PTCA)
catheter. Limit the longitudinal length of pre-dilatation by the PTCA balloon to avoid
creating aregion of vessel injury that is outside the boundaries of Firehawk Stent.

3) Maintain neutral pressure on the inflation device. Open the rotating hemostatic valve as
widely as possible.

4) Backload the delivery system onto the proximal portion of the guide-wire while

maintaining the guide-wire position across the target lesion.
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5) Advance the stent delivery system over the guide-wire to the target lesion. Use the
radiopaque balloon markers to position the stent across the lesion; perform angiography to

confirm the position ofthe stent.

6) Sufficiently tighten the rotating hemostatic valve. The stent is now ready to be deployed.

Note: Should unusual resistance be felt at any time during either lesion access or removal of the
stent delivery system before stent implantation, do not force passage. Remove the entire system
as a single unit. See Section 5.8 - Precautions, Stent/System Removal for specific delivery

system remoyal instructions.

10.5. Deployment Procedure

1) Before deployment, reconfirm the correct position of the stent relative to the target lesion
via the radiopaque balloon markers.

2) Attach the inflation device (only partially filled with contrast media) to three-way
stopcock and apply negative pressure to purge the balloon of air.

3) Turn the stopcock on the catheter to the off position and purge the inflation device of air.
Close the side port of the stopcock.

4) Under fluoroscopic visualization, inflate the balloon to at least the nominal pressure to
deploy the stent. Do not exceed the labeled RBP. Deploy the stent slowly by pressurizing
the delivery system until stent is completely expanded. Maintain pressure for 30 seconds.
If necessary, the delivery system can be repressurized or further pressurized to assure
complete apposition ofthe stent to the artery wall. Do not exceed the labeled rated burst
pressure (RBP) of 16 atm (1621 kPa) for the 2.25 mm - 3.5 mm stents and 14 atm (1419
kPa) for the 4.0 mm stents sizes.

5) Stent wall contact should be verified through routine angiography or intravascular
ultrasound.

6) Fully cover the entire lesion and balloon treated area (including dissections) with the
Firehawk Stent, allowing for adequate stent coverage into healthy tissue proximal and

distal to the lesion.

7) If more than one Firehawk stent is needed to cover the lesion and balloon treated area,
adequately overlap stents, taking into account stent foreshortening. Ensure no gaps
between stents by positioning the balloon marker bands of the second Firehawk stent
inside the deployed stent prior to expansion. See Section 5.8 Stent/System Removal
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8) Deflate the balloon by pulling negative pressure on the inflation device. Allow adequate
time, at least 15 seconds, for full balloon deflation. Confirm complete balloon deflation
before attempting to remove the delivery system. Ensure the balloon is fully deflated
before attempting to move the catheter.

9) Confirm that the stent is adequately expanded and in full contact with the artery wall.

10.6. Removal Procedure

1) Ensure that the balloon is fully deflated.

2) Fully open the rotating hemostatic valve.

3) While maintaining the guide wire position and negative pressure on the inflation

device, withdraw the delivery system.

Note: Should any resistance be felt at any time during either lesion access or removal ofthe
delivery system post stent implantation, the entire system should be removed as a single unit.
See Section 5.8 Stent/System Removal Precautions for specific delivery system removal
instructions.

4) Tighten the rotating hemostatic valve.

5) Repeat angiography to assess the stented area. If post-dilatation is necessary, ensure that
the final stent diameter matches the reference vessel diameter. Assure that the stent is not

underdilated.

10.7 Post-Deployment Dilatation of Stent Segments

All efforts should be taken to assure that the stent is not underdilated. 1fthe deployed stent size is
still inadequate with respect to vessel diameter, or if full contact with the vessel wall is not
achieved, a larger balloon may be used to expand the stent further. The stent may be further
expanded using a low profile, high pressure, and non-compliant balloon catheter. Ifthis is
required, the stented segment should be recrossed carefully with a prolapsed guidewire to avoid
dislodging the stent. The balloon should be centered within the stent and should not extend

outside of the stented region.

CAUTION: Do not dilate the stent beyond the following limits.

Nominal Stent Diameter Dilatation Limit
2.25 mmto 2.5 mm 2.75 mm
2.75 mm to 3.0 mm 3.5 mm
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3.5 mmto 4.0 mm 4.5 mm
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Reconfirm stent position and angiographic results. Repeat inflations imtil optimal stent

deployment is achieved.

10.8 In Vitro Compliance Information

Pressure Stent

Inner Diameter (mm)

atm  kPa 225 25 275 30 35  40%
.1=LI3- , ,Nominal «2 7a 295 .3,50'-,

1 1115 225 249 273 300 354 398

12 1216 230 252 278 305 361 4,06

13 1317 233 257 282 309 366 4,12

14 1419 236 261 28 312 3,70

15 1520 239 265 2838 316 374 4,22
v 1621 RBP.* 24 W2JE 201 319 '378 427
BETARNET 20 2,44 271 294 322 382 432

18 1824 . 247 273 297 325 386 4,37

*Do not exceed the rated burst pressure (RBP)
**Rated Burst Pressure (RBP): 14 atm (1419 kPa) for 4.0 mm diameters

Note:
» The RBP is based on the results of in vitro testing. At least 99.9 percent of the balloons (with a 95

percent
confidence) will not burst at or below their RBP. Use of a pressure monitoring device is recommended to

prevent over pressurization.

»  The Stent Diameter values listed are actual average stent diameters at the specific balloon inflation
pressures obtained during in vitro testing at 37°C and do not take into account lesion resistance. The

stent sizing should be confirmed angiographically.

11. HOW SUPPLIED

STERILE: FOR SINGLE USE ONLY.
This product is sterilized with ethylene oxide (EtO) and is nonpyrogenic.

» Do not use if the package is opened or damaged.
* Do notuse iflabeling is incomplete or illegible.
* Do not resterilize.
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Return product if package is opened or damaged to MicroPort Returned Goods. Contact

your local MicroPort Representative for return information.

CONTENTS

One (1) Firehawk™ Rapamycin Target Eluting Coronary Stent System
One (1) Instructions for Use

One (1) Patient Information Card

PERFORMANCE OPTIONS

Firehawk™ Rapamycin Target Eluting Coronary Stent System, in the following versions:
RV2213, RV2513, RV2713, RV3013, RV3513, RV4013, RV2216, RV2516, RV2716, RV3016,
RV3516, RV4016, RV2218, RV2518, RV2718, RV3018, RV3518, RV4018, RV2221, RV2521,
RV2721, RV3021, RV3521, RV4021, RV2223, RV2523, RV2723, RV3023, RV3523, RV4023,
RV2226, RV2526, RV2726, RV3026, RV3526, RV4026, RV2229, RV2529, RV2729, RV3029,
RV3529, RV4029, RV2531, RV2731, RV3031, RV3531, RV4031, RV2533, RV2733, RV3033,
RV3533, RV4033, RV2735, RV3035, RV3535, RV4035, RV2738, RV3038, RV3538, RV4038,
Consisting of:

- A balloon catheter for stent delivery.
- Stent balloon-expanding cobalt-:chrome coronary.

- Instructions for use.

12. PACKAGING
The packaging system for the Firehawk™ stent consists of five elements (from the inside out): a
welded rolled tube (a protective sheath that covers the stent / balloon and inserted into the welded
rolled tube), inner packaging (irmer bag / sterile barrier system), aluminum packaging (bag of
aluminum foil / protective packaging), trade packaging (folding box, protective packaging) and
transport packaging (corrugated cardboard).
13. STORAGE
Store between 10°C to 30°C (50°F to 86 °F); Transportation excursion is permitted to 50°C (122°F)
for 2 weeks. Use by the “Use-by”” date noted on the package.

The foil pouch contains 1 packet of oxygen absorber. Please discard this packet after opening

the pouch.

14. TRANSPORTATION CONDITIONS
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The product should be transported at a temperature of 10 ° C to 30 ° C. Keep away from moisture.

Keep away from sunlight.

15. WORKING TEMPERATURE
Use at a temperature of + 32 ° Cto + 42 ° C (human body, blood flow)

16. MHCTPYKLUMM NO YTUANIALNN

On the territory of the Russian Federation, the product should be disposed of in accordance with
SanPiN 2.1.7.2790-10 for class B wastes (epidemiologically hazardous wastes). After hardware-
based disinfection methods using physical methods and changing the appearance of the waste,
which excludes the possibility oftheir reuse, class B waste can be accumulated, temporarily stored,
transported, disposed of and disposed of together with class waste (epidemiologically safe waste
similar in composition to solid waste). Packaging of Class B medical disinfected waste should be

labeled to indicate that the waste has been decontaminated.

17. SHELF LIFE

Under established storage conditions, the expiration date of the Firehawk™ stent is 2 years.

18. WARRANTY AND LIMITATIONS

Shanghai MicroPort Medical (Group) Co., Ltd. has committed itself to the manufacture of the
FirehawkTM Rapamycin Target Eluting Coronary Stent System. Shanghai MicroPort Medical
(Group) Co., Ltd. warrants that all the products shall be free of defects in materials and
workmanship upon receipt. Shanghai MicroPort Medical (Group) Co., Ltd. will not to be liable
for any incidental, special, or consequential loss, damage, or expense resulting, directly or

indirectly, from use of its product.

Shanghai MicroPort Medical (Group) Co., Ltd. indicates definitely that this device is intended for
one time use only and makes no warranty, representation or condition of any kind, whether
expressed or implied (including any warranty of merchantability, suitability or fitness for a
particular purpose) respecting the reuse of this product. Moreover, Shanghai MicroPort Medical
(Group) Co., Ltd. assumes no responsibility or liability for incidental or consequential damages
which may result from such reuse. Contact MicroPort directly with any other questions related to

the products.
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Firehawk™ is a trademark of Shanghai MicroPort Medical (Group) Co., Ltd.
In case ofaccidents, contactyour authorized representative (local distributor).

MANUFACTURER:

IyUIU Shanghai MicroPort Medical (Group) Co., Ltd.

Add; 501 Newton Rd., Z.J Hi-Tech Park, Shanghai 201203, P. R. China
Tel: (86) (21) 38954600

Fax: (86) (21)50801305

Email: customerservice@microport.com

Website: w*N'-w.microport.com

Authorized representative of the manufacturer in Russia

O6LEeCTBO C OrpaHNYeHHON 0TBETCTBEHHOCTLIO «QTC-MPO» (OO0 «3TC-IMPO»)
Address: Poccus, 105523, r. Mocksa, LLlenkoBcKoe wocce, 4. 100, kopH. 1, og. 5051
Phone:(495)781-63-95

E-mail: info@ets-pro.com

19. COMPLIANCE

The medical device complies with the provisions of Directive 93/42 /| EEC (Appendix 1) and the
following standards; EN 1SO 13485, EN I1SO 14971, EN 1SO 14630, EN I1SO 25539-2, EN 1SO
10555-4, series standards EN 1SO 10993, EN ISO 11135, EN ISO 11737-1, EN I1SO 11607-1,

ENISO 15223-1.
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20TsYMBOLS on the marking of a medical product
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21. INTERPRETATION OF LABELS ON LABELING

Normal HoMUHambHbI
Rated Burst PressurelRBPI PacyeTHoe fjaBneHne paspbiBa (RBP)
HDO NOT ~m H E MPEBbILIATb
Diameter [Jvametp
Pressure [JasneHve
Contents: XX Units CopepaHue: XX emHuL
Quantity: Konnuectso
(Unit) (eanHuL)
REF ref
CidayeNinfer KartanoxHbil Homep
LOT LOT
BichCok Kog napmm
stent Inner BHyTpEHHUI anameTp
Diameter(mm) cTeHTa (Mm)

Registration certificate No.___ from XX.XX.20XX

Last revised: September 2019
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CreHT kopoHapubiit Firehawk™ ¢ paccaceiBalONMMCA NEKAPCTBEHHLIM
NOKPLITHEOM panaMMLUNH

Roxyment: IFU-03-2019. Pea. D.

Shanghai MicroPort Medical (Group) Co:, Ltd.

YBEIAOMJIEHUE: Cogepxamascs ech HHGopManus ABJIAcTCH
KOHOUIEHITMAJNILBHON u 3AIIMINEHHON ITPABOM COBCTBEHHOCTH.
CozepkBMoe 3TOT0 JOKYMEHTa He MOXKeT OWTH BOCHPOM3BEJICHO HIH OCTABJICHO

TpeThHM IHIaM Ge3 npeasapuTensHoro cornacusa Shanghai MicroPort Medical (Group) Co.,
Ltd B ne AOKHO ACIONB30BATHCS XKAKHM-TH00 HECAHKIHONHPOBAHHEIM CIIOCO0OM.

Hacroaumit A0KyMeRT IOArOTOBMIEH /1A MPeAOCTABICHHS CBEACHHH B mEIIX

peTUCTpaIMA MERANMHCKOrO W3NeHA Ha TeppuTopHH Poccriickoli ®enepannu. Ceenenna
OpeAcTaBneHH B o0wneme, TpeGyeMoM B cooTBerctemH ¢ IlpaBmnamm perucTpaumu
mepamanckax m3gemuit (IloctaHomnenme Ilpasurenscra PO or 27.12.2012 Ne 1416),
Ipuxasom Mumncrepersa sapasooxpaneHus PO or 19.01.2017 r. Ne 111 «O6 yTBepxacHR
TpeGOBAHAE K COZCPKAHMIO TEXHHYCCKONM H OKCINIYaTAlHMOHHON  JOKyMEHTAUMH
TPOM3BOAHTES (H3TOTOBHTENA) MEAMUMHCKOTO H3ACHH». '
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NHCTPYKUNA MO NPUMEHEHWIO

CTeHT KopoHapHbIn Firehawk™ ¢ paccacbiBaloWNUMCs TEKAPCTBEHHbIM
NOKpPbITUEM panamuuynH

1.ONNCAHWNE N3OENNA

CTeHT KOpoHapHbIin Firehawk™ ¢ paccacbiBalOLLMMCA N1eKapCTBEHHbIM MOKPbLITUEM panamuLmH

(panee - Firehawk™) npegactaBnsieT co60i NOKPbITOE IEKAPCTBEHHbLIM CPEACTBOM MeAMULMHCKOe
n3genue, CoCToALLEe U3 CNEYHOLWMX KOMMOHEHTOB:

a) CTEeHT M cucTema [OCTaBKW; CTeHT M3 KobanbTo-xpomosoro cnnasa (CoCr) L605,
npeaycTaHOBMEHHbI Ha KaTeTepe ObICTPOI 3aMEHbI;

b) NeKapCTBEHHO-MONMMEPHOE MOKPbITUE: NpeAcTaBNsieT CO60A NeKapCTBEHHYH (hopmy
pamanuuuHa B Buge 6ropacnagatoLlerocs nosiMMepHOro noKpbITAA, NMOMELLEHHOro B 60p03aKu
Ha Hapy>XHOW MOBEPXHOCTM KapKaca CTeHTa (cm. puc. 1.1 n puc. 1.2).

CrenT, BbICBOOOXK/AOLLMIA NEKapPCTBEHHDBIV npenapar

Puc. 11 — cxemaTMyeckoe wu300pakeHMe CTeHTa KOPOHapHOro C paccacbiBatoLiMMea
NEeKapCTBEHHbIM MOKPbLITUEM panamuuuH Firehawk™

boposaku-
JlekapcTBEHHOE NOKPbLITOE

V- boposgkn-"
Puc. 1.2 — KOHCTPYKUMA 60PO340K, B KOTOPbIX HAXOAUTCSA NEKApPCTBEHHbIA npenapaT

KoHurypauma cteHTa: popma - LUAMHLPUYeCKas.

Tun cTeHTa: pacluimpsieMblli 6aN10HOM MMMNAHTAT, UCMNONb3YEMbI/ ANS NIeYEHUS COCYAUCTbIX
MOBPEXAEHUA NyTeM CO3A4aHUs MeXaHWYecKol MoAAepXKW (onopbl) Ans o6ecnevyeHns wam
COXpaHeHMs LeNOCTHOCTH cocyaa.
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TepaneBTUUecKoe AelCTBME: Mcnonb3oBaHne cTeHTa Firehawk™ npeanonaraeT MUHUMaNbHO
MHBa3NBHYO WHTEPBEHLMOHHYIO Tepanuio B XOfe WMMNIaHTauuy¥ KOPOHAPHOro CTeHTa, YTOO6bI
[JOCTaBUTb K MECTY MOpPaXKeHUs, a 3aTeM pacluMpuUTb CTEHT A5 pacKpbiTUA aptepuu. locne
NMPOBeLEeHMA NPOLEfYPbl CUCTEMbI LOCTABKMN M3BNEKAKOTCA U3 Tenla. CTEHT OCTaeTcs B cocyfe And
ero NnocTOAHHOM MoAfePXKW. PanaMuuH HaXoauTca B Yrny6neHUAxX Kkapkaca CTeHTa U Me1eHHO
BbICBOOOXaeTca (3/nonpyeT) ANA MHIMbuposBaHWA nponvdepaumy KNeToK rnafkux MbiLl,.
MokpbITUe OyaeT AerpaguposaTb U B KOHEYHOM uTOre (4epe3 9 mecsLeB nocne MMMAaHTaLnm)
CTEHT CTAHOBMUTCA FOJIOMETA/IINYECKUM CTEHTOM. BCe 3TM KOHCTPYKL MM NOMOrat0T BOCCTAHOBUTL
KPOBOTOK B apTepum 1 NpefoTBPaTUTL NOBTOPHOE CY>KEHME UK 3aKYNOPKY NPOJIeYEHHOT0 cocya.

TwunopasmepHbIl psaa;

CT1eHT Firehawk™ wnmeeT Tpu pasmepa: Manbliit pasmep (S) ¢ 6 KOpOHKaMU Ha LUANHAPUYECKOM
KOnblle, NpeHa3HauYeH A8 CTEHTOB C HOMUHANbHbIMK AnameTpammn 2,25 MM 1 2,5 MM, CpeaHuii
pasmep (M) Cc 7 KOpPOHKaMu Ha UWAUHOPUYECKOM KONble, MpefHasHayeH [ANA CTEHTOB C
HOMUHaNbHbIMK AnameTpamm 2,75 mm 1 3,0 mm. bonbuwoli pasmep (L) ¢ 9 KOpoOHKaMu Ha
LUNNHAPUYECKOM KOJbLe, NpegHasHayeH A4 CTeHTOB C HOMUHa/bHLIMWU gnameTpamu 3,5 MM U
4,0 mM. Bce pasmepbl CTEHTOB nNpuBefeHbl B Tabnmye 1.1.

Ounamesp (Mm) N'1mHa (Mm) PaiMcp 1-11*111a
*13 23 26 2% 3 3

02,25 v VvV v Vv VvV vV vV - - - S

02,5 v VvV Vv Vv VvV VvV VvV V V - -

02,75 v v v v v Vv Vv Vv VvV g V M

03,0 v VvV V.V Vv, v Vv Vv VvV VvV V

03,5 v Vv ] v v Vv Vv a1 a4 V L

04,0 v V V v v Vv Vv V vV 'V

«—» - HET B HaIU4nn
XapaKTepncTMKK yCTPOICTBa NpeAcTaBneHbl B Tabnnuax 1.2 n 1.3.

Tabnnuya 1.2 — OnucaHue cteHTa Firehawk™

XapakTepucTuKa 3HauyeHwne’ J
Cuctema gocTaBKu BannoHHbIli KaTeTep 6bICTPOI 3aMeHblI
KOHCTpYKUNA cUCTEMbI JOCTaBKU OpHOKaHaNbHbIV MOPT K MPOCBETY A8 HaKaunBaHus. BbixogHoe

O0TBEPCTUE 418 NMPOBOAHMKA PACMONOXKEHO HA PACCTOAHUM 25 CM
0T KOH4YMKa. [N NpoBOAHWMKOB amameTpom < 0,014 pronma

(0,356 mm)
BapuvaHTbl 4/IMHbI CTeHTa (MM) 13, 16, 18,21, 23, 26, 29, 31, 33, 35, 38
BapuaHTbl frameTpa cTeHTa (MM) 2,25; 2,5; 2,75; 3,0; 3,5; 4,0
BHewwHwWii BUg, MoBEPXHOCTb CUCTEMbI A0OCTaBKM AO/MKHA OblTb rnagkoi 6e3

KaKUX-Mbo BUAUMBIX MOCTOPOHHUX YacTwL,; He AOSIKHO 6bITb
nepekpyumBaHust  (0CO6EHHO  BOKpYr  OTBepcTUs  Ans
Hanpaensioweld). He fgo/mKHO  6bITb  MOBPeXAeHWA  Ha
HaKOHEYHUKe.

JneMeHTbl  Kapkaca CTeHTa  He  lWaTawTcs U He
Mepex/IecTbIBAKOTCS, KapKac He OMPOKMAbIBAETCS, HET TPELUMH,
HET BUAVMbIX NMOCTOPOHHUX BELLECTB.
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BHyTpeHHUA AanameTp ¥ ANIMHA
pacrnpaB/ieHHOro CTeHTa npu

HOMWHa/IbHOM fAaB1EHNN

Martepuan cTeHTa
JlekapcTBeHHOE NOKpPbITHE

Martepuan 6anioHa
PeHTreHoKOHTpacTHaa nosiocka
TonwmHa (rny6uHa) NOKpPbLITUA
NeKapcTBEHHbIM NpenapaTom

MoKpbITE LUCTANbHOI YacTh

AddekTnBHas  pabouad  LMHa

KateTepa

LOnnHa MArkoro HakOHe4YHmKa

BHewHwnin AvnameTp MATKOTo

HaKOHEeYHMKa

PacctosaHua ot TllosioXeHMe

ANCTanbHOro 0TBEPCTUSA ans

KOHYMKa HanpasnsLLero

KateTepa NPoBOAHUKA
lMonoxeHune
MepBOi METKHU
MonoxeHne

BTOPOM METKM
TonwwuHa nnatopmMbl CTEHTa
COOTHOLUEHNE A/IUHBI U AMaMeTpa
CTeHTa
BannoH cuctembl OCTaBKM CTeHTa

[laBfieHne HakaymMBaHuA 6annoHa

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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.. 3Haua i<'
i o LOnnHa
HOMMHVanb BHYTpeHHMiA HomuHane-  pacnpasfieHHOro
HbIiA fLnametp
Has AimHa CTeHTa npu
LnameTp pacripaBfieHHOro

(M) cTeHTa (MM) (M) HOMUWHA/IbHOM
[asneHun (Mm)

02,25 2,25%0,22 13 13+3,0

02,5 2,5040,25 16 16+3,0

02,75 2,75%0,27 18 18+3,0

03,0 3,00+0,30 21 21+3,0

03,5 3,50+0,35 23 23+3,0

04,0 4,00+0,40 26 26+3,5

: - 29 29+3,5

A 31+3,5

33 33+3,5

35 35+3,5

38 38+3,5

<lo6anbTo-xpomoBblii cnnas (CoCr) L605
AGNIOMUHANLHOE NOKPbITUe U3 nonu-Nb-naktuga (DL-PLA) n
panamuynHa (CAS 53123-88-9), nomMeleHHOe B 60pP034KM C
MaKCMMasnbHbIM HOMUHANbHbLIM COLEPXKAHMEM /IEKAPCTBEHHOTO
BewecTBa 125 MKr Ha camom 60/bLIOM cTeHTe (4,0 X 38 mMm).
Puc.1.2

Monumep mapku Pebax

Cnnas Pt-Ir

JlekapcTBeHHOe CpefCcTBO (panamMuuuH B 6uopasnaraeMom
NO/MMEPHOM NOKPbLITUM), HAX0AMTCA B 60pO3aKaXx,
pacnonoXeHHbIX Ha BHELLUHeR MOBEPXHOCTM Kapkaca CTeHTa.
Fny6uHa 60po3aok cocTaBnseT 30 MKM.

MmapogunbHoe

1400 mm

3,0 MM
0.5334 mm

250 MM (gonycTuMoe OTK/IOHEHMe £ 50 MM)

950 MM (gonycTMMoe OTK/IOHeHME + 50 MMm)
1050 MM (gonycTuMoe OTKNOHeHue £ 50 MMm)

Ona pasmepa S,M: 86.4 Mkm, gnda pasmepa L:96.5 MKm

Mpn pacTsXXeHUU CTeHTa OT MUHUMANbHOIO 40 MAaKCUMasbHOro
AnameTpa U3MeHeHne AMINHbI CTeHTA A0/MKHO cocTaBnAaTh < 20%.
Monynogatnueblil 6annoH C ABYMA PEHTrEHOKOHTPacTHbIMU
MeTKamu AN 0603HaYeHUS NONOXKEHNA CTeHTa

HomMunHanbHoe faBneHne HakaunBaHus;

10 atm (1013 kIMa) gna Bcex pa3mepos.

PacueTHOe flaBneHune paspbiBa:

16 atm (1621 kMa) gns 6annoHoB guameTpom 2,25-3,5 MM;

14 atm (1419 klMa) gna 6annoHoB fuameTpoM 4,0 MM.
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ﬂ,mameTp HanpasnALWEro Katetepa

M3rnb/nepekpydnsaHune

Mnowaab NoBepXHOCTU Ge3 CTeHTa
U MAowWaAb BHELHEA NMOBEPXHOCTM
CTeHTa

MarHuTHO-pe3oHaHCcHas (MP)
6e30nacHOCTb U COBMECTUMOCTb

Mpoduns agekT/paclunmpeHne

Mpuneranne K
CTeHKe cocyga

Mpodunb cTeHTa

Cuna cmelweHmnsa cTeHTa

YTeuyka

M3rnb/nepekpyymBaHue

"nagkocTb NpoceeTa
HanpaBnsaoLel
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A i '3BHavyeHne S-. ' -1
MaKcuMmanbHbli  anameTp  COBMECTMMOIO  NPOBO/IOYHOIO
HanpaBuTens katetepa coctasnsdet <0,014 groima (0,36 mMm), a
MUHUMabHbIA BHYTPEHHUN avnameTp COBMECTMMOro
NPOBOAHUKOBOTO KateTepa coctaBnset” 1,8 mm (6 F).
MuWHMManbHbIA  pagnyc KpPUBM3HbI pacrnpaBNeHHOro CTeHTa
[LO/MKEH 6bITh < 8,0 MM.
[na CcTeHTOB C 3asBNeHHbIM MaMeTpoM, MUHWMaSbHbIM
AnaMeTpom W MakcumanbHbIM  AnaMeTpoM  naowafb
MOBEPXHOCTM 6e3 cTeHTa fJOo/MKHa ObMb 60nee 70% o06Lei
nAoWaan NOBEPXHOCTU LUINHAPNYECKON YaCTN C aHaOTMYHbIM
4MamMeTpoM 1 AIVHOIA.
MarHMTHO-MHAYLMPOBaHHasA CUla CMeLLeHNa: Y roa MarHUTHOro
OTKJ/IOHEHWSA [O/KEeH ObITb MEHbLUE, YeM YAeNbHbI BEC CTEHTA.
MoMeHT: MarHWTHbIi MOMEHT AO/MDKeH OblTb MeHblUe, 4Yem
Y4eNbHbI BEC CTEHTa X A/IMHA CTEHTA.
PagnoyacToTHbI HarpeB: MaKCUMasbHbIA NOKaNbHbIA MOABEM
TemMnepaTtypbl He Ao/KeH npesbiwath 4 °C.
ApTedakTbl: Ecnu paccTosHue apTedakToB L 3a npegenamu
npocBeTa CTEHTa COCTAB/AET MeHee 2 MM, KayectBo MP-
n3o06paxeHns 6yaeT HeCKONbKO Xyxe. Ecnn L 6onblie 2 MM,
CTEHT O6yfeT BNMATb Ha KayecTBo MPT.
lMocne npouecca KOHTPONS cuUCTemMa [OCTABKM He UMeeT
BMAUMbBIX NMOBPEXAEHUI (Hanpumep, nepernbos), CTEHTbI He
OTKPEennsaTCa 1 He CMeLLatTcs.
PaccTtofiHMe MexAy HapyXHbIM guameTpom 6annoHa u
HapyXHbIM ANaMEeTPOM CeYeHUs YNOXKEeHHOro CTeHTa
LO/MKHO 6bITh < 5% Kak [0, TaK U Mocne KOHTPONSA, a KpUBM3Ha
[O/MKHA coCTaBnATL 60nee 8 MM.
BHeLWHAA NOBEPXHOCTb CTeHTa A0MXHa NJOTHO npuneraTb K
CTEHKe cocyfa, a Hak/foH W OTAeneHne CTeHTa OT CTEeHKM
cocyfa He JornycKaeTcs.
Mpogunb onpeccoBaHHOIO CTEHTA:

HoMWHanbHbIA guameTp Mpodwuib

02,25, 02,5 mm <0,042" (1,06 mm)
02,75 mm <0,043" (1,09 mm)
03,0 mm <0,044" (1,12 mm)
03,5, 04,0mm < 0,051" (1,30 mm)

HavanbHas cuna cMelleHns go/mKHa 6biTb He meHee 2,0 H npu
HayanbHOM [BUXeHuUU 0-5 MM (HayanbHas cuna CMeLLeHuns - aTo
cuna, HeobxoamMmasn aaa co3faHnusa CMeLLeHns).

|-|pl/l Hano/IHEHNN CUCTEMbl KOHTPaCTHbIM BeLLECTBOM He
OOJIKHO 6bITb yTe4deK nnn I'IOBpE)K,q@HI/IVI, TakKnX KaK paspbiBbl
nnn Bbinav4nBaHe CUCTEMbl AOCTaBKWU.

He [oMKHO 6biTb yTeuyek B HaKOHe4HUKe J1o3apa, B /060N
06/1aCTV COEAVHEHUS UMW MHOBBIX APYTUX 3NEMEHTAX.

Bo3gyx He [O/DKeH MOCTynmaTb M3 TOYeK CGOPKM CUCTEMbI
[OCTAaBKM BO BpeMs MpoLecca BcacblBaHUS.

Cuctema CTeHTa/fOCTaBKM He [O/KHA MMEeTb Neperu6os BO
BpeEMS [OCTaBKU 1 W3BMEYEHWNS B WCMbITAHUM HA MMUTALUIO
1CNO/b30BAHUS.

MpoOBOAHUK MOXET MNMaBHO Mepemewiatbes 6e3 Kakux-nm6o
MPensTCTBMIA 4epe3 MPOCBET HaNpaBNsIOLLEl; MaKCcMManbHas
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MpoBOAHUKA cuna npoTaskMBaHUA He J0/KHa npesbiwarts 0,3 H.

M3nuwHee pacliunpeHue [OuamveTp 6annoHa, BbIXOAAWEro 3a npefenibl KOHLOB CTEHTa,
6annoHa Ha 060MX  KOHLax [LO/MKeH cocTaBnAaTb He 60/iee 5% 0T HapyXXHOro pasmepa CTeHTa
CTEHTa npun PAP.

"emocTas Mpwu pnasneHun 25 kMa n cune npotankmeaHua 2 £ 0,2 H o6bem

BO/bl, BbITEKLIEA M3 reMOCTaTMYEeCKOro kiamnaHa 3a 20 MUHYT,
He [oJ/KeH npesbiwaTb 10 mh.
MpofoMKNTENLHOCTL HAMOMHEHUA  [POA0MKMTENLHOCTL HAMOMHeHMs 6annoHa < 20 CeKyH/

6asnnoHa
MpoaoMmKNTENbHOCTD MpoAo AXKUTENIBHOCTb OMOPOXHEHMA 6annoHa < 20 CekyH[
OMOPOXXHEHNA 6annoHa
BbicBO60X/AEHME ' Wwnnsym Y
NNeKapCTBEHHOr O BeLLEecTBa 10 MUH < 35%
1y 22%~58%
6u 41%~82%
48 y > 66%
MPOYHOCTb  COEAMHEHWIA  1” ot MuHUManbHas
NPOYHOCTL TPYGOK Ha paspbis SnemMeHTbl NPOBEPKY paspyLuadiLas cibia.
' 2% "L,
CoefMHeHVe AUCTaNbHOM YacTu 9
6annoHa
CoefiMHeHVe NPOKCMMaNbHOW YacTu 5
6anoHa
[ucTanbHas 4acTb CTEPXKHA 5
MepexogHas Tpy6Ka 5
CpepfHss yacTb 3
BbixofHOe 0TBEpCTUE MPOBOAHMKA 5
5

CoeavHeHve 060/104KM
CoeanHeHNe MeXay HaKOHEUYHNKOM

Nioapa n Tpy6Koil ana ocnabnenuns 10
HaTsHKEHNS

CoefMHeHNe MeXAy NPOKCUManbHON

4acTbl0 CTEPXHA U Tpy6KOi ans 10

ocnabsieHns HaTsHXKeHus
PeHTreHOKOHTpACTHble NMONOCKU 6a/iIOHHOrO KaTeTepa

Bugmumocts
LOOJDKHBI ObITb BUAHBI NPU PEHTIEHOCKOMUN.
ConpoTusieHne cxXatuo npu 3HayeHns COMPOTUBMEHUA CXATUIO A1 CTEHTOB pasHbIX
pagunanbHo npuKnagbliBaemoii AnameTpoB ¢ 12% -Hoit gedhopmalneil:
Harpyske HoMuWHanbHBbIN 12% pedopmatriua n CONpoTUBEHME
anametp (Mm) oxatunto HF1 (kMa)
02,25 >110
02,5 > 105
02,75 > 100
03,0 >95
03,5 >90
04,0 > 85
CTeneHb cokpalleHus < 10%
Y Kopo4eHue CTeHTa HoMuHanbHasa anunHa (Mm) Y KOpouyeHue CTeHTa
10<L<20 <12%
20<L<30 <10%
L>30 <8%
PacueTHble yCTaNoCTHbIE B cucteme [OCTaBKM He [O/MKHO BO3HUKATb YTeYEK Wan
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XapaKTepucTuKN 6annoHa pa3pbIBoB nocse 10 LMKIOB HAMOHEHWS 1 OMOPOXHEHWSA.
Pa3bem J1to3pa BHewHuii gnametp 4 MM, BHYTPEHHWUIA auameTp 2 MM, 6%-
HbIli CKOC KOHMYECKOI YacTu CoeanHeHus, pe3bobl HEeT
BHeLwHw®in AavaveTp TPyOKU ©2.25-3.0 Mm ®3.5-4.0 MM
KaTeTepa (HOMUHabHBINA) AucTanbHBbIN: 2,7F (0,035p10iima 2,9F (0,038pi0iima
[0,889mMm]) [0,956mMm])
|'|p0|(c|/||v|anb|-|b||7|; 2,3F (0,030at0iima 2,6F (0,034a101Ma
[0,762mMm1) [0,864mMm])
YnakoBka f/18 cTepunmsaumm OtcyTcTBMe  [ePeKTOB  Ha  BHELIHEei  NOBEPXHOCTU

BHYTPEHHEro nakeTa, TakMX KaK HepaBHOMEPHOCTb
maTepuana CTepunbHOro Gapbepa WM Ha HeM, Hanpumep,
M3MEHeHWe LBeTa, pPa3spbiBbl, TPELUMHbI, OTBEPCTUS WK
pa3NoMbl; HENPepbIBHOCTb CBApPHOTO LUBA (Ha/IMYME KaHasIoB,
OTCYTCTBME CBAPKM W/IN HEMONHAsA CBapKa).

Tabnuua 1.3
rioififM M. .
RV2213 2,25 13 30
RVv2513 25 13 30
RV2713 2,75 13 35
RV3013 3,0 13 35
RV3513 35 13 45
RV4013 4,0 13 45
RV2216 2,25 16 38
RV2516 25 = 16 38
RV2716 2,75 16 41
RV3016 3,0 16 41
RV3516 3,5 16 53
RV4016 4,0 16 53
RV2218 2,25 18 43
RV2518 25 18 43
RV2718 2,75 18 47
RVv3018 3,0 18 47
RVv3518 3,5 18 60
RV4018 4,0 18 60
RV2221 2,25 21 48
RV2521 25 21 48
RV2721 2,75 21 53
RV3021 3,0 21 53
RV3521 35 21 68
RV4021 4,0 21 68
RV2223 2,25 23 53
RV2523 25 23 53
RV2723 2,75 23 59
RV3023 30 23 59
RV3523 35 23 76
RV4023 4,0 23 76
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, (Hamc Ip ,1nnna CofepxaHLe nekapcTBeHsa010
civiiia (Mm) i-iL'iiia (Mm) npenaparta (MKr)
RV2226 2,25 26 60
RV2526 25 26 60
RV2726 2,75 26 68
RV3026 3,0 26 68
RV3526 35 26 87
RV4026 4,0 26 87
RV2229 2,25 29 68
RVv2529 25 29 68
RV2729 2,75 29 76
RV3029 3,0 29 76
RV3529 3,5 29 98
RV4029 4,0 29 98
RV2531 25 3 73
RV2731 2,75 31 79
RV3031 3,0 31 79
RV3531 3,5 31 102
RV4031 4,0 31 102
RV2533 25 33 78
RV2733 2,75 33 85
RV3033 3,0 33 85
RV3533 3,5 33 rno
RV4033 4,0 33 rno
RV2735 2,75 35 91
RV3035 3,0 35 91
RV3535 3,5 35 117
RV4035 4,0 35 117
RV2738 2,75 38 97
RV3038 3,0 38 97
RV3538 35 38 125
RV4038 4,0 38 125

daKTopbl PYHKLNOHNPOBAHUA CTEHTA:

- CTeneHb BEPOATHOCTU BO3HWKHOBEHWUS KOHTAKTHOW, rasibBaHUYeCKOMW, TOYEYHOW U (peTUHT-
KOpPpO3uK, BO3MOXXHOCTU OKWUCNEHWA: BEPOATHOCTb HU3KasA, 06ecrneymBaeTcs MNPUMEHEHUEM
OGMOMHEPTHLIX MaTepnasnos

- OnacHoCTb nepthopupoBaHMs TkaHel: Mepopauuns nam paspbiB TKaHeid MOryT BO3HUKHYTD,
€C/IM UCMOJb3YeTCA CTEHT, HECOOTBETCTBYIOLLEN JMaMeTpy COCyay, UK B Cliyvae Hecob6oAeHns
Mep NpefoCTOPOXHOCTH, KacaloLMXCA NCMOJIb30BaHMUA CTEHTA.

- YpoBeHb yCcuUnusa, nepeaBaemMoro CTEHTOM Ha oKpyxatouwme TkaHu: 0,10-0,15 H/mm

- Mepuog oXxunpgaemoro BpacTaHWs CTeHTa, NMPOHUKaHWE B TKaHW, NepopupoBaHMe TKaHen,
CMELLEHME N MUTpaLua CTeHTA - OKOJI0 4 Hefenb

- MpoHunkKaHue B TKaHN 50%

- CsefeHns o0 Ouopgerpajaumu: BepoATHOCTb HU3Kas, o6ecrneymBaeTcs MNPUMEHEHUEM
OMONHEPTHBLIX MaTepnasos.

- MuHMMmansHoe ycunue gns yaaneHusa cUcTeMbl: He MeHee 2 H.
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Bua KOHTaKTa ¢ opraHn3mom

CTeHT - NOXM3HEHHbIN KOHTaKT C BHYTPeHHel cpefoil opraHu3ma (C KpoBb Uv NMMGOIA).
KaTtetep 6bICTPOi 3aMeHbl GANNOHHbIA AN AOCTAaBKM CTeHTA - KPAaTKOBPEMEHHbI KOHTAKT C
KPOBbIO M NUMEOIA.

IFU-03-2019. Peg. D.

2. HASBHAYEHWE W OBNTACTb NPUMEHEHWNA

Ha3HaueHue: CrteHT Firehawk™ npegHasHaueH fn1s yBenMYeHUA [LuameTpa MNpocBeTa
KOPOHAapHbIX COCYAO0B Y MNauMeHTOB C CUMMNTOMATUYECKUMU CepAedYHbIMKU OONE3HAMU npu
pasmepe NOpPaeHUs POAHON KOPOHApHO apTepuu nauueHTa LAWHHOW He 6osiee 60 MM K C
AnameTpom onopHoro cocypga ot 2,25 go 4,0 mm.

O6nacTb NPUMeEHEHUSA: nevyebHble 1 NeYebHO-NPOGNNAKTUUYECKME MEANLMHCKINE YUPEXAEHUS.

3. MONb30OBATENDb
CT1eHT Firehawk™ pfo/mkeH UCMo/b30BaTbCs KBANNMULMPOBAHHLIM MEAULMHCKMUM NEPCOHAN0M,
3HaKOMOr0 C 06LWMMN NOMb30W Y PUCKOM BO BpeMs paboTbl CTEHT-CUCTEMBI.

4. MOKA3AHUA W NMPOTMBOMOKA3AHUA

MNokasaHnsA:

N3genve npegHasHayeHo [N YBE/IMYEHUA [MaMeTpa MpOCBeTa KOPOHApHbIX COCYAOB Yy
nauveHToB C CUMNTOMATUYECKUMUN CepAevHbIMU 6ONME3HAMU NPU pa3Mepe MOPaKeHWs POLHON
KOpOHapHOI apTepun nauuneHTa AMHHON He 60n1ee 60 MM ¥ C AMaMeTpPOM OMOPHOro cocyfa oT
2,25 o 4,0 mm.

MpoTnBONOKa3aHUA:

CteHT Firehawk™ npoTuBOMnoKasaH K MPUMEHEHWNIO Y CNeAyoLW X KaTeropuii naLueHTos;

* He CNOCOG6HbIX MONyYaTb aHTUTPOMOOLUTHYO U (UNN) aHTUKOArYNAHTHYIO Tepanuio;

* C MOpaxeHVem cocCyAa, MPenATCTBYHOLWMM MOMHOMY HakKayMBaHWIKO aHrMonnacTu4eckoro
6annoHa unu HagnexateMmy pasmeLLeHnto CTeHTa UM CUCTEMbI JOCTaBKWN CTeHTa

* UMEIOLL MM MPOTUBOMOKa3aHWA K MPUMEHEHWNIO U TUNEPYYBCTBUTENLHOCTL K panaMnuunHy nnm
MOXOXMWM npenaparam UM O6bIM PYrUM ero aHanoram v NPou3BOLHbIM, a TakKXe K KobanbTy,
XPOMY, HUKENO, BONb{pamy UAn NOIMMONIOYHOW KMCNOTE.

5. MPEAYNPEXAEHWNE

» [lepes wncnosib3oBaHWeM wu3fenusa cnefyer y6eAuTbCA B LENOCTHOCTM U OTCYTCTBMM
MOBPEXAEHWI CTEPUIbHOIO 6apbepa BHYTPEHHEN YMaKOBKW.

» TpebyeTcs TwiaTe/lbHO MOA6GMPaTb NaLMeHTOB, TaK Kak MCNOoJib30BaHWe YCTPOMCTB LOCTaBKU
CTeHTa CONPOBOXAaeTCa PUCKOM TPOMO03a, COCYAUCTLIX OCMOXHEHUIA 1 (UNN) KPOBOTEUEHMNIA.

* He npumeHsainTe AaHHOe u3fenne y MNauMeHTOB, KOTOPble BEPOSITHO He OyAyT cob6nwgathb
PEKOMEH0BaHHbIA PEXUM aHTUTPOMOOLMTHON Tepanuu.

6. MEPbI MPEAOCTOPOXHOCTMU

6.1. O6Lwue Mepbl NPeLOCTOPOXHOCTU

* IMnnaHTaumsa cTeHTa [JO/MKHA BbIMOMHATLCA TOMbKO Bpayamu, MPOLIEALIVMU HaAnexatliee
06yuyeHue.

* Mpoueaypy ycTaHOBKM CTeHTa ClefyeT NPOBOANTL TONIbKO B TeX /IeYeOHbIX YUPEXAEHUAX, Fae
MOXET ObITb BbIMO/IHEHA IKCTPEHHAS OMnepauns WYHTUPOBAHNA KOPOHAPHbIX apTepuil.

* MocnepyoWwmnii pecTeHO3 MOXeT NoTpeboBaTb MOBTOPHOrO pacLUIMpeHWs CerMeHTa apTepuu,
cofepxaliero cTeHT. B HacTosiee BpemMs HEU3BECTHO, KaKMMU MOFYT OblTb OTAa/NEHHble
MocnesCTBMs MOBTOPHOIO PacLUMPEHUS CTEHTa.

* Y NauMeHTOB C TSXXeNOol anfieprueil Ha KOHTPacTHbIE BeLLeCTBa HEOOXOAMMO OLEHUTb MOMb3y U

PUCK NpoLeaypsbl.
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. He nopageprainte m3genue BO3AeNCTBUIO OpPraHWYeCKUX PacTBOPUTENEN, TaKUX, KaK CupT u
CUHTEeTUYeCKME MoK Me cpefcTBa. He npoTupaiiTe nsgenve aTUMmn pacTBOPUTENAMMN.

» CnefyeT TwWaTe/lbHO KOHTPONMPOBATbL MOJIOXKEHME KOHYMKA MPOBOLHWKOBOIO KaTeTepa npu
BBeJEeHUMN 1 pacKpbITUN CTEHTA, U BO BPeMSA U3BIEYEHNS CUCTEMbI [O0CTaBKW. Mepes n3sneyeHmem
CMUCTeMbl [OCTaBKU CTeHTa BU3yanbHO (MO4 PEHTreHOCKOMUYeCKUM KOHTPOJieM) MOATBepAuTe
(haKT NOJIHOTO OMOPOXHEHUA 6annoHa, 4Tobbl N36exaTtb (uKcalmMm NPOBOLHNKOBOIO KaTeTepa K
CTeHKe CcoCyAa v MOoC/NeSYHOLEro NOBPeXAeHNA apTepun.

o lprvMeHeHMe CTEHTOB C /1eKapCTBEHHLIM MOKPLITUEM Yy KaTeropuii nauuMeHToB U Npw
3a00M1eBaHMAX, He BK/IOYEHHbIX B [MOKa3aHWA K TMNPUMEHEHMIO, MOXET COMPOBOXAATbCA
MOBbIWEHHbIM PUCKOM (MO CPaBHEHWIO C MPUMEHEHVMEM MO YCTAHOBJIEHHbIM MOKa3aHUAM)
pasBUTUA HeXenaTe/lbHbIX ABNEHWIA, BK/OYad TPOMOO3 CTeHTa, IMOONUID CTEHTOM, WMHMapKT
MUOKapAa uim cMepTb.

* OuyeHb BaXKHO, 4YTOGbI NauMeHTbl CnefoBasv Ha3Ha4YeHHOMY MOCAe BMeLATeNbCTBa PeXxumy
npvema aHTUTpoMboumTapHbIX npenapatos. B pekomengaunax ACC/AHA/SCAI HacToATeNlbHO
peKOMeHAyeTCs MNPOLO/MHKaTh Tepanuio aHTUTPOMOOUMTApPHbLIMU MpenapatamMn B TeyeHue 12
MecsLEeB, 3a UCK/IIOYEHMNEM MALMEHTOB C BbICOKUM PUCKOM KPOBOTEYEHUS.

* MpexaeBpeMeHHOe MNpeKkpalieHne npuMeMa HazHaYeHHbIX aHTUTPOMOGOLMTapHbLIX NpenapaToB
MO>XeT NOBbICUTb PUCK CTEHO3a CTeHTa, MH(apKTa MMoKapa uam cMepTu. PUCK 1 npenmyLLecTsa
npoueaypbl YCTaHOBKU CTEHTAa C/iefyeT COOTHECTU C BO3MOXHbIM PUCKOM, CBA3aHHbIM C
NpexAeBpeMeHHbIM MpeKpalieHnem aHTUTpomboumTapHoi Tepanuu. pu Heo6XOAMMOCTM
paHHero npepbiBaHNs aHTUTPOMOOLMTAPHON Tepanumn cnefyeT TwaTesibHO HabMA4aTb 32 TAKUMU
nauveHTaMmy Ha npeameT cepAeyHo-CoCYAUCTbIX ABNEHUNA.

» [MepopanbHblii MNpvem cuponmMMyca B KOMOGMHaUMKM C LMKIOCMOPMHOM COMPOBOXAaeTcs
MOBbILUEHWEM YPOBHA XOJIeCTEPMHA N TPUTTULLEPULOB.

* [pun neyeHnn LUKNOCMOPUHOM LLOTYT MeHATLCA cpefHue 3HavyeHna AUC n Ctax cuponmmyca.
6.2. Vicnonb3oBaHMe HECKO/IbKNX CTEHTOB

Mpy HeobXO0AMMOCTN YCTAHOBKWN HECKO/IbKUX CTEHTOB BCE CTEHTbI LO/DKHbI ObITb U3rOTOBNEHbI
M3 0AMHaKOBOro martepuana. YCTaHOBKA HECKOJ/IbKMUX CTEHTOB W3 pasHbiX MaTepuanos,
conpuKacarwLlmnxcs Apyr ¢ Apyrom, YBeIMUYMBAET PUCK KOPPO3MW. He n3yyasnocb BO3MOXHOE
B3aumogeincTeue cteHTa Firehawk ¢ gpyrumm cTeHTamMm C f1eKapCTBEHHbLIM MOKPbLITUEM WK
CTeHTaMu, BbICBOOOX AL MMN NIEKAPCTBEHHbIE CPEACTBA.

CTeneHb BO3AECTBMA NeKAPCTBEHHOIO CPeACTBA M NONMMEPA Ha OPraHM3m nauueHTa 3aBUCUT 0T
KonnyectBa U 06Wel AAWHBI MMNAQHTUPOBAHHLIX CTEHTOB. OTAaneHHble KANHUYECKMe
nocnefcTBUs ycTaHOBKM 60nee AByx CTeHTOB Firehawk He m3yvanucb B TeYeHMe LOCTATOYHOrO
nepuofa BpemMeHu. MakcuManbHOe KOMMYECTBO CTEHTOB, KOTOPOE MOXET OblTb YCTaHOB/IEHO
nauueHTy, onpegenserTcs fevalium BpavyoM UCXOAA U3 CPABHEHUSA BO3MOXHbIX PUCKOB U MOJIb3bl
[ANA KOHKPETHOrO nauueHTa.

6.3. BpaxuTtepanua

He ycTaHoBneHbl 6e30macHOCTb M 3P(eKTUBHOCTbL CTeHTa Firehawk y nauueHTOB, paHee
NONyYMBLLMX BpaxuTepanuio LeneBoro nopaxeHus. He wu3ydvanacb 6e30MacHOCTb ¥
3 (heKTUBHOCTb MPUMEHEHNA BpaxuTepanum 41 Ne4eHns BHYyTPUCTEHTOBOIO PECTEHO3a B CTEHTE
Firehawk. Kak 6paxuTtepanus cocygoB, TakK W Hanuume cTeHTa Firehawk HapywatoT
pemofennpoBaHue apTepumn. He n3yyanacb BO3MOXXHOCTb CUHEPTMYECKOr0O AeiCTBUSA 3TUX [BYX
METOAO0B NeYeHus.

6.4. JlekapCTBEHHOE B3aUMOeNCTBME

He n3yyanocb BnusHvWe neKapCTBEHHOr0 B3aUMOAENCTBMA Ha 6€30NaCHOCTb UK 3PHEKTUBHOCTb
npvMeHeHuns cteHTta Firehawk. 13BeCTHO HECKO/IbKO SIEKAPCTBEHHbLIX NMPenapaTos, BAUAIOLMNX Ha
mMeTabonM3M panamuuuHa, a BO3MOXHOCTb JIEKApPCTBEHHOr0 B3aMMOAENCTBUS C APYrUMM
npenapaTtamm MOXHO MPeANONOXUTb WUCXOAA M3 W3BECTHbIX MeTabonmyeckux 3h(eKToB.
PanamuuuH asnsetcs cyoctpatom P450 11IA4 (CYP3A4) n P-rankonpoTemnHa.
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B0O3MOXHOCTb /IeEKAPCTBEHHOI0 B3aMMOAENCTBUS CefyeT YUMTbIBaTb NPU NPUHATUMN peleHns 06
yCTaHOBKe cTeHTa Firehawk nauueHTam, nony4varolwum NeKapCcTBEHHble CPeLCTBa, CMOCOOHbIe
BCTynaTb B J/IeKapCTBEHHOE B3aMMOAeNCTBME C panaMULMHOM, WAM NPU Ha3HAYeHUU TaKux
NeKapCTBEHHbIX CPeACTB MauneHTaM C HeJaBHO YCTaHOB/IEHHbIM CTeHTOM Firehawk.

6.5. MarHuTHo-pe3oHaHcHas Tomorpadus (MPT)

B [OOKAMHMYECKMX uncCefoBaHMAX ObII0 MOKasaHo, 4To CcTeHT Firehawk npurogeH pans
NPUMEHeHNA Npu onpegenieHHblX ycnosmuax MPT. MMauneHTbl ¢ UMNAAHTUPOBAHHbLIM CTEHTOM
MoryT 6e3onacHo nofsepratbcs npoueaype MPT-ckaHUPOBaHWUA NPY CRefyOLWNX YCI0BUAX:

IFU-03-2019. Pea. D.

* MOCTOAHHOE MarH1THoe none 3 T,

* NPOCTPAHCTBEHHbIV rPafMeHT MarHuTHoro nons 36 Tn/m;

* MaKCMManbHbI yCpeAHEHHbIV AN1S BCEro Tena yaenbHbl KOah@uumeHT nornoweHuns (SAR) 2
BT/kr wnn meHee 3a 15 MuH HenpepbiBHOro MPT-ckaHupoBaHusa cTteHTa Firehawk npu
MarHMTHom none 3 Tn.

B [LOKIMHWYECKMX WUCMBbITAHUAX OAWH W HECKOJIbKO MepeKpbiBaloWmMXCA CTeHToB (72,4 MMm)
Firehawk BbI3biBanv nosbiweHne Temnepatypbl Ha 1,2 °C n 3,2 °C cCOOTBETCTBEHHO (MO AaHHbLIM
KanopuMeTpumn) npuv MakCMManbHOM YCPeAHEHHOM [Nf BCEro Tena 3HayeHUn YAefibHoro
KoappmumeHTa nornoweHmsa (SAR), coctasnsasliem ~ 3,53 BT/Kr 3a 15 MUHYT HEMpPepbLIBHOIO
cKkaHupoBaHua Ha MP-Tomorpade 3 Tn ¢ KaTywkoi gna scero Tena (Magnetom Trio, Siemens
Medical Solutions, nporpammHoe o6ecnedeHmne: Numaris/4, syngo MR A30).

He npoBoannoCb AOKNNHUYECKUX NcnblTaHUii ¢ Luenbio MCKAKYNTb BEPOATHOCTbL MUTpaLnn
nMnnaHTata W ero HarpesaHna BCneacTeue pagnov4aCTtoTHOro BO3,CI|eVICTBI/IFI MOCTOAHHbIX
MarHMTHbIX NOMen ¢ rpagueHTom, npesbilalOLIMM YKa3aHHOE BbllLIE 3HAaYEHME.

Ecnu n3yyaemas aHaToMmyeckas 06nacTb coBrnagaet C MeCTOMOJIOXEHNEM CTEHTA UM HAXOAUTCS
B HENOCPEeLCTBEHHOW 6/1M30CTM OT HEr0, 3TO MOXKET CHU3UTb KavyecTBO MP-1306paxeHus.

6.6. Mepbl NPesoCTOPOXKHOCTY NPU 06paLLeHN CO CTEHTOM

o Kaxablli CTEHT npefHa3HayeH TO/MbKO A8 OLHOKPATHOro MpuMeHeHus. 3arnpellaeTcs
MOBTOPHaA CTepUIM3aLMs U NOBTOPHOE MCNOJIb30BaHMe ycTpolicTea. ObpallainTe BHUMaHUe Ha
[aTy UCTeyYeHusa cpoka rogHocTun («fofeH f0»), YKa3aHHYI Ha 3TUKETKe U3fenus.

o MakeT ¥3 (oNbrM He BbINOMHSAET (DYHKUMIO CTepuibHOro Gapbepa. CTepusbHbI Gapbep
obecneyrBaeT TO/IbKO 3anevyarblBaeMblil 3TUKETKOW BHYTPEHHWI NakeT, KOTOPbIA HaxXo4uUTCA B
ynakoBke 13 onsru. CTepusbHbIM CNefyeT cUuTaTb TObKO COLEPXMMOE BHYTPEHHEro nakera.
BHewHAA NOBEpXHOCTL BHYTpPeHHero naketa HE ctepunbHa.

» B nakeTe n3 (honbrn HaxoauTcs 1 nakeTuk ¢ abCcopbeHTOM Kucnopoga. Y fanute aToT NakeTuk
B OTXOZbl NOC/Ie BCKPbITUA NakeTa U3 (osbru.

* He n3BnekaiTe CTEHT U3 CUCTEMbI JOCTaBKW, TaK KaK 3TO MOXET MOBPeAUTb CTEHT U (Unwn)
NMPMBECTM K IMBOIMN CTEHTOM. CTeHT U CUCTeMa A0CTaBKM NpefHa3HavyeHbl AN UCMONb30BaHNSA
B KayecTBe efJMHOr0 Leforo.

* He npvMeHsliTe OTpULATENbHOTO AaB/EHUSA K CUCTEME LOCTaBKM 40 NPUGNVKEHUS K Lie/IeBOMY
NMopaKeHHOMY Y4acTKy. B NpOoTMBHOM Cnyyae BO3MOXHO CMeLLeH/e CTeHTa ¢ 6ansioHa.

» CuCTeMy LOCTaBKU He cneflyeT UCMO/b30BaTh C 4PYTMMU CTEHTAMU.

» CobntogainTe 0cobYy0 OCTOPOXHOCTb MpM O6palleHUn C YCTPOWCTBOM, CTapascb M306exartb
KacaHus CTEeHTa W CMeLLeHns cTeHTa ¢ 6annoHa, 0CO6eHHO NpW M3BJIEYEHUN CUCTEMbI JOCTaBKU
M3 YNakoBKW, BBeLEHUW MO TMPOBOLHWMKY W TNpoBefeHWW 4epe3 afanTep MOBOPOTHOrO
reMoCcTaTM4ecKoro KnanaHa u BTY/KY NPOBOLHMKOBOIO KaTeTepa.

* He KacaitTecb CTeHTa 1 He nepemMeLLarite CTEHT NanbLamu, 4Tobbl U36eXaTb 3arpsA3HeHNs CTeHTa
WNN ero cMmeLLeHns ¢ 6ansioHa CUCTEMbI LOCTaBKMW.

* Mcnonb3yiite TOMBKO MOAXOAAWME BellecTBa 415 HanofiHeHMs 6annoHa. He ucnonb3yiiTe
BO34YyX WM 060K APYroi ra3 Ang HakayvMBaHUA 6ainoHa, Tak Kak 3TO MOXeT NpuBecTu K ero
HepaBHOMEPHOMY PAaCTSXKEHWMIO U 3aTPYAHEHUAM MPU PacKpbITUM CTEHTA.
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6.7. Mepbl NpPegoCcTOPOXXHOCTU NPU YCTAaHOBKE CTEHTA

6.7.1. NoAroToBka CTeHTA

* He HakaumBaiTe cucTeMY JOCTaBKM O PACKPbITUA CTEHTA, €C/IM HE YKa3aHO UHaue.

» CregyeT “cnonb3oBaTb MPOBOAHWKOBbIE KaTeTepbl, AMAMETP MPOCBETA KOTOPbIX MO3BONSET
BBECTU CUCTEMY [OCTaBKW CTEHTA.

6.7.2. iMnnaHTauma cTeHTa

+ Cocys Heob6Xoaumo npefBapuTeNlbHO pacwupuTb  6annoHOM  NOAXOAALLEro pasmepa.
HeBbINONHeHWe 3TOro Tpe6oBaHUA MOXET MPUBECTU K 3aTPYLHEHUAM NpPU YCTAHOBKE CTeHTa U
OCNOXHEHUAM, CBA3aHHbIM C NPOLEeYypOiA.

* He pacluvpsinTe CTeHT, eC/IM OH He YCTaHOBJ/IEH B COCY/le Haj/exalium o06pa3om.

e VIMnnaHTauus CTeHTa MOXeT BbI3BaTb PAaCCNOeHWe cocyda W OCTPYH OKK/I3UK, C
Heo6X0AMMOCTbIO NPOBeLEeHUSA LOMNONHUTENIbHOIO BMeLLaTeNbCTBa (LWYHTMPOBaHNUA KOPOHAPHbIX
apTepwuid, 4OMONHUTENBHOW AnnaTauun, yCTaHOBKW LOMNOMHUTENbHbLIX CTEHTOB UAW APYTOro).

* HecMOTpS Ha TO, YTO He M3y4yanucb 6€30NacHOCTb N 3PHPEKTUBHOCTb YCTAHOBKU HECKO/IbKUX
cTeHTOB Firehawk, ecnun aTo Heo6xo04MMO, CHavana cnefyeTt YCTaHOBUTb CTEHT B AUCTalbHbIN, a
3aTeM B MPOKCUMANbHbIA y4YacTOK MOpPaXeHHOW 06/1acTu, 4To6bl CBECTU K MUHUMYMY PUCK
CMeLLeHNs CTeHTa, 06yCNOBMIEHHOr0 MPOBeAeHNEM WHCTPYMEHTOB Yepe3 MPOCBET PACKPbITOro
CTEHTa.

* YCTaHOBKa CTEHTa MOXEeT HapyLWNUTb NPOXOAMMOCTb HOKOBbIX BETBENA.

* He npeBblWwaiTe pacyeTHOe AaB/eHMe pa3pbiBa, yKa3aHHOe Ha 3TUKeTKe u3genvs. Bo Bpems
HakauyvBaHua 6ansioHa Heo6XO4MMO KOHTPO/NMpOBaTb €ro AasfneHue. Ecnn npumMeHsemoe
[aB/eHVe npeBblllaeT YKa3aHHOE Ha 3TUKeTKe W3[enuns, BO3MOXEH paspblB 6annoHa C
NOBPEXJEHNEeM 1 PacC/IOEHNEM CTEHKMN apTepuun.

* He npegnpuHumaiite NoOnbITKN BTSAHYTb HEPacKpbIBLUIMIACSA CTEHT 06paTHO B NMPOBOLHMKOBbIN
KaTeTep, MHa4ye BO3MOXHO OTAe/1e;HNe CTEHTA OT 6annoHa. M3BneknTe NpoBOLHUKOBBIN KaTeTep
CUCTeMY CTeHTa KaK efuWHOe Lenoe, B COOTBETCTBUM C YyKasaHuaMM pasgena  «Mepsbl
NPesoCTOPOXKHOCTU NPU U3BIEYEHUN CTEHTA/CUCTEMBI».

* l3BneyeHne CcTeHTa pasHbIMM crnocobamu (Hanpumep, C MOMOLWbK  LOMOSHUTENbHbIX
NMPOBOAHWKOB, NOBYLUEK WAW LWUMNLOB) MOXET NPUBECTU K LOMNOSIHUTENIbHON TpaBMe CTEHKM
KOpPOHapHbIX apTepuil unu apTepuid, yepe3 KOTOPble OCYLLECTBAAETCA LOCTYM B COCYAUCTYHO
cuctemy.  OCNOXHEHUS  BK/IKOYAKOT  KpPOBOTeYeHWe,  obOpa3oBaHMe  remMatoMbl WK
nceBLOaHEBPU3MbI.

» X0oTA 6an0HHbIN KaTeTep CUCTEMbI LOCTaBKM CTEHTa LOCTATOYHO NPOYeH, YTOObI pacrnpaBuTb
CTEHT W MpW 3TOM He pa3opBaTbCH, MPWM KPYroBOM pa3pbiBe KaTeTepa AWUCTalibHee CTEHTa,
npov3owlejLem L0 NONHOMO pacnpasneHns CTeHTa, 6asN10H MOXET 3aDUKCMPOBATLCA Ha CTEHTE,
4TO TpebyeT XUPYPrnuYeckoro n3sneyveHuns. B cnyyae paspbiBa 6a/i/lOHHOrO KaTteTepa ero crnegyet
“3B/eYb, 1, NP HEOO6XOLMMOCTH, NPOBECTN MO NPOBOAHUKY HOBbIA ANNaTaLMOHHbIA KaTeTep AN
3aBepLUeHNsa pacnpaBneHns CTeHTa.

* Y6eanTech B TOM, YTO CTEHTbI MOIHOCTbIO MOKPbLIBAIOT MOPaXXEHHbIV YY4aCTOK cocyfa/yyacTok
paccrioeHns, N Mexay CTEHTaMU HET NPOMEXYTKOB.

6.8. Mepbl NPesoCcTOPOXHOCTU MPU U3BNEYEHUN CTEHTA/CUCTEMBI:

IFU-03-2019. Peg. D.

Ecnu B nto60i MOMEHT MpPM 0C34LECTBNEHWUM JOCTYNa K MOPAXEHHOMY y4acTKy cocyaa nepej
MMMNNaHTaLMeld CTeHTa OLLyLlaeTcs HeoOblYHOE COMpPOTWMBIEHME, CheayeT W3B/MeYb CUCTEMY
CTEHTa M NPOBO/JHMNKOBBIV KaTeTep Kak einHoe LIeMoe.

Mpv N3BNEYEHUUN CUCTEMbI CTEHTA M NPOBOAHMKOBOI0O KaTeTepa Kak eanHOro Lenoro:

e HE BTSIrMBaiiTe cucTeMy CTeHTa B MPOBO/HMWKOBbLIV KaTeTep.

e PasmecTute cucTeMy Tak, 4TO6Gbl MPOKCMMaNibHas MeTKa 6annoHa Haxogunacb HEMHOrO
AncTanbHee KOHYMKa NPOBOAHMKOBOIO KaTeTepa.

* MopaliTe NPOBOAHMK Brepes B KOPOHapHbIe apTepun Kak MOXHO AUCTaslbHee, HACKO/IbKO 3TO
no3BonsieT 6e30MacHOCTb.
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e 3aTaHunTe I'IOBOpOTHbIVI reMocTaTMYeCcKMUin KnamaH, 4TOoObI 3aKpennTb CUCTEMY AOCTaBKU B
MPOBOAHNKOBOM KaTETEPE N 3aTEM WU3BJIEKNTE I'IpOBO,D,HI/IKOBbIVI KaTeTep N CUCTEMY CTEHTa KakK

eIUHOE Lienoe.

HeBbINONHEHNE 3TUX AENCTBUIA N (MNN) NPUNOXKEHWE YPE3MEPHBIX YCUNWIA K CUCTEME AOCTaBKU
MOXET MPUBECTU K jo'epe UNX NOBPEXAEHUIO CTEHTa U (MM) KOMMOHEHTOB CUCTEMbI, U (UNK)
NMOBPEXAEHMNIO COCYAUCTOM CUCTEMBI.

Mpy HEO6X0AMMOCTM OCTaBUTbL MPOBOAHUK Ha MeCTe AN nocneaytoLiero gocTt)4la Kk apTepum unu
NMOPa)eHHOMY Y4YacTKy, U3B/IeKUTE BCe OCTaslbHble KOMMNOHEHTbI CUCTEMbI, KDOMe NPOBOAHMKA.
6.9. Mepbl NpefoCTOPOXHOCTW NOC/Ie NPOLeaypPbI:

» CobntofaiiTe 0CTOPOXXHOCTbL MPU MPOBEAEHUN Yepe3 NMPOCBET TOMbKO YTO PACKPbITOrO CTEHTa
BHYTPUCOCYANCTOr0 Y/NbTPa3BYKOBOIO KaTeTepa, KOPOHApHOro MPOBOAHMKA WAU 6a/ifioHHOTO
KaTeTepa, UTo6bl He CMECTUTb CTEHT W HE HapYLIWUTb ero NpuaeraHne u Hopmy.

e MocTamnatauns: Heob6XoAMMO MPUMOXUTb BCE YCUNUSA, YTOObI Y6eAUTLCS B TOM, YTO CTEHT
paclUMpeH B AOCTAaTOYHOI cTeneHW. Ecnu pacnpaBfieHHbli CTEHT HEeMONHOCTbIO MpuneraeT K
CTEHKe coCyfAa, €ro MOXHO [OMONHUTENbHO pacWwupuTb 6annoHOM 6onblwero gvamertpa. Ans
nocTamnaTauum MoXKHO UCMNo/b30BaTb HEMOAATAMNBbLIA HU3KOMPOMUAbHBIA GaNNoHHbIA KaTeTep
BbICOKOrO [AaBfeHWs [APYrMx pa3mepoB. BannoH He [OMXeH BbIXOAMTb 3a Npeaensbl
CTEHTUMPOBAHHOIO )wWwacTka. He wucnonb3yiiTe 6annoH CUCTEMbl [OCTaBKM CTeHTa [Ans
noctaunaTaymm.

* B [LOKIUMHWYECKUX MnCCNefoBaHMAX ObINO NOKasaHo, yuTo cTeHT Firehawk npurogeH ans
NpYMeHeHns npu onpegeneHHblx ycnosuax MPT (cm. pasgen «MarHUTHO-pe3oHaHcHas
Tomorpagua (MPT)»). Ecnn n3yyaemas o6nactb coBnajaeT ¢ MeCTOMO/IOXKEHUEM CTEHTa,' 3TO
MOXET CHU3UTb KayecTBOo MP-n306paxeHus.

« Mocne npoueaypbl MMNAAHTaUUKU CTeHTa cneayeT HayaTb aHTUTPOMOOLMTHYO Tepanui (CMm.
pasgen «O6UiMe Mepbl NPeAOCTOPOXKHOCTU»). [pn paHHeM MpepbiBAHUU AHTUTPOMGOLUTHO
Tepanuu (Hanpumep, BCIeACTBME aKTUBHOTO KPOBOTEUYEHMs) HE06X04MMO TLaTeNbHO HaboAaTb
3a TaKMMW NayMeHTamu Ha npeameT CepAeYHO-COCYAMCTbIX SBNeHWUA. AHTUTPOMOGOLMTAPHYHO
Tepanuio cneayet BO306HOBUTL KaK MOXHO CKOpee, MO PeLLeHNIO Nievallero spaya nawueHTa.

7. HEXEJNTATEJIbHbIE ABAEHWA
K HexenartesbHbIM ABMIEHNAM, CBA3aHHbLIM C MMMIaHTaLneil KOPOHapHOro CTEHTa B KOPOHapPHbIe
apTepun, OTHOCATCSA, MOMUMO NPOYUX, CneayroLue:

K HexenaTtesflbHbIM SB/IEHUAM, CBA3aHHbIM C UMMJIaHTaLMein KOPOHAPHOro CTEHTa B KOPOHAaPHbIe
apTepuu, OTHOCATCH, MOMUMO MPOYNX, CEeLYOLLNe:
* Annepruyeckas peakuus Ha aHTUKOAryfnsHTHble (1K) aHTUTPOM6GOUMTAapHbIE Npenaparsl,
KOHTpPaCcTHOE BeLLecTBO UM MaTepuanbl CTeHTa

AHeBpU3Ma KOPOHapHbIX apTepuii

Aputmung

ApTepuanbHas runoTeHsna/runepTeHsns

ApTepno-BeHO3HOE COYCTbe

bonb B mMecTe gocTyna

[uvcTanbHas am6onus (TKkaHeBad uUan Bo3gyLLHas, TPOM603IM60/MA)

NHdapKT Mmrnokapga

NHpekuma, mecTHas nim cuctemHas

KpoBoTeueHune

KpoBoTeueHune
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JlekapCTBEHHOe B3aUMOJeNCcTBME C aHTUTPOMOOLMTAPHbLIM NpenapaTom, aHTUKOarynsaHToM,
KOHTPACTHbIM BELLLECTBOM

Jlnxopagka

HeBO3MOXHOCTb JOCTAaBKM CTEHTA B TPeBYeMblil y4acToK

Heobxo4MMOCTb peBacKynspu3aLumnm Lenesoro nopakeHuns

Heob6xo4MMOCTb peBacKynsapu3aLmnm LeeBoro cocyja, He cBA3aHHasa ¢ peBackynapusawmen
LleJIEBOTO NOpaXKeHus

Mepenom cTeHTa

MonHas OKKN031SA KOPOHAPHOW apTepun

MceBpoaHeBpr3ma b6ejpeHHON apTepun

PaccnoeHne CTeHKMN apTepum

PecTeHO3 CTEHTMPOBAHHOIO CErMeHTa

CeppaeyHas He4oCTaTO4YHOCTb

CmepTtb

TamnoHaga cepiua

TpaBma cocyga, TpebytoLas Xupypruyeckoro BMeLLaTe1bCTBa UM NOBTOPHONM MpoLeaypbl

Tpom603 UM OKKLLIO3US CTEHTA

OKCTPEHHOe LWYHTMPOBaHMNE KOPOHAPHbIX apTepuil

AMOB0/MNS CTEHTOM

3M60/1MA CTEHTOM, CMeLLEeHME CTEHTA

He nepeuyncrneHHble Bbllle HeXefaTeNbHble ABMEHUS, KOTOPble MOryT ObiTb CBSA3aHbI
NCKNOYNTENIbHO C JIEKAPCTBEHHbLIM MOKPbLITUEM panaMuLnHOM
* Annepruyeckas /MMMyHonorii[yeckas peakumns Ha IeKapCTBeHHbIV npenapaT (panamuuuH nan
CXO0XMe M0 XMMUYe CKOM CTPYKTYpe Belle CTBa) WY NONUMEPHOE MOKPbITAE CTEHTa UK
OTAeNbHbIE KOMMOHEHTbI cTeHTa (CM. pa3fen 1, «OnucaHune n3genunsa»)

AHemus

ApTpanrua

CemaTonornyeckme HapyLeHus (B TOM YnC/ie NENKONEHUSA, HEATPOMEHNS,
TpomMboumMTONEHMA)

MvnepTpurnnuepngemms

"'MnepxonectepnHemMuns

FMNepyyBCTBMTENBLHOCTb, BK/IKOYAsA aHaunakTuyeckme/ aHamnakTongHble peakumm

M'Mnokanuemuns

Ounapesn

OnutenbHaa cTeHoKapaus

WHeynbT

NHTepcTnumnanbHas 60ne3Hb Nerknx

WNHpapKT Mnokapga

NHpekunn

Vwemunsa muokapaa

OkKkKnto3susd

OTK/MOHEHWe OT HOPMbI Pe3yNbTaToB PYHKLMOHA/bHbBIX NPO6 MeyveHu

Mepdopayus cocyna

MOBTOPHbIV CTEHO3 CTEHTUPOBAHHOIO cerMeHTa (06CTPyKLMA 60nee yeM Ha 50 %)

[MoyeyHad He4OCTATOYHOCTb

McespoaHeBpu3mMa

Cna3m cocyga
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8. WMHANBMNAYANMN3AUNA NEYEHWA

Mepep ncnonb3oBaHnem cTeHTa Firehawk™ ang kaxaoro nauneHTa ciefyeT TWaTebHO OLEeHUTb
onucaHHble Bbillle BUAbl pUCKa M npeumyllecTtsa npouenypbl. MNMpu oTtéope MauyMeHTOB Takxe
Heo6X0AMMO pPacCMOTPETb PUCK AHTUTPOMOGOUMTHOW Tepanuu. OcCo60 TuUlaTeNbHO cregyet
OLeHMBaTb NaLNEHTOB C HeAABHO MePeHECEeHHbIM aKTUBHbLIM raCTPUTOM UK A3BEHHOIN B0ME3HbLIO.

IFU-03-2019. Peg. D.

Heobxo4MMO yunTbiBaTb CONYTCTBYHOLUIME 3a60/€BaHUA, yBeW4YMBalOWMe PUCK MONYYEHUS
MepBMYHOIO HEYL0BNETBOPUTE/IbHOrO pe3ynibTaTta WM PUCK HEeO6XOAMMOCTU HeOT0XHOW
onepauuy WYHTUPOBaHWA (caxapHblil AnabeTt, NoYyeyHas HeA0CTaTOYHOCTb W TsKenas CTeneHb
oOXupeHus). M3syyanacb CBA3b MeXAY WCXOAHbIMW W CBA3AHHLIMW C Camol npoueaypon
(hakTopaMmu C O4HOWN CTOPOHbI U 3HAYUMbIMWU HeXenaTeNlbHbIMU ABMEHUSMU CO CTOPOHbI cepaua
(Major Adverse Cardiac Events, MACE). MHoroakTtopHoe MOAenMpoBaHWe MNOKa3ano, 4To
Ha3HaYeHHOe fleyeHne SABNSETCH HE3aBUCUMbIM MPOrHOCTUYECKUM (HaKTOPOM KMHUYECKOro u
aHrmorpamyeckoro WUCXOA0B [Aaxe TMOoCAe rMonpaBKM Ha [pYyrve UCXOAHble (aKTopbl U
BMeLIMBaroLmecs (hakTopbl, CBA3aHHbIe C CaMOI NpoLeaypoiA.

9. MPUMEHEHWE ¥ OCOBbIX KATEFOPUIM MALMEHTOB

9.1. bepemeHHOCTb

OTCyTCTBYeT [0CTaTOYHblA 0O6BEM [JaHHbIX MO MPUMEHEHUIO CTEHTOB C J1eKaPCTBEHHbIM
MOKPbITUEM CUPONIMMYCOM Wnu cTeHTOB Firehawk y 6epemeHHbIX. B uccnepgoBaHuax Ha
XUBOTHbIX CUPONUMYC OKasblBasi 3MOpPMO- M (DETOTOKCUYECKOe AeiCTBMe NPU KIMHUYECKM
3HaYMMOW CTeneHn BO34eNCTBUA. TepaToreHHbIn adhekT He Habnogancs. MoTeHLManbHbI pUCK
npYMeHeHuns y YenoBeka HensBecTeH. CTeHT Firehawk He cnegyeT ucnonb3oBath y 6epeMeHHbIX
XXEHULIMH, 3a WCK/IOYEeHNeM CNyyaeB, KOrfja MMeloLWeecs Yy >KeHUMHbl 3aboneBaHue TpebyeT
NeyeHus Npu NOMoOLM cTeHTa.

9.2. NakTayus

Hen3secTHO, BblfenseTca M CUPONIMMYC C TPYAHbIM MOJIOKOM Yy 4efnoBeka. Cuponumyc
BbIJeN1IAeTCA C MOJIOKOM Yy NakTUPYOLWNX KpbiC. HEBO3MOXHO WCK/IOYUTL PUCK ANa pebeHka,
Haxo4ALerocs Ha rpyfiHom BckapmnmeaHuu. Cnegyert Bbibpatb NM60 NPOAOIKEHNE KOPMIIEHNSA
rpyAbto NMM60 MMMNAHTaLMIO CTeHTa, C YYETOM TOr0, HACKO/IbKO BaXKEH CTEHT A1 MaTepu pebeHkKa.
9.3. NMpuMeHeHMe y aeTel U NOAPOCTKOB

He wn3yyanucb 6e30macHOCTb M 3PMEKTUBHOCTL CTeHTa Firehawk y naumeHTOB AETCKOro K
NnoApOCTKOBOro Bo3pacTa mnaguwe 18 fer.

9.4. MNMpuMeHeHNe y NMOXW/bIX NaLneHToB

Pe3ynbTaTbl KIMHWYECKUX UCCNefoBaHNni cTeHTa Firehawk He yKasbiBalOT Ha Hann4yue pasnuyuii
no 6e3onacHOCTU U aPPEKTUBHOCTU MeXAy naumeHTamu B BO3pacTe > 65 u 60/iee MONOALIMU
nawueHTamu.

CnefyeT TuwlaTe/lbHO paccmartpumBaTb BOMPOC O MPUEMNIEMOCTU MPUMEHEHUA CTeHTa Yy
NaLneHTOB 13 YKa3aHHbIX Bbille rpymnn.

10. YKASAHWA MO NCMONMBb3OBAHWIO

10.1. OcmoTp nepes NPUMeEHEHNEM

Mpexpae yYem BCKPbIBaTb CTEPUIbHYIO YMakKOBKY, TW,aTe/lbHO ocMOTpuTe ee. He ucnonb3yite
n3genue, ecny ynakoBKa NOBpPeX[eHa Wan BCKpbiTa. He wucnonb3yinTe usgenue nocne fathbl
NCTeyeHns cpoka rogHoctun («lFogeH fo»).

10.2. TpebyeMble maTepuasibl

BcnomorartenbHble  YCTPOCTBA, Heobxoaumble ansa  paboTbl co cTeHTom Firehawk™,
npeacTasneHsl B Tabnuue 1.4.
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Tabnuua 1.4. Cnncok He06X0AMMbIX BCOMOraTe/lbHbIX YCTPOACTB

IFU-03-2019. Peg. D.

Konnyectso Matepuan

1 MpOBOAHUKOBLIV KaTeTep [BHYTpeHHW auvameTp > 6 F (0,070
aroinva, 1,8 mv)l

2-3 wnpuy, o6bemom 20 Mn

1000 ME/500 mn CTepw/bHbIN renapuHU3MPOBaHHbIN (IU31OIOTUYECKNIA PaCTBOP

1 MpoBOAHMK [BHYTpeHHWIA gnameTp <0,014 atorima (0,356 mMv)1

1 MOBOPOTHBIA  FEMOCTATUYECKMIA  KManaH C  Hagnexaiym
MWHUMa/bHbIM BHYTPEHHUM avameTpom [0,096 atoiima (2,44
MM)]

H/M CMeCb  KOHTPacTHOTO  BellecTBa M CTEPU/ILHOTO

renapvHU3MpPOBaHHOrO  (DM3MONOTMYECKOro  pacTeopa B
COOTHOLIEHUN 1:1

1 LLInpuL-MaHOMeTp

1 3anopHbIi KpaH (Kak MUHUMYM TPEXXOL0BbI)

1 YCTPOICTBO A/19 BpaLLEHUA

1 [nnatauMoHHbIN  KaTeTep [N9 paclUMpeHns cocyfa nepes
YCTaHOBKOW CTeHTa

1 CoO0TBETCTBYHOLMIA apTepUasibHbI MHTPOALIOCEP

H/1 Hagnexalime aHTUKOArynsHTHble W aHTUTPOMGOLMTapHbIe

npenaparbi

10.3. TMogroTtoBka

10.3.1 W3BneyeHVe N3 ynakoBKu

MNpumMeyaHmne: ynakoBka W3 (ONIbLIM He BLINOMHAET (YHKLMIO CTepunbHOro 6apbepa.
CtepunbHblil 6apbep ob6ecneynBaeT TO/IbKO BHYTPEHHAS YNakoBKa, NOMeLLeHHas B 3LIaKOBKY U3
onbrn. CTepunbHbIM CNefyeT CYMTaTb TONbKO COAEpPXMMOe BHYTPEHHEro naketa. BHewwHAs
NMOBEPXHOCTb BHYTPEHHero naketa HE ctepunbHa.

BcKpoilTe BHYTPEHHIOK YMNaKOBKY W BbIIOXUTE W3LeNne Ha CTEPUSIbHYHO TMOBEPXHOCTb,
cobnofas npasuia acenTUKuU.

AKKypaTHO 0CBO6OANTE CUCTEMY CTEHTa OT CMUPANbHOMO 3aXMMa U OCMOTPUTE ee Ha npegmeT
13/10MOB, NepernboB v Apyrux npu3HaKoB NOBpeXaeHUs. He ncnonb3yiTte nsgenme npyu Hanmuum
MOoO6bIX MPU3HAKOB MOBPEXEHNUA.

OCTOPOXXHO CHUMWTE 3aLLUTHbIA YeX0on CO CTEHTA BMeCTe C MaHAPEHOM, OCMOTPUTE CTEHT Ha
npeaMeT NMPU3HAKOB MOBPEXAEHUA WA CMELLEHUA OTHOCUTE/NIbHO WCXOLHOrO MOJIOXKEHUSA Ha
6annoHe (Mexgy NPOKCUManbHOM U AUCTaNIbHON METKamu).

MprMeyaHve: He KacaiTeCb CTEHTA W He NepemeLLariTe CTEHT nasibLamMu, YTobbl n3bexaTb
3arpsA3HeHUs CTeHTa UM ero CMeLLleHMs ¢ 6asioHa CUCTEMbI LOCTaBKM.

10.3.2. NMpombiBaHMe KaTeTepa
* [IpomoliTe KaTeTep CTEPU/IbHBIM FrenapuHU3MPOBaHHbLIM (U3UONOrNYECKUM PACTBOPOM.

10.3.3. lNpombiBaHWE NpocBeTa 419 NPOBOAHNKA

* MNoAcoeAnHWTE LWNPWUL, CO CTEPUIBHBIM TENapUHNU3NPOBAaHHBLIM (DU3MON0TMYECKM PacTBOPOM K
urne AN NpoMbIBaHUA, NOCTaB/AEMOM B KOMMJIEKTE C KaTeTePOM.

* BBeaute WUrny B KOHUYMK KaTeTepa WM NPOMONTe MpOCBeT A/iA MPOBOAHWKA CTEPU/bHbIM
renapuHN3MpPoBaHHbIM PU3NOMIOrNYECKUM PacTBOPOM.

MNpumeyvaHue: HE kacailiTecb cTeHTa BO BpeMs MPOMbIBAHMSA NpocBeTa A1 MNPOBOAHUKA,
MOCKOJIbKY 3TO MOXET NPUBECTU K CMELLLEHUIO CTeHTa ¢ 6ansioHa.

10.3.4 IoarotoBKa CUCTEMbI JOCTaBKMN
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T) NoprotosbTe wnpuu-mawomerp WIN wnpuy C LOAXOAAUW UM pPAacTBOPOM KOHTPACTHOTO

IFU-03-2019. Peg. D.

Belw ecTBa.

Z)UJ'I_lO,EI,COG,EI,VIHVITe WNpUL-MaHOMeTP WUAN WUPUL K 3aMopHOMY KpaHy; 3aTeM MoACOeAuHUTe
3arnopHbIA KpaH K MopTy A8 HakaunmBaHus 6annoHa.

3) OTKpOWTe 3anOpHbI KpaH Ha CUCTeMe JOCTaBKU CTeHTa.

4) NaBneHuve B Wnpuue-MaHoMmeTpe (LWNpuULe) LOMHKHO 0CTaBaTbCA HEMTPaNbHbIM.
MprmeyaHue: nNpu BBeAeHUN CUCTEMbI JOCTaBKM B COCY[, HE CO3/aBaiTe B HE OTpMLATENbHOIO
AasfeHns. B NpoTMBHOM C/lyyae BO3MOXXHO CMELLLeHNe CTeHTa ¢ 6ansioHa.

10.4. lNpouenypa AOCTaBKN CTEHTA

l) MoaroToBbTe MeCTO [OCTyna K COCYAUMCTOMY PycC/ly B COOTBETCTBMM C OO6LLENPUHATON
MeTOANKOMA.

2) BbinonHuTe npeaBapuTenbHYK AunaTauuio yvyacTka MopaXeHMs MeTOLOM YPEeCKOXHOW
TPaHCNOMWHANIBHON KOpPOHapHOW aHruonnactukn (YTKA). CnegyeT orpaHMuuBatbh ANUHY
y4yacTka, NnofBepraemoro npeasapuTenibHOM Aunataumu npu nomouin 6annoHa Katetepa Ans
UTKA Takum 06pa3om, 4TOObl 30HA MOBPEXAEHHON CTEHKM COCyAa He BbIXOAuna 3a npegenbl
cteHTa FirehawkTM.

3) MoppepxwuBaiiTe HeWTpanbHOe AaBfieHWe B LWINpULe-MaHoMeTpe. MONHOCTbIO OTKpOWTe
MOBOPOTHbIA reMocTaTUYeCKUii Knana.

4) HafeHbTe CMCTEMY JOCTaBKM Ha MPOKCMMasbHYH0 4acTb NPOBOAHMKA, YAEPXKMBasA MONOXKEHNE
NPOBOAHMNKA, MPOBELEHHOIO Yepe3 Le/IeBOM NOPaXKEHHbIN y4acTOK.

5) MNpoABMHbTE CUCTEMY [OCTaBKM CTEHTA MO MPOBOAHWKY K Lie/IeBOMY MOPaXXeHHOMY Y4acTKy.
C noMmOLbH PEHTIFeHOKOHTPACTHbIX METOK, HaHeCeHHbIX Ha 6afioH, yCTaHOBUTE CTEHT B
NMOpPaXeHHOM Yy4acTKe apTepun; BbINOMHUTE aHruorpaduio, 4Tobbl y6eanTLCA B NPaBUIbHOCTU
PacnoioXXeHns CTEHTA.

6) 3aTAHMTE NOBOPOTHLIV remocTaTMUYEeCKMA KnanaH, HAaCKO/IbKO 3TO HE06X0AMMO. Tenepb MOXHO
NPUCTYNUTb K PACKPbITUIO CTEHTA.

MprmeyaHue: ecnv B M0G0 MOMEHT NPU OCYLLECTB/IEHUM AOCTYNa K MNOPaXXEHHOMY Y4YacTKy
cocyfia Ui U3BJIEYEHNN CUCTEMbI AOCTaBKM CTEHTa OLLYyLIAaeTCa HeOBbIYHOE CONPOTUBIIEHNE, He
npuKnagbiBaTe yCUnuim ans npoABUXeHUS CUCTeMbl. VI3BNEKUTe CUCTEMY KaK efuHOe Lenoe.
YKa3zaHMA MO W3B/IEYEHUIO CUCTeMbl [OCTaBKM npusBogATcs B pasgene 6.8, «Mepbl
NPesoCTOPOXHOCTU MPU U3BNEYEHUW CTEHTA/CUCTEMBbI».

10.5. lMpouenypa packpbITUA CTEHTA

Mepes packpbITUEM elle pa3 NpoBepbTe NPaBUIbHOCTb PACMOJIOXKEHUSA CTEHTA OTHOCUTENIbHO
LIeJIEBOr0 MOPaXEHHOT0 yYyacTKa C MOMOLbI0 PEHTITeHOKOHTPACTHbLIX METOK Ha 6ansioHe.
2) MopcoeAnHUTe LWNPULL-MaHOMeTP (HemosIHOCTbIO 3aMOJIHEHHbI PacTBOPOM KOHTPACTHOrO
BeLlecTBa) K TPEXXO40BOMY 3anOpHOMY KpaHy W CO3jaiiTe OoTpuuaTe/lbHOE AaB/ieHue, YToObl
yAanuTb BO34YyX M3 6anioHa.
3) MNepeBennTe 3anNOPHbIA KpaH Ha KaTeTepe B 3aKpblTOE MOJIOXKEHWe W yJanuTe BO3LYX M3
LWnpuya-maHomeTpa. 3akporite 60KOBOI NOPT Ha 3aNOPHOM KpaHe.
4) Tlof, peHTreHOBCKMM KOHTPO/IeM Hakayaite 6anioH [0 [OCTWKEHUA He MeHee 4YeMm
HOMUWHANBHOTO [AaBfieHns, YTOObl pacnpaBUTb CTEHT. He npeBbillanTe pacyeTHOe [aslieHue
paspbiBa, YKa3aHHOe Ha 3TUKeTKe YCTpoicTBa. MefneHHO pacKpoinTe CTeHT, MOCTerneHHo
yBeNM4YMBas faB/ieHne B CUCTEME J0CTaBKM [0 MOSHOr0 pacnpasfieHns cTeHTa. [oanepxusanTe
nonyyeHHoe aasneHune B TedeHne 30 cekyHA. Mpn He06XOANMOCTY faB/IEHNE B CUCTEME JOCTABKM
MOXHO CHMXaTb W BHOBb YBENUYMBATb HECKO/bKO pa3, /iM60 HapalwmsaTb Aafbliue, 4TOObI
[OCTWYb MOJIHOMO NpUeraHnsa CTEHTa K CTEHKe apTepun. He npeBblllaiiTe yKa3aHHOE Ha 3TUKETKe
pacyeTHOe fAaB/fieHNe paspbiBa, paBHoe 16 atm (1621 kIl1a) Ans CTeHTOB AnameTpom 2,25-3,5 MM
n 14 atm (1419 kMNa) ansa cTeHTOB ArameTpom 4,0 MMm.
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3YTMpuneraHne cTeHTa K CTeHKe apTepuu crefyeT MNPOBEPUTb C MOMOLLbIO CTaHLapTHOM
aHruorpagpum nm BHyTPUCOCYANCTOrO YbTPa3ByKOBOrO MCC/Ef0BaHNA.

6) CteHT Firehawk™ pomkeH NMOMHOCTHIO 3aKpblBaTb YYaCTOK MOPaXeHUs cocyja U y4yacTok,
nogseprwmiica 6annoHHON Aunatauuun (BKNKOYAas pPacCNoeHWs CTeHKWM cocypa), 3axBaTbiBast
YYaCTKN HEM3MEHEHHON CTEHKMN MPOKCMManbHee U AnucTasibHee MOPaXXeHHOro yyacTka.

7) Ecnu ana cTeHTUPOBAHMA yyacTKa NopaXKeHUs cocyfa U yyacTka, nofBepriierocs 6asnoHHOA
amnaraunmn, Heo6xXo4MMO HECKObKO CTeHTOB Firehawk™ , To yCTaHOBUTE CTEHTbI C LOCTATOYHbIM
nepexnecTtom, yuuTbiBag TO, YTO AJIMHA CTEHTa MNpPW PacKpbITUM yMeHblaetcd. [epeq
packpbITUEM KaXXAO0ro MnocfefyrtoLllero CTeHTa MpPoBepsiTe OTCYTCTBME MPOMEXYTKa Mexay
CTeHTaMu, pacnonaras PeHTreHOKOHTPACTHble MeTKU GannoHa co cTeHToM Firehawk™ BHyTpu
npeablgyLiero pacnpaeneHHoOro creHta. Cm. pasgen 6.8, «Mepbl NpegoCcTOPOXHOCTM Mpu
N3BNEYEHUN CTEHTA/CUCTEMBI».

8) OnopoxHuTe 6an0H, CO34aB OTPMLATENLHOE AaB/IeHME B LWNpuULe-MaHoMeTpe. [14 NoaHoro
ONOpPOXHeHUa 6annoHa Heob6xoaumo He MeHee 15 cekyHpa. [lMpexpge, 4eM npuctynatb K
N3B/IEYEHUNIO CUCTEMbI [OCTaBKW, NOATBEPAMTE (DaKT MOJSIHOTO OMOPOXHeHUa bannoHa. Mpexpae,
4yeMm nepemewlaTtb KaTeTep, yoeauTechb, YTO 6ai10H NOMHOCTLI OMOPOXKHEH.

9) MoaTBepAunTE, UTO CTEHT Hafnexalum 06pa3om pacrnpas/ieH U MOJTHOCTLIO MPUIETAET K CTEHKE
apTepuu.

IFU-03-2019. Peg. D.

10.6. lMpoueaypa n3snevyeHns

1) Y6eautech, 4TO 6an/10H NOMHOCTbIO OMOPOXKHEH.

2) MONHOCTbIO OTKPOWTE MOBOPOTHBIN reMOCTaTUYECKUIA KnanaH.

3) CoxpaHas NoJioXKeHWe MPOBOAHMKA W MOAAepXuBas OTpULATENIbHOe [aBfieHWe B LUMpULie-
MaHOMeTpe, U3BMIEKUTE CUCTEMY [LOCTaBKMU.

MpumeyaHue; ecnnm B OO0 MOMEHT MpPU OCYLLECTB/IEHUM AOCTYNa K MOPaXeHHOMY y4acTKy
cocyja WAN  W3BMEYEHWU CUCTeMbl [0CTaBKM MOCAe UMNAaHTauum CcTeHTa oulyuiaeTcs
COMpOTWB/IEHME, BCKHO CUCTEMY HeOO6XOAMMO W3BMeYb KakK eAuWHOe Lenoe. YkKasaHua no
N3BNEYEHWNIO CUCTEMbI 4OCTaBKM CM. B pasgesne 6.8, «Mepbl NpefOCTOPOXHOCTY MPU U3BNIEYEHUN
CTeHTa/CUCTEMBI ».

4) 3aTaHUTE NOBOPOTHbINA FreMOCTaTUYECKUIA KnanaH.

5) [MoBTopuTe aHruorpaguio [ANA OLEHKM COCTOAHMA CTEHTMPOBAHHOIO YyyacTka. Ecnm
HeobxofgMMa nocTAunaTaums, npoBepbTe, COOTBETCTBYET /M WTOrOBbIA [MaMeTp CTeHTa
pethepeHCHOMY fnaMeTpy cocyaa. Y 6eamnTech, YTO CTEHT pacLlUMpeH B JOCTATOYHOMN CTENEHN.

10.7 Avnnataymsa CTEHTUPOBAHHbIX YYAaCTKOB MOC/e PACKPbITUA CTEHTA
HeobxoAnMMO MNPUNOXKUTbL BCE YCUAUSA K TOMY, 4TOOGbl He OCTaBUTb CTEHT B HeLOCTATOYHO
paclWVpeHHOM cocTofAHuWU. Ecnu guameTp packpbiTOro CTeHTa HeAoCTaTOYeH OTHOCUTESIbHO
AvameTpa cocyfa, Uau ecnm He 6b1710 LOCTUTHYTO MOJIHOE MpUIeraHne CTeHTa K CTEHKe COCy[a,
MOXHO paclWupuUTb CTEHT 6a/IoOHHbIM KaTeTepom Oonblero guamerpa. Ons fanbHeiwero
PacKpbITUS CTEHTA MOXHO UCMO1b30BaTh HEMOAAT/INBbIA HU3KONPOMUbHBIN 6anN0HHbLIV KaTeTep
BbICOKOrO  faB/eHus. [lpu Heo6XOAMMOCTU MpOBEAEHUS [aHHOW  npouesypbl  Yepes
CTEHTMPOBAHHbIN Yy4yacTOK cfefyeT MNPOBECTM MPOBOAHMK C aTpaBMaTW4YHbIM KOHYMKOM BO
n3bexaHnwe cCMelleHns cTeHTa. bannoH cnegyet pa3MecTUTb TOYHO B Npefenax CTeHTa; OH He
[O0/MKEH BbICTYMaThb 3a ero npegensi.

OCTOPOXHO: MNMpu pacwmpeHny cTeHTa He NpeBblWalkiTe yKasaHHble HUXE Npegensl.

HoMuWHanbHbIA guameTp MpepenbHaa gunatayuns
CTeHTa

0T 2,25 MM [0 2,5 MM 2,75 MM

oT 2,75 MM 0 3,0 MM 3,5 Mm

oT 3,5 Mm 10 4,0 MM 4,5 MM
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MOBTOPHO NOATBEPAWUTE MONMOXEHWE CTeHTa W pe3ynbTaTbl aHruorpadmu. [loBTopsiiTe
HaKauMBaHusa 6annoHa, 40 4OCTMXEHMUS ONTUMaNbHOrO PacKpPbITUS CTEHTA.

10.8 CBefieHUNA M0 PacTsHXXMMOCTW, MOJSTyYEHHbIe B YC/I0BUAX in Vitro

JaBneHne CreHT

BHyTpeHHUI gnameTtp (Mm)
aTtm kMa 2,25 25 2,75 3,0 3,5 4,0**

2,20 21 '2,70« 795  3.50-
n {ms T 225 249 273 300 354 398
12 1216 230 252 2,78 305 361 4,06
13 1317 2,33 2,57 2,82 309 3,66 4,12

14 1419 2,36 261 2,85 312 370 LU

15 1520 2,39 265 2,88 316 3,74 4,22
3 . R1JP* Sl ome'm242 T'2M . 291 <319 -m378 4,27
17 1723 244 271 294 322 382 4,32
18 1824 247 2,73 2,97 325 3,86 4,37

*He npeBbllwaiiTe pacyeTHOE faBneHUe paspbiBa
**PacyeTHOe AiaBieHNe paspbiBa: 14 atm (1419 klMa) And cTeHTOB AnameTpom 4,0 MM

MpumeyaHwue:

* 3HaueHNs pacyeTHOro AaBneHWs paspbiBa MOJyYeHbl HA OCHOBE PEe3yNbTaToB NabopaTOpHbIX MCMbITaHWiA (in
vitro). YcrtaHoBneHo ¢ 95 %-HO BepOATHOCTbIO, 4YTO He MeHee 99,9 % Bcex OGaIIOHOB BblaepXaT
COOTBETCTBYIOLLIEE pPacyeTHOe [aBfieHVe paspbiBa Win 6onee HU3KOE AaBneHve. Bo usbexxkaHue MpeBbiLLeHNs
[aBMeHNs PeKOMEHAYEeTCA UCNO/b30BaTb YCTPOICTBO AN1S €er0 KOHTPONS.

* YKa3aHHble 3Ha4YeHWs OMaMeTPOB CTEHTOB COOTBETCTBYIOT (aKTUYECKUM CPeAHVMM AuaMeTpaM CTEHTOB Mpu
KOHKPETHbIX MOKa3aTeNiaxX [aB/eHus HakaumBaHus 6aioHa, nonyyeHHbIM Npu 1abopaTopHbIX UCTbITaHUAX (in
vitro) npy Temnepatype 37 °C 6e3 yyeTa CONPOTMB/IEHUS COCYAMCTON CTEHKM B MOPaXXEHHOM yyacTke. Bbi6op
pa3mepa CTeHTa Heobxo4uMO NOATBEPXKAATb NMOCPEACTBOM aHr1orpapmm.

11. ®OPMA NOCTABKWN
CTEPUNBHOCTbL: TONMbKO ANA OAHOKPATHOIO MPUMEHEHWA.

M3pnenue ctepunnsoBaHo atuneHokcngom (EtO) u ABnseTca anmporeHHbIM.

He ncnonb3oBaTth, €CNN yNaKOBKa BCKPbITA UM NOBPEXJeHa.

He ncnonb3oBatb, eCN MapKMPOBKa YaCTUYHO UM MOSIHOCTLIO OTCYTCTBYET UM UMEET
HeuynTaeMblii TEKCT.

He nogBepraTb MOBTOPHOWN CTepuan3aLmum.

Ecnm  ynakoBka MnOCTaB/IeHHOTO W3A4eNNA BCKPbITa WAW  MOBPEX[eHa, BEPHUTE ero B
nogpasgeneHve Returned Goods (no Bo3Bpaty npoaykuun) komnaHuu Shanghai MicroPort
Medical (Group) Co., Ltd. Ana nonyyeHus nHgpopmaumm 0 BO3BpaTe M3genva obpawjantecb K
MEeCTHOMY npegcTaBuTento komnaHum Shanghai MicroPort Medical (Group) Co., Ltd.

COAEPXWMOE
OauH (1) CteHT KopoHapHblii Firehawk c paccacbiBatoWMMCs NeKapCTBEHHbIM MOKPbITUEM
panamuuuH; OaHa (1) MHCTPYKLMSA MO NMPUMEHEeHUI0

BAPNAHTbBI NCMNOJNTHEHNA

CTeHT KopoHapHbIin Firehawk™ ¢ paccacbiBatoLUMCS NEKAPCTBEHHbIM MOKPbLITUEM
panamuuuMH, B crefyrowmx ncnonHeHunax: RV2213, RV2513, RV2713, RV3013, RV3513,
RV4013, RV2216, RV2516, RV2716, RV3016, RV3516, RV4016, RV2218, RV2518, RV2718,
RV3018, RV3518, RV4018, RV2221, RV2521, RV2721, RV3021, RV3521, RV4021, RV2223,
RV2523, RV2723, RV3023, RV3523, RV4023, RV2226, RV2526, RV2726, RV3026, RV3526,
RV4026, RV2229, RV2529, RV2729, RV3029, RV3529, RV4029, RV2531, RV2731, RV3031,
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— RV2533, RV2733, RV3033, RV3533, RV4033, RV2735, RV3035, RV3535,
RV4035.”RV2738, RV3038, RV3538, RV4038, B cocTase:
Katetep 6bICcTpo3aMeHseMblli 6aIOHHbINA ANA 4OCTAaBKM CTEHTA.
_CXEHT 6annoHopacLMpatoLWLmniA Ko6anbTOXPOMOBbIV KOPOHAPHBIA.
- VIHCTpYKUMA N0 NPUMEHEHWIO.

12. YNAKOBKA

Cuctema 3WaKoBKWM gns cTeHTa Firehawk™ coOCTOMT M3 NATWM 3/1IEMEHTOB (M3HYTPU HapyXy):
cBapHas cBepHyTas Tpybka (3aWwmMTHas o0060/104Ka, KOTOpas MOKpPbIBaeT CTEeHT/6anioH W
BCTaB/NseTCA B CBApHYH CBEPHYTYI TPYOKY), BHYTPeHHAS ynakoBka (BHYTPeHHWUN
nakeT/cTepunbHas 6GapbepHas CUCTeMA), antoMWHMEBas ynakoBKa (MakeT M3 antOMUHMEBONA
(honbru/3awmnTHas ynakoska), Toprosas ynakoBka (CKknagHas Kopobka, 3aliuMTHas yrnakoBka) u
TpaHCNopTHasA ynakoeka (rohpoKapToH).

13. XPAHEHWE

XpaHutb npu Temnepatype ot 10 °C go 30 °C (ot 50 °F go 86 °F); ponyckaeTtcs MoBblleHUe
Temnepatypbl npu TpaHcnopTuposke fo 50 °C (122 °F) B TeyeHne 2 Hefesnb. cnonb30Bath [0
[aTbl UCTEYEHUs CPOKa rogHOCTU («FofeH f0»), yKa3aHHOW Ha yNnakKoBKe.

B nakeTe u3 donbrn Haxogmtca 1 nakeTuk ¢ abcopbeHTOM Kucnopoga. Y ganuTe aTOT NakeTuK B
OTXO/bl NOC/Ie BCKPLITUA NMakeTa U3 osbru.

14. YCNOBNA TPAHCMNOPTUPOBAHWA

V3genne fomkHO TpaHcnopTupoBsathed npu temnepatype ot 10°C po 30°C. bepeyb OT Bnarwu.
Bepeyb OT COMHEYUHbIX NTyYel.

15. PABOYASA TEMMNEPATYPA
Mcnonb3oBatb npu Temnepatype o1 + 32°C go + 42°C (Teno 4yesnioBeka, KPOBOTOK)

16. UHCTPYKUUKM MO yYTUAN3ALNYK

Ha Tepputopyn P® yTunmsauuo wu3fenna cnegyetr npoBoavMTb B COOTBETCTBUM  C
CaHlMuH 2.1.7.2790-10 gna oTxodoB Knacca b (snunaemmnonornyeckn onacHole oTxodbl). Iocne
annapaTHbIX cnocoboB 06e33apaxunBaHUA C NPUMEHEHMEM (MU3NYECKMX METOLOB U U3MeHeHUs
BHELLHEro Buja O0TX040B, UCK/HOYAKLWEro BO3MOXHOCTb UX MOBTOPHOrO MPUMEHEHUSA, OTXOAbI
KnaccoB b MOryT HakanjmBaTbCs, BpEMEHHO XPaHUTLCA, TPAHCMOPTUPOBATLCA, YHUUTOXATLCA U
3axopaHMBaTbCA COBMECTHO C OTXofamu Knacca (3anugeMumonornyeckn 6esonacHble 0TXoAbl, Mo
cocTaBy npubnmkeHHble K TBO). YnakoBKa 06e33apaKeHHbIX MegMLMHCKUX 0TXOA0B KnaccoB b
[O/HKHA UMEeTb MapKUPOBKY, CBUAETE/IbCTBYIOLLYIO O NPOBELEHHOM 06e33apaXmnBaHMM 0TXOA0B.

17. CPOK TrOA4HOCTW
Mpu yCcTaHOB/IEHHbIX YCMIOBUAX XPaHEHWs CPOK rofHOCTM CcTeHTa Firehawk™*” cocTtasnseT 2 roga.

18. TAPAHTUA N OTPAHNYEHUNA
KomnaHus Shanghai MicroPort Medical (Group) Co., Ltd. aBndeTcad nponsBoguTenem CTeHTa
KOPOHApPHOrOo C paccachiBalOWMMCs IeKapCTBEHHbLIM MOKPbITUEM panamuuuH Firehawk ™.
KomnaHusa Shanghai MicroPort Medical (Group) Co., Ltd. rapaHTupyeT, 4TO BO BCEX €€ U3eNnsax
Ha MOMEHT MNOCTaBKM OTCYTCTBYIOT [feeKTbl, 06YC/MOBMEHHbIe KayeCTBOM MaTepuanoB WU
npoueccom npomssoacTea. KomnaHua Shanghai MicroPort Medical (Group) Co., Ltd. He HeceT
OTBETCTBEHHOCTM 3a N0ObIE CNyYaiiHble, 0CO6ble UM KOCBEHHbIE NOTEPU, YLLep6 NN N3LEPXKKN,
npoucxogdiime, NpsMo UM KOCBEHHO, B pe3y/ibTaTe UCNO/b30BaHUA JaHHOTO U34eNuns.
KomnaHua Shanghai MicroPort Medical (Group) Co., Ltd. nogyepknBaeT, 4To AaHHOE u3aenuve
npegHasHa4yeHoO TOMbKO A1 OAHOPA30BOr0 MNPUMEHEHUSA, W He [aeT HUKaKUX rapaHTui,
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ANanin W yenosuin, SBHO oroBopeHHbIX WIA nogpasymeBaemblx (BK/O4Yasa obble
TOBApHOr0 COCTOSIHMA WAW TMPUTOAHOCTU A1 KOHKPETHOW Lenn), Kacawuwmxcs

MN . ppHOro ucnonb3oBaHus AaHHOTrO u3penus. Bonee Toro, komnawusa Shanghai MicroPort
j*~ical (Group) Co., Ltd. He HeceT HMKaKMX 0643aTeNbCTB U HWKAKOMW OTBETCTBEHHOCTU 3a
ALMNalHbBIA NN KOCBEHHBIW yuiep6, KOTOPbIA MOXET OblTb MPUUYMHEH BCMeACTBME NOBTOPHOIO
ncnonb3oBaHma unsgenns. Ob6palwjaiTecb HeMOCPeACTBEHHO B KomnaHutio Shanghai MicroPort
Medical (Group) Co., Ltd. no nto6bIM BOnpocam, CBS3aHHbIM C MPOU3BOANMbBIMU € N3LENNAMMN.
Firehawk™ qBnseTcq ToBapHbIM 3HakKoM komnaHuu Shanghai MicroPort Medical (Group) Co.,

L.
Mpn HecuacTHbIX Chydasx obpallaiTeck K YNONHOMOYEHHOMY NpeacTaBuTeNto (MecTHOMY

ANCTPUOLIOTOPY).

MpounssoguTesns

ne
Shanghai MicroPort Medical (Group) Co., Ltd.

Appec: 501 Newton Road ZJ Hi-Tech Park 201203 Shanghai, People’s Republic of China
Ten.: (86) (21) 38954600
dakc: (86) (21) 50801305
E-mail: customerservice(“microport.com
Website: www.microport.com

YOMHOMOYEHHbIN npeacTaBuTeNb NPOV3BOAUTENA Ha TEPPUTOPUN P
OO6LWecTBO C OrpaHMYEHHOM OTBETCTBEHHOCTHIO «ITC-MPO» (OO0 «3TC-MPO»)
Agpec: Poccua, 105523, r. Mocksa, LLlenkosckoe wocce, 4. 100, kopn. 1, o. 5051
TeneoH: (495) 781-63-95

E-mail: info@,ets-i3ro.com

19. COOTBETCTBUWE CTAHOAPTAM
MeguunHCKOe n3fenivie COOTBETCTBYET NonoxeHnam Aupektunsbl 93/42/EQC (MpunoxeHue 1) n
cnegyrowmm ctaHgaptam: EN 1SO 13485, EN ISO 14971, EN 1SO 14630, EN ISO 25539-2,

EN ISO 10555-4, ctaHpapTbl cepum EN I1SO 10993, EN ISO 11135, EN ISO 11737-I,
EN ISO 11607-1, EN ISO 15223-1.
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20. CMMBO/JIbI HA MAPKNPOBKE MEANUWMHCKOTIO N3AENNA
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21. PACLUIN®POBKA HAAMWNCEN HA MAPKVPOBKE

Normal

Rated Burst Pressure(RBP),
DO NOT EXCEED.

Diameter
Pressure
Contents:

Quantity;

(Unit)
REF

XX Units

LOT
@b

Stent Inner
Diameter(mm)

HoMuHanbHb I

PacueTHoe gaBneHune paspbia (RBP)
HE MPEBBILLIATb

[nametp
[JasneHve

CopepxaHve: XX eguHuL,

Konnyectso
(emmHnL)

REF

KatanoxHbiii Homep
LOT

Kop naptmm

BHYTpEHHUiA gnametp
cTeHTa (Mm)

PeructpaynoHHoe ygoctosepeHue N2 oT XX.XX.20XX T.

[aTta nocnegHero nepecmoTpa: ceHTa6pb 2019 r.
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I'IepeBO,u, C aHI/INIACKOTO A3blKa M KNTAaMCKOro sisblka Ha pyCCKI/II7I A3bIK

CEPTUDPUKAT

CogeT Kirana o passi/mo MexxayHapoaHoi Toproerm (CCPIT)

CoBeT KiAtan Mo pasBATVO MEXKIYHAPOHOM TOProB/ M SABMSETCA [TB/amoin MexxayHapoIHOM
Toproe/m Kian
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4:)OBeT KitTan Mo passATVO MEXKIyHaPOIHOIA Toproanv rov Manare MexayHapoIHoI TOproan
Kuraa

CEPTVIAVKAT

<CK-ko>
Ne 1931008001895

HacToALLYAV yIOCTOBEPSIEM, UTO; MevdTb 3aKOHHOMO NpeacTaBuTenia «LLbHxain VB

Meyan (Mpyn) Ko, Jira» (Shanghai MicraPort Vedical (Group) Co.,, Lid) YaHr hxaoxya
(Chang Zhaohua), a Tarke Mevarb BbILLEHA3BaHHOM KOMMIBH/M Ha MPWICHKEHHB X VHCTRYKLYAX
M0 MPVIVEHEHVIKO SIBMSKOTC MO/ VHHL VA,

CoeeT KAT2A D [pesR/MAO VEXTIYHBPQIHOV TOIOR M
< kyars: CrelpiaribHas neyars 14 Utavt GPIT>

MozTEe TOPIOBbX GAE/I0K>
PP X MyI Vs YIHOVDHEHHOO /LR <Topymcs>

(o B G oy

VHTepHeT-caiiT, Ha KOTOPOM MOXHO NPOBEPUTL AeNCTBUTENbHOCTL CEPTUGMKATA:
http://www.rzccpit.com/validate.html
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Mevam: «LLbHXain IVBiKpol opt Megykan (Mpyn) Ko, Jig»>
Togves>

< kuarb; «LbHxain Maiakpol bpr Meaykan (Mpyn) Ko, Jigp»>
% <ogvcs>
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MepeBof AaHHOro TeKcTa BbINOMHEH nepesofunkom Konewlyk HaTan”*p MNpbirop™esHa

Poccuiickas Pegepauus

"opoa Mocksa AT
OfuMHHaauaToro HoAbpAa Age Thicaun gesaTHaguar ™ rral \
f:n

[ Pebpuna EneHa OMUTpUEBHa, BPEMEHHO WCMOMHAIOWAA 0643aHHOCTW HOTapuycn

Mockebl Akumosa [neba bopucosuya, CBUAETENLCTBYH MNOAMHHOCTbL MNOAMNMUCK nNei
Konewyk HaTanbu 'puropbesHbI.

Moanuck caenaHa B MOEM MPUCY TCTBUN,
JInYHOCTb NofnucasLLero JOKYMeHT yCTaHoB/eHa.

'ropoga
yaunka

o/ -
3aperucTpuposaHo BpeecTpe: No 77/09 - H/77- 2019- ®

B3bIiCKaHO rocyaapcTBEHHONW NowWAuHbI (no Tapudy): 100py6.

MpoLLHypOBaHO, NPOHYMEPOBaHO
W CKPEnieHo neyaThbio

BPWO HoTapuyca:
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Poccuiickas ®egepauns
Mopog Mocksa
[BeHaauaToro Hos6ps ABe ThbiCAYM AeBATHAALATOrO roga

A, PoctoBa EneHa HukonaesHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYH BEPHOCTb KOMUK C
npeAcTaBNeHHOro MHe JOKYMEHTA.

3aperucTpupoBaHo B peectpe: Ne 77/478-H/77-2019-8-139.

B3biCkaHO rocyapCTBEHHON NOWAUHbI (Mo Tapudy): 570 pyo6.
YnnayeHo 3a oKasaHue yCcnyr npaBoBOro v TEXHUYeCKOro xapakrepa: 2850 pyo.

E. H. PocTtoBa

CKIENniBHO Nnevarsto N

APM "Ta6BnnuoH
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CERTIFICATE

China Council for the Promotion of International Trade is China Chamber of International Commerce
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pna Council for the Promotion of International Trade
China Chamber of International Commerce

IE OJ1 =ti
CERTIFICATE

No. 193100B0/018950

THIS IS TO CERTIFY THAT; the seal of Chang Zhaohua, the
legal representative of Shanghai MicroPort Medical
(Group) Co., Ltd. and the seal of the said company on
the annexed DOCUMENT are genuine.

China Council for the Promotion

'c™M>1Vot- .
g of Intemational Trad

Authorized
Signature;

ow: 20197101290
(Date; Oct. 29, 2019)

Zhou Pingfan

Website for verifying the certificate: http://ww.rzccpit.com/validate.htrai
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+ FINJH?7 A
Firehawk QP-Firehawk-03
reLL, /5
Firehawk Firehorus f FR

(1)

(2) MAGANAILANL: (M® 0.001 mg). EWIAA.

(3) LUS1M)AA/rLLIXA3<ALL (5ml~ 25ml L, 50 ml). ‘i'cn.

(4)

(1) MNe .~ (MP-P012A),
Kob;

(@ www\w, Prrawm«nux nm?!r/1o
‘COMUELLIX
2) ‘anA:EPUHKP®. T W W (fsfg™-"p). in M ;
3) 0.05 mgo
4) ih, ® 2cX «M X ?21"M 7K~"]5,

(1) wwo \ nAaO-1é6” "W YNnNW61l*«d ;

(2) TUm, @ MMIWWAW#11d X' X1 1# (1@X LU W #X'(11$1). 500 + 50 r/min,

16/MDP.X;

2) 'Wpara,

3) 1ANe XK ULL DK, AMKLWAPLW X, LW,

(1) wwm \ w o\

LU falKOAY ADKD; LWL, ALWn-1, A
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OM icroPort
|_|_|_|_|_|_|I QP-Firehawk-03

Firehawk N& J AGA 2/5
Firehorus fr TRL7XWLMHKLIER NN LN
Y XL s
--T-r-n'TQ, -o=d '‘Avivb-arnA*. l'-1A7A7r4-,-T--~ A ar”~-,'l . - 4Nn  4WN72/Tfic N-.u'T*
(3) w&, IOmin, ~  500+50r/min; (4)
KQ”250DB i<17a”»'W A:E£T A ($nl i 7 e 72X
($PLL 2 A5/1M0 XKHA0 40% S<]Ji]*” 5min
W AW AT W TYK WA, i-2min

1) ijp.xartfp CE

Irt
cE XX 0002
BHEP CE E3IMTir
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600 750 20 25
900 1125 30 50
1500 1875 50 100

ssai5!'»*3iBpitj-ynjtil
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O MicroPort

Firehawk

LLI 2914 :  Frehank ®ELL|IALLDKIELLIAMOYKM  Frehorus
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Mepeeod ¢ aHanulickoeo A3bIKE U KUMalcKo2o A3bIKG HA PYCCKUll A3bIK

CEPTUOUKAT

Coset KuTtan no passutvio MexayHapoaHon Toproanu (CCPIT)

CoseT Kutan no passuTvio MeXAYHapOGHOA TOProBNN ABNAGTCA Nanaroit mexayHapoaHo#
Toproanu Kuran
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Kitas no pasBATAO VEXKIYHAPOHO TOPIoBM Moyt Marare MeXsayHapoaHO TOproem
Kiran

CEPTVAVKAT

<OP-ko>
Ne 193100B0018950

HeCTosALLV YAOCTOBEPSiEM, UTO. MeYdTb 3aKOHHOMO npenctaBuTena «LLbHxaid VKool bor
Meywan (Myn) Ko, Jiro» (Shanghai MaroPort Vedical (Group) Co., Lid) YeHr [hraoxya
(Chang Zhaohua), a Tarke MeYaTb BbLLEHABBAHHOM KOMIBHA HA MOWIOHEHHOM [IOKYMEHTE
AB/HETCA MQL/WHHOM.

CoBeT KiATaA D esB VO MEXIYHEOIHOV TOOrOB
< kuams: CrelpianibHas Meyars [ Utavt GPLT>

MOATBEKIEHVA TOPIOBLIX GLEMOK>
PP Moo YIOHOVD-EHHOM JVLE: <Toprives>

piiEet s vl

VHTepHeT-calit, Ha KOTOPOM MOXHO NMPOBEPUTL LENCTBUTENBHOCTL CepTUdIMKaTa:
hittp://www.rzcepit.com/validate.html
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Microrort Olld-liglictl 1VIUJIUpvAr

MpuroToBneHne pacTeopa Homep fokymeHTa OP-Firehawk-03

Firehawk W3paHue J Howep cTpam..
Ob6nacTb NpumeHeHusi: CTeHT KOpPOHapHbI Firehawk ¢ paccacbiBalomMMCs N1eKapCTBEHHbIM MOKPbLITMEM panamuumH; Firehorus panamyuuyH 415 No3BOHOUHOR apTepuu,
noegHasHayeHHbIV XWA 3/T0MPYIOLLER cUcTeMbl CTEHTOB; FR KOpoHapHbI panamuumH, npefHasHayYeHHbI 415 3NI0UPYIOLLLE CUCTEMbl CTEHTOB

FloMepa atanos JTanbl npotecca MHCTPYKLUMK M0 BbINONHEHNIO paboT (BKIoYasa «MpumedaHus», Homepa KpuTepuun npnémkun n
obopypoBaHus, TpeboBaHMA K3allnTe NPoAyKTa) aTanoB npotecca
1 TlofroToBUTeNbHbIE (1) MpuroToBLTE YMCTYIO NOCYAY, MOUYUCTUTE CUPTOM CTEH/[ 3/1EKTPOHHBIX BECOB M MOYMCTUTE LLETKOM NpeaMeTHbIV /
paboThbl CTOJ1 3N1EKTPOHHbIX BECOB;

(2) MHCTPYMeHTapuii, NCMO/b3yeMbliA NPU B3BELLUMBAHUN: 3/1EKTPOHHbIE BeCbl (TOYHOCTL 0,001 Mr), MeAMLMHCKNE Ne3Bus,
NUHUET, bymara fina B3BeELLIMBaHWSA;
(3) MHCTpyMeHTapuii 4na NpUroToB/eHNs pacTeopa: nuneTka (Ha 5, 25 uam 50 mn), WwapoBasi MMNeTKa, Pe3epBHbIi
KOPWYHEBbI (hNaKoH, MarHATHas MeLlanka;
(4) NpuHaANeXHOCTU 419 MapKUPOBKK: Bymara aTMKeToYHas, Kopn4HeBas CyLUUKa, CUTUKOH.

2 BsBelwmBaHuve nonumvepa (1) Nonnmep (MP-P012A), Heo6X04MMBbIi A1 MPUTOTOB/IEHNS PACTBOPOB Pa3/IMUHbIX 06bEMOB cornacHo Tabnuue 1, /
NMOMECTMTE B MOAXOAALLMIA KOPUYHEBBIV pe3epBHbI/ PIaKOH C MarHUTHOM MeLLanKoi;
(2) pacneyartaiTe NPOTOKON B3BELUMBAHWA W MOMy4MTe OT MacTepa MOATBEPXAeHME 3anmncy 0 NpoLecce NoArOTOBKM.
MpumeyaHns:
(1) y6eguTecb B TOM, YTO CPOK FOAHOCTU MONUMEPA He UCTEK;
(2) nocne B3BeLMBaHUS NosMmepa 06paTUTe BHUMaHWe Ha CBOEBPEMEHHYIO repmMeTM3aunio nakeTa, A0/MHKHbIM 06pa3om
ynakyiTe ero B a/llOMUHNEBYI0 hoNbry (antoMmHMeBYO (ONbry HE06X0AMMO 3anevararb) U MOI0XKUTe 06paTHO B
XONOAUBHUK;
(3) norpelwHOCTb B3BelMBaHUA cocTaBnseT = 0,05 mr.
(4) Monumep cnepyeT 3apaHee BbIHYTb U3 XONOAWIbHNKA W BbIAepXXaTb NPU KOMHATHOW TemnepaType 1 uvac; nocne
yfaneHUss NOBEPXHOCTHOW Bfarv ¢ nakeTa 13 aJIloMUHWEBON (ho/brv 6e3B0PCOBOIM TKaHbIO MaKeT MOXHO OTKPbITh 415
onepauunmn B3BELLUMBAHWA MOMMeEpa.

3 TpuroToBneHWe pacTBopa (1) B 3aBMCUMOCTY OT KO/IMYECTBA PacTBOpPUTENs, HE06X0AMMOro [4/19 pacTBOPOB pa3HOro o6bLema cornacHo Tabnuue 1, MonvmMep NoHOCTLIO
nonmmepa [06aBbTe COOTBETCTBYIOLLMIA pacTBOPUTENIb B KOPUYUHEBBI Pe3epBHbIA (1aKoH; pacTBOpeH, HET B3Becw,
(2) ycTaHOBWTE €ro NpY KOMHATHOI TemmnepaType No LeHTPY MarHUTHOW Mellankuy (415 nNpefoTBpaLLeHns 0TKIOHEHNS ocafika, pacTBOp YMCTbIi
MarHUTHOW MeLLasiKun) 1 OCYLLeCTBAANTe nepemeLlLmBaHne npu ymcne o6opotos 500 + 50 06/MUH, pacTBOpeHUe Y NPO3paYHbIiA.
NPONCXOAUT B TeYeHUe Houn, 6onee 16 yacos.
MpumeyaHns:

(1) y6eguTech, UTO CPOK OUMLLAIOLLErO AeicTBUst N-nponunaueTaTa He UCTEK;

(2) BO BpeMsi pacTBOPEHMS O/IXKHO MPOUCXOAUTL HEMPEpPbIBHOE MEPeMELLIMBAHNE;

(3) KpblILIKa KOPUYHEBOTO (h/lakoHa JO/HKHA 6bITb MI0THO 3aKpbITa U 3arepMeTU3MpoBaHa MNiEHKoM, YTobbl
NpefoTBPaTUTL UCMApeHNe PacTBOPUTE/S U UCK/TIOUNTL U3MEHEHWE KOHLIEHTpaLMK pacTBopa.

4  BsBeluvBaHue npenapatau (1) panamuuuH, B COOTBETCTBMM C PasHbIMU 06bEMamu pacTBOpoB B Tabnuue 11 B COOTBETCTBUM C MPOAYKTOM (CM. Mpenapat v nonmmep
npuroToBneHue npenapata  «FpuMeyaHns» AN KOHKPETHbIX Tpe6oBaHWit), MOMECTUTb B MPUIOTOBNEHHBI PacTBoOp NnosMvepa; MOMTHOCTLI0 PacTBOPEHBI,
/pacTBOpa nonvmepa HeT B3Becu, ocagKa.
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MicroPort Shanghai Microport Mechtr>..
MpurotoBneHne pacTeopa Homep gokymeHTa  OP-Firehawk-03
Firehawk MN3paHne J Homep cTpaHw?

O6nacTb NpumeHeHUsi: CTeHT KopoHapHbIii Firehawk ¢ paccacbiBalolMMcs NeKapCcTBeHHbIM MOKPbITUEM panaMuuuH; Firehorus panamMmuuuH gasi No3BOHOYHOI apTepuu,
npefHasHauYeHHbI 415 3MOMPYO LW el cucTemMbl CTEHTOB; FR KOpOHapHbIi panaMuLMH, npejHasHauYeHHbIA ANA 310UPYIOLL el CUCTeMbl CTEHTOB

Homepa 3aTanos 3Tanbl npouecca WHCTPYKLMUWU MO BbINO/HEHUIO paboT (BKAoUas «[pumMedaHms», Homepa 060pyA0BaHUSA, KpuTepuu npuémku
Tpe6oBaHMA K3awWwuTe NpPoayKTa) 3TanoB npotecca
(2) pacnevyaTaiiTe NPOTOKON B3BELIMBAHUSA U MOAYyYUTe OT MacTepa NOATBEPXAeHMWe 3anucn 0 npoLecce NoArOTOBKY; pacTBOp YUCTbI M NPO3paYHbIii.

(3) ycTaHOBUTE €ro NpuM KOMHATHON TeMnepaType N0 LeHTPY MarHUTHON Mewanku (4na npefoTBpalleHNs OTKNOHEHUA MarHUTHOM
Mellankmn) n ocyuLecTBNSANTe NnepeMelinBaHme B TedeHne 10 MUH npu ymucne o6opotoB 500 + 50 06/MUH;

(4) MnoTHO 3aKpoliTe KPbILUKY KOPUYHEBOr0 (hylakoHa M yCTAaHOBUTE ero caeAylowmnm o6pasom; B 1€BOM HUXKHEM Yray
yNbTPa3ByKOBOW YnNCTALLeN MawmHbl KQ-250DB (kak nokaszaHo Ha Puc. 1), n NTMHMS YypOBHSA BOAbl B 6aKe A0/HKHA MOAAEPXMBATLCS
Ha 4YeTBEPTON NMHUN CeTKK (KaK nokasaHo Ha Puc. 2).

Puo* RY,Rc LU

MpumeyaHua:
1) HomeHKknaTypHble HOMepa Cbipbs ANS panaMuLnHa, KoTopoe MCNoNb3yeTcs 415 MPOU3BOACTBA OTEYECTBEHHOM NPOJYKLUUM 1

LW |Br(Swmna nwmMowT pEomeHknatypAM”
|[romep cbipbflIJM
LLOKMULUNHA

OTeyeCcTBEHHbI E.3.0002

CE E.3.0003

OTeyecTBeHHbI U CE E.0.4999
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MicroPort Shanghai Microport Medic»

MpurotoBneHne pacTeopa Homep gokymeHTa  QP-Firehawk-03

Firehawk M3paHune J Homep cTpaHuLbl

O6nacTtb npumeHeHUsi: CTEHT KOPOHapHbIli Firehawk c paccacbiBaloLMMCS 1eKapCTBEHHbIM MOKPbLITMEM panamuuuH; Firehorus panammumH 4ns no3BOHOYHOM apTepuu,

noesiHa3Ha4YeHHbIN 4719 3NHMOYIOLLENA CUCTEMbI CTEHTOB; FR KOpOHapHbIA panamuumH, NpefHasHayYeHHbI 415 3/TI0MPYHOLLE CUCTEMbI CTEHTOB

Homepa 3atanos QTanbl npouecca MHCTpYKLUMM NO BbINOSIHEHMIO paboT (BKMoYas «MprMedaHusi», HoMepa 060py0BaHus, Kputepun nprémku
TpeboBaHMA K3alluTe NpogyKTa) aTanos npotecca

Martepuan E.0.4999 nprvMeHUM TOMIbKO ANA CTeHTa KopoHapHoro Firehawk ¢ paccacbiBalowumcs 1eKapCTBEHHbIM MOKPLITUEM panaMULUH, U He NPUMEHUM
[NA 3M10MpyloLL el CUCTeMbl CTEHTUPOBAHMWSA, OPMEHTMPOBAHHON Ha panaMuLMH NO3BOHOYHON apTepuun Firehorus, v ans anionpyoLLeid cMcTembl
CTEHTMPOBaHMS, OPUEHTUPOBAHHOM Ha KOPOHapHbI panaMmuumH FR.
2) YbegnTecb B TOM, YTO CPOK FOAHOCTU Npenaparta He UCTEK. MNpenapart ciefyeT 3apaHee BbiHYTb U3 XO/I0AWN/IbHMKA, BblepXXaTb ero Npu KOMHaTHOM
Temnepatype 14ac 1 3aTeM - 6e3BOPCOBOM TKaHbIO yAannTb Bary ¢ MOBEPXHOCTM MakeTa 13 a/IloMUHMEBOW (DONIbIN; MOCe 3TOr0 MNakeT MOXHO OTKPbITh A4/14
BbIMO/THEHWNS B3BeLLNBAHMS.
3) Mocne B3BelMBaHMA NpenapaTa No3aboTbTeCb 0 TOM, YTOOLI CBOEBPEMEHHO ero ynakosaTb 1 y6paTb 06paTHO B XONOAU/TbHUK.
4) MorpelHOCTb B3BeLMBaHUA cocTaBnseT + 0,05 mr.
5) Mepea ynbTpa3ByKoBoV 06paboTKOM MIOTHO 3aKPOliTe KPbILLKY, & 3aTeM 3aKpoWTe eé repMeTU3MPYIOLLER N/eHKONM; o6ecnevbTe BepTUKa/IbHOE NOMOXEHWE
KOPWMYHEBOro (p/lakoHa BO BPeMS Y/IbTPa3ByKOBOI 06paboTKu.
6) JINHMA YPOBHS BOAbI JO/DKHA MOLLEPXKUBATLCA HA YeTBEPTOM JIMHAN CETKMU.

MapkupoBka MapK1poBKY NMPoU3BoAMTE C yKasaHueM TOro, Ans Kakux npoayKToB rpejHasHayaeTcsa pacTBop, 0TedecTBeHHbIX um CE, yKasblBaiiTe HasBaHWe pacTBopa,
HOMep NapTuK pacTBopa, COCTaBUTENS PacTBOpPa, ATy NPUTOTOBMEHNS M CPOK FOAHOCTU, U XpaHMUTe pacTBOP B KOPUUHEBOW CYLLMIIKE.
MpumeyaHns:
1) pacTBOp NonvmMepa rofieH B TedeHve 3 gHeld 40 fo6aBneHWsA B Hero npenapara;
2) pacTBOp npenapataynoiumepa rofeH B TeyeHue 30 4yacos;
3) nocne TOro, Kak pacTsop oTCTauBasicA B TeyeHue 6onee 30 MUHYT, Ero MOXXHO UCMO/Ib30BaTb CHOBA, HO MpeABapuUTe/IbHO ero He06Xo0AUMO MepemeLLaTb B
TeYeHWe He MEHEE 2 MUHYT;
4) Ecnu uBeT 6ecLBeTHONO CUMKarensi B KOPMUYHEBON CYLLN/IKE HA4YMHAET MEHATBLCS, HE06X04MMO ero 3aMeHUThb (3amMeHy criefyeT Npon3BOAUTb,
PYKOBOACTBYSCb MPMBELEHHON Ha Puc. 3 KapToi LBETHOCTY CUNMKArens Ans OLEHKW ero NpurogHocTw).

Ta6nuua 1 CpaBHUTeNbHas Tabnmua NCnonb3yeMbiX KOMMYECTB KOMMOHEHTOB MNP NPUIOTOB/IEHNN PacTBOPOB npenapara
(nonumep 30 mr/mn + npenapat 37,5 Mr/ms)

MpuroTtoBnsiemblii 06bem  yg-P012AfMrl  |Ne-D001{Md CooT6eafLLyOLLNIA KOPUYHEBBLIV pe3epBTLL
paeTBop|.gle|LLl)®a;Cmn) (PXTKOH 4719 MPUTOTOB/IEHUA pacLLopa

10 300 375 10 25

20 600 750 20 25

30 900 1125 30 50

50 1500 1875 50 100
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MicroPort Shanghai Microport Medicai
MpuroToBneHne pacTeopa FloMep pokymeHTa  OP-Firehawk-03
Firehawk N3paHne J Homep cTpaHnubl

O6nacTtb npumeHeHus: CTeHT KOpoHapHbIli Firehawk c paccacbiBaloLMMcs NeKapcTBEHHbIM NOKPbLITMEM panamuumH; Firehorus panamMmuuuH Ans No3BOHOYHON apTepun,
npe,u,HasHaquan‘/'l ansa 3ﬂi0|/|pyi0LIJ,EI7I CUCTEMbI CTEHTOB; FR KOpOHaprII7I panaMmnyunH, I'Ipe,CI,HaSHa‘-IEHHbIVI ansa 3ﬂi0|/|pyi0LIJ,EI7I CUCTEeMbl CTEHTOB
Homepa atanos JTanbl npouecca MHCTpYKUUKN N0 BbINOMHEHMIO paboT (BKoYas «lMpumedaHunsa», Homepa 060pyaoBaHUS, KpuTtepun npuémxmn
TpeboBaHNSA K 3aliMTe NPoayKTa) aTanoB npotiecca
Puc. 3 KapTta UBeTHOCTM cunmKarensa 478 OUEeHKN ero npurogHocTu

Cunukarenb Cyxoi, LiBeT ero 6onee TEMHbIA 1
HACbILLEHHbII, 3aMeHa ero Hc Tpebyercsl.

3aMeHa Hc Tpebyetcs

Korga KpynuHKK cununkareys CTaHoBATCS cBeTniee, U 50% 13 HUX gocturaloT
LiBeTa, NpW KOTOPOM TpebyeTcs UX 3ameHa, TO Takoii cunmkarc.4yb Heo6Xxo[1MMo
3aMeHUTb.

TpebyeTcs 3ameHa
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Bce npaBa 3alyulleHbl, He AO0NYCKaeTCA KonmpoBaHue 6e3 paspewleHnsa!l Ecnn 06Hapy>KeH0 OTK/IOHEHME OT HOPMbI, 00 3KOM Cnefyer Hemeans

MicroPort Shanghai Microport Medic,,

MpuroToBneHne pacTeopa Homep gokymeHTta  QP-Firehawk-03

Firehawk M3paHne J Howmep cTpanuybl ,

O6nacTb NpyMeHeHnsi: CTEHT KopoHapHbIii Firehawk ¢ paccacbliBaloLMCst TeKapCTBEHHbIM MOKPbLITMEM panaMuuuH; Firehorus panamuuuH gnsi N03BOHOYHOW apTepumuy, *

npegHasHayYeHHbIN 4518 3M0NPYIOLLE CUCTeMbl CTEHTOB; FR KOpoHapHbI panamMuuuH, npejHasHavYeHHbI 418 31H0UPYIOLLLEA CUCTEMbI CTEHTOB

Howmepa atanos 3Tanbl npouecca VIHCTPYKLMKN MO BbINOMHEHMIO paboT (BKoYas «pumedaHmsi», HoMepa 060pyAoBaHus, Kputepuun npnémkm
TpeboBaHMA K 3alinTe NPOAYKTa) 3TanoB npotiecca

MpuMeyaHme. Ecnv nocne CyLIKU CUNMKareib He NMPUOBPETET CUHUIA LIBET, UCMO/b30BaTb €ro He CledyeT.

VicTopusi n3mMeHeHUiA

M3gaHne LU KeHeTe MiweHeHMe pLicwina M3meHelle Lo,
CEpuitHoPit wT BHecLlee
T™MWT bii*eHeHMe

B ECR12A0032 Mopsapgok fo6aBneHUs nosvMepa v npenapara U3MeHeHbl. 3HayasibHO, NOMMeEP U npenapaTt pacTBOPSINChH 2012-04-01 Lao YyHbxyH

OAiHOBPEMEHHO. Noc/ie BHECEHMSI U3MEHEHUIA, CHAYaa CTa/lv PpacTBOPSTb MOMMEp, a 3aTeM Mpenapar 406aBNsiTh
B pacTBOp MosIMMepa, B KOTOPOM MpenapaT fo/KeH 6biTb pacTBopeH. Cnoco6 NpuroToB/EHUSI pacTBOpa U3MEHEH;
C LefIbl0 pacTBOPEHWsl, BMECTO LUeliKepa, CTa/l UCMO/b30BaTh MarHUTHYIO MeLLAsKY.

C C000000001 CpoK rofHocTn pacTsopa npenaparta/nonnmepa n3MeHéH Ha 24 yaca 2012-08-06 BaH YxunyyHb

D C000000001 1. Bpemsa nepemMeLunBaHuA nocse gobasneHUsa npenapara yBesiMyeHo L0 6 4acoB, KaK MUHUMYM 2012-10-19 BaH YxunyyHb
2. CpoK rogHocTu pacTeopa npenapata/nonvmepa nameHéH Ha 30 yacos

E C000001008 1. 3meHéH cnocob pacTBOpeHWUs nocne fobasBfieHUs npenaparta: nocse npefBapuTesIbHOro nepemeLLBaHus B 2013-03-22 BaH YXnuyHb

TeyeHme 10 MUHYT NPOU3BOAMTCS YNbTPa3ByKoBas 06paboTKa C MHTEHCUBHOCTLIO 4096 .
2. KoHuUeHTpaumm pacTBOpoB NOMMEpPa U IEKapCTBEHHOMO CPeAcTBa N3MEHeHbI [0
30 mr/mn u 37,5 Mr/mn, COOTBETCTBEHHO.

F C000001908 MpefycMOTPEHO pa3ninyne Cbipbs AN 0TEYECTBEHHOW NpogyKummn 1 npogykumn CE. 2013-10-10 BaH YxunuyHb

G CO00012229 Mocne NpUroToBNEHNs! PacTBOpa CTasIv UCMOJIL30BaTh 3areyvaTbiBaHne EMKOCTYM C MOMOLLLIO FepMETU3UPYIOLLEN 2015-09-22  JnJin
NNEHKN.

H C000027232 O6nacTb NPUMEHEHUS1 PacNPOCTPaHeHa Ha NMO3BOHOYHYI0 apTeputo Firehorus 2019-02-28  Ma LizoaHb

| C000026557 O6n1acTb NPUMEHEHMSA pacnpocTpaHeHa Ha KOPOHAapPHbIe panamMuLMH-0pMeHTUPOBaHHbIE afoupyloLve cTeHTbl FR - 2019-04-01 AviH HOixaHb

J C000028357 YBefIMYeHO KOIMYECTBO MaTepuana panammumHa: E.0.4999 2019-07-04  Tao CrMVHb

Bce npaBa 3allMLieHbl, He JONYCKaeTCsl KoMnMpoBaHue 6e3 paspelleHnsi! Eciv 0GHapYXXeHo O0TKIOHEHWEe 0T HOPMbI, 06 3TOM criefyeT HeMef/IeHHO COO6LMTh BbILLECTOALLMM fnuam!
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MepeBoA AaHHOrO TeKCTa BbINOMHEH nepeBoAunK”™ Koneuyk HaTanbenMropse

oV
Poccuiickas depaepauys .&.E[_.'
Mopoa Mocksa WA~N o
L, X%
OfvHHaALaTOoro Hosbpa e ThicAuM AeBATHagU o péma \%

fe-.

4, PebpuHa EneHa OmMuTpueBHa, BpeMeHHO ucnonHsawwas obaszaHHoMM1Unlpny(\  opoga

Mocksbl AkumoBa [neba bopucosuya, CBUAETENLCTBYH MOAMHHOCTbL MNOAMMUCU «ep  AuMKa
Konewlyk HaTasbu 'puropbeBHsI.

Moanuck caenaHa B MOeM MpUCY TCTBUN.
JINYHOCTb NOANMCABLLIEr0 AOKYMEHT YCTaHOBNEHA.

3aperncTpuposaHo B peecTpe: Ne 77/09 - H/77 - 2019 -

B3bICkaHO rocyaapcTBEeHHOM NoLwuHbI (Mo Tapudy): 100py6

YnnayeHo 3a OKasaHuie ycnyr npaBoBoro 1 TeXHWYeCKoro xapakrepa 00 OVE
Pyo.
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