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INSTRUCTIONS FOR USE
ATLAS Coronary Intravascular Stent Implantation System (Rapid Exchange)
Carefully read all instructions prior to use. Observe all warnings and precautions noted throughout

e instructions; otherwise, complications may occur. For single patient use only. Use the product

ire expiration of the ,,Best-Before-Date” mentioned on the packing.

CRILE: Sterilized with ethylene oxide. Do not use if the sterile package is open or damaged,

cription

ATLAS Coronary Intravascular Stent Implantation System/ Rapid Exchange is a flexible balloon
andable stent mounted on a rapid exchange (RX) stent implantation system. The RX stent
lantation system is designed for safe insertion of the stent in the coronary vessels and for stent
loyment in the desired area by means of expansion of the balloon on which the stent is mounted.

The RX Stent Implantation System consists of a dilatation catheter with a balloon on the distal end.

I stent is mounted on the balloon. The balloon of stent implantation system expands to the nominal

neter at the nominal pressure.

LAS Coronary Intravascular Stent Implantation System/ Rapid Exchange has the following attributes:

- Stent is made from cobalt-chromium alloy (L605).

- The balloon of the dilatation catheter of stent implantation system is made from nylon Grilamid
L25.

- Balloon diameter - from 2 to 4 mm; balloon length from 12 to 40 mm.

- Tip of the dilatation catheter and flexible distal shaft are made from High-Density polyethylene
(HDPE) Pebax 7233, and MEVOPUR Black colorant is added to the tip of the dilatation catheter.

- The dilatation catheter of stent implantation system is fitted with a three-layer inner tube made
from High-Density polyethylene (HDPE) Pebax 7233 /Low-Density polyethylene (LDPE) Plexar
PX 3080 /High-Density polyethylene (HDPE) Petrothene-LM 6007 with Reflex blue C colorant.

- In order to ensure best sliding and stent implantation to the target area, the distal shaft of the
dilatation catheter of stent implantation system is fitted with two-layer hydrophilic coating. Base
coat - DSM Primer 41002, Top coat - DSM Comfort Coat Topcoat 43003.

- Hypo tube of the dilatation catheter of stent implantation system consists of two parts: 1) (PTFE)
Polytetrafluoroethylene (Xylan) coated stainless steel 304 L and 2) uncoated stainless steel 304 L.

- Kinking protection cover of the dilatation catheter of stent implantation system is made from
Thermoplastic Urethane Texin RxT85A with Blue tioxide TR-27 colorant.

- The cannula Luer Lock is made from Polycarbonate (PC) Lexan HPS 7. Signs are made on Luer
Lock cannula wings with No-Tox Black vinyl paint.

- The balloon of the dilatation catheter of stent implantation system has two radiopaque markers

(Platinum - 90%, Iridium- 10%), used for precise positioning of the balloon.
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The balloon of stent implantation system can be used for post-dilatation purposes.

The dilatation catheter of stent implantation system is fitted with two shaft markers made from
stainless steel 304 L, designed to determine the position of the dilatation catheter implantation
system in relation to the guiding catheter.

Balloon nominal pressure - 9 bar.

Burst pressure - 18 bar (for balloon diameter from 2 to 3.50 mm); 16 bar (for balloon diameter 4.00
mm).

Dilatation catheter of stent implantation system is compatible with guide wire diameter 0.014”.
The tip of dilatation catheter of stent implantation system is put on the protective guide wire made
from stainless steel WKN 1.4301 (tip of protective guide wire from Polytetrafluoroethylene
(PTFE) Teflon with Blue basic colorant), length 360, diameter 0.38 mm, passing on the inside of
the distal part of the catheter and comes outside through the port.

In order to protect the stent and the balloon from damage, on the side of the tip the dilatation
catheter is fitted with a transparent cover (cap) made from Polytetrafluoroethylene (PTFE) Teflon,
which should be removed before the stenting procedure along with retrievable protective guide

wire.

de 1. Dimensions of ATLAS Coronary Intravascular Stent, dimensions of the balloon of

leter of stent implantation system

ent Stent Balloon  Usable Inner Strut thickness, Strut breadth, mm
ameter / length, length, balloon distance mm
lloon mm mm length, of
ameter, + 0.5 mm the markers,
m + 0.5 mm
10 12 12,50 11,30 0,080 +£0,010 0,104 0,010
14 16 16,50 15,30
18 20 20,50 19,30
24 25 25,50 24,30
28 30 30,50 29,30
34 35 35,50 34,30
38 40 41,50 40,30
25 10 12 12,50 11,30 0,080 £0,010 0,104 £0,010
14 16 16,50 15,30
18 20 20,50 19,30
24 25 25,50 24,30
28 30 30,50 29,30
34 35 35,50 34,30
38 40 41,50 40,30
50 10 12 12,50 11,30 0,080 £0,010 0,104 £0,010
14 16 16,50 15,30
18 20 20,50 19,30
24 25 25,50 24,30
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34,30
40,30
11,30
15,30
19,30
24,30
29,30
34,30
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11,30
15,30
19,30
24,30
29,30
34,30
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11,30
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0,080 +0,010

0,095 +0,010

0,095 +0,010

0,095 +0,010

0,095 +0,010

0,104 +0,010

0,099 +0,010

0,099 +0,010

0,099 +0,010

0,099 +0,010

le 2. Technical characteristics of the dilatation catheter of stent implantation system

ameter

ible length of dilatation catheter of stent implantation

tem, mm

of dilatation catheter of stent implantation system, mm
tal part of catheter, mm
xible distal shaft (Transition zone from hypo tube to
er tubing ofthe catheter), mm

po tube, mm

ximal shaft diameter of the dilatation catheter of stent
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Value
1415+ 15

35+0,5
23715
10515

1070415
Max. 2,1 F (0,70 mm)



plantation system, F /mm
stal shaft diameter of the dilatation catheter of stent
plantation system, F /mm
3- Proximal Shaft marker Distance of dilatation catheter,

n

p - Distal Shaft marker Distance of dilatation catheter,
n
nking protection cover, mm

innula Luer Lock, mm

tal balloon length of the dilatation catheter of stent
plantation system, mm

,able balloon length of the dilatation catheter of stent
plantation system, mm

ner distance of the markers

pered Tip Profile of the dilatation catheter of stent

plantation system, mm

p entrance profile of the dilatation catheter of stent
iplantation system, mm

ications for use

ATLAS Coronary Intravascular Stent Implantation System/ Rapid Exchange is designed for

iting of coronary arteries when treating coronary vessel constriction due to advancing arterial sclerotic

jase, not requiring open surgery.

ATLAS Coronary Intravascular Stent Implantation System/ Rapid Exchange is designed for

Max. 2,6 F (0,86 mm)

985 + 15

880 + 15

Diameter - 1,10

Length - 35

Thickness - 0,2

Length - 41

Inner diameter from 0,7 to 1,25
Depends on stent size*

Depends on stent size*
Depends on stent size*

0,45

0,54

Jroving the lumen of native coronary arteries (de novo) or vein grafts:

- in patients with symptomatic ischemic disease due to stenotic lesions of native coronary

vessels;

- in patients with symptomatic ischemic disease due to occlusive lesions of native coronary

vessels;

- in patients with symptomatic ischemic disease after coronary artery bypass grafting when

treating stenotic lesions of coronary artery bypasses;

- for treatment of acute or threatening occlusion of coronary arteries resulted fi“om failed

percutaneous coronary intervention.

The treated lesion length should be less than the nominal stent length (stent length - from 10 to 38

i) with reference vessel diameters from 2.0 to 4.0 mm.
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traindications
Implantation of ATLAS intravascular coronary stent implantation system/rapid exchange is
raindicated for the patients having the following conditions:
- Allergic reaction to cobalt-chromium.
- Severe reaction to contrast agents.
- Patients in whom anti-platelet and/or anticoagulant therapy is contraindicated.
- In-stent restenosis.
- Myocardial infarction < 72 hours.
- Stenting of saphenous vein grafts.
- Unprotected left main coronary artery.
- Total occlusion oftarget vessel.
- Heavily calcified lesions.
- Lesions involving arterial segments with highly tortuous anatomy.
- Lesions involving a bifurcation. Stent implantation in bifurcation area.
- Left ventricular ejection fraction < 30 %.
- Cardiogenic shock.
- Presence of definite or probable intraluminal thrombus.
- Any patients judged to have a lesion which may interfere with proper stent deployment.
- Pregnancy and breast-feeding.
- Patients with a history of gastrointestinal hemorrhage.
- Surgical treatment within two weeks before implantation, delivery, blood vessel biopsy and
puncture of the vessel not susceptible to compression.
- Patients with recent acute cerebrovascular event (ACE).
- Diabetic hemorrhagic retinopathy and other conditions associated with coagulation defects,
ential Adverse Events
- Abrupt stent closure.
- Acute myocardial infarction.
- Allergic reaction to anticoagulant and/or anti-platelet therapy and/or contrast medium and/or
anesthetic agents.
- Stenocardia.
- Arrhythmias, including ventricular fibrillation (VF) and ventricular tachycardia (VT).
- Arteriovenous fistula.
- Cardiac tamponade.
- Cardiogenic shock.

- Death.
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Emboli, distal (air, tissue or thrombotic emboli).
Emergent coronary artery bypass surgery.

Heart failure.

Hematoma.

Haemorrhage.

Hypotension/Hypertension.

Infectious complications.

Infectious inflammation.

Myocardial ischemia.

Coronary artery dissection, perforation or rupture.
Pericardial effusion.

Pseudo aneurysm, femoral.

Renal failure.

Restenosis of stented segment.

Shock/Pulmonary edema.

Coronary artery spasm.

Stent embolization.

Stent thrombosis/occlusion.

Stroke/cerebrovascular accident/transient ischemic attack.
Total occlusion of coronary artery or shunt.

Vessel trauma requiring surgical repair or reintervention.
Histologic changes in vessel wall, including inflammation, cellular damage or necrosis.

Allergic reaction to cobalt-chromium,

rnings

Application of ATLAS Coronary Intravascular Stent Implantation System/Rapid Exchange carries

an associated risk of subacute thrombosis, vascular complications such as bleeding, hematoma or

pseudoaneurysm. During the entire vessel endotheliazation period all patients should undergo

anti-platelet therapy in the stenting area.

ATLAS Coronary Intravascular Stent Implantation System/Rapid Exchange must not be

implanted in patients with allergic reactions to cobalt-chromium.

Implantation of ATLAS Coronary Intravascular Stent Implantation System/Rapid Exchange
should be performed only by physicians who have received appropriate training.

Implantation of ATLAS Coronary Intravascular Stent Implantation System/Rapid Exchange

should only be performed at hospitals where emergency coronary artery bypass graft surgery can

be readily performed.
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= Direct Stenting without prior dilation of the lesion has not been studied using this product.

» Implantation of ATLAS Coronary Intravascular Stent Implantation System/Rapid Exchange may
lead to development of subsequent restenosis, which may require reintervention (particularly,
insertion and expansion of a dilatation catheter in arterial segment containing the stent). The long-
term outcome following repeated dilation of coronary stents is unknown at present.

» When multiple stents are required, if placement results in stent to stent contact, stent materials

should be of similar composition to avoid the possibility of dissimilar metal corrosion.

plication method
)ection Prior to Use

Carefully inspect the sterile package before opening. Do not use ATLAS Coronary Intravascular
It after the “Expire” date. If the integrity of the sterile package has been compromised prior to the
luct “Expire” date (e.g., damage of the package), contact manufacturer QualiMed Innovative
lizinprodukte GmbH, Germany or its authorized representative in the Russian Federation - CJSC
acet". Contact addresses and phone numbers are given in section "Warranty/Liability" of these
ructions for Use. Do not use if any defects are noted in the device or package.

TE: If at any time during use the proximal shaft for catheter delivery has been bent or kinked, do not
continue to use the device.

Devices and materials required (not included in ATLAS Coronary Intravascular Stent
)lantation System/Rapid Exchange package) (All devices and materials are disposable: do not reuse
~or resterilize them):

e Guiding catheter(s) (inner lumen min. 1.42 mm) with the appropriate configuration for the
coronary artery to be treated,;

= 10 or 20 ml syringe;

= Rotating hemostatic valve(s) with a minimum diameter of 0.096 inch/ 2.39mm;

e Guide wire 0.014 inch/ 0.36 mm;

e 60% contrast medium diluted 1:1;

= Sterile physiological saline solution;

< Inflation device and a three-way stopcock for balloon inflation;

e Introducer.

~paration for Use

kaging Removal (Step Action)
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1. Carefully remove ATLAS Coronary Intravascular Stent Implantation System/Rapid Exchange
from its protective tubing for preparation of the implantation system. Do not bend or kink hypo
tube of the dilatation catheter of implantation system during removal.

2. Remove the transparent cover (cap) from the dilatation catheter from the tip and carefully retrieve
the protective guide wire. Holding the dilatation catheter of implantation system with one hand on
the proximal part from the stent, with the other hand carefully remove the transparent cover (cap)
of the stent distally.

HE: Care should be taken not to kink or bend the shaft of the dilatation catheter upon

)lication.

ant System Guide wire Lumen Flush (Step Action)
1. Flush stent system guide wire lumen with heparinized saline using a syringe.
2. Verify that the stent is positioned between the proximal and distal radiopaque balloon markers.

Check for bends, kinks and other damage. Do not use if any defects are noted.

eparation ofthe dilatation catheter ofimplantation system (Step Action)

Prepare inflation device/syringe with diluted contrast medium.

Attach inflation device/syringe to stopcock; attach to inflation port. Do not bend the hypo tube when
connecting to inflation device/syringe.

With tip down, orient stent implantation system vertically.

Open stopcock to stent implantation system; pull negative for 15 seconds; release to neutral for
contrast fill.

Close stopcock to stent implantation system; purge inflation device/syringe of all air.

Repeat steps 4 through 6 until all air is expelled. I1f bubbles persist, do not use device.

If a syringe was used, attach a prepared inflation device to stopcock.

Open stopcock to the dilatation catheter of stent implantation system.

Leave on neutral.

entDelivery Proeedure (Step Action)

1. Prepare the vascular access site according to standard percutaneous transluminal coronary
angioplasty (PTCA) practice.

2. Predilate the lesion/vessel with appropriate diameter balloon having a ratio of 1:1 with the
diameter of the vessel.

3. Maintain neutral pressure on inflation device attached to the dilatation catheter of stent

implantation system.
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e

Put the dilatation catheter of stent implantation system onto the proximal part of guide wire, while
maintaining the distal part of guide wire position across target lesion.

Fully open rotating hemostatic valve to allow for easy passage of the stent and prevent damage to
the stent.

Ensure that the guiding catheter is securely placed in the lesion area, then insert the dilatation
catheter of implantation system in the coronary artery. Carefully advance the stent implantation
system into the hub of the guiding catheter, keeping the hypo tube of the dilatation catheter of

stent implantation system straight.

:funusual resistance is felt before the stent exits the guiding catheter, do not force passage. Resistance

indicate a problem and use of excessive force may result in stent damage or stent dislodgement from

iilatation catheter of stent implantation system. Maintain guide wire placement across the lesion and

ave the stent implantation system and guiding catheter as a single unit.

Advance the stent implantation system over the guide wire to target lesion under direct
fluoroscopic visualization. Utilize the proximal and distal radiopaque balloon markers as a
reference point for correct positioning. The inside edges of the marker bands indicate both the
stent edges and balloon shoulders inflated. If the position of the stent is not optimal, do not deploy
the stent; in such case the stent should be carefully repositioned or removed.

Sufficiently tighten the rotating hemostatic valve. Stent is now ready to be deployed.

atDeploymentProcedure (step Action)

Inflate the balloon of catheter of stent implantation system to a minimum pressure of 9 bar, (900
kPa) (deployment pressure). Higher pressures may be necessary to expand the stent to optimize
stent apposition against the arterial wall. The pressure of the balloon of catheter of stent
implantation system must not exceed rated burst pressure of 18 bar (1800 kPa) for stent diameters
2.00 to 3.50 mm and 16 bar (1600 kPa) for stent diameters at 4.00 mm.

Maintain inflation pressure for 15-30 seconds for full expansion of the stent.

Deflate balloon by pulling negative on inflation device until balloon is fully deflated.

Confirm stent position and deployment using standard angiographic techniques. For optimal
results, the entire stenosed arterial segment should be covered by the stent.

Optimal expansion requires that the stent be in full contact with the artery wall. All efforts should
be taken to assure that the stent is not underdilated. Stent expansion should be performed with

fluoroscopic visualization.
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If stent sizing/apposition requires optimization, readvance the balloon of the catheter of stent
implantation system, or another dilatation catheter of the appropriate size, to the stented area using
standard angioplasty techniques.

Inflate the balloon to the desired pressure while observing by X-ray imaging. Deflate the balloon
(see Balloon Compliance Chart supplied with device).

Reconfirm stent position and angiographic result. Ensure that the stent is positioned between the
proximal and distal radiopaque markers of the balloon of stent implantation system. Repeat

inflations until the desired result is achieved.

;nt Implantation System Removal Procedure (Step Action)

1
2.
3.

Ensure balloon ofthe catheter is fully deflated.
Fully open rotating hemostatic valve.
While maintaining guide wire position and negative pressure on inflation device, withdraw

implantation system.

ecautions when handling ATLAS Coronary Intravascular Stent Implantation

stem/Rapid Exchange

Before using, check the product “Expire” date.

Verify visually that the stent is located between the proximal and distal balloon markers of the
implantation system.

Coronary Intravascular Stent Implantation System/Rapid Exchange is designed for use as a unit.
The stent is not to be removed from its delivery balloon, it may result in damaging and/or
embolization of the stent. The stent is not designed to be crimped onto another balloon.

Special care must be taken not to handle or in any way disrupt the stent position on the
implantation system. This is most important during catheter removal from packaging, placement
over guide wire, and advancement through hemostasis valve adapter and guiding catheter hub.
Excessive manipulation, e.g. rolling the mounted stent, may result in dislodgement of the stent
from the implantation system.

Avoid handling the stent on the delivery hands without using protective gloves.

In the event the stent is not deployed on the implantation system, please contact QualiMed
Innovative Medizinprodukte GmbH, Germany or its authorized representative in the RF CJSC
"Lancet" to clarify the return procedure. Contact addresses and phone numbers are given in
section "Warranty/Liability" of these Instructions for Use.

Use only the appropriate solution of contrast medium. Do not use air or any gas medium to mflate

the balloon.
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Stent contact with any fluid prior to placement is not recommended. However, if it is absolutely
necessary to flush the stent with sterileZisotonic saline, contact time should be limited (1 minute

maximum).

uitions when implanting and removing ATLAS Coronary Intravascular Stent
antation System/Rapid Exchange
Do not prednflate balloon prior to stent deployment other than as directed.
Implanting a stent may lead to dissection of the vessel distal and/or proximal to the stented
portion, and may cause acute closure of the vessel requiring additional intervention (e.g., CABG,
further dilation, placement of additional stents, or other).
The target lesion must be sufficiently predilated prior to stent implantation.
Do not expand the stent if it is not properly positioned in the vessel.
Balloon pressures should be monitored during inflation. Do not exeeed rated burst pressure as
indicated on the Balloon Compliance Chart fixed to product label. Use of pressures higher than
specified on product label may result in a ruptured balloon and potential intimal damage and
dissection. The vessel should be pre-dilated with appropriate diameter balloon having a 1:1 ratio
with the vessel diameter.
Stent retrieval methods (use of additional wires, snares and/or forceps) may result in additional
trauma to the vascular site. Complications can include bleeding, hematoma or pseudoaneurysm.
If unusual resistance is felt at any time during lesion access before stent implantation, the stent
implantation system and the guiding catheter should be removed as a single unit.
Do not attempt to pull an unexpanded stent back into the guiding catheter while engaged in the
coronary arteries, as stent damage or stent dislodgement from the balloon of catheter of stent
implantation system may occur.
An unexpanded stent should be introduced into the coronary arteries one time only. An
unexpanded stent should not be subsequently moved in and out through the distal end of the
guiding catheter as stent damage or stent dislodgement from the balloon of catheter of stent

implantation system may occur.

Ii The following steps should be executed under direct visualization using X-ray imaging.
Maintain guide wire placement across the lesion during the entire removal process. Carefully pull
back the stent implantation system until the proximal radiopaque balloon marker of the stent
implantation system is aligned with the distal tip of the guiding catheter.

The stent implantation system and guiding catheter should be pulled back until the tip of the

guiding catheter is just distal to the arterial sheath, allowing the guiding catheter to straighten.
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Carefully retract the stent implantation system into the guiding catheter and remove the stent
implantation system and guiding catheter from the patient as a single unit while leaving the guide
wire across the target lesion.

Failure to follow these steps and/or applying excessive force to the stent implantation system can
potentially result in stent damage, stent dislodgement from the balloon and/or damage to the

implantation system.

cautions after implantation of ATLAS Coronary Intravascular Stent

» Care must be exercised when crossing a newly deployed stent with an intravascular ultrasound
(IVUS) catheter, a coronary guide wire, or a dilatation catheter to avoid disrupting the stent
geometry.

B Do not perform Magnetic Resonance Imaging (MRI) scan on patient’s post-stent implantation
until the stent has been completely endothelialized (90 days) to minimize the potential for
migration. The stent may cause artefacts in MRI scans due to distortion of the magnetic field.

< In order to reduce the risk of thrombosis inside the stent, during the entire vessel endotheliazation

period, anti-platelet therapy in the stenting area should be prescribed for all patients.

Lissprecaution statement

For single patient use only. Do not reuse, reprocess and/or resterilize. Reuse, reprocessing or
erilization may compromise the structural integrity of the device and/or lead to device failure which,
im, may result in patient injury, illness or death. Reuse, reprocessing or resterilization may also create
ik of contamination of the device and/or cause patient infection or cross-infection, including, but not
ted to, the transmission of infectious disease from one patient to another. Contamination of the

ice may lead to injury, illness or death of the patient.

kage 1 ATLAS Coronary Intravascular Stent Implantation System/Rapid Exchange in
tent: dispenser with balloon compliance scale packed in sealed sterile plastic package.

Package with device, instructions for use and desiccant placed in a cardboard box.

commended transportation, storage and usage conditions

1. Transport at temperature 20 - 25°C, relative humidity 70%.

2. Keep in acool, dark and dry place, at temperature 20 - 25°C, relative humidity 70%.
3. Usage conditions- at temperature 20 - 25°C, relative humidity 70%.

4. See section "Graphical symbols for labeling primary and secondary packages".

5. Use immediately after the sterile package is opened.
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posal instructions

After use, dispose of product and packaging in accordance with common requirements to disposal

Aeste of medical devices.

elf Life

Shelflife - 2 years from the date of sterilization. Do not use after expiry.

irranty/Liability

Carefully read instructions of use before proceeding. QualiMed Innovative Medizinprodukte GmbH
rranty exists only under the provision that the use of the product has been carried out in accordance
th the Instruction of Use. The warning notices being contained in this Instruction of Use have to be
isidered particularly as an essential part of warranty granted by QualiMed Innovative Medizinprodukte
nbH.

Use the product before expiration of the ,,Best-Before-Date” mentioned on the packing. QualiMed
lovative Medizinprodukte GmbH grants a warranty on the products up to the mentioned “Best-Before-
Lie”.

If the integrity of the sterile package has been compromised, if any other defects in the package or
; device have been identified, please contact QualiMed Innovative Medizinprodukte GmbH,
ischstrasse 16, 21423 Winsen, Germany, phone No.: +49 4171 6578 0, fax: +49 4171 6578 11 or its
thorized representative Closed Joint-Stock Company "Lancet” (CISC "Lancet ), 17, Otkrytoe Shosse,
ilding 1, Moscow, Russia, 107143, phone No.: + 7 (495) 646-56-65, fax: + 7 (495) 646-56-66.

maphical symbols for labeling primary and secondary packages
mbol Description

Sterilized with ethylene oxide gas
STERILE EO

Lot number

Manufacturer

Each device is suitable for one (1)
time use  only, reuse is
PROHIBITED
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DB

NN HYDROPHILIC

0124

nufacturer
aliMed Innovative Medizinprodukte GmbH

>chstrasse 16
[23 Winsen

many
meNo0.:+49 4171 6578 0

+49 4171 6578 11
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Expires

Keep in a cool, dry and dark place

Read instructions prior to use

Hydrophilic coating

CE Marking

Logo:
IK/mXELLIGENT KINETICS



INSTRUCTIONS FOR USE
JUPITER Coronary Intravascular Stent Implantation System (Rapid Exchange)
Carefully read all instructions prior to use. Observe all warnings and precautions noted throughout

s instructions; otherwise, complications may occur. For single patient use only. Use the product

re expiration of the ,,Best-Before-Date” mentioned on the packing.

‘RILE: Sterilized with ethylene oxide. Do not use if the sterile package is open or damaged,

cription

JUPITER Coronary Intravascular Stent Implantation System/ Rapid Exchange is a flexible balloon
mdable stent mounted on a rapid exchange (RX) stent implantation system. The RX stent
lantation system is designed for safe insertion of the stent in the coronary vessels and for stent
oyment in the desired area by means of expansion of the balloon on which the stent is mounted.

The RX Stent Implantation System consists of a dilatation catheter with a balloon on the distal end.
stent is mounted on the balloon. The balloon of stent implantation system expands to the nominal
aeter at the nominal pressure.

ITER Coronary Intravascular Stent Implantation System/ Rapid Exchange has the following

butes:

- Stent is made from stainless steel 316 LVM.

- The balloon of the dilatation catheter of stent implantation system is made from nylon Grilamid
L25.

- Balloon diameter - from 2 to 4 mm; balloon length from 11 to 40 mm.

- Tip of the dilatation catheter and flexible distal shaft are made from High-Density polyethylene
(HDPE) Pebax 7233, and MEVOPUR Black colorant is added to the tip of the dilatation catheter.

- The dilatation catheter of stent implantation system is fitted with a three-layer inner tube made
from High-Density polyethylene (HDPE) Pebax 7233 /Low-Density polyethylene (LDPE) Plexar
PX 3080 /High-Density polyethylene (HDPE) Petrothene-LM 6007 with Reflex blue C colorant.

- In order to ensure best sliding and stent implantation to the target area, the distal shaft of the
dilatation catheter of stent implantation system is fitted with two-layer hydrophilic coating. Base
coat - DSM Primer 41002, Top coat - DSM Comfort Coat Topcoat 43003.

- Hypo tube of the dilatation catheter of stent implantation system consists of two parts: 1) (PTFE)
Polytetrafluoroethylene (Xylan) coated stainless steel 304 L and 2) uncoated stainless steel 304 L.

- Kinking protection cover of the dilatation catheter of stent implantation system is made from
Thermoplastic Urethane Texin RxT85A with Blue tioxide TR-27 colorant.

- The cannula Luer Lock is made from Polycarbonate (PC) Lexan HPS 7. Signs are made on Luer

Lock cannula wings with No-Tox Black vinyl paint.
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The balloon of the dilatation catheter of stent implantation system has two radiopague markers
(Platinum - 90%, Iridium- 10%), used for precise positioning of the balloon.

The balloon of stent implantation system can be used for post-dilatation purposes.

The dilatation catheter of stent implantation system is fitted with two shaft markers made from
stainless steel 304 L, designed to determine the position of the dilatation catheter implantation
system in relation to the guiding catheter.

Balloon nominal pressure - 9 bar.

Burst pressure - 18 bar (for balloon diameter from 2 to 3.50 mm); 16 bar (for balloon diameter 4.00
mm).

Dilatation catheter of stent implantation system is compatible with guide wire diameter 0.014”.
The tip of dilatation catheter of stent implantation system is put on the protective guide wire made
from stainless steel WKN 1.4301 (tip of protective guide wire from Polytetrafluoroethylene
(PTFE) Teflon with Blue basic colorant), length 360, diameter 0.38 mm, passing on the inside of
the distal part of the catheter and comes outside through the port.

In order to protect the stent and the balloon from damage, on the side of the tip the dilatation
catheter is fitted with a transparent cover (cap) made from Polytetrafluoroethylene (PTFE) Teflon,
which should be removed before the stenting procedure along with retrievable protective guide

wire.

1. Dimensions of JUPITER Coronary Intravascular Stent, dimensions of the balloon of

leter of stent implantation system

nt Stent Balloon Usable Inner distance  Strut thickness, mm Strut breadth, mm
imeter / length, length, balloon of
loon mm mm length, the markers,
imeter, +05mm £ 0.5mm
n
10 1 11,50 10,3 0,105 +0,010 0,118+0,010
14 15 15,50 14,3
18 20 20,50 19,3
24 25 25,50 24,3
28 30 30,50 29,3
34 35 35,50 34,3
38 40 41,50 40,3
15 10 11 11,50 10,3 0,105 +0,010 0,118+0,010
14 15 15,50 14,3
18 20 20,50 19,3
24 25 25,50 24,3
28 30 30,50 29,3
34 35 35,50 34,3
38 40 41,50 40,3
(@] 10 1 11,50 10,3 0,105 +£0,010 0,118+0,010
14 15 15,50 14,3
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)0

18
24
28
34
38
10
14
18
24
28
34
38
10
14
18
24
28
34
38
10
14
18
24
28
34
38
10
14
18
24
28
34
38
10
14
18
24
28
34
38

20
25
30
35
40
1
15
20
25
30
35
40
n
15
20
25
30
35
40
12
16
20
25
30
35
40
12
16
20
25
30
35
40
12
16
20
25
30
35
40

20,50
25,50
30,50
35,50
41,50
11,50
15,50
20,50
25,50
30,50
35,50
41,50
11,50
15,50
20,50
25,50
30,50
35,50
41,50
12,50
16,50
20,50
25,50
30,50
35,50
41,50
12,50
16,50
20,50
25,50
30,50
35,50
41,50
12,50
16,50
20,50
25,50
30,50
35,50
41,50

19,3
24,3
29,3
34,3
40,3
10,3
14,3
19,3
24,3
29,3
34,3
40,3
10,3
14,3
19,3
24,3
29,3
34,3
40,3
11,3
15,3
19,3
24,3
29,3
34,3
40,3
11,3
153
19,3
24,3
29,3
34,3
40,3
11,3
15,3
19,3
24,3
29,3
34,3
40,3

0,105 +0,010

0,105 +0,010

0,115 +0,010

0,115+0,010

0,115+0,010

0,118 +0,010

0,118 +0,010

0,125 +0,010

0,125 +0,010

0,125 +0,010

)le 2. Technical characteristics of the dilatation catheter of stent implantation system

rameter

able length of dilatation catheter of stent implantation

stem, mm

p of dilatation catheter of stent implantation system, mm
stal part of catheter, mm
jxible distal shaft (Transition zone from hypo tube to

ler tubing of the catheter), mm

@O tube, mm

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Value

1415+15

35+05

237%15

10515
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)ximal shaft diameter of the dilatation catheter of stent
ftantation system, F /7mm
5tal shaft diameter of the dilatation catheter of stent
plantation system, F /mm
) - Proximal Shaft marker Distance of dilatation catheter,

a

5 - Distal Shaft marker Distance of dilatation catheter,
n
aking protection cover, mm

nnula Luer Lock, mm

tal balloon length of the dilatation catheter of stent
plantation system, mm

able balloon length of the dilatation catheter of stent
plantation system, mm

ler distance of the markers

pered Tip Profile of the dilatation catheter of stent

plantation system, mm

D entrance profile of the dilatation catheter of stent
plantation system, mm

ications for use

JUPITER Coronary Intravascular Stent Implantation System/ Rapid Exchange is designed for

ting of coronary arteries when treating coronary vessel constriction due to advancing arterial sclerotic

;ase, not requiring open surgery.

JUPITER Coronary Intravascular Stent Implantation System/ Rapid Exchange is designed for

Max. 2,1 F (0,70 mm)

Max. 2,6 F (0,86 mm)

985 + 15

880+ 15

Diameter- 1,10

Length - 35

Thickness - 0,2

Length - 41

Inner diameter from 0,7 to 1,25
Depends on stent size*

Depends on stent size*
Depends on stent size*

0,45

0,54

roving the lumen of native coronary arteries (de novo) or vein grafts:

- in patients with symptomatic ischemic disease due to stenotic lesions of native coronary

vessels;

- in patients with symptomatic ischemic disease due to oeclusive lesions of native coronary

vessels;

- in patients with symptomatic ischemic disease after coronary artery bypass grafting when

treating stenotic lesions of coronary artery bypasses;

- for treatment of acute or threatening occlusion of coronary arteries resulted from failed

percutaneous coronary intervention.

The treated lesion length should be less than the nominal stent length (stent length - from 10 to 38

) with reference vessel diameters from 2.0 to 4.0 mm.
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traindications
antation of JUPITER intravascular coronary stent implantation system/rapid exchange is
raindicated for the patients having the following conditions:
Allergic reaction to stainless steel.
Allergic reaction to contrast agents.
Patients with contraindications to antiplatelet and/or anticoagulant therapy.
In-stent restenosis.
Myocardial infarction < 72 hours.
Stenting of saphenous vein grafts.
Unprotected left main coronary artery.
Total occlusion of target vessel.
Heavily calcified lesions.
Lesions involving arterial segments with highly tortuous anatomy.
Lesions involving a bifurcation.
Stent implantation in bifurcation area.
Left ventricular ejection fraction < 30 %.
Cardiogenic shock.
Presence of definite or probable intraluminal thrombus.
Any patients judged to have a lesion which may interfere with proper stent deployment.
Pregnancy and breast-feeding.
Patients with a history of gastrointestinal hemorrhage.
Surgical treatment within two weeks before implantation, delivery, blood vessel biopsy and
puncture of the vessel not susceptible to compression.
Patients with recent acute cerebrovascular event (ACE).
Diabetic hemorrhagic retinopathy and other conditions associated with coagulation defects,
ntial Adverse Events
- Sudden stent closure.
- Acute myocardial infarction.
- Allergic reaction to anticoagulant and/or anti-platelet therapy and/or contrast medium and/or
anesthetic agents.
- Angina pectoris.
- Arrhythmias, including ventricular fibrillation (VF) and ventricular tachycardia (VT).
=Arteriovenous fistula.

mCardiac tamponade.
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Cardiogenic shock.

Death.

Emboli, distal (air, tissue or thrombotic emboli).
Emergent coronary artery bypass surgery.

Heart failure.

Hematoma.

Haemorrhage.

Hypotension/Hypertension.

Infectious complications.

Infectious inflammation.

Myocardial ischemia.

Coronary artery dissection, perforation or rupture.
Pericardial effusion.

Pseudo aneurysm, femoral artery.

Renal failure.

Restenosis of stented segment.

Shock/Pulmonary edema.

Coronary artery spasm.

Stent embolization.

Stent thrombosis/occlusion.

Stroke/cerebrovascular accident/transient ischemic attack.
Total occlusion of coronary artery or shunt.

Vessel trauma requiring surgical repair or reintervention.
Histological changes in vessel wall, including inflammation, cellular damage or necrosis.

Allergic reaction to stainless steel,

arnings

Application of JUPITER Coronary Intravascular Stent Implantation System/Rapid Exchange
carries an associated risk of subacute thrombosis, vascular complications such as bleeding,
hematoma or pseudoaneurysm. During the entire vessel endotheliazation period all patients should
undergo anti-platelet therapy in the stenting area.

JUPITER Coronary Intravascular Stent Implantation System/Rapid Exchange must not be
implanted in patients with allergic reactions to stainless steel.

Implantation of JUPITER Coronary Intravascular Stent Implantation System/Rapid Exchange

should be performed only by physicians who have received appropriate training.
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< Implantation of JUPITER Coronary Intravascular Stent Implantation System/Rapid Exchange
should only be performed at hospitals where emergency coronary artery bypass graft surgery can
be readily performed.

= Direct Stenting without prior dilation of the lesion has not been studied using this product.

= Implantation of JUPITER Coronary Intravascular Stent Implantation System/Rapid Exchange may
lead to development of subsequent restenosis, whieh may require reintervention (particularly,
insertion and expansion of a dilatation catheter in arterial sesgment containing the stent). The long-
term outcome following repeated dilation of coronary stents is unknown at present.

= When multiple stents are required, if placement results in stent to stent contact, stent materials

should be of similar composition to avoid the possibility of dissimilar metal corrosion.

plication method
pection Prior to Use

Carefully inspect the sterile package before opening. Do not use JUPITER Coronary Intravascular
at after the “Expire” date. If the integrity of the sterile package has been compromised prior to the
duct “Expire” date (e.g., damage of the package), contact manufacturer QualiMed Innovative
dizinprodukte GmbH, Germany or its authorized representative in the Russian Federation - CJSC
.ncet". Contact addresses and phone numbers are given in section "Warranty/Liability" of these
;ructions for Use. Do not use if any defects are noted in the device or package.
<TE: If at any time during use the proximal shaft for catheter delivery has been bent or kinked, do not

continue to use the device.

Devices and materials required (not included in JUPITER Coronary Intravascular Stent
plantation System/Rapid Exchange package) (All devices and materials are disposable: do not reuse
Jor resterilize them):
= Guiding catheter(s) (inner lumen min. 1.42 mm) with the appropriate configuration for the

coronary artery to be treated;
e 10 or 20 ml syringe;
= Rotating hemostatic valve(s) with a minimum diameter of 0.096 inch/ 2.39mm;
e Guide wire 0.014 inch/ 0.36 mm;
e 60% contrast medium diluted 1:1;
= Sterile physiological saline solution;
< Inflation device and a three-way stopcock for balloon inflation;

= Introducer.

;paration for Use
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kaging Removal (Step Action)

1 Carefully remove JUPITER Coronary Intravascular Stent Implantation System/Rapid Exchange
from its protective tubing for preparation of the implantation system. Do not bend or kink hypo
tube of the dilatation catheter of implantation system during removal.

1. Remove the transparent cover (cap) from the dilatation catheter from the tip and carefully retrieve
the protective guide wire. Holding the dilatation catheter of implantation system with one hand on
the proximal part from the stent, with the other hand carefully remove the transparent cover (cap)
of the stent distally.

re: Care should be taken not to kink or bend the shaft of the dilatation catheter upon

lication.

nt System Guide wire Lumen Flush (Step Action)
1. Flush stent system guide wire lumen with heparinized saline using a syringe.
2. Verify that the stent is positioned between the proximal and distal radiopaque balloon markers.

Check for bends, kinks and other damage. Do not use if any defects are noted.

sparation of the dilatation catheter of implantation system (Step Action)

Prepare inflation device/syringe with diluted contrast medium.

Attach inflation device/syringe to stopcock; attach to inflation port. Do not bend the hypo tube when
connecting to inflation device/syringe.

With tip down, orient stent implantation system vertically.

Open stopcock to stent implantation system; pull negative for 15 seconds; release to neutral for
contrast fill.

Close stopcock to stent implantation system; purge inflation device/syringe of all air.

Repeat steps 4 through 6 until all air is expelled. If bubbles persist, do not use device.

If a syringe was used, attach a prepared inflation device to stopcock.

Open stopcock to the dilatation catheter of stent implantation system.

Leave on neutral.

ntDelivery Procedure (Step Action)
1. Prepare the vascular access site according to standard percutaneous transluminal coronary

angioplasty (PTCA) practice.

2. Predilate the lesion/vessel with appropriate diameter balloon having a ratio of 1:1 with the

diameter of the vessel.
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Maintain neutral pressure on inflation device attached to the dilatation catheter of stent
implantation system.

Put the dilatation catheter of stent implantation system onto the proximal part of guide wire, while
maintaining the distal part of guide wire position across target lesion.

Fully open rotating hemostatic valve to allow for easy passage of the stent and prevent damage to
the stent.

Ensure that the guiding catheter is securely placed in the lesion area, then insert the dilatation
catheter of implantation system in the coronary artery. Carefully advance the stent implantation
system into the hub of the guiding catheter, keeping the hypo tube of the dilatation catheter of

stent implantation system straight.

e

f unusual resistance is felt before the stent exits the guiding catheter, do not force passage. Resistance

indicate a problem and use of excessive force may result in stent damage or stent dislodgement from

iilatation catheter of stent implantation system. Maintain guide wire placement across the lesion and

)ve the stent implantation system and guiding catheter as a single unit.

1,

Advance the stent implantation system over the guide wire to target lesion under direct
fluoroscopic visualization. Utilize the proximal and distal radiopaque balloon markers as a
reference point for correct positioning. The inside edges of the marker bands indicate both the
stent edges and balloon shoulders inflated. If the position of the stent is not optimal, do not deploy
the stent; in such case the stent should be carefrilly repositioned or removed.

Sufficiently tighten the rotating hemostatic valve. Stent is now ready to be deployed.

it Deployment Procedure (Step Action)

1

Inflate the balloon of catheter of stent implantation system to a minimum pressure of 9 bar, (900
kPa) (deployment pressure). Higher pressures may be necessary to expand the stent to optimize
stent apposition against the arterial wall. The pressure of the balloon of catheter of stent
implantation system must not exceed rated burst pressure of 18 bar (1800 kPa) for stent diameters
2.00 to 3.50 mm and 16 bar (1600 kPa) for stent diameters at 4.00 mm.

Maintain inflation pressure for 15-30 seconds for full expansion of the stent.

L Deflate balloon by pulling negative on inflation device until balloon is fully deflated,

K

Confirm stent position and deployment using standard angiographic techniques. For optimal

results, the entire stenosed arterial segment should be covered by the stent.
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Optimal expansion requires that the stent be in full contact with the artery wall. All efforts should
be taken to assure that the stent is not underdilated. Stent expansion should be performed with
fluoroscopic visualization.

If stent sizingZapposition requires optimization, readvance the balloon of the catheter of stent
implantation system, or another dilatation catheter of the appropriate size, to the stented area using
standard angioplasty techniques.

Inflate the balloon to the desired pressure while observing by X-ray imaging. Deflate the balloon
(see Balloon Compliance Chart supplied with device).

Reconfirm stent position and angiographic result. Ensure that the stent is positioned between the
proximal and distal radiopaque markers of the balloon of stent implantation system. Repeat

inflations until the desired result is achieved.

it Implantation System Removal Procedure (Step Action)

1
2.
3.

Ensure balloon of the catheter is fully deflated.
Fully open rotating hemostatic valve.
While maintaining guide wire position and negative pressure on inflation device, withdraw

implantation system.

icautions when handling JUPITER Coronary Intravascular Stent Implantation

:tem/Rapid Exchange

Before using, check the product “Expire” date.

Verify visually that the stent is located between the proximal and distal balloon markers of the
implantation system.

Coronary Intravascular Stent Implantation System/Rapid Exchange is designed for use as a unit.
The stent is not to be removed from its delivery balloon, it may result in damaging and/or
embolization of the stent. The stent is not designed to be crimped onto another balloon.

Special care must be taken not to handle or in any way disrupt the stent position on the
implantation system. This is most important during catheter removal from packaging, placement
over guide wire, and advancement through hemostasis valve adapter and guiding catheter hub.
Excessive manipulation, e.g. rolling the mounted stent, may result in dislodgement of the stent
from the implantation system.

Avoid handling the stent on the delivery hands without using protective gloves.

In the event the stent is not deployed on the implantation system, please contact QualiMed

Innovative Medizinprodukte GmbH, Germany or its authorized representative in the RF CJSC
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"Lancet" to clarify the return procedure. Contact addresses and phone numbers are given in
section "Warranty/Liability" of these Instructions for Use.

Use only the appropriate solution of contrast medium. Do not use air or any gas medium to inflate
the balloon.

Stent contact with any fluid prior to placement is not recommended. However, if it is absolutely
necessary to flush the stent with sterile/isotonic saline, contact time should be limited (1 minute

maximum).

ecautions when implanting and removing JUPITER Coronary Intravascular Stent

plantation System/Rapid Exchange

Do not pre-inflate balloon prior to stent deployment other than as directed.

Implanting a stent may lead to dissection of the vessel distal and/or proximal to the stented
portion, and may cause acute closure of the vessel requiring additional intervention (e.g., CABG,
further dilation, placement of additional stents, or other).

The target lesion must be sufficiently predilated prior to stent implantation.

Do not expand the stent if it is not properly positioned in the vessel.

Balloon pressures should be monitored during inflation. Do not exceed rated burst pressure as
indicated on the Balloon Compliance Chart fixed to product label. Use of pressures higher than
specified on product label may result in a ruptured balloon and potential intimal damage and
dissection. The vessel should be pre-dilated with appropriate diameter balloon having a 1:1 ratio
with the vessel diameter.

Stent retrieval methods (use of additional wires, snares and/or forceps) may result in additional
trauma to the vascular site. Complications can include bleeding, hematoma or pseudoaneurysm.

If unusual resistance is felt at any time during lesion access before stent implantation, the stent
implantation system and the guiding catheter should be removed as a single unit.

Do not attempt to pull an unexpanded stent back into the guiding catheter while engaged in the
coronary arteries, as stent damage or stent dislodgement from the balloon of catheter of stent
implantation system may occur.

An unexpanded stent should be introduced into the coronary arteries one time only. An
unexpanded stent should not be subsequently moved in and out through the distal end of the
guiding catheter as stent damage or stent dislodgement from the balloon of catheter of stent

implantation system may occur.

TE: The following steps should be executed under direct visualization using X-ray imaging.
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Maintain guide wire placement across the lesion during the entire removal process. Carefully pull
back the stent implantation system until the proximal radiopague balloon marker of the stent
implantation system is aligned with the distal tip of the guiding catheter.

The stent implantation system and guiding catheter should be pulled back until the tip of the
guiding catheter is just distal to the arterial sheath, allowing the guiding catheter to straighten.
Carefully retract the stent implantation system into the guiding catheter and remove the stent
implantation system and guiding catheter from the patient as a single unit while leaving the guide
wire across the target lesion.

Failure to follow these steps and/or applying excessive force to the stent implantation system can
potentially result in stent damage, stent dislodgement from the balloon and/or damage to the

implantation system.

Acautions after implantation of JUPITER Coronary Intravascular Stent

Care must be exercised when crossing a newly deployed stent with an intravascular ultrasound
(IVUS) catheter, a coronary guide wire, or a dilatation catheter to avoid disrupting the stent
geometry.

Do not perform Magnetic Resonance Imaging (MRI) scan on patient’s post-stent implantation
until the stent has been completely endothelialized (90 days) to minimize the potential for
migration. The stent may cause artefacts in MRI scans due to distortion of the magnetic field.

In order to reduce the risk of thrombosis inside the stent, during the entire vessel endotheliazation

period, anti-platelet therapy in the stenting area should be prescribed for all patients.

use precaution statement

For single patient use only. Do not reuse, reprocess and/or resterilize. Reuse, reprocessing or

erilization may compromise the structural integrity of the device and/or lead to device failure which,

um, may result in patient injury, illness or death. Reuse, reprocessing or resterilization may also create

sk of contamination of the device and/or cause patient infection or cross-infection, including, but not

ited to, the transmission of infectious disease from one patient to another. Contamination of the

ice may lead to injury, illness or death ofthe patient.

kage 1 JUPITER Coronary Intravascular Stent Implantation System/Rapid Exchange in
tent:

dispenser with balloon compliance scale packed in sealed sterile plastic package.

Package with device, instructions for use and desiccant placed in a cardboard box.

commended transportation, storage and usage conditions

1

Transport at temperature 20 - 25°C, relative humidity 70%.
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Keep in a cool, dark and dry place, at temperature 20 - 25°C, relative humidity 70%.

Usage conditions- at temperature 20 - 25°C, relative humidity 70%.

= = =

See section "Graphical symbols for labeling primary and secondary packages".

). Use immediately after the sterile package is opened.

)Osal instructions
After use, dispose of product and packaging in accordance with common requirements to disposal

aste of medical devices.

[fLife

Shelflife - 2 years from the date of sterilization. Do not use after expiry.

Tanty/Liability

Carefully read instructions of use before proceeding. QualiMed Innovative Medizinprodukte GmbH
«anty exists only under the provision that the use of the product has been carried out in accordance
the Instruction of Use. The warning notices being contained in this Instruction of Use have to be
lidered particularly as an essential part of warranty granted by QualiMed Innovative Medizinprodukte
5H.

Use the product before expiration of the ,,Best-Before-Date” mentioned on the packing. QualiMed

ivative Medizinprodukte GmbH grants a warranty on the products up to the mentioned “Best-Before-

If the integrity of the sterile package has been compromised, if any other defects in the package or
device have been identified, please contact QualiMed Innovative Medizinprodukte GmbH,
‘hstrasse 16, 21423 Winsen, Germany, phone No.: +49 4171 6578 0, fax: +49 4171 6578 11 or its
orized representative Closed Joint-Stock Company "Lancet" (CJSC "Lancet"), 17, Otkrytoe Shosse,
Jing 1, Moscow, Russia, 107143, phone No.: + 7 (495) 646-56-65, fax: + 7 (495) 646-56-66.

phical symbols for labeling primary and secondary packages

bol Description

Sterilized with ethylene oxide gas

STERILE EO
Lot number
LOT
Mi Manufacturer
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# HYDROPHILIC

0124

11 *mO

nufacturer

iliMed Innovative Medizinprodukte GmbH
chstrasse 16

23 Winsen

many

ne No.:+49 4171 6578 0

+49 4171 6578 11
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Each device is suitable for one (1)
time use only, reuse is
PROHIBITED

Expires

Keep in a cool, dry and dark place

Read instructions prior to use

Hydrophilic coating

CE Marking
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IK ZINTELLIGENT KINETICS



INSTRUCTIONS FOR USE
APOLLO Coronary Intravascular Stent Implantation System (Rapid Exchange)
Carefully read all instructions prior to use. Observe all warnings and precautions noted throughout
se instructions; otherwise, complications may occur. For single patient use only. Use the product

ore expiration of the ,,Best-Before-Date” mentioned on the packing.

ERILE: Sterilized with ethylene oxide. Do not use if the sterile package is open or damaged,
scription

APOLLO Coronary Intravascular Stent Implantation System/ Rapid Exchange is a flexible balloon
jandable stent mounted on a rapid exchange (RX) stent implantation system. The RX stent
plantation system is designed for safe insertion of the stent in the coronary vessels and for stent
)loyment in the desired area by means of expansion of the balloon on which the stent is mounted.

The RX Stent Implantation System consists of a dilatation catheter with a balloon on the distal end.
e stent is mounted on the balloon. The balloon of stent implantation system expands to the nominal
meter at the nominal pressure.

APOLLO Coronary Intravascular Stent Implantation System/ Rapid Exchange has the following
ributes:

- Stent is made from stainless steel (316 LVM) with biostable polymeric Paclitaxel-eluting coating.
Depending on the stent size Paclitaxel content varies from 261 to 1289 pg. Paclitaxel
concentration - 1.0 pgZ/mm\. Polymeric coating - ProTector (INN - Polysulfone).

- The balloon ofthe dilatation catheter of stent implantation system is made from nylon Grilamid
L25.

- Balloon diameter - from 2 to 4 mm; balloon length from 11 to 40 mm.

- Tip of the dilatation catheter and flexible distal shaft are made from High-Density polyethylene
(HDPE) Pebax 7233, and MEVOPUR Black colorant is added to the tip of the dilatation catheter.

- The dilatation catheter of stent implantation system is fitted with a three-layer inner tube made
from High-Density polyethylene (HDPE) Pebax 7233 /Low-Density polyethylene (LDPE) Plexar
PX 3080 /High-Density polyethylene (HDPE) Petrothene-LM 6007 with Reflex blue C colorant.

- In order to ensure best sliding and stent implantation to the target area, the distal shaft of the
dilatation catheter of stent implantation system is fitted with two-layer hydrophilic coating. Base
coat - DSM Primer 41002, Top coat - DSM Comfort Coat Topcoat 43003.

- Hypo tube of the dilatation catheter of stent implantation system consists of two parts: 1) (PTFE)
Polytetrafluoroethylene (Xylan) coated stainless steel 304 L and 2) uncoated stainless steel 304 L.

- Kinking protection cover of the dilatation catheter of stent implantation system is made from

Thermoplastic Urethane Texin RxT85A with Blue tioxide TR-27 colorant.
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The cannula Luer Lock is made from Polycarbonate (PC) Lexan HPS 7. Signs are made on Luer
Lock cannula wings with No-Tox Black vinyl paint.

The balloon of the dilatation catheter of stent implantation system has two radiopaque markers
(Platinum - 90%, Iridium- 10%), used for precise positioning of the balloon.

The balloon of stent implantation system can be used for post-dilatation purposes.

The dilatation catheter of stent implantation system is fitted with two shaft markers made from
stainless steel 304 L, designed to determine the position of the dilatation catheter implantation
system in relation to the guiding catheter.

Balloon nominal pressure - 9 bar.

m Burst pressure - 18 bar (for balloon diameter from 2 to 3.50 mm); 16 bar (for balloon diameter 4.00
mm).

m Dilatation catheter of stent implantation system is compatible with guide wire diameter 0.014”.

m The tip of dilatation catheter of stent implantation system is put on the protective guide wire made
from stainless steel WKN 1.4301 (tip of protective guide wire from Polytetrafluoroethylene
(PTFE) Teflon with Blue basic colorant), length 360, diameter 0.38 mm, passing on the inside of
the distal part of the catheter and comes outside through the port.

- In order to protect the stent and the balloon from damage, on the side of the tip the dilatation
catheter is fitted with a transparent cover (cap) made from Polytetrafluoroethylene (PTFE) Teflon,
which should be removed before the stenting procedure along with retrievable protective guide
wire.

le 1. Dimensions of APOLLO Coronary Intravascular Stent, dimensions of the balloon of the

eter of stent implantation system

nt Stent Balloon Usable balloon Inner distance Strut Strut breadth,
meter 7/ length, mm length, length, + 0.5 mm ofthe markers, thickness, mm
loon mm + 0.5 mm mm
meter,
1
10 1 11,50 10,30 0,105 +0,010 0,118+0,010
14 15 15,50 14,30
18 20 20,50 19,30
24 25 25,50 24,30
28 30 30,50 29,30
34 35 35,50 34,30
38 40 41,50 40,30
5 10 1 11,50 10,30 0,105 +0,010 0,118+0,010
14 15 15,50 14,30
18 20 20,50 19,30
24 25 25,50 24,30
28 30 30,50 29,30
34 35 35,50 34,30
38 40 41,50 40,30
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D 10
14
18
24
28
34
38
5 10
14
18
24
28
34
38
0 10
14
18
24
28
34
38
5 10
14
18
24
28
34
38
0 10
14
18
24
28
34
38
0 10
14
18
24
28
34
38

n
15
20
25
30
35
40
1
15
20
25
30
35
40
1
15
20
25
30
35
40
12
16
20
25
30
35
40
12
16
20
25
30
35
40
12
16
20
25
30
35
40

11,50
15,50
20,50
25,50
30,50
35,50
41,50
11,50
15,50
20,50
25,50
30,50
35,50
41,50
11,50
15,50
20,50
25,50
30,50
35,50
41,50
12,50
16,50
20,50
25,50
30,50
35,50
41,50
12,50
16,50
20,50
25,50
30,50
35,50
41,50
12,50
16,50
20,50
25,50
30,50
35,50
41,50

10,30
14,30
19,30
24,30
29,30
34,30
40,30
10,30
14,30
19,30
24,30
29,30
34,30
40,30
10,30
14,30
19,30
24,30
29,30
34,30
40,30
11,30
15,30
19,30
24,30
29,30
34,30
40,30
11,30
15,30
19,30
24,30
29,30
34,30
40,30
11,30
15,30
19,30
24,30
29,30
34,30
40,30

0,105 +0,010 0,118+0,010

0,105 +0,010 0,118+0,010

0,105 +0,010 0,118+0,010

0,115 +£0,010 0, 125+0,010

0,115 +0,010 0, 125+0,010

0,115 +0,010 0, 125 0,010

le 2. Technical characteristics of the dilatation catheter of stent implantation system

ameter

ible length of dilatation catheter of stent implantation

tem, mm

of dilatation catheter of stent implantation system, mm
tal part of catheter, mm
I<ible distal shaft (Transition zone from hypo tube to
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35+05
237+15
105+15



ler tubing of the catheter), mm
@®O tube, mm 107015
Dximal shaft diameter of the dilatation catheter of stent Max. 2,1 F (0,70 mm)

plantation system, F /mm

stal shaft diameter of the dilatation catheter of stent Max. 2,6 F (0,86 mm)
plantation system, F /mm

D- Proximal Shaft marker Distance of dilatation catheter, 985 = 15

n

3 - Distal Shaft marker Distance of dilatation catheter, 880% 15

n

nking protection cover, mm Diameter-1,10
Length - 35
Thickness - 0,2

mnula Luer Lock, mm Length - 41

Inner diameter fi-om 0,7 to 1,25
)tal balloon length of the dilatation catheter of stent Depends on stent size*
[plantation system, mm
sable balloon length of the dilatation catheter of stent Depends on stent size*
[plantation system, mm
ner distance of the markers Depends on stent size*
ipered Tip Profile of the dilatation catheter of stent 0,45

[plantation system, mm

p entrance profile of the dilatation catheter of stent 0,54
[plantation system, mm

Ucations for use

APOLLO Coronary Intravascular Stent Implantation System/ Rapid Exchange is designed for
iting of coronary arteries when treating coronary vessel constriction due to advancing arterial sclerotic
ease, Not requiring open surgery.

APOLLO Coronary Intravascular Stent Implantation System/ Rapid Exchange is designed for
Droving the lumen of native coronary arteries (de novo) or vein grafts:

- in patients with symptomatic ischemic disease due to stenotic lesions of native coronary
vessels;

- in patients with symptomatic ischemic disease due to occlusive lesions of native coronary
vessels;

- in patients with symptomatic ischemic disease after coronary artery bypass grafting when

treating stenotic lesions of coronary artery bypasses;

- fot BeSreiM o1 acN\ie ot d ttScM. W

percutaneous coronary intervention.
Drug coatingof APOLLO
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- restenosis frequency after percutaneous coronary intervention,
- revascularization frequency oftarget lesion,
- frequency of late loss of vessel lumen after stenting procedure.
Implantation of APOLLO Drug-Eluting Coronary Intravascular Stent is also indicated for treatment
brupt or threatening closure in patients with failed interventional therapy.
The treated lesion length should be less than the nominal stent length (stent length - from 10 to 38

i) with reference vessel diameters from 2.0 to 4.0 mm.

itraindications
dantation of APOLLO Coronary Intravascular Stent Implantation System/ Rapid Exchange is
traindicated for patients with the following conditions:

- Hypersensibility to Paclitaxel.

- Allergic reaction to stainless steel.

- Allergic reaction to Polysulfone.

- Severe reaction to contrast agents.

- Patients in whom anti-platelet and/or anticoagulant therapy is contraindicated.

- In-stent restenosis.

- Myocardial infarction < 72 hours.

- Stenting of saphenous vein grafts.

- Unprotected left main coronary artery.

- Total occlusion of target vessel.

- Heavily calcified lesions.

- Lesions involving arterial segments with highly tortuous anatomy.

- Lesions involving a bifurcation. Stent implantation in bifurcation area.

- Left ventricular ejection fraction < 30 %.

- Cardiogenic shock.

- Presence of definite or probable intraluminal thrombus.

- Any patients judged to have a lesion which may interfere with proper stent deployment.

- Pregnancy and breast-feeding.

Qtial Adverse Events
Abrupt stent closure.
Acute myocardial infarction.
Allergic reaction to anticoagulant and/or anti-platelet therapy and/or contrast medium and/or

anesthetic agents.
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Stenocardia.

Arrhythmias, including ventricular fibrillation (VF) and ventricular tachycardia (VT).
Arteriovenous Fistula.

Cardiac Tamponade.

Cardiogenic Shock.

Death.

Emboli, distal (air, tissue or thrombotic emboli).
Emergent Coronary Artery Bypass Surgery.

Heart Failure.

Hematoma.

Haemorrhage.

Hypotension/Hypertension.

Infectious complications.

Infectious inflammation.

Myocardial ischemia.

Coronary artery dissection, perforation or rupture.
Pericardial effusion.

Pseudo aneurysm, femoral.

Renal failure.

Restenosis of stented segment.

Shock/Pulmonary edema.

Coronary artery spasm.

Stent embolization.

Stent thrombosis/occlusion.

Stroke/cerebrovascular accident/transient ischemic attack.
Total occlusion of coronary artery or shunt.

Vessel trauma requiring surgical repair or reintervention.
Histologic changes in vessel wall, including inflammation, cellular damage or necrosis.
Allergic reaction to stainless steel.

Allergic reaction to Paclitaxel, Polysulfone.

Alopecia

Myalgia/Arthralgia

Gastrointestinal symptoms

Peripheral neuropathy
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Hematologic dyscrasia (anaemia, leukopenia, neutropenia, thrombocytopenia)

Hepatic enzyme changes

nmgs

»

»

Application of APOLLO Coronary Intravascular Stent Implantation System/Rapid Exchange
carries an associated risk of subacute thrombosis, vascular complications such as bleeding,
hematoma or pseudoaneurysm. Antiplatelet therapy must be prescribed for all patients for a period
of 6 months post procedure.

APOLLO Stent Implantation System/Rapid Exchange must not be implanted in patients with
allergic reactions to stainless steel, Polysulfone and/or hypersensibility to Paclitaxel.

Implantation of APOLLO Coronary Intravascular Stent Implantation System/Rapid Exchange
should be performed only by physicians who have received appropriate training.

Implantation of APOLLO Coronary Intravascular Stent Implantation System/Rapid Exchange
should only be performed at hospitals where emergency coronary artery bypass graft surgery can
be readily performed.

Direct Stenting without prior dilation of the lesion has not been studied using this product.
Implantation of APOLLO Coronary Intravascular Stent Implantation System/Rapid Exchange
may lead to development of subsequent restenosis, which may require reintervention (particularly,
insertion and expansion of a dilatation catheter in arterial sesgment containing the stent). The long-
term outcome following repeated dilation of coronary stents is unknown at present.

When multiple stents are required, if placement results in stent to stent contact, stent materials
should be of similar composition to avoid the possibility of dissimilar metal corrosion.

Polymer coated implants may cause inflammable and/or prothrombotic reactions. The treating
physician should balance the medical advantage of a biostable polymer-coated Paclitaxel-Eluting

Stent against the potential risk.

g interactions

amount of Paclitaxel contained in one stent creates its minimum concentration; therefore drug

=actions may be neglected.

plication method

»ection Prior to Use

Carefully inspect the sterile package before opening. Do not use APOLLO Coronary Intravascular

t after the “Expire” date. If the integrity of the sterile package has been compromised prior to the

iuct “Expire” date (e.g., damage of the package), contact manufacturer QualiMed Innovative

izinprodukte GmbH, Germany or its authorized representative in the in the Russian Federation -
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5C "Lancet". Contact addresses and phone numbers are given in section "Warranty/Liability" of these

tructions for Use. Do not use if any defects are noted in the device or package.

>TE: If at any time during use the proximal shaft for catheter delivery has been bent or kinked, do not
continue to use the device.

Devices and materials required (not included in APOLLO Coronary Intravascular Stent
plantation System/Rapid Exchange package) (All devices and materials are disposable: do not reuse
1/or resterilize them):
= Guiding catheter(s) (inner lumen min. 1.42 mm) with the appropriate configuration for the

coronary artery to be treated,;
e 10 or 20 ml syringe;
= Rotating hemostatic valve(s) with a minimum diameter 0f 0.096 inch/ 2.39mm;
e Guide wire 0.014 inch/ 0.36 mm;
e 60% contrast medium diluted 1:1;
= Sterile physiological saline solution;
= Inflation device and a three-way stopcock for balloon inflation;

« Introducer.

eparation for Use
ckaging Removal (Step Action)

1. Carefully remove APOLLO Coronary Intravascular Stent Implantation System/Rapid Exchange
from its protective tubing for preparation of the implantation system. Do not bend or kink hypo
tube of the dilatation catheter of implantation system during removal.

2. Remove the transparent cover (cap) from the dilatation catheter from the tip and carefully retrieve
the protective guide wire. Holding the dilatation catheter of implantation system with one hand on
the proximal part from the stent, with the other hand carefully remove the transparent cover (cap)
ofthe stent distally.

)TE: Care should be taken not to kink or bend the shaft of the dilatation catheter upon
plication.
ent System Guide wire Lumen Flush (Step Action)

1. Flush stent system guide wire lumen with heparinized saline using a syringe.

2. Verify that the stent is positioned between the proximal and distal radiopaque balloon markers.

Check for bends, kinks and other damage. Do not use if any defects are noted.

eparation of the dilatation catheter of implantation system (Step Action)

Prepare inflation device/syringe with diluted contrast medium.
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attach inflation device/syringe to stopcock; attach to inflation port. Do not bend the hypo tube when

:onnecting to inflation device/syringe.

With tip down, orient stent implantation system vertically.

Dpen stopcock to stent implantation system; pull negative for 15 seconds; release to neutral for

contrast fill.

I'lose stopcock to stent implantation system; purge inflation device/syringe of all air.

Repeat steps 4 through 6 until all air is expelled. 1f bubbles persist, do not use device,

f a syringe was used, attach a prepared inflation device to stopcock.

Dpen stopcock to the dilatation catheter of stent implantation system.

eave on neutral.

tit Delivery Procedure (Step Action)

1

e

Prepare the vascular access site according to standard percutaneous transluminal coronary
angioplasty (PTCA) practice.

Predilate the lesion/vessel with appropriate diameter balloon having a ratio of 1:1 with the
diameter of the vessel.

Maintain neutral pressure on inflation device attached to the dilatation catheter of stent
implantation system.

Put the dilatation catheter of stent implantation system onto the proximal part of guide wire, while
maintaining the distal part of guide wire position across target lesion.

Fully open rotating hemostatic valve to allow for easy passage of the stent and prevent damage to
the stent.

Ensure that the guiding catheter is securely placed in the lesion area, then insert the dilatation
catheter of implantation system in the coronary artery. Carefully advance the stent implantation
system into the hub of the guiding catheter, keeping the hypo tube of the dilatation catheter of

stent implantation system straight.

If unusual resistance is felt before the stent exits the guiding catheter, do not force passage. Resistance

mndicate a problem and use of excessive force may result in stent damage or stent dislodgement from

dilatation catheter of stent implantation system. Maintain guide wire placement across the lesion and

ove the stent implantation system and guiding catheter as a single unit.

Advance the stent implantation system over the guide wire to target lesion under direct
fluoroscopic visualization. Utilize the proximal and distal radiopaque balloon markers as a

reference point for correct positioning. The inside edges of the marker bands indicate both the
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h

stent edges and balloon shoulders inflated. |f the position of the stent is not optimal, do not deploy
the stent; in such case the stent should be carefully repositioned or removed.

Sufficiently tighten the rotating hemostatic valve. Stent is now ready to be deployed.

nt Deployment Procedure (Step Action)

1.

Inflate the balloon of catheter of stent implantation system to a minimum pressure of 9 bar, (900
kPa) (deployment pressure). Higher pressures may be necessary to expand the stent to optimize
stent apposition against the arterial wall. The pressure of the balloon of catheter of stent
implantation system must not exceed rated burst pressure of 18 bar (1800 kPa) for stent diameters
2.00 to 3.50 mm and 16 bar (1600 kPa) for stent diameters at 4.00 mm.

Maintain inflation pressure for 15-30 seconds for full expansion of the stent.

Deflate balloon by pulling negative on inflation device until balloon is fully deflated.

Confirm stent position and deployment using standard angiographic techniques. For optimal
results, the entire stenosed arterial segment should be covered by the stent.

Optimal expansion requires that the stent be in full contact with the artery wall. All efforts should
be taken to assure that the stent is not underdilated. Stent expansion should be performed with
fluoroscopic visualization.

If stent sizing/apposition requires optimization, readvance the balloon of the catheter of stent
implantation system, or another dilatation catheter of the appropriate size, to the stented area using
standard angioplasty techniques.

Inflate the balloon to the desired pressure while observing by X-ray imaging. Deflate the balloon
(see Balloon Compliance Chart supplied with device).

Reconfirm stent position and angiographic result. Ensure that the stent is positioned between the
proximal and distal radiopaque markers of the balloon of stent implantation system. Repeat

inflations until the desired result is achieved.

it Implantation System Removal Procedure (Step Action)

l.
1
1

Ensure balloon ofthe catheter is fully deflated.
Fully open rotating hemostatic valve.
While maintaining guide wire position and negative pressure on inflation device, withdraw

implantation system.

cautions when handling APOLLO Coronary Intravascular Stent Implantation

tem/Rapid Exchange

» Before using, check the product “Expire” date.

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Verify visually that the stent is located between the proximal and distal balloon markers of the
implantation system.

Coronary Intravascular Stent Implantation System/Rapid Exchange is designed for use as a unit.
The stent is not to be removed from its delivery balloon; it may result in damaging and/or
embolization of the stent. The stent is not designed to be crimped onto another balloon.

Special care must be taken not to handle or in any way disrupt the stent position on the
implantation system. This is most important during catheter removal from packaging, placement
over guide wire, and advancement through hemostasis valve adaptor and guiding catheter hub.
Excessive manipulation, e.g. roiling the mounted stent, may result in damaging the coating or
dislodgement of the stent from the implantation system.

Avoid handling the stent on the delivery hands without using protective gloves.

In the event the stent is not deployed on the implantation system, please contact QualiMed
Innovative Medizinprodukte GmbH, Germany or its authorized representative in the RE CISC
"Lancet" to clarify the return procedure. Contact addresses and phone numbers are given in
section "Warranty/Liability" of these Instructions for Use.

Use only the appropriate solution of contrast medium. Do not use air or any gas medium to inflate
the balloon.

Stent contact with any fluid prior to placement is not recommended as there is a possibility of
Paclitaxel release. However, if it is absolutely necessary to flush the stent with sterile/isotonic

saline, contact time should be limited (1 minute maximum).

recautions when implanting and removing APOLLO Coronary Intravascular Stent

npiantation System/Rapid Exchange

Do not pre-inflate balloon prior to stent deployment other than as directed.

Implanting a stent may lead to dissection of the vessel distal and/or proximal to the stented
portion, and may cause acute closure of the vessel requiring additional intervention (e.g., CABG,
further dilation, placement of additional stents, or other).

The target lesion must be sufficiently predilated prior to stent implantation.

Do not expand the stent if it is not properly positioned in the vessel.

Balloon pressures should be monitored during inflation. Do not exceed rated burst pressure as
indicated on the Balloon Compliance Chart fixed to product label. Use of pressures higher than
specified on product label may result in a ruptured balloon and potential intimal damage and
dissection. The vessel should be pre-dilated with appropriate diameter balloon having a 1.1 ratio

with the vessel diameter.
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= Stent retrieval methods (use of additional wires, snares and/or forceps) may result in additional
trauma to the vascular site. Complications can include bleeding, hematoma or pseudoaneurysm.

< |If unusual resistance is felt at any time during lesion access before stent implantation, the stent
implantation system and the guiding catheter should be removed as a single unit.

< Do not attempt to pull an unexpanded stent back into the guiding catheter while engaged in the
coronary arteries, as stent damage or stent dislodgement from the balloon of catheter of stent
implantation system may occur.

< An unexpanded stent should be introduced into the coronary arteries one time only. An
unexpanded stent should not be subsequently moved in and out through the distal end of the
guiding catheter as stent damage or stent dislodgement from the balloon of catheter of stent

implantation system may occur.

3TE: The following steps should be executed under direct visualization using X-ray imaging.

< Maintain guide wire placement across the lesion during the entire removal process. Carefully pull
back the stent implantation system until the proximal radiopaque balloon marker of the stent
implantation system is aligned with the distal tip of the guiding catheter.

= The stent implantation system and guiding catheter should be pulled back until the tip of the
guiding catheter is just distal to the arterial sheath, allowing the guiding catheter to straighten.
Carefully retract the stent implantation system into the guiding catheter and remove the stent
implantation system and guiding catheter from the patient as a single unit while leaving the guide
wire across the target lesion.
Failure to follow these steps and/or applying excessive force to the stent implantation system can
potentially result in stent damage, stent dislodgement from the balloon and/or damage to the

implantation system.

recautions after implantation of APOLLO Coronary Intravascular Stent
e Care must be exercised when crossing a newly deployed stent with an intravascular ultrasound
(IVUS) catheter, a coronary guide wire, or a dilatation catheter to avoid disrupting the stent
geometry or coating.
= Do not perform Magnetic Resonance Imaging (MRI) scan on patient’s post-stent implantation
until the stent has been completely endothelialized (90 days) to minimize the potential for
migration. The stent may cause artefacts in MRI scans due to distortion ofthe magnetic field.

= Prescribe an antiplatelet therapy for a period of 6 months to reduce the risk of stent thrombosis.
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juse precaution statement

For single patient use only. Do not reuse, reprocess and/or resterilize. Reuse, reprocessing or
iterilization may compromise the structural integrity of the device and/or lead to device failure which,
turn, may result in patient injury, illness or death. Reuse, reprocessing or resterilization may also create
isk of contamination of the device and/or cause patient infection or cross-infection, including, but not
lited to, the transmission of infectious disease from one patient to another. Contamination of the

vice may lead to injury, illness or death of the patient.

ickage 1 APOLLO Coronary Intravascular Stent Implantation System/Rapid Exchange in
ntent dispenser with balloon compliance scale packed in sealed sterile plastic package.

Package with device, instructions for use and desiccant placed in a cardboard box.

~commended transportation, storage and usage conditions

1. Transport at temperature 20 - 25°C, relative humidity 70%.
Keep in a cool, dark and dry place, at temperature 20 - 25°C, relative humidity 70%.
Usage conditions- at temperature 20 - 25°C, relative humidity 70%.

See section "Graphical symbols for labeling primary and secondary packages".

s W

Use immediately after the sterile package is opened.

sposal instructions
After use, dispose of product and packaging in accordance with common requirements to disposal

waste of medical devices.

lelf Life

Shelflife - 2 years from the date of sterilization. Do not use after expiry.

arranty/Liability

Carefully read instructions of use before proceeding. QualiMed Innovative Medizinprodukte GmbH
irranty exists only under the provision that the use of the product has been carried out in accordance
th the Instruction of Use. The warning notices being contained in this Instruction of Use have to be
nsidered particularly as an essential part of warranty granted by QualiMed Innovative Medizinprodukte
nbH.

Use the product before expiration of the ,,Best-Before-Date” mentioned on the packing. QualiMed
lovative Medizinprodukte GmbH grants a warranty on the products up to the mentioned *“Best-Before-

Lte”.
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If the integrity of the sterile package has been compromised, if any other defects in the package or

device have been identified, please contact QualiMed Innovative Medizinprodukte GmbH,
ichstrasse 16, 21423 Winsen, Germany, phone No.: +49 4171 6578 0, fax: +49 4171 6578 11 or its
borized representative Closed Joint-Stock Company "Lancet" (CJSC "Lancet"), 17, Otkrytoe Shosse,
Iding 1, Moscow, Russia, 107143, phone No.: + 7 (495) 646-56-65, fax; + 7 (495) 646-56-66.

aphical symbols for labeling primary and secondary packages
nbol Description

Sterilized with ethylene oxide gas
STERILE EO

Lot number
LOT

Manufacturer

Each device is suitable for one (1)
time use  only, reuse is
PROHIBITED

Expires

4 Keep in a cool, dry and dark place

\1/

Read instructions prior to use

Hydrophilic coating

# HYDROPHILIC
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(€...

CE Marking

ﬂmmur Logo:

~alf ] (s IK /INTELLIGENT KINETICS
wfacturer

JiMed Innovative Medizinprodukte GmbH

shstrasse 16

23 Winsen

nany

1¢ No.: +49 4171 6578 0

+49 4171 6578 11
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INSTRUCTIONS FOR USE
ABARIS Coronary Intravascular Stent Implantation System (Rapid Exchange)
Careftilly read all instructions prior to use. Observe all warnings and precautions noted throughout
e instructions; otherwise, complications may occur. For single patient use only. Use the product

re expiration of the ,,Best-Before-Date” mentioned on the packing.

M L E: Sterilized with ethylene oxide. Do not use if the sterile package is open or damaged,
cription

ABARIS Coronary Intravascular Stent Implantation System/ Rapid Exchange is a flexible balloon
mdable stent mounted on a rapid exchange (RX) stent implantation system. The RX stent
lantation system is designed for safe insertion of the stent in the coronary vessels and for stent
ioyment in the desired area by means of expansion of the balloon on which the stent is mounted.

The RX Stent Implantation System consists of a dilatation catheter with a balloon on the distal end.
stent is mounted on the balloon. The balloon of stent implantation system expands to the nominal
neter at the nominal pressure.

\RIS Coronary Intravascular Stent Implantation System/ Rapid Exchange has the following

butes:

- Stent is made from stainless steel (316 LV M), carbon ions impregnated up to 0.5 pm deep, with
biodegradable Sirolimus-eluting polymeric coating. Sirolimus content - 2.0 pg/mm™ (x 10%).
Sirolimus share ~ up to 33% (mass). Coating thickness - 5 pm. Polymeric coating - RESOMER
RG 504 (INN: PLGA (Polylactide 50%, Polyglycolid 50%)).

- The balloon of the dilatation catheter of stent implantation system is made from nylon Grilamid
L25.

- Balloon diameter - from 2 to 4 mm; balloon length from 12 to 40 mm.

- Tip of the dilatation catheter and flexible distal shaft are made from High-Density polyethylene
(HDPE) Pebax 7233, and MEVOPUR Black colorant is added to the tip of the dilatation catheter.

- The dilatation catheter of stent implantation system is fitted with a three-layer inner tube made
from High-Density polyethylene (HDPE) Pebax 7233 /Low-Density polyethylene (LDPE) Plexar
PX 3080 /High-Density polyethylene (HDPE) Petrothene-LM 6007 with Reflex blue C colorant.

- In order to ensure best sliding and stent implantation to the target area, the distal shaft of the
dilatation catheter of stent implantation system is fitted with two-layer hydrophilic coating. Base
coat - DSM Primer 41002, Top coat - DSM Comfort Coat Topcoat 43003.

- Hypo tube of the dilatation catheter of stent implantation system consists of two parts: 1) (PTFE)

Polytetrafluoroethylene (Xylan) coated stainless steel 304 L and 2) uncoated stainless steel 304 L.
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Kinking protection cover of the dilatation catheter of stent implantation system is made from
Thermoplastic Urethane Texin RxT85A with Blue tioxide TR-27 colorant.

The cannula Luer Lock is made from Polycarbonate (PC) Lexan HPS 7. Signs are made on Luer
Lock cannula wings with No-Tox Black vinyl paint.

m The balloon of the dilatation catheter of stent implantation system has two radiopaque markers
(Platinum - 90%, Iridium- 10%), used for precise positioning of the balloon.

- The balloon of stent implantation system can be used for post-dilatation purposes.

- The dilatation catheter of stent implantation system is fitted with two shaft markers made from
stainless steel 304 L, designed to determine the position of the dilatation catheter implantation
system in relation to the guiding catheter.

- Balloon nominal pressure - 9 bar.

- Burst pressure - 18 bar (for balloon diameter from 2 to 3.50 mm); 16 bar (for balloon diameter 4.00
mm).

- Dilatation catheter of stent implantation system is compatible with guide wire diameter 0.014”.

- The tip of dilatation catheter of stent implantation system is put on the protective guide wire made
from stainless steel WKN 1.4301 (tip of protective guide wire from Polytetrafluoroethylene
(PTFE) Teflon with Blue basic colorant), length 360, diameter 0.38 mm, passing on the inside of
the distal part ofthe catheter and comes outside through the port.

- In order to protect the stent and the balloon from damage, on the side of the tip the dilatation
catheter is fitted with a transparent cover (cap) made from Polytetrafluoroethylene (PTFE) Teflon,
which should be removed before the stenting procedure along with retrievable protective guide
wire.

le 1. Dimensions of ABARIS Coronary Intravascular Stent, dimensions of the balloon of

eter of stent implantation system

nt Stent Balloon Usable Inner distance Stmt thickness, Stmt breadth, mm
meter length, length, mm balloon of the markers, mm
alloon mm length, £ 0.5 + 0.5 mm
meter mm
im
10 12 12,50 11,30 0,110 +£0,010 0,120 +0,010
14 15 15,50 14,30
18 20 20,50 19,30
24 25 25,50 24,30
28 30 30,50 29,30
34 35 35,50 34,30
38 40 41,50 40,30
5 10 12 12,50 11,30 0,110+0,010 0,120 +0,010
14 15 15,50 14,30
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20.50
25.50
30.50
35.50
41.50
12.50
15.50
20.50
25.50
30.50
35.50
41.50
12.50
15.50
20.50
25.50
30.50
35.50
41.50
12.50
15.50
20.50
25.50
30.50
35.50
41.50
12.50
16,50
20,50
25.50
30.50
35.50
41.50
12.50
16.50
20.50
25,50
30,50
35,50
41.50
12.50
16.50
20.50
25.50
30.50
35.50
41.50

19.30
24.30
29.30
34.30
40.30
11.30
14.30
19.30
24.30
29.30
34.30
40.30
11.30
14.30
19.30
24.30
29.30
34.30
40.30
11.30
14.30
19.30
24.30
29.30
34.30
40.30
11,30
15,30
19,30
24,30
29,30
34.30
40.30
11.30
15.30
19.30
24,30
29,30
34,30
40,30
11.30
15.30
19.30
24.30
29.30
34.30
40.30

0,110+0,010

0,110+0,010

0,110+ 0,010

0,120 = 0,010
0,115 +0,010

0,120 = 0,010
0,115 +0,010

0,120 + 0,010
0,115+0,010

0,120 + 0,010

0,120 +0,010

0,120 =0,010

0, 130 +0,010

0, 130 +0,010

o, 130 +0,010



ameter
able length of dilatation catheter of stent implantation
tern, mm

) of dilatation catheter of stent implantation system, mm
btal part of catheter, mm

xible distal shaft (Transition zone from hypo tube to
ler tubmg of the catheter), mm

no tube, mm

)ximal shaft diameter of the dilatation catheter of stent

plantation system, F /mm
stal shaft diameter of the dilatation catheter of stent
plantation system, F /mm
3- Proximal Shaft marker Distance of dilatation catheter,

n

p - Distal Shaft marker Distance of dilatation catheter,
n
nking protection cover, mm

nnula Luer Lock, mm

tal balloon length of the dilatation catheter of stent
plantation system, mm

able balloon length of the dilatation catheter of stent
plantation system, mm

aer distance of the markers

pered Tip Profile of the dilatation catheter of stent

plantation system, mm

3 entrance profile of the dilatation catheter of stent
plantation system, mm

[ications for use

ABARIS Coronary Intravascular Stent Implantation System/ Rapid Exchange is designed for

iting of coronary arteries when treating coronary vessel constriction due to advancing arterial sclerotic

jase, not requiring open surgery.

ABARIS Coronary Intravascular Stent Implantation System/ Rapid Exchange is designed for

Value
1415 +15

3,5%0,5
23715
105+15

1070+15

Max. 2,1 F (0,70 mm)

Max. 2,6 F (0,86 mm)

985 + 15

880 +£15

Diameter -1,10

Length - 35

Thickness - 0,2

Length - 41

Inner diameter fi-om 0,7 to 1,25
Depends on stent size*

Depends on stent size*
Depends on stent size*

0,45

0,54

Jroving the lumen of native coronary arteries (de novo) or vein grafts:

- in patients with symptomatic ischemic disease due to stenotic lesions of native coronary

vessels;
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- in patients with symptomatic ischemic disease due to occlusive lesions of native coronary
vessels;
- in patients with symptomatic ischemic disease after coronary artery bypass grafting when
treating stenotic lesions of coronary artery bypasses;
- for treatment of acute or threatening occlusion of coronary arteries resulted from failed
percutaneous coronary intervention.
g eluting of ABARIS coronary intravascular stent significantly helps reduce:
- restenosis frequency after percutaneous coronary intervention,
- revascularization frequency oftarget lesion,
- frequency of late loss of vessel lumen after stenting procedure.
Implantation of ABARIS Drug-Eluting Coronary Intravascular Stent is also indicated for treatment
brupt or threatening closure in patients with failed interventional therapy.
The treated lesion length should be less than the nominal stent length (stent length - from 10 to 38

) with reference vessel diameters from 2.0 to 4.0 mm.

Ltraindications

lantation of ABARIS intravascular coronary stent implantation system/rapid exchange is
Eraindicated for the patients having the following conditions:

- Hypersensitivity to Sirolimus.

- Allergic reaction to stainless steel.

- Allergic reaction to PLGA (Polylactide 50%, Polyglycolid 50%).

- Severe reaction to contrast agents.

- Patients in whom anti-platelet and/or anticoagulant therapy is contraindicated.

- In-stent restenosis.

- Myocardial infarction < 72 hours.

- Stenting of saphenous vein grafts.

- Unprotected left main coronary artery.

- Total occlusion oftarget vessel.

- Heavily calcified lesions.

- Lesions involving arterial segments with highly tortuous anatomy.

- Lesions involving a bifurcation. Stent implantation in bifurcation area.

- Left ventricular ejection fraction < 30 %.

- Cardiogenic shock.

- Presence of definite or probable intraluminal thrombus.

- Any patients judged to have a lesion which may interfere with proper stent deployment.
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- Pregnancy and breast-feeding,

ential Adverse Events

- Abrupt stent closure.

- Acute myocardial infarction.

- Allergic reaction to anticoagulant and/or anti-platelet therapy and/or contrast medium and/or
anesthetic agents.

- Stenocardia.

~ Arrhythmias, including ventricular fibrillation (VF) and ventricular tachycardia (VT).

- Arteriovenous fistula.

- Cardiac tamponade.

- Cardiogenic shock.

- Death.

- Emboli, distal (air, tissue or thrombotic emboli).

- Emergent coronary artery bypass surgery.

- Heart failure.

- Hematoma.

- Haemorrhage.

- Hypotension/Hypertension.

- Infectious complications.

- Infectious inflammation.

- Myocardial ischemia.

- Coronary artery dissection, perforation or rupture.

- Pericardial effusion.

- Pseudo aneurysm, femoral.

- Renal failure.

- Restenosis of stented segment.

- Shock/Pulmonary edema.

- Coronary artery spasm.

- Stent embolization.

- Stent thrombosis/occlusion.

- Stroke/cerebrovascular accident/transient ischemic attack.

- Total occlusion of coronary artery or shunt.

- Vessel trauma requiring surgical repair or reintervention.

- Histologic changes in vessel wall, including inflammation, cellular damage or necrosis.
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Allergic reaction to stainless steel.

Allergic reaction to Sirolimus, to PLGA (Polylactide 50%, Polyglycolid 50%).
Alopecia.

Myalgia/Arthralgia.

Gastrointestinal symptoms.

Peripheral neuropathy.

Hematologic dyscrasia (anaemia, leukopenia, neutropenia, thrombocytopenia).

Hepatic enzyme changes.

nings
Application of ABARIS Coronary Intravascular Stent Implantation System/Rapid Exchange
carries an associated risk of subacute thrombosis, vascular complications such as bleeding,
hematoma or pseudoaneurysm. Antiplatelet therapy must be prescribed for all patients for a period
of 6 months post procedure.
ABARIS Coronary Intravascular Stent Implantation System/Rapid Exchange must not be
implanted in patients with allergic reactions to stainless steel, PLGA (Polylactide 50%,
Polyglycolid 50%) and/or hypersensitivity to Sirolimus.
Implantation of ABARIS Coronary Intravascular Stent Implantation System/Rapid Exchange
should be performed only by physicians who have received appropriate training.
Implantation of ABARIS Coronary Intravascular Stent Implantation System/Rapid Exchange
should only be performed at hospitals where emergency coronary artery bypass graft surgery can
be readily performed.
Direct stenting without prior dilation of the lesion has not been studied using this product.
Implantation of ABARIS Coronary Intravascular Stent Implantation System/Rapid Exchange may
lead to development of subsequent restenosis, which may require reintervention (particularly,
insertion and expansion of a dilatation catheter in arterial sesgment containing the stent). The long-
term outcome following repeated dilation of coronary stents is unknown at present.
When multiple stents are required, if placement results in stent to stent contact, stent materials

should be of similar composition to avoid the possibility of dissimilar metal corrosion.

; Interactions
amount of Sirolimus contained in one stent creates its minimum concentration; therefore drug

actions may be neglected.
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plication method
jection Prior to Use

Carefully inspect the sterile package before opening. Do not use ABARIS Coronary Intravascular
It after the “Expire” date. If the integrity of the sterile package has been compromised prior to the
luct “Expire” date (e.g., damage of the package), contact manufacturer QualiMed Innovative
lizinprodukte GmbH, Germany or its authorized representative in the Russian Federation - CJSC
ncet". Contact addresses and phone numbers are given in section "Warranty/Liability" of these
ructions for Use. Do not use if any defects are noted in the device or package.

TE: If at any time during use the proximal shaft for catheter delivery has been bent or kinked, do not
continue to use the device.

Devices and materials required (not included in ABARIS Coronary Intravascular Stent
plantation System/Rapid Exchange package) (All devices and materials are disposable: do not reuse
/or resterilize them):

« Guiding catheter(s) (inner lumen min. 1.42 mm) with the appropriate configuration for the
coronary artery to be treated;

e 10 or 20 ml syringe;

= Rotating hemostatic valve(s) with a minimum diameter of 0.096 inch/ 2.39mm;

e Guide wire 0.014 inch/ 0.36 mm;

e 60% contrast medium diluted 1:1;

= Sterile physiological saline solution;

= Inflation device and a three-way stopcock for balloon inflation;

Introducer.

dwaraHon for Use

kaging Removal (Step Action)

1. Carefully remove ABARIS Coronary Intravascular Stent Implantation System/Rapid Exchange
from its protective tubing for preparation of the implantation system. Do not bend or kink hypo
tube of the dilatation catheter of implantation system during removal.

2. Remove the transparent cover (cap) from the dilatation catheter from the tip and carefully retrieve
the protective guide wire. Holding the dilatation catheter of implantation system with one hand on
the proximal part fi-om the stent, with the other hand carefully remove the transparent cover (cap)
ofthe stent distally.

TE: Care should be taken not to kink or bend the shaft of dilatation catheter upon

dication.
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tent System Guide wire Lumen Flush (Step Action)

1.

Flush stent system guide wire lumen with heparinized saline using a syringe.

2. Verify that the stent is positioned between the proximal and distal radiopaque balloon markers.

Check for bends, kinks and other damage. Do not use if any defects are noted.

reparation ofdilatation catheter of implantation system (Step Action)

Prepare inflation device/syringe with diluted contrast medium.

Attach inflation device/syringe to stopcock; attach to inflation port. Do not bend the hypo tube when

connecting to inflation device/syringe.

With tip down, orient stent implantation system vertically.

Open stopcock to stent implantation system; pull negative for 15 seconds; release to neutral for

contrast fill.

Close stopcock to stent implantation system; purge inflation device/syringe of all air.

Repeat steps 4 through 6 until all air is expelled. If bubbles persist, do not use device.

If a syringe was used, attach a prepared inflation device to stopcock.

Open stopcock to dilatation catheter of stent implantation system.

Leave on neutral.

tent Delivery Procedure (Step Action)

1

Prepare the vascular access site according to standard percutaneous transluminal coronary
angioplasty (PTCA) practice.

Predilate the lesion/vessel with appropriate diameter balloon having a ratio of 1:1 with the
diameter of the vessel.

Maintain neutral pressure on inflation device attached to dilatation catheter of stent implantation
system.

Put the dilatation catheter of stent implantation system onto the proximal part of guide wire, while
maintaining the distal part of guide wire position across target lesion.

Fully open rotating hemostatic valve to allow for easy passage of the stent and prevent damage to
the stent.

Ensure that the guiding catheter is securely placed in the lesion area, then insert the dilatation
catheter of implantation system in the coronary artery. Carefully advance the stent implantation
system into the hub of the guiding catheter, keeping the hypo tube of the dilatation catheter of

stent implantation system straight.
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re

f unusual resistance is felt before the stent exits the guiding catheter, do not force passage. Resistance
indicate a problem and use of excessive force may result in stent damage or stent dislodgement from
lilatation catheter of stent implantation system. Maintain guide wire placement across the lesion and

)ve the stent implantation system and guiding catheter as a single unit.

N Advance the stent implantation system over the guide wire to target lesion under direct
fluoroscopic visualization. Utilize the proximal and distal radiopaque balloon markers as a
reference point for correct positioning. The inside edges of the marker bands indicate both the
stent edges and balloon shoulders inflated. If the position of the stent is not optimal, do not deploy
the stent; in such case the stent should be carefully repositioned or removed,

k Sufficiently tighten the rotating hemostatic valve. Stent is now ready to be deployed.

[itDeployment Procedure (Step Action)

Inflate the balloon of catheter of stent implantation system to a minimum pressure of 9 bar, (900
kPa) (deployment pressure). Higher pressures may be necessary to expand the stent to optimize
stent apposition against the arterial wall. The pressure of the balloon of catheter of stent
implantation system must not exceed rated burst pressure of 18 bar (1800 kPa) for stent diameters
2.00 to 3.50 mm and 16 bar (1600 kPa) for stent diameters at 4.00 mm.

1 Maintain inflation pressure for 15-30 seconds for full expansion of the stent.

Kk Deflate balloon by pulling negative on inflation device until balloon is fully deflated.

K Confirm stent position and deployment using standard angiographic techniques. For optimal
results, the entire stenosed arterial segment should be covered by the stent.

Optimal expansion requires that the stent be in full contact with the artery wall. All efforts should
be taken to assure that the stent is not underdilated. Stent expansion should be performed with
fluoroscopic visualization.

5. If stent sizing/apposition requires optimization, readvance the balloon of the catheter of stent
implantation system, or another dilatation catheter of the appropriate size, to the stented area using
standard angioplasty techniques.

5. Inflate the balloon to the desired pressure while observing by X-ray imaging. Deflate the balloon
(see Balloon Compliance Chart supplied with device).

7. Reconfirm stent position and angiographic result. Ensure that the stent is positioned between the
proximal and distal radiopaque markers of the balloon of stent implantation system. Repeat

inflations until the desired result is achieved.
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Implantation System Removal Procedure (Step Action)
, Ensure balloon of the catheter is fully deflated.
. Fully open rotating hemostatic valve.
While maintaining guide wire position and negative pressure on inflation device, withdraw

implantation system.

:autions w'hen handling ABARIS Coronary Intravascular Stent Implantation

em/Rapid Exchange

Before using, check the product “Expire” date.

Verify visually that the stent is located between the proximal and distal balloon markers of the
implantation system.

Coronary Intravascular Stent Implantation System/Rapid Exchange is designed for use as a unit.
The stent is not to be removed from its delivery balloon, it may result in damaging and/or
embolization of the stent. The stent is not designed to be crimped onto another balloon.

Special care must be taken not to handle or in any way disrupt the stent position on the
implantation system. This is most important during catheter removal from packaging, placement
over guide wire, and advancement through hemostasis valve adaptor and guiding catheter hub.
Excessive manipulation, e.g. rolling the mounted stent, may result in damaging the coating or
dislodgement of the stent from the implantation system.

Avoid handling the stent on the delivery hands without using protective gloves.

In the event the stent is not deployed on the implantation system, please contact QualiMed
Innovative Medizinprodukte GmbH, Germany or its authorized representative in the RF CJSC
"Lancet” to clarify the return procedure. Contact addresses and phone numbers are given in
section "Warranty/Liability" of these Instructions for Use.

Use only the appropriate solution of contrast medium. Do not use air or any gas medium to inflate
the balloon.

Stent contact with any fluid prior to placement is not recommended as there is a possibility of
Sirolimus release. However, if it is absolutely necessary to flush the stent with sterile/isotonic

saline, contact time should be limited (1 minute maximum).
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Acautions when implanting and removing ABARIS Coronary Intravascular Stent

plantation System/Rapid Exchange

Do not pre-inflate balloon prior to stent deployment other than as directed.

Implanting a stent may lead to dissection of the vessel distal and/or proximal to the stented
portion, and may cause acute closure of the vessel requiring additional intervention (e.g., CABG,
further dilation, placement of additional stents, or other).

The target lesion must be sufficiently predilated prior to stent implantation.

Do not expand the stent if it is not properly positioned in the vessel.

Balloon pressures should be monitored during inflation. Do not exceed rated burst pressure as
indicated on the Balloon Compliance Chart fixed to product label. Use of pressures higher than
specified on product label may result in a ruptured balloon and potential intimal damage and
dissection. The vessel should be pre-dilated with appropriate diameter balloon having a 1:1 ratio
with the vessel diameter.

Stent retrieval methods (use of additional wires, snares and/or forceps) may result in additional
trauma to the vascular site. Complications can include bleeding, hematoma or pseudoaneurysm.

If unusual resistance is felt at any time during lesion access before stent implantation, the stent
implantation system and the guiding catheter should be removed as a single unit.

Do not attempt to pull an unexpanded stent back into the guiding catheter while engaged in the
coronary arteries, as stent damage or stent dislodgement from the balloon of catheter of stent
implantation system may occur.

An unexpanded stent should be introduced into the coronary arteries one time only. An
unexpanded stent should not be subsequently moved in and out through the distal end of the
guiding catheter as stent damage or stent dislodgement from the balloon of catheter of stent

implantation system may occur.

'TE: The following steps should be executed under direct visualization using X-ray imaging.

Maintain guide wire placement across the lesion during the entire removal process. Carefully pull
back the stent implantation system until the proximal radiopaque balloon marker of the stent
implantation system is aligned with the distal tip of the guiding catheter.

The stent implantation system and guiding catheter should be pulled back until the tip of the
guiding catheter is just distal to the arterial sheath, allowing the guiding catheter to straighten.
Carefully retract the stent implantation system into the guiding catheter and remove the stent
implantation system and guiding catheter from the patient as a single unit while leaving the guide

wire across the target lesion.
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Failure to follow these steps and/or applying excessive force to the stent implantation system can
potentially result in stent damage, stent dislodgement from the balloon and/or damage to the

implantation system.

Icautions after implantation of ABARIS Coronary Intravascular Stent

= Care must be exercised when crossing a newly deployed stent with an intravascular ultrasound
(IVUS) catheter, a coronary guide wire, or a dilatation catheter to avoid disrupting the stent
geometry or coating.

< Do not perform Magnetic Resonance Imaging (MRI) scan on patient’s post-stent implantation
until the stent has been completely endothelialized (90 days) to minimize the potential for
migration. The stent may cause artefacts in MRI scans due to distortion of the magnetic field.

= Prescribe an antiplatelet therapy for a period of 6 months to reduce the risk of stent thrombosis,

lise precaution statement

For single patient use only. Do not reuse, reprocess and/or resterilize. Reuse, reprocessing or
srilization may compromise the structural integrity of the device and/or lead to device failure which,
im, may result in patient injury, illness or death. Reuse, reprocessing or resterilization may also create
>k of contamination of the device and/or cause patient infection or cross-infection, including, but not
ted to, the transmission of infectious disease from one patient to another. Contamination of the

ice may lead to injury, illness or death ofthe patient.

kage 1 ABARIS Coronary Intravascular Stent Implantation System/Rapid Exchange in
tent: . . . . . .
dispenser with balloon compliance scale packed in sealed sterile plastic package.

Package with device, instructions for use and desiccant placed in a cardboard box.

ommended transportation, storage and usage conditions

1. Transport at temperature 20 - 25°C, relative humidity 70%.

Keep in a cool, dark and dry place, at temperature 20 - 25°C, relative humidity 70%.
Usage conditions- at temperature 20 - 25°C, relative humidity 70%.

See section "Graphical symbols for labeling primary and secondary packages".

g s w b

Use immediately after the sterile package is opened.

;)Osal instructions

After use, dispose of product and packaging in accordance with common requirements to disposal

"aste o f medical devices.
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IfLife

Shelflife - 1year from the date of sterilization. Do not use after expiry.

rranty/Liability

Carefully read instructions of use before proceeding. QualiMed Innovative Medizinprodukte GmbH
ranty exists only under the provision that the use of the product has been carried out in accordance
1 the instructions of use. The warning notices being contained in this instruction of use have to be
sidered particularly as an essential part of warranty granted by QualiMed Innovative Medizinprodukte
bH.

Use the product before expiration of the ,,Best-Before-Date” mentioned on the packing. QualiMed
Dvative Medizinprodukte GmbH grants a warranty on the products up to the mentioned “Best-Before-
e”.

If the integrity of the sterile package has been compromised, if any other defects in the package or

device have been identified, please contact QualiMed Innovative Medizinprodukte GmbH,
ichstrasse 16, 21423 Winsen, Germany, phone No.; +49 4171 6578 0, fax: +49 4171 6578 11 or its
lorized representative Closed Joint-Stock Company "Lancet" (CJSC "Lancet"), 17, Otkrytoe Shosse,

[ding 1, Moscow, Russia, 107143, phone No.: + 7 (495) 646-56-65, fax: + 7 (495) 646-56-66.

iphical symbols for labeling primary and secondary packages
abol Description

Sterilized with ethylene oxide gas
STERILE EO

Lot number
LOT

Manufacturer

Each device is suitable for one (1)
time use only, reuse is
PROHIBITED

Do not resterilize

Expires
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# HYDROPHILIC

0124

whLaifT
160 KW3I

aufacturer

UiMed Innovative Medizinprodukte GmbH
chstrasse 16

23 Winsen

many

ne No.:+49 4171 6578 0

1+49 4171 6578 11
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Keep in a cool, dry and dark place

Read instructions prior to use

Hydrophilic coating

CE Marking

Logo;
IK ZINTELLIGENT KINETICS



INSTRUCTIONS FOR USE
PEGASUS PTCA Balloon Catheter

Carefully read all instructions prior to use. Observe all warnings and precautions noted throughout
se instructions; otherwise, complications may occur. For single patient use only. Use the product
‘ore expiration of the ,,Best-Before-Date” mentioned on the packing.

ERILE: Sterilized with ethylene oxide. Do not use if the sterile package is open or damaged,

scription

PEGASUS PTCA Balloon Catheter is a coronary dilatation catheter designed to enlarge the lumen
coronary arteries or venous shunts (with the diameter from 1.5 to 5.0 mm) narrowed by atherosclerotic
ion.

PEGASUS PTCA Balloon Catheter is a double lumen catheter with hydrophilic coating and a
loon at the distal tip of the catheter. One lumen of the catheter is adapted to deliver contrast agent to
; balloon for balloon inflation. The other lumen of distal shaft allows using the guide wire to facilitate
;advancement of balloon catheter to and through the stenosis.

The desired balloon size depends on the atherosclerotic lesion size. The balloon should cover more
in 50% of lesion.

- The balloon ofthe PEGASUS Catheter is made from nylon Grilamid L25.

- Balloon diameter - from 1.5 to 5 mm; balloon length from 10 to 40 mm.

- Tip of the PEGASUS Balloon Catheter and flexible distal shaft are made from High-Density
polyethylene (HDPE) Pebax 7233, and MEVOPUR Black colorant is added to the tip of the
PEGASUS Balloon Catheter.

- The PEGASUS Balloon Catheter is fitted with a three-layer inner tube made from High-Density
polyethylene (HDPE) Pebax 7233 /Low-Density polyethylene (LDPE) Plexar PX 3080 / High-
Density polyethylene (HDPE) Petrothene-LM 6007 with Reflex blue C colorant.

- In order to ensure best sliding and balloon delivery to the target area, the distal shaft of the
PEGASUS Balloon Catheter is fitted with two-layer hydrophilic coating. Base coat - DSM Primer
41002, Top coat - DSM Comfort Coat Topcoat 43003.

- Hypo tube of the PEGASUS Balloon Catheter consists of two parts: 1) (PTFE)
Polytetrafluoroethylene (Xylan) coated stainless steel 304 L and 2) uncoated stainless steel 304 L.

- Kinking protection cover of the PEGASUS Balloon Catheter is made from Thermoplastic
Urethane Texin RxT85A with Blue tioxide TR-27 colorant.

- Cannula Luer Lock is made from Polycarbonate (PC) Lexan HPS 7. Signs are made on Luer Lock
cannula wings with No-Tox Black vinyl paint.

- The balloon of the PEGASUS Catheter has two radiopaque markers (Platinum - 90%, Iridium-

10%), used for precise positioning of the balloon.
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- The PEGASUS Balloon Catheter is fitted with two shaft markers made from stainless steel 304 L,
designed to determine the position of the balloon catheter in relation to the guiding catheter tip.

- Balloon nominal pressure - 9 bar.

- Burst pressure —18 bar (for balloon diameter from 1.50 to 3.50 mm); 16 bar (for balloon diameter
from 4.00 to 4.50 mm); 14 bar (for balloon diameter 5.00 mm).

- The PEGASUS Balloon Catheter is compatible with guide wire diameter 0.014”.

- The tip of the PEGASUS Balloon Catheter is put on the protective guide wire made from
stainless steel WKN 1.4301, length 325 mm, diameter 0.38 mm, passing on the inside of the distal
part of the catheter and comes outside through the port.

- In order to protect the balloon from damage, PEGASUS catheter is equipped with an orange cover
(cap) made of Polytetrafluoroethylene (PTFE) Teflon with Orange classic colorant.

able 1. Dimensions of PEGASUS Balloon Catheter

Balloon diameter, Balloon length, mm Usable balloon length, Inner distance
mm mm of the markers, mm
£ 0.5 mm + 0.5 mm
15 10 9,50 8,3
11 11,50 10,3
12 12,50 11,3
15 15,50 14,3
16 16,50 15,3
20 20,50 19,3
2 10 9,50 8,3
11 11,50 10,3
12 12,50 11,3
15 15,50 14,3
16 16,50 15,3
20 20,50 19,3
25 25,50 24,3
30 30,50 29,3
35 35,50 34,3
40 41,50 40,3
2,25 10 9,50 8,3
11 11,50 10,3
12 12,50 11,3
15 15,50 14,3
16 16,50 15,3
20 20,50 19,3
25 25,50 24,3
30 30,50 29,3
35 35,50 34,3
40 41,50 40,3
2,50 10 9,50 8,3
11 11,50 10,3
12 12,50 11,3
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15,50
16,50
20,50
25,50
30,50
35,50
41,50
9,50

11,50
12,50
15,50
16,50
20,50
25,50
30,50
35,50
41,50
9,50

11,50
12,50
15,50
16,50
20,50
25,50
30,50
35,50
41,50
9,50

11,50
12,50
15,50
16,50
20,50
25,50
30,50
35,50
41,50
9,50

11,50
12,50
15,50
16,50
20,50
25,50
30,50
35,50
41,50
9,50

11,50
12,50

14,3
15,3
19,3
24,3
29,3
34,3
40,3
8,3
10,3
11,3
14,3
15,3
19,3
24,3
29,3
34,3
40,3
8,3
10,3
11,3
14,3
15,3
19,3
24,3
29,3
34,3
40,3
8,3
10,3
11,3
14,3
15,3
19,3
24,3
29,3
34,3
40,3
8,3
10,3
11,3
14,3
15,3
19,3
24,3
29,3
34,3
40,3
8,3
10,3
11,3



15 15,50 14,3

16 16,50 15,3
20 20,50 19,3
25 25,50 24,3
30 30,50 29,3
35 35,50 34,3
40 41,50 40,3
4,50 11 11,50 10,3
12 12,50 11,3
16 16,50 15,3
20 20,50 19,3
25 25,50 24,3
30 30,50 29,3
35 35,50 34,3
40 41,50 40,3
5,00 11 11,50 10,3
12 12,50 11,3
16 16,50 15,3
20 20,50 19,3
25 25,50 24,3
30 30,50 29,3
35 35,50 34,3
40 41,50 40,3

able 2. Technical characteristics of PEGASUS Balloon Catheter

Parameter Value
Usable length of PEGASUS Balloon Catheter, mm 1415+ 15
Tip of PEGASUS Balloon Catheter, mm 35+05
Distal part of PEGASUS Balloon Catheter, mm 23715

Flexible distal shaft (Transition zone from hypo tube to 105+15

inner tubing of PEGASUS Balloon Catheter), mm

Elypo tube, mm 1070+15

Proximal shaft diameter of PEGASUS Balloon Max. 2,1 F (0,70 mm)

Catheter, F /mm
Distal shaft diameter of PEGASUS Balloon Catheter, F Max. 2,6 F (0,86 mm)
/mm

Tip - Proximal Shaft marker Distance of PEGASUS 985 + 15
Balloon Catheter, mm
Tip - Distal Shaft marker Distance of PEGASUS 880+ 15
Balloon Catheter, mm

Kinking protection cover, mm Diameter - 1,10

Length - 35

Thickness - 0,2
Cannula Luer Lock, mm Length-41

Inner diameter from 0,7 to 1,25
Total balloon length of PEGASUS Balloon Catheter Depends on stent size*

Usable balloon length of PEGASUS Balloon Catheter Depends on stent size*
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Inner distance of the markers Depends on stent size*
Tapered Tip Profile of PEGASUS Balloon Catheter, 0,45

mm

Tip entrance profile of PEGASUS Balloon Catheter, 0,54
mm

Indications for use
PEGASUS Balloon Catheter is designed to enlarge the lumen of coronary vessels with the
ilameter from 1.5 to 5.0 mm in the treatment of progressive atherosclerotic stenosis that does not
eequire open surgery.
PEGASUS Balloon Catheter is designed for direct deployment during dilatation and for pre- and

30St-dilatation of coronary arteries.

PEGASUS Balloon Catheter is designed to enlarge the lumen of coronary vessels, in particular
before stenting procedures:
- in patients with symptomatic ischemic disease due to stenotic lesions of native coronary vessels;
- in patients with symptomatic ischemic disease due to occlusive lesions of native coronary vessels;
- in patients with symptomatic ischemic disease after coronary artery bypass grafting when treating
stenotic lesions of coronary artery bypasses;
- for treatment of acute or threatening occlusion of coronary arteries resulted from failed
percutaneous coronary intervention.
"reated lesion length should be less than the nominal balloon length (balloon length - from 10 to 40

i) with reference vessel diameters from 1.5 to 5.0 mm.

ntraindications

3ASUS Balloon Catheter is contraindicated for the patients having the following conditions:
Severe reaction to contrast agents.
Patients in whom anti-platelet and/or anticoagulant therapy is contraindicated.
Unprotected left main coronary artery.
Pregnancy and breast-feeding.
Patients with a history of gastrointestinal hemorrhage.
- Surgical treatment two weeks before implantation, act of delivery, blood vessel biopsy and
puncture of vessel not subject to compression.
Patients with recent acute cerebrovascular event (ACE).
Diabetic hemorrhagic retinopathy and other conditions associated with coagulation defects.

Coronary artery spasm with no significant stenosis.
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Possible adverse events

- Acute myocardial infarction.

- Allergic reaction to anticoagulant and/or anti-platelet therapy and/or contrast medium and/or
anesthetic agents.

- Stenocardia.

- Arrhythmias, including ventricular fibrillation (VF) and ventricular tachycardia (VT).

- Arteriovenous fistula.

- Death.

- Vessel dissection.

- Hematoma.

- Hemorrhage.

- Hypotension/Hypertension.

- Infection complications.

- Infectious inflammation.

- Myocardial ischemia.

- Coronary artery dissection, perforation or rupture.

- Restenosis of stented segment.

- Coronary artery spasm.

- Total occlusion of coronary artery or shunt.

- Vessel trauma requiring surgical repair or reintervention.

- Coronary embolism.

arnmgs
- In order to decrease the risk of vessel injury, the diameter of inflated balloon should approximate
to the diameter of the vessel just proximal and distal to the stenosis.
- All procedures with PEGASUS Balloon Catheter shall be done under direct X-ray visualization.
- PEGASUS Balloon Catheter shall be withdrawn only after the balloon is deflated completely by
applying negative pressure.
- The pressure ofthe balloon of PEGASUS Balloon Catheter must not exceed rated burst pressure.
- Before PEGASUS Balloon Catheter is advanced into the vessel, evacuate all air from the balloon.
- Use only the appropriate solution of contrast medium. Do not use air or any gas medium to inflate
the balloon.
- If at any time during use the proximal shaft for PEGASUS Balloon Catheter has been bent or

kinked, do not continue to use the device.
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- PEGASUS Balloon Catheter may be applied only by certified medical professionals with proper
training and skills in angiography and percutaneous transluminal coronary angioplasty (PTCA) of
coronary vessels. During intervention, a cardiac surgical team should be on standby.

e PTCA should only be performed at hospitals where emergency coronary artery bypass graft
surgery can be readily performed.

- In the patients not eligible for coronary artery bypass surgery, PTCA requires all factors to be
considered thoroughly, in particular, hemodynamic support during PTCA procedure.

- In the patients with diabetes mellitus, the risk of possible complications is higher.

tlication method

ectioD Prior to Use

fully inspect the sterile package before opening. Do not use PEGASUS Balloon Catheter after the
)ire” date. Check PEGASUS Balloon Catheter for bends, torsions or other defects. If the integrity of
sterile package has been compromised prior to the product “Expire” date (e.g., damage of the
age), contact manufacturer QualiMed Irmovative Medizinprodukte GmbH, Germany or its authorized
:sentative in the Russian Federation - CISC "Lancet". Contact addresses and phone numbers are
1 in section "Warranty/Liability" of these Instructions for Use. Do not use if any defects are noted in

ievice or package.

Devices and materials required for angioplasty and stenting procedures (not included in PEGASUS
3on Catheter package) (All devices and materials are disposable: do not reuse and/or resterilize
0:
' Guiding catheter(s) (inner lumen min. 1.42 mm) with the appropriate configuration for the
coronary artery to be treated;

10 or 20 ml syringe;

Rotating hemostatic valve(s) with a minimum diameter o 0.096 inch/ 2.39mm;
Guide wire 0.014 inch/ 0.36 mm;

60% contrast medium diluted 1:1;

Sterile physiological saline solution;

Inflation device and a three-way stopcock for balloon inflation;

Introducer.

paration for Use

Laging Removal (Step Action)
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1. Carefully remove PEGASUS Balloon Catheter from its protective tubing for preparation of the
delivery system. Do not bend or kink hypo tube of PEGASUS Balloon Catheter during removal.

2. Remove the transparent cover (cap) from the balloon catheter from the tip and carefully retrieve
the protective guide wire.

>TE: Care should be taken not to kink or bend the shaft of balloon catheter upon application,

ishing of guide wire lumen of the catheter (Step-by-step instruction)

1. Flush the guide wire lumen of the catheter by injecting heparinized saline from syringe connected
to a port. The heparinized saline shall flow from the guide wire lumen.

2. Be sure that radiopaque markers in the proximal and distal parts of PEGASUS catheter balloon are
positioned in the target lesion site. Check for bends, kinks and other damage. Do not use if any
defects are noted.

eparation of PEGASUS Balloon Catheter (Step Action)

Prepare inflation device/syringe with diluted contrast medium.

Attach inflation device/syringe to stopcock; attach to inflation port. Do not bend the hypo tube when
connecting to inflation device/syringe.

With tip down, orient PEGASUS Balloon Catheter vertically.

Open stopcock to PEGASUS Balloon Catheter; pull negative for 15 seconds; release to neutral for
contrast fill.

Disconnect the syringe or balloon inflation device from the port of PEGASUS catheter.

Close stopcock to PEGASUS Balloon Catheter; purge inflation device/syringe of all air.

Reconnect the syringe or balloon inflation device to the balloon inflation port of PEGASUS catheter.
Maintain negative pressure in the balloon until air stops entering the catheter.

Release pressure to zero.

Disconnect the syringe and connect the balloon inflation device to the balloon inflation port of

PEGASUS catheter, without introducing air into the system.

plication of PEGASUS Balloon Catheter for coronary artery dilatation
/ance the guide wire through the hemostatic valve of introducer per standard procedure. Then advance

guide wire carefully through the guiding catheter. Then withdraw the guide wire introducer, if used.

ich a torque device to the guide wire.

ier X-ray visualization, advance the guide wire to the target vessel, then across the stenosis.
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sn backloading the balloon catheter onto the guide wire on the distal end, be sure that the guide wire

exit the catheter. Advance PEGASUS balloon catheter through the guide wire up to the hemostatic

”e. Loosen the knurled knob of hemostatic valve. Advance the catheter through the hemostatic valve

ntroducer, while maintaining the guide wire position, and tighten the knurled knob of hemostatic

/e

facilitate catheter insertion, the balloon should be fully deflated to negative pressure.

TE: When backloading the catheter onto the guide wire, the catheter shall be supported by hands. In
advancing the catheter into the guide wire, support it with one hand and grasp firmly the

proximal part of catheter.

hten the knurled knob of hemostatic valve around the PEGASUS Balloon Catheter to form a seal
lout inhibiting the movement of catheter. This will allow continuous recording of proximal coronary

ry pressure.

/ance the balloon catheter until the appropriate proximal radiopague marker aligns the knurled knob of
lostatic valve. Such aligning of balloon marker to the knurled knob of hemostatic valve indicates that

distal tip of balloon catheter has reached the distal tip of guiding catheter.

/ance the balloon catheter over the guide wire to the stenosis. Inflate the balloon at a low pressure (1

0.1 MPa), to confirm that the balloon is positioned correctly.

ate the balloon and perform PTCA per standard procedure. Between inflations, maintain negative

>sure on the balloon.

hdraw the deflated balloon catheter and guide wire from the guiding catheter through the hemostatic

7e. Tighten the knurled knob of hemostatic valve.

Acautions

1. Before using, check the product “Expire” date.

2. Examine PEGASUS Balloon Catheter to ensure that it is not damaged, its dimensions are suitable
for the specific procedure for which it is to be used.

3. During the procedure, appropriate anticoagulant, anti-platelet and coronary vasodilator therapy
must be provided to the patients. Such therapy should be continued for a period of time

determined by a physician.
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4. Do not use PEGASUS Balloon Catheter without gloves.

5. When opening and closing the hemostatic valve of introducer, and when withdrawing the catheter,
the differences in catheter shaft diameter shall be taken into account.

6. The hemostatic valve should not be closed so tight that it restricts the flow of contrast agent into
and out of the balloon of catheter. Provided that the hemostatic valve should be closed tightly
enough to prevent the blood leakage around the catheter.

7. When using the dual wire technique, a dual hemostatic valve should be used. Care shall be taken
to avoid entanglement of wires during insertion, torque or withdrawal. When using the dual wire
technique, guide wires should not be rotated more than 180° in either direction.

8. It is recommended that one wire is completely withdrawn from the patient blood system before
removing additional equipment.

9. This catheter is not designed for distal artery pressure recording,

leuse precaution statement

For single patient use only. Do not reuse, reprocess and/or resterilize. Reuse, reprocessing or
jsterilization may compromise the structural integrity of the device and/or lead to device failure which,
1turn, may result in patient injury, illness or death. Reuse, reprocessing and/or resterilization may also
reate a risk of contamination of the device and/or cause patient infection or cross-infection, including,
ut not limited to, the transmission of infectious disease from one patient to another. Contamination of

le device may lead to injury, illness or death of the patient.

ackage content: 1 PEGASUS Balloon Catheter in dispenser with balloon compliance scale packed in
sealed sterile plastic package. Package with device, instructions for use and desiccant

placed in a cardboard box.

Recommended transportation, storage and usage conditions

1. Transport at temperature 20 - 25°C, relative humidity 70%.
Keep in a cool, dark and dry place, at temperature 20 - 25°C, relative humidity 70%.
Usage conditions- at temperature 20 - 25°C, relative humidity 70%.

See section "Graphical symbols for labeling primary and secondary packages".

a M v DN

Use immediately after the sterile package is opened.

isposal instructions

After use, dispose of product and packaging in accordance with common requirements to disposal

['waste of medical devices.
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JfLife

Shelf life - 2 years from the date of sterilization. Do not use after expiry.

rranty/Liability

Carefully read instructions of use before proceeding. QualiMed Innovative Medizinprodukte GmbH
ranty exists only under the provision that the use of the product has been carried out in accordance
1 the Instruction of Use. The warning notices being contained in this Instruction of Use have to be
sidered particularly as an essential part of warranty granted by QualiMed Innovative Medizinprodukte
bH.

Use the product before expiration of the ,,Best-Before-Date” mentioned on the packing. QualiMed
ovative Medizinprodukte GmbH grants a warranty on the products up to the mentioned “Best-Before-
e”.

If the integrity of the sterile package has been compromised, if any other defects in the package or

device have been identified, please contact QualiMed Innovative Medizinprodukte GmbH,
;.chstrasse 16, 21423 Winsen, Germany, phone No.: +49 4171 6578 0, fax: +49 4171 6578 11 or its
lorized representative Closed Joint-Stock Company "Lancet” (CJSC "Lancet"), 17, Otkrytoe Shosse,
Iding 1, Moscow, Russia, 107143, phone No.: + 7 (495) 646-56-65, fax: + 7 (495) 646-56-66.

jphical symbols for labeling primary and secondary packages

mbol Description

Sterilized with ethylene oxide gas
STERILE EO

Lot number
LOT

Manufacturer

Each device is suitable for one (1)
time use  only, reuse is
PROHIBITED

Expires
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Keep in a cool, dry and dark place

D a Read instructions prior to use

Hydrophilic coating

HYDROPHILIC

CE Marking

0124

Logo:
IK Z/INTELLIGENT KINETICS

BrwedIT

nufacturer
aliMed Innovative Medizinprodukte GmbH
>chstrasse 16
23 Winsen
many
meNo0.:+49 4171 6578 0
+49 4171 6578 11 1
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INSTRUCTIONS FOR USE
POLLUX Aspiration Catheter (Set)

Carefully read all instructions prior to use. Observe all warnings and precautions noted
throughout these instructions; otherwise, complications may occur. For single patient use only.
Use the product before expiration of the ,,Best-Before-Date” mentioned on the packing.

STERILE: Sterilized with ethylene oxide. Do not use if the sterile package is open or damaged.

Description

POLLUX Aspiration Catheter (Set) is designed to remove thrombotic burden by
percutaneous aspiration from coronary arteries before stenting in patients suffering thrombosis.
POLLUX Aspiration Catheter (Set) is composed of:

1. POLLUX Aspiration Catheter compatible with 5F, 6F or 7F Guiding Catheter.
2. 2 Syringes, 30 ml each.

3. Cell strainer.

4. Stopcock with extension tubing.

POLLUX Aspiration Catheter is a dual lumen rapid exchange (RX) catheter compatible
with 5F, 6F or 7F guide catheters. One lumen (inner tube) of the catheter is designed to aspirate
thrombotic burden or soft emboli from coronary arteries. A single lumen tube of the catheter is
made of High-Density polyethylene (HDPE) Pebax 7233. The second lumen of the eatheter (a
three-layer inner tube housed inside the rapid exchange segment) is designed to advance a guide
wire to the place of aspiration. The three-layer inner tube of rapid exchange segment is made of
High-Density polyethylene (HDPE) Pebax 7233 /Low-Density polyethylene (LDPE) Plexar PX
3080 / High-Density polyethylene (HDPE) Petrothene-LM 6007 with Reflex blue C colorant.
Tip of POLLUX Aspiration Catheter is made of High-Density polyethylene (HDPE) Pebax 7233
with Reflex blue C colorant.

The Luer Lock cannula of POLLUX Aspiration Catheter is made of Polycarbonate (PC)
Makrolon 2458. Signs are made on Luer Lock cannula wings with No-Tox Black vinyl paint.
The Luer Lock cannula is supported by a tube for proximal stiffness from Polyester Vention
with Blue (Opaque) colorant.

The stainless steel 304 V stylet loaded in POLLUX Aspiration Catheter assists the
advancement of catheter. Luer Lock cover is made of Polycarbonate (PC) Makrolon 2458 with
Orange C59 colorant. The stylet allows distributing the effort required for advancing catheter.

The stylet shall be removed from POLLUX Aspiration Catheter before aspiration.
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The tip of POLLUX Aspiration Catheter is put on the protective guide wire made of WKN
1.4301 stainless steel with the length of 325 mm and diameter of 0.38 mm, passing on the inside
of the distal part of the catheter and coming outside from the port. The protective guide wire is
designed to protect the distal part of POLLUX Aspiration Catheter from breaks. The protective
guide wire shall be removed from the catheter before aspiration.

In order to protect the proximal part of catheter from break/kink, the catheter is equipped
with the protective tip made of thermoplastic urethane Texin RxT85A with White tioxide TR-23
colorant.

Table 1. Technical characteristics of POLLUX Aspiration Catheter

Parameter Value

Diameter of compatible 5F /70.058” /1,47 6F/0.070 7/1,78 7 F 70.081
guide catheter, 2,06

F/” /mm

Usable length of POLLUX 1410+ 15 1365+15 1410+ 15
Aspiration Catheter, mm

Diameter of guide wire, 0,014”/0.36 0,014”/0.36 0,014°V0.36
'Vmm

Length of rapid exchange 753 30 3 75 +3
segment, mm

Distance from the radiopaque 3,5 *1,1 35+1,1 35%1,1
marker to the tip of

POLLUX Aspiration

Catheter, mm

Length of aspiration opening, 4,8 £1,1 48 1,1 48+ 11
mm

Shaft Distal 1,067 £0,025 1,37 £0,05 1,55 +0,03
diameter,  Central

mm Proximal 1,12 +0,025 1,42 £0,05

Length of the tube securing 300%25 300+25 300£25
the proximal stiffiiess, mm

Length of protective tip 38 £0,05 38 £0,05 38 £0,05
against break/kink, mm

Minimal diameter of Luer 0,7 0,7 0,7

Lock cannula, mm

Outer diameter of Luer Lock 7,82 7,82 7,82
outlet fitting, mm

Inner diameter of Luer Lock 4,3 4,3 4,3

outlet fitting, mm

Length of the thread on the 6,6 6,6 6,6

Luer Lock thread fitting, mm

Length of Luer Lock outlet 7,87 7,87 7,87
fitting, mm

Total length of Luer Lock 15,74 15,74 15,74

outlet and thread fittings, mm
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Total length of Luer Lock 17,78 17,78 17,78

fitting, mm

Outer diameter of Luer Lock 3,9 3,9 3,9
output fitting, mm

Inner diameter of Luer Lock 7,9 7,9 7,9
thread fitting, mm

Distal shaft, mm 360 +15 360+15 360+15
Distance from the port to the 10 10 10
edge of hydrophilic coating,

mm

Distance from the end of 10 10 10

hydrophilic coating to the end
of distal shaft, mm

POLLUX Aspiration Catheter has a smooth atraumatic tip with 1 radiopaque marker
(Platimun - 90%, Iridium - 10%) on the distal end for catheter precise positioning. To ensure
smooth and efficient delivery, the distal shaft of POLLUX catheter has a two-layer hydrophilic
coating, the basecoat is made of DSM Primer 41002, and the topcoat is made of DSM Comfort
Coat Topcoat 43003.

Syringe has a polycarbonate barrel (PC Lexan HPS 7) with a 6-position locking device
(plunger). Signs are made on barrel with No-Tox Black vinyl paint. The plunger tip is made of
silicone Dow Coming QPI with Black 108 colorant, the plunger is made of ABS (Acrylonitrile
butadiene styrene) Lustran ABS 248 White. The syringe is designed for the aspiration of
thrombotic burden. If the aspirated volumes exceed the syringe volume, the first syringe shall be
disconnected after the stopcock on extension tubing is closed and another syringe shall be
connected. For this purpose, the Set of POLLU X Aspiration Catheter includes two syringes of 30
ml each.

Table 2. Technical characteristics of syringe, 30 mi

Parameter Value, cm
Syringe length from tip to plunger flange 12,42
Length of syringe barrel, including tip 9,9

Width of plunger stopper 2,54
Length of syringe handle 571
Width of syringe barrel 2,64
Thickness of syringe handle 0,18

Cell strainer is designed for isolating blood clots from the aspirated contents. The cell
strainer is a polypropylene frame (PP Purell RP271 with Blue CC 324 C colorant) with the
attached 40 pm nylon mesh (Nylon BD Falcon).
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Parameter Value, mm

Height 14,60
Lower diameter 25,2
Upper diameter 25,7
Handle length 1V]

Stopcock with extension tubing is designed to connect the syringe to the catheter. The
tubing is made of PVC Xtra-Flex HS-914, stopcock is made of Polyoxymethylene / Polyacetal
(POM) Delrin with Green H35 colorant, adaptor for connection with syringe and adaptor for
connection with Luer Lock cannula - Polycarbonate (PC) Makrolon 2458 are made of

Polycarbonate (PC) Makrolon 2458.

Table 4. Technical characteristics of Stopcock with extension tubing

Parameter Value, cm
Length, stopcock inclusive 19+1
Outer diameter 0,125+0,03
Inner diameter 0,06+0,02

Indications for use
POLLUX Aspiration Catheter (Set) is designed for the removal of thrombotic burden or
soft emboli from coronary arteries, in particular before stenting procedures:
- in patients with symptomatic ischemic disease due to stenotic lesions of native coronary
vessels;
- in patients with symptomatic ischemic disease due to occlusive lesions of native coronary
vessels;
- in patients with symptomatic ischemic disease after coronary artery bypass grafting when
treating stenotic lesions of coronary artery bypasses;
- for treatment of acute or threatening occlusion of coronary arteries resulted from failed

percutaneous coronary intervention.

Contraindications
POLLUX Aspiration Catheter (Set) is contraindicated for the patients having the following
conditions:

- Patients in whom anti-platelet and/or anticoagulant therapy is contraindicated.
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- Unprotected left main coronary artery.

- Pregnancy and breast-feeding.

- Cerebral thrombosis.

- Venous thrombosis.

- Surgical treatment two weeks before implantation, act of delivery, blood vessel biopsy
and puncture of vessel not subject to compression.

- Lesions involving a bifurcation.

- Heavily calcified lesions.

Potential Adverse Events
- Acute myocardial infarction.
- Allergic reaction to anticoagulant and/or anti-platelet therapy and/or contrast medium
and/or anesthetic agents.
- Stenocardia.
- Arrhythmias, including ventricular fibrillation (VF) and ventricular tachycardia (VT).
- Arteriovenous fistula.
- Cardiac tamponade.
- Death.
- Emboli, distal (air, tissue or thrombotic emboli).
- Emergent coronary artery bypass surgery.
- Hematoma.
- Haemorrhage.
- Hypotension/Hypertension.
- Infectious complications.
- Infectious inflammation.
- Myocardial ischemia.
- Coronary artery dissection, perforation or rupture.
- Pseudo aneurysm, femoral.
- Renal failure.
- Restenosis of coronary artery.
- Shock/Pulmonary edema.
- Coronary artery spasm.
- Stroke/cerebro vascular accident/transient ischemic attack.

- Total occlusion of coronary artery /Thrombosis.

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Vessel trauma requiring surgical repair.

Histologic changes in vessel wall, including in flammation, cellular damage or necrosis.

arnings and Precautions

1
2.

10.

11.

12.

Before using, check the product “Expire” date.

POLLUX Aspiration Catheter (Set) may be applied only by certified medical professionals
with proper training and skills in angiography and percutaneous transluminal coronary
angioplasty (PICA) of coronary vessels. During intervention, a cardiac surgical team
should be on standby.

Do not expose to organic solvents or oil-based contrast agents. The use of such contrast
media may lead to damage of the aspiration catheter.

Check for bends, kinks and other damage. Do not use if any defects are noted.

Prior to use, ensure that the diameter and length of the aspiration catheter are correctly
matched to the guide catheter and guide wire.

Check that all connections of the set are secure so that air is not introduced into the syringe
or extension tubing through the catheter during aspiration.

When aspirating thrombus, adjust the aspiration volume considering the diameter of vessel
from which the thrombus is sucked and the blood flow into the target lesion. (If these two
parameters are too small compared to the aspiration volume of this catheter, negative
pressure may arise at the distal tip of catheter.)

If the guide catheter is wedged in the entrance of the coronary artery or if there is stenosis
upstream of the target lesion which is subject to aspiration procedure, the procedure shall
be performed cautiously as the vessel or implanted stent may be deformed by a negative
pressure arising during aspiration. [If the blood flow at the target lesion where the
aspiration of thrombus is performed is too small compared to the aspiration volume of this
catheter, negative pressure may arise at the distal tip of catheter.]

When using the catheter for aspirating thrombus from the carotid artery, a distal tip
protection device is mandatory to occlude temporarily the distal side of the target lesion.
When advancing this catheter into vessels, the guide catheter shall be infused with
heparinized saline to prevent coagulation.

The catheter shall be prepared for use by removing residual air from the catheter and
syringe.

The catheter can only be inserted with the use of a guide wire, otherwise the damage or

proliferation of the vascular wall may occur.
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13.

14.

15.

16.

17.

18.

19.

20.

21.

The guide wire shall be completely advanced to the end of vessel containing the lesion to
be aspirated, otherwise it may loosen from the guide wire lumen and cause damage to
vascular wall or proliferation of vessel.

If the guide wire is displaced from the guide wire lumen during procedure, remove the
catheter and reinsert the guide wire.

During aspiration procedure, the position of catheter and thrombus shall be verified by X-
ray visualization. [During the insertion of this catheter into the area of thrombus, the
catheter may move the thrombus and cause it to disperse. In addition, attachment of the
distal end of the catheter onto the vascular wall during aspiration may result in the damage
to the vascular wall.]

If strong resistance is experienced during the procedure, the cause of such resistance shall
be found and measures shall be taken before proceeding. Otherwise the vessels may be
damaged or catheter shaft may break and remain inside the patient.

If this catheter is advanced to the area where the stent is placed, insertion or pulling out
shall be performed slowly to avoid the distal end of the catheter becoming stuck on a stent
strut. The interface between the catheter and the guide wire may catch the stent strut,
which could potentially damage the stent and the catheter.

If any resistance is encountered, do not advance or remove the catheter with effort. Check
whether the catheter is caught and if so try to remove it from the stent strut by adjusting the
position of catheter and the guide wire.

Do not advance the catheter to the distal part of site where the venous filter is implanted:
the strut of venous filter may damage the catheter or break the catheter shaft leaving debris
inside the body.

If broken or kinked, the shaft shall be replaced. [If such defect is ignored and catheter
continues to be used, aspiration may fail or the catheter shaft may be damaged and remain
in the patient].

If a greater resistance is encountered during insertion, advancement or pulling out of this
catheter, it shall be verified that the guide wire is not tangled. If so (taking into
consideration the short guide wire lumen of this catheter), the guide wire may wind around
the catheter shaft. In addition, while drawing this catheter back into the guide catheter
inside vessels, the wide-angle separation between the catheter shaft and guide may occur.
Under this circumstance, a forced withdrawal of the catheter may lead to damage to the
catheter or guide wire.

Due to the lack of conductivity of twist forces, the catheter shaft may be twisted. If twisted,

the catheter shaft may be damaged and then remain in the patient.
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22.

23.

24.

25.

26.

27.

28.

29.

30.

31.

32.

33.

The aspiration volume shall be decided by the physician individually for each lesion and
adjusted via the aspiration syringe.

Air and blood sucked into syringe from thrombus shall not be injected from the catheter
into the body.

This catheter shall not be inserted or pulled swiftly out from lesions with highly tortuous
vessels, bifurcated lesions or calcified lesions. [In this case, the shaft at the distal end may
kink or break resulting in the damage to the vessel]

Precautions should be taken to prevent any damage to the catheter by other equipment
(such as scalpels, blades or scissors). Do not use a damaged catheter.

When using this catheter, the temperature, blood pressure, pulse, and respiration of patients
shall be monitored. In case of any abnormality, the procedure shall be stopped or
appropriate measures taken based on physician’s judgment.

Do not use the catheter for infusing diagnostic, embolic or therapeutic materials into blood
vessels, since the catheter has not been designed for such use.

Do not use the syringe, extension tubing or stopcock inside the human body.

Refer to the instructions supplied with other interventional devices to be used in
conjunction with this set for their intended use, contraindications, precautions and
instructions for use.

If blood does not fill syringe during aspiration and catheter blockage is suspected, do not
flush the catheter while in patient.

Do not perform high pressure contrast injections into the guide catheter while using with
the aspiration catheter inside. This may damage the aspiration catheter and make it diffieult
to remove it from the guide catheter.

If flow of aspirated contents is restricted, do not attempt to flush the catheter lumen while
the catheter is still inside the patient. It may result in serious complications, such as
intravascular thrombus delivery, thromboembolic event and/or death of patient. The
catheter shall be removed and flushed outside the patient or a new catheter shall be used.
During using of catheter, appropriate drug therapy (anticoagulants, vasolidators, etc.) shall

be administered to the patient according to standard protocols.

Application method

Inspection Prior to Use

Carefully inspect the sterile package before opening. Do not use POLLUX Aspiration

Catheter (Set) after the “Expire” date. If the integrity of the sterile package has been

compromised prior to the product “Expire” date (e.g., damage of the package), contact
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manufacturer QualiMed Innovative Medizinprodukte GmbH, Germany or its authorized
representative in the Russian Federation - CJSC "Lancet". Contact addresses and phone numbers
are given in section "Warranty/Liability" of these Instructions for Use. Do not use if any defects
are noted in the device or package.

NOTE: If at any time during use the proximal shaft for POLLUX Aspiration Catheter has

been bent or kinked, do not continue to use the device.

Devices and materials required, necessary for aspiration (not supplied in the package of
POLLUX Aspiration Catheter (Set)) (All devices and materials are disposable: do not reuse
and/or resterilize them):

- Y-connector.

- Guide wire.

- Guide catheter.

- Heparinized saline.

- Balloon device for distal protection (optional).

- Flushing needle.

- Introducer.

Preparation for Use
Packaging Removal (Step Action)
1. Aseptically remove this catheter set from the hermetically sealed sterile plastic package.
Remove POLLUX Aspiration Catheter from dispenser.

2. Remove protection wire from the distal part of the aspiration catheter.

Flushing of Aspiration and Guide Wire Lumens of POLLUX Aspiration Catheter (Step-by-
Step Instruction)

a) Draw 10 ml of heparinized saline into the syringe supplied in set and expel any air from it.

b) Attach the syringe tip onto the adaptor of stopcock extension tubing and attach the adaptor of

extension tubing to the Luer Lock connector of POLLUX Aspiration Catheter (as shown on the

picture below)
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1- Cannula Luer Lock of POLLUX Aspiration Catheter

2 - Luer Lock connector of POLLUX Aspiration Catheter

3 - Stopcock of extension tubing

4 - Syringe

c) Air inside the aspiration lumen of POLLUX Aspiration Catheter and in the syringe shall be
replaced with the full volume of heparinized saline inside the syringe. In the case of incomplete
air replacement, procedures 3a) to 3c) shall be repeated, and after flushing the stopcock of
extension tubing shall be closed.

d) Attach the flushing needle to another prepared syringe filled with heparinized saline. Fill the

guide wire lumen at the distal tip of catheter with saline.

Application of POLLUX Aspiration Catheter (Set) for Aspiration
Procedures for Insertion of Catheter into the Body
1) Prior to use, check if POLLUX Aspiration Catheter is compatible to the guide catheter and

the guide wire according to the following table:

Compatible guide catheter diameter, F/’Vmm Guide wire diameter,”/mm
5F/0.058” /1.47 mm 0,0147/0.36mm
6F/0.070” /1.78mm 0,014”/0.36mm

7F/0.08rvV2.06 mm 0,0147/0.36mm

2) Insert the guide catheter and after the installation of Y-connector advance it more distally
from the vascular lesion. If distal protection balloon is used, advance the balloon to the end of
the lesion.

3) Insert the proximal end of the guide wire into the distal part of the corresponding catheter
lumen.

4) Insert POLLUX Aspiration Catheter through Y-connector under the X-ray visualization to
make the radiopaque marker at the distal tip of the catheter reach the target site.

To prevent shaft twisting, hold POLLUX catheter 2- 3 cm from Y-connector, insert slowly the
catheter into the introducer entrance until the catheter reaches the target site.

5) Moderately lock the Y-connector to prevent blood loss and resistance to catheter
manipulations during the aspiration procedure.

6) Discormect the adaptor of extension tubing (connected to the syringe) from LuerLock

connector of stylet, remove stylet from POLLUX catheter.
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7) Reattach the adaptor of extension tubing to Luer Lock cannula of POLLUX Aspiration
Catheter.

8) After verifying the location of the catheter under the X-ray visualization, pull the plunger of
the syringe to the desired volume. After locking the plunger, reduce the pressure inside the
syringe.

9) Open the stopcock of extension tubing and start aspiration:

If no protection balloon is used:

Open the stopcock of extension tubing and advance slowly POLLUX catheter to the thrombus
for aspiration. Then draw back POLLUX catheter to the proximal end of lesion.

If the balloon device is used for distal protection and prevention of embolization with
thrombotic material, in accordance with instruction for use of protection balloon, temporally
occlude the target lesion. Then open the stopcock and advance slowly POLLUX catheter through
the whole area of thrombus for aspiration.

Then close the stopcock of extension tubing and remove the syringe. If urgent recanalization is
required, deflate immediately the distal protection balloon according to its instruction for use.

10) If another aspiration is required, reattach the syringe to the stopcock of extension tubing

after removing the aspirated material from the syringe and repeat procedures 8 and 9.

Removal of POLLUX Aspiration Catheter (Set)

1) Ensure the aspiration of the thrombus is completed;

2) Ensure the stopcock of the extension tubing is closed;

3) Remove slowly POLLUX Aspiration Catheter;

4) Ensure no thrombus remains inside the Y-connector. If necessary, remove thrombus
material from Y-connector.

5) If the reinsertion of POLLUX Aspiration Catheter is necessary, the insertion should be
performed again for the priming procedure after the insertion of the stylet into POLLUX

catheter.

Reuse precaution statement

For single patient use only. Do not reuse, reprocess and/or resterilize. Reuse, reprocessing
or resterilization may compromise the structural integrity of the device and/or lead to device
failure which, in turn, may result in patient injury, illness or death. Reuse, reprocessing or
resterilization may also create a risk of contamination of the device and/or cause patient infection
or cross-infection, including, but not limited to, the transmission of infectious disease from one

patient to another. Contamination of the device may lead to injury, illness or death ofthe patient.
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Package content: 1 POLLUX Aspiration Catheter in dispenser, 2 syringes, 1 mesh, 1
extension tubing with stopcock attached to the backing card and packed
hermetically into the sterile plastic bag. Package with devices, instructions

for use and desiccant placed in a card board box.

Recommended transportation, storage and usage conditions

1. Transport at temperature 20 - 25°C, relative humidity 70%.
Keep in a cool, dark and dry place, at temperature 20 - 25°C, relative humidity 70%.
Usage conditions- at temperature 20 - 25°C, relative humidity 70%.

See section "Graphical symbols for labeling primary and secondary packages".

o c w DN

Use immediately after the sterile package is opened.

Disposal instructions

After use, dispose of product and packaging in accordance with common requirements to

disposal of waste of medical devices.

Shelf Life

Shelf life - 3 years from the date of sterilization. Do not use after expiry.

Warranty/Liability

Carefully read instructions of use before proceeding. QualiMed Innovative
Medizinprodukte GmbH warranty exists only under the provision that the use of the product has
been carried out in accordance with the Instruction of Use. The warning notices being contained
in this Instruction of Use have to be considered particularly as an essential part of warranty
granted by QualiMed Innovative Medizinprodukte GmbH.

Use the product before expiration of the ,,Best-Before-Date” mentioned on the packing.
QualiMed Innovative Medizinprodukte GmbH grants a warranty on the products up to the
mentioned “Best-Before-Date”.

If the integrity of the sterile package has been compromised, if any other defects in the
package or the device have been identified, please contact QualiMed limovative
Medizinprodukte GmbH, Boschstrasse 16, 21423 Winsen, Germany, phone No.: +49 4171 6578
0, fax: +49 4171 6578 11 or its authorized representative Closed Joint-Stock Company "Lancet"
(CJSC "Lancet"), 17, Otkrytoe Shosse, building 1, Moscow, Russia, 107143, phone No.: + 7
(495) 646-56-65, fax: + 7 (495) 646-56-66.
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Symbol Description

Sterilized with ethylene oxide gas
STERILE EO

Lot number
LOT

Manufacturer

Each device is suitable for one (1)
time use only, reuse is
PROHIBITED

Do not resterilize

Expires

Do not wuse if package is
compromised

Keep in a cool, dry and dark place

\1/

Read instructions prior to use

Hydrophilic coating

OPHILIC
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C€...

CE Marking

i

Logo:
IK /INTELLIGENT KINETICS

Manufacturer

QualiMed Innovative Medizinprodukte GmbH
Boschstrasse 16

21423 Winsen

Germany

Phone No.: +49 4171 6578 0

Fax: +49 4171 6578 11
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QuallMed Innovative Medlzlnprodukte GmbH
BoschstraBe 16 * P-21423 Wlinsen

Kanziei im Sudertor
Herr Lammers
RathausstraBe 60

21423 Winsen
Ihr Zeichen Ihre Nachricht vom Unser Zeichen
Your sign Your message of Our sign
140312ahr Vollmacht Notar
VOLLMACHT

Sehr geehrte Damen und Herren,

hiermit bevollmachtigen wir,

phone: +49 4171 6578 0
fax: +49 4171 657811
e-mail: info@qualimed.de
www.qualimed.de

BoschstraBe 16
D-21423 Winsen
Germany

Datum
Date

12. Marz 2014

QualiMed Innovative Medizinprodukte GmbH

BoschstraBe 16
21423 Winsen/Luhe
HRB 110723

Unseren Chief Risk Officer (Risiko-Manager):

Name: Manfred Bernhard Gulcher
Pass-Nr..: C7FCR16HZ
Geburtsdatum 04.05.1961

Das vorliegende Dokument ,Instructions for Use*
in unserem Namen zu unterzeichnen.

if
QualiMed Innovative Medizinprodukte GmbH

; ; QualiMed
Martina Schmitt InnovattvB Medizinprodukte GmbH
GeschMuhrerin Boschstr. 18

D-21423 Winsen
Tel.: +49(4171) B578-0
EmaJ); infoOquaJimed.de

SeschaftsfCihrer Registergericht/ Registry Court Bankverbindung Steuer-Nr./Tax-No

lanaging Director Amtsgehcht Liineburg Banking Account 50/200/09195

lartina Schmitt Volksbank Luneburger Heide USt-ID/VAT-No
HRB 110723 eG DE 181 958 536

BLZ 24060300
Konto 4203925800

N: DE50 240 603 00 420 392 580 0
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Nr. der Urkundenrolle fiir 2014

I, Michael Lammers, Notary Public. Rathausstr. 60, 21423 Winsen (Luhe), Germany,
herewith certify that the overleaf signature attested by me have been served before
me by;

Mr. Manfred Gulcher, date of birth: may 04 1961,

Boschstr. 16, 21423 Winsen (Luhe)

- personally known to me -

Mr. GQIcher acted by authority. You find the original document enclosed.

Winsen (Luhe), march 12 2014

Not)
Michdef Lammers

Nr. "~ der Urkundenrolle fiir 2014
Vorstehende, vor mir vollzogene Namensunterschrift von
Herrn Manfred Gulcher, geb. am 04.05.1961

Boschstr. 16, 21423 Winsen (Luhe)
- von Person bekannt-

beglaubige ich hlermit.
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APOSTILLE

(Convention de La Haye du 5 octobre 1961
i.Land: Bundesrepublik Deutschland

Diese offentliche Urkunde
2.ist unterschrieben von Michael Lammers
3.in seiner Eigenschaft als Notar in Winsen / Luhe
4. sie ist versehen mit dem Siegel und Stempel des Notars

Bestatigt
5.in Luneburg 6. am 19. Marz 2014
7 durch den Prasidenten des Landgerichts Luneburg
8. unter Nr. 178/ 2014
9. Stempel 10. I"tnterschrift
TeUt' >

in Vertret(jh
Justizamtsinspektorin
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KBanuMepg ViHHOBeTMB MeauumnHnpoaykrte M6X
BowuwTpacce 16 - D-21423 BuH3eH

KBanuMepg
MHHoBeTVB MeanumHnpogykTe MmM6X

TenechoH: +49 4171 6578 O
dakc: +49 4171 6578 11
e-mail: info@qualimed.de

www.qualimed.de

BowwrTpacce 16
D-21423 BuH3eH
repmaHus

3, KsanuMepn WHHOBeWTUB MeguunHnpoaykte [M6X, HacToAwMM nNoOATBEpXAaeM, 4TO
mnaraemMble MHCTPYKLUM MO NPUMEHEHWIO Ha crieayoLwyo npoayKuuto:

FEHT BHYTPUCOCYAUCTbIA KOpOHapHbIin ATLAS Ha cucteme A0CTaBku «ObICTPON CMeHbI» RX

FeHT BHyTpucocyamncTblii kopoHapHbin JUPITER Ha cucteme gocTaBKM «ObICTPO CMeEHbI» RX

FeHT BHYTPUCOCYANCTbIA KOpOHapHbIi APOLLO Ha cuctemMe A40OCTaBKU «ObICTPOI CMeHbI» RX

TEHT BHYTPUCOCYANCTbI KOPOHapHbIi ABARLS Ha cucteme A0CTaBKM «ObICTPOI CMeHbI» RX

pUHaLANEXHOCTH
3TeTep 6annoHHbIi PEGASUS

3TeTep acnmpaumnoHHblii POLLUX B Habope

3IANTCA opUrnHaiamm I/IHCprKLI,I/II\/JI no NPUMEHEHUIO.

,ata: 12.03.2014

MH3eH, N'epmaHunA
roanuce/
laHdppepq MNonbxep

eyarb:
BanmMeg, VIHHOBeTMB MeamupmHnipoaykTe MveX

owiurpacce 16, D-21423 BuHzeH
eneoH+49 (4171) 6578-0
enechakc +49 (4171) 657811

Ynpasnswouwune PerncrpaumnoHHblii cya BaHKOBCKME pPeKBU3UTBLI Hanorosbiit Ne CepTudnunposaHo
Cy[, NepBoii MHCTaHLUK JTloHe6ypr 50/200/09195
M w ®onbkcbaHk JlloHebyprep 1ISO 9001
sl i VHH ISO 13485 un
laH(bpe,q Monbxep PernctpaunoHHbiii Ne
HRB 110723 Kop 6anka 24060300 DE 181 958 536 MDD 93/42/EEC

Cuet Ne 4203925800

BAH; DE50 240 603 00 420 392 580 O
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nHctrykuma no NMPMIVEHEHAO

CTeHT BHYTPUCOCYAUCTbIM KOPOHapHbIA ATLAS Ha cucteMe A0CTaBKU «ObICTPOM CMeHbI» RX

Mepes npUMeHeHMEM BHUMATe/IbHO MPOYTUTE HACTOSLLYI MHCTpPyKuu. Cobnwgarite Bce
peaynpexaeHnus 1 Mepbl NPefoCTOPOXKHOCTU, YKasaHHble B 3TOW WMHCTPYKUUW, B MPOTUBHOM Cryyae
O3MOXHO pasBuUTUE OCNOXHEHUW. W3genve npeaHasHayeHO 18 MNPUMEHEHUS TOJMIbKO Y OAHOro
aumeHTa. W3genne AO/MKHO ObiTb MCMNOMb30BAHO [0 WCTEYEHUA CpOKa rFOAHOCTW, YKasaHHOro Ha
NakoBKe.

TEPWWIBHO: crepunusosato ¢ ucnonb3osaHmnem sTuneHoKemaa. He MCMoONb30BaTh U3AenMe B Cyyae
CKPbITUS NN MOBPEXAEHNS CTEPUSIbHOM YNaKOBKN.
)nncaHue

CTeHT BHYTPUCOCYANCTbIA KOpOHapHbIi ATLAS Ha cucTteme A0CTaBKM «ObICTPOM CMeHbl» RX
peacTasnseT co6oi rmbKnii 6annoHopaclUIMpPSeMblii CTEHT, KOTOPbIW YCTaHOB/MEH Ha CUCTeMe LOCTaBKU
6bicTpoii cMeHbl» (RX-rapid exchange). Cuctema [OCTaBKM «ObICTPOI CMeHbl» RX npefHasHaveHa
ns 6e30nacHOro BBefeHNA CTeHTa B KOPOHAPHbIE COCYAbl U AN PACKPbITUA CTEeHTA B HY)XHOM MecTe 3a
YeT pacLLUMpeHns 6a1/1Io0Ha, Ha KOTOPOM HaxoAuTCs CTEHT.

Cuctema f0CTaBKM «BObICTPO cMeHbl» RX npeacTaBneHa 6an/1o0HHbIM KaTeTepoM, Ha AUCTa/lbHOM
OHLle KOTOpOro Haxoawutca 6annoH. Ha 6annoHe HaxoguTca CTeHT. bannoH cucTembl 40CTaBKU
acLmpseTca O HOMUHaIbHOro AvamMeTpa Npyv HOMUHaIbHOM [aB/IeHUN.

CTeHT BHYTPUCOCYAUCTbIA KOPOHAPHbLIA HEMOKPbIThbIA KO6a/ibT-XpomoBbli ATLAS Ha cucteme
[0CTaBKU «BObICTPOM CMeHbI» RX obnagaeT cnegytowmmMmn CBOMCTBaAMM:

- CTeHT n3roTos/ieH U3 KobanbT-XpoMoBoro crsasa L605

- BannoH kKateTepa cMCTeMbl AOCTaBKN N3roTOB/EH U3 HelnoHa Grilamid L25.

- [AmnameTp 6annoHa oT 2 4o 4 MM; AnviHa 6annoHa ot 12 go 40 mm.

- KoHuuk 6annoHHoOro kartetepa W rMOKWA AMCTanbHbIA LWAT M3rOTOBMEHbI U3 MOMNITUIEHA
BbICOKOWM MNNOTHOCTU Pebax 7233, KOHYMK KaTeTepa - C AobasneHmem kKpacutens MEVOPUR
Black.

- BannoHHbIN KaTeTep CUCTEMbI [OCTaBKU MMEET TPEXC/IOMHY BHYTPEHHIOK TPYOKY, COCTOSLLYIO
13 MONUITU/IEHA BbICOKOW MIOTHOCTU Pebax 7233 /nonmatuieHa HM3KOW nnoTHocTtu Plexar PX
3080 /nonuatuneHa BbICOKOM NAoTHocTu Petrothene-LM 6007 ¢ po6asneHmnem Kpacutens Reflex
blue C.

- [Ana o6ecriedeHUA Ny4lIero CKOMbXEHUS W [0CTaBNSAEMOCTU CTeHTa [0 LesieBOro ydacTka
ANCTanbHbIM WadT 6a1TOHHONO KaTeTepa CUCTEMbI AOCTaBKU UMEET ABYXC/I0MHOe rmapodmnibHoe
MOKpbITUE, 6a30BbINM CNoi KoToporo coctonT n3 DSM Primer 41002, BEpXHWiA CNOW COCTOUT U3

DSM Comfort Coat Topcoat 43003.
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- 'mnoTpybka O6aNNOHHOrO KaTeTepa CUCTEMbl AOCTaBKM COCTOUT W3 ABYX uacTeid: 1) u3
HepxxaBewowe ctanm 304 L, nokpbitorn (MT®I) nonutetpadTopatuneHom (Xylan) n 2)
HEMOKpPbITOW HepXkaBetowen ctann 304L.

- 3aWWUTHbIA  HaKOHEYHMK 6a/f/IOHHOr0  KateTepa CMCTeMbl  [JOCTaBKUM  WU3rOTOBMEH U3
TepMmonaacTUYHOro ypetaHa Texin RXxT85A ¢ go6asneHnem Kpacutens Blue tioxide TR-27.

- KaHtona Jlyep J1ok nsrotossieHa 13 nonvkap6oHara (MC) Lexan HPS 7. Hagnucn Ha Kpblbsax
KaHonun Jlyep J1ok cgenaHbl BUHMA0BOM Kpacko No-Tox Black.

- bannoH KateTepa CUCTEMbl 4OCTaBKU UMeEET 2 PEHTreHOKOHTPACTHbIX Mapkepa (MnatunHa - 90%,
Npnanii - 10%), KOTopble Cy>KaT OPUEHTUPOM AN TOYHOIO MO3ULIMOHMPOBaHUS 6as/ioHa.

- BannoH cuctembl 4OCTaBKM MOXET ObITb UCMOMNL30BaH 419 NOCcTAUNaTauun.

- BannoHHbI KaTeTep'cnucTeMbl 4OCTaBKM MMeET 2 LadT MapKepa 13 HepykasetoLlen ctanm 304 L,
KOTOpble MpefHasHadeHbl AN onpefeneHUs MeCcTOMOJIOXKEHUSA CUCTEMbI [OCTaBKU 6afflIoOHHOro
KaTeTepa Nno OTHOLLEHUIO K Hanpas/stowemy (MpoBOAHNKOBOMY) KaTeTepy.

- HomwunHansbHoe gaeneHmne 6annoHa- 9 6ap.

- [JaBneHwue paspbia - 18 6ap (ana gnametpa 6annoHa ot 2 Mm go 3,50 mm); 16 6ap (gna guameTpa
6annoHa 4,00 mm).

- BannoHHbIN KaTeTep CMCTEMbI 4OCTABKM COBMECTUM C NPOBOAHUKOM gmnameTpom 0,014,

- KoHuuK 6annoHHOro Kkatetepa CWUCTEMbl [OCTaBKM HadeT Ha 3alWUTHbIA NPOBOAHUK U3
Hepxxasetowwei ctaim WKN 1.4301 (KOHYMK NpoBogHuKa u3 nonmteTpadiiopoatuneHa (MTPE)
Teflon ¢ pob6aeneHnem Kpacutensa Blue basic), gnmHoii 360, anametpom 0,38 MM, KOTOPbIi
NPOXOAUT BHYTPU AMCTa/IbHOM YacTu KaTeTepa 1 BbIXOAUT HapyXXy yepes NopT.

- OnAa 3awnTbl cTeHTa M 6anoHa OT MOBPEXAeHU Ha 6an/IoHHbIN KaTeTep CO CTOPOHbI KOHYMKA
HafeT Npo3padvHblii Yexon (Konna4dok) nu3 nonutetpadnopoatuneHa (MTPE) Teflon, koTopsbiii
CHUMaETCA nepes NpoLUefypoii CTEHTUPOBAHUS BMeCTe C U3B/1IeKaeMbIM 3aLLMTHbIM NPOBOAHUKOM.

mya 1. Pasmepbl CTeHTa BHYTPMUCOCYAUCTOro KopoHapHoro ATLAS, pa3Mmepbl 6assioHa

eTepa CUCTEMbI AO0CTaBKN

OnvHa AOnnHa  Wcnonb3y  BHyTpeHHee TonuwunHa 6ankn LWnpunHa GENIY
‘HTa/ CTeHTa, GanNoHa, emMas A/IMHa PaccTosAHME (no anameTpy), MM (LUMPUHA ofHON
amMeTp MM MM 6anoHa Mexay MOMIOCKN  SIYENKN),
LLIOHa, + 0,5 Mm MapkKepamm MM

= 0,5 mm

10 12 12,50 11,30 0,080 +0,010 0,104 +0,010

14 16 16,50 15,30

18 20 20,50 19,30

24 25 25,50 24,30

28 30 30,50 29,30

34 35 35,50 34,30
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28
34
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18
24
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24
28
34
38

40
12
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20
25
30
35
40
12
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20
25
30
35
40
12
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20
25
30
35
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12
16
20
25
30
35
40
12
16
20
25
30
35
40
12
16
20
25
30
35
40
12
16
20
25
30
35
40

41,50
12,50
16,50
20,50
25,50
30,50
35,50
41,50
12,50
16,50
20,50
25,50
30,50
35,50
41,50
12,50
16,50
20,50
25,50
30,50
35,50
41,50
12,50
16,50
20,50
25,50
30,50
35,50
41,50
12,50
16,50
20,50
25,50
30,50
35,50
41,50
12,50
16,50
20,50
25,50
30,50
35,50
41,50
12,50
16,50
20,50
25,50
30,50
35,50
41,50

40,30
11,30
15,30
19,30
24,30
29,30
34,30
40,30
11,30
15,30
19,30
24,30
29,30
34,30
40,30
11,30
15,30
19,30
24,30
29,30
34,30
40,30
11,30
15,30
19,30
24,30
29,30
34,30
40,30
11,30
15,30
19,30
24,30
29,30
34,30
40,30
11,30
15,30
19,30
24,30
29,30
34,30
40,30
11,30
15,30
19,30
24,30
29,30
34,30
40,30
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0,080 0,010

0,080 +0,010

0,095 +0,010

0,095 +0,010

0,095 +0,010

0,095 +0,010

0,104 +0,010

0,104 +0,010

0,104 +0,010

0,099 +£0,010

0,099 +0,010

0,099 +0,010

0,099 +0,010



5nnua 2. TexHU4Yeckne XxapakKTepucTnkun 6annoHHOro KaTeTepa CNCTEMbI AO0CTaBKN

thameTp
6o4yan gnmHa 6annoHHOr0 KaTeTepa CUCTEMbl AOCTaBKM,

n

3HUMK 6a/INOHHOIO KaTteTepa CUCTEMbI JOCTaBKW, MM
ocTa/lbHasA YacTb KaTeTepa, MM

16KUIA ancTasbHbIA WadT (nepexogHoe coeguHeHWe OT
NMOTPYOKN K BHYTPEHHE TPYOKM KaTeTepa), MM
1r1oTpyoKa, MM

NaMeTp MNPOKCMManbHOro LwadTa 6anioHHOro Kartetepa

CTEMbI 4OCTaBKU, F/Mm
qaMeTp AguctatbHoOro wadTa 6anfioHHOro KarteTepa
CTeMbI AOCTaBKM, F/mm

CCTOSIHWE OT  KOH4YMKa 6anIoHHOro
)OKCUMa/IbHOTO LLadhT MapKepa, MM

KaTeTepa fo

IOCTOSiHME  OT  KOHYMKa 6annoHHOro
HOTa/IbHOro WwadiT mapKepa, Mm
LINTHbIA HAKOHEYHUK, MM

KaTeTepa QOO0

wiona Jlyep J1Iok, Mm

6was AnmMHa 6annoHa KaTeTepa CUCTEMbI JOCTaBKU
cnonblyemMas AmMHa 6annoHa  Katetepa  CUCTEMbI
)CTaBKm

«YTPEeHHee PaccTOsIHME MeXAy MapKepamm
WAL CYXEHOW YacTU KOH4YMKa 6anoOHHOro Karetepa
[cTeMbl goCTaBKU, MM

30MNb  KOH4YMKa  6as/l/IOHHOro

KateTepa CUCTEMDbI

)CTaBKN, MM

KasaHunAa K NpNMEHEHUIO

CTeHT BHYTPMCOCYAUCTbI KOPOHapHbIii ATLAS Ha cucTeMe [OCTaBKU «BObICTPOM CMeHbI» RX
1AHa3Ha4YeH Ans CTeHTMPOBAHWUS KOPOHAapPHbLIX apTepuii MpU IEYEHUN CYXXEHUS CcOoCcydoB cepAua

[ep,CTBVIe rnporpeccnpoBaHna aTepoCK/IEPOTUYECKOIO TMopadkKeHUA,

CbaTVIBHOI'O BMeLlaTeNbCTBAa.

CTeHT BHYTPUCOCYAMUCTbIV KOPOHapHbIi ATLAS Ha cucTeMe A0CTaBKU «ObICTPOM CMeHbI» RX

AHazHayeH [A1s YyBeNMYeHUs AMaMeTpa MpPocBeTa KOPOHApPHbLIX apTepuii (denovo) Mnn BeHO3HbIX

HTOB:
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3HauyeHune
1415+ 15

3,5%0,5
237%15
10515

1070+15

Makc. 2,1 F (0,70 mm)

Makc. 2,6 F (0,86 mm)

985 + 15

880 15

OwnameTtp - 1,10

AnnHa - 35

TonwmHa - 0,2

AdnnHa - 41

BHyTpeHHWMIA gnameTtp oT 0,7 go 1,25
3aBUCUT OT pa3mepa cTeHTa*
3aBUCUT OT pasmepa CTeHTa*

3aBUCUT OT pasmepa CTeHTa*

0,45

0,54

He TpebyloWMin OTKPLITOrO



y 60MbHbIX C ULIEMUYECKOM 60Me3HbIO eepaua B pesysibTaTe CTEHOTUYECKOro MopaxeHWs
KOpOHapHbIX COCY/0B;
-y BONbHbIX C ULLIEMNYECKON 6ONE3HbIO CepALa B pesy/bTare OKK/IHO3NPYIOLWEro NOPaXKeHUS
KOPOHapPHbIX COCY/[0B;
-y O60/IbHbIX C WLIEeMWYEeCKoW 60Me3HbID Moc/e aopPTOKOPOHAPHOro LWYHTUPOBaHUA MNpU
NeYeHNN CTEHOTUYECKMX MOPaXKEHWIA LLYHTOB apTepuii cepaua;
- ANsl NeYEHUs OCTPOM WM YrpoXKaloller OKKMH3UW KOPOHApPHbIX apTEPWiA, BO3ZHUKLLEN B
pesynbTaTte HeYAau4HOro YPECKOXXHOro KOPOHAPHOro BMeLLaTe 1bCTBa.
J/IMHa LleN1eBOro NMOpaXXeHUs A0/MKHA 6biTb MeHbLLE [A/IMHbI CTeHTa (A4/IMHa CTeHTa cocTaBnsieT oT

,0 38 MM); pechbepeHCHbIV AnaMeTp cocyaa Ao/MKEH cocTaBnaTb oT 2,0 Ao 4,0 mm.

(TBONOKa3aHUs
MmnnaHTauusa cTeHTa BHYTPUCOCYANCTOro KopoHapHoro ATLAS Ha cucTeMe AOCTaBKU «ObICTPOWA
Bbl» RX NMPOTMBOMOKa3aHa nauneHTam co CrefyroLWwmnmMmm COCTOAHUAMM:
- Annepruyeckas peakuusi Ha KO6asibT-XpoM.
- Annepruyeckas peakums Ha peHTreHOKOHTpPAaCTHbIE NpernapaTsl.
- TMaymeHTbl, KOTOPbIM NPOTUBOMNOKa3aHa aHTUTPOMOOLUTapPHas U aHTUKOoarynsiHTHas Tepanus.
- PecTeHO3 B MecTe CTEHTUPOBaHUS.
- WVHdapKT MrnoKapaa 4aBHOCTbIO MeHee 72 4.
- CTeHTMpOBaHMe LWYHTOB 13 NOAKOXHO BEHBbI.
- HesawmueHHoe NopaxeHWe CTBOMA JIEBOW KOPOHAPHOW apTepui.
- lMonHaa oKKO3UA LLeNeBoro cocya.
- BblpaxeHHas KasbLMgUKaLNA NOPaXKeHHbIX KOPOHaPHbIX apTepuia.
- TopaxeHns apTepuii ¢ U3BUNUCTON CTPYKTYPOIA.
- TlopaxeHne KOpOHapHbIX apTepuili B 06nacTn 6udlypkaumn. YcTaHOBKa CTeHTa B 061acTb
oudypkauun.

- ®pakums Bblbpoca NeBoro xenygovka meHee 30 %.
- KapamuoreHHbI LLOK.
- Hanunuuve Tpom603a B nNpoeseTe cocya UM Nogo3peHue Ha Hero.
- Hanuuue y naymeHToB NopaxeHW, KOTOPbIe, MOFYT MPensaTCTBOBATL PACKPbLITUIO CTEHTA.
- bepeMeHHOCTb N rpyAHOE BCKapMVBaHUE.
- >Kenygo4yHo-KuLle4YHOe KPOBOTEYEHME B aHAMHE3e.
- Xnpypruyeckume BMeLLaTeNbCTBa 3a ABe Hele/n 00 UMNAaHTauum, poabl, 6uoncnsa n nyHKUUs

cocyaa, KOTOprVI He MOXET ObITb noaBeprHyT KoMrnpeccunn.
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- MNauwveHTbl ¢ HeJaBHMM OCTPbLIM HapyLleHnem Mo3roBoro kposoobpaweHus (OHMK).
- Temopparnyeckas gmnabetmyeckas peTUHonaTus W Apyrme COCTOSHUSA, COMPOBOXAatoLLmecs

HapyLIeHNAMIN Koarynauun.

MO>XHble MOB60YHbIe 3P EKThI

- BHesanHasa 3aKkynopka CTeHTa.

- OcTpblii HhapKT MMOKapaa.

- Anneprunyeckas peakupysi Ha aHTUKOArynsHTbl W/WIM aHTUTPOMOOLMTapPHbIE MnpenapaTtbl N/win
PEHTreHOKOHTpPAaCTHbIe npenapartbl U/WiM aHECTETUKM.

- CreHokapgus.

- ApUT™MUU, B TOM Ymcie UBPUNNALMA XeNyL0UKOB U XeNyL04KOoBaa TaxnmkKapans.

- ApTepunoBeHO3Has huctyna.

- TamnoHaga cepgua.

- KapanoreHHbIi LWOoK.

- CmepTb.

- OwucTtanbHasa amb6onus (Bo3gyLWHas, TKaHeBasi v TPoM60TMYECKas).

- DKCTpeHHOe aopTOKOPOHapHOe LWYHTUPOBaHME.

- CeppeyHasd HeOCTaTOYHOCTb.

- TlemaToma.

- KpoBsoTeueHwue.

- ApTepuanbHas rurnoTeHsns /rmnepTeH3mns.

- NHdeKuMoHHbIe OCNOXHEHNS.

- WHdekunoHHoe BoCnaneHume.

~  WNwemnsa mmokapga.

- Aunccekuwms, nepdopauus Nnn paspbiB KOPOHAPHLIA apTEPUIA.

- DKCcCyAaTUBHBIN MepuKapauT.

- JloxHasa aHeBpu3Ma befpeHHOM apTepun.

- TlMoyeyHasa HeOCTAaTOUYHOCTb.

- PecTeHO03 CTEHTUPOBAHHOIO CermMeHTa.

- LUok/0TeK nerkux.

- Cna3sm KOpOHapHbIX apTepuii.

- 3Mb6onusa cTeHTa.

- Tpom603 /OKK/3USA CTEHTA.

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



VHcynbT/ HapyLleHre KpoBOOGpaLLeHWsi COCY10B FO/I0BHOMO Mo3ra /TpaH3UTopHas ULleMUYecKas
aTaka.

MonHasi OKK/M03Usi KOPOHAPHOWM apTepun UK LIYHTA.

TpaBma cocya, TpebytoLas XMpypruyeckor Koppekumm n NoBTOPHOM MHTEPBEHLIUN.
FMCTONOrMYECKNE N3MEHEHUSI B CTEHKE COCY/a, BK/HOUast BOCnaseHme, NoBpexaeHne KNeTokK umm
HeKpOo3.

Annepruyeckas peakLms Ha KO6asibT-XPOM.

e ayrnpexxaeHns

®

MpuMeHeHWe CTEHTa BHYTPMCOCYANCTOr0 KOpoHapHoro ATLAS Ha cucTeMe J0OCTaBKM «ObICTPO
CMeHbl» RX BreyeT 3a €060/ PpUCK pasBUTUSA MNOAOCTPOro TPOMbBO3a WAN  COCYAUCTbIX
OC/IOXKHEHNI, TaKNX KaK KPOBOTEYEHUS, FeMaTOMbl WM MIOXKHYK aHeBpu3sMy. B TeueHume BCero
nepuvoja sHAoTeNnM3auUumM cocyga B MecTe CTeHTUPOBaHUA BCEM MauMeHTam AO/HKHa NPOBOAUTLCA
aHTUTpOMOGOLIMTapHas Tepanus.

Henb3sa yctaHaBnMBaTb CTEHT BHYTPUCOCYAMUCTbIM KOPOHapHbIi ATLAS Ha cucTeMe [OCTaBKU
«ObICTPOW CMeHbI» RX naumeHTam ¢ annepruyeckon peakumen Ha KobanbT-XpOoM.

MMnnaHTayma CcTeHTa BHYTPUCOCYAUCTOro KopoHapHoro ATLAS Ha cucteme [0OCTaBKMU
«BbICTPOM CMeHbI» RX go/mKHa NPOBOAUTLCA TO/IbKO Bpadamu, MpoLlealviMmM COOTBETCTBYHOLLEE
obyuyeHune.

YcTaHOBKa CTEHTA BHYTPUCOCYAMCTOro KopoHapHoro ATLAS Ha cucTemMe A0CTaBKU «ObICTPO
CMeHbl» RX po/mkHa NpoBOAUTLCA TOMBKO B 60/IbHULIAX, B KOTOPbLIX CYLLECTBYeT peasbHas
BO3MOXXHOCTb BbINO/IHEHUS 3KCTPEHHOI0 a0PTOKOPOHAPHOI0 LWYHTUPOBaHUS.

MNpamMoe cTeHTUpoBaHWe 6e3 rnpegunarauui 30Hbl NOPAKEHUA C MOMOLLBLID 3TOr0 M3LENNA He
nccnenoBsanoch.

lMocne yCcTaHOBKW CTeHTa BHYTPUCOCYAUCTOrO KOpOoHapHOro ATLAS Ha cucTeme [OCTaBKMU
«BbICTPON CMEHbI» RX BO3MOXHO pa3BuUTUE pPecTeHOo3a, YTO MOXET rMoTpeboBaTb MOBTOPHOrO
BMeLlaTeNbCcTBa (a UMeHHO, BBeAeHMe 6aI/IOHHOro KateTepa B MecTO CTEHO3a U ero pacLlimpeHue).
JonrocpouHsblii Ucxog nocsie NOBTOPHOM Annataummy B HacTOsILLEE BPEMS HEN3BECTEH.

B cnyuae vMmniaHtaumMy HECKOSIbKUX CTEHTOB W HalMuMsA KOHTaKTa MeXAy HUMWU, B Lensax
npegoTBpaLLeHNA KOPPOo3UKX PasHOPOAHbLIX METas/ioB, MaTepuasl, M3 KOTOPOro M3roToBJIEeHbI

CTEHTbI, AO/DKEH ObITb OANHAKOBbIM.
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0C06 NpUMEHEHMS
OBepKa m3genma Ao Havana paboThbl

BHMMaTeNbHO OCMOTPUTE CTEPUBHYIO YNAKOBKY, NPeXie Yem BCKPbITh ee. He ncnonb3ynTe CTEHT
TPUCOCYAMUCTBIN  KOPOHapHbIi ATLAS Ha cucTeme [0OCTaBKM «ObICTPO cMeHbl» RX nocne
eyeHUs Ccpoka rogHocTu. [na yTOUYHeHWA rMpouedypbl Bo3Bpata MpuY HapyLleHUU LefIoCTHOCTU
pUNbHOM YyNakoBKW, CBAXUTecb ¢ npowmssogutenem QualiMed Innovative Medizinprodukte GmbH,
MaHUA WA ero YMoJsIHOMOYEHHbLIM npeacTasuTesieM Ha Tepputopum P® - 3A0 “JlaHUeT”.

1TaKTHble ajpeca U TeneddOHbl yKaszaHbl B pasfene “ lapaHTuiiHble 0653aTenbCcTBa” HACTOALLEN
;TPYKUMK. He ncnonbsyiite nsgenve npu BbiBAEHNN KaKNX-MG0 AeIEKTOB CamMOro M3genns Uam ero
KOBKMW.
MMEYAHWME: Ecnn Bo BpeMs MUCMO/b30BaHUS U3AeNNSA MPOKCUMasbHbINA WadT KaTeTepa CUCTEMBI
[JOCTaBKM COTHYT WM WN3BUT, HEOO6XOAMMO MNpPeKpaTUTb WCMNOoJfb30BaHWE 3TOro
n3genus.
1e1MA N MaTepualbl, HE06XoAUMble A1 NpoLefypbl CTEHTUPOBAHWUSA, HO HE BK/IKOYEHHbIE B YNaKOBKY
HTa ATLAS Ha cucTeMe [OCTaBKU «ObICTPOi cMeHbl» RX (Bce m3genunsa n matepuanbl SBAAKOTCS
[opa3oBbIMK: HeMb3a CTepuIN30BaTb UX UW/WIM UCMOSb30BaTh MOBTOPHO):
B [MpoBogHuKoBbI (“ble) KaTteTep(-bl) (BHYTPEHHWI MPOCBET KOTOPOro He MeHee 1,42 MMm),
COOTBETCTBYIOLNIA KOHPUTYpaLUn LieNeBO KOPOHApPHOM apTepuu;

e LWnpwuy 10 vm 20 mn;

= Bpawatowmiica(-mecsa) reMoctaTUUYecKNin(-me) knanaH(-bl) ¢ MUHUMasbHbIM gnameTpom 0,096/
2,39 Mm;

e [1poBogHuK anametpom 0,0147/0,36 mm;

= 60% pacTBOpP PEHTreHOKOHTPACTHOro Npenapara B passefeHun 1:1;

e CTepwunbHbIi hN3M0N0rNYecKNiA pacTeop;

e YCTPOICTBO A1 pasgyBaHuMs 6as/loHa U TPEXXOA0BOW KPaHWK A/1s pasayBaHUsS 6aioHa;

= VHTpoablocep.

'NTOTOBKa U3fenna K paooTe

ATME ynakoBku (IowaroBas MHCTPYKLUNA)

1. OCTOPOXHO W3BNEKUTE CTEHT BHYTPUCOCYAMCTbIM KOpOHapHbIi ATLAS Ha cmucTeme [JOCTaBKMU
«BbICTPO/ CcMeHbl» RX K13 AUCNeHcepa W MOAFOTOBbTE uM3denne K WUCNoNb3oBaHWto. [pwu
M3BMIEYEHUN UM30eNNA He JOoMNycKaliTe nepernbaHns UNM CKPyYmMBaHUSA TUNOTPYOKU 6annoHHOro

KaTeTepa CUCTEMbI AOCTaBKN.
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2. CHMMMTe npospayHblii 4exon (Koanaudok), KOTOpbI 0feT Ha OGa/l/IoHHbIA KaTeTep CO CTOPOHbI
KOHYMKA N aKKypaTHO U3BNEKUTE 3alUUTHbLIA NPOBOAHUK. A MUMEHHO, OAHOW PYKOW yaepXuBariTe
KaTteTep OGaf/lOHHbIA cUCTeMbl [OCTaBKW MPOKCMMaslbHee CTEHTa, a APYro PyKor OCTOPOXHO
CHUMWTE B ANUCTa/IbHOM Hanpas/eHUW NPo3payHblii 4exon (KoMnayok) cTeHTa.

"MIMEYHAHWE: Cobntogarite OCTOPOXHOCTb, He gonyckawnTe crubaHms w/wvnn cKpy4dumBaHUs

1pTa 6aNNOHHOroO KaTeTepa.

pOMbIBAHME  NpOCBETa  KkaTeTepa, MNPeJHA3HAYEHHOTO AN  MNPOBOAHMKA

[owaroBan MHCTPYKLUUSA)

1. MpomoiiTe npocBeT KaTeTepa, NpeAHa3HAYeHHOro A7 MPOBOAHMKA, TenapuHU3MPOBAHHLIM
(h1310M0rMYECKMM PACTBOPOM C MOMOLLIBIO LLAPKLA.

2. Yb6egutecb B TOM, U4TO CTEHT pacnofioKeH MexXay MPOKCUMabHbIM U AUCT/TbHbIM
PEHTreHOKOHTPACTHbLIMM MapKepamn 6GajsloHa KaTeTepa CUCTEMbl [OCTaBKM. Y6eauTech B
OTCYTCTBUM Mepern6oB, CKPYUYMBaHUIA NN APYTUX NOBPEXAEeHWIA. He ncnonb3yinte nsgenve npu

BbISIBNEHUW KaKUX-NNG0 AetheKToB.

OAr0OTOBKa KaTeTepa 6anNOHHOTO CUCTEM bl fpoctaskn (MowaroBas MHCTPYKLMA)
MoAroToBbTE YCTPOWCTBO A5 pasAyBaHUA 6an10Ha UKW LINPUL, C PpacCTBOPOM PEHTIEHOKOHTPACTHOrO
npenapaTa.

MpucoegnHnTe YCTPOMCTBO AN pasgyBaHUs OGanfioHa WAM WNPUL, K TPeXxXoAoBOMY KpaHMKY
(cTONKOKY) M K NOPTY ANS pa3gyBaHUs 6annoHHOro KaTetepa. He crmbaiite runotpy6Ky 6a110HHOMO
KaTeTepa CUCTEMbI AOCTaBKM NPU NOACOEAMHEHMN YCTPOMCTBA AN1A pasayBaHWUs/ wnpuua.
PacnonoXxmTe cUcTemMy A0CTaBKM CTeHTa BEPTUKaA/IbHO, HanpaBuB ero ANCTaslbHbIM KOHLLOM BHU3.
OTKpoOWTe 3aMn0opHbIA KPaHMK, MPUCOEANHEHHbI K CUCTEMe AOCTaBKM CTeHTa; Ha 15 ceKyH/[ co3faiTe
oTpuvLlaTesibHOe AaBfieHWe; OBeAUTE JaB/IEHME A0 HY/IEBOrO A/ 3aM0/IHEHUS PEHTIEHOKOHTPACTHbLIM
npenapaTom.

MepekpoiiTe TPEXXOAOBOMA KpaHWK B CUCTEMY [OCTaBKM CTEHTA, BbLIYCTUTE BECb BO3AYX W3
yCTpOIicTBa 4N pasgyBaHUsa Uan LWNpuua.

MosTopuTe wWwarn 4-6, 4T0ObI yAannTb BeCb BO3AyX. EcAn nysbipbKu BO3gyxa NpoAo/KaloT
nocTynaTb, He UCMONb3YNTe nsgenue.

Mpy ncnonb3oBaHUM WNPULA NPUKPENNTE MOATOTOBIEHHOE YCTPOMCTBO A1 pa3gyBaHMs 6asinoHa K
TPEXX04,0BOMY KPaHUKY.

OTKpOINTe TPEXXOA0BOM KPaHMK B Ga/INIOHHbIV KaTeTep CUCTEMbI AOCTaBKU.

B cmucteme focTaBKM A0/MHKHO MOAAEPXKMBATLCA HY/EBOE AaBeHMe.
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ouefypa focrtaBki cTeHTa (Mowarosas MHCTPYKLNA)

1. O6GecneybTe COCYyAMCTbIA AOCTYN B COOTBETCTBUM CO CTaHAApPTHOW MeTOAVMKOWM UPECKOXHOW

TpaHCNIOMUHaIbHOM KOpOHapHOW aHruonnactnku (UTKA).

2. BblmonHuTe npegunataymio NOPaXeHHOro cocyga € MNOMOLLbH 6GannoHa COOTBETCTBYHOLLENO
AnameTpa, paBHOro gnameTpy cocyaa.

3. CoxpaHsiiTe HeEMTpasibHOE AaBfieHWe B YCTPOWCTBE ANS pasfyBaHUsA 6asinoHa, NPUcoeguHEHHOM K
6Ga/IMOHHOMY KaTeTepy CUCTEeMbI OCTaBKM.

4. HapgeHbTe 6aNIOHHbIN KaTeTep CUCTEMbI AOCTaBKU Ha MPOKCMMa/IbHYH 4acTb MPOBOAHMKA; NpU
3TOM AUCTasIbHas YacTb MPOBOAHMKA [OMKHA MPOXOANTL BAO/b BCE 30HbI LIeN1EBOI0 NOPaXKEHUS.

5. TTONHOCTbIO OTKPOMTE BpaLlaloLLMIACS FreMocTaTUYECKUIA KnanaH, YTobbl o6ecnevynTb CBOGOAHYHO
[OCTaBKY CTEHTa M NPeAoTBPaTUTL ero NoBpexaeHue.

6. Yb6eauTecb B TOM, YTO MPOBOAHWKOBbLIV KaTeTep HaAeXHO pPacrofioXXeH B 30HE MOpaXKeHUs, u
TOMIbKO MOC/le 3TOro BBeAUTE Gas/IOHHbIA KaTeTep CUCTEMbI AOCTaBKM B KOPOHapHYH apTeputo.
OCTOpPOXHO MpoABUramTe CUCTEMY [AOCTaBKM CTeEHTa B MNOPT MPOBOAHMKOBOrO KaTteTepa,
yAep>xuBas rmnoTpybKy 6a110HHOr0 KateTepa CUCTEMbI AOCTAaBKU B MPSAMOM MOSI0XKEHUN.

MMEYAHWME

Ecnu Bo Bpems npoueaypbl CTEHTUPOBaHMSA (40 TOro, Kak CTEHT MOKMHET NPOBOAHMKOBbLIA KaTeTep)

aliKaeT owyLleHMe HEOBbIYHOTO COMPOTUBAEHUS, HE NPUKIAAbIBaATE AOMONHUTENbHBIX YCUNNKA Mpu

LeHUU cTeHTa. M36bITOUHbIE YCUnmna MoryT npuBecTn K NOBpPeEXAEHUIO CTEHTA WM CMELLEHUNIO CTEHTA

a/loHa KaTeTepa CUCTeMbl AOCTaBKWU. CoxpaHsiTe MOMOXeHWe NPOBOAHMKA BAO/Mb BCE 30HbI

eBOro nopaxeHusi. M3BnekanTe cucTemMy [OCTaBKM CTEHTa WU MPOBOAHWMKOBbI KaTeTep eAMHbIM

KOM.

7. BBegeHue cucTeMbl [0OCTaBKWM CTeHTa MO MPOBOAHWKY [0 LUENEBOro MOpPaXKeHUsA [O/HKHO

OCYLLLeCTBNSATLCS MOJ HEMOCPeACTBEHHbIM PEHTIEHOCKOMUYECKUM KOHTpPoseM. [asi TOYHOro
NO3NLIMOHMPOBAHWUS CTeHTa MCMOo/b3yTe NPOKCUMa/bHbIA U AUCTaNbHbIA PEHTFeHOKOHTPACTHbIE
MapKepbl 6anloHa CUCTEMbl [OCTaBKW. BHYTpeHHWe Kpasi PeHTreHOKOHTPACTHbIX MapKepoB
YKasblBalOT Ha MOMOXEeHMEe KpaeB CTeHTa W Mjey pasgyToro GassioHa CUCTeEMbl AOCTaBku. He
NPOBOAUTE PACKPbITME CTEHTA, ec/iM ero MonoXeHme He COOTBETCTBYET ONTUMa/lbHOMY; B 3TOM
cnyyae CTeHT crieqyeT akk paTHO NepemMecTUTb U YATUTD.

3axmure Bpau.l,a}OU.lMVICﬂ remoctaTnyeckmii knanaH. CTEHT roToBs K PacKpbITUIO.

auefypa packpol Tus cTeHTa (MowaroBas MHCTPYKLKA)

CospaiiTe B 6a1/10He KaTeTepa CUCTEMbl AOCTaBKU MUHUMabHOe gaeneHme 9 6ap (900 kMa —aT0
JaBneHue packpbiTnA). bonee BbICOKOE AaBfieHMe MOXeT ObiTb He06Xo4MMO ANA onTUMM3aLUnn

npuneraHnsi cTeHTa K CTeHKe apTepun. [aBneHvie B 6Ga//loHe KaTeTepa CUCTEMbl [JOCTaBKU He
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OO/MKHO MpeBbIlaTb HOMUHaIbHOE AaBfeHWe paspbiBa, paBHoe 18 6ap (1800 kIla) gnsa cTeHTOB
AnameTpom oT 2,00 go 3,50 mm n 16 6ap (1600 klMa) gna cteHToB AnameTpom 4,00 mm.
YpepxusaiiTe gaefnieHue B Oasi/loHe KaTeTepa CUCTEMbl AOCTaBKM B TedeHne 15-30 cekyHp ans
MOMHOr0 PacKpbITUSA CTEHTA.

MonHocTblO cayiTe 6annoOH KaTteTepa CUCTEMbl AOCTaBKW, CO34aB OTpuULLATeNbHOe JaBfieHue B
YCTPOWCTBE 415 pasfyBaHusa GanioHa.

Yb6eautecb B MNPaBWIbHOM TMOJIOXKEHUN CTEHTA W €ro MOSIHOM pPacKpbITUM C  TMOMOLLbIO
CTaHOAPTHOM aHruorpaduyeckon MeToAuKW. [ns nosyvyeHMs ONTMMAasIbHOrO pesysbTata BecCb
CTEHO3UPOBaHHbIN CErMeHT apTepumn A0/HKeH ObITb MOKPbLIT CTEHTOM.

Heobxoanmo [06UTbCA OMTUMANbHOIO PacKpbITUA CTeHTa (CTeHT [O/MKEH MOJIHOCTLIO
KOHTaKTMpoOBaTb CO CTEHKOIM apTepumn). Bcemu ycmnuamm crepyeT o6ecnevymTb AOCTATOUHYIO
Aunatauuio  cteHTa. PackpbiTve CcTeHTa crieqyeT MpPOBOAUTbL MOL  PEHTreHOCKOMUYECKUM
KOHTPO/IEM.

Ecnn pasmep wiu pacnofioxeHue cTeHTa TpebyeT AanbHenwen onTUMM3aLnM, BHOBb BBeAUTE
6ann1oH KaTeTepa CUCTEMbl AOCTaBKM WM APYro GanfoHHbIV KaTeTep COOTBETCTBYHOLLEro
pasmMepa K 30He CTeHTUPOBaHWS; BbINOMHUTE CTaHAAPTHYH aHrMOomnNaacTUKy.

PasgyiTe 6annoH KateTepa CUCTEMbl [OCTaBKWM [0 HEO0O6XO4MMOro YPOBHS [AaB/IEHWMSA  MOA4
PEHTFEHOCKOMMYECKMM KOHTpOseM. 3aTeM cAyiTe 6a//loH KaTteTepa CUCTEMbl [OCTaBKU (CM.
LKany KoMnnariHca 6anoHa, NocTaBNsAeMYIO C U3LeNnem).

Y6eautecb B MpPaBUNbHOM MOMIOXEHUW CTeHTa aHruorpaduueckn. Ybegutecb, UTO CTeHT
pacnosioXXeH Mexay MpPOKCUMa/lbHbIM U ANCTalbHbIM  PEHTIeHOKOHTPACTHLIMU - MapkKepamu
6annoHa cucTeMbl focTaBkM. lNpogomkariTe pasgyBaTb Oa//IOH KaTeTepa CUCTEMbl JOCTaBKU A0

OOCTVKEHWNA XXEeNaeMOoro pesysibtarta

LLlelypa N3BMIeYeHMs cucTeMbl gocTaBku (MowaroBas MHCTPYKLMS)

1
2.

Dbl

Y6eanTecb B TOM, YTO 6a/NIOH KaTeTepa CUCTEMbI AOCTABKU MOJIHOCTbIO CAYT.
MONHOCTLIO OTKPOWTE BpaLLaOLLMIACA FEMOCTaTUYECKMIA KanaH.
CoxpaHsia MonoXXeHne NPoOBOAHMKA U MOAAepXXMBas oTpuLUaTenbHOe JaBfeHME B YCTPOMCTBE ANis

pasayBaHUA 6ann1oHa, 13B/IEKUTE CUCTEMbI AOCTaBKU

npefoCcTOPOXHOCTM npu  paboTe €O CTEHTOM  BHYTPUCOCYAUCTbHIM

HapHblM ATLAS Ha cuctemMe fOCTaBKM «ObICTPOIA CMEHbI» R X

» [Mepes Hauyasiom pa6oTbl 06PATMUTE BHMMaHME Ha CPOK FOAHOCTU U3aenus.

*

BusyanbHoO y6eanTecb B TOM, UTO CTEHT PaCcMoOfIOKEH MeXAy MPOKCUMasbHbIM U AUCTa/IbHbIM

PEHTreHOKOHTPACTHbIMW MapKepamu 6a/1/loHa CUCTeMbl JOCTaBKM.
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CTeHT BHYTPUCOCYAUCTbI KOPOHAapHbIA Ha cucTemMe [AO0CTaBKM «ObICTPOA CMeHbl» RX
npuMeHsieTcs B  BUAe eAuHoW cuctembl. CTEeHT He cnefyeT CHUMaTb € GannioHa,
MCMNONb3YIOLLLErocs A8 ero [O0CTaBKW, 3TO MOXeT MNOBpPefuTb CTEHT W/WIA MPUBECTU K ero
amb6onmsauun. CTeHT He NpeAHa3HayeH ans 06XKMMKU Apyroro 6annoHa.

Henb3a M3MeHATb MM HapyllaTtb PacnosioXeHWe CTeHTa B CUCTeMe [0CTaBKU. DTO 0COO6EHHO
Ba&XKHO TMpPW M3BMIEYEHUN W3LeNNA U3 YMakoBKW, B BeJeHWWM ero no npoBOAHWKY, MPOBeAeHUU
yepes afanTep reMocTaTMyecKoro KarnaHa v NnopT NPoOBOAHMKOBOIO KareTepa.

HekoTopble MaHUMynAUMKW, HanpuMmep, BpalleHWe YCTaHOB/IEHHOrO CTEHTa, MOryT MPUBECTU K
CMELLLeHUIO CTeHTa ¢ 6asiIoHa KaTeTepa CUCTeMbIl JOCTaBKU.

M36erainte paboTbl CO CTEHTOM Ha CUCTEME AOCTaBKWM 6e3 nepyaTok.

B cnyyae HEBO3MOXXHOCTU PacKpbITUA CTeHTa Ha cucTeMe A0CTaBKWU A8 YTOUHEHUA Npoueaypbl
BO3BpaTa, CBAXWUTecb ¢ npoussogutenem QualiMed Innovative Medizinprodukte GmbH,
epmMaHMa vy ero ynosIHOMOYEHHbIM MpeacTaBuTenieM Ha Tepputopun PP - 3A0 “JlaHueTt”.
KoHTaKTHble agpeca 1 TenehoHbl yKasaHbl B pasgesne “ MapaHTUiiHble 0653aTeN1bcTBa” HACTOALLEN
VHCTPYKUUN.

Ona pasgyBaHus 6annoHa McNonb3yiTe TOMbKO COOTBETCTBYHOWMI pacTBOP KOHTPACTHOro
BewlecTBa. He wncnonb3yiite ana pasgyBaHMs GannoHa CUCTEMbl AOCTaBKWM BO3AYX WUAU apyruve
rasbl.

He pekomeHAyeTca [onyckaTb KOHTakKTa CcTeHTa C (OM3MOMIOTMYECKMM pacTBopoM. [lpwu
HeobX0AMMOCTN MNPOMbIBAHUA CTEHTa (PU3NONOrMYECKUM PAaCcTBOPOM BpPeEMS KOHTaKTa [AO/HKHO

6bITb OrpaHUYeHo (He 6osiee 1 MUHYTHI).

epbl MPEeJOCTOPOXHOCTU NPU YCTAHOBKE CTEHTA BHYTPUCOCYAMCTOT0O KOPOHAPHOTO

rLAS Ha cucTemMe A0CTaBKM «ObICTPOA CMeHbl» RX, nNpu M3BNEYEHUN CUCTEMbI

CTaBKu «ObICTPOA CMeHBI» R X

He BbINONMHAWTEe nNpeaBapuTeNlbHOrO  pasdyBaHus  GannoHa (MM KakUxX-nMbo  Apyrux
NoAroTOBUTENbHBLIX AENCTBUIA, He YKasaHHbIX B HaCTOsILWLEN WHCTPYKUMK), OO pacrpasBieHus
CTEHTa B MECTe HasHaueHUs.

VIMnnaHTauusi CTeHTa MOXET MPUBOAMTbL K PACC/IOEHUIO COCYAMCTOW CTeHKWU AucTanbHee W/wim
NPOKCMMaslbHee CTEHTMPOBAHHOIO Yy4yacTKa, a TakXXe MOXeT MPUBOAUTb K OCTPOM 3aKyrnopke
cocyga, 4yto  TpebyeT  AOMNOMHWUTENLHOTO  MEAMUMHCKOrO  BMeLwlatenscTBa  (Hanp.,
a0OpPTOKOPOHAPHOE LUYHTUPOBaHMWE, LOMOMHUTENBHOW Annataumn, YCTaHOBKM  [AOMOTHUTENbHbIX

CTEHTOB u T.4.).
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Mepen nMNaHTaUMen CTeHTa 30Ha Lie/IEBOr0 MopakeHWs Ao/KHa 6bITb B AOCTATOUYHOM CTeneHu
npeaunaTMpoBaHa.

He packpblBaiiTe CTEHT, €C/IV OH He MO3ULMOHMNPOBAH LO/HKHBIM 06Pa3oM.

Heo6x0AMMO KOHTPONMPOBaTh fAaBfeHWe B 6as/loHe BO BPeMsl ero pasgyBaHusi. He npesblwalite
HOMMHa/IbHOE AaB/IEHVE Pa3pbiBa, YKa3aHHOEe Ha LuKasie KoMnalHca 6annoHa, 3aKpeneHHon Ha
avcneHcepe. MNprMeHeHMEe 60/iee BbICOKOrO AaB/ieHUS, YeM YKasaHHO Ha LuKasie KommaliHca
6a/1/10Ha, MOXET MPUBECTU K paspbiBy 6asi/loHa, NMOBPEXAEHNIO UHTUMbI U PACCOEHUIO CTEHKU
cocypa. Mpegunataums cocyfa fO/HKHA BbIMOMHATLCSA C MOMOLLbIO 6asi/loHa COOTBETCTBYHOLLLETO
AnameTpa, paBHOro AvamMeTpy cocyaa.

MprIMeHeHWe AOMONHUTENbHBIX MPOBOAHMKOB, NeTeNb U/WIM 3a)KMMOB NPU U3BIEYEHUN CUCTEMBbI
[OCTaBKM MOXeT MPUBOAUTL K TPaBMUPOBAHWUIO cOCyfa M PasBUTUK TaKMX OC/TOXKHEHUA Kak
KPOBOTEUEHME, reMaToMa UK fIoKHas aHeBpu3Ma.

Ecnn B Kako-nM60 MOMEHT Mpoueaypbl AOCTYNa K 30HE LIe/IEBOr0 MOPaXeHUs (40 pacKpbITyA
CTEHTA) BO3HWKAET OLlyLleHMe Heo6blYHOro COMPOTUB/IEHMS, HEOOXOAMMO YAaIUTb CUCTEMY
[IOCTaBKM CTEHTa W NPOBOAHNKOBLI/ KaTeTep eAnHbIM 6/10KOM.

He nbiTaiTecb BbITAHYTb HEPACKPbITbIA CTEHT 06PAaTHO B MPOBOAHWKOBLIA KaTeTep Mpu €ero
pacnofioXKeHNM B KOPOHAPHbIX apTepumsx: BO3MOXKHO MOBPEXAEHWE CTEHTA UM CMELLEHME CTEHTA
¢ 6an/ioHa KaTeTepa CUCTEMbI AOCTABKM.

HepackpbITbl/i  CTEHT cneayeT BBOAUTb B KOPOHAapHblE apTepuMy  TOMbKO  O4HOKPATHO.
HepacKpbITbl/i CTEHT Hefb3si BbLUBUIaTb U3 AUCTA/IbHOTO KOHLA MPOBOAHWKOBOIO KaTeTepa U
3aTeM CHOBa BBOAMTb €ro B MPOBOAHUKOBbIA KaTeTep, MOCKO/IbKY MOXET MpPOM30ATH

noBpexaeHme CTeHTa NWin CMeLleHne CTEHTaA C b6annoHa KaTeTepa CUCTEMbI AOCTaBKW.

MMEUYAHWME: OnwucaHHble HMXe AeWCTBUSA cneayeT BbINO/HATb MNOA4 HenocpeACTBEHHbLIM

MTEHOCKOMMNYECKNM KOHTPOJIEM.

CoxpaHsiiTe NOMOXeHWe MPOBOAHMKA BAOMb BCEl 30HbI LIE/IEBOr0 MOPAXEHUS B TeUeHMEe BCErO
npowecca N3BneYeHUs cUCTeMbl A0CTaBKU. OCTOPOXHO BbITArMBaliTe CUCTEMY AOCTAaBKU CTEHTA,
noKa MpPOKCUMasbHbI PEHTTEHOKOHTPACTHbLIA MapKep Ha 6asfioHe KaTeTepa CUCTEMbl AOCTaBKMU
He AOCTUIHET AMUCTa/IbHOrO KOHLLA MPOBOAHMKOBOIO KaTeTepa.

CucTeMy [0CTaBKM CTeHTa W MPOBOAHWKOBLIA KaTeTep CneayeT BbITArMBaTb A0 TeX Mop, Moka
AVCTa/IbHbI KOHel, MPOBOAHUKOBOIO KaTeTepa OKaXeTcs UyTb AUCTa/lbHEE MHTPOAbIOCEPA, YTO
NO3BO/INT BbIMPSIMUTbL MPOBOAHMKOBLIA KaTeTep. OCTOPOXHO BTSIHUTE CUCTEMY [LOCTaBKM CTeHTa
B MPOBOAHMKOBbI KaTeTeEpP W M3BEKNTE CUCTEMY [OCTaBKM CTEHTa W NMPOBOAHMKOBLINV KaTeTep
eOVHbIM G/IOKOM; TOJMIOXKEHME MPOBOAHUKA AO/HKHO MPW 3TOM COXPAaHATLCS BAO/b BCEMA 30HbI

LLennieBoro nopaxeHus.
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HeBbINO/THEHWE 3TUX AEWCTBUIA NN NPUNOXKEHWE UNTULLIHUX YCUNNIA K CUCTEME AOCTaBKUM CTEHTA
MOXXET MPMBECTM K MOBPEXAEHUIO CUCTEMbI AOCTABKM, CMELLEHWNIO CTEHTa C GasiloHa KateTepa

CUNCTEMbI AOCTaBKW.

epbl  NPEAOCTOPOXHOCTH  NoCNe  YCTAaHOBKM  CTEHTa  BHYTPUCOCYAUCTOTO

poHapHoro ATLAS

¢ [pn nposefeHUN Yepe3 PacKpPbITbli CTEHT KakuMX NM60 MegULIMHCKUX u3gennii (Hanpumep,
BHYTPMCOCYAUCTOrO YJ/bTPa3BYKOBOr0 KaTeTepa, KOPOHapHOro npoBogHMKa wan 6anioHHOro
KaTeTepa) cnefyeTt ObITb OCTOPOXKHbIM, YTOObI N36eXaTb HapyLLUeHNA reOMeTPUN CTEHTA.

¢ He nposognte MarHUTHO-pe30HaHCHYK ToMorpaguio (MPT) naymeHTam nocse vmnaaHTauum
CTeHTa A0 ero nonHoi 3sHpoTenmsaumm (90 AHel), 4TOoObl MUHMMU3MPOBATb BO3MOXHOCTb
MUrpaunn. Hanwnune Yy nayneHTa MMnnaHTnpoBaaHHOrNo CTeHTa MOXXET MPUBECTU K MOABNEHUIO
apTecbaKTOB Ha MPT BCneacTteme UCKaXKeHA MarHUTHOIro nons.

L4 LI,J'IFI CHMXXEHNA PUCKa Tp0M603a BHYTPW CTEHTa B TeEHEHWE BCETO rnepmoaa aHA0TeNnM3aunnm cocyaa
B MeCTe CTEHTUPOBaHUA BCEM TMaUMeHTaM [AOJ/DKHa ObITb HasHa4yeHa aHTMTp0M60LI,VITapHaﬂ

Tepanusi.

3elOCTEPEXEHNE O robtophom UCNONb30BAHUN

V3penve npegHasHayeHo ANd MPUMEHEHUA TONMbKO Yy OAHOro nauymeHta. He pgonyckaeTcs
3TOPHOE MCMOo/1b30BaHWE, NOBTOPHas 06paboTka U/win NOBTOPHasa cTepunusaums ngenms. NMosTopHoe
TO/b30BaHWe, MOBTOPHAasA 06paboTka MM MOBTOPHasA CTEPUNN3ALMS MOTYT HapyLUUTb CTPYKTYPHYHO
IOCTHOCTb M3enns U/Win NPUBECTM K ero MoJIOMKe, 4TO B CBOKO O4epefb, MOXeT TpaBMMpPOBaTb
LLeHTa, MoB/ieYb BO3HMKHOBEHME 3a60/1eBaHU UM CMepTb. MNMOBTOPHOE UCMO/b30BaHWe, NMOBTOPHAas
3ab60TKa W/WM MOBTOPHas CTepunmnsaumsa Takxke MOryT c034aTb PUCK 3arpssHeHUs msgenna wn/wim
.Tb MPUYMHON NHMULMPOBAHMS UM NEPEKPECTHOro MHGULMPOBAHMA NalWeHTa, B TOM YuUC/e CTaTb
JMHOM MNepefaun MHEKLUMOHHOro 3abonesaHMs OT OAHOro nauueHTa Apyromy. KoHTamuHauums

KOVHMOXET npmBecT K NPUUYNHEHWUIO Bpeja NaumeHTy, 3ab0neBaHUIO UN CMEPTU NauneHTa.

Lep>X1moe: 1 CTeHT BHYTPUCOCYAUCTbIN KOpOHapHbIi ATLAS Ha CUCTeEMe [A0OCTaBKU «ObICTPON
CMeHbl» RX B aucrieHcepe CO LIKaloOW KOMMMaieHca 6as/ioHa YyrakoBaH B
repMeTUYHbLIA CTEPU/IbHBLIA NOMN3TUEHOBbLIM NakeT. NakeT ¢ nU3genmem, UHCTPYKLUUA

rno NPUMEHEHUIO N MOTNOTUTENb Blalr NMOMELLIEHbLI B KAPTOHHYHO KOpO6Ky.

COMeHyeMble YC/T0BUSI TPAHCMOPTUPOBKU, XpaHEHUS, MPUMEHEHUS

1. TpaHcnopTupoBaTb NMpu Temnepatype 20 - 25%\C, OTHOCUTENLHOM BNaXxHOCTU 70%.
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2. XpaHuUTb B NPOX/J1afHOM, CYXOM U TEMHOM MecTe, npu Temnepatype 20 - 25°C, OTHOCUTE/IbHON
BnaxxHoctn 70%.

3. YcnoBuSA MpuUMeHeHUs - rnpu Temnepatype 20 - 25*°C, OTHOCUTENbHOM BiaxXHOCTU 70%.

4. Cwm. pasgen «[padmuyeckme CUMBO/bI, WUCMOMb3yeMble Ha 3TUKeTKaxX MepBUYHOM N BTOPUYHOA
YMaKoBOK».

5. Mcnonb3oBaTb HEMeANIEHHO MNOCNe BCKPbITUA CT€pI/II'IbHOI7I 3LLIAKOBKMW.

naHWs Mo yTuamsauum
YTUNusnpyiite wW3genvMs U YNakoBKY, MWCMOMb30BaHHbIE BO BPeMsi MPOLEAYPbl, COrNacHo

NeMNPUHSITLIM -TPEGOBAHMSAM MO YTUAN3aLMM 0TXOA0B MEAVLIMHCKUX U3LENNIA.

K TOOHOCTN

CPOK rogHocTu 2 rofa c gatbl cTepuimnsaumn. He npMMeHATsL MO UCTEYEHUIO CPOKa rogHOCTN.

@aHTUKbIe 0653aTeNbLCTBA

Mepeas wWCMoOMb30BaHUEM  U3AENUST  HEOOXOAMMO BHUMATE/IbHO U3YYUTb  WMHCTPYKLUKO MO
MeHeHuto. MapaHTua QualiMed Innovative Medizinprodukte GmbH gericTByeT TO/IbLKO MpU YC/I0BUMN,
n3genune MUCMNosb3yeTcs B COOTBETCTBUWU C MHCTPYKUMEN MO MpuUMeHeHMO. Bce npeaynpexaeHus,
rpXXawimecsi B MHCTPYKUUM MO MPUMEHEHUIO, C/efyeT cYMTaTb HEOOXOAMMOV 4YacTblo rapaHTUun
iliMed Innovative Medizinprodukte GmbH.

MN3penne HeobxoAmMoO MCNOMb30BaTb A0 AaThbl «[0A4eH [A0», YKasaHHOW Ha ynakoBke. QualiMed
)vative Medizinprodukte GmbH o6ecrieunBaeT rapaHTUO Ha CBOW M3genmsa Ao patbl «FogeH Oo»,
5aHHOM Ha yrnakoBKe.

B cny4yae HapylleHUs LEeNOCTHOCTM CTEPUSIbHOIM YMakKOBKWU, MPU BbISBAEHUMN KaKMX M60 OpYrux
eKTOB YMaKOBKM WM camoro msgenus, cesbkmtecb ¢ QualiMed Innovative Medizinprodukte GmbH,
chstrasse 16, 21423 Winsen, 'epmaHus, TenedoH: +49 4171 6578 0, chakc: +49 4171 6578 11 wm
YMNO/IHOMOYEHHbLIM NpeacTaBuTeNeM 3aKpbIToe akLMOHEPHOe obuwecTBo “JlaHueT” (3AO “SlaHueT”),
3nsi, 107143, r. Mocksa, OTkpbIToe Locce, .17, ctp. 1, TenecoH + 7 (495) 646-56-65, chakc + 7
y) 646-56-66.

onyecKkne CMMBOJIbI, UCMO/b3yeMble Ha 3TUKETKax NePBUYHON 1N BTOPUYHOM YNMaKOBOK
1 BOM OnucaHne

CTepunn3oBaHo 3TUIEHOKCMAOM
STERILE EO
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Howmep cepun

MpounssoguTesb

M3penve  npepHasHayeHo AN

O[HOKpPaTHOro MPUMEHEHNS,
MOBTOPHO Mncnosb3oBaTb
3ATPELLEHO

rogeH fo

XpaHuTb B MPOXNagHOM, CYXOM W
TEMHOM MecTe

Mepen NCNo/b30BaHUEM
Heob6XoAMMO  03HAKOMUTbCA €
WMHCTPYKUMER N0 NPUMEHEHUIO

rmapoduibHoe NOKpbITUE

Mapkuposka CE

norotun IK «MHTEANNAOXEHT
KMHETUNKC»



MHCTPYKUWA no MPNMEHEHWIO

reHT BHYTPMCOCYANCTbIV KOPOHapHbI JUPITER Ha cucTeMe A0CTaBKM «ObICTPOM CMeHbI» RX

Mepen NpUMEHEHMEM BHUMATE/IbHO MNPOYTUTE HAaCTOSLWYH WMHCTpyKuuto. Cobnwparte Bce
AYNPeXAeHUS U Mepbl MPefoCTOPOXHOCTU, YKa3aHHble B 3TOA WUHCTPYKUMW, B MPOTMBHOM Cly4ae
MOXXHO pa3BUTUE OCMNOXHEHWI. W3genve npegHasHavyeHO A75 MPUMEHEHUS TOMbKO Y OAHOrO
WweHTa. W3genne [O/MKHO OblTb WCMO/b30BAHO [0 WCTEYEHUS CPOKA FOAHOCTU, YKasaHHOro Ha
KOBKe.

EPNIbHO: CTepunin3oBaHO C UCMONb30BaHWUEM 3TUIEHOKCMAA. He ncnosb3oBatb M3genve B cnydae

pbITUA U NOBPEXAEHNS CTeEPUIbHON YNaKOoBKN.

ncaHune

CTeHT BHYTPMUCOCYAUCTbI KOopoHapHbIi JUPITER Ha cucteme A0CTaBKU «ObICTPOM CMeHbI» RX
ACTaBnseT co60i rMbKnii 6annoHopaclLUNpPSEMbI CTEHT, KOTOPbIA YCTAHOB/IEH Ha CUCTEMe A0CTaBKU
1CTpoii cMeHbl» (RX-rapid exchange). CucTema [0CTaBKU «BbICTPOM CMeHbI» RX npegHasHaveHa
[6e30nacHOro BBefjleHUS CTEHTA B KOPOHAPHbIE COCYAbl U /19 PACKPbLITUA CTEHTA B HY>XHOM MecTe 3a
T pacLumpeHus 6an1oHa, Ha KOTOPOM HaxoAuTCcA CTEHT.

Cucrtema [0CTaBKU «BbICTPOM cMeHbl» RX npeactasneHa 6an1/10HHbIM KaTeTepoM, Ha AUCTa/IbHOM
[ue koToporo Haxogutca 6GannoH. Ha 6annoHe HaxoAuTca CTeHT. BbannoH cucTeMbl [OCTaBKU
LLIMPSAETCA O HOMUHANBLHOIO AMaMeTpa Npy HOMUHAaIbHOM AaB/IeHUN.

CTeHT BHYTPUCOCYAMNCTbIM KOPOHAPHbIA HEMOKPbITLIV cTanbHOW JUPITER, Ha cucTeme AoCTaBKU
BCTPOIA cMeHbI» RX o6najaet cnefyroliMMmn CBOMCTBAMMU:

- CTeHT 13roToB/feH U3 HepxkaBetloLei ctann 316 LVM.

- BannoH KaTeTepa cCUCTEMbI AOCTABKU U3rOTOB/IEH U3 HelnoHa Grilamid L25.

- OwnameTtp 6annoHa oT 2 Ao 4 MM; gninHa 6annoHa ot 11 go 40 mm.

- KoHuUuK 6annoHHoOro katetepa WU FMOKWIA AUCTaNbHbIA WAMPT M3roToBMEHbI U3 MONUITUNEHA
BbICOKO/ MnoTHOCTU Pebax 7233, KOHYMK KaTeTepa - ¢ gobasneHuem Kpacutens MEVOPUR
Black.

- BannoHHbIM KaTeTep CUCTEMbI AOCTaBKU MMeeT TPEeXCNOMHYI0 BHYTPEHHIOW TPYOKY, COCTOALLYIO
13 NOMNITUIEHA BbICOKOM NAOTHOCTM Pebax 7233 / nonnatuneHa HU3KOM nnoTHocTm Plexar PX
3080 /nonmMatuneHa BbICOKOW NAoTHOCcTM Petrothene-LM 6007 ¢ gob6aBneHmnemM Kpacutens Reflex
blue C.

- [na ob6ecneyeHUs Ny4LEro CKOJIbXXEHUS W [0CTaB/sSieMOCTW CTeHTa [0 LeNeBoro y4yacTka
ANCTaNbHbIA WadT 6a/NTOHHONO KaTeTepa CUCTEMbl JOCTaBKM UMEET ABYXCNOMHOE rapodhmnibHoe
MOKpPbITNE, 6a30BbIA C/I0A KOTOPOro coctouT n3 DSM Primer 41002, BeEpXHWUI CNOW COCTOUT 13

DSM Comfort Coat Topcoat 43003.
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fmnoTpybka 6aNNOHHOrO KaTteTepa CUCTEMbl [AOCTaBKUM COCTOUT M3 ABYX u4acte: 1) w3

HepxxaBetowlerr ctam 304 L, nokpbitonn (MTPI) nonutetpadTopatuneHom (Xylan) umn 2)

HENOKPbITOWM HepXxagetoLwein ctann 304L.

3alNTHbIA  HakOHeYHUK  OGa//IOHHOro  KareTepa CUCTEMbl  [OCTaBKWM  U3rOTOB/EH U3

TepMonaacTMYHOro ypetaHa Texin RXT85A ¢ gobasneHnem kpacutens Blue tioxide TR-27.

KaHtonsa Nlyep J1ok narotosneHa 3 nonukap6oHata (MC) Lexan HPS 7. Hagnucn Ha Kpblibsax

KaHonu JSlyep J1ok caenaHbl BUHMNOBOW Kpackoih No-Tox Black.

BannoH katetepa CUCTEMbl AOCTaBKU UMEET 2 PeHTreHOKOHTpacTHbIX MapKkepa (MnatunHa - 90%,

Npnanii - 10%), KOTOpble CYXXAT OPUEHTUPOM A1 TOYHOIO MO3NLMOHUPOBaHUSA GaslioHa.

Basi/loH cucTeMbl JOCTaBKM MOXET ObITb MUCMOJb30BaH 414 NocTannaTauun.

BannoHHbIM KaTeTep cUCTeMbl AOCTaBKM MMeeT 2 WadT Mapkepa 13 HepxxasetoLleit ctanm 304 L,

KOTOpble MpefHa3HayeHbl A8 onpefeseHnUs MecTOMOSIOXEHUA CUCTEMbl [OCTaBKU Oa/l/IOHHOro

KaTeTepa No OTHOLUEHMIO K HarnpasnstoLwemMy (MPoBOAHMKOBOMY) KaTeTepy.

HomunHanbHoe aaBneHne 6annoHa- 9 Gap.

JasneHne paspbisa - 18 6ap (4nsa gnameTtpa 6annoHa ot 2 mm go 3,50 mm); 16 6ap (g1a guameTpa

6annoHa 4,00 mm).

BannoHHbIM KaTeTep CMCTEMbI 4OCTaBKM COBMECTMM C MPOBOAHUKOM gnameTtpom 0,014,

KOHUMK 6annoHHOro KaTetepa CUCTEMbl AOCTaBKM HafeT Ha 3aWWUTHbIA MNPOBOAHUK W3

Hepxasetowweir ctann WKN 1.4301 (KOHYMK NPOBOAHMKA M3 nonuteTpadnopoatuneHa (MTPE)

Teflon ¢ po6asneHuem Kpacutena Blue basic), gnmHon 360, gnameTtpom 0,38 MM, KOTOpbIA

NMPOXOAUT BHYTPU AUCTA/IbHOM YacTu KaTeTepa M BbIXOAUT HapPYXXy vepes noprT.

Onsa 3alinTbl cTeHTa N 6anioHa OT MOBPEXAEHUIA Ha GaNNoOHHbIM KaTeTep CO CTOPOHbI KOHYMKA

HafdeT npo3payHbli Yexon (Konnayok) nu3 nonutetpadnopoatuneHa (MTPE) Teflon, koTopbii

CHMMaETCH nepes NPoLeaypor CTEHTUPOBAHUA BMeCTe C U3BMeKaeMbIM 3aLUTHLIM MPOBOAHMKOM,
wua 1. Pasmepbl CTeHTa BHYyTpucocyguctoro kopoHapHoro JUPITER, pa3mepbl 6as1/10Ha

Tepa CUCTEMbI A0CTaBKN

MeTp [OnvHa OnnHa  Vicnonb3ly BHYyTpeHHee TonwuHa  6ankun] LLUnpuHa 6ankm
1Ta/  CTeHTa, 6annoHa, emas paccTosiHMe (no guameTtpy), MM (LUMpUHA O HOW
METPp MM MM AnnHa mMexay MOSIOCKU  SIYENKMN),
VOHa, 6annoHa  MapKepamu MM

+05mMm =05 MM

11.50 10.3 0,105 £0,010 0,118 +0,010
il il 15.50 14.3
ii 20 20.50 19.3
25 25.50 24.3
28. 30 30.50 29.3
3+ 35.50 34.3
38 40 41.50 40.3
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11,50
15,50
20,50
25,50
30,50
35,50
41,50
11,50
15,50
20,50
25,50
30,50
35,50
41,50
11,50
15,50
20,50
25,50
30,50
35,50
41,50
11,50
15,50
20,50
25,50
30,50
35,50
41,50
12,50
16,50
20,50
25,50
30,50
35,50
41,50
12,50
16,50
20,50
25,50
30,50
35,50
41,50
12,50
16,50
20,50
25,50
30,50
35,50
41,50

10,3
14,3
19,3
24,3
29,3
34,3
40,3
10,3
14,3
19,3
24,3
29,3
34,3
40,3
10,3
14,3
19,3
24,3
29,3
34,3
40,3
10,3
14,3
19,3
24,3
29,3
34,3
40,3
11,3
15,3
19,3
24,3
29,3
34,3
40,3
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15,3
19,3
24,3
29,3
34,3
40,3
11,3
15,3
19,3
24,3
29,3
34,3
40,3
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0,105 +0,010

0,105 +0,010

0,105 +0,010

0,105 +0,010

0,115+0,010

0,115 +0,010

0,115 +0,010

0,118+0,010

0,118+0,010

0,118 +0,010

0,118 +0,010

0,125 0,010

0,125 +0,010

0,125 +0,010



)nmu,a 2. TeXxHNYeCKMe xapakTepucTnku 6annoHHOro KaTeTepa CNCTeMbl 4OCTaBKN

LLIaMeTpP
604as AnvHa 6asIOHHOr0 KaTeTepa CUCTEMbI AOCTaBKMU,
7

JHUMK 6aNNOHHOIOo KaTeTepa cCUCTeMbl OCTaBKN, MM
OCTa/lbHasA YacTb KaTeTepa, MM

16KNIA ancTanbHbIA WadT (nepexogHoe coeguHeHUe oT
NoTPY6GKN K BHYTPEHHE TPYOKN KaTeTepa), MM
1MNoTpyoKa, MM

raMeTp MNpoKcMManbHOro Lwadpra 6an10HHOrO KaTetepa

CTeMbl gocTaBku, E/vm
nameTp AUCTanbHOro LWadpta 6annoHHOroO KaTeTepa
CTeMbl AOCTaBKU, F/Mm

IOCTOSSHME  OT  KOHYMKa 6anfoHHOro
JOKCUMasIbHOro WwadT MapKepa, MM

KateTepa Ao

ICCTOAAHME OT KOHYMKa 6anfoHHOro
IOTa/IbHOrO LWaddT MapKepa, MM
1WLUWNTHbLIA HAKOHEYHUK, MM

KateTepa [nOo

aHona Jlyep JIok, Mm

NnuHa 6an/10Ha KaTeTepa CUCTEMbI AOCTaBKU
cnofib3yemasa  AnvMHa  6annoHa  KaTeTepa
)CTaBKM

HYTPeHHee PaccToAHME MeXAYy MapKepamu

CUCTEMBI

pochnsb CY>KeHOM YacTu KoHUMKa 6as/loOHHOro KateTepa
1CTEMbI AOCTaBKM, MM
KOHUMKa 6anfIoHHOro CUCTEMbI

pochunnb KaTeTepa

BCTaBKN, MM

KasaHnAa K NpUMeHEHNIO

CTEeHT BHYTPUCOCYAUCTLIA KopoHapHbIh JUPITER Ha cucTteme [OCTaBKU «ObICTPOW CMEHbI» RX
AHasHayeH [AN1a CTeHTMPOBAHUA KOPOHAPHbIX apTepuii npu NevyeHUn CY>XXeHUSA COoCyfoB ceppua

[e,u,cmme nporpeccnpoBaHnA aTepOCKNEPOTUYHECKOTIO TMOpPaXKeHUA,

pPaTnBHOIo BMeLLaTe/IbCTBA.

CTeHT BHYTPUCOCYAUCTbIA KopoHapHbI JUPITER Ha cucTteme AOCTaBKU «ObICTPOM CMEHbI» RX

LLHa3HayYeH AN YBe/MYeHUs [AMamMeTpa npocBeTa KOPOHapHbIX apTepuii (denovo) uamM BEHO3HbIX

HTOB:
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3HayeHune
1415+15

3,5+0,5
237%15
105+15

1070+15

Makc. 2,1 F (0,70 mm)

Makc. 2,6 F (0,86 Mm)

985 +15

880+ 15

AnawmeTtp -1,10

AnnHa - 35

TonuwmHa - 0,2

OnunHa - 41

BHyTpeHHUIA gnameTp oT 0,7 o 1,25
3aBUCUT OT pa3mMepa CTeHTa*
3aBUCUT OT pasmepa CTeHTa*

3aBUCUT OT pa3mepa CTeHTa*

0,45

0,54

He Tpe6yloWKMii OTKPLITOro



-y 60/bHbIX C ULLIEMUYECKON 6OME3HbIO cepAua B pe3yfbTaTe CTEHOTUYECKOro MOpPaXKeHUs
KOPOHapHbIX COCY/0B;

-y 60/IbHbIX C MLLEMUYECKOV 60/e3HbI0 cepala B pesy/ibTaTe OKK/I3MPYHOLLEro NopaxeHus
KOPOHapPHbIX COCY/0B;

-y 0O0MbHbIX C WLIEMUYECKO 6G0/e3HbIO MOC/e A0PTOKOPOHAPHOMO LUYHTUPOBAHUA MpK
NeYeHUN CTEHOTUYECKNX MOPAXKEHUIA LLIYHTOB apTepuii cepaua;

- BNA NleYeHUst OCTPOIA WM YrpodKaroLled OKKI03MM KOPOHAPHbLIX apTepuid, BO3HUKLLEN B
pe3y/ibTaTe HeyAauyHOro YpeckKoXXHOro KOPOHApPHOro BMeLLaTe1bCTBa.

[AvHa uenesoro NnopaxeHna AO0J/DKHa ObITb MEHbLLE OJTMHbI CTEHTA (,anHa CTeHTa CoCTaBNndAeT OT

10 po 38 mMM); pechepeHcHbI guameTp cocyfa Ao/mKeH cocTaBnAaTb oT 2,0 Ao 4,0 Mm.

MpoTmBonokasaHnsa
MmnnaHTaums cTeHTa BHYTPUCOCYAUCTOro KopoHapHoro JUPITER Ha cucTeMe [AOCTaBKWU «ObICTPOWA
CMeHbI» RX NpoTKBOMNoOKasaHa rnauneHTam co c/efyroLnMm COCTOAHUAMM:

- Asnepruyeckasn peakuuvs Ha Hep)>kaseroLlyo CTalb.

- Asnneprmnyeckas peakumsa Ha peHTreHOKOHTPACTHbIe NpernapaTsl.

- TMaymeHTbl, KOTOPbIM MPOTUBOMOKa3aHa aHTUTPOMOOLMTaPHas N aHTUKOArynsaHTHas Tepanus.

- PecTeHO3 B MecTe CTEHTUPOBaHUS.

- WVHdapKT MmoKapaa 4aBHOCTbIO MeHee 72 u.

- CTeHTUpOBaHWE LUYHTOB U3 MNOAKOXHOW BEHbI.

- HesawwmiueHHOe nopaxeHWe CTBOA /IEBOM KOPOHAaPHO apTepun.

- MonHasa oKK/O31A LEeNnesoro cocyja.

- BblpaxeHHas KanbUmpmKauma nopaKeHHbIX KOPOHAPHbLIX apTepuii.

- TMopaxeHns apTepuii ¢ N3BUINCTON CTPYKTYPOIA.

- TlopaxeHne KOpPOHapHbLIX apTepuii B o06nactu Oudiypkaumn. YcTaHOBKa CTeHTa B 061acTb

6udypkaumn.

- ®pakuyusa Bblbpoca N1eBoro xenyaodka meHee 30 %.

- KapAnoreHHbIN LLIOK.

- Hannume Tpom603a B NpoCBeTE cocya Uan rnofo3peHne Ha Hero.

- Hannume y naumeHTOB MNOPaXKeHW, KOTOPbIE, MOIYT NPEnATCTBOBAaTb PACKPbLITMIO CTEHTA

- bepemMeHHOCTb 1 rpygHoe BCKapM/MBaHue.

- >KenyaoyHO-KMLLEeYHOe KPOBOTEYEHME B aHaAMHe3e.

- Xumpyprudeckme BmellaTeNbCTBa 3a fABe HeAeNn [0 UMNNaHTauuu, poabl, GMorncmsa m NyHKUUSA

cocypga, KOTOprVI He MOXeT bObITb noaBeprHyT KomMmnpeccunn.
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- MayneHTbl ¢ HeJABHUM OCTPbIM HapyLLeHeM MO3roBoro KposoobpauieHna (OHMK).
- [emopparnyeckas puabeTnyeckas peTUHoOMaTuAa W Apyrve COCTOAHWUA, COMPOBOXAaloLWMecs

HapyLweHNAMN Koarynayun.

BO3MOXXHble NOB0YHbIe 3PAEKTbI
- BHe3anHas 3akyrnopka CTeHTa.
- OcCTpblii NHAPKT MUOKapaa.
Annepruyeckas peakumss Ha aHTUKOArynsaHTbl W/WNM aHTUTPOMOOLUMTApPHbIE MpenapaTtbl n/wim
PEHTreHOKOHTPACTHbIe npenapartbl /WM aHeCTETUKM.
- CreHokapgus.
- ApUtMuUn, B TOM Ymncie UOBPUNIALNA XENYL0UKOB U XeNyL04KoBas Taxmkapams.
- ApTepuoBeHO3Haa ucTyna.
- TamnoHaja cepaua.
- KapamoreHHbI LOK.
- CwmepTb.
- OunctanbHaa am6onmsa (Bo3ayLUHasn, TKaHeBasd UM TPOMOOTUYeCcKas).
- DKCTpeHHOe aopTOKOPOHAapHOe LUYHTUPOBaHUE.
- CeppgeyHas HeoCTaTOYHOCTb.
- Tlemartoma.
- KposoTeueHue.
- ApTepuanbHas rurnoTeH3ns/rmnepTeHsmns.
- VIHJEeKUNOHHbIE OCNOXHEHUS.
- WNHekunoHHOoe BoCcnaneHue.
- VMwemna mmokappa.
- Auccekuwms, nepcopaumst nnn paspbiB KOPOHapHbIA apTepuil.
- 3KcCypaTuBHBIM NepUKapaunT.
- JloxHasa aHeBpu3Ma 6eipeHHO apTepuun.
- [loyeyHaa HefOCTATOUYHOCTb.
- PecTeH03 cTEHTUPOBAHHOIO CermMmeHTa.
- LLlok/0TeK nerknx.
- Cnasm KOpOHapHbIX apTepuiA.
- OMm060NMSA CTeHTa.

- Tpom603 /0OKK/03US CTEHTA.
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WHcynbT / HapyLUeHVe KPOBOOGPALLEHUSI COCY/10B FO/I0BHOIO Mo3ra /TpaH3UTOpHasi MllieMuyeckas
aTaka.

MosHast OKK/H03MA KOPOHAPHOM apTepum UAn LIyHTa.

TpaBma cocya, TpebyloLlas XMpypruyeckoil KOPPEKLUUN NN NOBTOPHOM MHTEPBEHLIUN.
FMCTONOrMYecKe N3MEHEHUsI B CTEHKE COCYAa, BK/OYas BOCMasieHue, NOoBpeXxaeHne KNeToK Uau
HeKpo3.

ANneprvyeckas peakuys Ha HepyXKaBeroLLYyH CTaslb.

AynpexaeHuns

» [pyMeHeHMe CcTeHTa BHYTPUCOCYAUCTOro KopoHapHoro JUPITER Ha cucTemMe [OCTaBKWU

«BbICTPOM CMeHbl» RX BfieyeT 3a CO60OM PUCK PasBUTUSE NOAOCTPOro TPOoM603a UIN COCYANCTLK
OC/IOKHEHWI, TaKMX KakK KPOBOTeYEHMs, reMaToMbl WKW NIOXHYI0 aHeBpU3My. B TeuyeHMe Bcero
nepvoja aHA0TENN3aLMM COCYAa B MECTe CTEHTMPOBAaHUS BCEM MaLMeHTaM [0/KHa NPOBOAUTLCS

aHTUTpoMGOLMTapHas Tepanusi.

» Henb3a ycTaHaBnNMBaTb CTEHT BHYTPUCOCYAUCTbIM KopoHapHbii JUPITER Ha cucTeme fOCTaBKM

«ObICTPOW CMeHbI» RX nauueHTam ¢ anneprnyeckoin peakumen Ha HepPXKaBeroLLLYO CTaslb.
MmnnaHTayma CcTeHTa BHYTPUCOCYAMCTOro KopoHapHoro JUPITER Ha cucteme [oOCTaBKU
«BbICTPOWN CMEHbI» [O0MKHA NPOBOANTLCA TOMbKO Bpayamu, NpoLueilinMy COOTBETCTBYOLLLEee
06yyeHue.

YcTaHOBKa CTeHTa BHYTPUCOCYAUCTOro KopoHapHoro JUPITER Ha cucteme oCTaBKM «BbICTPOW
CMeHbl» RX [o/mKHa MpoBOAUTLCA TOMbKO B O0MbHULAX, B KOTOPbK CYLLECTBYET peasbHas

BO3MOXXHOCTb BbIMO/IHEHUSA 3KCTPEHHOIO0 a0PTOKOPOHAPHOIO LUYHTUPOBaHMSI.

» [psiMoe cTeHTMpoBaHWe 6Ge3 MnpeaunaTauyn 30HbI MOPAKEHUSI C MOMOLLbIO 3TOF0 M3AENUs He

ncecnenoBasiochb.

» [locne ycTaHOBKWM CTeHTa BHYTpUcOCyAUCTOro KopoHapHoro JUPITER Ha cucTteme [ocTaBku

«ObICTPOM CMeHbl» RX BO3MOXHO pasBUTME PeCcTeH03a, YTO MOXeT MnoTpeboBaTb MOBTOPHOrO
BMeLLlaTeNbCcTBa (a2 UMeHHO, BBeAeHUe 6a/IMOHHOro KaTteTepa B MecTO CTEHO3a U ero pacLuupeHue).

[onrocpouHsblii Mcxog nocne NOBTOPHOM AnnaTauym B HacTosILLEe BPeMSI HEU3BECTEH.

» B cnyyae vmnnaHTaumMm HECKO/IbKUX CTEHTOB U Ha/IMUMA KOHTaKTa MeXAy HUMWU, B Lenax

NpefoTBPALLEHNS] KOPPO3MM PasHOPOAHbLIX METa/I/I0B, MaTepuasl, U3 KOTOPOro W3roTOB/IEHbI

CTEHTbI, JO/MKEH ObITb OAVHAKOBbLIM.
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0C00 NMPUMEHEHM A
>BepKa n3genusa o Hadyana paboTsl

BHMMaTENbHO OCMOTPUTE CTEPUSIBHYIO YIMaKOBKY, MPexae Yem BCKPbITb ee. He ncnonb3yiite CTeHT
rpycocyancTbiii  KopoHapHbii JUPITER Ha cucteme [0CTaBKM «BbICTPOM CMeHbl» RX rmocne
;YEHWA CpOKa roAHoCcTWU. [na YTOYHEHUA Npouefypbl Bo3BpaTa MNPV HapyLlleHUW LenoCTHOCTU
JUNbHOWM YMNaKoBKK, CBSXXMTecb ¢ npomssogmTenem QualiMed Innovative Medizinprodukte GmbH,
MaHUA WM ero YnosHOMOYEHHbIM nNpeAcTaBuTeneM Ha Tepputopun P® - 3A0 “JlaHuet”,
TaKTHble agpeca U TenedoHbl YyKasaHbl B pasfgene “ lapaHTUiHble 06s53aTeNbCTBa” HaCTOSLL, el
rpykunun. He ncnonb3yiite nsgenve nNpu BbiBNEHUN KakKnX-NnM6o AeddeKTOB caMoro nsgenus nam ero
KOBKW.
OMEYAHWE: Ecnn BO BpPeEMSI UCMO/b30BaHUS U3AeNNs MPOKCUMa/IbHbIA WadT KaTeTepa CUCTEMbI

[OCTaBKM COrHYT WAU W3BUT, HEO6XOAMMO TMpPeKpaTUTb WCMN0/b30BaHUE 3TOro

n3genus.

&A1 MaTepnasibl, Heo6xoaMMble 4718 NPoLefypbl CTEHTUPOBAHUSA, HO He BK/IIOYEHHbIE B YIMaKOBKY

1Ta JUPITER Ha cucTteme oCTaBKU «ObICTPO cMeHbl» RX (Bce m3genus n martepuansl SBAAKOTCA

OpPa30BbIMW: HEfb3A CTEPUAN30BATL X U/WIN NCMOJ1b30BaTb MOBTOPHO):

e [1poBOAHMKOBbIN(-ble) KaTeTep(-bl) (BHYTPEHHMI NPOCBET KOTOPOro He MeHee 1,42 mMm),
COOTBETCTBYHOLLMIA KOHUIYpaLMKM LIENEBOI KOPOHAPHOI apTepun;

e LWnpwy 10 nnn 20 mn,

- Bpauwatownica(-umeca) reMoctaTnyecknii(-me) knanaH(-bl) ¢ MUHMMaAbHbIM gnameTtpom 0,096/
2,39 Mm;

e [posogHuK gmnametpom 0,014/0,36 MMm;

e 60% pacTBOp PEHTreHOKOHTPACTHOrO npenapara B passegeHun 1:1;

e CTepubHbIf PU3N0IOTNYECKUIA PacTBOp;

= YCcTpoiicTBO Ansa pasfyBaHUsA 6anoHa 1 TPEXX040BOM KpaHUK 418 pasfyBaHUs 6annoHa;

e WVHTpoAabtocep.

ATOTOBKA M3fenus k pabore

1TMe ynakoBku (MowarosBas MHCTPYKLLMSA)

1. OCTOPOXXHO M3BIEKNTE CTEHT BHYTPUCOCYAUCTbIN KOpOHapHbIi JUPITER Ha cucTeMe fOCTaBKM
«ObICTPOM CMeHbl» RX M3 gucreHcepa M NOAroToBbTE WU3JeNMe K WCMNOMb30BaHMIO. [Mpwu
M3BMEYEHUN W3[ENUA He LOMYyCKanTe neperndéaHns Uan CKpyuunBaHUA rMMNoTpyokn 6annoHHOro

KaTeTepa CUCTEMbI AOCTaBKW.
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2. CHMMWTe Mpo3payHblii Yexon (Konmauyok), KOTOPbIA OA4eT Ha Ga/l/IOHHbIM KaTeTEP CO CTOPOHbI
KOHUMKA N aKKypaTHO M3B/IEKUTE 3alUTHbLIA NPOBOAHUK. A MMEHHO, OOHOMN PYKOW yaep>XuBanTte
KateTep Oa/lNIOHHbLIA CUCTEMbI [AOCTaBKM MPOKCMMaslbHee CTEHTa, a APYroi pyKo OCTOPOXXHO
CHMMWTE B AUCTa/IbHOM Harpas/feHUM NPO3pPayHbIi Yexon (Kosinayok) cTeHTa.

MMEYAHWME: CobntogaiiTe OCTOPOXHOCTb, He AONycKalTe crubaHus w/wmnu ckpy4dusaHuUs

(pta 6annoHHOro KateTepa.

OMblBaHNE npoceeTa KaTeTepa, npeaHa3Ha4e€HHOTO an nNPpoOBOAHNKA

OWaroBan MHCTPYKLUA)

1. lMpomoiiTe NpOCBET KaTeTepa, MpPeAHa3HaYeHHOro An8 MNPOBOAHWKA, TFenapvHU3NPOBAHHbLIM
hm3noNornyeckumM pacTtBOpPOM C MOMOLLbH LUNPULA.

2. Y6eguTecb B TOM, YTO CTEHT pPacMofioKeH Mexay MNPOKCUMa/IbHbIM U AUCTa/IbHbIM
PEeHTreHOKOHTPACTHbIMW MapKepamMy 6GasiloHa KaTeTepa CUCTEMbl [AOCTaBKW. Y6eauTecb B
OTCYTCTBUM MepernboB, CKPyUMBaHMIA UK 4PYTUX NOBpeXaeHUn. He ncnonb3yiite nsgenve npu

BbISIBIEHNN KaKNX-N1160 ,U,EC*)EKTOB.

LroToBKa KaTetepa 6anNOHHOTO CUCTEMDBI fOCTaBKK (Homarosaﬂ VIHCprKLlI/IFI)
MoAroToBbTe YCTPOWCTBO A8 pasayBaHMs 6ainoHa UM LINPUL, ¢ PacTBOPOM PeHTIEHOKOHTPACTHOrO
npenapata.

MpucoegnHMTe YCTPOWMCTBO AN pasgyBaHWUs OGa/iyloHa WAW WNPUL, K TPEXXO40BOMY KpaHUKY
(CTONKOKY) U K NOPTY A1 pasgyBaHUsS 6an110HHOIo Katetepa. He crmbainte runoTpyoKy 6an/10HHOIo
KaTeTepa CUCTEMbI 4OCTABKU NPU MOACOEAMHEHNN YCTPOMCTBA AN15 pasfyBaHusa/ lWnpuua.
PacrnonoxuTe cUCTeMy AOCTaBKW CTEHTa BEPTUKaNbHO, HanpasuB ero AUCTasbHbIM KOHLOM BHU3.
OTKpOInTe 3arnopHbIA KpaHUK, MPUCOeANHEHHbIN K CUCTEME AOCTAaBKU CTEHTA; Ha 15 ceKyHpA co3aainTe
oTpuvLaTeslbHOe AaBneHVe; AOBeAMTe AaB/eHWE A0 HY/IEBOrO A1 3aMO/IHEHUSI PEHTTeHOKOHTPACTHbIM
npenaparTom.

MepekpoiTe TPEXXO[0BOW KpaHMK B CUCTEMY [AOCTaBKWM CTEHTa;, BbLUYCTUTE BECb BO3AYX W3
YCTPOWCTBa A8 pasfyBaHWsa v WNpuULa.

MosTopuTe wWwarn 4-6, 4tobbl yAannTb BeCb BO3AYX. ECAM Ny3bipbKU BO3AyXa MNPOLOSKAKT
nocTynaTb, He UCMOMb3yNTe N3genue.

Mpy Mcnonb3oBaHUM LWNPULLA NPUKPeENUTe NOATOTOB/IEHHOE YCTPOMCTBO 418 pasfyBaHus 6ainoHa K
TPEexXx040BOMY KpPaHUKY.

OTKpoOWiTe TPEXXOA0BOWN KPaHWK B GanIOHHbIM KaTeTep CUCTEMbI AOCTaBKU.

B cucTeme [0OCTaBKM AO/IKHO MOAAEPXKUBATLCA HY/IEBOE [AaBNEHME.
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ouefypa goctaBku cTeHTa (MowaroBas MHCTPYKLKA)

1. ObGecrneubTe cocyauCTblA AOCTYNM B COOTBETCTBUM CO CTaHAAPTHOW METOAMKOM YPECKOXXHOM
TPaHCIOMUHaIbHOM KOPOHapHO aHrnonnactnuku (UTKA).

2. BbInonHWTe npegmnataumio MOPaXKEHHOro cocyfa C MOMOLLbI 6annoHa COOTBETCTBYHOLLLErO
AnameTpa, paBHOro guameTpy cocyja.

3. CoxpaHaiTe HeMTpanbHOe AasneHne B YCTPOIACTBe ANS pasfyBaHus 6anioHa, NpucoeguHEeHHOM K
6anNo0HHOMY KaTeTepy CUCTEMbI [OCTaBKMU.

4. HapeHbTe 6a/NOHHbIMA KaTeTep CUCTEMbl AOCTaBKM Ha MPOKCUMasIbHYHO YacTb MPOBOAHUKA; Npw
3TOM AncTasibHas YacTb MPOBOAHUKA A0/HKHA MPOXOAUTL BAO/b BCEM 30HbI LIe/IEBOr0 NMOPAXKEHMS.

5. TMoNHOCTbIO OTKPOWTe BpaLLAlOLLNIACA FTEMOCTAaTUYECKUIA KnanaH, 4Tobbl 06ecneynTb CBOO6OAHYHO
[OCTaBKy CTeHTa U NpefoTBPaTUTb ero NoBpexaeHue.

6. Yb6eamtecb B TOM, YTO MPOBOAHMKOBLIA KaTeTep HafeXHO PacrnofioKeH B 30HE MOPaKEHUS, U
TOMbKO MOC/e 3TOro BBEAUTE GAIOHHbLIN KaTeTep CUCTeMbl OCTaBKM B KOPOHAPHYIO apTepuio.
OCTOPOXXHO MpoABUranTe CcUCTeMy [JOCTaBKM CTeHTa B MNOPT MNPOBOAHWKOBOFO KaTeTepa,
yaepXuBast rMnoTpy6oKy 6ai/I0OHHOMo KaTteTepa CUCTEMbI JOCTABKU B MPSAMOM MOSIOXKEHUN.

MMEYUYAHWNE

Ecnu BO Bpems npoueaypbl CTEHTMPOBAaHUS (40 TOrO, Kak CTEHT MOKWUHET MPOBOAHUKOBLIN KaTeTep)

HUKaET ollylleHne HeobbI4YHOr0 conpoTmeneHnA, He I'IpVIKﬂa,CI,bIBaVITe OOMNOJ/THNTENbHbIX yCl/I!'Il/ll7I npu

OEHUWN CTEHTA. N36bITOUHbIE YCNA MOTYT NPUBECTUN K MOBPEXAEHNIO CTEHTA U1 CMELWLEHUNIO CTEHTA

>a/I/IOHa KaTeTepa CUCTeMbl [O0CTaBKW. COXpaHﬂVITe nosio>keHne npoBogHMKa BAOJb BCE 30HbI

eBOro MopakeHWsl. V3BnekaiTe CUCTeMY AOCTaBKM CTEHTa U MPOBOAHMKOBLIA KaTeTep eAuHbIM

>XOM.

7.

8.

BBegeHMEe CUCTEMbl AOCTaBKM CTEHTA MO MNPOBOAHWUKY [0 LENEeBOro MOPAXEHUS [0/IKHO
OCYLLLeCTBMATLCA MOA HernocpeACTBEHHbIM PEHTreHOCKOMNMMYEeCKUM KOHTPoseM. [ TOUYHOro
NO3NLNOHNPOBAHUS CTEHTA MCMO/b3YNTe NPOKCUMAasIbHBIV U ANCTaNbHbIA PEHTreHOKOHTPACTHbIe
MapKepbl 6anoHa CUCTEMbl [AOCTaBKW. BHYTpeHHMe Kpasi pPeHTreHOKOHTPacTHbK MapKepoB
yKasbroatoT Ha MOJIOKEHME KpaeB CTEHTa M M/ey pasgyToro 6asioHa cucTembl gocTaBku. He
NPOBOANTE PacKpbITUE CTEHTA, €C/IN €r0 MOJIOXKEHME He COOTBETCTBYET ONTUMa/IbHOMY; B 3TOM
cyyae CTEHT cnieflyeT akKypaTHO NMepemMecTUTb UK yaaInTb.

3axmuTte BpaLLl,aI-OLLI,I/II7ICF| remMocTaTUYecKmii knanaH. CTEHT roToB K PacKpbITUIO.

ouegypa packpblTna cTeHTa (MlowaroBas MHCTPYKLUMA)

1.

CospaiiTe B 6annoHe KaTeTepa CUCTEMbl 4OCTaBKM MUHUMabHOe gasneHne 9 6ap (900 klMa - 3To

naBneHune paCKprTI/Iﬂ). Bonee BbICOKOe fdaBfieHVe MOXeT OblTb HEe06XoAuMO AN ONTUMMU3ALUN
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npuneraHns cTeHTa K CTeHKe apTepuu. [asneHue B 6as/ioHe KaTeTepa CUCTeMbl AOCTaBKWU He
OO/MKHO MpeBbllWaTb HOMUHaNIbHOE AaBfieHue paspbiBa, paBHoe 18 6ap (1800 kIMa) onsa cTeHTOB
AnameTtpom oT 2,00 go 3,50 mm 1 16 6ap (1600 KIMa) ons cteHTOB AnameTpom 4,00 Mm.
YaepxvBaiite faBneHune B 6ansioHe KateTepa CUCTEMbl AOCTaBKM B TedeHue 15-30 cekyHp ans
MOMIHOrO PacKpbITUA CTEHTA.

MonHocTblo caywTe GaNNOH KaTeTepa CUCTEMbl JOCTaBKW, CO34aB OTpuULATeNlbHOe AaBfieHWe B
YCTPOWCTBE A5 pasgyBaHUa 6annoHa.

Y6eautecb B MPaBWIbHOM MOMIOXXEHUN CTeHTa W €ro rMOAHOM PackpbiTUM C  MOMOLLbIO
CTaHZAPTHOWM aHrmorpagduyeckoii MeToaukun. s nonyyYeHUs ONTUMa/lbHOrO pe3ysibTaTa BeCh
CTEHO3MPOBaHHbIM CErMEHT apTepun A0/KeH ObiTb MOKPbLIT CTEHTOM.

Heobxoanmo [o06uTbCA ONTUMA/IBHOrO  PackpbiTUA CTeHTa (CTEHT [O/DKEH MOSIHOCTbHO
KOHTaKTUpOBaTb CO CTEHKOW apTepumn). Bcemn ycumnuamm cregyet obecriednTb [0OCTATOUHYHO
annataumio  cTeHTa. PackpbiTMe CTeHTa cnefyeT MpPOBOAMTbL MNOL  PEHTreHOCKOMUYeCKUM
KOHTpO/eM.

Ecnn pasmep mnam pacnosioeHue cteHTa TpebyeT AanbHelller onTUMM3auuu, BHOBb BBeAUTE
6annoH KaTeTepa CUCTEMbl [OCTaBKU WM APYro 6Ga/fIOHHbIA KaTeTep COOTBETCTBYHOLLLENO
pa3mepa K 30He CTEHTUPOBAHMS; BbIMNO/IHUTE CTAHAAPTHYO aHTMOMNNACTUKY.

PasgyinTe 6annoH KateTepa CUCTEMbl [OCTaBKUM [0 Heo6X0AMMOro YpPOBHSA [AaBfeHUs  Mog
pPEHTreHOCKONMMYecKMM KOHTPOneM. 3aTeM cayiTe 6anfoH KateTepa CUCTEMbl AOCTaBKW (CM.
LKany KoMmnnariHca 6annoHa, NoCTaBAsAeMYIO C U3fenmnem).

Yb6eantecb B MNpaBUIbHOM MOMIOXEHUU CTeHTa aHruorpaduyeckn. Yb6eamtecb, UTO CTEHT
pacrnonoXxeH Mexay MPOKCUMMa/lbHbIM W OUCTa/IbHbIM  PEHTFEHOKOHTPACTHLIMU - MapKepamu
6annoHa cuctembl focTaBkn. MNpogomkalite pasgyBaTb 6a/NOH KaTeTepa CUCTEMbl LOCTaBKU [0

OOCTVMXXEHUNA XKeaeMoro pesysibtarta

poLesypa n3BfieveHUst cMcTeMbl focTaBku (Mowarosast MHCTPYKLUSA)

1
2.

epbl

Y6eauTech B TOM, 4YTO 6a/1/10H KaTeTepa CUCTeMbl AOCTABKM MOJTHOCTbIO CAYT.
MONHOCTLI0 OTKPOiTE BpaLLatOLLMIACA reMOCTaTUYECKUIA KnanaH.
CoxpaHsisi MoNoXeHMe NMPOBOAHMKA U MOAAEPXKMBAA OTPULATE/IbHOE AaB/eHMe B YCTPOWCTBe A1

pasfyBaHUs 6asiNoOHa, U3B/IEKUTE CUCTEMbI 10CTABKN

npefjoCcTOPOXHOCTM npu  paboTe €O CTEHTOM  BHYTPUCOCYAUCTHIM

®oHapHblM JUPITER Ha cucteme JoCTaBKu «B6bICTPOl CMeHbI» R X

¢

Mepen HayanoM paboTbl 06PaTUTE BHUMaHWE Ha CPOK FrOAHOCTU U3LENNS.
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BusyanbHo ybegmTtecb B TOM, YTO CTEHT PacnofioXXeH MexXAy MPOKCUMaIbHbIM U ANCTaSIbHbIM
PEHTreHOKOHTPAaCTHLIMW MapKepamuy 6annoHa cMcTemMbl AOCTaBKN.

CTeHT BHYTPMCOCYAUCTbIA KOPOHApHbIA Ha CUCTEME [OCTaBKU «OBbICTPOM CMeHbl» RX
npUMeHsieTcs B BUAe eAMHOW cucTembl. CTEHT He cnefyeT CHUMaTb € 6annoHa,
MCMNONb3YIOLLLEroca A8 ero [AOCTaBKW, 3TO MOXeT MOBPeAuTb CTeHT W/Wm NpuBecTU K ero
amb6onmsauun. CTEHT He NpefHasHa4veH o 06XKUMKKU Apyroro 6aiioHa.

Henb3a M3MEHATb UNM HapyLluaTb PacrnoflioKeHWe CTeHTa B CMUCTEME [0CTaBKU. ITO OCOOBEHHO
B&DKHO MNPU M3B/IEYEHUN WU3LENNA U3 YMNAKOBKW, B BeAeHUW ero no rnpoBOAHUKY, MPoBeAeHUN
yepes afanTep reMocTaTMyecKoro KaraHa v rnopT NPOBOAHUKOBOIO KaTteTepa.

HekoTopble MaHUNyNaUuUKW, HanpuMmep, BpalleHue YCTaHOBIEHHOro CTeHTa, MOryT MPMBECTU K
CMELLEHMIO CTeHTa ¢ 6asi/IoHa KaTteTepa CUCTeMbl AOCTaBKN.

M3beraiiTe paboTbl CO CTEHTOM Ha CUCTEMe AOCTaBKM 6e3 nepyaTok.

B cnyyae HEBO3MOXXHOCTWU PacKpbITUA CTEHTa Ha CUCTEME LOCTaBKU A1 YTOUHEHMUSA npoLenypbl
BO3BpaTa, CBsKuUTecb ¢ npomssoguTesiem QualiMed Innovative Medizinprodukte GmbH,
FepmMaHUga MM ero ynosHOMOYEHHbIM MNpeacTaBuTenieM Ha Tepputopun P® - 3A0 “JlaHueT”.
KoHTaKTHbIe agpeca 1 TenedoHbl YKasaHbl B pasgene “ MapaHTUlHbIe 06s13aTe/ibcTBa” HaCTOSILLEN
VHCTPYKLUUN.

Ons pasgyBaHMs 6annoHa WCNONb3yWTe TOMNbKO COOTBETCTBYHOLLUIA pacTBOP KOHTPACTHOIO
BewlecTBa. He ucnonb3yinTe Ana pasfyBaHus 6anfiioHa cucTeMbl JOCTaBKU BO3AYX WU Apyrue
rasbol.

He pekomeHfyeTca [fornyckaTb KOHTaKTa CTeHTa C (IM3MOMOTMYECKUM pacTBopoM. [lpwu
HeobX0AMMOCTN MPOMbIBAHUA CTEHTa (PM3NOMOTNYECKMM pPacTBOPOM BpPEMS KOHTaKTa [AO/HKHO

6bITb OrpaHN4eHo (He 6onee 1 MUHYThI).

Viepbi npesoCTOPOXHOCTM NPU YyCTaHOBKE CTEHTA BHYTPUCOCYANCTOTO KOPOHAPHOTO

rUPITER Ha cucteme f0CTaBKMu «6bICTpOI7I CMeHbl» RX, NP M3BNEYEHUU CUCTEM b

(0CcTaBKM «OBICTPOIR CMEHbI » RX

He BbINONMHAWTe npeaBapuTeNbHONO  pasgyBaHMS  GannoHa (MKW KakKUX-NM6o  ApYyrux
NoAroTOBUTENIbHBIX AENCTBUIA, He YKasaHHbIX B HAcTOSIWEN WHCTPYKUMW), A0 pacrnpaBfieHUs
CTEHTa B MeCTe HasHa4YeHUs.

VIMnnaHTaums cTeHTa MOXET MPMBOAUTL K PACC/IOEHUIO COCYAUCTOM CTEHKM AuCTanbHee U/um
NPOKCMMasibHee CTEHTMPOBAHHOIO Yy4yacTKa, a TakKXke MOXEeT MPMBOAUTb K OCTPOIA 3aKyrnopke

cocyaa, uTo  TpebyeT  [AOMOMHWUTE/LHOMO  MeAMLMHCKOrO  BMellaTenbcTBa  (Hanp.,
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ad0pPTOKOPOHapHOE LWYHTUpPOBaHWUE, LI,OI'IO!']HMTEI'II:HOVI annataunn, yCTaHOBKU  OOMOJ/IHUTENIbHbIX

CTEHTOB U T.4.)-

* [lepen vMnnaHTaLMer CTeHTa 30HA LLeN1eBOro NOPaXeHUs A0/HKHA ObiTb B JOCTATOUYHOM CTeneHu
npeannaTupoBaHa.

= He packpbiBaiiTe CTEHT, eCIM OH He NO3VULUOHMPOBaH AO/MKHbLIM 06pa3omM.

e HeobxogMmo KOHTPO/MPOBaTh AaBfeHWe B H6as/loHe BO BPeMs ero pasfyBaHus. He npesbiwwaiite
HOMWHa/IbHOE AaBfieHNe paspbiBa, YKasaHHOe Ha LiKase KomnniaHca 6annoHa, 3akpenjeHHoW Ha
auncnieHcepe. puMeHeHWe 60/ee BbICOKOrO AaBfieHUs, YeM yKasaHHO Ha LlKane KomnnarHca
6annoHa, MOXeT NPUBECTU K paspbiBy 6as/IoHa, MOBPEXAEHUIO MHTUMbI U PACC/IOEHUNIO CTEHKMU
cocypa. Mpeannatauus cocyfa A0/HKHA BbIMOMHATLCA ¢ MOMOLLbIO 6a/i/IoHa COOTBETCTBYHOLLETO
AvameTpa, paBHOro AMmameTpy cocyaa.

e [lpuMeHeHVe OOMNOSIHUTE/bHbLIX NPOBOAHUKOB, NeTesib /WM 3aXKUMOB MPU U3BNEYEHUN CUCTEMBI
JOCTaBKM MOXET MPMBOAUTL K TPaBMUPOBAHMIO COCyAa W PasBUTUI0 TaKUX OCMOXKHEHUA Kak
KpoBOTeYeHMe, remMaToMa WUan fioXKHaa aHeBpu3Ma.

e Ecnu B Kakol-nnbo MOMEHT Mpoueaypbl AOCTYMa K 30HE LefIeBoro nopaxeHus (40 packpbiTus
CTEHTa) BO3HWKaeT OLLYLIeHNE HEOOLIYHOrO COMPOTUB/EHUSA, HEOOXOAUMO YAA/IUTbL CUCTEMY
[OCTaBKM CTEHTA 1 NPOBOAHUKOBbLIV KaTeTep eAMHbIM 6/10KOM.

e He nbiTaliTecb BbITAHYTb HEPACKPbITbIA CTEHT 06paTHO B MNPOBOAHMKOBbLIV KaTteTep nNpwu ero
pacnosioXXeHMM B KOPOHAPHbLIX apTepursax: BO3SMOXXHO MOBPEXAEHME CTEHTa UM CMeLLEeHMe CTeHTA
¢ 6annoHa KkaTeTepa CUCTeMbl JOCTaBKU.

e HepackpbITbli  CTEHT cnefyeT BBOAUTbL B KOPOHApHble apTepuy  TObKO — OA4HOKPATHO.
HepackpbITbli CTEHT Henb3A BblABUraTb U3 AUCTaNbHOrO KOHUA MPOBOAHWMKOBOrO Kartetepa u
3aTeM CHOBa BBOAWTb €ro B TMPOBOAHMKOBLIV KaTeTep, MOCKO/IbKY MOXET MNpou3oiTn
NnoBpeXeHne CTEHTa UK CMeLLeHMe CTEHTA ¢ 6a/I/I0Ha KaTeTepa CUCTEMbI [LOCTaBKMU.

MMEUYAHWME: OnucaHHble HWMXe AeACTBUA creayeT BbIMOMHATL MO4 HenocpeAcTBEHHbLIM

1TreHOCKOMNYEeCKNM KOHTPOJIEM.

= CoxpaHaiTe MONOXeHWe MPOBOLHMKA BAOMb BCEM 30HbI LE/IEBOr0 MOPAXEHUS B TedeHWe BCero
npouecca n3BfeyYeHNS CUCTEMbI fOCTaBKU. OCTOPOXHO BbITArMBaliTe CUCTEMY [OCTaBKM CTEHTA,
NoKa MPOKCUMaNbHbI PEHTIeHOKOHTPACTHbLIN Mapkep Ha 6anioHe KaTeTepa CUCTEMbl [OCTaBKU
He JOCTUTHET AUCTa/IbHOTO KOHLLa NPOBOAHMKOBOIo KaTeTepa.

e CucTemy [OCTaBKM CTeHTa M MPOBOAHMKOBbLIA KaTeTep CnefyeT BbITArMBaTh A0 TeX Mop, Moka
ONCTaNbHbIM KOHeL, NPOBOAHMKOBOrO KaTeTepa OKaXeTcs 4YyTb AUCTa/lbHee MHTPOAbOcEpa, UTO
NO3BONUT BbINPAMUTL MPOBOAHUKOBLIV KaTeTep. OCTOPOXHO BTAHUTE CUCTEMY AOCTaBKM CTeHTa

B MPOBOAHWKOBbINA KaTeTep W U3BMEKUTE CUCTEMY AOCTaBKW CTeHTa U NMPOBOAHWKOBbLIA KaTeTep
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eANHbIM G/IOKOM; MOJIOXKEHME MPOBOAHMKA AO/HKHO MPU 3TOM COXPaHATbCA BAO/b BCE 30HbI
LLe/IEBOr0  MOPaKeHUs.

HeBbINOHEHWE 3TUX AEACTBMIA MU NPUNOXEHWE U3TULLHUX YCUINIA K CUCTEME JOCTaBKM CTeHTa
MOXXET MPUBECTU K MOBPEXAEHMIO CUCTEMbI AOCTABKM, CMELLEHUIO CTEHTa C GassioHa KateTepa

CNCTEMbI AOCTaBKW.

Mepbl  NPEeAOCTOPOXHOCTM  nocne YyCTaHOBKM  CTEHTa  BHYTPUCOCYAUCTOTO

kopoHapHoro JUPITER

¢ [lpy npoBeAeHMN 4epe3 pPacCKpPbITbI CTEHT KakKuUX /MO0 MeAULUHCKUX W3gdenvin (Hanpumep,
BHYTPMCOCYAUCTOrO Y/bTPa3BYKOBOI0 KaTeTepa, KOPOHapHOro MpoBOAHMKA WAU 6GasiNnoHHOro
KaTeTepa) cnefyeT ObiTb OCTOPOXKHbIM, UTOObI N36eXaTb HapyLUEHUSI TEOMETPUN CTEHTA.

¢ He npoBogmnte MarHMTHO-pe30HaHCHYK Tomorpaduio (MPT) naymeHTam mnocfae MMMaaHTaumm
CTeHTa [0 ero nonHoi aHgoTenusaumn (90 AHeR), 4YTOOGbI MUHUMW3NPOBATH BO3MOXXHOCTb
Murpaumn. Hanvume y naymeHTa MMNAaHTMPOBaaHHOIO CTeHTa MOXeT MPUBECTU K MOSBAEHUIO
apTedpakToB Ha MPT BcneacTBUE UCKaXKEHNS MarHUTHOIO Nofs.

¢ [nA cHWKeHWA pucka TpomM603a BHYTPU CTeHTa B TeUeHWe BCero rnepuoja aHAoTenmsaunmm cocyja
B MeCTe CTEHTMPOBaHWA BCEM MauueHTaM [o/mKHa OblTb HasHadeHa aHTUTpomMboumTapHas

Tepanusi.

MpepocTepexeHine 0 NOBTOPHOM MCNONb30OBAHNN

MN3penve npegHasHavyeHo [Ans MPUMEHeHUs TOMIbKO Yy OA4HOro nauuweHta. He ponyckaetcs
NOBTOPHOE NCMOMb30BaHMe, MOBTOPHas 06paboTka N/wm NOBTOPHas cTepunusaums nsgenus. NostopHoe
1ncnosb3oBaHWe, NOBTOPHasA 06paboTKa MM MOBTOPHasA CTepunnsaumsa MOryT HapyLWUTb CTPYKTYPHYHO
LEeNoCTHOCTb U3denusa w/wim nNpuBecTM K ero MnosIoMKe, YTO B CBOK o4epefb, MOXET TPaBMUPOBATb
nauneHTa, MoBfeYb BO3HUKHOBEHME 3ab60seBaHU UM cMepTb. [MOBTOPHOE MCMO/b30BaHWe, MOBTOPHAasA
06paboTka W/ W MOBTOPHas CTepuUIM3aumsa TakXe MOryT co3faTb PUCK 3arpsisHeHUs ulgenns wn/win
cTaTb NPUYMHON WUHM(ULMPOBAHUA WX MNEPEKPECTHOrO0 MHMMUMPOBAHUA NaLMeEHTa, B TOM 4uc/e CTaTb
NpUUYUHON nepefavyn MHAEKLUMOHHOIO 3aboneBaHMA OT OA4HOro nauuveHTa Apyromy. KoHTamuHauus

n3nenna MOXKeT NMpPpUuBecTn K NpUYNHEHNKO Bpeda NauneHTy, 3ab6051eBaHUIO NN CMEPTW NauyneHTa.

Copep>Knmoe: 1 CTeHT BHYTPMCOCYANCTbIA KOpOoHapHbIi JUPITER Ha cucteme AoCTaBKU «ObICTPOA
CMeHbl» RX B pgucneHcepe €O LWKaioW KomnnarvieHca 6annoHa ynakoBaH B
repMeTUYHbIA CTEPUNBHBIA MONUITUNEHOBLIM NakeT. [akeT ¢ N3genmMem, MHCTPYKLUSA

No NPUMEHEHUIO N NOTNIOTUTENb B/lar NMOMELLEHbI B KAPTOHHYH KOPOGKY.
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PekomMeHAyeMble YCNTOBUA TPAHCMOPTUPOBKU, XPaHEHUA, NMPUMEHEHNSA
1. TpaHcnopTupoBaTtb Npu Temnepatype 20 - 25°C, OTHOCUTENbHOW BAaXHOCTU 70%.
2. XpaHuUTb B NpOX/1agHOM, CyXOM W TEMHOM MecTe, npu TemnepaTtype 20 - 25°C, OTHOCUTENbHON
BnaxkHocTn 70%.
3. Ycnosus npumeHeHus - Npu Temnepatype 20 - 25®@C, oTHOCUTeNbHOW BRaxHOCTM 70%.
4. Cwm. pasgen «Ipadpuuyeckme CMMBO/bI, UCMO/b3YEMble HA 3TUKETKax MEPBUYHOA W BTOPUYHOM
YNaKOBOK».

5. Wcnonb3oBaTb HEMEA/IEHHO MOC/Ie BCKPbITUS CTEPUIbHOM YMaKoBKM.

Y KasaHud no ytunmsaymun

YTUnnsnpyimnte wusgennus n ynakoBKY, WCMNO/b30BaHHbIE BO BPeMs MNpoueaypbl, COrnacHo

O6LLl,eﬂpVIHﬂTbIM -Tpe6OBaHI/IﬂM no ytnnmsaunn oTtxogos MeanUMNHCKNX I/I3,El,€ﬂMﬁ.

CpoK rogHoctun

CPOK roAHOCTU - 2 rofa ¢ AaTbl CTePUAM3aLUK. He NPUMEHATb MO UCTEYEHMIO CPOKa FOAHOCTMW.

MapaHTUiHbIE 065A3aTeNbCTBA

Mepen wWcCMNonb3oBaHMEM  M3OeINA  HEO6XOAVMMO BHUMATENbHO  M3YUUTb  UHCTPYKUMIO MO
3puMeHeHMto. MapaHTMA QualiMed Innovative Medizinprodukte GmbH fgelicTByeT TO/IbKO NPU YCOBUM,
3TO0 U3geNne UCNosb3yeTcs B COOTBETCTBMU C MHCTPYKLMEN MO NPUMeHeHM0. Bce npefynpexaeHuvs,
lofepxalmecs B UHCTPYKUUM MO NPUMEHEHWIO, crefyeT cUMTaTb HeobXOoAUMMOWM 4acTbio rapaHTum
JualiMed Innovative Medizinprodukte GmbH.

MN3nenve Heob6xoauMO MCMonb3oBaTh A0 AaTbl «oAeH A0», YKasaHHOW Ha ynakoske. QualiMed
nnovative Medizinprodukte GmbH o6ecneynBaeT rapaHTUIO Ha CBOW M3Aennsa A0 AaTbl «[0AeH [O0»,
Ka3aHHOW Ha yrnaKoBKe.

B cnyyae HapylleHUs LEeNoCTHOCTU CTEPUNBHON YNAaKOBKWU, NPU BbISBNEHUN Kakux nnubo apyrux
LW PeKTOB YNakoBKU UM caMoro msgenus, cesxxutecb ¢ QualiMed Innovative Medizinprodukte GmbH,
Boschstrasse 16, 21423 Winsen, lepmaHus, TenedoH: +49 4171 6578 0, chakc: +49 4171 6578 11 wm
TO YNOJIHOMOYEHHbIM MpeacTaBmnTenieM 3akpbiToe akuMoHepHoe o6uwecTBo “JlaHueTt” (BA0 “JlaHueT”),
~ocems, 107143, r. MockBa, OTkpbiToe Locce, a.17, ctp. 1, TenedoH + 7 (495) 646-56-65, thakc + 7
495) 646-56-66.
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Cbl/l‘-IECKVIe CUMBO/JIbl, NCMOJIb3YyEMbI€ Ha 3TUKETKax I'IepBl/l‘-IHOVI 7 BTOpVI‘-IHOVI YNakKoBOK

/1BON

STERILE EO

LOT

21 N

la

'TNAPOD®UNIBHO

Ct..

amuKUT
174 UiftTKIi
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OnwucaHune

CTepnans3oBaHo 3TUIEHOKCUAO0M

Howmep cepun

MpowunssoguTens

M3pgenve  npegHasHayeHo — Ans

0[lHOKPATHOro NPUMEHEHNS,
NMOBTOPHO NCNoMb30BaTh
3ATPELLEHO

FomeH fo

XpaHWUTb B MPOX/IaAHOM, CYXOM WU
TEMHOM MecTe

MMepen MCNoJsib30BaHNEM
Heob6XxoAMMO  O3HAKOMWUTLCA  C
VIHCTPYKLUMEN MO NPUMEHEHMIO

rmapodmibHOe NOKPbITUE

Mapkuposka CE

norotnn IK «MHTEANTNOXEHT
KNHETUNKC»



YM3BOAUTEh
iliMed Innovative Medizinprodukte GmbH

chstrasse 16

23 Winsen

MaHHX

ethon: +49 4171 6578 0
«c: +49 4171 6578 11
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MHCTPYKUWMA MO NPUMEHEHWIO
NTeHT BHYTPUCOCYAUCTbIA KOpoHapHbI APOLLO Ha cucTteMe f0CTaBKM «ObICTPOM CMeHbI» RX

Mepes npuMeHeHWEM BHUMATENbHO MPOYTUTE HACTOALLYI MWHCTpyKuuo. Cobniogarite Bce
eaynpexaeHns U mepbl NPefoOCTOPOXHOCTU, YKa3aHHble B 3TOWM WHCTPYKUUU, B MPOTUBHOM Cly4ae
3MOXXHO pasBuUTUE OCNOXKHEHWI. W3genue npefHasHaydeHO AN MNPUMEHEHUS TOIKO Y O[HOrO
umeHTta. WM3genne [JO/MKHO ObiTb MCMOMb30BAHO [0 WCTEYEHUA CpPoOKa roAHOCTU, YKa3aHHOro Ha
aKOoBKe.

FTEPNNIBHO: CTepnnn3oBaHO C UCMO/b30BaHWEM 3TU/IeHOKCUAa. He ncnonb3oBaTtb Usgenne B cnydae
KPbITUSA WY NOBPEXAeHUS CTePUSIbHOM YNAaKOBKM.
LwcaHue

CTeHT BHYTPUCOCYAUCTbIA KOPOHapHbIi APOLLO Ha cucTeMe A0OCTaBKU «ObICTPOM CMeHbI» RX
e[ICTaB/IseT CO60M rMOKUI HGaNNOHOPaCLUMPSAEMbIA CTEHT, KOTOPbI YCTAHOBMEH Ha CUCTEME A0CTaBKU
bICTPOW cMeHbl» (RX-rapid exchange). CucTteMa [OCTaBKU «BbICTPOM CMeHbl» RX npegHasHadeHa
5 6e30MacHOro BBeAeHMA CTeHTa B KOPOHapHbIe COCYAbl N ANS PaCcKPbITUS CTEHTA B HY>XHOM MecTe 3a
eT pacLumpeHns 6an1oHa, Ha KOTOPOM HaxXO4MTCH CTEHT.

CucrtemMa [0OCTaBKN «BbICTPOV CMeHbl» RX npeacTaBneHa 6ainoHHbIM KaTeTepoM, Ha ANCTa/IbHOM
HLe KOTOporo Haxoamutcs 6annoH. Ha 6annoHe HaxoAuTca CTeHT. banfioH cucTembl [OCTaBKWU
cLUMpsieTcs 40 HOMUHa/IbHOFo AvamMeTpa Npy HOMUHaNIbHOM AaBNeHUN.

E€HT BHYTPMCOCYAUCTbIA KOpOHapHbli APOLLO Ha cucteme [0OCTaBKU «ObICTPOM CMeHbI» RX

nagaet crefyoLumMMn CBOMCTBaMU:

- CTEHT M3roToB/IEH M3 HepykaBewwen ctaam 316 LVM mn umeetr 6uoctabmnbHoOe NOMMMEPHOE
MoKpbITUE, BbicBOGOXAaloWee [Maknutakcen. CogepxaHue [Maknutakcena B 3aBUCUMOCTU OT
pasmMepa cTeHTa OT 261 Ao 1289 mkr. KoHueHTpauua Maknutakcena 1,0 Mkr/mw?. TonvmepHoe
nokpbiTue - ProTector (MHH - TMonuncynedoH Polysulfone)).

- bBannoH KaTteTepa cUCTEMbI OCTABKM U3roTOBMEH M3 HelinoHa Grilamid L25.

- [OwnameTtp 6annoHa ot 2 Ao 4 MMm; gnmHa 6annoHa ot 11 go 40 mm.

- KOH4YMK 6GannoHHOro Karetepa W TMOKUA AUCTaNbHbIA LWAT M3roToBMAEHbLI U3 MOMNITUNEHA
BbICOKOW MNOTHOCTU Pebax 7233, KOHYMK KaTeTepa - ¢ gobasneHmem kKpacutends MEVOPUR
Black.

- BannoHHbIV KaTeTep CUCTEMbl AOCTaBKM MMEET TPEXC/IONHYI0 BHYTPEHHIO TPYOKY, COCTOALLYHO
M3 MONN3TUMEHA BbICOKOM MAOTHOCTU Pebax 7233 / nonuatuieHa HU3KOM nioTHocTn Plexar PX
3080 /nonnatunneHa BbICOKOM nnoTHocTu Petrothene-LM 6007 ¢ go6asneHuem kpacutens Reflex
blue C.

- [Ona o6ecnevyeHMA nydllero CKOJIbXXeHWUS W [0CTaBSAeMOCTU CTeHTa [0 LesieBOro y4yactka

OVCTa/IbHbINV WadT 6a110HHOr0 KateTepa CUCTEMbI 4OCTaBKU UMEET ABYXC/IOMHOe rnapoduibHoe
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MOKpbITUE, 6a30BbIM CNOV KOTOPOro coctonT u3 DSM Primer 41002, BEPXHWI CNOW COCTOUT M3
DSM Comfort Coat Topcoat 43003.

FMnoTpy6ka 6an/oOHHOrO0 KaTeTepa CUCTEMbl [AOCTaBKM COCTOUT W3 ABYX 4acteil: 1) w3
HepykaBewouwlen ctaam 304 L, nokpbiton (MTPI) nonutetpadptopatuneHom (Xylan) mn 2)
HEMOKPbLITOW HepxaBetoLer cTanu 304L.

3alMTHbIA  HakOHEYHUK  GanNoOHHOro  KareTepa CUCTeMbl [OCTaBKM  WU3rOTOB/IeH U3
TepmonaacTUYHOro ypetaHa Texin RXT85A ¢ gobasneHmem kpacutens Blue tioxide TR-27.
KaHtona Jlyep Jlok mnsrotosneHa mn3 nonmkapboHarta (MC) Lexan HPS 7. Hagnwucn Ha Kpbinbax
KaHtonm Slyep J1oK caenaHbl BUHWUI0BOW Kpackoit No-Tox Black.

BannoH karetepa CMCTeMbl 4OCTaBKU UMEET 2 PeHTreHOKOHTPAacTHbIX Mmapkepa (MnatnHa - 90%,
Npuguin - 10%), KOTOpble CAy>XaT OPUEHTUPOM A1 TOUHOMo MO3ULMOHUPOBaHWA H6anoHa.
BannoH cnctembl 4OCTaBKN MOXET ObITb MCNOJIL30BaH A1 MocTamMnaTauumn.

BannoHHbIN KaTeTep cucTeMbl JOCTaBKU MMeeT 2 wWadT Mapkepa 13 Hepxxasetowler ctanu 304 L,
KOTOpble MnpefHasHa4veHbl A8 ONpefeneHnNss MecTOMOMOXKEHUA CUCTEMbl AOCTaBKU 6GasiIOHHOIO
KaTeTepa no OTHOLUEHMIO K HanpasnstoLemMy (MPOBOAHUKOBOMY) KaTeTepy.

HomunHanbHoe gasneHne 6annoHa- 9 6ap.

[asneHune paspbiBa - 18 6ap (ana gnametpa 6annoHa ot 2 mm go 3,50 mm); 16 6ap (ans gmametpa
6annoHa 4,00 mm).

BannoHHbIN KaTeTep CUCTEMbI OCTaBKN COBMECTUM C NPOBOAHUKOM AnameTpom 0,014,

KoHUuK 6annoHHOro kKatetepa CWUCTEMbl [0OCTaBKM HadeT Ha 3alUTHbIA NPOBOAHUK K3
Hepxxasetwower ctaam WKN 1.4301 (KoH4YMK NpoBogHMKa 13 nonmtetpadnopostuneHa (MTOE)
Teflon ¢ pgob6aBneHmem Kpacutens Blue basic), gnvHoi 360, guametpom 0,38 MM, KOTOpPbI
NPOXoANT BHYTPU AUCTaNIbHO YacTu KaTteTepa U BbIXOAUT HapPYXXy Yepes rnopT.

[na 3awmnThl cTeHTa 1 6a10Ha OT MOBPEeXAeHN Ha 6an/TIOHHbIA KaTeTep CO CTOPOHbI KOHUMKA
HafeT npo3payHbli Yexon (Konmnayok) vz nonutetpadnopoatunieHa (MTPE) Teflon, koTopbii

CHMUMaeTCAa nepen npou,e,u,ypof/’l CTEHTNPOBaHNA BMECTE C U3BJIEKAEMbIM 3alLIUTHbLIM MPOBOAHUKOM.
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MOKpPbITNE, 6a30BbIV CMOW KOTOPOro coctonT ns DSM Primer 41002, BepXHWIA C/OA COCTOUT U3
DSM Comfort Coat Topcoat 43003.

Mmnotpybka 6annoHHOrO KaTeTepa CUCTeMbl [0CTaBKUM COCTOUT W3 ABYX 4acTeil; 1) u3
Hepxasetowleii ctanm 304 L, nokpbiToii (MTP3I) nonmteTpadpTopatuneHom pCylan) mn 2)
HEMOKPbLITOW HepXasetowlen ctanu 304L.

3alMTHbIA  HakOHeYHUK  6Ga/i/IoHHOro  KateTepa CUCTEMbl  [OCTaBKUM  U3rOTOB/IEH U3
TepMonnacTM4Horo ypetaHa Texin RxT85A ¢ gobasneHnem kpacutens Blue tioxide TR-27.
KaHtonsa Jlyep Jlok mnsrotoeneHa u3 nonvkap6oHarta (MC) Lexan HPS 7. Hagnucu Ha Kpblibsax
KaHonu Jlyep J1o0K caenaHbl BAHWOBOM Kpackoii No-Tox Black.

BannoH kartetepa cUCcTeEMbl LOCTaBKN MMEET 2 PEHTreHOKOHTPAaCcTHbIX Mapkepa (MnatnHa —90%,
Npugnii - 10%), KoTopble cnyXaT OPUeHTUPOM A1 TOHHOT0 NO3ULMOHMPOBaHWS 6anoHa.
BannoH cnctembl 4OCTaBKU MOXET OblTb MCMOJb30BaH A8 NocTamnnaTaumm.

BannoHHbIN KaTteTep CUCTEMbI AOCTaBKM MMeEeT 2 WaddT MapKepa 13 Hepykasetowwen ctanm 304 L,
KOTOpble MpeAHasHadeHbl 415 ONpefeneHnss MeCTOMOSIOXEHUA CUCTEMbl AOCTaBKU 6Ga/IOHHOro
KaTeTepa No OTHOLLLEHUIO K HanpasnsawLemy (MpoBoAHUKOBOMY) KaTeTepy.

HomuHanbHoe aasneHme 6annoHa - 9 6ap.

[asneHune paspbiBa - 18 6ap (ans gmametpa 6annoHa ot 2 mm go 3,50 mm); 16 6ap (ona gnametpa
6annoHa 4,00 mm).

BannoHHbIN KaTeTep CUCTEMbI AOCTaBKU COBMECTUM C MPOBOAHUKOM AnameTpom 0,014”,

KoHuuMK 6anfoHHOro kKaTeTepa CUCTEMbl [AOCTaBKM HafeT Ha 3alMTHbIA MNPOBOAHUK U3
Hepxxasewowen ctanm WKN 1.4301 (KoH4YMK npoBogHuKa u3 nonmteTpadiopostuneHa (MTODE)
Teflon ¢ pobaeneHnem Kpacutens Blue basic), gnvHoii 360, anametpom 0,38 MM, KOTOPbIA
NMPOXOAUT BHYTPU AUCTa/IbHOM 4YacTn KaTeTepa 1 BbIXOAUT Hapy>XXy yepes3 nopT.

[Ona 3awunTtel cTeHTa U 6an/10Ha OT MOBPEXAEHWIA Ha Ga/lOHHBIA KaTeTep €O CTOPOHbI KOHYMKa
HadeT Mpo3payHbiii yexon (Konmnayok) m3 nonutetpadpnopoatuneHa (MTPE) Teflon, koTopkii

CHUMAaETCA nepes, NPoLEeAypPoii CTEHTUPOBAHMS BMECTE C M3B/IEKAEMbIM 3aLLMTHbIM MPOBOAHUKOM.
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)avua 1. Pasmepbl CTeHTa BHYTPUCOCYAUCTOro KopoHapHoro APOLLO, pa3smepbl 6anioHa

eTepa CUCTeMbI AOCTaBKMU

1aMeTp
rHta/
ameTp
N/10Ha,
1

J5

)0
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AdnvHa
CTeHTa, MM

10
14
18
24
28
34
38
10
14
18
24
28
34
38
10
14
18
24
28
34
38
10
14
18
24
28
34
38
10
14
18
24
28
34
38
10
14
18
24
28
34
38

AnnHa

6annoHa, AnvHa 6annoHa
MM h 0,5 mm
1 11,50
15 15,50
20 20,50
25 25,50
30 30,50
35 35,50
40 41,50
11 11,50
15 15,50
20 20,50
25 25,50
30 30,50
35 35,50
40 41,50
11 11,50
15 15,50
20 20,50
25 25,50
30 30,50
35 35,50
40 41,50
11 11,50
15 15,50
20 20,50
25 25,50
30 30,50
35 35,50
40 41,50
1 11,50
15 15,50
20 20,50
25 25,50
30 30,50
35 35,50
40 41,50
12 12,50
16 16,50
20 20,50
25 25,50
30 30,50
35 35,50
40 41,50

Vcnonb3yemas

BHyTpeHHee
paccTosiHue
Mexay
Mapkepamu
+ 0,5 mm

10,30
14,30
19,30
24,30
29,30
34,30
40,30
10,30
14,30
19,30
24,30
29,30
34,30
40,30
10,30
14,30
19,30
24,30
29,30
34,30
40,30
10,30
14,30
19,30
24,30
29,30
34,30
40,30
10,30
14,30
19,30
24,30
29,30
34,30
40,30
11,30
15,30
19,30
24,30
29,30
34,30
40,30

TonwmHa
ENY
(no

AnameTpy),
MM

0,105 +0,010

0,105 +0,010

0,105 +0,010

0,105 +0,010

0,105 +0,010

0,115+0,010

LLnpnHa
6ankn
(wupnHa
ofHoM
MoMoCKU
AYenKn), MM
0,118 £0,010

0,118 £0,010

0,118+0,010

0,118+0,010

0,118+0,010

0, 125 +0,010



to 10 12 12,50 11,30
14 16 16,50 15,30
18 20 20,50 19,30
24 25 25,50 24,30
28 30 30,50 29,30
34 35 35,50 34,30
38 40 41,50 40,30
30 10 12 12,50 11,30
14 16 16,50 15,30
18 20 20,50 19,30
24 25 25,50 24,30
28 30 30,50 29,30
34 35 35,50 34,30
38 40 41,50 40,30

0,115+0,010 0,125 +0,010

0,115 £0,010 0, 125%0,010

)nmu,a 2. TeXxHNnYecKne xapakTepucTmnkKun 6as1IoHHOrOo KaTeTepa CUCTEMbI AOCTaBKU

apamveTp
16oYast ANMHaA 6a1IIOHHONO KaTeTepa CUCTeMbl AOCTaBKM,
u

9HUYMK GaNNIOHHOIO KaTeTepa CUCTeMbl AOCTaBKW, MM
McTaslbHas YacTb KateTepa, Mm

abKuiA AncTanbHbIA WadT (NepexogHoe CoeAnHEHUE OT
LIOTPYOKUM K BHYTpeHHe TpyOKu KaTeTepa), MM
ANOTPY6Ka, MM

nameTp NPOKCMMaNbHOro LwWadta 6an1oHHOro Karetepa

tOTeMbl 4OCTaBKU, F/mm
nameTp pAguctanbHoOro wacdprta 6anlOHHOrO KarteTepa
ICTEMbI AOCTaBKU, F/Mm
accTosiHME OT KOHYMKa Oa//IoOHHOro KaTeTepa Ao

30KCUMasIbHOro LWaddT Mapkepa

acCTOsIHMe OT KOHYMKa Oa/l/IoHHOro KateTepa Ao
OCTa/IbHOro LWadT Mapkepa
ALLIMTHBIA HAaKOHEYHUK, MM

aHtona Jlyep J1ok, Mm

6uwas garHa 6annoHa KateTepa CUCTEMbI 4OCTaBKU
cnonb3lyemas AnMHa GannoHa — KateTepa  CUCTeMbl
:>CTaBKN

HYTpeHHee PacCTOSIHME MeX Ay MapKepamu

pothnsb CyXKeHOoM YacTu KOH4YMKa 6an/IoHHOro KateTepa

1ICTEMbI AOCTaBKU, MM
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3HayeHue
1415+ 15

3,5+05
237%15
105+15

107015

Makc. 2,1 F (0,70 mm)

Makc. 2,6 F (0,86 mm)

985 + 15 mm

880 + 15 mm

Owvawmetp -1,10

AdnnHa-35

TonwwmHa - 0,2

AnnHa - 41

BHyTpeHHWUI gnameTp oT 0,7 oo 1,25
3aBUCUT OT pasmepa cTeHTa*
3aBUCUT OT pasmepa cTeHTa*

3aB/CUT OT pa3mepa cTeHTa*

0,45



Jopune  KOHYMKa Ga/IOHHOro KaTteTepa CUCTEMbI

CTaBKu, MM

KasaHus K nNpuMeHeHWo

CTeHT BHYTpPUCOCYAUCTbIA KOpoHapHbIi APOLLO Ha cucTeMe A0CTaBKM «ObICTPOIA CMEHbI» RX
:AHa3HayeH [ANs CTEHTUPOBaHWSA KOPOHAapPHbIX apTepuil Mpu NeYeHUUN CYXEeHUs COCy[oB cepaua
e[iCTBME TMPOrpeccUpPoBaHNSA  aTePOCKIePOTUYHECKOTO MOPaXeHUs, He TPeobylowunini OTKPbITOro
paTMBHOIO BMeLLIATE/IbCTBA.

CTeHT BHYTPMCOCYAMUCTbIM KOPOHapHbIi APOLLO Ha cucTeme gocTaBKU «BObICTPOIA CMeHbI» RX
;AHa3HayYeH [ONA yBeNMYeHUS AMameTpa MNpPOCBETa KOPOHAapHbIX apTepuii (denovo) mam BeHO3HbIX
HTOB:

-y 60MbHbIX C ULLIEMUYECKON 6GOME3HbLIO cepaua B pesy/nbTare CTEHOTUYECKOro MopaXeHus
KOpOHapHbIX COCYA0B;

-y 60/IbHbIX C ULLIEMUYECKOM 60Me3HBbIO cepAua B pe3y/ibTaTe OKK/I3UPYIOLLLErO MOpaXKeHUS
KOpOHapHbIX COCYA0B;

“ 'y BONbHbIX C MLWEMWNYECKO 60Me3HbI0 MOCNe aOpPTOKOPOHAPHOro LUYHTUPOBaHUS Mpu

NeYeHUN CTEHOTUYECKUX MOPaXKeHW LYHTOB apTepuii cepaua;

- 4N NevyeHUs OCTPOA WM YrpoXarolleil OKK/I3UN KOPOHAPHbIX apTepuii, BO3HUKLUENA B
pesynbTarte HeygauyHoOro YpeckKoXXHOro KOpoHapHoOro BMeLLlaTe/IbCTBa.

Hannune nekapcTBEHHOro TMOKPbITUA CTEHTa BHYTPUCOCYAUCTOro KopoHapHoro APOLLO
t006CTBYET 3HAUYUTE/ILHOMY CHUKEHUIO

- 4acTOTbl PeCTeHO3a NOC/ie YPECKOXKHbIX KOPOHAPHbIX BMeLLaTeNbCTB,
- 4acTOTbl peBackynApu3saLnm Lenesoro nopaxeHus,
- 4acTOThbl NO34HeM NOTepu NPOCBETA cocya nocsie npoueaypbl CTEHTUPOBAHUS.

TakXe YyCTaHOBKa CTeHTa BHYTpPUCOCYAUCTOro KopoHapHoro APOLLO ¢ nekapcTBeHHbIM
KpbITMEM MOKa3aHa nauMeHTam C Pe3KoM 3aKyrnopKoW cocya Uar y naumeHToB € Yrpo3oii 3aKyrnopKu
;e 6e3ycreLwHoro NHTepPBEHLMOHHOIO JIeYEHNS.

JnnHa uenesoro rnopaxkeHUs AO/HKHA 6biTb MeHbLUE A/IMHbI CTEHTA (4/IMHA CTEeHTa cocTaBnseT OT

[0 38 MM); pethepeHCHbI AMaMeTp cocya Ao/MKeH cocTaBnsaTe oT 2,0 Ao 4,0 mm.

OTUBOMOKAa3aHUA
MMnnaHTauma creHTa BHYTpUcOCyguCToro KopoHapHoro APOLLO Ha cucTteme [0OCTaBKMU
NICTPOW CMeHbI» R X NpoTHBOMNOKaszaHa NaumeHTam co cefyowmmMm coCTOAHUAMN:
- ToBbilleHHas YyBCTBUTENLHOCTL K Naknutakceny.

- Anepruyeckas peakuusa Ha HepXXaBeroLLyr cTaslb.
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- Annepruyeckas peakums Ha MNonmcynbtoH.
- Annepruyeckasn peakumus Ha peHTreHOKOHTpacTHble Npernaparbl.
- TMaumeHTbl, KOTOPbLIM MPOTUBOMOKAa3aHa aHTUTPOMOOLMTAPHAA N aHTUKOArynaHTHaa Tepanus.
- PecTeH03 B MeCTe CTEHTUPOBAHUA.
- VIHMapKT Mrokapa AaBHOCTbIO MeHee 72 u.
- CTeHTMpOBaHME LLUYHTOB U3 NOAKOXHOM BEHbI.
- HesawmuweHHoe nopaxeHne CTBO/A /1eBOM KOPOHApHO apTepun.
- lNonHas OKKNO31A Les1IeBOro cocypa.
- BblpaxeHHas KanbummKauma nopakeHHbIX KOPOHAPHbIX apTepuii.
- TMopaxeHWs apTepPUii C U3BUTNCTOM CTPYKTYPOIA.
- TopaxeHne KOpPOHapHbIX apTepuii B 06nacTu 6UdypKaumu. YcTaHOBKa CTeHTa B 061acTb
6rdypkaumn.
- ®pakumsa Bbibpoca eBoro xenygoydka meHee 30 %.
- KapamoreHHbI WOK.
- Hannumne Tpom603a B NpoceeTe cocya Un nogo3peHne Ha Hero.
- Hannuuve y naymeHTOB NOpaXKeHWIA, KOTOPbIe, MOFYT NPENsATCTBOBAaTb PACKPbLITUIO CTEHTA.
- bepemeHHOCTb U rpyHOe BCKapMIMBaHUeE,
3MOXHbIe MOO6OYHbIE 3G EKTHI
- BHesanHas 3aKynopka cTeHTa.
- OcTpblii MHAPKT MUOKapa.
- Annepruyeckas peakums Ha aHTUKOArynsHTbl W/WiM aHTUTPOMOGOLUMTapHbIE MpenapaTtbl n/wuin
PEHTreHOKOHTPAaCTHbIe npenapaTtbl U/WNM aHECTETUKN.
- CreHokapgvs.
- ApuUTMnU, B TOM Ymcne QUopUINaLns XXenynoukos 1 KenynoukoBas Taxvkapauns.
- ApTepuroBeHO3Has ucTyna.
- TamnoHapga cepaua.
- KapAwnoreHHbIN LWOoK.
- CwmepTb.
- OwuctanbHas amb6onmsa (Bo3ayLUHas, TKaHeBas UM TpoMb6oTUYecKas).
- OKCTpeHHOe a0OpPTOKOPOHAaPHOE LLIYHTUPOBaHME.
- CeppeyHas HeJoOCTaTOUYHOCTb.
- TlemaTtoma.
- KpoBsoTteueHue.

- ApTepuasibHasi TMNOTeH3ns /TUNepTeH3uns.
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MHEeKLNOHHbIE OCMOXKHEHUS.

MHeKumoHHoe BocnaneHue.

Niwemmns mruokapga.

Awnccekuums, nepdopaumsa nnm paspbiB KOPOHAPHbIV apTepui.

DKCCYAATUBHbLIN NepuKapanT.

NoxHasa aHeBpu3ma 6eJpeHHOM apTepun.

MoyeyHas He[OCTAaTOUHOCTb.

PecTeHO3 CTEHTUPOBAHHOIO CErMeHTa.

LLIok/0TeK nerkux.

CnasM KOpOHapHbIX apTepuiA.

3M60NKnA CTeHTa.

Tpom603/0KKNH3UA CTEHTA.

MHeynbT/  HapylleHMe  KpoBOOOpalleHMs CcOCyOB TrOM0BHOro Mo3ra / TpaH3uTopHas
nLIeMMYecKasn aTaka.

MonHas oKKA31ST KOPOHAPHO apTepun NN LIYHTA.

Tpasma cocyfa, TpebytoLas XMpypruyeckoin KOppekumm Unmn noBTOPHOMN UHTEPBEHLINN.
FmcTonornyeckue M3MeHeHUs B CTEHKE COCy[a, BK/IOYasa BocrnaneHue, noBpexaeHue KNeTok v
HEKpOo3.

Annepruyeckas peakLnsi Ha HEPXKaBeloLLLY0 CTaslb.

Annepruyeckas peakums Ha MNaknutakcen, MonucynbgoH.

Anoneuus.

Mwanrum /apTpanrvn.

XKeny[o4uHO-KULLEYHbIe HAPYLLEHWSI.

Mepudpepryeckasn HerponaTusi.

emaTonornyeckme HapyLleHUs (aHemMus, NeMKOMeHUs, HeMTponeHns, TPOMOOLIMTONEHUS)

V13MeHeHMs YPOBHS NMeveHOYHbIX (hepMeHTOB.

Ly npeXxxaeHms

lNMpuMeHeHMe cTeHTa BHyTpuUcocyaucToro KopoHapHoro APOLLO Ha cuctemMe [0CTaBKMU
«BbICTPO cMeHbI» RX Bfe4eT 3a co60i pUCK pPasBUTUA NMOLOCTPOro TpoMb0o3a MM CoCcyAUCTbIX
OC/MIOXKHEHUM, TaKUX KaK KpPOBOTEYEHWs, reMaTOMbl WU JIOXHYH aHeBpu3My. B TeuyeHue 6
MecsiLleB  rocse  rnpouenypbl  CTEHTUPOBAHUA BCEM  NauuieHTam  [O/KHa  MNPoBOAUTHLCS

aHTUTPOMGOLMTaPHas Tepanusi.
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Henb3a ycTaHaBMBaTb CTEHT BHYTPUCOCYAMCTbIM KOPOHapHbIi APOLLO Ha cucTeme JOCTaBKU
«BbICTPOM CMeHbl» RX rMaumeHTam C anfepruyvecko peakumeil Ha HepXKaBerLLylo CTallb,
nonucynboH N/ ¢ NOBbILLIEHHOMW YYBCTBUTE/IbHOCTLIO K [MaknmnTakceny.

MMnnaHTauma CcTeHTa BHYTpPUCOCYAUCTOro KopoHapHoro APOLLO Ha cucTtemMe [0OCTaBkuU

«BbICTPO CMeHbI» RX [0/MKHA NMPOBOANTLCA TONBKO BpayaMu, NpoLLeaLLinMmU COOTBETCTBYOLLEe

06yu4eHme.

» YcTaHOBKa CTEHTa BHYTPUCOCYAMCTOro KopoHapHoro APOLLO Ha cucteMe AoCTaBKU «BbICTPOWA
CMeHbl» RX [0/MHKHa NPOBOAUTLCA TOMbKO B OONbHULAX, B KOTOPbLIX CYLLECTBYeT peasibHas
BO3MOXXHOCTb BbLLOJ/IHEHWNSA 3KCTPEHHOI0 a0PTOKOPOHAPHOIO LLUYHTUPOBAHWS.

» [Mpsimoe cTeHTMpoBaHWe 6e3 nNpegunatTalmm 30HblI MOPaXKEHUS C MOMOLLLI0 3TOr0 U3LENNA He

ncce0Banoch.

lMocne ycTaHOBKW CTEHTa BHYTPMUCOCYAUCTOro kKopoHapHoro APOLLO Ha cucteme [ocTaBKu

«BbICTPO CMeHbl» RX BO3MOXHO pa3BUTME PEecTeHo3a, YTO MOXeT noTpeboBaTb MOBTOPHOFO

BMewlaTenbcTBa (a WMeHHO, BBeAeHWe O6a//IOHHOro KaTeTepa B MeCcTO CTeHO3a W ero

pacwimpeHue). [onrocpoudHblii Mcxod rocne MOBTOPHOW AunaTauum B HacTosllee Bpems

Hen3BecTeH.

e B cnyyae mMniaHTauMyM HECKONbKUX CTEHTOB N Ha/IMYMA KOHTaKTa MeXay HUMWU, B Lensax
npegoTBpaLLleHNs KOPPO3UW PasHOPOAHbLIX MeTasnoB, MaTepuasl, M3 KOTOPOro W3roTOBJ/IEHbI
CTEHTbI, JO/KEH ObITb O4MHAKOBLIM.

» VMnnaHTupyemble n3genns ¢ nosIMMePHbIM NOKPbITUEM MOTYT BbI3blBaTb BOCNA/INTE/IbHblE /WU

NPoTPOMOOTMYECKME peakunn. Bpay A0/MKEH OLUEHUTL NpeumyLLecTBa M NOTeHUMabHbIE PUCKA

MPUMEHEHNS KOPOHapHOro cteHTa APOLLO ¢ 6uocTabuibHbIM MOANMEPHBLIM  MOKPbLITUEM,

BbICBOGOXAAOLLMM [MaknuTakcen.

:apCTBEHHbIE B3aMMOAENCTBUS
KonnuyectBo [MaknuTakcena, cogepkallleecss Ha OLHOM CTeHTe, CO34aeT ero MUHUMaIbHYH

LeHTpaumio, No3TOMY NIeKapCTBEHHLIMW B3aUMOAECTBMSIMU MOXHO NpPeHebpeyb.

0C00 MpUMEHeHNA
)BepKa u3genus o Havana paboTtsbl

BHMMaTeNbHO OCMOTPUTE CTEPUBHYHO YNAKOBKY, Npexae Yem BCKPbITb ee. He ncnonb3yiite CTEHT
rpUCcOCYyanCTbii  KOpPOHapHbIi APOLLO Ha cmucTeMe [OCTaBKU «ObICTPOW CMeHbl» RX rnocne
LeHMs1 cpoKa rogHocTu. [Ans yTO4YHeHWs npoueAypbl BO3BpaTa MpW HapyLUEHUU LEeNOCTHOCTU
LWIbHOM YyNakoBKW, CBSHXKUTeCb ¢ npomussogmutenem QualiMed Innovative Medizinprodukte GmbH,

MaHuUs WU ero YrosIHOMOYEHHbIM npeacTaBuTesieM Ha Tepputopun P® - 3A0 “JlaHueT”.
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TakTHble agpeca v TeneddoHbl yKa3aHbl B pasfene MapaHTUHbIE 0653aTeNbCTBa” HaCcToALLEN
rpykumn. He ncnonb3yiite nsgenve npu BbISBIEHUN KaKUX-NN60 AedIeKTOB CaMOro U3fenns Uamn ero
LLUBKN.
AMEYAHWE: Ecnn BO BpeMs UCMOMb30BaHUSA U3LENUS NPOKCUMaNbHbIN LWadT KaTeTepa CUCTEMBI
[OCTaBKU COTHYT WA U3BUT, HEOoOXOAMMO MpeKpaTuTb WCMNONb30BaHME 3TOrO
n3genms.
&A1 Matepuasibl, He06X0AUMbIE ANA NPOLeAYPbl CTEHTUPOBAHUSA, HO HE BK/IKOYEHHbIE B YMaKOBKY
Ha APOLLO Ha cucteme [OCTaBKM «ObICTPO CMeHbl» RX (Bce m3genns n Matepuasbl SBASAKOTCS
OpasoBbIMU: Hesb3A CTEPUIN30BATL MX U/UIM UCMNO0Nb30BaTb MOBTOPHO):
e [poBOAHUNKOBLIN(-ble) KaTeTep(-bl) (BHYTPEHHWUI NPOCBET KOTOPOro He MeHee 1,42 MM),
COOTBETCTBYHOLLMI KOH(pUTYpaL MK LIeNeBOI KOPOHApPHOW apTepun;

e Lnpwy, 10 nnn 20 Mo,

e Bpauwaowninca(-wmecst) reMoctTaTMUeckuii(-me) KnanaH(-bl) ¢ MUHMMaNbHbIM anameTpom 0,096/
2,39 Mwm;

= [MposogHuK gnameTtpom 0,0147/0,36 mMmm;

= 60% pacTBOp peHTreHOKOHTPACTHOro npenapara B passefeHun 1:1;

e CTepunbHbIiA U3NOIOTNYECKNIA PacTBOP;

e YCTPOIicTBO ANsi pasayBaHMs 6an/loHa M TPEXXOA0BOWM KpaHMK ANa pas3ayBaHUs 6asinioHa;

= WVHTpogbtocep.

ATOTOBKA u3genns k paborte

1Tue ynakoskun (Mowarosas MHCTPYKLNA)

1. OCTOPOXHO W3BMEKNTE CTEHT BHYTPUCOCYAUCTHIA KOpOHapHbIi APOLLO Ha cucTeme AOCTaBKU
«BbICTPOM CMeHbI» RX K13 gucneHcepa W MoAroToBbTe U3fenMe K MCNOMb3oBaHMIO. [Mpwu
M3B/IEYEHUN W3JENNSA He JOoNycKalriTe rnepernbaHnus Uan CKpyunBaHUS TMAOTPYOKM GasimoHHOrO
KaTeTepa CUCTEMbI JOCTaBKU.

2. CHMMUTE NpPO3payHbIi 4exosn (Konna4vok), KOTopblA OfeT Ha OGa/lNOHHbIN KaTeTep CO CTOPOHbI
KOHYMKA U aKKYPaTHO N3BMIeKUTE 3alLiMTHbIA MPOBOAHUK. A MMEHHO, OOHOW PYKOW yaepxuBalite
KaTeTep OGa/l/IOHHbIV CUCTEMbI AOCTaBKM MPOKCMMasibHee CTeHTa, a APYroil PyKoi OCTOPOXHO
CHMUMUTE B ANCTa/IbHOM Hanpas/eHUM NPOo3paYyHblii 4exos (Koamnavok) cTeHTa.

HMEUAHWME: Cob6ntogaiiTe OCTOPOXHOCTb, He AOMyCKalTe crmbaHus W/wunn cKpy4duBaHUs

HTa 6annoHHOro KaTteTepa.

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



JMblBaHNE npocBETa Katetepa, npeagHa3Ha4eHHOro an nNPOBOaHNKA

Wwarogas WHCTPYKLMA)

B I'Ip0M0|‘/’|Te MPOCBET KaTeTepa, npegHasHadYeHHOro And npoBoAHWMKa, renapmnHu3npoBaHHbIM
OM3NO0NOTNYECKUM PACTBOPOM C MOMOLLbIO LLUNPULA.

. Y6e,q|/|Ter B TOM, 4YTO CTEHT pacnosioXkeH Mexay nMnNpoKCUMMasibHbIM W ANCTa/lbHbIM
PEHTIEHOKOHTPACTHbIMM MapkepaMmu 6anioHa KaTeTepa CUCTEMbl AOCTaBKU. Yb6eauTecb B
OTCYTCTBUW Mepernbos, CKPYyUMBaHUIA U OPYTUX NOBPexAeHU. He ncnonb3yinTe nsgenne rnpu

BbISAB/IEHNW KaKNX-1Mb60 AedIeKToB.

TOTOBKAa KaTeTepa 6annoHHOTO CUCTEMBI AOCTABKMY (HOLuaFOBaﬂ VIHCprKLIIVIFI)
MoaroToBbTE YCTPOWCTBO AN pasgyBaHUS GasiioHa MW LUMPUL, C PaCTBOPOM PEHTTEHOKOHTPACTHOrO
3penapaTta.

MpucoeanHUTE YCTPOWCTBO [A718 pasgyBaHUs 6anfioHa WaM LINpUL, K TPEXXOA40BOMY KpPaHUKY
CTOMKOKY) U K NOpPTY ANA pa3fyBaHUst 6a/10HHOMO KaTeTepa. He crmbaiite runoTpy6oKy 6a110HHOM0
LuTETEPA CUCTEMbI [OCTABKM MPU NOACOEANHEHNN YCTPOWCTBA ANS pasdyBaHuUs/ wnpuua.
PacnonoxmTe cMcTeMy J0CTaBKU CTeHTa BePTUKa/IbHO, HanpaBuB ero ANCTaslbHbIM KOHLLOM BHU3.
OTKpOWTe 3anopHbIA KPaHMK, MPUCOeANHEHHbIN K CUCTEME A0CTaBKU CTEHTA; Ha 15 ceKyH[ co3fdaiTe
3TpULAaTENbHOE AaB/IEHME; [OBEAUNTE AaB/IeHMe A0 HYEBOro AJ151 3aM0/IHEHUS PEHTTEHOKOHTPACTHbLIM
npenaparTom.

MepekpoiiTe TPEXXOAOBOM KpaHWK B CUCTEMY [AOCTaBKM CTEHTA; BbLUYCTUTE BECb BO3A4YX U3
YCTPOIACTBA AN151 pa3fyBaHUA AW LLNpULA.

MoeTopuTe warn 4-6, 4T06GbLI yganuTb Becb BO3AyX. EcnAu nysbipbky BO3AyXa MNpPOAO/DKAOT
MoCTyNaTb, HE UCNOML3YNTE N3genue.

Mpn ncnonb3oBaHUM LWNPULLA NPUKPENUTE NMOATOTOBIEHHOE YCTPOWMCTBO ANSA pa3fyBaHMA 6anioHa K
TPEXX0A0BOMY KPaHUKY.

OTKpoOIiTe TPEXX0A0BOV KpaHMK B Ga//IOHHbIV KaTeTep CUCTeMbl JOCTaBKM.

B cucTeMe [OCTaBKM AO/MKHO NOAAEPXKMBATLCA HYNEBOE AaB/ieHME.

Juenypa foctaBku cteHTa (MowaroBass MHCTPYKLNSA)
ObecneybTe COCYAUCTbIA AOCTYN B COOTBETCTBMM CO CTaHAAPTHOM METOAVKOW UYPECKOXHOW
TPaHCAIOMUHANLHOW KOPOHAPHOM aHrnmonaactmkn (UTKA).

1 BbWoNHUTE npegmMnaTaLmio NOpaxeHHOro cocyfa € MNOMOLWb 6annoHa COOTBETCTBYHOLLErO

AvameTpa, PaBHOIo AuaMeTpy cocyga.
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CoxpaHsaiiTe HeliTpanbHOe AaB/ieHWE B YCTPOWCTBE AN pasayBaHus 6anoHa, NpUcoeguHEHHOM K
6a/1ITIOHHOMY KaTeTepy CUCTEMbI AOCTaBKN.

HageHbTe 6aNIOHHbIV KaTeTep CUCTEMbI AOCTaBKM Ha MPOKCMMa/IbHYHO 4acTb MPOBOAHWMKA; Mpu
3TOM AgucTanbHas YyacTb NPOBOAHMKA AO/HKHA MPOXOANTb BAOSb BCEW 30HbI LE/IEBOr0 MOPaXKeHUS.
MONHOCTLIO OTKPOMTE BpaLlatoLLMACa reMocTaTUYecKUiA KnanaH, YToobl 06ecneymnTb CBOOGOAHYIO
[OCTaBKy CTEHTa U NPeAOTBPaTUTbL ero rnoBpeXxaeHume.,

Y6eanTecb B TOM, YTO MPOBOAHMKOBbLIM KaTeTep HafeXHO pacrnoioXXeH B 30HE MOpPaXeHwus, n
TO/IbKO MOC/ie 3TOro BBeAUTE BGa/INOHHbLIN KaTeTep CUCTeMbl JOCTaBKM B KOPOHApPHYH apTeputo.
OCTOpPOXHO npoaBurainTe CUCTEMY [OCTaBKUM CTeHTa B MOPT MPOBOAHMKOBOrO KaTeTepa,

yaoep>xnmneas FI/II'IOpr6Ky 6an10HHOro KaTeTepa CUCTEMbI AOCTaBKU B NMPAMOM MOJIOXKEHUN.

IVEUAHVE

Ecnun Bo Bpemsi npoueaypbl CTEHTUPOBaHUS (A0 TOro, Kak CTEeHT MOKMHET NPOBOAHMKOBbLIV KaTeTep)

iHKacT ouuyleHe HeoBbIYHOIO COMPOTUB/EHUS, He NPUKIaablBaiiTe AOMONHUTENbHBIX YCUANIA Npu

1€HUMN CTeHTA. N36bITOUHbIE ycunnma MmoryT NpumBeECTU K NOBPEXAEHUNIO CTEHTA WX CMELLLEHNIO CTEHTA

a//loHa KaTeTepa CUCTEMbl A0CTaBKU. CoxpaHsiiTe MOMOXeHWe MPOBOAHMKA BAOMb BCEW 30HbI

eBOro MopaxeHus. 13BnekaiiTe cUCTeMY [AOCTaBKM CTEHTA M MPOBOAHWKOBLIA KaTeTep eAuHbIM

KOM.

7.

8.

BBegeHMe CUCTEMbl [0CTaBKM CTeHTa MO MNPOBOAHMKY [0 LIENIEBOTO  MOPAXKEHUSI A0/IKHO
OCYLLLECTBNATLCA MOJ HENnocpeAacTBEHHbIM PEHTIEHOCKOMUYECKUM KOHTpOseM. [asi TOYHOro
NMO3MLMOHMPOBAaHWUS CTEHTA UCMOMNb3YITE MPOKCUMAabHbIA U AUCTa/IbHbIA PEHTITEHOKOHTPACTHbIE
MapKepbl 6annoHa CUCTEMbl A0CTaBKU. BHYTpeHHMEe Kpas PeHTreHOKOHTPACTHbIX MapKepoB
YKasblBalOT Ha MOJIOXKEHME KpaeB CTeHTa W Mnjey pasfyToro 6annoHa cucTembl AoCTaBkU. He
NPOBOAMTE PACKPbITUE CTEHTA, €CIN ero MoJIOKEeHWEe He COOTBETCTBYET OMNTUMaslbHOMY; B 3TOM
cnyyae CTeHT cneAyeT akKypaTHO NepemMecTUTb UK yaannTb.

3axmuTe BpaLLI,aPOLU,I/IVICﬂ remocTaTuyeckuii knanaH. CTeHT roToB K PacKpbITULO.

ouegypa packpbl Tua cTeHTa (MowaroBas MHCTPYKLKA)

1.

2.

Cospaiite B 6a/loHe KaTeTepa CUCTEMbI AOCTaBKM MUHUMasIbHOE fAasrnieHue 9 6ap (900 klMa - aTo
[JaBneHue packpbiTus). bonee BbICOKOE AaBfieHMe MOXET 6biTb HEOOXOAMMO A8 ONTUMMU3ALLUN
npuneraHUsa CTeHTa K CTeHKe apTepun. [asneHwe B 6a/l/lOHe KaTeTepa CUCTEMbl AOCTaBKU He
[O/MKHO MpeBbHNAaTb HOMUHAMbHOE AaBneHue paspblua, paBHoe 18 Gap (1800 klMa) Ana cTeHTOB
anameTpom ot 2,00 go 3,50 mm 1 16 6ap (1600 kIMa) ans cteHToB AnameTpom 4,00 Mm.

YoepxuBaTe faBfieHWe B 6GasoHe KaTeTepa CUCTEMbl AOCTaBKW B TedeHue 15-30 cekyHp Ons

MOJZIHOTO PacKpbITNA CTEHTA.
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MonHoCTbl0 cAyiiTe GannoH KaTeTepa CUCTEMbl [OCTaBKM, CO3faB OTpuULATE/IbHOE AaB/ieHWE B
YCTPOWCTBE 4151 pa3fyBaHUsS GaslfioHa.

Y6enntecb B MpPaBUIbHOM TMOJIOXKEHUM CTEHTA W €ro MOSIHOM PackpbiTUM C  MOMOLLbHO
CTaHJAPTHOW aHrmMorpadguyeckoii mMeToanKW. [Ans nony4vyeHUss oNTUMasibHOro pesyfbTaTta BeCh
CTEHO3MPOBAaHHbIN CErMEHT apTepun JO/IKEH ObITb MOKPbIT CTEHTOM.

Heobxoanmo po6uTbca  ONTUMaIbHOTO PacKpbITUSi CTeHTa (CTEHT [AO/DKEH  MOJIHOCTbIO
KOHTaKTUpOBaTb CO CTEHKOW apTepun). BceMu ycunusimm cnedyeT 06ecneyunTb A0CTaTOYHYHO
AvnaTauuio  cTeHTa. PackpbiTWe CcTeHTa cregyeT MpPoBOAUTbL MO PEHTreHOCKOMUYEeCKUM
KOHTPO/IEM.

Ecnn pasmep wnm pacrofioXeHue cTeHTa TpebyeT AasibHeilleid ONTUMM3aLMK, BHOBb BBEAUTE
6a/IIoH KaTeTepa CMUCTEMbl AOCTAaBKU WAM APYroii Ga/lfIoHHbI KaTeTep COOTBETCTBYHOLLLENO
pasmepa K 30He CTEHTUPOBAHWS; BbLUO/IHWUTE CTAHAAPTHYH aHIMOMNIACTUKY.

PasgyiiTe 6an/loH KaTeTepa CUCTeMbl [OCTaBKM [0 HEOGXOAMMOro YPOBHS AaBfeHus  Mof
PEHTreHOCKOMNYECKUM KOHTpPOsieM. 3aTeM cAyiTe Gas/loH KaTeTepa CUCTEMbl A0CTaBKM (CM.
LWKa/ly KoMnnaiiHca 6anioHa, NoCTaBASEMYHO C U3AENNEM).

Y6eamutecb B MNPaBW/IbHOM MOMIOXKEHUM CTEHTA aHruorpaduyeckn. Y6eamTecb, UTO CTEHT
pacronioXXeH MexXay TMPOKCUMabHbIM U AUCTa/IbHbIM  PEHTITEHOKOHTPACTHbLLUM  MapKepamum
6annoHa cucTeMbl AocTaBKU. MpogonkaiTe pasaysaTb 6afi/loH KaTeTepa CUCTEMbl AOCTaBKU [0

[OCTUDKEHUS YKENaeMoro pesysnbrarta

oueaypa U3BieyeHUs cmcTeMbl focTaBkuy (MowaroBast MHCTPYKLUS)

1
2.

Y6eamTech B TOM, UTO 6a/i/IOH KaTeTepa CUCTEMbI OCTaBKM MOMTHOCTLIO CAYT.
MoNHOCTbIO OTKPOIiTE BpaLLaloLLNACA reMoCcTaTUUeCKUIA KnanaH.
CoxpaHsisi No/IoXKeEHME MPOBOAHMKA N MOAAEPXKMBaA OTPULATENIbHOE [aB/ieHMe B YCTPOMCTBe ANs

pasayBaHUsl 6an110Ha, U3BNEKUTE CUCTEMbI JOCTABKU

Pl npeaoCTOPOXHOCTH npu pa60Te CO CTEHTOM BHYTPMUCOCYAMNCTbI M

poHapHblM APOLLO Ha cucTeme focTaBku «6biCTPOI CMeEHBI» R X

Mepep Havyasiom paboTbl 06paTUTE BHUMAHWE Ha CPOK FOAHOCTU U3LENUS.
BusyanbHO y6eamTecb B TOM, UYTO CTEHT PACroiOXeH MeXay MPOKCUMa/IbHbIM U AUCTalbHbLL
PEHTTeHOKOHTPACTHLIMU MapKepaMu 6anioHa CUCTEMbI AOCTaBKM.

CTeHT BHYTPUCOCYAMCTbIA KOPOHAPHbIA Ha CUCTEME [A0OCTAaBKM «ObICTPOA CMeHbl» RX

NpUMeHsieTcs B BUAe eauMHOA cucTembl. CTeHT He cneayeT CHMMaTb € GansoHa.
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MUCNOMb3YIOLLEeroca A1 ero [0CTaBKW, 3TO MOXEeT MNOoBpeAuTb CTEHT W/WIM MNPUBECTU K €ro
amb6onmsaumn. CTeHT He npefHasHayeH Ana 06XKMMKU Apyroro 6annoHa.

Henb3sa u3MeHATb WM HapyllaTb pPacrnoioXeHue CTeHTa B CUCTeMe [OCTaBKW. 3TO OCOBeHHO
B&XXHO MpW WU3BIEYEHUN U3LENUS U3 YNaKOBKW, B BeAeHUU ero no npoBOAHWUKY, MpoBedeHUU
Yepes afanTep reMocTaTU4YecKoro KianaHa v rnopT NPoBOAHMKOBOrO KaTeTepa.

HekoTopble MaHUNYyNAUWKW, HanpuMmep, BpalleHWe YCTaHOB/IEHHOrO CTEHTa, MOryT MpuBecTu K
MOBPEXAEHUIO ero NOKPLITUA NN K CMELLLEHWNIO CTEeHTA C 6asiloHa KaTteTepa CUCTEMbI AOCTaBKM.
M36eraiiTe paboTbl CO CTEHTOM Ha CUCTEMe A0CTaBKM 6e3 nepyartok.

B cnydae HEBO3MOXHOCTW PacKpbITUA CTEHTA Ha CUCTEeMe [O0CTaBKWM A1 YTOUHEHMSA npoLeaypbl
BO3BpaTa, CBSHXUTecb ¢ npoussoguteneMm QualiMed Innovative Medizinprodukte GmbH,
fepmMaHUa MNnM ero ynosnHOMOYEHHbIM MNpeacTaBuTesnieM Ha Tepputopun P® - 3A0 “JlaHuet”.
KoHTakTHble aapeca v TenepoHbl yKasaHbl B pasgene “ MNapaHTUiHbIe 06583aTeNbCTBa HaCcTOosLLel
VHCTPYKUMN.

Ona pasgyBaHus 6GansioHa WCNOMb3yWTe TOMbKO COOTBETCTBYHOLLWIA pPacTBOP KOHTPACTHOrO
BellecTBa. He mcnonb3ynTe gnsa pasgyBaHus 6GannoHa cUCTEMbl LOCTaBKW BO3A4YX WM Opyrue
rasbl.

He pekomeHAyeTcs [0MNycKaTb KOHTaKTa CTeEHTa C (OU3MONMOTMYECKUM PacTBOPOM, TaK Kak
CYLLecTBYeT BEPOATHOCTb BbICBOOOXAEHMA [Maknutakcena. MNMpu Heo6xo4MMOCTU MPOMbIBAHUSA
CTeHTa PM3MNOSIOTMYECKMM PacTBOPOM BPEMSI KOHTaKTa AO/MHKHO ObiTb OrpaHmMuyeHo (He 6onee 1

MUHYTbI).

:pbl NPEAOCTOPOXHOCTH NPYU YCTAHOBKE CTEHTA BHYTPUCOCYAMCTOTO KOPOHAPHOTO

*OLLO Ha cucTeme gocTaBki «6bICTPOA CMEHBI» RX, NpuU M3BNEYEHUN CUCTEMbI

CTaBKM «B6bICTPOWM CMEHBI» R X

He BbINONHAWTE nNpeaBapuTesibHOrO  pasgysBaHus  GannoHa (MM Kakux-nmbo  apyrux
NOArOTOBUTE/bHBLIX AEeACTBUIA, He YKa3aHHbIX B HaCTOsILLLer WHCTPYKLWW), OO pacrpasieHuns
CTEHTa B MecTe HasHaueHus.

MMnnaHTaums cTeHTa MOXET MPUBOAUTL K PAacC/MIOEHUIO COCYAMUCTON CTEHKW AgucTanbHee U/wWm
NPOKCMMa/IbHEE CTEHTUPOBAHHOMO Yy4acTKa, a TakKXe MOXeT MPUBOAUTL K OCTPO 3aKymnopke
cocyaa, 4To  TpebyeT  AOMOMHUTENbHON0  MeAUMLMHCKOro  BMellaTesibcTBa  (Hanp.,
aOPTOKOPOHAPHOEe LUYHTMPOBaHWE, AOMOMHUTENBHOM Annataumn, YCTaHOBKU  AOMOMHUTENbHbIX
CTEHTOB U T.4.).

Mepen vMNnaHTaLWen cTeHTa 30Ha LEeeBOro NOpaXkeHUs Jo/mKHa ObiTb B JOCTAaTOYHOM CTeneHU

npeguMnaTMpoBaHa.
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He packpblBaiiTe CTEHT, €CNIN OH He MO3NLUMOHNPOBaH LO/MKHbLIM 06pa30oM.

HeobxoanMo KOHTPO/MpoBaTh AaBneHue B 6annioHe BO BpeMs ero pasfysaHus. He npesbnnaiTe
HOMMHa/IbHOEe JaBfleHMe paspbiBa, YKasaHHOe Ha LiKasie KomriaHca 6annoHa, 3akpenjeHHOW Ha
ancnieHcepe. NpuMeHeHVe 6onee BbICOKOrO [aBfieHUsl, YeM YKasaHHO Ha LiKasne KomnsarHca
6annoHa, MOXET MPMBECTU K paspbiBy OasioHa, MOBPEXAEHUIO MHTUMbI U PacCc/lIOEHUID CTEHKMU
cocyaa. MNMpegunataumsa cocyza AO/MKHA BbIMOHATLCA C MOMOLLbLIO 6a/i10Ha COOTBETCTBYHOLLErO
AnameTpa, paBHOro AnameTpy cocyga.

MprMeHeHWe [OMOMHUTEbHBLIX MPOBOAHUKOB, NeTeflb /WM 3a>KMMOB MPU U3BMIEHEHUN CUCTEMDbI
[OCTaBKM MOXeT MPUBOAUTbL K TPaBMUPOBAHUIO cCOCya W PasBUTUK0 TaKUX OCMOXHEHUA Kak
KpOBOTEYEHME, reMaToMa Uamn N0XHas aHeBpu3Ma.

Ecnn B Kakon-nMbo MOMEHT npoleaypbl AOCTyNa K 30He LiesleBOro nopaxeHus (00 packpbiTUS
CTeHTa) BO3HMKAET OLUYyLIEeHNEe HeObbIYHOr0 COMPOTUB/IEHUS, HEO6XOAVMMO YyAaIUTb CUCTEMY
[OCTaBKWN CTEHTA N NPOBOAHMKOBbIM KaTteTep e4MHbIM 6/I0KOM.

He nbiTaliTecb BbITAHYTb HEPacKPbITbI CTEHT 06paTHO B MNPOBOAHMKOBBLIA KaTeTep MNpu ero
pPacnonoXXeHUN B KOPOHAPHbIX apTeEPUSsIX: BOSMOXHO MOBPEXAEHWE CTEHTAa WM CMELLEHMe CTeHTa
¢ 6annoHa KaTeTepa CUCTEMbI [OCTaBKN.

HepackpbITblA  CTEHT cregyeT BBOAUTb B KOPOHapHble apTepMM  TOJIbKO  OA4HOKPaTHO.
HepacKpbITblA CTEHT HeNb3s BblLUBUraTb U3 AUCTa/IbHOrO KOHLA MPOBOAHWMKOBOrO KaTeTepa u
3aTeM CHOBa BBOAWUTbL €ro B MPOBOAHUKOBbLINA KaTeTep, MOCKOJSIbKY MOXET Mpou30onTu

nospexgeHme CTteHTa Win cMeLlleHne CTeHTa C 6annoHa KaTeTepa CUCTEMbI AOCTaBKW.

MMEUAHWME: OnucaHHble HWXKe AeACTBUA cnefyeT BbIMNOAHATb MO HEMOCPEACTBEHHbLIM

ITTEHOCKOMNYECKNM KOHTpPOJIEM.

CoxpaHsiiTe MOMOXEHNEe NPOBOAHMKA BAO/Mb BCEWM 30HbI LIE/IEBOT0 MOPAXKEHUSA B TeYeHMe BCEro
npouecca U3BeYEHNS1 CUCTEMbI A0CTaBKU. OCTOPOXXHO BbITArMBaliTe CUCTEMY [LOCTaBKU CTEHTA,
noka NPOKCUMMaslbHbI/i PEHTTEHOKOHTPACTHbLIA MapKep Ha 6a/i/loHe KaTeTepa CUCTEMbl JOCTaBKM
He JOCTUIHET ANCTa/IbHOrO KOHLLA MPOBOAHUKOBOIO KaTeTepa.

CucTeMy A0CTaBKW CTEHTa U MPOBOAHWKOBLIA KaTeTep CredyeT BbITArMBaTh A0 TeX Mop, noka
AVCTaNIbHBI KOHeL, MPOBOAHMKOBOIO KaTeTepa OKaXKeTCA UyTb AMCTa/lbHEE MHTPOAbIOCEPA, UTO
MO3BO/INT BbLUPSIMUTL MPOBOAHUKOBBI KaTeTep. OCTOPOXHO BTAHUTE CUCTEMY [LOCTAaBKWU CTEHTA
B MPOBOAHWKOBbLI KaTeTep M WU3BMEKMNTE CUCTEMY A0CTaBKM CTeHTa M NPOBOAHWKOBbIV KaTeTep
eAVHbIM 6/10KOM; MOMIOXKEHME MPOBOAHMKA AO0/HKHO MPU 3TOM COXPaHSTLCA BAOJSb BCEM 30HbI
LLe/IEBOTO  MOPaXKEHUS.

HeBbLUONHEHME 3TUX AeUCTBUI UM NPUNOXKEHNE U3NMULLIHUX YCUNI K CUCTEMe A0CTaBKM CTEHTa
MOXXET MPUBECTU K MOBPEXAEHUIO CUCTEMbI AOCTAaBKM, CMELLEHWUIO CTeHTa ¢ GansioHa KateTepa

CNCTEMbI AOCTaBKWU.
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epbl  NPEAOCTOPOXHOCTH  MOCNe  YCTaHOBKM  CTEHTA  BHYTPUCOCYAUCTOTO

poHapHoro APOLLO

e [py npoBeAeHUN 4Yepe3 pPacKpbITbid CTEHT KakUX NGO MeAULMHCKUX wn3gennin (Hanpumep,
BHYTPUCOCYANCTOIO Y/IbTPa3ByKOBOIo KaTeTepa, KOPOHapHOro nposoAHMKa WIN 6annoHHOro
KaTeTepa) cnefyeTt OblTb OCTOPOXHLMN, UTOObI M3beXaTb HapyLleHUs FeOMeTpuu cTeHTa Wim
paspyLUeHns ero rnoKpbITUA.

< He npoBognTe MarHUTHO-PE30OHaHCHY Tomorpaguio (MPT) nayueHTam nocse UMMAaHTaumm
CTeHTa [0 ero nofHow sHpoTenusaumm (90 AHeid), 4TOObI MMHUMU3NPOBATL BO3MOXXHOCTb
Murpaumn. Hannuwne y naumeHta mMnaaHTUpoBaaHHOIo CTeHTa MOXXET MPUBECTU K MOABIEHUNIO
apTe(baKTOB Ha MPT BC/neacTteme NCKaXXKeHUA MarHATHOIo rnons.

e [N CHWMXeHUs pucka Tpombosa BHYTPW CTeHTa B TedeHMe 6 MecsALEeB nocne npoueaypsbl

CTEHTMPOBaHUA BCEM MaLlMeHTaM A0/DKHa ObITb Ha3HaveHa aHTVITpOM60U,l/ITapHaFI Teparina.

JefO0CTEPEXEHNE O NOBTOPHOM NCNONb30BAHUN

MN3genne npefHasHauyeHO A8 MNPUMEHEHMS TOMbKO Y OA4HOro nauneHTa. He ponyckaetcs
3TOPHOE MCMO/b30BaHMe, NOBTOPHas 06paboTka U/ NoBTOpHasa cTepunmnsaumsa nsgenms. NMoeTopHoe
t0/Ib30BaHMe, MOBTOpPHas 06paboTKa WM MOBTOPHAas CTEPUIM3ALNSA MOTYT HapyLUUTb CTPYKTYPHYHO
IOCTHOCTb M3Aennst W/Wiin NPUBECTU K ero MosIOMKe, YTO B CBOK O4epedb, MOXXET TpaBMUPOBATb
[IVEHTa, MOB/IeYb BO3HUKHOBEHME 3a060/1eBaHMIA UM cMepTb. MOBTOPHOE UCMNO/b30BaHME, MOBTOPHAS
3a60TKa /WM MOBTOPHAas CTEPUNM3aLMA TakKXKe MOFyT c034aTb PUCK 3arpssHeHMs usgenus u/wm
Tb MPUYMHON MHPPULMPOBAHNA WU MEPEKPECTHONO0 WHMUUMPOBAHNA MauMeHTa, B TOM YUCe CTaTb
AYMHOM nepefayn MHAEKLUMOHHOIo 3a60/1eBaHMS OT OAHOro nauueHTa Apyromy. KoHTammHaums

OENVA MOXKET NPUBECTUN K MPUYNHEHNIO BpPeEaa NaluneHTy, 3ab60/1eBaHUIO UN CMEPTU NauneHTa.

0EeP>XKNMOE: 1 CTeHT BHYTPUCOCYAUCTbIA KOpOoHapHbIi APOLLO Ha cucTeme AOCTaBKU «ObICTPOIA
CMeHbl» RX B pgucneHcepe cO LIKa/IoOW KoMmMnarvieHca 6ansioHa YynakoBaH B
repMeTUYHbIA CTEPUNBbHBLIA MONMITUNEHOBLIM NakeT. [MakeT ¢ U3genvem, MHCTPYKLUUSA

Nno NPUMEHEHWIO U MOTNOTUTENb B/lar NOMELLEHbI B KAPTOHHYH KOPOOKY.

KOMeHAyeMble YC/IOBUA TPAHCMOPTUPOBKU, XPaHEHWSA, MPYIMEHEHUA
1. TpaHcnopTupoBsaTb Npu Temnepatype 20 - 25*°0, OTHOCUTENbHOM BNaXHocTU 70%.
2. XpaHuTb B NpoOXIafHOM, C}OCOM M TEMHOM MecTe, npu TemnepaTtype 20 - 25°C, OTHOCUTE/IbHOWA
BriavkHocTn 70%.

3. Ycnosus npuMeHeHUs - npu Temnepatype 20 - 25®C, 0THOCUTENbHOM BAaXHOCTU 70%.
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4. Cwm. pasgen «pacuyeckre CUMBO/bI, UCMO/b3yeMble HA 3TUKETKAaX MEPBMYHON M BTOPUYHOIA

yMaKoBOK».

5. WMcnonb3oBaTb HEMELEHHO MOC/e BCKPLITUS CTEPUbHON YNAKOBKMU.

.a3aHu4d no ytmnmnsaymnm

yTVIﬂVI3VIpyI7ITe m3penna wn Yynakosky, WCMNOJ/ib3OBaHHbIE BO BpemMmAa Trpouegypbl, cornacHo

LLEENPUHATBLIM -TPE6OBAHUAM MO YTUNN3aLMN OTXOA0B MEAULIVIHCKMX U3AENWA.

FOK FOHOCTU

CpOK rogHoCTu - 2 roaa ¢ AaTbl CTEPUIM3aLNK. He NPUMEHATb MO UCTEUYEHMIO CPOKa FMOAHOCTH,

paHTUliHbIe 06A3aTeNnbCTBa

Mepen wMcNoNb30BaHMEM  M3OeNS  HEOOXOAMMO BHUMATENbHO  M3YUUTb  WHCTPYKUUIO MO
nmMeHeHMo. MapaHTusa QualiMed Innovative Medizinprodukte GmbH gelicTByeT TONbKO Mpu YCNOBUMN,
9 13fesMe UCMO/b3yeTcs B COOTBETCTBUU C MHCTPYKLUMEN MO NpuMeHeHUO. Bce npepynpexaeHus,
fepXalmecss B MHCTPYKUMW MO MNPUMEHEHUIO, cfiedyeT cyMTaTb Heob6XOA4MMOW 4acTbl rapaHTuun
laliMed Innovative Medizinprodukte GmbH.

MN3penne HeobxoaMMo MCMOAb30BaTb A0 AaTbl «[0f4eH A0», yKasaHHOM Ha ynakoBke. QualiMed
lovative Medizinprodukte GmbH o6ecneuvBaeT rapaHTUO Ha CBOU m3denmsa Ao Aatbl «FogeH [o»,
a3aHHOW Ha ynaKoBKe.

B cnyuae HapylleHUs LEeNnoCTHOCTU CTEPWU/IbHOM YNakoBKW, NPU BbIABAEHUN KakKux Nnubo Apyrmx
(peKTOB ynakoBKM WUanM camoro msgenus, cesxxutecb ¢ QualiMed Innovative Medizinprodukte GmbH,
ischstrasse 16, 21423 Winsen, NepmaHus, TenedoH: +49 4171 6578 O cpakc: +49 4171 6578 11 nnn
) YNO/IHOMOYEHHbIM NpeAcTaBmnTesieM 3aKpbIToe akuMoHepHoe o6uiectBo “SlaHueTt” (SAO “JlaHueT”),
ccusa, 107143, r. Mockea, OTkpbiToe Llocce, 4.17, ctp. 1, TenedoH + 7 (495) 646-56-65, dhakc + 7
)5) 646-56-66.

>acthrnyeckme CMMBO/IbI, UCMOJIb3YEMble Ha 3TUKETKaX NepPBUYHON 1N BTOPUYHOM YNaKOBOK
1MBON OnwucaHue

CTepunn3oBaHo 3TUIEHOKCUOM

STERILE EO
Homep cepumn
LOT
MI MpowussoauTens
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M3penne  npefHasHayeHoO — AniA

O[lHOKPAaTHOro NPUMEHEeH s,
MOBTOPHO 1CMOo/b30BaTh
3ATPEWEHO

"ofeH no

XpaHUTb B MPOX/IagHOM, CYXOM W
TEMHOM MecTe

Mepepn MCNo/b30BaHUEM
Heo6XxoAMMO  O3HAKOMWUTbLCA  C
WHCTPYKLUMEN Mo NPUMEHEHUIO

rmapocmnbHoe NoKpbITUE

Mapkunposka CE

norotun IK «MHTEAJTNOXEHT
KNHETNKC»



MHCTPYKLUMA MO NPUMEHEHWIO

'TEHT BHYTPUCOCYAUCTbIV KOPOHapHbI ABARIS Ha cucteme gocTaBKM «BbICTPOI CMeHbI» RX

Mepen npuUMeEHeHMEM BHWUMAaTe/NlbHO MPOYTUTE HACTOALWYH WHCTPyKuuio. CobniogainTte Bce
LLLYAPeXXaeHNss N Mepbl NPeAOCTOPOXHOCTU, YKa3aHHble B 3TOM MHCTPYKLUUW, B NMPOTMBHOM Cny4ae
;MOXHO pasBuUTME OCNOXHEHWN. W3genue npefHasHayeHO AN NPUMEHEHUSA TOMIbKO Yy OAHOro
weHta. Msgenve [OMKHO OblTb MCMOMb30BAHO [0 UCTEYEHUS CpPOKa FOAHOCTM, YKa3aHHOro Ha
HCOBKe.

'EPNJIbHO: CTepunmsoBaHoO ¢ UCMNOJb30BaHUEM 3TUIeHOKCUaA. He ncnosb3oBath U3fesnne B ciyvae

:PbITNA UMW MOBPEXAEHNSA CTEPUbHOM YNaKoBKN.

[ncaHne

CTeHT BHYTPUCOCYAUCTbIN KOpOHapHbii ABARIS Ha cuctemMe AOCTaBKM «OBbICTPOM CMEHbI» RX
BCTaBnseT CO60M rMOKMii 6annoHopaclMpPSAeMblii CTEHT, KOTOPbIW YCTaHOB/IEH Ha cucTeMe LOCTaBKU
ncTpont cmeHbl» (RX-rapid exchange). CucTtema foCcTaBKU «ObICTPOM CMeHbl» RX npegHasHadeHa
| 6e3onacHOro BBefeHNA CTEHTA B KOPOHAapPHbIe COCYAbl U A5 PACKPbITUA CTEHTA B HY>XXHOM MecTe 3a
;T paclimpeHus 6a1/10Ha, Ha KOTOPOM Haxo4mMTCs CTEHT.

Cuctema [0CTaBKU «BbICTPO cMeHbl» RX npeacTaBneHa 6an1oHHbIM KaTeTepoM, Ha AUCTallbHOM
e KOTOpPOro HaxoauTtca O6aioH. Ha 6annoHe HaxoguTcA CTeHT. banfoH cucTembl [JOCTaBKU
ALLMPSAETCA 0 HOMUHANBHOTO AnameTpa Npyv HOMUHaIbHOM AaBfeHnMN.

CTeHT BHYTPUCOCYAUCTbLIA KOpOoHapHbIin ABARIS Ha cucTemMe AOCTaBKU «ObICTPOM CMeHbI» RX
TagaeT cnegyrowmmMy CBOMCTBaMM:

- CTEHT M3roToBNeH M3 Hepykaselollen ctanm 316 LVM ¢ umnperHaumein noHos yrnepoga go 0,5
pM B rny6uHy ©n wWMeeT 6uoferpagmpyemMoe MonvMEPHOE MOKPbITUE, BbICBOGOXKAAOLLLEE
Cuponumyc. CogepxkaHuve Cuponumyca - 2,0 mkr/mv™ (£ 10%). dona Cuponumyca - go 33% (no
Macce). TosnwmHa NnokpbITUa 5 pM. MonmmepHoe nokpbiTve - RESOMER RG 504 (MHH: (Monu-
annaktug-ko-rnukonug (Polylactide 50%, Polyglycolid 50%)).

- BannoH KaTeTepa CUCTeMbl AOCTABKU U3roToBMeH M3 HelnoHa Grilamid L25.

- [OwameTp 6annoHa ot 2 o 4 Mm; gnvHa 6annoHa ot 12 go 40 mm.

- KOHuuMK 6anioHHOro KateTepa M TUOKWI AUCTaNbHbIA WAgT WM3rOTOBMEHbI U3 MOMMITUIEHA
BbICOKO MNIOTHOCTM Pebax 7233, KOHYMK KaTeTepa - ¢ gobasneHuem Kpacutens MEVOPUR
Black.

- BannoHHbIN KaTeTep CUCTEMbI AOCTAaBKU MMEET TPEXCNOMHYI0 BHYTPEHHIOW TPYOKY, COCTOALLYIO
13 NOMN3ITUMEHA BbICOKOM MOTHOCTM Pebax 7233 /nonuatuneHa HU3KOM nnoTHocTu Plexar PX
3080 /nonmMaTuneHa BbICOKO NAoTHOCTM Petrothene-LM 6007 ¢ go6asneHuem Kpacmutens Reflex

blue C.
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Ona obecriedeHUa fydllero CKOJIbXeHUS W [0CTaBfseMOCTM CTeHTa [0 LefeBoro yuyacTka
AncTanbHbIA WadT 6a/ITOHHON0 KaTeTepa CUCTEMbI JOCTaBKM UMEET ABYXCOMHOE rnapodunibHoe
NMoKpbITMe, 6a30BbIA €10 KOTOPOro cocTouT m3 DSM Primer 41002, BepXHWiA CNOW COCTOUT U3
DSM Comfort Coat Topcoat 43003.

MnoTpybka 6ann0HHOrO0 KaTeTepa CWUCTEMbl [OCTaBKM COCTOUT W3 ABYX dacteil: 1) w3
Hepxxasewowen ctanm 304 L, nokpbeiton (MTP3I) nonuteTpadTopatmaeHom (Xylan) mn 2)
HEMNOKPbLITON HepXKaBetoLler ctanm 304L.

3aWUTHBIA  HakOHEYHWK  OaNfIOHHOro  KateTepa CWUCTEMbl  [OCTaBKW  W3rOTOBMEH U3
TepmMonaacTMyHoro ypetaHa Texin RXT85A ¢ gobasneHmnem kpacutensa Blue tioxide TR-27.
KaHtons Nyep JIok nsrotosneHa n3 nonmkapboHata (MC) Lexan HPS 7. Hagnucm Ha Kpblnbsax
kaHonu JSlyep J1ok caenaHbl BUHMNOBOM Kpackoi No-Tox Black.

BannoH kaTteTepa CUCTEMbI AOCTABKN UMEET 2 PEHTIeHOKOHTpPAacTHbIX Mapkepa (MnatnHa - 90%,
Npnanii - 10%), KOTOpble CAyXXaT OPMEHTUPOM A8 TOYHOro N03ULMOHMPOBaHUA 6aioHa.
BannoH cuctemMbl LOCTaBKU MOXET ObITh MCMOMb30BaH A8 nocTaunaTaunm.

BannoHHbIN KaTeTep cUCTEMbI AOCTaBKU UMeeT 2 wadT MapKepa 13 HepxkasetoLleii ctanu 304 L,
KOTOpble MpegHasHayeHbl 4719 OnpefesieHNss MeCTOMOJIOXKEHUS CUCTeMbl AOCTaBKU 6anioHHOro
KaTeTepa No OTHOLLEHWIO K HanpasnstoLemy (MPoBOLHUKOBOMY) KaTeTepy.

HomunHanbHoe gaBneHmne bannoHa - 9 Gap.

JaBneHwue pa3pbia - 18 6ap (o118 guameTtpa 6annoHa oT 2 MM o 3,50 mm); 16 6ap (4ns guametpa
6an1oHa 4,00 mm).

BannoHHbIV KaTeTep CUCTeMbI OCTaBKU COBMECTUM C MPOBOAHUKOM gmnameTpom 0,014,

KoHunk 6annoHHOro kaTetepa CWUCTEMbl [A0OCTaBKM HafeT Ha 3alUTHbIA MNPOBOAHUK U3
Hepxagetowlein ctanm WKN 1.4301 (KOHUMK nNpoBogHUKa 13 nonutetpadnopostuneHa (MTADE)
Teflon ¢ pgob6asneHnem Kpacutens Blue basic), ganHon 360, gnameTtpom 0,38 MM, KOTOpbIA
NMPOXOANT BHYTPU ANCTa/IbHOM YacTU KaTeTepa U BbIXOAUT HapYXXy Yepe3 nopT.

Ana 3aWnTbl cTeHTa M 6an/10Ha OT NOBPEXAEHUA Ha Ga/INOHHbLIV KaTeTep CO CTOPOHbI KOHYMKA
HafdeT MNpo3payHbIi Yexon (Konna4dok) m3 nonutetpadpiiopoatuneHa (MTPE) Teflon, koTopsblii

CHUMaETCA nepen rlpou,e,qypon CTEHTMPOBaHNA BMECTE C N3BJ/IEKAEMbIM 3alLiUTHLIM MNMPOBOAHNKOM.
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)anya 1. Pasmepbl CTeHTa BHYTPUCOCYAUCTOro KopoHapHoro ABARIS, pa3smepbl 6annoHa

eTepa CNCTeMbl AOCTaBKU

weTtp MAdnmHa  OanHa  Kcnonb- BHyTpeHHee TonwmHa  6anku LUnpuHa
Hra/  CTeHTa, OaloHa, 3yeMass [A/IMHA PacCcTosHUe (no anameTpy), MM Ganku
MeTp MM MM b6annoHa Mexay (wnpuHa
NTIOHa, t 0,5 Mm Mapkepamu OfHOM
+ 0,5 Mm MOMOCKN  SYEWKN),
MM
10 12 12,50 11,30 0,110 0,010 0,120 £0,010
14 15 15,50 14,30
18 20 20,50 19,30
24 25 25,50 24,30
28 30 30,50 29,30
34 35 35,50 34,30
38 40 41,50 40,30
15 10 12 12,50 11,30 0,110+0,010 0,120 +0,010
14 15 15,50 14,30
18 20 20,50 19,30
24 25 25,50 24,30
28 30 30,50 29,30
34 35 35,50 34,30
38 40 41,50 40,30
O 10 12 12,50 11,30 0,110£0,010 0,120 +0,010
14 15 15,50 14,30
18 20 20,50 19,30
24 25 25,50 24,30
28 30 30,50 29,30
34 35 35,50 34,30
38 40 41,50 40,30
6] 10 12 12,50 11,30 0,110£0,010 0,120 £0,010
14 15 15,50 14,30
18 20 20,50 19,30
24 25 25,50 24,30
28 30 30,50 29,30
34 35 35,50 34,30
38 40 41,50 40,30
)0 10 12 12,50 11,30 0,110+0,010 0,120 £0,010
14 15 15,50 14,30
18 20 20,50 19,30
24 25 25,50 24,30
28 30 30,50 29,30
34 35 35,50 34,30
38 40 41,50 40,30
>5 10 12 12,50 11,30 0,120+ 0,010 0, 130+£0,010
14 16 16,50 15,30 0,115+0,010
18 20 20,50 19,30
24 25 25,50 24,30
28 30 30,50 29,30
34 35 35,50 34,30
38 40 41,50 40,30
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50 10 12 12,50 11,30
14 16 16,50 15,30
18 20 20,50 19,30
24 25 25,50 24,30
28 30 30,50 29,30
34 35 35,50 34,30
38 40 41,50 40,30
00 10 12 12,50 11,30
14 16 16,50 15,30
18 20 20,50 19,30
24 25 25,50 24,30
28 30 30,50 29,30
34 35 35,50 34,30
38 40 41,50 40,30

0,120 +0,010 0, 130+0,010
0,115 +0,010

0,120 +0,010 0, 130+0,010
0,115 +0,010

6nmua 2. TexHU4eckume XapaKTePUCTUKN 6an10HHOro KaTeTepa CUCTEMbI OOCTaBKUN

apameTp
1604ast A/IMHa 6a//IOHHOro KaTeTepa CUCTEMbI LOCTaBKMY,
M

OHYMK 6aINIOHHOrO KaTeTepa CUCTEMbI OCTaBKU, MM
UcTa/lbHasa YacTb KaTeTepa, MM

NOKWIA AMCTanbHbIV WadT (NepexogHoe coeguHeHUe OT
LLIOTPYOKM K BHYTPEHHeM TpyoKK KaTteTepa), MM
nNoTpyoKa, MM

naMeTp NPOKCUMMasbHOro Lwadta 6annoHHOro Katetepa

1CTeMbl AOCTaBKMN, F/vm
nameTp AuUCTaNbHOro wadgTa 6an/IOHHOro KaTeTepa
iCTCIVbi noctaBku, F/mm
acCTosiHME OT KOH4YMKa 6Gan/oHHOro KateTepa Ao

FOKCUMa/IbHOTr o WadT MapKkepa

acCTosiHMe OT KOHUYMKa 6Ga/IOHHOro  KaTeTepa [o
acTa/IbHOro LWadT Mapkepa
ALLMTHBIA HAKOHEYHMK, MM

aHona Jlyep J1Iok, Mm

6wWan aanHa 6annoHa KateTepa CUCTeMbl 4OCTaBKU
cnonb3yemas gMHa 6annoHa  Katetepa  CUCTEMb
acTaBKu

HYTpeHHee paccTosHUE MeXAy MapkKepamum

pothn/b CY>XeHOM 4acTM KOHYMKa 6annoHHOro Katetepa

1CTeMbl AOCTaBKU, MM

pothvib  KOH4LIca 6a/i/IOHHOro  Katetepa CUCTEMbI
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3HaveHune
1415+ 15

3505
23715
10515

1070+15

Makc. 2,1 F (0,70 mm)

Makc. 2,6 F (0,86 mm)

985 + 15 mm

880 +15 Mm

Awvametp -1,10

OnuvHa - 35

TonwwmHa - 0,2

AnnHa - 41

BHyTpeHHWMIH gnameTp oT 0,7 go 1,25
3aBUCKT OT pasmepa cTeHTa*
3aBUCKT OT pasmepa cTeHTa*

3aBUCUT OT pasmepa cTeHTa*

0,45

0,54



CTaBKU, MM

nasaHnA K nNpMeHeEHMO

CTEeHT BHYTPMCOCYAUCTLIA KOPOHapHbIi ABARIS Ha cucTteme AOCTaBKU «ObICTPOW CMeHbl» RX
[IHa3HayeH [NnA CTeHTUPOBAHUA KOPOHaPHbIX apTepuii Npu NeYeHUN CY>XXEHUS COCY[O0B ceppua
eiCTBME MNPOrpeccMpoBaHUA aTepPOCKIePOTUYHECKOrO MOPaXeHUs, He Tpebylowmnii OTKPbITOro
paTVUBHOIo BMeLLaTebCTBa.

CTeHT BHYTPMCOCYANUCTbIA KOPOHapHbIi ABARIS Ha cucteme O0OCTaBKU «ObICTPOM CMeHbl» RX
[Ha3HayeH 015 YBe/IMYEeHUS AMameTpa MpocBeTa KOPOHapHbIX apTepuii (denovo) manM BEHO3HbIX

3TOB:

y 6ONbHbIX C ULLIEMUYECKOW 60NE3HbI0 cepAla B pesynbTare CTEHOTUYECKOro MOPaXKeHWUs
KOPOHapPHbIX COCYA0B;
-y 60NbHbIX C ULWIEMNYECKO 60Me3HbIO cepfLia B pesynbTare OKKIH3UPYIOLWEro nopakeHns
KOPOHapHbIX COCYA0B;
-y 00fIbHbIX C WLWEMWUYECKoW 6071e3HbI0 MOC/Ie aoPTOKOPOHAPHOIo LUYHTUPOBAHUA MNpU
NeYeHNN CTEHOTUYECKNX NOPaXKEHUI LLIYHTOB apTepuil cepaLa,;
- ANA NeYeHUs OCTPOM WM YrpoXKalollel OKKA3MU KOPOHapHbIX apTepwuii, BO3HUKLIEN B
pesynbTaTe HeYJa4HOro YpPeCcKOXXHOro KOPOHapHOro BMeLLaTeNbCTBa.
Hannume nekapcTBEHHOro rMOKPbLITUA CTeHTa BHYTPUCOCYAUCTOrOo KopoHapHoro ABARIS
COGCTBYET 3HAUNTE/ILHOMY CHUDKEHUIO
- 4acToTbl pecTeHo3a Noc/ie YPECKOXXHbIX KOPOHaPHbIX BMeLLaTe NbCTB,
- 4acTOTbl peBackyapu3aLnmn LIeNIeBOro NopakeHUs,
- 4acToTbl NO34HeN NOTepn NpocBeTa cocya Nocne npoueaypbl CTEHTUPOBAHUS.
Tak)xe YyCTaHOBKa CTeHTa BHYTpUcOCyAUCTOro KopoHapHoro ABARIS ¢ nekapcTBeHHbIM
pbiITUEM TMOKa3aHa nauneHTam ¢ pe3koii 3aKyrnopKoi cocyaa Nan y rnaumeHToB ¢ Yrpo30i 3aKyrnopKu

ne 6e3ycreLHOro MHTePBEHLMOHHOTO /IeYeHMs.

[vHa LeneBoro nopaxeHus JO/KHa ObITb MeHbLUE A/IMHBLI CTEHTA (4/IMHa CTeHTa cocTaBaseT OT
50 38 MM); pethepeHCHbI anamMeTp cocyaa Ao/MKeH cocTaBnATk oT 2,0 o 4,0 M.

OTUBOMOKa3aHUNA

MmnnaHTaumsa cTeHTa BHYTPUCOCYAMCTOro KopoHapHoro ABARIS Ha cucTeme gOCTaBKN «ObICTPOI
;HbI» RX npoTnBonokasaHa naymMeHTam co cneayrowmmMmy cocCToOAHNAMMN:
- [oBbiWeHHAA YyBCTBUTENLHOCTL K CUpPONUMYCY.
- Annepruyeckas peakums Ha HepXXaserLLyto CTaslb.
- AJlepruyeckas peakums Ha noan-An-nakTua-Ko-rnvkonng PLGA.

- Annepruyeckas peakumsi Ha peHTreHOKOHTPACTHble npenapaTbl.
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- TMaumeHTbl, KOTOPbIM NPOTMBOMOKAa3aHa aHTUTPOMOOLMTApPHAA U aHTUKOArynaHTHaa Tepanums.

- PecTeHO03 B MecTe CTEHTUPOBAHUS.

- VHdapKT Mnmokapa aBHOCTbIO MeHee 72 u.

- CTeHTUpOBaHWE LLUYHTOB U3 MNOAKOXHOW BEHBbI.

- HesawuuieHHoe NopaXxeHMe CTBOMA /IEBOM KOPOHAaPHOM apTepun.

- TlonHas OKKN03UA LesieBoro cocyaa.

- BblpaxeHHas KanbuuduKaLmMsa NOPaxKeHHbIX KOPOHAPHbLIX apTepPUA.

- TMopaxeHuns apTepuii ¢ N3BUINCTOM CTPYKTYPOA.

- TlNopaxeHne KOPOHapHbIX apTepuii B obnactu 6budypkaumn. YcTaHOBKa cTeHTa B 06/1acTb
oudypkaumnn.

- ®pakuyua Bbibpoca nesoro xenygoyka meHee 30 %.

- KapamoreHHbIN LLOK.

- Hanuume Tpom603a B NpocBeTe cocyfa Wiv NoJ03PEHME Ha HEro.

- Hanuuwme y naymeHTOB NOpaXXeHW, KOTOpble, MOTYT NPensaTCTBOBaTh PACKPbITUIO CTEHTA.

- bepemeHHOCTb 1 rpyHOE BCKapM/IMBaHWe,

FOXXHbIe MOGOYHbIE 3P EKTHI

- BHe3anHas 3aKkynopka cTeHTa.

- OcCTpblii MHAPKT MMOKapa.

- Anneprnyeckas peakumsi Ha aHTUKOArynsaHTbl W/WIM aHTUTPOMOOLUMTApHbIE MpernapaThbl
W/ W PeHTIeEHOKOHTPACTHbIE npenapaTtbl /Wi aHeCTETUKMN.

- CreHokapgus.

- AputMun, B TOM Yucrie propunnaums Xenynoukos 1 XKeyao4KoBas Taxmkapans.

- ApTepnoBeHo3Has uctyna.

- TamnoHapga cepgua.

- KapawnoreHHbIM oK.

- CwmepTb.

- OwuctanbHas asm60nus (Bo3gyLUuHasi, TKaHeBast UM TPOMOBOTMYECKasn).

- OKCTpeHHOe a0pTOKOPOHApPHOe LLUYHTUPOBAHME.

- CeppeyHasa He4OCTaTOYHOCTb.

- [emaToma.

- KpoBoTeueHue.

- ApTepuanbHas rmnoTeH3na/ rmnepTeHsus.

- VHdeKUMOHHbIe OCMTOXHEHUA.

- MHdekumoHHOEe BocnaneHme.
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- Vwemns mmokapga.

- Aunccekums, nepdopaumsa N paspbiB KOPOHAPHbIV apTepui.

- 9KcCy[aTUBHbIV NepuKapauT.

- JloxxHas aHeBpu3Ma 6epeHHON apTepun.

- NMoyeyHasa HeLOCTATOUHOCTb.

- PecTeHO03 CTEHTUPOBAHHOIO CerMeHTa.

- LLok/0TeK Nnerkux.

- CnasM KOpPOHapHbIX apTePUIA.

- OMmb6onunA CTeHTa.

- Tpomb603 /OKKNKO3UA CTeHTA.

- WHcynbT / HapyweHme KpoBoobpallleHUsi CcOoCyAoB [FOMI0OBHOrO Mo3sra / TpaH3uTopHas
VLLIEMUYECKas aTaka.

- TNonHas OKK/103MS KOPOHAPHOM apTepun UV LLIYHTA.

- TpaBma cocyfa, TpebytoLas Xnpypruyeckoili KOppekumn nam NoBTOPHOM MHTEPBEHLINW.

- l'uctonornyeckme n3MeHeHMs1 B CTEHKE COCYyAa, BKNKOYasA BocnaneHWe, NoOBpeXaeHne KneTok
WU HEKPO3.

- Annepruyeckas peakums Ha Hepy<aBetoLLyto cTasb.

- Anneprudeckas peakums Ha Cyponumyc, nonnmep Monn-gunaktng-Ko-rnukonua,.

- Anoneuus.

- Mwanrun Zaptpanrmu.

- >Kenyao4yHoO-KULLIEYHble HApPYLLUEHUS.

- Mepudepunyeckas HeliponaTus.

- [ematonoruyeckue HapyLleHUA (aHeMUS, NENKONeHWs, HEMTPONeHWs, TPOMOOLIUTOMNEHUS).

- WM3meHeHWsi ypOBHS NeYeHOYHbIX (hepMeHTOB.

oynpexaeHus

»

»

MpuMeHeHMe cTeHTa BHYTpUcOCyAUCTOro KopoHapHoro ABARIS Ha cucteme [OCTaBKU
«BbICTPOV cMeHbl» RX BnedveT 3a c060I pUCK pasBUTUA NOLOCTPOro TpomMb03a MM cocyanCTbIX
OC/TOXKHEHWUIA, TaKMX KaK KpPOBOTEUEHUS, reMaTtoMbl WAW NIOXKHYIO aHeBpu3Mmy. B TeueHue 6
MecsiLeB roc/se npougaypbl CTEHTUPOBAHUA BCeM  MNauuieHTaMm  [O/DKHA MPOBOAUTHCA
aHTUTPOMOGOLUUTapHas Tepanus.

Henb3a ycTaHaBMBaTh CTEHT BHYTPUCOCYAUCTbIA KOpOHapHbIin ABARIS Ha cucTeMe A0CTaBKM
«BbICTPOV CMeHbI» RX nauneHTam ¢ anfeprnyeckon peakumelr Ha HepXXaBeroLLLyo cTasb, Monu-

AVNNaKTNA-Ko-rnnkonug w/wim c MOBbMNMEHHOM YyBCTBUTENLHOCTLIO K Cponumycy.
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e MVmnnaHTauus CTeHTa BHYTPUCOCYAUCTOTO KOpoHapHoro ABARIS Ha cucteme [oCTaBKuU
«BbICTPON cMeHbI» RX gonHa NPoBOAUTLCA TOILKO BpadamMm, NPoLUeALLIMMU COOTBETCTBYOLLLEE
o6yuyeHue.

e YcTaHOBKa CTEHTa BHYTPUCOCYAMNCTOr0 KOpoHapHoro ABARIS Ha cucteme AoCTaBKU «BbICTPON
CMeHbl» RX pomkHa npoBOAMTLCA TOMBKO B 60/bHULAX, B KOTOPbLIX CYLLECTBYeT peasibHas
BO3MOXHOCTb BbLLUO/IHEHWNA 3KCTPEHHOIo a0OPTOKOPOHAPHOIO LLUYHTUPOBaHUA.

= [lpsiMoe cTeHTMpOBaHWe 6e3 npeaunataunm 30Hbl NMOPAKEHUS C MOMOLLbLIO 3TOr0 M3LeNns He
nccnenoBasioch.

= [locne yCTaHOBKWM CTeHTa BHYTPMUCOCYAMUCTOro KopoHapHoro ABARIS Ha cucTeme [0CTaBKU
«BbICTPOM CMeHbI» RX BO3MOXHO pa3BUTUE pecTeH03a, YTO MOXeT noTpeboBaTb MOBTOPHOIO
BMellaTenbcTBa (& WMEHHO, BBeAeHWe Oa//IOHHOro KateTepa B MeCTO CTEHO3a W ero
pacwimpeHue). [oNrocpoyHblii KUcxoh Mocne MNOBTOPHOM Aunatauum B HacTosllee BpeMs
Heun3BeCTeH.

= B cnyyae mMnnaHTaumMn HECKONbKUX CTEHTOB U Ha/INUMA KOHTaKTa MeXay HUMW, B Lenax
npegoTBpaLLeHNa KOpPPOo3nU PasHOPOAHbLIX METasfoB, mMartepuas, M3 KOTOPOro WM3roToB/EHbI

CTEHTbI, AO/HKEH BbITb O4MHAKOBbIM.

[apCTBEHHble B3aMO/ENCTBUSA
KonuuectBo cuponmmyca, CoAepykalleecs Ha OAHOM CTeHTe, cO34aeT ero MWMHUMa/bHYHO

[ueHTpaUMIo, MO3TOMY NIeKAPCTBEHHbLIMU B3aMMOAENCTBUSMM MOXKHO NMPeHebpeyb.

0CO0 MpUMEHeHNSA
0oBepKa n3genua o Hayana paboTobl

BHMMAaTeIbHO OCMOTPUTE CTEPUSIBHYIO YMAKOBKY, Mpexae Yem BCKPbITb ee. He Ucnosb3yinTe CTEHT
TPUCOCYAUCTbIA KOpOoHapHbli ABARIS Ha cucteme [OCTaBKM «BbICTPOM CMeHbl» RX nocne
eyeHMs CpokKa rogHoctW. Onsa yToudHeHWA npoueaypbl BO3BpaTa MNpv HapyLUeHUW LLeNoCTHOCTU
pUbHOW YMaKoBKK, CBSXUTeCb ¢ npomssoauteneM QualiMed Innovative Medizinprodukte GmbH,
MaHVUS WM ero YnosIHOMOYeHHbIM npeAacTaBmTenieM Ha Tepputopun P® - 3A0 “JlaHueT”.
ITaKTHble afpeca M TenedOoHbl YKasaHbl B pasfgene “ MapaHTUiAHble 06sa3aTeNbCTBA” HACTOSLeNR
TpyKumn. He ncnonbsyinTe nsgenne npu BbiBNEHNN Kaknx-nnbo AedieKToB caMoro N3genns Uam ero
KOBKW.
MMEUYAHWME: Ecnn BO Bpems MUCMNO0/b30BaHUS U34eNNA NMPOKCUMa/bHbIA LWIAaT KaTeTepa CUCTEMBI

[OCTaBKMU COrHYT WX WN3BUT, HEOO6XOAMMO MpPeKpaTuTb WCMob30BaHME 3TOro

n3penus.
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JINA N MaTepuasbl, HEO6XOAUMbIE AN NPOLEAYPbl CTEHTUPOBAHWUA, HO He BK/TIOUYEHHbIE B YIMaKOBKY

Ta ABARIS Ha cucTeMe JOCTaBKU «ObICTPOM CMeHbl» RX (Bce m3genus v matepuasnbl SIBAAKOTCA

)Pa3oBbIMU: Hesb3sA CTEPUNN30BATL UX N/WIN MCMNO/b30BaTh NOBTOPHO):

» [NpoBoaHUKOBLIV(-ble) KaTeTep(-bl) (BHYTPEHHMIA NPOCBET KOTOPOro He MeHee 1,42 MMm),
COOTBETCTBYHOLL NI KOHOMIypaLnmn LLeNeBoOM KOPOHaPHOW apTepun;

e LWnpwvy 10 nnn 20 mn;

- Bpawarwwmnica(-uwmecsa) remoctatudeckuii(-ue) knanaH(-bl) ¢ MUHMMasbHbIM gnameTpom 0,096/
2,39 MMm;

» [MposogHUK anameTtpom 0,0147/0,36 MM;

» 60% pacTBOp PeHTreHOKOHTPACTHOro npenapara B passefeHuun 1:1;

» CTepusbHbIA hU3MO0I0rMYECKNA pacTBop;

» YCTPOWCTBO A8 pa3fyBaHus 6anioHa 1 TPexXxo[0Boi KpaHVK ANna pasgyBaHus 6aiioHa;

» lVHTpoabtocep.

ATOTOBKA U3Jenna k paborte

[Tme ynakoBku (MolwaroBasd MHCTPYKLUS)

I. OCTOPOXHO WN3BNEKNTE CTEHT BHYTPUCOCYAUCTbIN KOpPOHapHbIi ABARIS Ha cucteme foCTaBKU
«ObICTPOVM CMeHbl» RX M3 aucneHcepa WM MNOArOTOBbTE W3fenve K WUCMNoAb3oBaHUo0. [Mpu
M3BMEYEHUN W3[ENNA He JOMYyCKanTe nepernbéaHus nanm CKpyvymBaHUa runotpyokn 6annoHHOro
KaTeTepa CUCTeMbl AOCTaBKN.

. CHMMMTe Npo3payHbIi 4exosn (KO/Mayok), KOTOpblA OAeT Ha Ga/NIOHHbIA KaTeTep CO CTOPOHbI
KOHYMKA N aKKypaTHO W3B/IEKNTE 3aLMTHbIA MPOBOAHUK. A MMEHHO, OAHO PYKOW yaepXKmBaiTe
kateTep GaNNIOHHbIA CUCTEMbl [OCTABKW MPOKCUManbHee CTEHTa, a APYroi pyKo OCTOPOXHO
CHUMUTE B AUCTa/IbHOM HamnpasieHUM NPO3PayHbIi 4exos (KO/INayvokK) CTeHTa.

IMEYAHWE: CobniofaiiTe OCTOPOXXHOCTb, He [OMycKalTe crmbéaHunss wu/unm cKpy4dmBaHuUs

[>ra6annoHHOro Katetepa.

SMbIBaHWNE npocBeETa KaTeETEpPQA, npeaHa3Ha4Y€HHOTO and nNPOBOaHNKA

warosafg MHCTPYKUNA)

[. I'Ip0|v|0171Te MPOCBET KaTeTepa, npegHasHa4eHHOro and nposogHUKa, renapuHmM3nMpoBaHHbIM
(PM3M0I0rNYECKUM PACTBOPOM C MOMOLLLLIO LLMPULA.

I Y6e,CI,VITer B  TOM, 4TO CTEHT pacrnojioXXeH Mexay nMNpoKCuMasibHbIM W AOANCTa/IbHbIM

PEHTIeHOKOHTPAaCTHbLLUWN MapKepamMmun 6annoHa KaTteTepa CUCTeMbl [0CTaBKW. Y6e,q|/|Ter B
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OTCYTCTBMU Nepernbos, CKPYyUMBaHUA UNW APYTUX MOBPexXaeHU. He ncnonb3yinTte nsgenme npu

BbIAB/IEHUN KaKUX-NNB0 AetheKTOoB.

ATOTOBKA KaTeTepa GannoHHOTO cucTeMbl JOocTaBki (MTowaroBaq MHCTPYKLUMA)
MoAaroToBbTe YCTPOMCTBO A5 pasayBaHUs 6anioHa UK LWNPUL, ¢ PacTBOPOM PeHTFEHOKOHTPACcTHOro
npenapaTa.

MpucoeanHUTE YCTPOMCTBO ANA pasgyBaHUa 6anfoHa WM WNpUL, K TPEXXOA0BOMY KpaHUKY
(cTONKOKY) 1 K NOPTY AN pa3fyBaHUs 6a//moOHHOrO KateTepa. He crmbaiite rmnoTpy6Ky 6a110HHOro
KaTeTepa CUCTEMbI [JOCTABKW NMPW NOACOEAMHEHUIN YCTPOKCTBA A/18 pa3ayBaHMs/ LWNpULa.
PacrnonoXxuTe CUCTEMY [IOCTABKWU CTeHTa BEPTMKA/IbHO, HANPaBMB ero AUCTasibHbIM KOHLLOM BHU3.
OTKpOIiTe 3aMOpPHbI KpaHWK, NPUCOeAUHEHHBIN K CUCTEME A0CTaBKU CTeHTa; Ha 15 cekyHpA co3gaiTe
oTpuvLaTe/lbHOe AaBfieHWe; AOBEANTE AaB/IeHNe A0 HY/eBOro A5 3ano/IHeHNS] PeHTIEHOKOHTPACTHbIM
npenaparom.

MepeKpoiiTe TPeEXXOA0BOMA KpaHWK B CUCTEMY AOCTaBKW CTEHTA; BbLUYCTUTE BeCb BO3AyX W3
yCTPOIiCcTBA A/18 pas3ayBaHUs U LINpuULa.

MoBTopuTe warn 4-6, 4TOo6bl YyAaNUTb Becb BO3AYyX. Ecnm ny3bipbkKM BO3gyxa MPOAO/KAT
nocTynatb, He UCMONb3yliTe n3nenue.

Mpyn UCNoNb30BaHMK LLNPULIA MPUKPENUTE NOAr0TOBNEHHOE YCTPOMCTBO ANs pasayBaHus 6annoHa K
TPEXX0[0BOMY KPaHUKY.

OTKpOWTe TPEXXOA0BOW KpaHUK B 6a/I/IOHHbIN KaTeTep CUCTEMbI JOCTaBKM.

B cucTeme 4oCTaBKM AO/XKHO NOALEPXKMBATLCA HYEBOE AaBfeHMe.

oueaypa foctaBkn cTteHTa (Mowarosas MHCTPYKLUUA)

1. O6ecneybTe COCYAUCTbIA AOCTYN B COOTBETCTBMM CO CTaHAAPTHOW MeTOAWKONA YPECKOXHOW
TPaHCAIOMUHaNbHO KOpOHapHOW aHrnmonaactukn (UTKA).

2. BblONHWUTE npeamnataumio NMOPaXeHHOro cocyfa C MOMOLb 6anioHa COOTBETCTBYHOLLLENO
AnaveTpa, paBHOro gnameTpy cocypa.

3. CoxpaHsiiTe HeliTpa/rbHOe AaBfieHVe B YCTPOWCTBE 418 pasfyBaHUs 6aloHa, MPUCOeANHEHHOM K
6aNNOHHOMY KaTeTepy CUCTeMbl JOCTaBKW.

4. HapeHbTe 6a/I/IOHHbIA KaTeTep CUCTEMbI AOCTaBKU Ha MPOKCUMa/IbHYKO 4YacTb MPOBOAHUKA; Npuv
3TOM AUCTasibHas YacTb NPOBOAHMKA [O/MKHA MPOXOAUTL BAOJb BCE 30HbI LIE/IEBOr0 NMOPaXKeHUS.

5. ToNHOCTbIO OTKPOIiTe BpaLaloLWnincs reMocTaTUUYecKnin KnanaH, 4tobbl ob6ecneymnTb CBOGOAHYIO
[OCTaBKy CTeHTa 1 NPefoTBPaTUTL ero rnoBpexaeHue.

6. Yb6eamTtecb B TOM, YTO MPOBOAHMKOBbLIV KaTeTep HaAeXXHO PacnofioXXeH B 30HE MOPaXKeHUs, U

TOJIbKO MoOcne 3Toro BeeanTe 6anNoHHbIN KaTeTep CUCTEMbI AOCTaBKU B KOPOHapPHYH apTeputo.
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OCTOpPOXHO npo,u,eraVlTe cncrtemy [nOOCTaBKM CTeHTa B MNMOPT MPOBOAHMKOBOIO KaTteTepa,

YAepXXnBasi rMnoTpy6Ky Ga/IOHHOIO KaTeTepa CUCTEMbI OCTaBKM B NMPSIMOM MOMOXEHWUN.

MVEYAH/E

Ecnu Bo BpeMsi NpoLeaypbl CTEHTUPOBAHUS (A0 TOro, Kak CTeHT MOKUHET MPOBOAHMKOBLIN KaTeTep)

BHUKaET OLLYyLLEHNE Heo6bIYHOIr0 CONPOTMB/IEHMS, He MPUOTaAbIBaliTe 4ONOHUTENbHBIX YCUAWIA Npuy

:AEHUN CTeHTA. V36bITOUYHbIE YCUNNS MOTYT NPUBECTU K MOBPEXAEHMIO CTEHTA UM CMELLEHWUIO CTEHTA

3asI0Ha KaTeTepa CUCTeMbl [OCTaBKW. COXpaHﬂVITe nonoXeHme nposoagHMKa BAOJb BCEW 30HbI

TEBOI0 TMOpPaXXeHuA. M3Bnekainte Cnctemy pAOOCTaBKM CTEHTa U ﬂpOBO,D'HMKOBbII\;I KaTeTep egunHbIM

9KOM.

7. BBefleHMEe CUCTEMbl AOCTAaBKM CTEHTA MO MPOBOAHWKY [0 LENEBOr0 MOPaKEHUS A0/IKHO

OCYLLECTBNATLCS MOJ, HenocpeAcTBEHHbLIM PEHTrEHOCKOMUYECKMM KOHTpPOAeM. [ns TOYHOro
NO3NLMOHMPOBaHUSI CTEHTA NUCMO/Mb3YTe NPOKCUMasbHbIA N ANCTaNbHbIA PEeHTFeHOKOHTPACTHbIe
MapKepbl GansioHa CUCTEMbl [OCTaBKW. BHYTpeHHMEe Kpas PeHTreHOKOHTPACTHbIX MapKepoB
YKasblBalOT Ha MOMOXeHMe KpaeB CTEHTA W Mfey pasgyToro GansioHa CUCTEMbl AOCTaBKU. He
NPOBOANTE PACKPbLITUE CTEHTA, €C/IN €ro MOJIOKEHNE He COOTBETCTBYET OMNTUMa/IbHOMY; B 3TOM
Cnyyae CTeHT cneflyeT akKypaTHO NepemMecTUTb WU Y4 IUTb.

3axmuTe BpaLLLaI-DIJ.WIVIc;I remoctaTmyeckuii knanaH. CTeHT roToB K PacKpbITUIO.

yegypa packpbol Tus cTenta (lowaroBasg MHCTPYKLMA)

1. CospgaiTe B 6an/IOHe KaTeTepa CUCTEMbI AOCTaBKU MUHMMasbHOe AaBneHume 9 6ap (900 klMa —aTo

2.

[JaBneHne packpblTus). Bonee BbICOKOe AaBfeHWE MOXET ObiTb HEOOXOAMMO A4S ONTUMM3ALUN
npuneraHMsa CTeHTa K CTeHKe apTepun. [asneHue B 6an/ioHe KaTeTepa CUCTeMbl 4OCTaBKU He
OO/MKHO npeBbnnaTb HOMWUHabHOE AaBfieHMe paspbiBa, paBHoe 18 6ap (1800 kIMa) ansa cTeHTOB
AnameTpom ot 2,00 go 3,50 mm n 16 6ap (1600 kIMa) gns cteHTOB AMameTpom 4,00 Mm.
YpepxuBaiiTte AaBneHUe B b6ansioHe KaTeTepa CMCTEMbl AOCTaBKM B TeyeHue 15-30 cekyHp Ans
MOSTHOrO PackKpbITUSA CTEHTA.

MonHocTbiO cayiTe 6anfoH KaTeTepa CUCTEMbI AOCTaBKW, CO34aB OTpMUATe/bHOE AaBfieHue B
YCTPOWCTBe ANA pasfyBaHUs 6aiioHa.

Y6eanuTecb B MPaBUIbHOM TMOSIOKEHUM CTEHTa W ero rMojIHOM pPackpbITUM C  MOMOLLbIO
CTaHAPTHOW aHrmorpaduyeckom MetToauKW. [N NonyveHUs ONTUMasIbHOro pesysbTaTa BecCb
CTEHO3MPOBaHHbIM CErMeHT apTepun AO/MKEH ObITh MOKPbLIT CTEHTOM.

Heobxogmmo [o06UTbCA  OMNTUMANbHOIO  PackpbITUA CTeHTa (CTEHT JO/MKEeH MOSIHOCTbIO
KOHTaKTMpOBaTb CO CTEHKOW apTepuun). Bcemnm ycunmsamm cnepgyet 06ecneumTb [OCTaTOUYHYHO
Aunaraumio  cteHTa. PackpblTve CcTeHTa criefyeT MPOBOAUTbL MO PeHTreHOCKONMMYecKnm

KOHTpPO/1IEM.
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j. Ecnm pasmep mnm pacnonoxeHwe cTeHTa TpebyeT fafbHellleid onTMMM3aLMK, BHOBb BBEAUTE
6annoH kKateTepa CUCTEMbl [OCTaBKM WAN APYroA GanNoHHbIA KaTeTep COOTBETCTBYHOLL,Ero
pasmepa K 30He CTEHTMPOBAaHUS; BbIMOMIHUTE CTaHAAPTHYI0 aHTMOMNNaCcTUKY.

3 Paspyiite 6annoH KaTeTepa cueTeMbl [OCTaBKM [0 HEOOXOAMMOro YpPOBHA [AaBNEHUS  NOA
PEHTFEHOCKOMMYECKM KOHTPO/sieM. 3aTeM cpayihite 6GasiioH KaTeTepa cucTeMbl AOCTaBkKU (CM.
LKany KomnaiHca 6an/10Ha, NOCTaBASEMYHO C U3e/INEM).

7. Y6eautecb B MpPaBUIbHOM MOSIOXKEHMU CTeHTa aHruorpadmyeckn. Y6eauTecb, 4YTO CTEHT
pacrosioxXeH Mexay MPOKCUMa/IbHbLLY W AUCTa/IbHbIM  PEHTFEHOKOHTPACTHLIMK  MapKepamu
6annoHa cncTeMbl focTaBku. MpogonkanTe pasfysaTb 6asi/loH KaTeTepa CUCTeMbl AOCTaBKU A0

[NOCTUXKEHUSI YKeNaeMoro pesynbrarta

Lefypa nsBneveHUa cuctembl goctaBkuy (MowaroBass UHCTPYKLNA)

1. Y6eauTtecb B TOM, UTO H6a/I/IOH KaTeTepa CUCTEMbI AOCTABKU MOIHOCTLIO CAYT.

2. T10NHOCTLIO OTKPOWTE BpaLLaOLLMIACA reMocTaTU4eCcKUiA KiarnaH.

3. CoxpaHssa NonoxeHwWe NpPoBogHMKA N NOAAEPXMBasA OTpULLaTeNbHOE AaBneHue B YCTPOMCTBe A1

pasnyBaHuA 6an110Ha, U3BMEKNTE CUCTEMBI A0CTaBKN

pbl  NMPEeAOCTOPOXHOCTM npu  paboTe CO CTEHTOM  BHYTPUCOCYAMCTHIM
WHapHblM ABARIS Ha cucTeme gocTaBku «6bICTPOM CMEHBI» R X

» [lepepn HavyasioM paboTbl 06pPaTUTE BHUMAHME HA CPOK FOAHOCTU N3LeNus.

» BusyanbHO y6eamTech B TOM, UTO CTEHT pPacrnofloXeH Mexay MNPOKCUMasbHbLU U AUCTalbHbLL
PEHTTEHOKOHTPACTHbLUW MapKepamun 6anioHa CUCTeMbI JOCTaBKMU.

e CTeHT BHYTPUCOCYAUCTbIA KOPOHaPHbIA Ha CUCTEME [OCTaBKM «ObICTPOW CMeHbl» RX
npUMeHseTcas B BuAe eauHoM cuctembl. CTeHT He cnefyeT CHUMaTb € GanioHa,
1cnosnb3ytlollerocs Ans ero AocTaBko!, 3T0O MOXeT MOBpeAUTb CTEHT W/WM NPUBECTU K €ro
ambonmsaunn. CTeHT He npefHasHayeH Ans 06KMMKU ApYyroro 6annoHa.

» Henb3sa M3MeHATb WNM HapywaTb PacrofiodkeHWe CTeHTa B CUCTeMe [O0CTaBKU. OTO OCOO6EHHO
B&XXHO MPU M3BMEYEHUN U3LeNNSA M3 YNaKOBKW, B BeAEHMU ero no MNPOBOAHWVKY, MPOBeAEHUMU
Yepes afanTep reMoCTaTUYECKOro KnanaHa 1 nopT NPOBOAHUKOBOIO KaTeTepa.

» HekoTopble MaHUNYAAUMW, HanpUMEpP, BpalleHMe YCTaHOB/IEHHOro CTeHTa, MOryT MPUBECTU K
MOBPEXAEHUIO €r0 MOKPbITUA UKW K CMELLEHUIO CTEHTA € 6a/i/IoHa KaTeTepa CUCTeEMbl JOCTaBKU.

m  136eraiiTe paboTbl CO CTEHTOM Ha cMcTeMe JOCTaBKU 6e3 rnepyartok.

e B cnyyae HeBO3MOXXHOCTWU PacKpbITUA CTEHTA Ha CUCTEMEe AOCTaBKU A1 YTOUHEHUS MPOLEeypbl

BO3Bpara, CBsXXuTecb ¢ npomssoguTenem QualiMed Innovative Medizinprodukte GmbH,
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fepMaHua 1AM ero yrnosHOMOYeHHbLIM MpeacrasuTesieM Ha Tepputopun P® - 3A0 “JlaHueT”.
KoHTakTHble agpeca 1 TenedoHbl yKasaHbl B pasgesne “ FapaHTUiiHble 0653aTeNbCTBa” HacTosLLel
WHCTPYKLUW.

Ona pasgyBaHus 6annoHa MCNofb3yiTe TOMbKO COOTBETCTBYHOLLMWI pPacTBOpP KOHTPACTHOrO
BewlecTBa. He mcnonb3yiite ana pasgyBaHWA 6anfioHa CUCTEMbl LOCTaBKW BO3AYX WU Apyrue
rasbl.

He pekomeHfyeTca [AONycKaTb KOHTaKTa CTeHTa C (PU3NONOTMYEecCKMM pacTBOPOM, TaK Kak
CYLLLECTBYET BepOATHOCTb BbLICBOOOXAEHUSA cuponumyca. MNpun Heo6xoAMMOCTM MNPOMbIBAHUSA
CTeHTa (PU3N0NOrUYECKUM PAacTBOPOM BPEMS KOHTaKTa A0/MKHO ObiTb orpaHuyeHo (He 6onee 1

MWUHYTbI).

Pbl NPEAOCTOPOXHOCTM NPU YCTAHOBKE CTEHTA BHYTPUCOCYAMCTOTO KOPOHAPHOTO

ARIS Ha cucteme JoctaBku «6bICTPOAd CMEHbI» RX, Npu M3BNEYEHUU CUCTEMDbI

;TaBKW «ObICTPOIM CMEHbBI» R X

He BbINONHAMTe npeABapuUTeNbHOIO  pasayBaHUs  6GanfoHa (MM KakUX-NM6o  Apyrux
MOAroTOBUTENbHbLIX AEACTBUIA, He YyKasaHHbIX B HACTOsILEN WMHCTPYKUMW), L0 pacrpaBfieHus
CTEHTa B MECTe Ha3HauyeHusl.

ViMnnaHTauusi cTeHTa MOXeT MPUBOAUTL K PAacC/OEHUI0 COCYAUCTOM CTEeHKW AucTanbHee W/wim
NPOKCMMa/lbHee CTEHTUPOBAHHOIO Y4yacTKa, a TakKXXe MOXEeT MPUBOAUTL K OCTPOIA 3aKymnopke
cocyAa, uTo  TpebyeT  AOMONHUTENbHOrO  MeAULMHCKOro  BMellaTenbCTBa  (Hanp.,
ao0pPTOKOPOHAPHOE LYHTUPOBaHWe, AOMOMHUTENbHOM AMnaTalumn, YCTaHOBKU  AOMOMTHUTENNbHbIX
CTEHTOB U T.4.).

Mepen MNNaHTaLUMen CTeHTA 30Ha LIENIeBOr0 MOPAaXeHUs A0/KHA 6bITh B JOCTATOUYHOW CTEMEHU
npeannaTUpoBaHa.

He packpbliBaiiTe CTEHT, €C/M OH He MO3VLMOHNPOBAH A0/IXHbIM 06pa3oM.

Heo6Xx04MMO KOHTPO/MPOBaThL AaBfieHMe B 6an/loHe BO BPeMsl €ro pas3ayBaHusi. He npeBbnnaiite
HOMMWHa/IbHOE [1aBfieHNe paspbiBa, YKasaHHOe Ha LKase KoMniaHca 6anioHa, 3aKpernieHHol Ha
avcneHcepe. MpuMeHeHe 60/ee BbICOKOFO AaB/eHUsi, YeM YKasaHHO Ha LiKasie KommnnaliHca
6a/110Ha, MOXET MPUBECTU K paspbiBY Ga/1/I0HA, NMOBPEXAEHUIO WUHTUMbI M PACC/IOEHUIO CTEHKMU
cocypa. Mpeannataumst cocya A0/IKHA BbLUOMHATLCS C MOMOLLbIO 6a/i/loHAa COOTBETCTBYHOLLENO
AnameTpa, paBHOro AnameTpy cocyga.

MprMeHeHVe AOMOTHUTENbHBIX NPOBOAHWKOB, NeTeNb U/WIN 3aXKMMOB MPU U3B/IEYEHUN CUCTEMBI
[LOCTaBKM MOXET MPUBOAMTL K TPAaBMUPOBAHMIO COCYAa W PasBUTUIO TaKMX OCMIOXHEHWUI Kak

KpoBOoTe4veHUNE, remaTtomMa Nnn 1o>KHasa aHeBpum3Ma.
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Ecnn B Kakoii-nn6o MOMEHT MpoLeaypbl AOCTYMNa K 30He LIe/IeBOr0 MOPaXeHUs (40 PacKpbITUS
CTeHTa) BO3HWKAeT OLLYyLleHME Heo6bIYHOro COMPOTUBIEHUS, HEOOXOAMMO YAA/IUTb CUCTEMY
[LOCTaBKWN CTEHTA M NPOBOAHWUKOBbIV KaTeTep eANHbIM 6/10KOM.

He nbiTaliTecb BbITAHYTb HEPacKpbITblAi CTEHT 06paTHO B MPOBOAHMKOBLIA KaTeTep Mpu ero
PAacrosioXXeHNM B KOPOHAPHbIX apTePUsiX: BO3MOXHO MOBPEXAEHNe CTEHTA UN CMeLLIEHWE CTeHTa
¢ 6annoHa KaTeTepa CUCTEMbI JOCTaBKMU.

HepackpbITbili CTEHT cfieayeT BBOAUTb B KOPOHApHbIE apTEPUM TOMBKO  OAHOKPATHO.
HepacKpbITbIli CTEHT HeNb3sl BbLUBMIaTb M3 AUCTA/IbBHOTO KOHLA MPOBOAHWUKOBOrO KaTeTepa U
3aTeM CHOBa BBOAWUTb €ro B MPOBOAHMKOBLIM KaTeTep, MOCKOMbKY MOXeT MpPOU30ATH

nospexgeHme CTeHTa Nan CMeLLleHne CTEHTa C 6annoHa KaTeTepa CUCTEMbI AOCTaBKW.

OMEYAHWME: OnucaHHble HWKe AeWCTBUA C/leAyeT BbIMOMHATL MO4 HenocpeAcTBEHHbLIM

TreHOCKOMMYeCKNM KOHTPOJIEM.

»

Dbl

CoxpaHsiliTe NONOXeHNe NPOBOAHUKA BAOMb BCEM 30HbI LLE/IEBOTO MOPAXKEHUS B TEUYEHME BCETO
npolecca N3BeYeHMS CUCTEMbI A0CTaBKU. OCTOPOXHO BbITATMBaiTe CUCTEMY [LOCTaBKU CTEHTA,
MoKa NMPOKCUMasIbHbI PEHTITEHOKOHTPACTHbIN MapKep Ha G6a/i/loHe KaTeTepa CUCTEMbl AOCTaBKU
He [OCTUTHET ANCTaNbHOI0 KOHLA MPOBOAHWUKOBOrO KaTeTepa.

CucteMy [OCTaBKW CTeHTa M MPOBOAHMKOBLIA KaTeTep crefyeT BbITArMBaTb 40 TexX Mop, Mnoka
AVCTaNbHbIM KOHel, MPOBOAHUKOBOTO KaTeTepa OKaXeTCs YyTb AUCTa/lbHEE UHTPOAbIOCEPA, UTO
MO3BO/INT BbINPSIMUTbL MPOBOAHMKOBBIV KaTeTep. OCTOPOXHO BTAHUTE CUCTEMY AOCTaBKU CTeHTa
B MPOBOAHMKOBbLIA KaTeTEP W WU3BNEKUTE CUCTEMY A0CTAaBKM CTEHTA M MPOBOAHUKOBLIN KaTeTep
eOVHbIM 6/10KOM; MOJIOXKEHME MPOBOAHMKA AO/MKHO MPU 3TOM COXPAHSITLCA BAOMb BCEM 30HbI
LLeNIeBOr0 MOPaXKEHUS.

HeBbINosiHeHWEe 3TUX AENCTBUI NI NPUNOXKEHME U3NUMNLLNX YCUNIWIA K CUCTEME A0CTaBKM CTeHTa
MOXET MPUBECTU K MOBPEXAEHUI CUCTEMbI JOCTAaBKMU, CMELLEHUIO CTEHTa C Gas/loHa KaTeTepa

CNCTEMbI OOCTaBKN.

NPefoCTOPOXHOCTH  MOCAE  YCTAHOBKM  CTEHTa  BHYTPUCOCYAUCTOTO

>0HapHoro ABARIS

e [Mpy NpoBefeHUN 4Yepe3 PacKpbITblii CTEHT Kakux NM60 MeAUUMHCKUX M3aenuii (Hanpumep,

BHYTPUCOCYAMUCTOrO Y/bTPa3BYyKOBOI0 KaTeTepa, KOPOHAPHOro MpoBOAHWKA WA Ga/INTIOHHOIO
KaTeTepa) creayeT ObiTb OCTOPOXXHbLIM, UTO6bl M36eXaTb HapyLUeHUs FeOMeTPUN CTeHTa WK
paspyLUEHNS ero NOKPbITHS.

He npoBoguTe MarHUTHO-pe30HaHCHY Tomorpacduio (MPT) naumeHTam Mnocie MMMAaHTaumm

CTEHTa 0 ero nosHoi aHgoTennsaumm (90 gHei), UTo6bl MUHUMN3MPOBATL BO3MOXHOCTb
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MUrpaumn. Hannume y naymeHTa UMNIAHTMPOBAaHHOIO CTEHTA MOXeT MPUBECTU K MOSIBNIEHUIO
apTedpakToB Ha MPT BcneacTBMe UCKaXKEHUS MarHUTHOTO MONS.
Onst cHXKeHMA pucka Tpom603a BHYTPM CTeHTa B TeyeHWe 6 MecsALEB Moc/lie MNpoueaypbl

CTEHTMPOBaHNA BCEM MNMalUMeEHTaM A0/DKHaA ObITb Ha3Ha4YeHa aHTVITp0M60LI,VITapHaﬂ Tepanumsa.

eAOCTEPEXEHNE O NOBTOPHOM UCNONb30OBAHWUK

MN3genve npegHasHayeHO [ANs MPUMEHeHUs TONMbKO Yy OfHOro nauueHTa. He pgonyckaeTcs
TOPHOE UCMO/b30BaHMe, MOBTOpPHas 06paboTka /Wi NOBTOpPHasa cTepunusaums ngenns. MosTopHoe
0/1b30BaHMe, MOBTOPHas 06paboTKa WM MOBTOPHAas CTEPUAM3ALUS MOTYT HapymnwTh CTPYKTYPHYHO
OCTHOCTb M3denusa W/Wm NPUBECTU K €ro MosIoMKe, YTO B CBOK OYepedb, MOXET TPaBMUPOBaTb
MeHTa, NOB/eYb BO3HMKHOBEHME 3a60neBaHWU UK cMepTb. MOBTOPHOE MUCNOMb30BaHWE, NOBTOPHas
aboTKa W/W MOBTOpPHas CTEPUIM3aLMA TakKke MOTYT €O34aTb PUCK 3arpsisHeHUs usgenust u/wm
b MPUUYNHOM MHMULMPOBAHUS WX MEPEKPECTHOIO MHMULMPOBAHMA MauMeHTa, B TOM 4Yucie CTaTb
UNHOW nepefayn MHMEKLMOHHOIO 3a60/1eBaHPM OT OAHOro naumeHTa Apyromy. KoHTamuHaums

e/NSi MOXET MPUBECTM K MPUUMHEHMIO BPeAa NauneHTy, 3a60/1eBaHMI0 UM CMEPTU MauUMeHTa.

(ep>knMoe; 1 CTeHT BHYTPUCOCYANCTbIA KOpPOHapHbIi ABARIS Ha cuctemMe AOCTaBKM «ObICTPON
CMeHbl» RX B p[gucneHcepe CO LIKaNo KomnnameHca 6an/ioHa YynakoBaH B
repMeTUYHBIA CTEPUSbHBLIA NOMN3TUNEHOBLIN MakeT. NakeT ¢ U3fenemM, MHCTPYKLMS

Mo NPUMEHEHUIO N NOINIOTUTE/Ib B/larn NMOMELLLEHbI B KAPTOHHYIO K0p06Ky.

‘OMeHyeMble YC/I0BUA TPaHCMNOPTUPOBKU, XpaHEHUSA, NPUMeHeHUA

1. TpaHcnopTupoBaTb Npu TemnepaType 20 - 25°C, OTHOCUTENbHOW BAaXXHOCTU 70%.

2. XpaHWUTb B NPoOXaagHOM, CyXoM M TEMHOM MecTe, Npu TemnepaTtype 20 - 25®C, OTHOCUTENbHOM
B1axxHocTn 70%.

3. Ycnoeusa npumeHeHus - npu Temnepatype 20 - 25°C, OTHOCUTENbHOW BRaxHocTU 70%.

4. Cm. pasgen «Ipadpuyeckne CMMBOJIbI, UCMOMb3yeMble Ha 3TUKETKaxX MEPBUYHON U BTOPUYHON
YNaKOBOK».

5. Wcnonb3oBaTb HEMEAJ/IEHHO MOC/ie BCKPbITUSI CTEPUIbHOI YMaKOBKM.

13aHUA MO yTnan3aymn
YTmanpyVlTe nm3nenna W ynakoBky, WCMNOJ/Ib30BaHHbIE BO BpeMA nNpoueaypbl, corsacHo

1eNPUHATLIM TPe6oBaHUSIM MO YTUNN3ALUN 0TXOA0B MEANLMHCKMX U3AENNIA.
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K TOAHOCTN

CpoK rogHocTu -1 rog ¢ gatbl cTepunmnsaumn. He NpUMeEHsSTb MO UCTEYEHMIO CPOKa FO4HOCTMW.

aHTUHbIe 065A3aTeNIbCTBA

Mepes wcNonb3oBaHMEM  M34eNNS  HEOOXOAVMMO BHUMATE/IbHO U3YUUTb  UHCTPYKLUIO MO
neHeHuto. MapaHTua QualiMed Innovative Medizinprodukte GmbH peiicTByeT TONbKO NpU YCNOBUN,
nsgenne MCNoNb3yeTcs B COOTBETCTBUU C MHCTPYKUMEN MO NpuMeHeHUO. Bce npesynpexaeHus,
pXalmecs B WHCTPYKUUM MO MPUMEHEHUIO, CnefyeT cuuTatb HeobXOoAMMOWM 4acTbio rapaHTum
liMed Innovative Medizinprodukte GmbH.

N3genve HeobxoAMMO MCMOMb30BaTh A0 AaThl «oAeH [0», 3TcasaHHOW Ha ynakoeke. QualiMed
vative Medizinprodukte GmbH o6ecneumnBaeT rapaHTUO Ha CBOU U3Aenus Ao AaTbl «[odeH [0»,
aHHO Ha yrnaKoBKe.

B cnyyae HapylleHUs LIe/IOCTHOCTU CTEPUSIbHOM YMaKOBKW, MPU BbISBEHUW KaKMX ING0 ApYrux
XXTOB YMaKOBKU MU caMoro msgenus, cesxmtecb ¢ QualiMed Irmovative Medizinprodukte GmbH,
:hstrasse 16, 21423 Winsen, l'epmaHus, TenecoH: +49 4171 6578 O, cpakc: +49 4171 6578 11 wnm
YMOSHOMOYEHHbIM MpeacTaBmMTeneM 3aKpbiToe akUMoHepHoe 06uwiecTBo “JlaHueTt” (SBAO “JlaHueTt”),
ma, 107143, r. MockBa, OTkpbiToe LUocce, .17, cTtp. 1, TenecpoH + 7 (495) 646-56-65, dhakc + 7
) 646-56-66.
cbmyeckme cCMMBOJIbI, UCNOJIb3yeMble Ha 3TUKETKax NEPBUYHON U BTOPUYHOM YNaKOBOK
1BON OnucaHue

CTepunn3oBaHO 3TUIEHOKCULOM
STERILE EO

Homep cepun
LOT

MpownssoauTens

M3penve npeagHasHa4veHo ana

OZHOKpPAaTHOro NPUMeHeHNs,
NOBTOPHO MCMoNb30BaTh
3AlMPELWEHO

He cTepunnnsosaTh NMOBTOPHO
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I ofleH [0

XpaHUTbL B MPOXIaAHOM, CYXOM U
TEMHOM MecTe

Mepepg MNCNo/1b30BaHUEM
Heo6X0AMMO  O03HAKOMUTbBCA  C
VHCTPYKUMEN MO NPUMEHEHNIO

MapodunnbHOe NOKPbLITUE

[ TNAPOD®UNNBbHO

Mapkuposka CE
0124

norotnn IK «MHTENNNOXXEHT
0 11, T

KUHETUKC»

On3BOANTENDb

aliMed Innovative Medizinprodukte GmbH
ichstrasse 16

23 Winsen

MaHUA

[ecboH:+49 4171 6578 0

sc: +49 4171 6578 11

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



MHCTPYKLUMA MO NMPUMEHEHWNIO
KateTep 6annoHHbLIN PEGASUS

Mepes MpPUMEHEHMEM BHUMATELHO MPOYTUTE HACTOALLYH WHCTpyKuuto. Cob6niopgalite Bce
YNPEXAEHUST U Mepbl NPeAoCTOPOXKHOCTU, YKasaHHble B 3TOM WMHCTPYKUMW, B MPOTMBHOM Cny4ae
3KHO pasBuUTME OCNOXHEHU.M3aenne npeAHasHayeHO A8 MPUMEHEHUS TONbKO Y  OAHOrO
eHTa. W3genne [JO/MKHO ObiTb WCMOMNb30BAHO A0 WCTEYEHMS CPoKa FOAHOCTU, YKa3aHHOro Ha

9BKe.

PN/TbHO: CTepnnn3oBaHOCUCIONb30BaHUEM 3TUMIEHOKCMAA. He 1cnonb3oBaTh U3fenne B cryyvae

bITUA NN NOBPEXAEHNA CTepMﬂbHOVI YMNaKOBKW.

‘aHue
Katetep 6annoHHbIii PEGASUS - 3TO KOpOHapHbIA AMnaTauuOHHBLIA  KaTeTep, KOTOpbIi
HasHayeH A5 pacLUMpeHUs NPOCBeTa KOPOHAPHbIX apTepuii UM BEHO3HbIX LUYHTOB (AMaMeTPOM OT
3 5,0 MM), KOTOPbIE CYXEHbl BCNEACTBUE NX aTEPOCK/IEPOTUYECKOTO MOPaXKEHUS.
KateTep 6annoHHbIi PEGASUS umeeT rnapodunibHOe MOKPbITUE, ABOMHOW MPOCBET W GasNoH,
3blli pacnofioXkeH Ha AUCTa/IbHOM KOHUe. OguH MpOCBET KaTeTepa MCMOJb3yeTcs As 3ano/HEHUSA
3Ha pacTBOPOM KOHTPACTHOrO BellecTBa, HEO6XOAMMOro ANs pasfyBaHusa 6annoHa. Bropoii npoceeT
abHOro Wahta MNO3BONSET WCMNO/b30BaTh MPOBOAHMK AN 06MeryeHUs MpPOBeAeHUs KaTeTepa
3HHOIO K MeCTy CTEHO03a U A19 NPOXOXAEHUS CTeHo3a.
Bbibop pasmepa 6annoHa Karetepa onpefenserca pasMepaMy aTepOCK/IePOTUYECKOTO MOPaXKEHUS.
Ixoaumo, 4To6bl 6a/1/TI0H NOKpbIBa 6o0see 50% NopaXkeHUS.
BannoH katetepa PEGASUS mn3rotosneH m3 HeinoHa GrilamidL25.
[AuvameTtp 6annoHa ot 1,5 o 5 mm; gnmHa 6annoHa ot 10 go 40 mm.
KoHunk 6GannoHHoro katetepa PEGASUS ©n rmbkuii AMCTasibHbIA Wa(T W3roToBMEeHbl U3
MoNMaTUMEHa BbICOKOW MAOTHOCTU Pebax 7233, KOHUMK 6GannoHHoro Katetepa PEGASUS - ¢
po6asneHvem kpacutend MEVOPUR Black.
BannoHHbIi KaTeTep PEGASUS wnMeeT TPexcnorHyr BHYTPEHHIOK TPYOKy, COCTOSLLYIO W3
NoNnaTUAeHa BbICOKOW NAOTHOCTU Pebax 7233 /nonnatnneHa HU3KoM nnoTHocTy Plexar PX 3080
/ NoNuaTuNeHa BbICOKO NAoTHOCTU Petrothene-LM 6007 ¢ no6asneHmnem kpacutens Reflex blue
C.
Ona obecneyeHUs NyYLLLEro CKOJMIbBXEHUS W [LOCTaBNSAeMOCTU Gasn/ioHa [0 LesieBoro y4acTka

ANCTaNbHbIM  WadT 6annoHHoro katetepa PEGASUS wmMeeT [ABYXC/IOMHOE TUApodIv/IbHOE
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MOKpbITMe, 6a30BbIA CMON KOTOPOro cocTouT m3 DSM Primer 41002, BepXHUIA CNOW COCTOUT U3
DSM Comfort Coat Topcoat 43003.
FmMnoTpy6ka 6annoHHoro kKatetepa PEGASUS cocTomMT v3 ABYX 4acTei: 1) M3 HepykaBeroLlen
ctaim 304 L, nokpbiton (MTPI) nonutetpadpTopatunieHom (Xylan) mn 2) HeNOKPbITOWN
HepxxasetoLlen ctann 304L.
3alWMTHbIA HaKOHeYHUK 6annoHHoro katetepa PEGASUS m3rotoeneH M3 TepMOMAacTUYHOIO
ypeTtaHa Texin RXT85A ¢ gobasneHnem kpacutens Blue tioxide TR-27.
KaHtons Nlyep Jlok narotossieHa 3 nonvkap6oHata (MC) Lexan HPS 7. Hagnucy Ha Kpbinbax
KaHKn Jlyep J10K caenaHbl BUHMNOBOM Kpackoh No-Tox Black.
BannoH kateTepa PEGASUS nmMeeT 2 peHTreHOKOHTPAcTHbIX Mapkepa (MnatuHa - 90%, Upuawnia
- 10%), KOTOpble CNY>XaT OPUEHTUPOM A1 TOUHOTO MO3ULMOHNPOBaHUSA BanioHa;
BannoHHbI KaTeTepPEMABnbnmeeT 2 wadT Mapkepa 13 Hepykasetowlen ctann 304 L, KoTopble
npefHasHayveHbl ANA onpefeneHUss MecTOMNoIOXKEHUABAN/IOHHOIO KaTeTepa Mo OTHOLWIEHUIO K
KOHUYMKY NPOBOAHNKOBOIO KaTeTepa;
HomuHanbHoe gasneHme 6annoHa- 9 6ap;

- [JaBneHuve paspbiBa - 18 6ap (gna gmnameTtpa 6annoHa oT 1,5 mm go 3, 50 mm); 16 6ap (gns
AnameTtpa 6annoHa 4,00 mmu 4,50 mm); 14 6ap (gna gnametpa 6ansioHa 5,00 mm);
BannoHHbIl kateTep PEGASUS coBmecTUM ¢ NpoBOAHMKOM AnameTtpom 0,0147;
KoHumk 6annoHHoro katetepa PEGASUS HageT Ha 3alWWUTHbIA MPOBOAHWK W3 HEpP)KaBEKLLEN
ctamm WKN 1.4301, gnmHoin 325 mm, gmameTtpom 0,38 MM, KOTOPbIA MPOXOAUT BHYTPWU
ONCTaNbHOM YacTy KaTeTepa U BbIXOAUT Hapy>XXy yepes nopr;

- [Ona 3awuTbl 6ansoHa OT NoBpexaeHni Katetep PEGASUS MMeeT OpaHXeBblii Yexon (Koanadok)
13 nonutetpadpopoatuneH (MTAE) Teflon ¢ gobasneHmem kpacutens Orange classic.

Huyua 1. Pasmepsbl KaTeTepa 6asinoHHoro PEGASUS

AvameTp AnnHa 6annoHa, Mm Vcnonb3yemas OnHa BHYTpeHHe paccTosgsHue
6as110Ha, MM 6a10Ha, MM MeXay Mapkepamu, Mm =+
+ 0,5 Mm 0,5 mm
15 10 9,50 8,3
1 11,50 10,3
12 12,50 11,3
15 15,50 14,3
16 16,50 15,3
20 20,50 19,3
2 10 ~9,50 8,3
1 11,50 10,3
12 12,50 11,3
15 15,50 14,3
16 16,50 15,3
20 20,50 19,3
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25
30
35
40
2,25 10

12
15
16
20
25
30
35
40
2,50 10

12
15
16
20
25
30
35
40
2,75 10
1
12
15
16
20
25
30
35
40
3,00 10
1
12
15
16
20
25
30
35
40
3,25 10
1
12
15
16
20
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25,50
30,50
35,50
41,50
9,50

11,50
12,50
15,50
16,50
20,50
25,50
30,50
35,50
41,50
9,50

11,50
12,50
15,50
16,50
20,50
25,50
30,50
35,50
41,50
9,50

11,50
12,50
15,50
16,50
20,50
25,50
30,50
35,50
41,50
9,50

11,50
12,50
15,50
16,50
20,50
25,50
30,50
35,50
41,50
9,50

11,50
12,50
15,50
16,50
20,50

24,3
29,3
34,3
40,3
8,3

10,3
11,3
14,3
15,3
19,3
24,3
29,3
34,3
40,3
8,3

10,3
11,3
14,3
15,3
19,3
24,3
29,3
34,3
40,3
8,3

10,3
11,3
14,3
15,3
19,3
24,3
29,3
34,3
40,3
8,3

10,3
11,3
14,3
15,3
19,3
24,3
29,3
34,3
40,3
8,3

10,3
11,3
14,3
15,3
19,3



25 25,50 24,3

30 30,50 29,3
35 35,50 34,3
40 41,50 40,3
3,50 10 9,50 8,3
11 11,50 10,3
12 12,50 11,3
15 15,50 14,3
16 16,50 15,3
20 20,50 19,3
25 25,50 24,3
30 30,50 29,3
35 35,50 34,3
40 41,50 40,3
4,00 10 9,50 8,3
11 11,50 10,3
12 12,50 11,3
15 15,50 14,3
16 16,50 15,3
20 20,50 19,3
25 25,50 24,3
30 30,50 29,3
35 35,50 34,3
40 41,50 40,3
4,50 " 11,50 10,3
12 12,50 11,3
16 16,50 15,3
20 20,50 19,3
25 25,50 24,3
30 30,50 29,3
35 35,50 34,3
40 41,50 40,3
5,00 11 11,50 10,3
12 12,50 11,3
16 16,50 15,3
20 20,50 19,3
25 25,50 24,3
30 30,50 29,3
35 35,50 34,3
40 41,50 40,3

61mya 2, TexHM4YecKne xapaKTepuUCcTUKKN KaTteTepa 6annoHHoro PEGASUS

MapameTp 3HayeHue
Pa6bouas anvHa GannoHHoro kateTepa PEGASUS, 1415+15
MM

KoH4unk 6annoHHorokatetepa PEGASUS, MM 3,5+0,5
[ucTanbHas yacTb 6annoHHoro katetepa PEGASUS, 237£15
MM

I M6KWA AVCTa/TbHbIM wadt (nepexopgHoe 10515
coeguHeHMe OT TMNOTPYOKN K BHYTPeHHel Tpy6Km

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



atetepa), MM
'MNnoTpyobka. MM
OuameTp npokcumManbHOro wadgta 6an1o0HHOro

aretepa PEGASUS, F/mMm

OvameTp AgncTanbHOro wadta 6a110HHOro Karetepa
'EGASUS, /WM

PaccTosiHMe OT KOHYMKa 6a/iIOHHOro KarteTepa Ao

thokcumManbHOro WwagT MapKepa, Mm

PaccTosiHMe OT KOH4YMKa 6GanfiIoOHHOro KarteTepa Ao
LCTaNIbHOro WwadT MapKepa, MM
;AlUTHBIAHAKOHEUYHVIK, MM

CaHtona Jlyep J10K, MM

XnnHa 6annoHa katetepa PEGASUS

Mcnonb3yemas annHa 6annoHa katetepa PEGASUS
BHYTpeHHee paccTosiHMeE MeXay MapkKepamm
Mpodhmnb  cyXeHOM 4acTu  KOHUMKa 6annoHHOro

caretepa PEGASUS, mm
Wpodpnsnb KOHUMKa 6aNNoOHHOro KaTeTepa

PEGASUS, Mm

OKa3aHunA K NpMeHEHUNIO

KateTep 6annoHHbIin PEGASUS nokasaH Ans pacluypeHmMst nMpoceBeTa KOPOHAapPHbIX COCYA0B
iametpom ot 15 po 50 MM Mpu fle4EHUMM WX CTEHO3a BCNeACTBME TMPOrpeccrmpoBaHuns
€POCK/NEPOTNYECKOTO MOPaXKEHUSA, He TPebylLWMiAi OTKPLITOrO OrMepaTMBHOIO BMELLIATENbCTBA,

ateTep OGannoHHbI PEGASUS npegHasHayeH [Ansi HeMOCPEACTBEHHOrO WCMO/b30BaHUS Npu

1070+15
Makc. 2,1 F (0,70 mm)

Makc. 2,6 F (0,86 mm)

985 + 15

880+ 15

OwuameTtp - 1,10

AdnnHa - 35

TonwmHa - 0,2

AnnHa-41

BHyTpeHHNIA anameTp ot 0,7 go 1,25
3aBUCUT OT pasmepa *

3aBucUT OT pasmepa *

3aBUCUT OT pasmepa *

0,45

0,54

LwaTauuu, a Takxke 475 npe- U noctamnaTaumm KOpoHapHbIX apTePUIA.

KateTep 6annoHHbii PEGASUS npeaHasHavyeH Ans pacliMpeHUs MPOCBeTa KOPOHAPHbIX

)CYZl0B, B TOM YuCrie U nepes NpoLeaypori CTEHTUPOBaHMS:

ey 60/IbHbIX C MWEeMNYeCKOM 60Me3HbLo cepaua B pe3ynbTare CTeHOTUYeCKOro nopakeHus

KOPOHapHbIX COCYy 0B,

Yy 60/MbHbIX C WLLIEMUYECKOW 60Ne3HbI0 cepaua B pesysibTaTe OKK/THO3UNPYHLIETO MopaXXeHnA

KOPOHapHbIX COCYA0B;

y 60MbHbIX C MLLIEMWNYECKOV 60ME3HbI0 Moc/ie a0PTOKOPOHAPHOM0 LUYHTUPOBAHUSA NPU NleYeHUN

CTEHOTMYECKUX MOPaKEHNI LLIYHTOB apTepuii cepaua;
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- ONs NleYeHUs OCTPOM WM YrpoXKalLlel OKK/3UM  KOPOHApHbIX apTepuid, BO3HMKLUEN B
pe3ynibTaTe Heya4yHOro YPecKoXXHOro KOPOHAapPHOIo BMeLlaTe/lbCTBa.
[NnHa UueneBoro nopaxeHUsl Ao/XHa ObiTb MEHbLUE HOMUHA/ILHOW ANVHBLI 6annoHa (AnMHa 6annoHa

oT 10 go 40 mMm); pethepeHCHbIN AnameTp cocyaa AO/KEH COCTaBaAaTb oT 1,5 Ao 5,0 mm.

30TUBOMNOKasaHWMA

MpumeHeHne kKateTepa 6annoHHoro PEOA3M3nNpoTMBOMOKa3aHO MaumeHTaM CO Cc/egyrowmmMmin
CTOAHUNAMN:

- Annepruyeckas peakuus Ha peHTreHOKOHTpPAacTHble rnpenaparbl.

- TMaymeHTbl, KOTOPbIM NPOTUBOMNOKAa3aHa aHTUTPOMBOLMTAPHAA U aHTUKOAarysaHTHasa Tepanus.

- HesawmuieHHoe nopaxkeHWe CTBOJ1A NIeBO KOPOHApHOI apTepuu.

- bepemeHHOCTBM TPpyAHOE BCKapM/IMBaHME.

- KenypouHo-KULLIEYHOE KPOBOTEYEHME B aHAMHese.

- Xupypruyeckme BmellaTeNbCTBa 3a ABe HeAen A0 MnaaHTauuun, poabl, 6Moncms n NyHKUms
cocyfa, KOTOPbI HE MOXET ObITb MOABEPIrHYT KOMMPECCUN.

- [MayueHTbl C HeAaBHMM OCTPbIM HapyLLeHMEM MO3roBoro KposoobpateHnsa (OHMK).

- Temopparmnyeckas gmabetnyeckas peTMHonaTusa M Apyrve COCTOSAHUSA, COMPOBOXAatoLLmecs
HapyLLUeHNAMMN Koarynsauumn.

- Cnasm KOpOHapHOVI apTtepmnn B OTCYTCTBUE 3HAYMMOIO CTEHO3A.

Bo3MOXXHble M060UHbIE 3hhEKTbI

- OcTpblil MHhapKT MUOKapaa.

- Annepruyeckas peakumss Ha aHTUKOArynsHTbl UW/WiM aHTUTpoOMOOUMTapHbIe npenapatbl U/wumm
PEHTreHOKOHTpPaCcTHble NpenapaTtbl U/Win aHeCTETUKM.

- CTteHokapgus.

- ApuTMuu, B TOM 4ucrie UpUnnaumns XXenynoukos 1 xKenyaouKkoBas Taxmkapams.

- ApTepuroBeHO3Hasa dpucTyna.

- CwmepTb.

- [ematoma.

- KpoBsoTeueHue.

- ApTepuasibHas rmnoTeH3us/runepTeHsuns.

- VIHWeKUWOHHbIe OC/IOXHEHUS.

- VIHdeKuroHHOe BocnasieHme.

- VMwemwuna mrokapga.
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Auccekuns, nepdopauns Nan paspbiB KOPOHaPHbIM apTepuii.

PecTeHO03 CTEHTUPOBAHHOIO CerMeHTa.

Cna3smM KOpPOHapHbIX apTepuil.

MonHast OKK/IH031S1 KOPOHAPHOW apTepum NN LUyHTA.

TpaBMa cocyaa, TpebytoLas XMpypruvyeckoin KOppeKLMn UM NOBTOPHOM NHTEPBEHLNN.

AM60/1MA KOPOHAPHbIX apTepUiA.

eaynpeaeneHnA

[Ona yMeHbLUEeHMNS BEPOSTHOCTM MOBPEXAEHUSA cocypa, gunameTp pasfyToro 6annoHa [okeH
NMPYIMEPHO COOTBETCTBOBATbL AMAMETPY COCyAa ANCTa/IbHEE N NPOKCMMaslbHee 30Hbl CTEHO3A.

Bce wmaHunynaumun ¢ Katetepom  6asi/loHHbIM  PEOA8u8cneayeT  BbINOMHATL  MNOA
HernocpeACcTBEHHbIM PEHTIEHOCKOMUYECKUM KOHTPOJIEM.

KateTep 6annoHHbIn PEGASUS cnefyeT v3BneKaTb TONbKO MOC/e NOMHOro caytTusa 6annoHa npu
MOMOLLIM CO34aHNA OTPULLATE/IbHOTO JaBNeHUS.

[asneHne B 6annoHe kKatetepa 6annoHHoro PEGASUS He A0/MKHO npeBblwaTb HOMWHa/lbHOe
[JaBsieHMe paspblBa.

Mepep BBeaeHMeM KaTeTepa 6annoHHoro PEGASUS B cocygucToe pycro cneayeTt MoSIHOCTbHO
yAanuTb n3 6annoHa Bo3ayx.

Ona pasgyBaHus GannoHa MCNONb3yWTe TOLKO COOTBETCTBYHOLLMIA pPacTBOP KOHTPACTHOrO
BewecTBa. He mcnonb3yiTte Ana pasgyBaHus 6asioHa CUCTEMbl AOCTaBKU BO34YX WU Apyrue
rasbol.

Ecnu BO BpemMsa WCMOMAb30BaHUS M3LeNNs  MPOKCUMAasbHbIA WadT KaTeTepa 6anioHHOro
PEGASUS COrHYyT UM N3BUT, HEOBXO0AMMO NPEKPATUTL UCNONb30BaHME 3TOM0 U3LENNS.

Katetep 6annoHHbIii PEGASUS MOXeT WCNoMb30BaTbCs TOMbLKO BpayaMu, NpoLlegvmMn
COOTBETCTBYlOLLEE 0Oy4dYeHMe W 06NagaroWmMMn  HaBbiKaMM  aHrmorpapum 1 YpeckoXXHoM
TPaHCMIOMMHANBHOW KOpOHapHOM aHruonnactuku (UTKA) KopoHapHbIX cocygoB. Bo Bpems
npoBefeHMs  BMelUaTeNbCTBa Heob6xoAMMO  o6ecrneuymTb  Haanume TrOTOBOWM K  paboTe
KapANOXMpPYpPruvecKom 6puragpl.

UTKA po/mkHa npoBoAUTbCA TOMbKO B 60OMbHULAX, B KOTOPbIX CyLLeCTBYeT peasibHas
BO3MOXXHOCTb BbLLO/THEHUNSA 3KCTPEHHOI0 a0PTOKOPOHAPHOIo LLYHTUPOBaHMUS.

Y nauwueHToB, nMpOBeAeHNE aoOPTOKOPOHAPHOro LWYHTUPOBaHUA KOTOPbIM  HEBO3MOXHO,
npoeegeHne UTKA TpebyeT TuwaTe/lbHOro y4deta BCeX (DaKTOpPOB, B TOM 4KC/ie BO3MOXHOTO
NMPUMEHEHUS remoguHaMMUecKoin noaaep Kk Bo Bpemst UTKA.

Y NauyeHToB C caxapHbIM ANA6ETOM PUCK BO3MOXKHbIX OC/IOXKHEHWI MOBLIMEH.
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3C06 NpUMEHEeHNH

»BepKa n3genus oo Hadana padoTsl

MaTe/flbHO OCMOTPUTE CTEPU/IbHYHO YMaKOBKY, Mpexae 4Yem BCKPbITb ee. He mcnone3yiite Kartetep
TOHHbIN PEGASUSNocne ncteveHns cpoka rogHocTu. MNMpoeepbTe KaTeTep 6a1oHHbIN PEGASUS Ha
LMET OTCYTCTBUA Mepernbos, NEpekpyToB WU APYrUX NOBPexXAeHUn. Ons yToUHeHUs npoueaypbl
ipara Npy HapyLUeHN Le/IOCTHOCTU CTEPUIbHOM YNaKOBKU, CBSXXMTECh € NpounssoanTenem QualiMed
Jvative Medizinprodukte GTObH, lepMaHus wnan ero YMNONHOMOYEHHbLIM MNpPeACcTaBUTeNIEM Ha
suTopun PP - 3A0 “JlaHueT”. KoHTaKTHble agpeca v TenedoHbl YKasaHbl B pasaene “lapaHTUMHbIe
3aTeNIbCTBA ’HACTOALL e  MHCTPYKUUW. He wucnonb3yite wusgenne npu  BbISBAEHUU KaKUX-TNG0

EKTOB CaMOro m3agenna Nnnm ero yrakosku.

eNMA U matepuanbl, HeobxoAuMble AN Mpouedypbl aHrMOMNNacTUKM U CTEHTUPOBaHUSA, HO He

lOUeHHble B YNaKOBKY KarteTepa 6aioHHoro PEGASUS (Bce umsgenusa m martepuasbl ABAKOTCA

0pas30BbIMU: HeJb3sA CTEPUIN30BATL UX /WM UCMNO0/b30BaTb MOBTOPHO):

= T[1poBOAHUKOBBIA(-ble)  KaTeTep(-bl) (BHYTPEHHWI MPOCBET KOTOPOro He MeHee 1,42 mMwm),
COOTBETCTBYIOLLMI KOHUIYpaLUKX LENEBO KOPOHapHOW apTepum;

e LUnpuy 10 nam 20 mn;

= Bpawarwowniica(-wpmecs) remoctaTtuyeckuii(-nme) knanaH(-bl) ¢ MUHUMaNbHbIM gnametpom 0,096 7/
2,39 MMm;

« [posogHuK gnametpom 0,014”/0,36 mm;

= 60% pacTBOp PEHTreHOKOHTPACTHOro npenapara B passegeHun 1:1;

e CTepu/bHbI NU3NOMOTNYECKNIA pacTBop;

e YCTpPOWCTBO 4715 pa3fyBaHUs Ga/loHa;

= U TpexxofoBoi KpaHWK Ans pasnyBaHUs 6annioHa;

= VIHTpoabtocep.

iroTOBKa nsgenna K pabote

1TUe ynakoBku (IMowarosBas UHCTPYKLUSA)

1. OCTOpPOXHO N3BMEKUTE KaTeTep 6aNoHHbLIN PEGASUS mn3 gucneHcepa 1 NOAroToBbTe M3genme K
MCMonb3oBaHUO. py M3BNeYEHUU U3LeNnUsa He [onycKarTe nepernbaHus wUnn CKpy4dmBaHUA
rmnoTpy6ku 6annoHHoro Katetepa PEGASUS.

2. CHMMMUTe Npo3payHbI Yexosn (KOMMa4vok), KOTOpbIi ofeT Ha 6Ga/fIOHHbIN KaTeTep CO CTOPOHbI
KOHYMKA N aKKYPaTHO U3B/IEKNTE 3alUTHbIA NPOBOAHUK.

MMEYAHWME: Cobntoparite OCTOPOXKHOCTb, He AonyckanTe crmbaHmss n/mnn cKpyyduBaHus

|)ta 6annoHHOro Katetepa.
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OMblBaHWE NpoOCBeTa KaTeTepa, NpefHasHa4YeHHOro AN rnposogHuKa (Mowarosas MHCTPYKLLMA)

1. TlpomoiTe nNpocBeT KaTeTepa, MNpefHasHauYeHHOro ANs MPOBOAHUKA, renapuvHM3NPOBaHHbLIM
(PM3MONIOTUHECKMM  PacTBOPOM € rMomon],bi0  Lwnpuua,  3akpenue  ero K MopTy.
enapnHU3NPOBaHHbIA PU3NONOTNYECKUIA PaCcTBOP AO/DKEH BbIXOAUTbL M3 OTBEPCTMSA MpoOcBeTa
[ANS NPOBOAHMKA.

2. Ybegutecb, 4YTO pPEHTreHOKOHTPACTHble MapKepbl, pPacroflIoKeHHbIe B MPOKCUMaNbHOW U
ANCTanbHOM YacTaX 6annoHa kateTtepa PEGASUS, pacnosioXeHbl B MecTe Le/IEBOr0 MOPadKEHUS.
Y6eantecb B OTCYTCTBUM NepPernbos, CKPyUMBaAHUIA NN ApYTrux NospexaeHnii. He ncnonesyite

nsaenne npu BbbiBJIEHNN KaKux-nmoo LI,ECbEKTOB.

AroToBKa KaTeTepa 6annoHHoro PEGASUS (MowaroBas MHCTPYKLUNSA)

MoaroToBbTe YCTPOWCTBO ANA pasfyBaHUA 6anioHa Uav WNpUL, ¢ PpacTBOPOM PEHTIeHOKOHTPACcTHOro
npenapara.

MpucoegnHMTE YCTPOICTBO AN pasgyBaHUa GanfioHa WAM LWINPUL, K TPEXXOLO0BOMY KpaHUKY
(cTonkoky) 1 K NopTy ANna pasgysaHWs 6annoHHOro katetepa. He crubarite runotpybky 6an10HHOMO
KaTeTepa PEGASUSNpH noacoeanHeHUN yCTpOiiCcTBa AN pasgyBaHmsa/ wWwnpuua.

Pacnonoxute 6annoHHbI KaTeTep PEGASUS BepTUKa/ibHO, HamnpaBuB €ro AMcTasibHbIM KOHLLOM
BHUS.

OTKpOInTe 3aMopHbIV KpaHUK, MPUCOeaNHEHHbIN K 6annoHHOMY KaTeTepy PEGASUS; Ha 15 cekyHp
cosgaiTe oTpuuaTenlbHOe [JaBneHwe, [0BeAUTe fAaBfleHWe [0 HYNeBOro AN 3arnofiHeHUA
PEHTIeHOKOHTPACTHbLIM MpPenapaTom.

OTcoegmMHUTE LUNPUL, NN YCTPOMCTBO AN pasayBaHmsa 6annoHa oT nopTta kateTepa PEGASUS.
MepekpoiTe TPexxoAoBo KpaHUK B KaTeTep PEGASUS; BbINyCcTUTE BeCb BO3AYX M3 YCTPOICTBA A1
pasayBaHuA 6as10Ha UNKn Wwnpurua.

CHoOBa NMpUCOEAMHUTE LUMPUL, AN YCTPOMCTBO A8 pasfyBaHUs Ga/i/ioHa K NopTy ANs pasfyBaHUs
6annoHa katetepa PEGASUS. lMogaepxusaiiTe B 6annoHe oTpuuate/ibHoe AaBfeHWe A0 MOMHOro
npekpaLleHnsa NoCcTynaeHUs Bo3ayXa B KaTeTep.

JoseanTe aaBneHve 40 HY/EBOrO.

OTcoeguHMTe LWNPUL, N MOACOEAUHUTE YCTPOMCTBO AN pasfyBaHMs 6annoHa K NopTy And

pasayBaHus 6annoHa katetepa PEGASUS, He gonyckas nonagaHusi Bo3gyxa B CUCTEMY.

MMeHeHMe KaTeTepa 6annoHHoro PEGASUS ans aunataunm KOpPOHapHbIX apTepulii
BBeAUTe MPOBOAHWMK Yepe3 reMocTaTU4ecKnii knanaH MHTpoablocepa, cneays ctaHAapTHOW MeToauKe,
€M OCTOPOXXHO MpOBeAMTE MPOBOAHWK 4Yepe3 MPOBOAHMKOBLIA KaTeTep. [locne atoro yganuTe

poAaboCep NMpoBoAHMKa, €C/I OH NCMOJ1b30BasICA.
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cpenuTe K MPOBOAHWUKY YCTPOICTBO A4/11 BpaLleHMs NPOBOAHMKA - TOPK AeBalic,

PEHTIEHOCKOMMYECKUM KOHTPOJIEM MpoBeaAnTE NMPOBOAHUK K LE/NEBOMY cCocCyay, 3aTeEM MnpoBeguTe

‘epe3 30Hy CTeHO03a.

yCTaHOBKe Ga/IflIoOHHOro KaTteTepa HanpoBOAHWUK C AUCTa/IbHOrN0 KOHLUA ybeanTech, YTO MPOBOAHUK
BbiLLEN M3 OTBepCTUA. MNpoBegnTe 6annoHHbIN Katetep PEGASUS no npoBOogHUKY
[0 remocTaTmyeckoro knanaHa. OcnabbTe pudiIeHyl0 py4dKy remMocTaTu4eckoro
KnanaHa. [lpoBeguTe KaTeTep uepe3 reMoCTaTUYECKWIA KnanaH WHTPOAblOCcepa,
COXpaHAsa WCXOAHOEe TOMIOKEHME TMPOBOAHUKA, W 3aKpyTUTE PUGNEHYIO PYUKY
reMoCTaTUYeCcKoro KarnaHa.
Ana obnerdyeHns nposedeHUsi KaTeTepa 6asiNoH AO/MKEH ObiTb MOMHOCTbLIO CAYT C
MOMOLLLbI0 CO3aHUA OTPULLATE/TILHOIO JaB/eHUs.

MEUYAHWE: lNpn HageBaHMWM KaTeTepa Ha NPOBOAHUK crielyeT MoAfepXuBaTb ero pykamu. [Mpu
NpoBefeHNN KaTeTepa Mo MNpPOBOAHUKY MOALEPXKMBaiTe ero O4HOM PYKOW; KPenko

YAEPXXMBaKiTe NPOKCUMaIbHYO YacTb KaTeTepa.

yTUTEe pUCIEHY0 py4dKy reMocTaTU4YecKoro KrnanaHa BOKPYr KaTeTepa 6annoHHoro PEGASUS,
bl 06ecneynTb repMeTUYHOCTb, HO HEe OorpaHu4YMBaTh [ABWKEHUSA KaTeTepa. 3TO MO3BOAUT

LLCTBAATb MOCTOSIHHbLIA KOHTPO/Ib apTEPUA/IbHOTO [AaBMeHUsI B MPOKCUMa/IbHOM Y4acTU KOPOHapHbK

PUIA.

3eAnTe  OGaA/IIOHHbLIA  KaTeTep A0  MNPUGAMXKEHUST  COOTBETCTBYHOLLLEFO  MPOKCMMaIbHOIO
reHOKOHTPAcTHOro MapKepa K pudieHoM py4vyke TremMocTaTUYEecKoro KnamaHa. [MpubnmxeHue
.epa 6GannoHa K pUGNEHON pydKe reMocTaTMUYecKOro KnamnaHa YykKasbiBaeT Ha [OCTUXKEHMe

a/lbHbIM KOHL,OM 6a/1/I0HHOr0 KateTepa AUCTa/IbHOr0 KOHLLA HanpaB/sitoLWero Katetepa.

3eAMTe Ga/IIOHHBIN KaTeTep Mo NPOBOAHWUKY B 30HY CTeHO3a. PasfyiiTe 6a//loH Ha HU3KOM AaBNeHUn

ip/0,1 MIMa), 4To6LI y6eanTbes B NpaBuibHOM NO3ULMOHNPOBaHMK GasioHa.

ynte 6annoH n nposeante UTKA B COOTBETCTBMM CO CTaHAAPTHOM MeTOAMKON. B npomexyTke

[ly aN130/aMu pasfyBaHus 6a/10Ha NoALePXKMBaiTe B HEM OTPULLATENTbHOE [aB/EHNE.

eKkuTe C,CI,yTbIVI GaNINOHHbIM KatetTep 1 NpoOBOAHUK W3 Harnpas/AKOWEro KateTepa 4epes

cTaTuUyeckuii KnanaH. 3akpyTuTe pUdIeHyH PyUKy reMocTaTUyeckoro KnanaHa.
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Pbl NPEAOCTOPOXKHOCTU

1
2.

Mepes Havanom paboTbl 06pPaTUTE BHUMAHWE Ha CPOK FO4HOCTU U3LENUS.

BunsyanbHO ybegmTech B TOM, UTO KaTeTep 6annoHHbIi PEGASUS He NoBpexAaeH, ero pasmepbi
COOTBETCTBYIOT NapameTpam, Heo6XoANUMbIM N8 MPOoBeAeHNSA NPOLefypb!.

Bo Bpems npouenypbl NauyieHTaM nokasaHa aHTUKoaryisaHTHas U aHTUTpomboumTapHas Tepanus,
HasHayalTCA npenapartbl pacwmpslowme cocybl. CPoK MPOLO/MKEHUA Tepanuu ornpepensercs
Bpa4vom.

N3beraiiTe paboThbl ¢ KaTeTepoM 6aiIoHHBIM PEGASUS 6e3 nepyarok.

Mpy OTKPBLITUKX U 3aKPbITUM FeMOCTAaTUYECKOr0 KnanaHa MHTPOAbIoCePa, a TakxKe nocne yaaneHus
KaTeTepa HeEOBX04MMO YUUTBLIBATb Pas3inyunsa B AuameTpe Lwadta kaTeTepa.

CTeneHb 3aKpbITUA reMOCTaTUYECKOro  KjanaHa He [0/DKHA MNPEenATcTBOBaTb  TOKY
PEHTreHOKOHTPACTHOrO MpenapaTa B Ga/iIOH KaTteTepa U 06paTHO. MNpy 3TOM remMocTaTu4ecKuii
KianaH AO/MKeH ObITb 3aKpPbIT AOCTATOYHO MMIOTHO AN1A MPefoTBpaLleHMs npocadynBaHuUs KPOoBU
BOKPYT KaTeTepa.

Mpy NpUMeHeHUN MeTOAMKU C [BYMSA MPOBOAHWKaMW crefyeT WCMofAb3oBaTb [BOAHOW
remocTaTMyeckuin knanaH. HeobxoamMmo msberatb 3anyTbiBAHWSA NPOBOAHUKOB MPU X BBEAEHUN,
BpalleHn wunu yganeHnn. Mpu BbLIMONHEHUU METOAMKW C OBYMSA MPOBOAHMKaMWU He clnefyet
nosopaynBaTb Ux 60see Yem Ha 180° B 0AHOM HanpasieHN.

PekomeHAyeT MOMHOCTbIO yAanAaTb OAWH MPOBOAHUK U3 COCYAUCTOM CUCTEMbI MauueHTa nepes
n3BMeYeHVEM AOMNONHUTENIbHOIO NHCTPYMEHTA.

[aHHbIN KaTeTep He NpefHa3HayYeH A1 MOHMTOPWUHIA AaBNEHMA B ANCTa/IbHOM y4YacTKe apTepumn

efocrtepexkeHme o NoBTOPHOM UCMOJ/Ib30OBaHNN

M3penve npepHasHayeHO A8 MPUMEHEHUSA TONLKO Yy OAHOro nauumeHTa. He ponyckaetcs

3TOPHOE 1CNoJib3oBaHWE, MNMOBTOPHaA o6pa60TKa nw/wim rnoBTOpHasa ctepunusauma nigenms. NostopHoe

t0/Ib30BaHMe, MOBTOPHasi 06paboTKa UM MOBTOPHasi CTEPUIM3ALMA MOTYT HapyLUUTb CTPYKTYPHYIO

FOCTHOCTb M3AenMsa UW/WiM NPUBECTU K €ro MoJSIOMKe, YTO B CBOK OuYepefb, MOXET TPaBMUPOBATb

AVneHTa, nossiedb BO3HMKHOBEHWE 3aboneBaHNn nnun cMepTb. [NOBTOpPHOE Mcnonb3oBaHWE, NMOBTOPHas

9a60TKa UW/WWM MOBTOPHAas CTEPUIN3aLMSA TakkKe MOTyT C03[4aTb PUCK 3arpsisHeHUs vsgenus u/wm

Tb MPUYMHON MHPULMPOBAHUS UM MEPEKPECTHOr0 MHMUUMPOBAHNS MalMeHTa, B TOM YWUCe CTaTb

34MHOI nepefayun MHAEKUMOHHOIO 3a60seBaHUsi OT OA4HOrO0 NauueHTa Apyromy. KoHTamuHauums

[ENNA MOXeT MPUBECTU K MPUYMHEHNIO BPeAa NaLVeHTY, 3a60/1eBaHMIO UM CMEPTU NalMUeHTa.
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epPXKNMOE: 1 KateTep 6annoHHbIn PEGASUS B ancneHcepe CO LLKa/oi KomnareHca 6annoHa
ynakoBaH B FepMeTUYHbIV CTePUNbHbIA MONMN3TUNEHOBBLIA NakeT. MakKeT ¢ v3genmem,

MHCTPYKUMUA 1O NPUMEHEHUIKD W TMOIrNoOTUTENb Bnarn TMNoMeWleHbl B  KapTOHHYHO

KOpOOGKY.

OMeHAyeMble YCNIOBUSA TPAHCMNOPTUPOBKU, XPaHEHUS, MPUMEHEHUSA

1. TpaHcnopTupoBaTb Npu TemnepaType 20 - 25®C, 0THOCUTENbHOM BRaXXHOCTU 70%.

2. XpaHWUTb B MPOX/IagHOM, CYXOM W TEMHOM MecTe, npu TemnepaType 20 - 25°C, OTHOCUTE/NbHOM
BnaxkHocTn 70%.

3. YcnoBus npuMeHeHUs - npu Temnepatype 20 - 25°C, 0THOCUTENbHOM BNaXKHOCTM 70%.

T Cwm. pasgen «Ipadpmuyeckme CUMBOJSIbI, UCMO/Mb3yEMble Ha 3TUKETKax MepBUYHONM U BTOPUYHON
YNaKOBOK».

5. Vcnonb3oBaTb HEMeASIEHHO MOC/e BCKPbITUS CTEPUIbHO YMaKoBKM.

13aHNA Mo yTnuansaymn

YTUNusupyinte usgenus M ynakoBKYy, WCMOMb30BaHHbIE BO BPEMS MpoLeAypbl, COriacHo

HEMPUHSATLIM TPE6OBAHUSM MO YTUAN3ALMN OTXO40B MEAVLIMHCKMX U3LENNIA.

K TOAHOCTU

CPOK rogHocTu - 2 rofa c gatbl ctTepunmsaumn. He NnpnMMeHATL MO UCTEYEHUIO CPOKa rogHOCTN.

aHTUHbIEe 0653aTeNbCTBa

Mepes wnCNOMb30BaHMEM U3LENUSA  HEOOXOAMMO BHUMATE/IbHO W3YYUTb  WMHCTPYKUMIO MO
MeHeHMo. MapaHTmnsa QualiMed Innovative Medizinprodukte GmbH geicTeyeT ToNbKO NpU YCNOBUMN,
n3fenve UCMonb3yeTcs B COOTBETCTBUU C MHCTPYKLUMEN NO NMpUMeHeHUIO. Bce npesynpexaeHus,
epXkalimecss B MHCTPYKUMW MO MPUMEHEHUIO, CrefyeT cumMTaTb HeoOXOAVMMOW 4acTbio rapaHTum
diMed Innovative Medizinprodukte GmbH.

M3genve HeobGXoaMMO MCMONb30BaTh A0 AaTbl «[0AeH A0», yKasaHHOW Ha yrnakoBke. QualiMed
jvative Medizinprodukte GmbH o6ecneumnBaeT rapaHTMIO Ha CBOM M3Aenna A0 AaTbl «FogeH Ao0»,
3aHHOW Ha yrnakoBKe.

B cnyyae HapyLlleHUs LEeNOCTHOCTU CTePUSIbHOM YNakoBKWU, NPWU BbISBAEHUN KakKUX NM60 Apyrux
€KTOB YMaKOBKWN WK caMoro msgenus, ceskutecb ¢ QualiMed Innovative Medizinprodukte GmbH,
chstrasse 16, 21423 Winsen, 'epmaHus, TenedoH: +49 4171 6578 0, dpakc: +49 4171 6578 11 vm
YNOMHOMOYEHHbIM NpeacTaBuTeNneM 3akpbiToe akuMoHepHoe obwecTBo “JlaHueT” (BAO “NaHueTt”),

cusa, 107143, r. MockBa, OTkpbIToe Locce, .17, cTp. 1, TenecpoH + 7 (495) 646-56-65, hakc + 7

5) 646-56-66.
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thmyeckmne cMMBO/IbI, UCMO/Ib3YEMbIE HA 3TUKETKaX NepPBUUYHOIA 1 BTOPUUYHOI YNaKoBOK
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OnucaHue

CTepnnn3oBaHo 3TUIEHOKCUAOM

Homep cepuun

MpowussoauTens

M3genve  npeAHasHauyeHo AN

OflHOKpaTHOro NMPYIMeHEeHWs,
MOBTOPHO MCNoJsb30BaThb
3ATMPEWEHO

CogeH po

XpaHWUTb B MPOXIaAHOM, CYXOM U
TEMHOM MecTe

Mepeg NCNONb30BaHMEM
Heo6Xo0AMMO  O3HaKOMWUTbCA €
VIHCTPYKLUMEN N0 NPUMEHEHUIO

rMapouibHOe NOKPbITHE

Mapkunposka CE

norotun <NHTENNNAOXEHT
KUHETUNKC»



IBOAUTENS
liMed Innovative Medizinprodukte GmbH
chstrasse 16

23 Winsen

MaHHs

2pon: +49 4171 6578 0

c: +49 4171 6578 11
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MHCTPYKUWMA MO NMPUMEHEHWIO
KateTep acnupaumnoHHbii POLLUX B Habope
Mepes NpUMEHEHMEM BHUMATE/IbHO MPOYTUTE HACTOALLYH UHCTPYKUMto. Cobitogaiite Bce
npeaynpexaeHns 1 mepbl NMPeaoCTOPOXXHOCTU, YKasaHHble B 3TOW MHCTPYKUMW, B MPOTUBHOM
Cyyae BO3MOXHO pasBMTUE OCNOXHEHWIA.M3aenne npefHasHayeHO ANS MPUMEHEHUS TOMbKO Y
OfHOro nauuveHTa. Msgenve [JOMKHO ObiTb WCMOMb30BAaHO A0 MWCTEYEHWUSA CPOKa rOAHOCTW,

YKa3aHHOro Ha yrnakoBKe.

CTEPVJIbHO: CTepnnn3oBaHOCUCMO/b30BaHNEM 3TUIEHOKCUAA. He ncnosb3oBartb n3genve B

c/lyyae BCKPbITUS UKW MOBPEXAEHNS CTEPUbHO YNaKOBKMU.

OnwucaHuve
Katetep acnupaymoHHbii POLLUX B Habope npegHasHadyeH [Ans  ypaneHus
TPOMOOTUYECKMUX MAacC MYTEM UPECKOXHOW acnmpaumu n3 KOPOHapHbIX apTepuii B cly4ae
TpoM6030B Nepes Npouefypon CTEHTUPOBAHUS.
KateTep acnupauymoHHbii POLLUX B HabopecocTouUT u3:
1. KarteTep acnupaumoHHbiii POLLUX, COBMeCTUMbIA C MPOBOAHUKOBLIM KaTeTepoMm
AnameTpom 5F, 6F nnan 7F.
2. 2 Wnpwuua no 30 mn.
3. ®PuUNbTp ceTyaTbIiA.
4. Tpy6KayOo/IMHUTENbHAAC KPaHUKOM
KateTep acnupaumoHHbIi POLLU X- 3T0 KaTeTep € ABOMHbLIM MPOCBETOM Ha CUCTEME
[OCTaBKM  «ObICTPOM CMeHbI» RX, KOTOpbIA COBMECTUM C [POBOAHWKOBbLIM KaTeTepoMm
Anametpom 5F, 6F mnm 7F. OguH npocBeT (BHYTPEHHSS TPyOKa) KaTeTepa npegHasHaveH Ans
acnmpaumm TPOMOOTUYECKMX MacC WAM  MATKUX 3MO0M0B U3  KOPOHapHbLIX apTepuid.
OpHonpocBeTHaa Tpybka KaTeTepa M3roTOB/eHa W3 MOM3TU/IEHA BbICOKOM MAOTHOCTU Pebax
7233. BTopoin npocBeT KateTepa (TpexcroiiHas BHYTPEHHSAS Tpy6ka B 06/1acTM cermeHTa
6bICTPOM CMeHbl) NpefHasHayeH A8 BBeAEHMUS MPOBOAHMKA K MeCTy acnupaumun. TpexcroiHas
BHYTPEHHASA TpybOKa cermMeHTa ObICTPOW CMEHblI M3rOTOBAEHa W3 MONUSTUMEHA BbICOKOM
NAOTHOCTU Pebax 7233 / nonuaTtuneHa HM3KoW nnotHoctu Plexar PX 3080 / nonmaTuneHa
BbICOKOM MnoTHOCTM Petrothene-LM 6007 ¢ gob6asneHmem kpacutenst Reflex blue C. KoHuumk
KaTeTepa acnupaymoHHoro POLLUX u13rotoefieHU3 NOANITMUIEHA BbICOKOW MNOTHOCTU Pebax
7233 ¢ pobasneHnem kpacmtens Reflex blue C.
KaHiona Jlyep Jlok KaTteTtepa acnupauyuoHHoro POLLUX  wusrotossieHa ©3

nonnkap6oHata (MK) Makrolon 2458. Hagnucy Ha Kpblibsax KaHonm Jlyep JIOK caenadsbl
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BMHMNOBOM Kpacko No-Tox Black. K kaHone Jlyep JlIok npumMbiKaeT Tpybka gnsa obecrneyeHUs
MPOKCUMa/bHOM XXeCcTKOCTM 13 nonnactepa Vention ¢ gobasneHmnem Kpacutens Blue (Opaque).

Ana obneryeHVs nNpPoOABMXEHWA KateTepa BHYTPW Hero rpoxoguT CTUNET U3
Hepxasetowleid ctann 304 V. HakoHeuyHuK Jlyep Jlok u3rotoeneH un3 nonmkap6oHata (MK)
Makrolon 2458 ¢ go6asneHuem kpacmutensa Orange C59. CTuneT NO3BONSET JO3MPOBaTb YCUME,
npunaraemoe npw BBefeHUWN KateTepa. CTUMNET M3BMEKAeTCA W3 KaTeTepa acnmpauyoHHOro
POLLUX nepeg acnnpauuein.

KoH4YMK acnupaymoHHoro katetepa POLLUX HageT Ha 3aWMTHbIA MPOBOAHUK M3
HepxkaBetowlen ctanm WKN 1.4301, anmHoii 325 mm, gnametpom 0,38 MM, KOTOPbI NMpoxoauT
BHYTPM [AUCTaNbHOM 4acTW KaTeTepa W  BbIXOAUT HapyXy 4epe3 MopT. 3alWuUTHbIN
MPOBOAHMKMAPEeAHA3HAUYeH AN 3alUTbl ANCTa/IbHOM YacTh KaTeTepa acnupaumoHHoro POLLUX
oT n3nomos. MNMepep acnnpavnein 3alliMTHbIA NPOBOAHUK N3BMEKAET U3 KaTeTepa.

Ana 3aWmuTbl NPOKCUMasIbHOW 4acTW KateTepa OT m3noma/msrnba MMeeTcs 3alUTHbIN
HaKOHEYHMK W3roTOBMEHHbIM M3 TepMOMaacTUYHOro ypetaHa Texin RXT85A ¢ pobaBneHmnem
KpacuTena White tioxide TR-23.

Tabnuua 1. TexHUYecKMe XxapaKTeEPUCTUKKM KaTeTepa acnupauymoHHoro POLLUX

MapameTpbl 3HaueHwue

Onawvetp coemectumoro 5F /0.058” /1,47 6F/0.070” /1,78 7F/0.081"/2,06
NPOBOAHMKOBOIO  KaTeTepa,

F/” /mm

Pabouas annHa 1410+ 15 1365+ 15 1410+£15
acnupauuoHHOro  Kartetepa

POLLUX, mm

JvameTp npoBogHUKa, /MM 0,0147/0.36 0,0147/0.36 0,014°70.36
[OnvHa cermeHTa 6bIcTpO 753 30 +3 753
CMEHbI, MM

PaccToaHune or 35zx1,1 35+ 11 3,5+1,1
PEeHTreHOKOHTPAaCcTHOro

Mapkepa 0o KOHUYMKa

acnMpauuioHHOro  KateTtepa

POLLUX, Mm

AnnHa acnupaymoHHoro 4,8+ 11 48 +1,1 48 +1,1
OTBEPCTUSA, MM

Ovametp [AwucTanbHOro 1,067 £0,025 1,37 £0,05 1,55+0,03
wadoTa, LleHTpasnbHOro

MM MpokcnmansHoro 1,12 +0,025 1,42 +0,05

AdnnHa TPYOKN ansa 30025 30025 300£25
obecneyveHms

MPOKCUMa/bHOWM >XECTKOCTH,

MM
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OnvHa sawmTtHoro 38 0,05 38 0,05 38 £0,05
HaKOHeuyHunKa oT

nsnoma/msrnba, Mm

MUHUMaNbHbI anavetp 0,7 0,7 0,7
KaHtonu Jlyep J1ok, Mm

HapyxHbIin Avavetp 7,82 7,82 7,82
BbIXOAHOM yacTu

HakoHeuHuKa Jlyep J1oK, MM

BHYTPeHHW avavetp 4,3 4,3 4,3
BbIXOA4HOMN yacTtu

HakoOHeuHuKa Jlyep J1oK, MM

OnvHa pebpa Ha BUHTOBOW 6,6 6,6 6,6
yacTu HakoHeuyHuKa Jlyep

J10K, MM

OnuHa  BbIxogHOW  4vactm 7,87 7,87 7,87
HaKoHe4dHuKa Jlyep JIoK, MM

O6Las AnvHa BbiIXogHoW mn 15,74 15,74 15,74
BMHTOBOWA yacTu

HakoHe4vHuKa Jlyep JTok, MM

O6buwas AnvHa HakoHeuHuka 17,78 17,78 17,78
Jlyep J1ok, MM

Hapy>HblIin anavetp 3,9 3,9 3,9
BXOA4HOWM 4acTU HaKOHEYHMKa

Jlyep J1oK, MM

BHYTpeHHWIA anavetp 7,9 7,9 7,9
BUHTOBOWA yacTu

HaKoHeuHWKa Jlyep J1oK, MM

AunctanebHbl WwWadT, MM 360 +15 360 +15 360 15

PaccTtosiHMe oT nopta pgo 10 10 10
Havana rmapodnIbLHOro

MOKPbLITUSA, MM

PaccTtosiHue oT koHua 10 10 10
rMapoUIbHONO  MOKPbITUSA

[o KOHUAa  AUCTa/IbHOro

wadyta, Mm

Katetep acnupauuoHHbii POLLUX wnMeeT rnagkuii aTpaBMaTUUHbIA KOHUMK ¢ 1
PEHTreHOKOHTpacTHbIM MapkepoMm (MnatnHa —90%, Wpungnihi —10%) Ha gucTasibHOM KOHLE,
KOTOPbIA CAYXUT AN TOYHOr0 MNO3ULMOHMPOBaAHUA KaTeTepa. [na obecneyeHUs NyudLLEero
CKOMBbXEHMS N YNPaBASAeMOCTU AuCTaNbHbIM WadT KateTepa POLLUX NOKpbIT ABYXCNOMHbIM
rmaponbHbLIM NOKPbLITUEM, 6a30Bblii CMOW KOTOpPOro coctout m3 DSM Primer 41002, a
BepXxHWUiA cnoii coctouT M3 DSMComfortCoatTopcoat 43003.

LLUnpuy npeactaBnser coboilt nonmkapboHaTHbIM  kopnyc (MK Lexan HPS 7) ¢
LECTUNO3NLMNOHHBLIM 3anuparLWwmm MexaHn3mMoM (nopwwHemM). MeTKM Ha Koprnyce cAenaHsbl

BMHMNOBOM Kpackoir No-Tox Black. HakKOHeYHMK MOPLUHA M3roTOBMeH W3 cUAMKoHa Dow
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Coming QPl c¢ po6asneHmem kpacutens Black 108, nopweHs - w©n3 ABC-nnactuka
(akpunoHuTpunbyTagmeHctupona) Lustran ABS 248 White.

Wnpuy, npegHasHadyeH AN acnupauum TPOMOOTMYeCKMX Macc. Ecnu  Konm4ecTso
acnMpupyemMoro CoAeP>KMMOro MpPeBbILLaeT pasMep LUNpuLa, Heo6XoANMO OTCOEAMHUTL NEPBbI
Wnpuy, NpeasapuTenibHO 3aKpblB KPaHUK YANVHUTENbHOW TPYyOKW, M MOACOEAVHUTL APYroi
wnpuy. Ona atoro B Habop kareTepa acnupaunoHHoro POLLUX BKAKYeHO fABa LWNpuua,
o6bemom 30 M.

Tabnuua 2. TexHUYeCcKMe xapakKTepucTukn wnpmuya o6vemom 30 mn

MapameTp 3HaueHune, c™m
[NviHa Wnpuua oT HaKOHeYHMKa A0 KOHLLA NMOPLLHS 12,42

[NviHa uMnnHapa Wnpuua, BKAYas HaKOHeYHWK 9,9
LLIMPMHAKPbILUKUNOPLLIHSA 2,54

[nvHa pyuku wnpuua 5,71
LLvpuHauuaMHapawnpuua 2,64
ToNWwmMHa pyYKM WNpuLa 0,18

dunbTp ceTyaTbliii NpegHasHaveH AN YNaBMBAHWUSA  KPOBSAHbIX CrFYCTKOB U3
acnMpupyemoro cofepXxXumoro. PunbTp ceTyaTblii NpeacTaBnseTr cobo MNoAMNPONUIEHOBbLIN
o6og (MM Purell RP271 ¢ pobasneHnem kKpacutens Blue CC 324 C), Ha KOTOPOM KpenuTcs
ceTyaTas CTpyKTypa (HerinoH BD Falcon) ¢ pasmepom nop 40 MKM.

Tabnuua 3. TexHUYECKNE XapaKTEPUCTUKUN hubTpa ceTvaToro

MapameTp 3HayeHne, MM
BbicoTa 14,60
HwxHuingnavetp 25,2
BepxHuigmameTp 25,7
AnnHapyuku 1U

Tpy6Ka yanuHUTeNbHAaA ¢ KpaHUKOM MpefgHasHaveHa ans NoAcoeAMHEHUS LWNpuLa K
KaTeTepy. Tpybka nsrotosneHa 13 NMBX Xtra-Flex HS-914, KpaHUK - 13 NOANOKCUMETUNEH /
nonvauetat (MOM) Delrin ¢ gobasneHuem Kpacutens Green H35, agantep Ansa coeguUHeHUs
CO LWNpULEM M ajanTep AN coeauHeHUA ¢ KaHwonelh Jlyep Jlok - 13 nonumkap6oHata (MK)

Makrolon 2458.
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Tabnumua 4. TeXHNUYECKMe XapaKTEPUCTUKM TPYBKN YANNHUTEbHOW ¢ KpaHMKOM

MapameTp 3HaueHue, cM
[nviHa, BKNOYas KpaHUK 19+1
Hapy>xHblih gnameTp 0,125+0,03
BHyTpeHHMAgnameTp 0,06+0,02

NMoka3zaHnA K NPUMEHEHNIO
KateTep acnupaumnoHHbiii POLLUX B Habope nokasaH Ans yganeHuUss TPOMOOTUUECKMX
MacC WM MSAFKUX 3MOO0/I0B M3 KOPOHapHbIX apTepuid, B TOM 4ucCie W nepesj npoueasypon
CTEHTUPOBAHUS:
-y 60/bHbIX C NLLEMUYECKO 60Me3HbIO cepua B pe3ynbTaTe CTEHOTUYECKOIrO MNOpaXeHUs
KOPOHapHLIX COCY[0B;
-y 60MbHBIX C uWWeMMUYecKolr 6071e3HbI0 cepAua B pesynbTaTe OKK/H3UPYIOLLEro
NopaXkeHNs KOPOHAaPHbIX COCYA,0B;
-y 60/IbHbIX C MLLIEeMUYECKOW 60Me3HbI0 MOoCc/e a0OPTOKOPOHAPHOro LUYHTMPOBaHUA MNpU
NleYeHNN CTEHOTUYECKNX MOPAKEHUI LLIYHTOB apTepuin cepaua;
- [4NS neyeHUs OCTPOM MNN YrpoXKatoLLer OKK/03UM KOPOHAapHbIX apTepuii, BO3HUKLUENR B

pe3ynbTaTe HeyaauyHoOro YpeckoXKHOro KOPOHAPHOro BMeLLaTe/IbCTBa.

MpoTmBoNoKasaHUA

MNMpumeHeHWe KaTeTepa acnupauyuvoHHoro POLLUX B Habope nMpoTMBOMNOKa3aHo
nauyeHTam co crefyroLWmMMn COCTOSHUAMMN:
- TMaymeHTbl, KOTOPbIM MPOTUBOMOKa3aHa aHTUTPOMOOLMTaPHAs N aHTUKOoarynsaHTHas Tepanms.
- HesawmuieHHoe nopaxeHwe CTBOA N1IEBOIA KOPOHAPHOW apTepun.
- bepemeHHOCTb U rpyAHOe BCKapMvMBaHUe.
- Tpom603cocy0B roNOBHOr0 Mo3ra.
- BeHO3HbIVi TpOM603.
- Xnpypruyeckme sBmellaTeNbCTBa 3a ABe HeAen Ao MMnaaHTaumm, poasl, Guoncus n NyHKUms
cocyfa, KOTOpbI He MOXET 6bITb MOABEPIrHYT KOMMPECCUN.
- TMopaxeHne KOPOHapPHbIX apTepuii B 061acTn bmudypKaunu.

- BblpaxeHHas Ka/ibLmKaLmsa NopaXKeHHbIX KOPOHAPHbIX apTepuid.
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Bo3MOXHble MO60YHbIE 3(hEKTHI

- OcTpbln NHGAPKT MUOKapaa.

- Anneprudyeckas peakumss Ha aHTUKOArynsHTbl W/WIM aHTUTPOMOGOLMTAPHbIE Mpenaparhbl
W/ PeHTreHOKOHTPaCTHbIe NpenapaTbl /Wi aHeCTETUKMN.

- CreHokapgus

- ApuTMuUK, B TOM HmUcne PUOPUNNALUA XeNyL0UKOB U XeNyL04KoBas Taxukapaus

- ApTepuoBeHoO3Has ucTyna.

- TamnoHaga cepgua.

- CmepTb.

- OwuctanbHas am60onus (Bo3ayLuHas, TKaHeBas WM TPOM60TUYeCcKas)

- OKCTpeHHOe aOPTOKOPOHApPHOE LLYHTUPOBaHME

- [lemaToma.

- KpoBoTeueHue.

- ApTepuanbHag runoteH3na/runepTeH3vs

- VIHeKUMOHHbIe OCNOXHEHUSA

- VIHeKUMOHHbIe BOCNasieHNA

- Vwemuna mmokapaa

~ [Auccekumns, nepdgopaLms Nam paspbiB KOPOHAPHOM apTepun

- JloxHasa aHeBpU3Ma 6epeHHON apTepuun

- lNoyeyHasds HeJOCTATOYHOCTb

- PecTeH03 KOpoHapHO apTepuu

- Lok Z0TeK Nerkmx

- CnasM KOpOoHapHbIX apTepuii

- WNHcynbT / HapylleHMe KpoBoObGpallleHUsi COCyOoB TFOM0OBHOrO Mo3ra / TpaH3UTOpHas
MLLIEeMNYECKasn aTtaka

- MonHas OKKNH31S KOPOHAPHO apTepum nam Tpom603.

- TpaBma cocyfa, TpebyroLas Xnpypruyeckoi KoppekLunum

- I'mcronormyeckne uU3IMEHeHUs B CTeHKe cocyfa, BK/O4Yas BoOcnasieHWe, MNoBpexaeHue

KNETOK NN HEKPO3.

Mpenynpe>kaeHns 1 Mepbl NPesoCTOPOXKHOCTU
1. Mepep Havyanom paboTbl 06pPaTUTE BHMMaHME Ha CPOK FOAHOCTU U3LeNns.
2. KateTep acnupaunoHHbiii POLLUX B Habope MOXeT MCN0Nb30BaThCA TO/IbKO Bpavyamu,

npoLleALWIMM COOTBETCTBYHOLLEe 06yUeHMe 1 06/1a4al0WMMN HaBbIKaMW aHTMOrpPacnn 1

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



YPECKOXHOM TPaHCNIOMUHa/ILHOW KOpPOHapHoW aHrmonnactukm (UTKA) KopoHapHbK
cocyfoB. Bo Bpems npoBefeHUs BMelUaTe/IbCTBA HEOOXOAMMO 06ecrneynTb Hau4me
roToBOI K paboTe KapanoxXmpypruveckom 6puragp.

3. He wucnonb3ynTe cpeAcTea, CoOAepXall,Me OpraHWYeckue pacTBOpUTENU, WK
KOHTpACcTHble CpeAcTBa Ha MacnsiHOW OCHoBe. KOHTpacTMpoBaHWe 3TUMWU cpeacTBamMu
MOXXeT MPUBOAUTL K MOBPEXAEHWNIO KaTeTepa A1 acnmpaumn.

4. Yb6eamtecb B OTCYTCTBUWU MepPernbos, CKPyUUMBaAHUA WM APYrUX MoBpexaeHuin. He
WCMONb3ynTe N3genme Npu BbiBNEHUN KaKUX-TNO0 AedIeKTOoB.

5. Tlepen vcnosib3oBaHWE MPOBEPbLTE COBMECTUMOCTb AMamMeTpa 1 AJIHbI acnmMpaunoHHOro
KaTeTepa C Hanpas/AoWMM KaTeTEPOM Y MPOBOLHUKOM.

6. lNpoBepbTe HaAEXHOCTb BCEX COEAMHEHWIA COCTaBASAKOLWMX Habopa, WCKIKUYUTE
NPoOXoXAeHne BO3ayxa B LUNPUL, AU B YOJUHUTENLHYIO TPYOKY BO Bpems acnupaumuv
yepes KaTeTep.

7. Mpwn acnupauumn Tpomba 06BLEM acnmpauum KOPPeKTUPYIOT C YUYETOM AuameTpa cocyaa,
M3 KOTOPOro NpOBOAAT acnmpauuio Tpomba, U KPOBOTOKA K LeneBoMy y4dacTky. (Ecnum
3TM f[Ba napameTpa ABMAAKOTCA CULLIKOM MalbiIMW OTHOCUTE/NIbHO 06bemMa acrmpauum
JaHHOro KarteTtepa, Y AMUCTa/IbHOrO KOHLA KareTepa MOXeT co3faTbCA OTpuuartesisHoe
JaBneHune.)

8. Ecnn Hanpasnswowuii KaTeTep 3ak/MHMBaeT Ha BXO4e B KOPOHApPHYH apTepuio nam
MMeeTCcs CTeHO3 Bbllle LefeBoro y4yacTtka, Ha KOTOPOM MpPOBOAAT acnmpauuio,
npoueaypy Heo6xo4Mmo MPOBOAUTL OCTOPOXHO, MOCKO/bKY BO3MOXHa Aedhopmarms
cocyna Wi UMMIaHTUPOBAHHOIO CTEHTa OTpuLaTe/lbHbIM [AaB/fieHWEM, BO3HUKAKOLLLMM
npn acnupauun. [Ecnyv KPOBOTOK Yy LENEeBOro y4yacTka, Ha KOTOPOM MNpoBOAAT
acnmpauuio Tpom6a, ABNAETCA CAULLIKOM MasibiM MO CPaBHEHWUIO C 06BEMOM acnmpauum y
JaHHOro KareTepa, y AWCTaNbHOrO0 KOHUA KaTeTepa MOXEeT C034aTbCsA OTpuuatesibHoe
AasneHue.]

9. TMMpwu ncnonb3oBaHUM KaTeTepa 415 acnupaumy Tpomba U3 COHHOM apTepum, He06Xo4MMO
MCMo/b30BaTb YCTPOICTBO 3alUThl AUCTANIbHOIO KOHLA KaTeTepa, KOTOpOe BPEMEHHO
6/10KMpPYeT ANCTa/IbHbIM KOHEL, Lie/IeBOro MOpPaXKeHHOro y4vacTka.

10. Bo BpemMs yCTaHOBKM [AHHOr0O KaTeTepa B COCYAbl, HanpaBnswOLMi KaTeTep cnegyet
NnpombIBaTb  COJIEBbIM  PacTBOPOM C  remapuHOM, 4YTOGbI  BOCMPEnATCTBOBATb
CBEPTbLUAHUIO KPOBW.

11. KateTep Heo6xoaMmMo NOAroToBMTbL K paboTe, NpeaBapuUTeNbHO yaanmB ocTaTKM BO3gyxa

N3 KateTepa nnnm wnpuua.
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12. NaHHbIN KaTeTep MOXXHO yCTaHaB/MBaTb TOMIbKO C MOMOLLLIO NPOBOAHUKAE, B MPOTUBHOM
c/lyvae BO3MOXHO MOBPEeXAeHWe NN NPOKOS COCYAUCTOM CTEHKMW.

13. Heo6xo04MMO MOMHOCTLIO NMPOABUHYTbH MPOBOAHMUK, YTOObI OH AOCTUran KoHua cocyfaa,
[0 MecTa acrnmpauumn, B NMPOTUBHOM C/lyyae, BO3MOXEH ero BbIX0[ W3 MpocseTa Ans
MPOBOAHUKA, YTO MOXET NMPUBOANTL K MOBPEXAEHMIO UKW NPOKO/Y COCYANCTOMN CTEHKMW.

14. Ecnv nNpoBOAHWK BO BpeMsa Mpoueaypbl BbMNAea U3 NpocseTa 419 MPOBOAHUKA, yAannTe
KaTeTep v NOBTOPHO BCTaBbTe MPOBOAHUK.

15. Bo Bpems npouegaypbl acnupauyum Heob6xoAumMO NOCPEeACTBOM  pPeHTreHockonmu
MoOATBEpPANTbL PacrosioeHne Katetepa U Tpomba. [[Npu ycTaHOBKe [aHHOro KaTetepa B
o6nacTb Tpomba KaTeTep MOXeT CABMHYTb TPOMO U Bbi3BaTb ero paspylleHuve. Kpowme
TOro, NpUKpersieHne OUCTaIbHOIO KOHLA KaTeTepa K CTeHKe cocyfa npu acnmpauum
Tpomb6a MOXET BbI3BaTb NOBPEXAEHNE COCYANCTON CTEHKN.]

16. Ecnn BO BpeMs nNpoueaypbl OTMeYaeTcs 3HauMTeSlbHOe COMpPOTMBIIEHME, HEeo6X04MMO
YCTaHOBUTb TMPUUYMHY U MNPUHATD HEob6XoAuMble Mepbl MNpexae, 4Yem Mnpofo/KaTb
npoueaypy. B nNpoTMBHOM c/lydae BO3MOXHO MOBPeXAeHWe coOCy[0B UM pa3pbis WadTa
KaTeTepa, KOTOPbI OCTaeTcs B OpraHM3mMe nauueHTa.

17. Ecnv faHHbIA KaTeTep NpoBefeH B 061acTb, B KOTOPOM HaXoAUTCHA CTEHT, YCTAHOBKY WU

yJasieHVe KaTeTepa crefyeT NMPoOBOAUTbL MeAIEHHO, YTOObl ANCTa/bHbIM KOHeL, KaTeTepa
He OKasasics 3aXXaTbIM PacropKoOWM CTeHTa. Pacrnopka MOXeT OKa3aTbCs B MPOMEXYTKe
MeXay KaTeTepoM U MNPOBOAHWKOM, 4YTO TMOTEHUMAsIbHO MOXET TMpuBECTU K
MOBPEXAEHMIO CTEHTA U KaTeTepa.
Ecnn oTmevaeTca Kakoe-nMbo ConpoTmMBeHNE, He NPoABUraliTe U He yaansainTe KaTeTep C
cunoii. MpoBepbTe, OKasancs N KateTep 3axaTbiM. Ecnuv Takas cuTyaumss MMeeT MecTo,
nocrtapanTecb yAainTb KaTeTep U3 pacrnopKy CTeHTa, M3MEHSIA MOJIOXKEeHUEe KaTeTepa U
MpoBOAHMKA.

18. He npogsuraiite aTOT KaTeTep K AMUCTaNlbHOMY Y4YacTKy B Cnyyae WMMaHTaumm
BEHO3HOro chunbTpa: 6anka uibTpa MOXET MOBPeAUTb KaTeTep WM cNoMaTb LadT
KaTeTepa, OCTaBMB 4YacTULbl MHOPOAHOIO MaTtepuana BHyTpY OpraHn3ma.

19. MNpwv nNoBpeXAeHUN NN UCKPUBMEHMUN LIaddTa KaTeTepa ero Heo6xoAuMo 3aMeHUThb. [B
Cny4yae ecnm 3To NOBpexaeHne 6yaeT NMPOUrHOPMPOBaHO, a KateTepa 6yeT NPoLoMKaTh
MNCM0Mb30BaThCA, acnupauus MOXeT o0KasaTbCsa HeycnewHoW, Wi npounsoiger
nospexaeHuve wWadita KateTepa, Tak YTO OH OCTAHETCH B OpraHuU3Me naumneHTal.

20. Ecnu BO Bpems YCTAHOBKW, MepemMeLLeHns UKW YOaNeHUs 3TOro KaTetepa OTMeuvaeTcs
3Ha4YUTeNlbHOE COMPOTUB/IEHME, CNefyeT TMPOBEPUTL TO, UYTO He MNPOM30LLNO

nepekpyuYmBaHUsi MPOBOAHMKA. B cnydyae Takoro nepekpyumBaHus (Mpu HeGOMbLLOWA
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21.

22.

23.

24.

25.

26.

27.

28.

29.

30.

[ONVHe npoceeTa NPOBOAHMKAE) MPOBOAHUK MOXET 3aBUTbCA BOKPYI CTEPXHSA KaTeTepa.
Kpome TOro, npu MNOATArMBaHWW 3TOr0 KaTeTepa BHYTPU COCY[O0B O0OpaTtHO K
HanpaenALWEMY KaTeTepy MOXeT NPOU30ATU pacxoxieHne Mexay cTepXHem KaTeTepa
1 NPOBOAHMKOM MNOJ LLUMPOKUM YI/oM. [py Taknx 06CTOATENbCTBAX yAaneHne KaTeTepa
CU/OM MOXET NPUBECTU K MOBPEXAEHUIO KaTeTepa Uiv NPOBOAHUKA.

MNpy HepoCTaTOYHONM Mepejayn BpalllaloLLero MOMeHTa MOXeT MPOU30ATU CKpy4MBaHME
wadpta kateTepa. MNMpy ckpyUnBaHMUM WadTa KaTeTepa BO3MOXHO MOBpeXAeHMe KaTeTepa,
KOTOpbIM 3aTeM OCTaHeTCs B OpraHuM3mMe nauueHTa.

Bpay onpegenser o06bem acnupaunu UHAMBUAYANbHO A1 KaXK4Oro Tpomba un
KOPPEKTUPYET 06BbEM NOCPEACTBOM acnmMpaLMoOHHOro LWNpULa.

Bo3ayX M KpOBb, acnmMpupoBaHHble B LINPUL, M3 TpomMba, He AO/DKHbLI nonajatb W3
KaTeTepa B OpraHmM3M naumeHTa.

JaHHbI KaTeTep He crefyeT BBOAUTL WM ObICTPO YAansATb M3 Y4YacTKOB C CWU/IbHO
M3BUTBIMW COCYAaMK, ¢ BUdypKaumsMm cocyoB UM ¢ Kanbuudukaumamu. [B Takux
cnyyaax BO3MOXXHO M3rvbaHue Wnm roBpexaeHue CTepXXHA Ha ero AMCcTanbHOM KOHUE,
UTO MPUBELET K MOBPEXAEHUIO cocyaa.]

CnefyeT nMpuUHATL Mepbl MPefOCTOPOXHOCTM ANA NpPefoTBpaLleHUs MNOoBPeXAeHUs
KaTeTepa Apyrnm ob6opynoBaHuWeM (Hanp., CKasbnensmMm, Ne3BUsMu UM HOXXHULAMMU).
He ncnonb3yiite NoBpeXxAeHHbIA KaTeTep.

Mpy u1cnonb3oBaHUM  [JAHHOrO KateTepa Yy NauueHTOB clledyeT  OTCAeXmBaTb
Temnepatypy Tena, apTepuva/ibHOe AaBfieHVe, NynbC U AblxaHue. B criydae no6bIx
OTK/IOHEHUIA 3TUX MoKasaTene cnefyeT OCTaHOBUTHL AaHHYKO Npouefypy an rnpuHATb
COOTBETCTBYIOLLME MEPbI, KOTOPbIE, M0 MHEHUIO Bpaya, ABAAKTCA HEOOX0AUMbIMU.

He wucnonb3yiite KateTep AN WHAY3UN ANArHOCTUYECKUX, 3MOBOMUNPYIOWMNX UK
TepaneBTUYECKUX MaTepuasioB B KPOBEHOCHble COCYAbl, TaK KaK u3genve He

npegHasHa4eHo And Takoro npuMeHeHuA.

He BBOAUTE LUNPUL, YANNHUTENbHYO TPYBKY UK 3anOpHbIA KnanaH BHYTPb OpraHmM3Ma
naumeHTa.
CM. WMHCTPYKUMW, MOCTaBsieMble C APYrMMU MHBa3VMBHBLIMWU YCTPOMCTBAMM, KOTOpPbIE

npeanonaraeTcsi MCMoib3oBaTb BMeCTe C JaHHbIM HabopoM - 4To6Gbl Yy3HaTb O
npeanosaraeMoM  MNPUYMEHEHWM, MPOTMBOMOKA3aHUAX, MNPefynpeXxaeHusx, Mepax
NPeAoCTOPOXKHOCTU N MHCTPYKLMAX MO NMPUMEHEHUIO AaHHbIX YCTPOCTB.

Ecnu Bo Bpems acnupauuv He NPOUCXOAUT HaMO/IHEHME LINpULa KPOBbD U ecTb
NoAO3PEHNN Ha 3aKyMoOpKy KaTeTepa, He MpPOMblBaiiTe KaTeTep, MOKa OH HaxoAuTcs

BHYTPW OpraHmama nayyieHTa.
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31. He BBOAWTE pacTBOP KOHTPACTHOro mMpenapata Moj [AaB/eHWEM B TMPOBOAHUKOBbLIN
KaTeTep MNPV HaxOXAEeHWUM B HEM acnMpPaLMNOHHOro Katetepa. OTO MOXET MOBPeAUTb
KaTeTep A1a acnupauymn 1 3aTpyAHUT ero U3B/edeHne 13 NPoBOAHMKOBOIO KaTeTepa.

32. Mpy 3aTpyAHEHUM WM MNPeKPaLLEHNUN OTTOKa acnMpupyemMoro COAEePXXMMOF0 He
NbiTaiTeCb NPOMbITb MPOCBET KaTeTepa, MOKa OH HaxoAUTCA B COCYAMCTOM pycre Yy
nauyeHTa. 9TO MOXET MPUBECTU K CEPbE3HbIM OC/IOXKHEHUSIM, TaKUM Kak: rnonagaHue
Tpomba B COCYAUCTOE pycno, TpPom6oambonua w wnn cMepTb NauueHTa. CneayeT
yAannTb KateTep, MPOMbITb MPOCBET KaTeTepa BHe MalMeHTa, WX MUCNOo/b30BaTh HOBbIV
KaTeTep.

33. MNpun ncnonb3oBaHUM KaTeTepa AN1A acnupaumy nauMeHTy MokKasaHa COOTBETCTBYHOLLAA
Tepanusi  (aHTUKoarynsiHTamu, —BasoguiatatopaMm W T.4.) COr/laCHO  MPUHATLIM

cTaHJapTam fleyeHust.

Cnocob npumeHeHuH
MpoBepkKa u3genns Ao Hadana paboThbl

BHMMaTe/IbHO OCMOTPUTE CTEPW/SIbHYIO YMNaKOBKY, TMpexae 4em BCKpbITb ee. He
MCNonb3ynTe KaTeTep acnupaunoHHbii POLLUX B Habope nocne UCTeYeHUA CPOKa rogHoCTU.
[N yTouHeHUs npoueaypbl Bo3BpaTa MpyY HapyLLUEeHUWM LefoCTHOCTU CTePUbHOM YrakoBKN,
cBskUTeChb ¢ npoussoguTtenem QualiMed Innovative Medizinprodukte GmbH, NepmaHuna mnnm
ero yrnosIHOMOYeHHbIM npeacTtasuTenem Ha Tepputopun PP - 3A0 “JlaHueT”. KOHTaKTHbIe
afpeca W TenedpoHbl yKasaHbl B pasgene  “lapaHTuiiHble 06s53aTe/ibCTBa HaCTOALLEN
VIHCTPYKUUN. He ncnone3yinte n3genve npu BbiSIBIEHUWN KaKUX-TMG0 fedIEKTOB CaMOro m3genns

WM ero ynakoBKW.
MPNMEYAHWME: Ecnn BO BpemMs WCNOMb30BaHUA W34eNNS  MPOKCUMasbHbIA  waddT
acnMpayMoHHOro KaTeTepa COFHYT WX U3BUT, HEOOGXOAUMO MpPeKpaTUTb

MNCnoJsib3oBaHWMe 3TOro n3genns.

N3pennsa v matepuanbl, HeO6XoAUMbIE 419 acnMpauumn, HO He BK/IHOUEHHbIE B YMNaKOBKY
KaTteTepa acnupayunoHHoro POLLUX B Habope (Bce wusgenma m martepuanbl ABNAKOTCA
OHOPa30BbIMU: Hefb3s1 CTEPUIN30BaTb UX N/WIM NCMNO/b30BaThL MOBTOPHO):

- Y-KOHHEeKTOop.

- [MpoBOAHUK.

- TpoBOAHMKOBLIKaTETEP.

- [enapnHM3MpoBaHHbIN PU3NONOrNYECKNIA pacTBop.

- BannoHHoe ycTpoIACTBO AN ANCTaIbHOM 3almThl (He 0653aTebHO).
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- Mrna gna npomsiBaHUA.

- WHTpoabtocep.

NofroToBKa U3fenus k paborte

CHATNe ynakKoBKHU (ﬂ owarosasf VIHCprKLU/IH)
1. AcenTuyecku ypanuTe usgenus, Bxofsuime B Habop, U3 repMeTUYHOro CTepPUsIbHOro
NonM3aTUIEHOBOIO NakeTa. Y aannTe KateTep acnupaumoHHbii POLLUX 13 gucneHcepa.

2. Ypanute 3aLLI,I/ITHbIVI NMPoOBOAHUK N3 ,CI,VICTaJ'IbHOVI 4acTn aCnmpauynoHHOro Karetepa.

MpoMmblBaHne npoceeTa pAnf acnupayum u npocBeT ANA NPOBOAHMKA

katetepa acnupaunoHHoro POLLUX (MowaroBasd MHCTPYKLMA)

a) 3anofiHMTe LWNpUl, BXOAAWMIA B Habop, renapMHU3IMPOBaHHbLL  (IU3NOIOTUYECKUM
pactBopom (10 mn), yganue BeCb BO3A4YyX M3 LUNPULA.

b) CoeanHMTE HaKOHEYHMK LUMpULA C aaanTepoM YAINHUTENbHOW TPY6GKM ¢ KpaHUKOM, aganTep
YANVNHUTENbHOW TPYGKM COeAMHUTE C HaKoOHeYHMKOM Jlyep J1oK KaTeTepa acnmpalyOHHOro

POLLUX (kak 3TO NnokasaHO Ha PUCYHKe HUXe)

1- kaHtona Jlyep J1ok KaTeTepa acnmpaunoHHoro POLLUX

2 - HakKoHeYyHUK Jlyep Jlok KateTepa acnupaunoHHoro POLLUX

3 - KpaHUK YANUHUTENTbHOW TPYOKU

4 - wnpwuy,

c) Bo3gyx BHyTpuM npoceeTa gna acnupauum Katetepa POLLUXh wnpuua saMecTUTe NoSHbIM
06BEMOM renapuHU3NPOBAHHOIO PU3MOMOMMYECKOro pacTBopa, HaxogawmmMea B wnpuue. Ecnu
BbITECHEHME BO3JyXa OKa3anocb HemnosiHbIM, MOBTOPUTe aTanbl 3a) - 3C) M 3aKpoKTe KpaHUK
YIA/IMHUTENBbHOM TPYOKM MOC/ie MPOMbIBaHUS.

d) TlMoacoeauHUTe WwUrny Ans  MpoMbIBaHUA K APYroMy MOArOTOBAIEHHOMY  LUMNPULY,

3arofIHeHHOMY TenapUHU3NPOBAHHBIM (PMU3NONOTMYECKMM PACTBOPOM. 3arnosiHATE PacTBOPOM

NpocBeT AN NPOBOAHMKA Y ANCTA/IbHOTO KOHLA AaHHOro KaTeTepa.
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MpumeHeHne kaTeTepa acnupaumorHHoro POLLUX B Habope gnsa acnupauuu
I'Ipou,e,qypa BBEAEHNA KaTeTepa B OpraHM3M naymeHTa

1) Tepep ncnonb3oBaHWEM MPOBEPSOT COBMECTMMOCTb acnupauuoHHoro Katetepa POLLUX
C NPOBOAHNKOBbLIM KaTeTepoOMM NpPoBOogHWNKOM, cOorsiacHoO Ta6n|/|u,e:

MnameTp COBMECTUMOTO NMPOBOAHMKOBOTO ,
A P P A AvnameTpnpoBOAHUKAE, 7TMM

kaTeTtepa, F/’Vmm

5F/0.0587 /1,47 mm 0,014'70.36MM™
6F/0.070” /1,78 MM 0,014'70.36MM™
7F /0.081°72,06 MM 0,014'70.36MM™

2) BBeauTe NMPOBOAHMK W MOC/E YCTAaHOBKM Y -KOHHEKTOpA MPOABUHbLTE €ro AucTasibHee

NnopaXeHHOro yyacTka cocyga. Ecnu mcnonb3yetca 6anl10HHOE YCTPOMCTBO ANS AUCTaNlbHOMN
3alunThl, NpoABuUranTe 6anoH 40 KOHLA MOPaXKeEHHOr0 y4yacTKa.

3) BBeauTe NPOKCMMaNbHbLIA KOHeL, NPOBOAHMKA B AUCTa/IbHYHO YacTb COOTBETCTBYIOLLLENO
rnpocseTa faHHOro Karetepa.

4) Mon peHTreHOCKOMUYEeCKUM KOHTPO/SEM 4epe3 Y -KOHHEKTOP BBeAUTE acnupauyioHHbIN
katetep POLLUX, TakK, 4TOObl PEHTreHOKOHTPACTHbIA MapKep Ha ero AucTaZlbHOM KOHLE
OOCTUT LIesIeBOro y4yacTKa cocyja.

[na npefoTepalleHns cKpyvmBaHms wadita yaepxmeaite KateTep POLLUXna pacctosaHum 2-3
CM OT Y -KOHHEKTOopa, Mea/leHHO BBOAUTE KaTeTep B OTBEPCTUE MHTPOALIOCEPaA A0 TexX MNop, Noka
KaTeTep He AOCTUIHET Le/IeBOro yyacTka.

5) AKKypaTHO 3aKpoiTe Y-KOHHEKTOpP, 4TObObl MpegoTBpaTUTb  KPOBOMOTEPHD U
CONPOTMB/IEHNE MaHUMYNALUAM C KaTeTepoM BO BpeMs MpoBefeHNA npoLeaypbl acnmpaumu.

6) OTcoeanHNTe ajanTtep YAJUHUTENbHOM TPYOKM (COeAMHEHHOM CcO wnpuuem) oOT
HakoHeYyHuKa Jlyep JIOK cTueTa, N3BeKUTe CTUNET n3 Katetepa POLLUX.

7) MOBTOPHO MpUCOeaVHUTE afdanTep YAIMHUTENbHOM TPyO6KM K KaHwone Jlyep Jlok
acnmpaunoHHoro katetepa POLLUX.

8) lMocne noaTeepXXaeHUA nonoxeHnsa katetepa POLLUX peHTreHOCKOMUYECcKU, OTTAHUTE
nopLieHb LWNpuua Ao >kenaemoro o6bem. [locne dmkcauuy MNOPLLHA, CHU3bTe AaBfeHue
wnpue.

9) OTKpOWTe KPaHWK YATMHNTENbHOM TPYOKNN HAUHMTE acnupauuio:

B cnyuae, ecnin 6annoHHOe YCTPOACTBO 419 AUCTaNbHOMN 3alUThl HE NCMOb3YeTCA:
OTKpONTe KPaHUK YATMHUTENbHOW TPYOKM U MeAsleHHO npoaBuMHbTe KaTeTep POLLUX K
TpomMby Ans npoeefeHMs acnupaunn. 3atem oToaBuMHbTe KateTtep POLLUX K NnpoKcumaibHOMY

KOHLLY MOPa>KEHHOr0 y4acTKa.
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B C/Ny4yae WMCNOMb30BaHUSA 6an/IOHHOro ycTpoWcTea [ANA AUCTANIbHOW 3aWuTbl A4
npefoTBpaweHna ambonmm ydyactkamm Tpomba, B COOTBETCTBUM C €r0 WMHCTPYKLUMENA MO
NPYMEHEHMIO, MPOBEAUTE BPEMEHHYIO OKKJ/HO3MIO LIeNIeBOro yvacTKa. 3aTeM OTKPONTe KpaHUK
YANMHUTENBHON TPYOKM M MeafsieHHO npogsuraiite Katetep POLLUX uyepe3 BClo 06nacTb
Tpomba ANn5 NpoBefeHUs acnupauun.
Janee 3akpoiTe KpaHWK YONUHUTENbHOW TPyoku wun ypanute wnpul. Ecnm Tpebyetcs
3KCTPeHHas pekaHanusaums, HeMeaneHHO cAyiTe 6an/ioHHOe YCTPOWCTBO ANA AUCTasIbHOW
3allUTbl B COOTBETCTBUU C €r0 MHCTPYKLUMEN MO NPUMEHEHMUIO.

Cofep>Xnmoe acnmpara NoMecTuTe CeTKY CeTyaTtoro ounbTpa Ana rnocnefyroulen oLeHKN
3hPEKTUBHOCTU acnupaLmn.
10) Ecnn TpebyeTcAa NOBTOpHas acnupauus, To rocfe yAaleHUs acrnmpupoBaHHOro
mMartepuana 13 Lwnpuua NoBTOPHO NPUCOEAUHUTE LUNPUL, K KPaHUKY YASMHUTENLHOW TPYyOKUmn

noBTopuTe aTanbl 8-9.

YpaneHnne katerepa acnupayumonHoro POLLUX B Habope

1) Y6epuTecb, UTO acnnpauus TpoMmba 3aBepLUEHa;

2) Y6eauTecb, YTOKPaAHUK YASIMHUTENbHON TPYOKNHAXOANTCA B 3aKPbITOM MOSIOXKEHUMN,

3) MeaneHHo ygannTe acnUpaunoHHbIi Katetep POLLUX;

4) TlpoBepbTe Y -KOHHEKTOP Ha  OTCYTCTBMe Tpomba. [Mpyn Heo6XoAMMOCTU, yaanuTte
ocTaTkuy Tpomba 13 Y -KOHHEKTOopa.

5) Ecnun TpebyeTca NOBTOPHOe BBefeHMe kaTeTepa POLLUX, To Heo6xoAuMO cHayana
BBECTU CTWUAET B KaTeTep, a MOTOM MPOBECTM acnmMpauuio, HauduHas ¢ npouesypsbl
noaroTtoBku Katetepa POLLUX.

MpepocTepe>keHUe 0 MOBTOPHOM UCMOJ/Ib30BaHUN

M3penve npegHasHadyeHO AN NPUMEHEHUS TOMbKO Y OAHOro naumeHTa. He gonyckaetcs
MOBTOPHOE MUCMOMb30BaHMeE, MOBTOPHasA 06paboTka W/WiM NOBTOPHas CTepuUAn3auus M3genus.
NMoBTOpPHOE WCMO/b30BaHME, MOBTOpPHas 06paboTka WAM MNOBTOPHAasA CTepUIM3almns MOryT
HapyLWuUTb CTPYKTYPHYIO LLeNIOCTHOCTbL M3fenns u/wim rnpuBectu K ero rnosIoMKe, YTO B CBOHO
oyepefpb, MOXeT TPaBMMPOBAaTb NaLWeHTa, NOoB/eYb BOSHUKHOBEHME 3a60neBaHUi AN CMepPTb.
NoBTOpPHOE MCMO/b30BaHMe, MOBTOpHaA 06paboTka W/WiM MNOBTOPHas CTEPUNMU3ALUA Takke
MOTyT C€034aTb PMWCK 3arpAsHeHUs wusgenns W/wm cTatb NPUYUMHON WHUUMPOBAHUS WUn
NepeKpecTHOro MHPUUMPOBaAHUA MauMmeHTa, B TOM 4ucie CcTaTb NPUYMHONA  nepefadu
MHEKLMOHHOIO 3a60neBaHNs OT O4HOro MauueHTa gpyromy. KoHTammHauus n3genns Moxet

NPUBECTM K NPUYMHEHNIO Bpeaa NauMeHTy, 3a60/1eBaHUIO0 UM CMEPTU NauMeHTa.
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Coaep>Xnmoe: 1 KaTeTep acnupauunoHHbiii POLLUX B gucneHcepe, 2 wnpuua, 1 dunstp
ceTyaTblii, 1 TpyoKayANMHUTENbHAAC KpPaHWKOM3aKpenieHbl Ha KapTOHHO
NOAJ/IOKKE W YMaKOoBaHbl B FEPMETUYUHbLIA CTEPUSIbHbIA MOIN3TUIEHOBLIN
nakeT. MNakeT ¢ U3LENUAMWU, MHCTPYKUUA MO MPUMEHEHUID U MOrNoTuUTesb

Bflarn MoMmeLLeHbl B KAPTOHHYH KOPOGKY.

PekomeHayeMble YCNOBUSA TPAHCMOPTUPOBKU, XPaHEHUSA, NMPYIMeHEHUA
1. TpaHcnopTupoBaTb Npu TemnepaType 20 - 25°C, 0OTHOCUTENbHOWM BNaXKHOCTM 70%.
2. XpaHWUTb B MpoxnagHoM, CyXoM W TeMHOM MecTe, npu Temnepatype 20 - 25°C,
OTHOCUTENbHO BNaXKHOCTU 70%.
3. YcnoBus npuMeHeHUs - npu temnepatype 20 - 25*°C, 0THOCUTENbHO BlaxHOCTU 70%.
4. CMm. pasgen «[padmyeckme CMMBOMbI, MCMNOJMIb3yeMble Ha 3TUKETKax MepPBUYHON U
BTOPUYHOW YMaKOBOK».

5. WMcnonb3oBaTb HeMeAleHHO Mnocrie BCKPbITUA CTepI/IfIbHOI\/’I YMaKOBKMW.

YKaszaHunA Mo yTunansaumnm
YTnnusnpyimite nsgenns U ynakoBKY, MUCMO/b30BaHHbIE BO BpeMs MpoLeAypbl, COriacHo

06LENPUHSATLIM TPeBOBAHUSAM NO YTUAN3ALUN OTXOA0B MEAULMHCKUX N3OENNIA.

Cpok rogHocTun

CPOK FoAHOCTU - 3 roja C faTtbl CTepunmnsaumun. He NPUMEHATb MO UCTEYEHMIO CpoOKa

rogHocCTwn.

FapaHTUINHbIE 0653aTeNbCTBA

Mepen UCnonb3oBaHUEM W3AeNNsA HeoOXOAMMO BHUMATE/IbHO U3YUUTb MHCTPYKLMIO MO
npumMmeHeHuto. MapaHTua QualiMed Innovative Medizinprodukte GmbH gericTByeT TOAbKO npu
YCNOBUW, YTO M3feNne UCMNob3yeTcs B COOTBETCTBMU C WMHCTPYKUMENH no npumeHeHuto. Bce
npeaynpexaeHns, cofepxalinecs B UWHCTPYKUMM NO MNPUMEHEHUIO, CcnefyeT cynUTaTb
HeobxoAnMmow YacTbio rapaHTum QualiMed Innovative Medizinprodukte GmbH.

MN3pnenve Heob6xoAMMo WMCMNONb3oBaTh A0 AaThbl «loAeH A0», YKa3aHHOM Ha YMNaKOBKe.
QualiMed Irmovative Medizinprodukte GmbH o6ecneunBaeT rapaHTUO Ha CBOM U3Zenus Ao
JaTbl «0AeH f0», yKa3aHHO Ha ynaKoBKe.

B cnydae HapylleHUs LEeNoCTHOCTU CTEPU/IbHOWM YMNAKOBKW, MPU BbISBNEHUN KakKnX Nmbo
Apyrux  OgedpeKToB YMNakOBKM WM caMoro wusgenus, cesxkmtecb ¢ QualiMed Innovative

Medizinprodukte GmbH, Boschstrasse 16, 21423 Winsen, l'epmaHus, TenedoH: +49 4171 6578

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



0, dpakc: +49 4171 6578 W wAm ero yYMNoOSIHOMOYEHHbIM MpeAcTaBuUTeNleM 3aKpbiToe

aKunoHepHoe obuwectso “SlaHuet” (3BAO “JlaHuet”), Poccusa, 107143, r. Mockea, OTKpbITOE

Wocce, A.17, ctp. 1, TenedooH + 7 (495) 646-56-65, chakc + 7 (495) 646-56-66.

Fpacbl/lquKme CMMBOJIbl, WCMNOJIb3yeEMblE Ha 3TUKETKaxX nemequVl n BTOpl/I‘-IHOVI

yNaKoBOK

CumBon

STERILE £0

LOT
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OnucaHue

CTepunn3oBaHo 3TUNEHOKCUAOM

Homep cepumn

MpownssoguTens

M3penuve npenHasHayeHo  And

O HOKpaTHOro NPUMeEHeHNS,
MOBTOPHO Mcrnonb3oBaThb
3AMNPELLEHO

He cTtepunnsosatb MOBTOPHO

odeH Ao

He ncnonb3oBaTbh Npy HapyLUeHUN
LLeNOCTHOCTM YNaKOBKM

XpaHUTb B MPOX/1agHOM, CYXOM W
TEMHOM MecTe
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' IIponsBoauTen
QualiMed Innovative Medizinprodukte GmbH
Boschstrasse 16
21423 Winsen
I'epmanus
Tenedon: +49 4171 6578 0
®akc: +49 4171 6578 11
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KBannMepg
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KesanuMepg NHHoOBeNTMB MegnumHnpoaykte MuexX
BowwTpacce 16

21423 BuH3seH/Nya

HRB 110723

)JITHOMOUYMBAEM HaLLEero MeHezxepa no puckam:

MWV MaHdpen BepHxappg lMNonbxep

cnopT Ne: C7FCR16HZ
Ta poXaeHus: 04.05.1961 .

Halwero MMeHn noanucatb HaCTOAWMIA AOKYMEHT
"MIHCTPYKUUN NO NPUMEHEHUI0»

annMep VIHHoBeTMB MeauunHnpoaykte MveX

30MNCb)
ptrHa Wmunar WTamn: KeanmMeg
panIFII-OLLI,I/IIZ WuHoseiTne MeAML"MHNpOAytae Mm6X
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082 HoTapuanbHblii peecTp 3a 2014 rog

, Mwuxasnb Jlammepc, HoTapuyc, PataywTpacce 60, 21423 BwuH3eH (Jly3),

FepmaHns,

acTosilMM CBMAETeNbCTBYHO, YTO NpuBefeHHas Ha 060poTe Noanuchb, 3aBepeHHas MHON, 6Gblna

acTaB/ieHa B MOEM NPUCYTCTBUU:
MaHpenom MNonbxepom, pog. 04 mas 1961 roga,
BowwTpacce 16, 21423 BuHseH (/ly3),

MN3BECTHbIM MHE JTMYHO

acnoguH ToNbxep AelcTBYyeT Ha OCHOBaHMM  [OBEPEHHOCTU. [loANVMHHUK
annaraeTcs.

nH3eH (/lya), 12 mapTa 2014 roga
tognuce/
oTapuyc
1nxasnb lammepc
eyatb HoTapuyca BuH3eHa (Jlya). Muxaanb Jlammepc
AMOCTMWMNDb
(Fraarckas KOHBeHUUA OT 5 okTAGpSA 1961 r.)

. FocypapcTtBO: ®epepaTtmBHan Pecny6nuvka FepmaHuns

3ToT opuyManbHbIi JOKYMEHT

. nognucaH Mwnxasnem Jlammepcom
K
. B KayecTBe HoTapuyca BuHseHalllys

. 3aBepeH repboBoli neyatbld HoTapuyca
YOooCcTOBEepPeHo:

. B JlloHebBypre 6. 19 maprta 2014 1.

. Mpe3ngeHToM 3emesnibHOro cy,qa4f|+0|-|e6ypra

« PernctpaumoHHbln Ne  178/2014

. Meyvatb 10. NMopgnucek
Meyatb: 3eMenbHbIN cyq Mo nopyyeHutio
NoHebypra. MpesngeHT noanncb

(Txnn) NHcnekTop CcTULnKn
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€KCT AaHHOIo JOKYMeHTa nepesBes C aHrIMNCKOTo M HEMELKOTro A3blIKOB Ha PYCCKUM SA3bIK
epeBogunkK U NleBawoBa AHHa HOpbeBHa

opog MockBa, ABafuaTb YUETBEPTOro Aekabpsa ABe TbiCAYM YeTblpHaALATOro roga,
1"Opnosa MapuHa AHaTo/NbeBHa, HoTapuyc ropoga MOCKBbI, CBUAETENbLCTBYHO MOAJ/IMHHOCTb
tognucy, caenaHHoin nepesogunkom JleBawoBoil AHHO HOpbeBHOW B MOEM MNPUCYTCTBYU

1nyHOCTL ero yctaHoB/ieHa.

3apeructpupoBaHo B peectpe 3a Llp = e
B3bickaHo no Tapudy 100 pyb6nei

HoTapuyc
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24 [EK 014 Tay

7, OpnoBa MepuHa AHaTONbeBHa, MOTapuyo ropoga MoOCKBbI,
CBUAETENbCTBYIO BEPHOCTb 3TOW KOMUM C MOA/IMHHUKOM [OKymeHTa. B
rtOC/IeAHEM MOAYUUCTOK, MPUMUCOK, 3a4epKHYTbIX C/IOB W WHbIX HEoroso-
PEHHbIX UCMpaB/IeHU WK Kakux-MN'O 0COGEHHOCTel HeT.

MHoto, nuuy, o6paTuB;uemycsi 3a COBeplIEHUMEM HOTapuasibHOro
AeiicTBUA, PasbsCHEHO, YTO MNpPU CBWAETE/IbCTBOBAHMU BEPHOCTW KOMuu
[OKyMeHTa He MOATA00XAAeTCS 3aKOHHOCTb COAepXaHus [OKYyMeHTa u

JICTOB.
Hotapuyc
X A Oprosa
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