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English

Empro™ Embolic Protection System
Instructions for Use

DEVICE DESCRIPTION

The MicroVention Empro™ Embolic Protection System (EPS) is designed to capture and remove dislodged debris during a carotid interventional procedure. It consists of three
basic components and additional accessories: 1) an embolic protection device (EPD) consisting of a nitinol braided mesh filter with an atraumatic distal tip built on an integrated
.014” PTFE coated stainless steel capture delivery wire, 2) a 3.5F delivery catheter with 165 cm length, and 3) a 4.5F retrieval catheter with 150 cm working length. Accessories
include a wire introducer, EPD loading cover, sheath introducer and a torque device. Catheters are provided in two separate dispenser coils. The Empro™ EPS is used in
conjunction with a primary .014” compatible wire (not included in package) with the rapid exchange port to gain access across the lesion site. The .014” integrated Capture delivery
wire is used as the primary guidewire for interventional devices such as a stent or PTA balloon catheter compatible with a .014” or .018” wire. The EPD loading cover protects the
filter, is used to flush and load the filter into the delivery catheter.

Figure 1. Empro™ EPD and Delivery Catheter Set-up

Figure 3. Empro™ Dimensions

190 cm
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Embolic Protection Device RX~ -
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Delivery Catheter RX T
- 150 cm {
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Retrieval Catheter RX L

4.5 Fr.
System Size Reference Vessel Size (mm) A (mm) B (mm) C (mm)
Small 3.0-45 52 36.3 19.6
Large 45-6.5 7.2 42.7 238.1
1 PD111545 Rev. B
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INDICATIONS

The Empro™ EPS is indicated for use as a guidewire to contain and remove embolic
material (thrombus/debris) while performing angioplasty and stenting procedures in
carotid arteries. The diameter of the artery at the site of the filter placement should be
between 3.0 and 6.5 mm.

CONTRAINDICATIONS

The Empro™ EPS is contraindicated for use in:

e Patients in whom anticoagulant, antiplatelet therapy or thrombolytic drugs is
contraindicated

* Patients with known hypersensitivity to nickel-titanium

* Patients with severe vascular tortuosity or anatomy that would preclude the
landing zone requirement or the safe introduction of a guide wire, guide catheter,
introducer sheath, an embolic protection device, delivery catheter, or retrieval
catheter

* Patients with uncorrected bleeding disorders

* Lesions in the ostium of the common carotid artery

WARNINGS

Only physicians who have had appropriate training for carotid artery stenting and
are familiar with the princi clinical icati icati side effects
and it with carotid inter {0 pr should
use this device.

Refer to instructions supplied with all interventional devices to be used with the
Empro™ EPS for their intended uses, contraindications, and potential complications.
Safety and effectiveness of this device as an embolic protection system has not been
established in coronary, cerebral or peripheral vasculatures.

The Empro™ EPS is intended for one time use only. DO NOT re-sterilize and/or reuse it
because it can potentially result in compromised device performance and risk of cross
contamination.

The appropriate antiplatelet, anticoagulant and if necessary, vasodilator therapy, must
be used during the pre- and post-procedure to minimize the risk of embolism and
thrombus.

Avoid using power injection in the cerebral circulation.

Introduce and advance devices slowly to prevent the embolism or trauma to the
vasculature.

Do not oversize or undersize the filter relative to the selected vessel diameter. This
may result in inadequate vessel wall apposition or incomplete deployment of the filter.
Undersizing or oversizing could cause no-flow or slow flow and/or embolism of debris.
Overstretching of the artery may result in rupture and life-threatening bleeding.
Minimize movement of the Empro™ EPS after initial placement. Excessive movement
of the capture delivery wire may lead to embolization of debris, and vessel and/or
device damage.

Torqueing the capture delivery wire against resistance may cause filter damage, wire
damage, delivery tip separation and wire whipping.

Never withdraw or move an intravascular device against any resistance until the cause
is determined. Applying excessive force during delivery or retrieval of the systems can
potentially result in loss or damage to the devices and delivery components.

Allow for and maintain adequate distance between the filter, the stent delivery system
or deployed stent to avoid potential entanglement.

Do not attempt to reposition or remove the capture delivery wire without the use of the
retrieval catheter. This may lead to embolization of debris, and vessel and/or device
damage.

The maintenance of blood flow through the filter device should be observed
throughout the procedure by use of fluoroscopy.

PRECAUTIONS

Carefully inspect the sterile package and the Empro™ EPS prior to use to verify

that neither has been damaged during shipment. Do not use kinked or damaged
components, or if the package is opened or damaged.

See the product label for shelf life. Do not use the Empro™ EPS beyond the labeled
use by date.

Confirm the compatibility of the Empro™ EPS with the interventional devices before
actual use.

Fully flush the Empro™ EPS filter and rapid exchange (Rx) guidewire lumen of the
delivery catheter. Do not use the delivery system if flush is not observed exiting at the
Rx delivery catheter proximal port location.

Identify the delivery catheter and the primary 0.014” guidewire while advancing. Do
not rotate the delivery catheter which can cause the primary wire to wrap around the
catheter.

Use caution when withdrawing the Empro™ EPS through the deployed stent. This may
cause stent/filter entanglement, rupture and/or stent dislocation.

After use, dispose in accordance with hospital, administrative and/or local government
policy.

Store in a cool and dry location.

POTENTIAL COMPLICATIONS

Possible complications include but are not limited to the following:
* Aneurysm and pseudoaneurysm formation

e Allergic reactions (including to antiplatelet agents, contrast medium or stent
materials)

* Arteriovenous fistula
Bacteraemia or septicemia
¢ Bleeding from anticoagulation/antiplatelet medication
* Bradycardia and hypotension
¢ Cerebral edema
e Congestive Heart Failure
e Coronary ischemia
¢ Death
e Disseminated intravascular coagulation
e Emboli (air, tissue, plaque, thrombus, device or other)
e Emergent or urgent surgery
e Fever
¢ Filter thrombosis/occlusion
¢ Fluid overload
¢ Headache
¢ Hematoma
¢ Hemorrhagic or embolic stroke/Transient ischemic attack (TIA)
e Hyperperfusion syndrome
e Hypertension or Hypotension
¢ Infection and/or pain at insertion site/sepsis
¢ Intimal tear/dissection
¢ Ischemia/Infarction of tissue/organ
* Loss of all or part of the filter element
* Myocardial infarction (MI)
* New or worse encephalopathy
¢ Renal failure/insufficiency
* Respiratory arrest
* Seizure
e Stent/filter entanglement/damage
e Stroke or other neurological complications
e Thrombophlebitis
e Tissue necrosis
e Unstable angina pectoris

e Vascular access complications (e.g. loss of pulse, femoral artery pseudoaneurysm
and infection)

e Vasospasm
e Vessel injury/dissection/perforation/rupture/trauma
¢ Vessel occlusion or thrombosis

CLINICIAN USE INFORMATION

Materials
The following parts are required to use the Empro™ EPS:

Accessories for performing a procedure but NOT supplied should be selected based
on the physician’s experience and preferences:

¢ Appropriate guiding sheath or catheter with a minimum internal diameter (1.D.) of
.074 in. (1.9 mm)

* .014” guidewire compatible with the Empro™ EPS

¢ Saline solution/heparin-saline solution (sterile)

e 5 cc luer-lock syringe for flushing the Empro™ EPS

¢ Contrast solution

¢ Rotating Hemostatic Valve (RHV)

e The Empro™ EPS does not contain latex or PVC materials.
PACKAGING AND STORAGE

The Empro™ EPS is placed inside a protective package which includes two (2) sterile
sealed pouches and unit carton. The Empro™ EPS will remain sterile unless the
package is opened, damaged, or the expiration date has passed. Store in a cool and
dry place.

SHELF LIFE

See the product label for the device shelf life. Do not use the device beyond the
labeled use by date.

PREPARATION FOR USE

Device and Delivery System Selection

Appropriate selection of the Empro™ EPS is important for patient safety. In order to
choose the optimal Empro™ EPS filter size for any given carotid artery, examine pre-
treatment angiograms for correct and accurate vessel measurements. Reference the
Fig. 3 chart within the Instructions For Use or see the box label.
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Directions for Use

Empro™ EPS Preparation
Note: Only prepare and flush the delivery system within the provided packaging.

1.

Remove the two pouches enclosing the Empro™ EPS components from the
carton.

* Pouch 1: EPD, delivery catheter, wire introducer, torque device, EPD loading
cover and dispenser coil

* Pouch 2: Retrieval catheter, sheath introducer and dispenser coil
Inspect the pouches for any signs of damage to the sterile barrier.

Warning: If it is suspected that the sterile barrier seal has been opened or
compromised, do not use the Empro™ EPS and return to the manufacturer.

Delivery Device Preparation

1.

Peel open pouch and remove the dispenser coil containing the EPD and delivery
catheter.

Fill a 5-ml syringe with sterile heparinized saline solution. Remove air bubbles
within the syringe. Attach the syringe to the luer lock on the EPD loading cover.
While orienting the EPD loading cover and syringe vertically, inject into the EPD
loading cover where the filter is located. Make sure all air bubbles from the filter are
removed. Inject until saline is seen exiting the dispenser coil at where the wedge is
located. See Figure Below.

WARNING: Do not remove the filter from the loading cover during this step.

Unclip the torque device from the dispenser coil and ensure that the torque device
is secured onto the capture delivery wire.

While securing the delivery catheter against the dispenser coil, pull on the torque
device until the filter is withdrawn through the EPD loading cover and a hard stop
is felt. Visually confirm that the distal tip of the delivery catheter has not migrated
from within the proximal end of EPD loading cover and the EPD filter is fully loaded
into the delivery catheter.

Remove the EPD system from the dispenser coil.

EPD Deployment

1.

2.

The Empro™ EPS can be used with either an introducer sheath or guide catheter.
A RHV should be used with the guide catheter. The internal diameter of the
introducer sheath or guide catheter should be at least .074” or greater.

Advance a primary .014” guidewire (not supplied with Empro™ EPS) beyond the
target location to a minimum of 10 cm. Ensure adequate wire support is provided
for the EPD system to advance to the target location. A wire introducer is included
to pass a hemostasis valve within a sheath or RHV device to prevent damage to
the guidewire. See Figure Below.

(Primary Guidewire)

I MIN 10cm 1

Load the EPD system over the .014” primary guidewire. Ensure the primary
guidewire exits the proximal RX port of the delivery catheter. If the primary wire
hits a stop or resistance is felt, withdraw the primary and re-attempt to have the
primary guidewire exit the RX port, a slight rotation of the delivery catheter may
be required.

While maintaining position of the primary guidewire, advance the EPD and the
delivery catheter slowly and deliberately beyond the lesion to a minimum of 8 cm.
Perform device manipulation using fluoroscopic visualization. Do not advance any
component of the Empro™ EPS against any resistance. Do not torque the delivery
catheter during advancement. See Figure Below.

Distal EPD Tip Marker

———
p—__——__

r————

L*M\Njcmg—‘

Remove the primary .014” guidewire.

Loosen the torque device and while holding the proximal delivery catheter end
with the capture delivery wire, reposition the torque device against the RHV to
ensure proper wire support for EPD deployment. Tighten the torque device onto
the capture delivery wire.

Before deploying the EPD filter, identify the desired stent location and ensure that
there is adequate distance between the proximal tip of the filter element and the
most distal tip of the interventional device to be introduced over the filter delivery
wire to avoid contact during the procedure. The appropriate distance should be
2.5 cm between the distal tip of the interventional device and proximal end of the
filter. See Figure below.

tent Delivery System

| |
*‘ MIN 2.5cm F
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8. While maintaining position of the torque device, deploy the filter by pulling on the
delivery catheter.

'WARNING: Do not attempt to recapture or reposition the filter with the
delivery catheter once the filter has been initi If there is a
need to change the position of filter, retrieve it using the retrieval catheter
and use a new EmPro system.

9. Verify that the filter is fully expanded and apposed to the vessel wall by visually
confirming markers.

o

. Completely remove the delivery catheter by continuing to withdraw the delivery
catheter until the catheter is completely peeled through the torque device. Be sure
to minimize EPD system movement.

WARNING: A change in resistance may be felt when the Rapid exchange (Rx)
port is peeled through the torque device. If the catheter begins to stretch or
breaks while peeling, follow the steps below.

1. Loosen the torque device and stabilize the EPD delivery capture wire.

2. Carefully remove the torque device and delivery catheter as one unit by
sliding them over the delivery capture wire. Use caution to minimize EPD
filter movement.

11. Loosen the torque device and remove from the capture delivery wire before using
any interventional devices.

EPD Retrieval

1. Peel the pouch and remove the dispenser coil containing the retrieval catheter.

Fill a 5 ml syringe with saline ensuring no air emboli remains in the syringe.

Insert distal tip of the retrieval catheter into the syringe tip and seal with fingers.

Inject saline until saline drips out of the Rapid exchange (Rx) exit port.

[

Load the retrieval catheter over the EPD delivery capture wire and advance until
the distal marker reaches the EPD filter. See Figure below.

Retrieval Catheter Distal Marker

6. While maintaining position of the retrieval catheter, pull on EPD capture delivery
wire to withdraw the filter into the retrieval catheter. Withdraw until the EPD filter is
fully captured or resistance is felt. Complete retrieval of the filter is achieved when
the filter marker has been withdrawn proximal to the radiopaque retrieval catheter
tip and a stop or resistance is felt.

7. Remove both the EPD and retrieval catheter simultaneously out of the access
guide catheter or introducer sheath.

If an exceptionally large amount of embolic debris within the filter element

prevents complete withdrawal of the filter element into the retrieval catheter tip

or i is felt, the ing steps of retrieval must be taken to retrieve the
filter element.

1. Hold the retrieval catheter position steady by gripping the shaft close to the RHV.

2. Pull on the EPD capture delivery wire and filter into the retrieval catheter tip until
resistance is felt. The proximal openings of the filter element are fully contained
with the catheter tip once the radiopaque markers on the filter frame have been
withdrawn into the radiopaque retrieval catheter tip. Do not continue to retract
the capture delivery wire against significant resistance.

8. Withdraw both the capture delivery wire and retrieval catheter as one unit.
Warning: If the Empro™ device cannot be fully withdrawn as described
above, the Empro™ device must be removed with the guide catheter or
introducer sheath.

4. Retract the retrieval catheter and embolic protection device as one unit until the
tip of the retrieval catheter is adjacent to the tip of the guide catheter or introducer
sheath.

5. Withdraw the guide catheter or introducer sheath, retrieval catheter, and embolic
protection device together as one unit and remove from the patient.

HOW SUPPLIED

Sterile: This device is sterilized using Ethylene Oxide. Non-pyrogenic
Contents: One (1) MicroVention Empro™ EPS
Storage: Store product in a cool and dry location.

WARRANTY DISCLAIMER

MicroVention warrants that reasonable care has been used in the design and
manufacture of this device. This warranty is in lieu of and excludes all other warranties
not expressly set forth herein, whether expressed or implied by operation of law or
otherwise, including, but not limited to, any implied warranties of merchantability

or fitness for particular purpose. Handling, storage, cleaning, and sterilization of

the device as well as factors relating to the patient, diagnosis, treatment, surgical
procedure, and other matters beyond MicroVention’s control directly affect the device
and the results obtained from its use. MicroVention’s obligation under this warranty

is limited to the repair or replacement of this device through its expiration date.
MicroVention shall not be liable for any incidental or consequential loss, damage or
expense directly or indirectly arising from the use of this device. MicroVention neither
assumes, nor authorizes any other person to assume for it, any other or additional
liability or responsibility in connection with this device. MicroVention assumes no
liability with respect to devices reused, reprocessed or resterilized and makes no
warranties, expressed or implied, including, but not limited to, merchantability or
fitness for intended use, with respect to such device.

Prices, specifications, and model availability are subject to change without notice.
© Copyright 2016 MicroVention Corporation. All rights reserved.
MicroVention® is a registered trademark of MicroVention Corporation.
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Pycckuii

Cucmema 3awjumel om 3sm6oauu Empro™
UHcmpykyus no npumeHeHuio

OIMUCAHUE YCTPONCTBA

Cuctema 3awuTel o am6onnm (Embolic Protection System, EPS) MicroVention Empro™ npeg ansa ny, cmely NNOTHbIX YaCTUL BO BPEMA HTEPBEHLNOHHbIX
npoueayp Ha COHHOM apTepuu. OHa COCTONT U3 TPEX OCHOBHbIX KOMMOHEHTOB 1 JOMONHUTENbHbIX MPUHAANEXHOCTEN: 1) yCTPOICTBa 3auThl oT ambonum (Embolic Protection Device,

EPD), cocToALIero 3 nieTeHoro HUTUHOIOBOTO CETYATOro GUAILTPA C aTPABMATVYHBIM AUCTa/IbHBIM KOHUMKOM, YKPEMN/IeHHbIM Ha UHTErprpoBaHHOM NPOBO/HIIKE 3aXBaTa U JOCTaBKM 13
Hepiaseloeil ctanu gnametpom 0,014 giorima (0,36 Mm) ¢ nokpbiTnem MTO3, 2) kateTepa focTaBKkn AUameTpom 3,5 F AnuHoii 165 cvm 1 3) n3Bnekalowero katetepa guameTpom 4,5 F ¢ pabouei
VHOI 150 cm. B uncno npuHaanexHoCTeil BXOAAT MHTPOAblocep NPOBOAHMKA, 3arpy30o4Has obonouka EPD, MHTposibiocep 1 NOBOPOTHOE YCTPOIACTBO. KaTeTepbl NOCTaBNAIOTCA B 1BYX
oTfeNbHbIX CNpanax fosatopa. YcTpoincTteo Empro™ EPS nprMeHAeTCA ¢ COBMECTUMbIM NepBUYHbIM NPOBOAHUKOM AvnameTpom 0,014 atoiima (0,36 MMm) (He BXOAWT B yNakoBKy) C NOPTOM
6bICTPOII CMeHbI, ANA 10CTYNa Yepes NopaKeHHbIV CermeHT cocypa. IHTerpupoBaHHbIii NPOBOAHMK 3axBaTa v JOCTaBKM AnameTpom 0,014 gioiima (0,36 MM) NCNONb3yeTCA Kak NepBUYHbIii
MPOBOAHVK ANA UHTEPBEHLINOHHDBIX YCTPOICTB, HAaNPUMep ANA CTEHTa WK 6annoHHOro KateTepa YTA, COBMECTUMOTO C NPOBOAHUKOM AuameTpom 0,014 giorma (0,36 mm) unu 0,018 gioima
(0,46 mm). 3arpy3ouHan obonouka EPD 3aujnujaet GpunbTp, MCNonb3yeTcs AnA NPOMBIBKY U 3arpy3kn GpuibTpa B KaTeTep CUCTeMbI 10CTaBKM.

PucyHok 1. Bug Empro™ EPD n KaTeTepa goctaBKmn

PucyHok 3. Pasmepbl Empro™

190 cm b

YCTponcTBO 3awuThl oT ambonumn RX

F 165 cm | —35F
\ 30— |
C )
KateTep foctaBku RX T
- 150 cm |
P———
| TIT
W3Bnekatowmii katetep RX L
45F
Pasmep cucremb! PedepeHcHbIi pasmep cocyaa (Mm) A (mm) B (mm) B (mm)
Manbiin 3,0-4,5 52 36,3 19,6
Bonbuoi 4,5-6,5 72 42,7 231

MicroVenticiper_m_l_pm_tmI T — 89 PD111545 Rev. B

www.nevacert.ru | info@nevacert.ru



MOKA3AHUA

Yetpoiicto Empro™ EPS npefHaHaueHo AnA NpYMeHeHUs B KauecTse NPOBOAHUKA ANA
vy P 0 MaTepuana (TPOMGOB 1 NNOTHbIX YacTHL) Npu

aHTMONNACTVIKE U CTEHTUPOBAHIM COHHbIX apTePUiA. [lnamMeTp apTepuy B MecTe YCTaHOBKM

GunbTpa AoMKEH CoCTaBATbL OT 3,0 10 6,5 MM.

MPOTUBOIMOKA3AHUA
Yetpoiicto Empro™ EPS npoT1BONOKa3aHO K NPUMEHEHWIO B CIEAYIOLIUX CyyanX:

+  MauueHTam, KOTOPbIM MPOTMBOMNOKa3aHbl aHTUKOAryNAHTHAA MK aHTUTPoMboLMTapHas
Tepanus uim TPOMEONUTIYECKME NeKapCTBEHHbIE CPeCTBa;

+  nauueHTam, B annepruo Ha TaH;

+  MauueHTam C BbIpaxeHHOI N3BUTOCTbIO COCY/I0B UMM aHaTOMMYECKUMU OCOBEHHOCTAMM,
KOTOpble He COOTBETCTBYIOT TPe6OBaHNAM K 30He pasMelyeHuA niu 6esonacHocTn
BBE/IeH!IA NPOBOAHIIKA, NPOBO/HNKOBOrO KaTeTepa, MHTPOAbIOCEPa, YCTPOCTBA 3aluuUTbi
oT 3mbonuu, KaTeTepa AOCTaBKI WM U3BNEKAOLEro KaTeTepa;

+  nauueHTam C HeycTp: Hapy csep: KpoBw;
+  nauueHTam C NopaxeHnem yCTbA o6lijeii COHHOI apTepuit.
NPEAYNPEXAEHUA
370 YCTPOCTBO AOMKHbBI UCMONB30BaTh TONLKO BPpayl, NPoleALne Haanexawee
y COHHOVI apTepun n c
KNMHUYECKNM o n
onacHocTAMY, 06bIYHO c Ha COHHBIX
aprepuax.

HasHaueHwe, NPOTMBOMOKa3aHIA 1 BO3MOXHbIE OCIOKHEHNA NPUMEHEHIA TII06bIX
VHTEPBEHLMOHHbIX YCTPOCTB, KOTOPbIE MOXHO MCNOoNb3oBaTh ¢ Empro™ EPS, onucaHbl B
NpUnaraemblx K HAM UHCTPYKLMAX.

Be3sonacHoCTb 1 3¢ ¢$eKTUBHOCTL 3TOro YCTPOCTBA Kak CUCTEMbI 3aLKTbl OT IMEONINN He
6bina ycTaHOBNEHa ANA KOPOHAPHbIX, MO3rOBbIX UM Nepupepuyecknx cocyaos.

Cucrema Empro™ EPS npeaHasHayeHa TONbKO ANA OHOPa30BOro npumeHeHna. HE

rofiBepraiiTe ee NOBTOPHOI CTEPUAN3ALIMIA 11 HE CMONb3YIATE MOBTOPHO, Tak Kak 3To MOXeT

YXyAWWTb paGoune NapameTpbl N3AENNA 1 CO3ACT PUCK NEPEKPECTHON KOHTaMUHALIAN.

[lo 11 Bo BpemA npoveaypbi CielyeT NPOBOAVTL HafIeXalllylo aHTUTPOMGOLUTaPHY!O,

aHTUKOArynAHTHYIO 1 (Mpn T1M) cocyAopac Tepanuio ANA CHIKEHINA K
y prcka

nTp

W36eraiiTe npyMeHeHUA aBTOMaTU3MPOBaHHBIX UHbEKTOPOB [/ BBEAIEHVA BELLeCTs B
MO3roBble COCy/bl.

BbinonHaiTe
TPaBMbl COCY/108.

v nposes YCTpoicT8 BO win

He Bbibupaiite punbTp, pasmep KOToporo 6onblie UK MeHbLUe AnameTpa BbibpaHHOrO
cocypia. T0 MOXET NPUBECTI K HENpaBubHOMY NpueraHiio GunbTpa K CTeHKam cocyaa
W1 €10 HEMONHOMY PacKpbITMIO. BLIGOP CAMIIKOM Masioro i CILIKOM 60MbLoro pasmepa
MOXET NPMBECTY K NEPEKPBITUIO UM 3aMe/NIEHNIO KPOBOTOKa 1 (1) aMGonM3aLmn
MAOTHBIMY YaCTULAMM.

IMepepacTaxeHue apTepuit MOXET NPUBECTI K Pa3pbiBy 1 KPOBOTEUEHIO, YTPOXKAIOLLEMY KI3HIA.

Mocne nepBoHauanbHoI yctaHoBKM Empro™ EPS cBofjuTe ero nepemelleHne K MUHUMYMY.
n 3axBaTa v JOCTaBKM MOTYT NPUBECTY K SMGONM3aLMN
MAIOTHBIMM YaCTULIAMM 1 MOBPEXAEHNIO COCYAa 1 (Mn) YCTPOIACTBa.

MoBOpOT NPOBOAHIKa 3aXBaTa 1 JOCTABKM C NPEOA0NEHNeM CONPOTUBIEHUA MOXeT
NpWBECTY K NOBPEeXAeHII0 GUbTpa UMM NPOBOAHMKA, OTAENEHI0 KOHUYMKA JOCTAaBKN 1
61eHuIo NPoBOAHMKA.

He gonyckalite n3BneyeHna nim NPOABWKEHNA BHYTPUCOCYANCTLIX YCTPOINCTB Npin
BO3HUKHOBEHWI COMPOTUBIIEHNA, OKa HE ONPefiesieHa NPUYMHa STOro CONPOTUBEHNA.
TpUnoxeHne 3NNIIHAX yCUINI BO BPEMA OCTABKY WM U3BNIEUEHMA STUX CUCTEM MOXET
MPUBECTYA K BbIXO/lY 113 CTPOA U/IN MOBPEXAEHNIO YCTPOVCTB 1 KOMIMOHEHTOB, UCTONb3yeMbiX
npu focTaske.

Bo n3bexaHue 3aL nA yC iTe n nop, /Te JOCTaTOUHOE paccToAHMe
mexay GUILTPOM 1 CUCTEMOI JOCTABKY CTEHTa MW PACKPLITbIM CTEHTOM.

He nbiTaiiTeck NepemecTuTb WM yAanuTh NPOBOAHMK 3aXBaTa U JOCTaBKY 6€3 NPUMEHeHNA
V3B/eKaloLLIEro KateTepa. IT0 MOXET NPUBECTY K SMGON3aLMI NIOTHBIMIA YaCTULAMM 1
noBpexpeHuio cocyaa v (uam) ycTpoicTea.

Cnepyet cieanThb 3a NofAepXaHemM KPOBOTOKa Yepes GULTP METOOM PEHTTEHOCKOMUN Ha
BCEM MPOTAKEHUN NPOLieAYPbI.

MEPbI MPEJOCTOPOXHOCTU

Mepes MCNonb3oBaHMeM TLIATENBHO MPOBEPLTE CTEPUNIbHYIO YMIaKOBKY 1 CUCTEMY

Empro™ EPS 1 y6eautech, 4o OHI He 6bin NoBpex/eHbl BO BPeMA TPaHCMopTUpoBKM. He
VCMOnb3yiiTe KOMMOHEHTbI, ECAIN OH NePeKPYYeHbl NN MOBPEXAEHDI, UMM €C/N yNakoBKa
BCKPbITa WM NOBPEX/eHa.

CpoK roAHOCTY 13aenuA yKasaH Ha STukeTke. He ncnonb3yiite cuctemy Empro™ EPS no
VICTEYEHMN 3aABNIEHHOTO CPOKa FOAHOCTY.

Mepep npumeHeHem cuctembl Empro™ EPS ¢ MHTEpBEHLIMOHHBIMU YCTpOiicTBaMK y6eaunTech
B X COBMECTMMOCTU.

MonHocTblo NpomoiiTe punbTp Empro™ EPS 1 npocseT AnA NpoBoAHMKa 6bICTpoil cmeHbl (RX)
B KaTeTepe 40CTaBKA. He NCronb3yiiTe cUCTeMy I0CTaBKM, €CAIY NPOMbIBHARA XUAKOCTb He
BbIXOAWT M3 NPOKCUMaNbHOrO NopTa RX KaTeTepa A0CTaBKM.

NpeHTnuumpyiite KaTetep JOCTaBKM U NEPBUYHbIN NPOBOAHUK AnameTpom 0,014 aoiima
(0,36 Mm) npu ux nposesieHnK. He Bpalyalite KateTep AOCTaBKY, Tak Kak NPy STOM NePBUYHbIN
MPOBOAHIIK MOXET 0GBUTBLCA BOKPYT KaTeTepa.

BynbTe ocTopoXHbI Npu BbiBeAeHUM Empro™ EPS uepes pacKpbITblii CTEHT. 3TO MOXeT
MPYBECTYA K CLIEMSIEHNIO CTEHTa C GUILTPOM, Pa3pbiBy 1 (W) CMELLIEHWIO CTEHTa.

Mocne Ucnonb3oBaHUA yjjanuTe B OTXO/bI B COOTBETCTBUM C NPaBUiaM1 60NbHNLbI,
aMUHUCTPATUBHBIX /UM MECTHBIX OPraHoB BlaCTH.

XpaHWUTb B CyXOM NPOX/aHOM MecTe.

MOTEHLUNAJIbHBIE OC/IOXHEHUA
B UMCI0 BO3MOXHbIX OC/IOKHEHNIT BXOAAT, CPEAN MPOUMNX, Criepyiolme:

+  annepruyeckie peakuuy (B TOM Uncre Ha aHTUTPOMBOLMTaPHbIe MpenapaTbl
KOHTPaCTHOE BELecTBo UK MaTepuanbl CTeHTa);

+  apTepuo-BeHO3HbIN CBULY;
«  GakTepuemua Unu centiLemns;
«  6paavKapaua 1 rUnoTeH3ns;

+  Ba3socnasm;

. HUE UNK yXyA| TeUeHNA HL

¢ rm;
. rematoma;

. I'eMOppal'IA‘lECKIAI?I nnu ambonuyecknin WHCYNbT U TPaH3UTOPHaA nwemMmnyeckan
ataka (TWA);

. rMNepTeH3nA NN rMNoTeH3NA;

+  ronogHas 6onb;

+  [MCCEMMHNPOBaHHOE BHYTPUCOCYANCTOR CBEPThIBAHME;
+ 3aCTOVHaA CepfieUHan HeJOCTaTOUHOCTb;

. WHCYNbT UNn Apyrue HeBPONOornyeckne OCNIoXHeHNA;

«  nHbapKT Mrokapaa (UM);

« nHbeKUMA 1 (nu) 6onb B MECTe BBEAEHUA UK CENCUC;
. nwemuna nnn IAH¢apKT TKaHW unun opraHa;

+  KOpOHapHas ulwemus;

. KpoBOTeYeHune, CBA3aHHOEe C NPUMEeHEeHNeM aHTUKOarynaHToB nan aHTVITpOMﬁDLlIATaprIX
npenaparos;

«  nMXopafKa;

. HEeKpO3 TKaHu;

+ HEOBGXOAUMOCTb SKCTPEHHOTO WA MAHOBOTO XVPYPriyecKoro BMeLIaTenbeTsa;

. HecTabunbHaa CTeHoKapaua;

. P Hue

+ OKKNIO3WA N1 TPOMGO3 coCyaa;

1 nceBpo:

«  OKKMIO3UA nnn Tpom603 GunbTpa;

+ OC/OXHEHNA COCYANCTOro AOCTYNa (MPeKpaliieHue Nynbcaluy, ncesaoaHespusma
6efpeHHoN apTepuu 1 MHOEKLUA);

. ‘OCTaHOBKa AbIXaHWA;

+  OTeK rofIoBHOTO MO3ra;

+  Meperpyska XnaKocTbio;

+  MoBpex/eHue, paccioeHue, nepbopaLina, paspbis UM TPaBMa cocyaa;
+  MoTeps BCero GUILTPYIOLIEro SNeMeHTa UK ero YacTi;
. pa3Hble cTeneHn noyeyHon HepoCTaToOYHOCTH;

+ Pa3pbiB WM OTCTIOGHIE NHTUMBI;

«  cuHapom runonepdysnu;

«  CMepTh;

*  CYNOPOXHbIN NPUNaAOK;

«  cuenneHve un NoBpexaeHne CTeHTa C GUILTPOM;

«  TpomGodnebur;

«  3m60nuA (BO3AYXOM, TKaHAMM, 6N1ALIKaMM, TDOMGOM, YCTPONCTBOM VAN MHBIMIA
yactiyamu).

UH®OPMALUA O NPUMEHEHUN AN1A MEAULUHCKOIO PABOTHUKA

Marepuanbi

HTbI:

Jina ncnonb3oanna cuctembl Empro™ EPS Hi | Cnepylowme

MpuHaanexHoCTV Ans BbINONHeHNA Npoyeaypbl, HE BxoaAlwme B KOMNNEKT NOCTaBKM,
[IOMKHbI 6bITb BbIGPaHbI BPaioM Ha OCHOBaHMM COBCTBEHHOTO OMbiTa U MPeANOYTEHNA:

+  cooTeeTC Hanp 7 IHTPOABIOCEP WA KaTeTep C MUHNMANbHBIM
BHYTpeHHUM anameTtpom 0,074 atoiima (1,9 mm);

«  NpoBoAHVK AnameTpom 0,014 atorima (0,36 Mm), coBMecTUMBI ¢ Empro™ EPS;

«  ¢du3nonornyeckunin pacTBOP UK renapuHN3MpPOBaHHbIA GU3noNornyecknii pacTeop
(cTepunbHbIiA);

+  WNPWL BMECTUMOCTBIO 5 MN C HakoHeuHUKoMm Luer-Lock Ana npombieku Empro™ EPS;
+  PacTBOp PeHTreHOKOHTPACTHOrO BelecTsa;
+  MOBOPOTHbIN reMocTaTUyecknii Knanat (MrK);

«  cuctema Empro™ EPS He conepXuT natekca unu matepuanos u3 MNBX.
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YMNAKOBKA U XPAHEHUE 5.

Cucrema Empro™ EPS nomelleHa B 3aLLUUTHYIO yNaKoBKy, KOTOpas CofiepXunT ABa (2)
CTePUNbHBIX FEPMETU3NPOBAHHbIX NaKeTa U KapTOHHYI KOpobKy. Cuctema Empro™ EPS
0CTaeTCA CTepPUNbHON [0 UCTEUEHIA CPOKA FOAHOCTY, €C/IN YNAaKoBKa He Gbia BCKpbiTa M
nospexpeHa. XpaHuTb B CyXoM NPOX/aAHOM MecTe.

CPOK XPAHEHUA

CpoK XxpaHeHA N3fienna ykasaH Ha 3TukeTke. He ncnonb3yiiTte ycTpoiicTBo no ncreyeHnumn
CPOKa rofIHOCTY, YKa3aHHOTO Ha 3TUKeTKe.

NMoAroToBKA K MPUMEHEHUIO

Bbi60p ycTpoiicTBa 1 CUCTEMbI JOCTABKI

Bbibop nogxopAwen cuctembl Empro™ EPS BaxeH ana 6e3onacHocTu nayveHTa. [ins sbibopa
onTUManbHOro pasmepa punstpa Empro™ EPS AnA KOHKPETHO COHHON apTepun 3yuute
aHTMOTPaMMbl, MONYYEHHBIE 40 NIEYEHNS, YTOBbI MPaBUIbHO U TOUHO ONPEACANTL Pa3Mepbl
cocypa. O6patuTech K TabnuLie Ha PUCYHKe 3 MHCTPYKLWM MO MPUMEHEHMIO WAIN STUKETKE

Ha Kopobke.

YkasaHua no npyuMeHeHuno

Moaroroska Empro™ EPS kK npumeHeHnio

MpumeyaHme: BbINONHANTE NOATOTOBKY U MPOMBIBKY CUCTEMbI JOCTABKU TO/IbKO B
MMeIoLeiica ynakoBKe.

1. W3Bnekute 13 KapTOHHO KOPOBKU fABa NakeTa ¢ KOMNoHeHTamu Empro™ EPS.

«  Maker 1: EPD, KateTep J0CTaBKY, UHTPO/bIOCEP NPOBOAHMKA, MOBOPOTHOE
YCTPOWCTBO, 3arpy30uHasn o6onouka EPD, cnupans go3atopa.

« MakeT 2: M3BNEKaloWMIA KaTeTep, MIHTPOAbIOCEP U Cpasb Ao3aTopa.

2. TuwartenbHo NpoBepbTe NakeTbl Ans oro 6apbepa.

HapyLeHui ¢
TMpeaynpexaeHmne: Npy HANNYNV NOAO3PEHNI Ha BCKPBITUE UK HAPYLLIeHNe
cTepunbHoro 6apbepa He ncnonb3yiite Empro™ EPS 1 BepHUTe yCTPORCTBO
v3roToBUTENIO.

Yaanure KAMH 13 CiMpanv 4o3aTtopa.

YcraHoska EPD

MoproToBKa ycTpolicTBa JOCTaBKI 1.
1. BckpoliTe nakeT v u3BnekuTe Cnvpanb Ao3aTopa, coaepxallyio EPD n kateTep nocTtaskm.

2. HanonHuTe wnpuL 06beMOM 5 Ml CTEPUIIbHBIM FeNapuHM3NPOBAHHBIM
br3noNOrNIECKIM PacTBOPOM. YAanuTe 13 WNpuLa ny3sipbkin 8o3ayxa. Mpucoeannute
wnpu K pasbemy Luer Lock Ha 3arpy3ouHoit obonouke EPD. YaepxuBas 3arpy3ouHyio
0607104Ky EPD 11 LINPULL B BEPTUKANbHOM MOMIOXEHUI, BBEAUTE PaCcTBOP B 3arpy304HyIo
o6onouky EPD B mecTe pacnionoxeHus Gpunbtpa. Obecneuste yganeHve ns Gpunbtpa Bcex
ny3bIpbKoB BO3yxa. [POAOMKaiiTe BBEEHIE PACTBOPA, NOKA OH HE HAauHET BbIXOAUTL 113
CNupany 103aTopa B MeCTe PacroNoXeHus KnHa. CM. PUCYHOK HUXe.

NPEAYNPEXXKAEHWE: Ha 3Tom 3Tane He nsBneKainTe GunbTP U3 3arpy3ouHoin
o6onouku.

Cucremy Empro™ EPS MOXHO 1CNONb30BaTh C UHTPOABLIOCEPOM U NPOBOAHUKOBbIM
kaTteTepom. C NPOBOAHNKOBbIM KaTeTepoM creflyeT ncnonb3osath MIK. BHyTpeHHWi
[AnameTp MHTPOAIOCEPa MM NPOBOAHUKOBOTO KaTeTepa A0MKeH BbiTb He MeHblue

0,074 groiima (1,9 mm).

MpoBesuTe NepBUYHLI NPOBOAHMUK AnameTpom 0,014 aloiima (0,36 mm) (He
noctasnaeTca B komnnekte Empro™ EPS) 3a npeaentl LieneBoro cermeHTa cocyaa

He MeHee yeM Ha 10 cm. ObecneubTe HanMume 0CTaTOYHON ANIMHBI NPOBOAHKa

Ana nposefieHnA cuctembl EPD K mecTy pasmeleHus. IHTpoablocep NpoBogHmKa
npunaraeTca Ana npegynpexaeHna NoBpexaeHna NPOBOAHMKA NPU NPOXOXAeHUN
yepes reMocTaTUiecKmii Knanas UHTpogblocepa UM ycTpoincTeo MK, Cm. pucyHoK Hike.

3. OTcoepnH1Te NOBOPOTHOE YCTPOIICTBO OT CNpan Ao3aTopa 1 y6eanTech B TOM, 4T0

I HE MEHEE 10 cm l

3arpysute cuctemy EPD Ha nepBuYHbI NpoBOAHUK AnameTpom 0,014 atoiima (0,36 mm).
Y6eautecb B TOM, YTO NEPBUYHDIN NMPOBOAHMWK BbIXOAWUT U3 NPOKCUManbHOro nopta RX
KaTeTepa 0CTaBKW. ECnu nepBunYHbIii NPOBOAHMK AOLLIEN A0 yrnopa Unu ollyljaeTca
CONpOTUBNEHNE, N3BNEKUTE €ro U NOBTOPUTE NOMbITKY BblIBOAA NEPBMYHOrO NPOBOAHNKA
13 nopta RX, Ana yero MoxeT noTpe6oBaTbCA HEGOMbLLIO MOBOPOT KaTeTepa AOCTaBKU.

n i nf

Pl B Np no. il 0 NpopBUraiiTe
EPD u kaTeTep foCTaBKM 0653aTeNbHO Ha PACCTOAHME He MeHblue 8 CM 3a Npefenbl
NopaxeHHOro cermeHTa cocyaa. BbinonHANTe MaHUNyNALMK C yCTPOCTBOM NOA
PEHTTEHOCKOMMYeCKM KoHTponem. He npoasurarite nto6oit KomnoHeHT Empro™

EPS npu Bo3HMKHOBEHWM Nto6oro conpotusneHus. Bo Bpema nposeaeHus Katetepa
[I0CTaBKM He BpaLlaiTe ero. CM. pUCyHOK Huxe.

TIVCTanban MeTKa Kordka EPD

NOBOPOTHOE YCTPOIICTBO 3aKPEN/IeHO Ha MPOBO/HIKE 3aXBaTa U IOCTaBKM.

4. YpepuBas KaTeTep ]J0CTaBKW B CNMpanit 03aTopa, NOTAHWTE 3a NOBOPOTHOE
YCTPOWCTBO A0 BbIXOAa GULTPa Yepes 3arpy3ouHyio o6onouky EPD v noasnexus
OLLyLIEHNA AOCTMKEHNA yropa. BusyanbHo ybeanTtech B TOM, UTO ANCTabHbIN KOHUMK
KaTeTepa AOCTaBKM He BbllLEN 13 NPOKCUMANbHOTO KOHLA 3arpy3ouHoi obonouku EPD n
$unbTp EPD NONHOCTBIO 3arpy»keH B KaTeTep [OCTaBKM. 6.

——— ——

FHE MEHEE8CM4—‘

P! P

0,014 groiima (0,36 mm).
OcnabbTe MOBOPOTHOE YCTPONCTBO 1, yAePXBan MPOKCUMasbHbIN KOHEL| KaTeTepa
[I0CTaBKM NPOBOAHNKOM 3aXBaTa 1 JOCTaBKY, IepemMecTTe NOBOPOTHOE YCTPOICTBO
no oTHowWeHMIo K MK, uTo6bl 06ecneunTb NPaBUNbHYIO NOAAEPKKY NPOBOAHUKA
AnAa yctaHoBku EPD. 3akpenuTe NOBOPOTHOE YCTPOMCTBO Ha NPOBO/AHNIKE 3axBaTa v
[OCTaBKM.
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7. TMepen ycTaHosKow GpunbTpa EPD onpeaenure HyXHOE MECTO YCTaHOBKM CTeHTa 3. M3snekuTe NPOBOAHNK 3aXBaTa 1 OCTaBKM €/IUHbIM G/IOKOM C 13BIEKAIOLIMM KaTeTEPOM.
n obecneubte AOCTaTOYHOE PacCTOAHNE MeX Y NPOKCUManbHbIM KOHYMKOM I'Ipe.qynpe)KAeHvle: ecnu He yaaetca 10 yerp Empro"",
¢V|ﬂbTE)y'0LL|E|'O 3NemMeHTa 1 CambiM ANCTaNbHLIM KOHYNKOM NHTEPBEHUWOHHOIO KaK ONMCaHO Bbille, ero cnegyet cnp p wnm
YCTpOIiCTBa, KOTOpoe Gy/eT BBEAEHO N0 NPOBOAHMUKY 4OCTaBK GUILTPa, HYTOGbI MHTPOABIOCEPOM.
136exaTb CONPUKOCHOBEHWA BO Bpema NpoLieaypbl. lpaBusibHoe paccTosHme ot
IMCTaNbHOTO KOHUVKa MHTEPBEHLMOHHOTO YCTPOCTBA 10 MPOKCUMANBHOTO KOHUA 4. M3BnekuTe n3eneKalow|nil KateTep 1 yCTPOMCTBO 3ali{iTbl OT IMGONNN €AUHbIM 61I0KOM,
UNbTPa COCTABNAET 2,5 M. CM. PUCYHOK HIKe. 10Ka KOHUMK M3B/1eKalOLLEro KaTeTepa He OKaXeTCA PALIOM C KOHUMKOM MPOBOAHUKOBOTO

KaTeTepa WM MHTPOAbIOCEpa.
5. W3BsnekuTe NPOBOAHNKOBBI KaTeTEp UM MHTPOALIOCEP, N3BIEKAIWMII KaTeTep 1
T yCTpOl?lCTBO 3awmTbl OT 3mbonun eAnHbIM 6Bnokom n yAaanute Ux n3 opraHu3ma nauuneHTa.
|
<—JHE MEHEE 2,5 cmL—— ®OPMA MOCTABKU
CTepAIbHO: YCTPOMCTBO CTEPUIN30BAHO OKCUAIOM STUEHA. AMMPOTreHHO
8. YjepuBas NOBOPOTHOE YCTPOMCTBO B MPEXHEM MOSIOXKEHI, yCTaHOBUTE GUnbTp, . ) . -
NOTAHYB 3a KaTeTep OCTaBK. Copepxumoe: oaHo (1) ycTporictso MicroVention Empro™ EPS
XpaHeHue: XpaHWUTb B CyXOM NPOX/IaAHOM MecTe.
OTKA3 OT TAPAHTUIHBIX OBA3ATE/IbCTB
Komnanua MicroVention rapaHTipyeT, 4To yCTPOCTBO 6bIN0 CNPOEKTUPOBAHO U
W3TOTOB/IEHO C IOMKHOIA TLLATENbHOCTBIO. [laHHan rapaHTIAA 3aMeHAET U MCKNIoYaeT
BCe ipyrie rapaHTi, KOTOpbIe He Gblin HeAiBYCMbICIEHHO CHOPMYSIMPOBAHDI HIXE,
He3aBICIMO OT TOTO, ABMIAIOTCA NI OHIA BbID: wam no
[AeicTByIolEMy 3aKOHY UN IPYTVM CMIOCOGOM, BK/IIOUas, HO He UCKIIIOUNTENbHO, iloGble
noapasymeBaemble rapaHTUi PUrOAHOCTY WAV COOTBETCTBIA OMpPe/IeNeHHOM Lenu.
NPEAYNPEXAEHME: nocne Hauana yc o He iiTech ya; nnu [¢] XpaHeHwe, YNCTKa 1 CTepUNN3aLmsA YCTPONCTBA, a TakxKe GaKkTopbl, CBA3aHHbIe
TMTb GUALTP ¢ pocrasku. Mpn ™ C NaLMEeHTOM, IarHO30M, IeYeHneMm, XMPYpPriveckoii npoLeaypoi 1 np., He 3aBuUcALLe
dunbrpa ero pOM U MC Te oT KomnaHuy MicroVention, HenocpeACTBEHHO BAUAIOT Ha YCTPOCTBO U pe3ynbTaThbl
HoByo cuctemy EmPro. ncnonb3osaHua yctpoiicTea. Obasatenbcrea komnanuy MicroVention no jaHHoN rapaHTn
OrpaHNYMBalOTCA PEMOHTOM MU 3aMeHOU JaHHOr0 YCTPOMCTBA 4O UCTEYEHUA CPOKa ero
9. BusyanbHbIM KOHTPONEM MapKepPOB y6eanTeCh B TOM, UTO GUALTP MOIHOCTbLIO PACKPbINCA

1 KacaeTcA CTeHOK COCY/0B.

10. TMoNHOCTbIO N3BNEKUTE KaTeTep AOCTABKY, NPOAO/IKAA €ro N3BeUYeHe 40 MoJIHOTo

1.

BbIXOAa 13 NOBOPOTHOIO yCTpoiicTBa. MocTapaiiTech cBecTn ABMxXeHne cuctembl EPD k
MUHIMYMY.

NPEAYNPEXXAEHWE: npn npoxoxaeHun nopta 6bicTpoii cmeHbl (RX) uepes
NOBOPOTHOE YCTPOIICTBO MOMKET OLYLAaTLCA U3MEHeHNe conpoTuenexns. Ecnin
KaTeTep Hauan pacTArvBaTbCA NIV Pa3OPBaNcsA BO BPEMA BbIXOAa, BbINONHNTE
yKa3aHHbIE HIKe AeiicTBIA.

1. Ocna6bTe NOBOPOTHOE YCTPOWCTBO U CTAGUAN3NPYIITE NPOBOAHNK 3aXBaTa 1
pocraBku EPD.

2. Oc Te P! YCTPOICTBO 1 KaTeTep AOCTaBKN eANHbIM
6n0KOM, NPOTArMBas UX NO NPOBOAHNKY 3axBaTa u gocTasku. Mocrapaiirecs
cBecTn EPDk

OcnabbTe NOBOPOTHOE YCTPOWCTBO U CHMUTE €ro C NPOBOAHMKA 3aXBaTa 1 JOCTaBK A0
MCNOsb30BaHNA NI060r0 MHTEPBEHLIYIOHHOTO YCTPOMCTBA.

WUssneuenne EPD

1.
2.

4.

5.

7.

Ecnu up

BcKpoiiTe NaKeT 1 n3BnekuTe Cnnpasnb 403aTopa, CoAepXallylo N3BNeKatowwnii kateTep.
3anonHuTe WNPUL BMECTUMOCTBIO 5 M GU3NONOTNYECKIIM PACTBOPOM 1 yaanuTe n3
Hero Bce Ny3bIpbKy BO3ayXa.

BBe/uTe ANCTasbHbIN KOHUMK U3BIEKAIOLLIEro KaTeTepa B HAKOHEUHWK WNpuLa 1
repMeTU3MpyiiTe X COEMHEHNE NanbLamu.

BBoAWTe $p131I0NOTMUECKIil PACTBOP, MOKa OH HE HaYHeT KanaTb U3 BbIXOAHOTO NopTa
6bICTPOI CMeHbI (RX).

HapeHbTe n3Bnekalowwnit KateTep Ha NPOBOAHMK AOCTaBKY 1 3axBaTa EPD v BBOAWMTE €ro,
foKa AnCTanbHaa MeTKa He JocTurHeT punbtpa EPD. CM. pUCYHOK Hike.

YnepxuBas n3BneKaloujnit KateTep B NPeXXHEeM MoIoXKeHUN, NOTAHWUTE 3a MPOBOAHNK
3axBaTa M J0CTaBKM AN1A BbIBOAA GUnbTPa B i katetep. Iy i

BbIBO/] 10 MOSIHOTO 3axBaTa ¢punbTpa EPD iy NoABneHNA ollylieHns ConpoTreneHus.
Ipy NonHoM U3BNeYeHNn GpubTpa ero MeTKa pacnonoXeHa NPOKCIUMaNbHO OT KOHUMKa
PEHTreHOKOHTPACTHOrO 0 KaTeTepa 1 A OCTVXEHWe ynopa unn
conpoTuBneHue.

OpHospemeHHo n3snekute EPD 1 n3Bnekalolwwii KateTep 13 NPOBOAHNKOBOTO KaTeTepa
CnCTeMbl JOCTYNa WK MHTPOAiblocepa.

iiHO 6

KOnmyecTso Ly vacTuy B

$unbTpyiowem 31eMeHTe NPeNATCTBYET NONIHOMY BbiBeAeHUI0 GUNLTPYIOWero

B il KaTeTep unn K ana

[ J cnepyet peiicTBuA.

6nu3Ko K MrK.

lMoTAHWTe 33 NPOBOAHVK 3axBaTa 1 AOCTaBK EPD 1 BTAHWUTE €ro n dpunbTp B

KOHUMK 13BNIEKaIOLLEro KaTeTepa /10 BO3HUKHOBEHMA OLLYyLeHA CONPOTUBNIEHNS.
MpoKcuManbHble 0TBEPCTUA GUALTPYIOLIErO INemMeHTa HaXOAATCA MOIHOCTbIO B KOHUMKe
KaTeTepa nocsie TOro, Kak PEHTTeHOKOHTPACTHbIE METKN Ha Kapkace ¢punbTpa GyayT
BTAHYTbI B PEHTTEHOKOHTPACTHbIN KOHUYMK o KaTeTepa. He i
BbITArMBaHNe 3axsatamn c

conpoTuBneHus.

i1 KaTeTep B Np NONOXeHNM, 3aXBaTNB ero TPy6Ky

ucnonb3osaHuna. Komnanna MicroVention He HeceT OTBETCTBEHHOCTY 3a NI06OI ClyyaiiHbIiA
WM KOCBEHHBIIA YLIEP6, YBbITKIA MW PACcXofbl, HEMOCPEACTBEHHO NN KOCBEHHO CBA3aHHbIE
C ncronb3oBaHnem AaHHoro yctporcTea. Komnaua MicroVention He 6epeT Ha ce6a
OTBETCTBEHHOCTb 1 He 1aeT NPaB HIKakoMy IPYroMy inLly 6paTb Ha ce6s 3a Hee Kakyio-
nmbo APYryto unu AONONHUTENbHYIO OTBETCTBEHHOCTbL AN 06A3aHHOCTU B OTHOLLEHUN
3T0r0 ycTporicTea. Komnanua MicroVention He 6epeT Ha ce6 HKaKoil OTBETCTBEHHOCTN

8 OTHOLLEHNW YCTPOIICTB, MOABEPTHYTbIX NOBTOPHOMY M0/1b30BaHMIO, NOBTOPHOI
06paboTke UK NOBTOPHOI CTEPUAN3ALIUN, W He JaeT HUKAKNX rapaHTUiA, BbIPaKeHHbIX Nan
noapasymeBaembix, BK/I0Uas, HO He OrPaHNUMBASACH, NPUTOAHOCTBIO MW COOTBETCTBUEM
npeanonaraemMomy CMofb30BaHMIO TaKoro yCTPOCTBa.

LleHbl, TeXHUYECKIE XapaKTePUCTMKM 1 JOCTYNHOCTb MOZIENIV MOTYT U3MEHATLCA Ge3
yBefjoMIeHusA.
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