AngioSafe @ Santreva

ENGLISH
CAUTION: Refer to instruction manual/booklet(IFU).
NOTICE TO USER: In the event a serious incident has occurred in relation to the use of this device and/or a device deficiency

occurs, please notify your local representative and/or manufacturer as soon as possible via email to complaints@angiosafe.com.
Notify the applicable competent authority in which the user is established. Refer to the Return of Devices section of the IFU.

Contents
One (1) Santreva™-ATK Endovascular Revascularization Catheter, REF: AS-1963-02

Intended Purpose/Use

The Santreva-ATK endovascular revascularization catheter is intended for crossing stenotic lesions, including Chronic Total
Occlusions (CTOs), together with plaque compression and channel formation in peripheral arteries (e.g., femoropopliteal arteries) to
facilitate placement of a guidewire in the true lumen after crossing and prepare the vessel for further treatment.

Indications for Use

Santreva-ATK is an endovascular revascularization catheter intended to facilitate placement of a guidewire in the true lumen of
peripheral vessels (e.g., femoropopliteal arteries) after crossing CTOs in patients with Peripheral Arterial Disease (PAD) and to
prepare the peripheral vessel for further treatment with other interventional devices per the physician’s discretion.

Intended Users and Environment
This product is designed for use by physicians trained in and familiar with percutaneous interventional techniques in a fully equipped
catheterization laboratory or vascular surgery suite.

Intended Patient Population
Adults, 22 years of age or older. To reduce the risk of vessel damage, the Santreva-ATK endovascular revascularization catheter
should be used in subjects with target lesion reference vessel diameter(s) of 2 3.0 mm and < 10 mm by visual estimate.

Device Description

The Santreva-ATK (Figure 1, Figure 2, and Figure 3) is an endovascular revascularization catheter, which is intended for intraluminal
crossing, together with plague compression and recanalization of chronic total occlusions (CTOs) in peripheral vessels (e.g.,
femoropopliteal arteries) to prepare the vessels for final treatment. The catheter consists of an inner single lumen stainless steel
torque cable concentric to an outer braided shaft with polymer jacket. The flexural and axial properties of the Santreva-ATK
endovascular revascularization catheter have been designed for femoral arterial vessel access and delivery to the CTO disease
location. The inner lumen of the catheter torque cable is designed to facilitate placement of a guidewire into the true vessel lumen
after CTO crossing and recanalization.

The distal end of the catheter has a tapered stainless steel cutting tip that measures 1.35 mm (0.053 inch) in outer diameter. This
cutting tip has an integrated 0.20 mm (0.008 inch) outer diameter stainless steel wire cutting loop mounted at the distal face to
puncture, displace, and compress the plaque as the mechanism of CTO crossing.

The cutting tip and loop combination is maintained within the lumen of the artery and CTO body during crossing by an
electropolished nickel titanium (nitinol shape set memory metal) centering system component of 2.4 mm (0.095 inch) outer
diameter and 7.6 mm (0.300 inch) length. Together, the cutting tip and centering system have a combined length of 9.8 mm (0.386
inch). The centering system has three shape set wings that are laterally flat when expanded which glide safely in the open lumen of
the artery and within the CTO body during crossing. At their attachment junctions to the distal catheter shaft, the collapsible
centering system wings are sloped in each direction to present a tapered interface to the CTO body plaque and with accessories such
as guide catheters or guiding sheaths during both advancement and retraction of the catheter.
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The Santreva-ATK endovascular revascularization catheter user interface consists of a palm-sized handle with an integrated stainless
steel and manually controlled handle wheel connected to the inner torque cable to provide cutting tip and loop rotation. During use,
the operator grasps the outer catheter shaft to advance the device in the distal direction while rotating the handle wheel such that
the cutting tip and loop combination punctures the entrance cap to the CTO body plaque. As the operator continues to advance the
catheter shaft and manually rotate the handle wheel, the connected torque cable translates the rotation to the cutting tip and loop
ensemble such that the CTO plaque is simultaneously punctured by the rotating cutting loop, radially displaced and compressed by
the tapered slope of the rotating cutting tip. As the user advances the device through the CTO body, the plaque is further
compressed laterally by the centering system wings, thereby crossing and recanalizing the CTO intraluminally in a controlled
manner. Once the cutting tip and loop of the catheter is advanced to the exit cap of the CTO body, the user advances a guidewire tip
through the channel formed and into the distal lumen beyond the CTO and the Santreva-ATK catheter is retracted from the
peripheral vasculature while leaving the guidewire in place for use in final treatment.

The guidewire is placed using the inner single lumen of the Santreva-ATK catheter which extends from an integrated luer fitting at
the proximal end of the handle through the torque cable to a 0.43mm (0.017 inch) inner diameter exit port of the cutting tip. The
catheter is compatible with 0.36 mm (0.014 inch) diameter guidewires.

The Santreva-ATK endovascular revascularization catheter is compatible with 6 Fr (0.070 inch / 1.78 mm Minimum ID) or larger guide
catheters and 5 Fr (0.070 inch / 1.78 mm Minimum ID) or larger guiding sheaths when not using a guide catheter. The catheter
working length is 135 cm from the handle strain relief to the distal tip of the device.

Figure 1: Santreva™-ATK Endovascular Revascularization Catheter Handle, Catheter Shaft, Expanded Centering System and Distal
Tip
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Figure 2: Santreva™-ATK Handle and Catheter Shaft Lengths
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Figure 3: Santreva™-ATK Expanded Centering System and Distal Tip
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Contraindications

The device is not intended for use in the renal, mesenteric, cerebral, or coronary vasculature.
Contraindicated for use in patients with known hypersensitivity to nickel or titanium.
Contraindicated for use in patients who cannot tolerate anticoagulant or anti-platelet therapy.
Contraindicated for use in patients with unresolved bleeding disorders.

Warnings

Do not use the Santreva-ATK catheter with hydrophilic coated guidewires.

Do not use in a target lesion located in a bypass graft or stent (i.e., in-stent restenosis).

Before the insertion of the device, administer appropriate anti-coagulant.

The device is intended for single patient use only. Do not re-sterilize or reuse, as this can result in compromised device
performance.

Do not use if the package is opened or damaged.

Do not use after the “Use By” date on the product label.

After use, dispose of product and packaging in accordance with hospital, administrative and/or government policy.

Precautions

Do not use without completely reading and understanding this document.

Store device at ambient conditions in a catheterization lab or storage room.

Do not expose the catheter to organic solvents (e.g., alcohol).

The outer box is not a sterile barrier. The pouch contained within the outer box is the sterile barrier. Only the contents of
the inner pouch are sterile. The outside surface of the inner pouch is not sterile. Do not remove the contents of pouch until
immediately prior to the use of device.

Excessive bending or kinking of the catheter may affect performance.

Torquing the catheter excessively may cause damage to the product.

If the catheter is believed to become kinked, unintentionally damaged, and/or structural integrity of the device is thought
to be impacted, withdraw the catheter and replace with a new unit to continue with the procedure.

If strong resistance is felt during manipulation, determine the cause of the resistance before proceeding further. If the
cause cannot be determined, withdraw the catheter.

If the device is withdrawn during the CTO crossing procedure, inspect the device tip and catheter shaft for damage prior to
reinsertion into the patient.
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Expected Clinical Benefits
The expected clinical benefits of Santreva-ATK when used as intended in peripheral vessels (e.g., femoropopliteal arteries) of
patients with Peripheral Arterial Disease (PAD) include:

Crossing stenotic lesions, including Chronic Total Occlusions (CTOs).

Plaque disruption and compression without risk of embolism, flow-limiting dissection, and major perforation.
Formation of an intraplaque and angiographically visible channel.

Facilitation of guidewire placement in distal true lumen through the device.

Leaving the lesion and vessel prepared one step for further imaging and final treatment.

uhwh e

One-step vessel preparation with Santreva-ATK enables further endovascular treatment and can also lead to shorter procedure
times. These potential clinical benefits of the Santreva-ATK device are intended to be achieved with a high degree of technical
success and low occurrence of periprocedural complications.

Summary of Clinical Safety and Performance

The RESTOR-1 study titled “Safety and Effectiveness Study of the AngioSafe Santreva™-ATK Endovascular Revascularization Catheter
(RESTOR-1),” was a prospective, single-arm, multi-center, pivotal clinical study designed to enroll subjects with a prior diagnosis of
Peripheral Arterial Disease (PAD) and peripheral Chronic Total Occlusion (CTO) in the peripheral arteries of lower limbs.

The RESTOR-1 study enrolled a total of 179 subjects in the pre-screening portion of the study at a total of 14 investigational sites, all
of which were located in the United States (U.S.). A total of 132 subjects were eligible for the Baseline Visit Screen, and of these, 91
subjects were eligible for the study procedure. A sample size of 79 subjects had post-procedure data reviewed by the Core
Laboratory (Full Analysis Set, FAS); this 79-subject population was used for safety analyses (Initial FAS and Safety Set n=79). Five (5)
subjects were removed from the FAS due to protocol changes resulting in a final FAS population of 74 subjects (FAS n=74) used for
effectiveness analyses. Two (2) additional subjects were removed from the FAS for major protocol violations resulting in a Per
Protocol (PP) analysis set of 72 subjects (PP n=72).

Study Endpoints

Primary Clinical success, defined as the ability to facilitate placement of a guidewire into the distal
Effectiveness true lumen of a femoropopliteal artery with CTO in the absence of device-related MAEs
Endpoint through discharge or 24-hours post-procedure, whichever occurred sooner.

Secondary 1. Technical success, defined as the ability of the study device to facilitate placement of a
Endpoints guidewire into the distal lumen.

2. Procedural success, defined as Technical Success without a procedural complication
within 30 days after the procedure.

3. Evaluation of intraluminal CTO crossing (as assessed by intravascular ultrasound, IVUS).

4. Primary endpoint in the subgroup stratified by the degree of calcification.

Safety Endpoints | 1. Frequency of device-related MAEs through discharge or 24-hours following the
procedure, whichever occurred sooner.

2. Frequency of MAEs through Day-30. MAEs were defined as: all-cause death, adverse
events leading to unplanned amputation of the treated extremity or unplanned
endovascular and/or surgical revascularization of the treated extremity, and distal
embolization requiring additional treatment after crossing the lesion with the Santreva-
ATK device.

Primary inclusion criteria were peripheral artery disease (PAD), with Rutherford Clinical Classification 2 — 5 (“moderate claudication”
to “minor tissue loss”) with a Chronic Total Occlusion (CTO) in the peripheral arteries of the lower limbs. Confirmation of stenosis
was completed by angiography or Duplex ultrasound. Subjects who presented with Acute Limb Ischemia (ALl), previous major
amputation above the ankle in the extremity that was to be treated were excluded from the study. Subjects were assessed at pre-
treatment, treatment, and hospital discharge. Follow-up visits were scheduled for Day-30. The RESTOR-1 study utilized an
independent angiographic Core Laboratory, as well as a Clinical Events Committee (CEC), to assess the outcomes data and adjudicate
adverse events.
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The null hypothesis was that the AngioSafe Santreva-ATK Endovascular Revascularization Catheter would perform better than 0.70 -
the lower bound of the 95% Confidence Interval (Cl) of the technical success rate. The primary effectiveness endpoint of this study,
the clinical success of the Santreva-ATK Endovascular Revascularization Catheter, was met and was achieved in 87.8% of the study
participants (65 subjects) in the FAS population, with a 0.78 lower bound of the 95% Cl, with over 70% of the subjects having CTOs
with moderate to severely calcified plaques. In the PP population, the success rate was 88.9%, with a 0.79 lower bound of the 95% ClI
with the same level (over 70%) of moderate to severely calcified plaques. Note that in the PP population, based on further analysis,
the Santreva-ATK device was delivered to non-CTO vessels in two subjects. In this case, Santreva-ATK successfully facilitated wire
placement in the distal true lumen in 63 of 70 subjects, achieving a 90% final success rate, with over 70% of the subjects having CTOs
with moderately to severely calcified plaques.

The secondary endpoints of technical and procedural success were achieved at the same rate as the primary endpoint of clinical
success since procedural success was defined in this study as technical success without a procedural complication within 30 days
after the procedure and there were no procedural complications within 30 days after any of the procedures. Clinical success of the
primary endpoint was stratified by levels of calcification, which included two groups: none to mild calcification and moderate to
severe calcification. Results are consistent across all levels of calcification. The success rate for none to mild calcification was 90.4%,
and for the moderate to severe calcification 86.7%. Average treated CTO length was 131.6 mm, average target lesion diameter was
5.7 mm, target lesion severe calcification mean was 34.1%, median crossing time was approximately 9 minutes, and mean crossing
time was approximately 25 minutes.

The AngioSafe Santreva-ATK Endovascular Revascularization Catheter created an angiographically visible, and IVUS-confirmed, track
in all RESTOR-1 subjects (100%) who had technical success and for whom angiographic and IVUS data was collected after CTO
crossing completion. The average track formed by the AngioSafe Santreva-ATK device was approximately 2.8 mm in diameter, which
was measured by quantitative angiography or quantitative IVUS. The centering system comprises the largest feature of the Santreva-
ATK device, with a diameter of 2.4 mm. Therefore, an average of approximately 2.8 mm track diameter formed through the
traversed CTO is reflective of Santreva-ATK’s device course through the lesion. This newly formed intraluminal track resulted in an
average lumen gain (calculated by dividing the mean track diameter with mean reference vessel diameter) of 59%.

There were no device-related Major Adverse Events (MAEs) through discharge or 24-hours following the procedure, whichever was
sooner. There was one (1) MAE within the 30 days following the procedure, which was neither procedure-related nor device-related.
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Potential Complications
The use of this product carries the risks associated with peripheral vascular angioplasty, including thrombosis, vascular

complications, and/or bleeding events. The risks associated with standard PTA procedures are reported in the published literature

and include the following:

Santreva

Access site pain

Allergic reaction to contrast medium,
anticoagulant, antithrombotic therapy, or
device materials

Aneurysm

Arrhythmias

Arterial dissection

Arterial perforation

Arterial rupture

Arterial spasm

Arteriovenous fistula

Bleeding complications

Concomitant medication complications (drug
reactions, bleeding from
antiplatelet/anti-coagulation agents)
Death

Emboli (air, tissue, thrombus or

Fracture of the guidewire or any component
of the device that may or may not lead to
device embolism, serious injury or surgical
intervention

Hematoma

Hemorrhage at the vascular access site
Hemolysis

Hypertension

Hypotension

Infection

Ischemia

Myocardial infarction

Pseudoaneurysm

Renal failure

Restenosis of the treated segment

Sepsis

Shock/pulmonary edema

atherosclerotic emboli) Thrombosis
Emergency or non-emergency arterial bypass Total occlusion of the peripheral artery
surgery e  Vascular complications which may require

e  Entry site complications
e Fever

surgical repair (conversion to open surgery)

Guidewire and Support Accessory Compatibility
e 0.014 inch /0.36 mm Nominal OD Guidewire (Note: Do not use the Santreva-ATK catheter with hydrophilic coated
guidewires)
e Minimum size of 5 Fr (0.070 inch / 1.78 mm Minimum ID) or greater Introducer or Guiding Sheath without a Guide
Catheter.
e Minimum size of 6 Fr (0.070 inch / 1.78 mm Minimum ID) or greater Guide Catheter with 6 Fr or greater Introducer or

Guiding Sheath
Note: Use of a 6 Fr or greater size Guide Catheter is recommended for maximum support.

Device Preparation

1. Use sterile technique to carefully remove the device from the packaging. Inspect to ensure the device exhibits no signs of
damage.

2. Flush the Santreva-ATK catheter lumen with heparinized saline using the proximal luer of the handle.

3. If desired, pre-load a 0.014” guidewire into the proximal insertion luer of the handle and advance the guidewire until it is

approximately 1 cm proximal to the distal tip of the device.

Note: The guidewire may be backloaded into the device tip as necessary for over-the-wire technique during the procedure.
4, If desired, pre-load the Santreva-ATK catheter into the support accessory (selected sheath or guide catheter) prior to

inserting into the vasculature by advancing the device tip until just proximal of the support accessory tip.

Note: Rotate the Santreva-ATK catheter tip and centering system counterclockwise during insertion into the proximal hub

of the support accessory to assist the folding and compression of the centering system.
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Directions for Use

1.
2.
3.

10.

11.

12.

13.

14.

15.

Prepare the insertion site using sterile technique.

Achieve vascular access and place an introducer or guiding sheath.

Inject a weight-based Unfractionated Heparin (UFH) bolus dose followed by as needed additional boluses to achieve and
maintain an Activated Clotting Time (ACT) of 250-400 sec.

Insert the Santreva-ATK catheter into the selected support accessory or a pre-loaded assembly of Santreva-ATK
catheter/guidewire/support accessory into the selected introducer and/or guiding sheath.

Advance the selected support accessory tip as close to the entry cap of the CTO for maximum support.

If not pre-loaded, insert a 0.014” / 0.36 mm guidewire into the proximal insertion luer of the handle and advance the
guidewire until it is approximately 1 cm proximal of the distal tip of the Santreva-ATK catheter.

Advance the Santreva-ATK catheter tip out of the support accessory tip until the nitinol centering system has exited and
expands.

With the guidewire remaining within the Santreva-ATK catheter proximal of the distal tip, advance the Santreva-ATK
catheter tip to the entry cap of the CTO.

Advance the Santreva-ATK catheter shaft with the guidewire remaining in place with one hand to allow the distal tip to
penetrate the entry cap of the CTO while simultaneously rotating the torque wheel on the handle with the other hand in
either a clockwise or counterclockwise (or alternate directions) such that the cutting loop at the tip of the device facilitates
cap penetration.

Advance the Santreva-ATK catheter tip and centering system with the guidewire remaining in the Santreva-ATK catheter
through the CTO by advancing the catheter shaft with one hand while continuing to rotate the torque wheel on the handle
with the other hand in either a clockwise or counterclockwise direction (or alternate directions) until the distal tip is
approximately 1 cm from the exit cap of the CTO.

Cautiously continue to advance the Santreva-ATK catheter and distal tip while rotating torque wheel up to the distal cap
until the tip and cutting loop with the guidewire remaining in the Santreva-ATK catheter are through the exit cap.

Note: Only the Santreva-ATK distal tip and cutting loop should cross the exit cap to minimize embolization risk.

Advance the 0.014” / 0.36 mm guidewire distally out of the Santreva-ATK catheter tip past the exit cap of the CTO into the
distal vessel lumen.

While stabilizing the guidewire distal to the CTO, carefully withdraw the Santreva-ATK catheter from the CTO using over-
the-wire technique, while confirming that the guidewire tip remains in the true vessel lumen beyond the CTO.

Retract the Santreva-ATK catheter tip and centering system into the tip of the support accessory using simultaneous axial
pull and counterclockwise rotation of the Santreva-ATK catheter shaft.

Continue retracting the Santreva-ATK catheter from the support accessory to remove the catheter from the patient and
proceed with prescribed treatment, if required.

Return of Devices

1.

If any portion of the AngioSafe Santreva-ATK catheter fails, is unintentionally damaged, and/or structural integrity of device
is thought to be impacted prior to or during a procedure, immediately discontinue use of this device and notify the device
manufacturer via email at complaints@angiosafe.com.

If any Adverse Event occurs in relation to the use of this device, notify the manufacturer via email at
complaints@angiosafe.com and your local representative.

In the event a serious incident has occurred in relation to the use of this device, notify the applicable regulatory authority of
the country in which the user is established.
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Symbol Key

Santreva

Symbol

Description

Symbol Description

Catalog number

-

LO Lot / Batch number

Date of Manufacture

Use-by Date

Packaging Unit

Medical Device

Refer to instruction manual/booklet

(IFU) @
Caution @ Non-Pyrogenic
Keep dry @ Do not re-use

®*9@@l&ﬁ

Do not resterilize

Single sterile barrier system with
protective packaging outside

AngioSafe, Inc.

5215 Hellyer Ave, Suite 240
San Jose, CA 95138, USA
TEL: (408) 217-5480

C€

2797

STERILE | R Sterilized using radiation “ Manufacturer
. . - Authorized representative in the
uDI Unique device identifier EC [REP European Community/European Union
CH |REP Au’Fhorlzed representative for UK (REP Authorized representative in the UK
Switzerland
Product meets the European Union's
c € (EU) health, safety, and environmental
protection standards
M ﬂ N giosofe @ EC |REP| OMC NI MEDICAL LIMITED

Unit - 763, Moat House Business Centre
54 Bloomfield Avenue
Belfast, Northern Ireland, BT5 5AD

UK |REP| OMC Medical Limited

Planet House, North Heath Lane
Horsham, West Sussex, RH12 5QE, UK

CH [REP| omMmcS Medical GmbH

Aegeristrasse 5
Zug 6300, Switzerland
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EAAHNIKA

MPOZOXH: Avatpé€te oto syxelpidio/PpuAradio odnywwv (IFU).

ZHMEIQZH A TON XPHZTH: Z& nepintwon mou npokUuP el coBapod MEPLOTUTLKO OV OXETI{ETAL PE TN XPON TNG CUCGKEUNG QUTAG N
TLOPOUCLAOTEL EAATTWLOL TG CUOKEUNG, EVUEPWOTE TO CUVIOMOTEPO SUVATOV TOV TOTILKO OVTUTPOOWTO /KAl TOV KATALOKEU QLOTH
HEow TG amootoAn email otnv nAektpovikr) dtevBuvon complaints@angiosafe.com. EvnepwoTe TRV appodia apyr otn xwpo
oTNV omoia £XEL TV £6pa TOU 0 XPHOTNG. AvaTpEETE oTHV EVOTNTA EMLoTpOodr) CUOKEUWV O AUTEG TIG O6nyieg xprRong.

Neplexopeva
‘Evag (1) KaBethpag evbayyelakng emavayysiwong Santreva™-ATK, REF: AS-1963-02

ZKomog/xpron ya tnv omnoia npoopiletat

O kaBetrpag evdayyelakng emavayyeiwong Santreva-ATK mpoopiletat yia tn SLtEAEUON HECW OTEVWTIKWY BAaBwWV,
CUUTEPAAUPBAVOUEVWY TWV XPOVLWY OALKWYV arodpatewv (CTO), o cuvEUACUO LE T CUMITEDN TNG TTAAKAG KoL T dnpoupyla
aulou oe TepldepLEG apTnpleg (T.x. pnpoiyvuakég aptnpleg), yla tn dteukoAuvon Tng tomobétnong odnyou cUPUATOG OTOV
TIPOYLLATLKO QUAO LETA TN SLEAEUGN KOL TNV TIPOETOLLAOLA TOU ayyeiou yla mepattépw Bepameia.

Evéeifelg xprong
O kaBetrpag Santreva-ATK eilval évag kaBetrpag evoayyeLloKAC emavayysiwong mou npoopiletal yia tn SleukdAuvaen the

TOMoBETNONG EVOG 08NYOU CUPHATOG OTOV TPOYHATIKO AUAG TEPLPEPLKWVY ayyELWV (TT.X. LNPOLYVUAKEG aPTNPLEG) LETA amo TN
SLEAevon HEow XpOvVIWY oAlkwv amodppagewv (CTO) oe aoBeveig pue mepidepkr aptnplondbeia (PAD), kabBwg Kat yla Thv
TipoeTolacia Tou mepLdepKol ayyeiou yla mepaltépw Bepamneia e ANAEG EMEUBATIKEG CUCKEUEG KATA TNV KPLON TOU LaTpoU.

Xpnoteg kot epBAaAAov ya to onoio npoopileton
To mpoidv auTo €xel oxXeSLOOTEL yLa Xprion amo ekmalSEUUEVOUC Kol EEOLKELWHUEVOUC UE TIC SLOSEPULKEG EMEUPBATIKEG TEXVIKEG
LatpoUlg, oe TMARPWG e€OMALOUEVO epyaoTrplo kKaBetnplacuol 1 ailBouoa ayyeloXELPOUPYLKAG.

MAnBuopnog acOevwy yiLa Tov omoiov poopiletal

EvAAkee, nAtkiag 22 etwv i peyalutepol. MNa tn peiwon tou KvdUvou ayyelakng BAABNG, o KaBetrpag evoayyeLOKA G
enavayyeiwaong Santreva-ATK Ba mpémel va xpnoLomnoleltal o€ atopa He SLapetpo(oug) ayyeiov avadopdag BAGBNG-oTtOX0U
23,0 mm kot £10 mm KaTOmy OMTIKAG EKTLUNONG.

Neplypadn TG CUGKEUNG

O kaBetnpag Santreva-ATK (Ewova 1, Elkova 2 kat Etkova 3) ival évag KaBetrnpag evoayyeLOKNG EMavayyeiwong o omnoilog
npoopiletal yia evauALkn SLEAeVoN, o€ cUVSUAGCUO LE CUUTTLES TNG TTAAKAG KOL ETTAVACNPAYYOTIOLNON XPOVLWV OALKWY
anodppaewv (CTO) oe nepidepikd ayyeia (Mm.X. LNPOIYVUOKEG apTNPLEG) yla TNV MPOETOLACia TwV ayyelwv yLa Tnv TeAKn Bepamneia.
O kaBetnpag anoteAeital amno éva ecwWTEPLIKO KAAWSLo pomig and avofeibwto XaAuBa os Lovo aUAO, OLLOKEVTIPO E EVav EEWTEPLKO,
TIAEYEVO Afova e eMKAAUY N TIOAUEPOUG. OL KAUTITIKEG KOl AEOVIKEG LOLOTNTEG TOU KABETpa evEAyYYELAKNG EMAVAYYELWONG
Santreva-ATK €xouv oxedlaotel yla mpooBacn otn unplaia aptnpia kat xopynon oto onpeio tng PAaPng CTO. O e0WTEPLKOG AUADG
Tou KaAwdiou porrg Tou KaBeThpa £XEL OXESLAOTEL yLa TN SLEUKOAUVGN TNG TOMOBETNGNG EVOG 06NYOU cUPUATOC OTOV TPAYHATIKO
QUAOG Tou ayyeilou peta tn StéAevaon tng CTO Kat Thv EMavacnpayyomnoinon.

To nepLdeplkd AKPO TOU KADETAPA EXEL EVA KWVIKO AKPO KOTING oo avoteidwto xaAupBa pe e€wtepikn dtapetpo 1,35 mm

(0,053 ivtoeg). Auto to AKpo KomrG SLABETEL Evav EVOWUATWEVO CUPUATLIVO Bpdxo KOTAG and avofeldwTo xaAuPa pe e€wteplkn
Stapetpo 0,20 mm (0,008 ivtoeg) otepewEVO OTNV TIEPLDEPLKNA ETLDAVELA YLO TN SLATPNON, TAPEKTOTLCN KOL CUUTTLEGN TN TAGKAL,
W¢ unxaviouog Stéhevong tng CTO.

O ouvduaopog Tou dkpou kal Bpdyxou Komn g Statnpeital evtog Tou aulol NG aptnpiag Kot Tou cwpatog tng CTO Katd tn StéAeuon
MEOW EVOG EENPTAATOC CUCTAATOG KEVTPAPLOMATOC VIKEALOU Titaviou mou €xel urtoBAnOel oe nAektpooTiABwon (LETaAo pe
KOOOPLOUEVO OXAA UVARNG VITVOANG), He e€wTtepikn Stapetpo 2,4 mm (0,095 ivtoeg) kat pikoug 7,6 mm (0,300 ivtoeg). To dkpo
KOTINC KOl TO cUOTNUA KEVIPAPIOMOTOG £X0UV cUVOUAOTIKA Hrkog 9,8 mm (0,386 ivioeg). To cuotnua Kevtpapiopatog Stabtel tpila
niteplyLa KABOPLOPEVOU OXNUATOC TTOU €ival emimeda ota MAAyLa OTav EKTEVOVTAL KAl Ta onoia oAloBaivouv pe acdaAlela otov
OVOLKTO aUAG TNG apTnplag Kal evtog Tou cwpatog tng CTO katd tn StEAeuorn. Ita onpelo cUVEEDNG TOUG UE ToV TtepLdepLkO afova
TOU KOOETHPA, TA MTTUGGOUEVA TITEPUYLA TOU CUCTHLOTOG KEVTPAPIOUATOC £X0UV KAlon Tipog KABe kateuBuvaon wote va
TAPOUGCLATOUV HLa KWVLKA Slemadn HE TNV MAAKA TOU owpatog Tng CTO kal pe Ta fondntikd efaptripata Omwe oL odnyol Kabetrpeg
1 Ta 06nyad Bnkapla, TGG0 KATA TNV TPowOnaon 600 Kal KATA TV avAcupon Tou Kabetrpa.
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H Siemadn xpriotn Tou kabetnpa evdayyelokng emavayysiwong Santreva-ATK amoteAeitatl ano pwa Aafn peyéBoug maAdung, Le
EVOWHATWUEVO EAEYXOUEVO LE TO XEPL TPOXO AaBAC amod avofeidwTo XAAUBa TOU CUVSEETAL UE TO ECWTEPLKO KAAWSLO pOTHG WOTE
Vo TTOPEXEL TTEPLOTPOdH TOU GKPOU Kol Tou BpOXou KOTNG. Katd tn Xxprion, o XELPLOTAC CUYKPOTEL Tov e€wTePLKO dgova tou Kabetrpa
ylo va TpowBn EL T CUOKEUN TIEPLDEPLKA, EVW TTEPLOTPEPEL TOV TPOXO TNG AP C, £TOL WOTE O CUVOUACKHOG TOU AKPOU KOL TOU
BpOXOU KOTING VO TPUTINCEL TO MWK ELGOSOU TN TTAAKOC TOU owpatog Tng CTO. Kabwg o xewplotng ouveyilel va npowBei Tov dova
TOU KOOETHPA KO VO TIEPLOTPEDEL LLE TO XEPL TOV TPOXO TNG AAPNG, To ouVEESEUEVO KAAWSLO pOTG LETADEPEL TNV TIEPLOTPODI OTOV
ouvduaouo GKpou Kal BpoXou KOG, £T0L waoTe N mAAdKa CTO va StatpnBei tautdxpova amo tov neplotpedOuevo BpoOXo KOG, va
LETOTOTLOTEL AKTIVIKA KOl VOL GUUTILECTEL Ot TNV KWVLKA KAlon tou meplotpedOpevou dxkpou komng. KabBwe o xpriotng mpowbel tn
CUOKEUN HEOW TOU 0WUATOC TN CTO, N MAAKO CUUTILEIETAL TTEPALTEPW TTAEUPLKA QIO TA TTEPUYLA TOU GUOTHATOC KEVIPOPLoUATOG,
Slaoyilovtag Kol EmavacnpayyonoLwvTag e eAeyxouevo tpomo evbauAikd tnv CTO. Otav to dkpo Kat o Bpdxog Komn¢ Tou
kaBetnpa mpowbnBolv oto nwua ££660u Tou cwpatog thg CTO, o xprotng powbOel Eéva dkpo oSnyol cUPUATOC LECW TOU
OXNUATIOUEVOU KAVOALOU TIPOG TOV TIEPLDEPLKO AUAO peTA amod tnv CTO kal énewta o kabetrpag Santreva-ATK avacupetal anod to
TepLdEPLKO AYYELAKO CUOTNHA, EVW TO 06NyO oUpHA TapapéVeL otn O€on Tou yla xprion otnv teAtkn Bepaneia.

To 06nyo cUpuA TOMOBETETAL XPNOLLOTIOLWVTAG TOV ECWTEPLKO LOVO aUAO Tou Kabetrpa Santreva-ATK, o omolog ekteivetal and
£V0l EVOWHATWUEVO e€ApTnUa luer To KEVTPLKO AKPo TG AP HEow Tou KaAwdiou poric oe pio BUpa €660V ECWTEPLKAC
Stapétpou 0,43 mm (0,017 wtowv) Tou akpou Kortic. O kaBetrpag eivat cupBatog pe odnyd cuppata Stopétpou 0,36 mm
(0,014 wtowv).

O kaBetrpag evdayyelakng emavayyeiwaong Santreva-ATK eivat cupBatdg pue o6nyoug kabetnpeg LeyEBoug 6 Fr (eAaxLotng
gowtepkng Stapétpou 1,78 mm/0,070 wtowv) i peyalltepoug, kat ue odnyd Onkapia peyEBoug 5 Fr (EAAXLOTNG ECWTEPLKAG
Slapétpou 1,78 mm/0,070 wtowv) ) peyoutepa, otav Sev xpnolponoteitat odnydg kabetipag. To urkog epyaociag touv kabetrpa
elvat 135 cm amo Tov anotatiko oUvEeoo TG AaPng €wg To MEPLHEPLKO AKPO TNG CUOKEUNG.

Ewkova 1: AaBh, afovag kabetrpa, eKTaOEv cUOTNHA KEVTPAPLoHATOC Kol EPLPEPLKO AKPO TOU KAOETHPA EVOOYYELAKAG
enavayyeiwong Santreva™-ATK

135cm VA
7 = 95 cm "\v ==
\% 1 1 #
I I T T
u ” H —— / I =
49F—  34F 7,2Fr
© 2,4 mm

L 9,8 mm

Ewova 2: Mikn tn¢ Aafng Kat tou afova tou Kabetrnpa Santreva™-ATK

140 cm
ZYNOAIKO MHKOZ ZYZKEYHZ 7
Y
/
51cm
ANOTATIKOX
135cm 2YNAEZIMOZ 14 cm
MHKOZ EPTAZIAZ MHKOZ MHKOZ AABHZ
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Ewkova 3: Ekta0£v olotnpa Kevipapiopatog Kat mepldpepLlko AKpo Tou Kabetrpa Santreva™-ATK

TO 2YZTHMA ENIKENTPQZHZ AMNEIKONIZETAI EKTETAMENO, E=. AIAMETPOZ = 7,2 Fr, 2,4 [mm]
€.
BEE
—_ W
7598
2ok
&é <§t i
S
[7,6]
0,76 cm
MHKOZ ZYSTHMATOZ ENIKENTPQZHZ [mm]
[0,8]
0,08 cm
EMEKTAZH BPOXOY KOMHZ
AMNO TO AKPO KOMHZ [mm]
[9,8]
0,98 cm
MHKOZ AKPOY 2YZTHMATOZ ENIKENTPQIHZ [mm)]

Avtevbeigelg

H cuokeun &gv mpoopiletal yla xprion oto ayyelako cUoTnUa Twy VEGPWY, TOU HECEVTEPLOU, TOU eyKEDAAOU H TWV
otedaviaiwv.

H xprion tou avtevéeikvutal oe acBeveic pe yvwotr unepeualobnoia oto VikéALO 1) TO TLTAVLO.

H xprion tou avtevéeikvutal og acBeveig mou dgv umopouv va avexBolv TV AVTUTNKTLKA 1 avTlatponetaAloky Bepaneia.
H xprion tou avtevéeikvutal o acBeVEIC PUE ALPLOPPAYIKEG SLATAPAXEC TTOU SEV EXOUV AVTIUETWITLOTEL.

MNposldonolioelg

Mn xpnotuornoleite tov kabetrpa Santreva-ATK pe odnyd clppata pe udpodIAn emtkaGAun.

Mn xpnotuornoleite oe PAGBn-otdyo mou Bpioketal o pooXeL U apAKoUYP NG i 0 OTEVT (NAadK EMAVOOTEVWON EVTOG
TOU OTEVT).

MpLv amoé tv eloaywyn TS CUCKEUNE XOPNYAOTE KOTAANAO QVTUTNKTLKO.

H cuokeur mpoopiletal yla xprion o€ évav povov acBevr). Mnv TNV EMAVATIOOTELPWVETE KAl NV TNV EMOVOXPNOLUOTOLE(TE,
KAOWE KATL TETOLO UTMOPEL VO LELWOEL TNV amdS00N TNG CUCKEUNG.

Mnv tn XpNOLOTOLELTE AV N cUoKeL OOl £XEL avolyTel i £xeL urtooTel InULA.

Mnv TN XpPNOLOTOLELTE PETA TRV NUEPOUNVia ARENG TTOU avadEPETAL OTNV ETLKETA TOU MPOIOVTOG.

MeTtad tn Xxprion, amoppidte To mpoidv Kal tn cuokevacia cUUPWVA LE TNV TTOALTLKF TOU VOGOKOWELOU, TN Sloiknong f/kat
TNV KUBEPVNTLKA TIOALTLKE.

Npodulageig

Mn xpnoluormoleite edv Sev £xete SlaBAOEL Kal KATAVONOEL TTANPWG AUTO To £yypado.

QuAdooete T cUOKeUN o€ ouVONKeG TepLBAANOVTOG O€ EpyaoTipLo KabetnpLacuol i oe Swuatio GUAaENG.

Mnv ekBEteTe TOV KABETHPA 0g opyavikoUC SLAAUTEG (TT.X. AAKOOAN).

To e€wteplkd kouTtl ev amotelel oteipo dpayud. H Brikn mou mepLEXETaL EVIOG TOU EWTEPLKOU KOUTLOU OMOTEAEL TOV
oTeipo dpaypo. MOvo ta TEPLEXOEVA TNG ECWTEPLKAG BNKNG elval oteipa. H ewtepikn) emudpavela TG ECWTEPLKNE BAKNG
Sev elval otelpa. Mnv adalpeite To MepLEXOUEVO TNG BNKNC MOPA LOVO OUECWG TIPLV ATtO TN XPHOoN TNG CUOKEUNC.

H unepBoAikn kaupn f otp€PAwon Tou KABETHpa eVOEXETAL VA LELWOEL TNV AMOS00T ToU.

H edappoyn unepPoAikn g pomng otov Kabetrpa evoéxetal va pokaA£éoetl BAaBn oto mpoiov.

Edv SlamiotwBel otL 0 kabetrpag £xel otpePAwOs(, £xeL urtootei akovota BAABN /KoL KPLOEL OTL £XEL EMNPEAOTEL N SOUIKNA
OKEPALOTNTO TNG CUCKEUNG, ATOCUPETE TOV KOBETPA KOL OVTLKATOOTIOTE TOV [E LA VEQ LOVAda yLa VoL CUVEXIOETE TN
Sadkaoia.
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e Eav awoBavBeite toyxupr avtiotaon Katd Tov Xeplopd, kaboplote TNV altia tg avtiotaong mpotol MPoXwpPrOETE
nepattépw. Eav n attia dev eival Suvatov va kaboplotel, anocupete Tov Kabetrpa.

e Edv n ouokeun amooupBel katd tn Stadikacia StéAevong tng CTO, emBewpnoTE TO GKPO TNG CUCKEUNG KAl Tov dfova Tou
KaBetrpa yla tuxdv InpLd potou enaveloaxbouv otov acBevh.

Avapevopeva KAWVIKA o EAn
Ta avopevopeva kKAViIka odpEAn tou kabetripa Santreva-ATK, dtav xpnolpomnoleital onwg mpoPAEMeTal o€ MepLdePKA ayyeia
(r.X. pnpoiyvuakég aptnpieg) aoBevwy pe mepidepikn aptnplonabela (PAD) mephapBdavouv:

1. AiéAevon péow oTeVWTIKWY BAaBwy, mepAapBavouEVWY TwV XPOVIWV oAlkwy anodpdaewv (CTO).

2. Awdonaon Kat cupmieon tng MAAKAG XwpLg Tov Kivouvo epBoALopOoU, SLOXWPLOKOU IOV PELWVEL T PO Kal Heilovog
Sudtpnong.

3. Anuoupyia evog ayyeloypadikd opatol auAlol eviog TnG MAAGKAG.

4. AteukoAuvon tng TomoBETtnong tou 06nyol GUPUOTOC OTOV TIPAYUATIKO TEPLEPLKO AUAO HECW TNG CUCKEUNG.

5. Npoetowacio tng BAGPNC KaL Tou ayyeiou yla to eMOUEVO Bripa yLa TEpALTEPW ATIELKOVION Kal TEALKN Beparnela.

H npoetolpacia Tou ayyeiou og éva Bripa pe Tov KaBetrpa Santreva-ATK eMUTPENEL TNV TEPALTEPW evOayyeLOKN Bepamela kat
pmopel emiong va 06nynoeL o€ PKPOTEPOUG XPOVOUG EMEUPACEWY. AUTA TA SUVNTIKA KAWVIKA 0dEAN TNG OUOKEUNG Santreva-ATK
nipoopifovratl va emiteuxBouv pe uPnAd Babuod TeEXVIKAG EMLTUXLOG Ko XAUNAR EUDAVION TIEPLEYXELPNTIKWY ETILTTAOKWV.

NepiAnyn tng KAWVIKAG aodalelag Kat anodoong

H pehétn RESTOR-1 pe titho « MeAétn aodAleLag KAl AMOTEAEGUATIKOTNTAG TOU KaBeThpa evdayyelakn ¢ emavayysiwong AngioSafe
Santreva™-ATK (RESTOR-1)», Atav {La I(POOTMTIKH, EVOG OKEAOUG, TTOAUKEVTPLKH, KUPLA KALVLKI) HEAETN TTOU OXESLAOTNKE yLa TNV
gyypadn atouwv pe mponyoupevn Stayvwon mepldeptkng aptnplonddetag (PAD) kot mepldbeplkng xpoviag oAkng anodpalng (CTO)
oTL¢ TtePLdEPLKEG APTNPIEC TWV KATW AKPWV.

3TN peAétn RESTOR-1 evtayxOnkav oUVOALKA 179 CUMUETEXOVTEG OTO TN A TIPOKATAPKTIKAG SLAAOYAG TNG LEAETNG OE GUVOALKA

14 gpeuvnTika KEvTpa, Ta omoia Bpiokovtav 0Aa otig Hvwuéveg MoAtteieg (H.M.A.). ZuVOAKA 132 CUMUETEXOVTEG ATAV ETUAEELLOL YL
™ Stahoyn tng emiokePng apxLkng aloAdynong Kot amd autols, 91 CUMHETEXOVTEG NTaV eTUAEELMOL YLa TN Stadikaoio TnG HeAETNG.
Ta Sedopéva Petd tnv emépPBacn evog Selypotog 79 CUUUETEXOVTWY EEETAGTNKAY OO TO KEVTPLKO £pyacTplo (opdda mArpoug
avaAuaong, FAS). Autdg o mANBUOUOG TWV 79 GUUUETEXOVTWY XPNOLUOTOLNONKE yia Tig avalUoel achalelag (apxLkn opdda FAS kat
opada acdaletag n=79). Mévte (5) cuppetexovieg adalpebnkav and tnv opada FAS Adyw aAlaywv Tou MTPWTOKOAAOU, YEYOVOG TToU
oénynoe og teAko MANBUoUO FAS 74 cuppetexoviwy (FAS n=74), o onolog xpnolomnol)0nke yla TG avaAlUoeLG aMOTEAECUOTL-
KOTNTAG. AUO (2) emmA€0oV CUPUETEXOVTEG adalpEBnkav amo tnv opdda FAS AOyw Helldvwy apaBLAcEwV Tou TPWTOKOAAOU,
YEYOVOG o 08rynoe o€ opada avaluong cUpdwva e To TPWTOKoAAo (PP) 72 cuppetexovtwy (PP n=72).

KataAnKTikd onpeia tng LEAETNG

KUpLo KATaAnKTLKO KAwikn erutuyia, n omola opiletal wg n tkavotnta SteukdAuvong tng TomoBETnong evog oSnyou

onuelo amotele- oUPUATOG OTOV MEPLPEPLKO TIPAYHATLKO AUAO HLaG Unpoiyvuakng aptnpiag pe CTO, amouaoia pellévwv

OMATIKOTNTAG avermBupunTwyv cupBaviwy (MAZ) oxeTL{OUEVWV LLE TN CUCKEUN HEXPL TNV €€080 N £WC 24 WPEG LETA TNV
enéupaon, omolo anod ta duo cupPel vwpitepa.

Asutepelovta 1. Texvikn emtuyia, n omoia opilleTal wg n LKAVOTNTO TG CUCKEUNG TNG LEAETNG VA SLEUKOAUVEL TNV

KOTAANKTLKA onUeia TOMOBETNON €VOG 06Nyol cUPUATOG OTOV TIEPLPEPLKO AUAD.

2. Erutuyla tng Stadikaoiag, n onola opiletal wg n TEXVLIKN €mLTUXiA XWPLG eMLTAOKN TG Stadikaoiag
€vtog 30 nuepwv LeTa tn Stadikaoia.

3. A&loloynon tng evdauAikng StEdeuong tng CTO (6mwg aglohoyeital péow evdayyeLokoU
unepnxoypadnuartog, IVUS).

4. To KUPLO KATOANKTIKO onUelo otnv umoopada otpwpatonoleital avaloya pe tov fabuo

oaoBeotonoinonc.
KataAnktika onpeia 1. Juxvotnta twv MAZX oXeTIW{OUEVWV HE TN CUCKEUN UEXPL TNV £€060 1 €WC 24 WPEG LETA TNV
aopaielog enéupaon, omolo anod ta dUo cupPel vwpitepa.

2. Zuyxvotnta twv MAZ éwc tnv Huépa 30. Ta MAZ opiotnkav wg €€r¢: Bavatog amod OAeg TG aLTie,
QVeTOUUNTA cupPBavta ou 08rynoav o€ N TPOYPOUUATIOUEVO AKPWTNPLOCUO TOU
QVTLUETWTTLOOEVTOG AKPOU 1) OE [N TIPOYPOUUATIOUEV EVOAYYELOKN 1/KOL XELPOUPYIKN
EMAVOYYELWGN TOU QVTLLETWITLOOEVTOG AKPOU Kol TtepldepLK ELPOAN OV amattolos MPOCOEeTn
Bepaneia peta tn StEAevon tng BAABNG Ke TN cuokeun Santreva-ATK.
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KUpla kpttrpla évtagng ntav n meplbepikr aptnplonadeta (PAD), pe kKAwikn taflvopnon 2-5 katd Rutherford («pétpla xwAdtnto»
£WG «HUKPN amWAEL LOTOU») Ue xpovia ohikn artddpaén (CTO) otic mepldePIKES aptnpieg TwV KATw AKpwv. H emiBeBaiwon tng
oTévwong oAokAnpwOnke ue ayyeloypadia rj urtepnxoypddnua Duplex. Ot GUUUETEXOVTEG TTOU TTpoaépyovTay e ofsla Loxaluio tou
MéNoUG (ALI), mponyoUupevo peilova akpwTnPLOOUO TTAVW ATO TNV TIOSOKVN KK O0TO AKPO TIOU EMPOKELTO va UTIoBANBEL ot
Bepaneia, anokAelotnkav amnod tn LEAETN. OL CUMUETEXOVTECG afloAoynBnkav TpLv amo tn Beparneia, katd tn Oepamneia Kot Katd TV
€€0d0 amnd to voookopeio. OL emiokéPelg mapakololBnong mpoypappatiotnkav yio tv Huépa 30. H pehétn RESTOR-1
XpNnoLomnoinoe éva avefaptnto ayyeloypadiko Kevipiko Epyaotrplo, kabwg kat pia Emtpornty KAwikwv uppaviwy (CEC), yia tnv
alohdynon twv dedopévwy eKBACEWV Kal TNV KATAKUPWON TWV AVEMLBUUNTWY GUUPBAVTWVY.

H unéevikn umdBeon Ntav otL o Kabetrpag evdayyelaki emavayyeiwong AngioSafe Santreva-ATK Ba eixe upnAdtepn anodoon anod
0,70. To kaTwTePO Oplo Tou Slaotipartog epnmiotoolvng (Cl) 95% Tou moocoaTtol TEXVLKAC emttuxiag. To KUPLO KATAANKTLKO onUELo
QTIOTEAECHATIKOTNTOG QUTAG TNG LEAETNG, N KALVLIKA ETLTUXiC TOU KABETAPA EVEAYYELOKA G EMavayyeiwong Santreva-ATK
ETUTEUXONKE, KaL TPpocdLopioTnke 010 87,8% TWV CUUUETEXOVTWY 0TN MEAETN (65 Atopa) otov MANOUouO FAS, e KATWTEPO OPLO TOU
C195% 0,78, e mepLocOTEPOUG aTd TO 70% TWV CUKUETEXOVTWV Va €X0UV CTO pE TIAAKEG E LETPLOG WG BapLAg Lopdn g
aoBeotomnoinon. Ztov TAnBuoud PP, To mooooto mttuyiag ntav 88,9% e katwtepo 6pLo tou Cl 95% 0,79 e TAAKEG e
aoBeotomnoinon tou tdiou emumédou, PETPLOC WG Bapldg popdng (mavw amd 70%). nuelwvetal otL, otov mAnBuoud PP, Bdaoel
TeEpaLTEPW avaluong, N cuokeun Santreva-ATK xopnynOnke os SUo dtopa pe ayyeio xwpic CTO. e auth tnv nepintwon, o
kaBetrpag Santreva-ATK SleukdAuve EMITUXWCE TNV TOMOBETNON TOU GUPUATOC OTOV TEPLDEPLKO TIPOYUATIKO QUAG 0€ 63 amd Toug
70 CUUPETEXOVTEG, ETILTUYXAVOVTAG TEALKO TTOCOOTO emttuyiag 90%, e mavw amno to 70% Twv CUMUETEXOVTWY va €xouv CTO ue
TIAAKEG UE PETPLAG EWG Baplag popdn¢ aoBeotonoinon.

Ta Sgutepeliovta KATAANKTLKA CNUELD TNG TEXVIKAG EMLTUXLOG KoL TNG emitu)iag Tng Stadikaoiag emiteUxOnKav oTo (610 T0COO0TO UE
TO KUPLO KATOANKTIKO onUelo TnG KAWVLIKAG emtuxiag, kaBwg n emttuxia Tng Sladikaciag oplotnke o€ AUTAY TN MEAETN WG TEXVIKN
erutuxia xwpic emutdokn tng Stadikaciog evtog 30 NUeEPWV UETA TNV emépPBaocn, evw 6ev umrpéav eMUTAOKEG TG Stadilkaoiag evtog
30 NUEPWV PETA aTtd omoLadHOTE Ao TG EMEUPACELS. H KALVLKN €MLTUXLA TOU KUPLOU KATOANKTLKOU ohueiov oTpwpatomnol)onke
avaloya pe ta enineda acfeotonoinong, ta onoia mepA\dpPBavay SUo opddes: kaBoAou wg Amia acBectonoinon Kot LETPLO £WG
Bapldg popodng acBeotomnoinon. Ta amoteAéopata ftav otabepd oe OAa ta emnineda acfeotonoinonc. To mOoOOTO EmiTUXiaAg yLa
Vv anoucia acfeotonoinong éwg tnv e acPBectonoinon nrtav 90,4%, evw yla Tn KETPLA £wG Bapldg popdng acBeotomnoinon
ntav 86,7%. To HECO UNKOG TNG avTiueTwriioBeicag CTO Atav 131,6 mm, n péon Slapetpog tng PAAPNG otdxou ntav 5,7 mm, o
MEoog 6pog coPaprg acBeotomnoinong tng BAAPNG otoxou Atav 34,1%, o Stapecog xpovog SLtEheuong Atav nepimou 9 Aemtd Kal o
MEOOG XpOVOG SLEAELONG NTAY TIEPLTOU 25 AemTd.

O kaBetnpag evbayyelokng emavayysiwong AngioSafe Santreva-ATK dnuiloupynaoe éva ayyeloypadLkd opato Kal enBefatwpévo pe
evbayyelako umepnyoypadnua (IVUS) kavaAl o€ OAOUG TOUG CUUETEXOVTEG 0TN LeAETn RESTOR-1 (100%) mou eixav texvikn
ETLTUXLO KOlL YL TOUG oTtoloug CUAAEXBNKav ayyeloypadkad Sedopéva kat dedopeva IVUS petd tnv odokAnpwaon tng dtEAeuong tng
CTO. To péoo KavaAL mou dnpoupynOnke amnod tn cuokeun AngioSafe Santreva-ATK eixe lapetpo nepinou 2,8 mm, n onoia
METPNONKE e TTOCOTLKN ayyeloypadia i mocotikd IVUS. To cUoTnua KEVIPAPIOUATOG AMOTEAEL TO LEYOAUTEPO XAPAKTNPLOTLKO TNG
OUOKEUNG Santreva-ATK, pe SLAUETPO 2,4 mm. TUVETMWG, N LECN SLAUETPOG TOU KavaALloU Ttou oxnuatiletal Stapécou tng CTO otnv
omola yivetal n StEAevon eival mepimou 2,8 mm Kot avTKaTonTpilel TV mopeia TG cuokeung Santreva-ATK Stapéaou tng BAABNG.
AUTO TO vEOOXNHATIOMEVO EVOAUALKO KOVAAL ELXE WG amoTEAEoA L peon amoAafn aulov 59% (n omola uTtoAoyiletal Statpwvtog
Tn HEon SLAUETPO TOU KavaAlou 8la tn PEon SLAUETPO ToU ayyeiou avadopac).

Aev mapouolaotnkayv peilova avenBuunta cupfavia (MAZ) oxeTllOMeVA LE TN CUCKEUN UEXPL TO EELTNPLO N EWG 24 WPEC UETA TNV
eNéUPaon, omoto amnd ta dUo cuVERN vwpitepa. Yrpée éva (1) MAZ evtog 30 nuepwy PETA TRV eMEUPAON, To onolo Sev oxetilovtav
oUte pe t Sladikaoia, oUTE e T GUOKEUN).
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MOavEg EMUTAOKEG
H xprion tou mpoidvrog autol cuvodeletal armd Toug KvEUVOUG TToU oXeTI{ovTal Ue TNV EPLPEPLK OYYELOTTAQOTLKY,

nep\apBavopévng tng OpopBwaong, TWV ayyeELOKWY EMUTAOKWY /Kol TwV alloppaylkwy cupBaviwy. OL kivéuvol Ttou oxetilovtal pe

Santreva

TG TUTILKEG SLadikaoieg PTA avadépovtal otn Snupocteupévn BLpAoypadia kal mepthapBavouv Toug eEAG:

e [ovog oto onueio mpdoBaong

e AM\epylkn avtidpaon oto oKlaypadko HETO,

OTNV QVTUTNKTIKA 1 0TNV avtlBpopBwtikn
Bepameia ) ota UALKA TNG CUOKEUNG

e AveUpuopa

e Appubuieg

o Alaxwplopdg aptnplag

e Awdtpnon aptnpiag

e Pr§n aptnpiag

e Jnoaopdc aptnpiag

e AptnplodAeBwdeg cupiyylo

e ALUOPPAYLKEG ETILITAOKEC

e EmuTAokEG amod Tt cuyxopnyoUHEVN aywyn
(bappakeuTikéC avTdpdoels, aluoppayia
ortd AVTLALOTETAALAKOUG/AVTUTNKTLKOUG

Opauon tou 06nyol CUPUATOG | OTIOLOUSATIOTE
€£0PTLATOG TNG CUGKEUNG TTOU UTOPEL Vo
odnynoeL N va punv odnynoet o€ eUBoALOUO amd
TN GUOKEUN, 0 coBapd TPAULATIOMO 1) O
XELPOUPYLKA Tapéupaon

Aludtwpa

Awuoppayia oto onpelo ayyelakng npocfacng
Awdiuon

Ynéptaon

Ynotaon

Notlpwén

loxauuia

‘Eudpaypa tou puokapdiou

Weuboavelpuoua
Nedpikr) avendpkeLla

TP AYOVTEG) e  ENMQVOOTEVWON TOU OVTLUETWTTILOOEVTOC
e Odvatog TUAMOTOG
e EuBoliopdc (amo aépa, 1otd, Bpoupo i e  Inbatuia
06npookANPWTIKA £UPBoAa) e  KartamAnéio/mveupoviko oibnua
e Emelyouoa f pn €Melyouca XELPOUPYLKA e  Opoupwon
enéupaon mapakapPng aptnpiag e OMwkn amtddpaén tng mepldeplkic aptnpiag
e Emutlokég oto onueio elo6dou e AyyELOKEG EMUTAOKEG OL OTIOLEG EVOEXETAL

e [upetdg OTTALTAOOUV XELPOUPYLKH QTTOKATACTACN

(ueTatponr) og avolkTn XElpOoUpYLKN EMEUBaON)

ZupBatotnta odnyol cUpHATOC Kat BonONTIKWV §apTNUATWY UTOCTAPLENG

e 08nyo cupHA OVOUAOTIKAG e€wT. Stapétpou 0,36 mm/0,014 wrtowv (Znueiwon: Mn xpnoluomnoleite Tov kaBetpa
Santreva-ATK pe odnyd cupuoata pe udpodAn emkaiuvdn)

e  EAdyloto péyebog eloaywyéa rj odnyol Bnkaplov 5 Fr (eAdylotn eowt. Stdpuetpog 1,78 mm/0,070 ivtoeg) i peyaAltepo,
Xwpig 08nyo kabetnpa

e  EAdyxloto péyeBbog 0dnyol kabetrpa 6 Fr (eAdxiotn eowt. Stdpetpog 1,78 mm/0,070 ivtoeg) i peyaAUTepo HE Eloaywyéa
06nyo6 Onkapt pey£0oug 6 Fr ) peyautepo
Inueiwon: Na PéyLotn umootnpLén, cuviotatal n xprion odnyou kabetrnpa peyéBouc 6 Fr | peyaAltepou.

Mpostolpacio TG CUOKEUAG

1. XpNOLUOTIOLOTE OTELPA TEXVLKNA Yla VA adaLPECETE TPOCEKTLKA TN CUOKEUN Ao T cuokevaoia. EmBewprote TN CUOKEUN,
wote va BePalwbeite ot bev Ppépel onuela BAABNC.

2. EkmAUVETE TOV AUAO ToU KaBetrpa Santreva-ATK pe nrmopwiopévo GpucLloAoyLlko opo XPNOLUOTIOLWVTAC TOV KEVTPLKO
ouvdeopo luer tng Aapng.

3. Eav to emBupeite, mpotonoBetrote éva 0dnyo cuppa 0,36 mm/0,014 LVToWV GTOV KEVIPLKO cUVEEGUO luer eLoaywyng tng

AaBng kaL mpowBrote To 08nyo cUpUa £wg 0Tou Bpebel mepimou 1 cm KevTpLlKOTEPA Ao TO TIEPLPEPLKO AKPO TNG CUCKEUNG.
Inueiwon: To 0dnyo cUpua pmopel va tonoBetnBel avadpopa 0To AKPO TNG CUCKEUNG, OMIWE QIOLTELTAL VLA TNV TEXVIKN
KTAVW oo cUppa», Katd Tt Slapkela tng Stadikaciag.

4, Eav to emiBupeite, mpotonobetrote Tov kabetnpa Santreva-ATK oto BonBntiko e€aptnua untootnpEng (emheyuévo Bnkapt
1 08nyog KaBeTrpac) MpLV amod TNV ELOAYWYI) OTO AYYELAKO cUOTNUA, TTPOWOWVTOC TO AKPO TNE CUCKEUNE WOOTOU
TomoBetnOel HOALG KEVTPIKOTEPA ATTO TO AKPO Tou Bondntikol e€apTrUATOC UTTOCTHPLENG.

Inueiwon: Katd tnv eloaywyn MepLOTPEYTE apLloTEPOCTPOhA TO AKPO KAL TO GUOTNA KEVTIPAPIoUATOG ToU Kabetnpa
Santreva-ATK Kol ELOAYETE TO 0TOV KEVTPLKO oudadd Tou BonbnTikol e€apTiatog UOoTAPLENG Yo va BonBrosL otnv
TTUXWON KL GUUTTEDN TOU CUOTHUOTOC KEVTPAPIoUATOC.
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AngioSafe @ Santreva

Oényieg xpriong

1.
2.
3.

10.

11.

12.

13.

14.

15.

MPOETOLUAOTE TO ONUELD ELOAYWYAC XPNOLLOTIOLWVTAC OTEIPA TEXVLK).

AmokataoTtrote ayyelakn npdopaacn kat tonobetrote évav elcaywyéa f éva 0dnyo Bnkapt.

Kavte éveon bolus 660on¢ un kKAaopatomnolnuévng nriapivng (UFH), avaloya pe To BApog Kat, 0T CUVEXELQ, XOPNYHOTE
TipocBeteg bolus evéoelg OMwG amalteltal, WOTE va ETUTUXETE KaL VoL SLATNPrOETE EVEPYOTIOLNEVO XpOvo tiéng (ACT)
250-400 &eurt.

Elcayayete Tov kaBetripa Santreva-ATK oto enileypévo BonBntikod e€aptnua umooTAPLENG f Uia ipotomoBetnévn Sldtaén
kaBetrpa Santreva-ATK/o8nyou cUppatog/Bondntikol e€apTAUATOC UTTOOTAPLENG OTOV ETUAEYUEVO ELOAYWYEA /KAl OTO
odnyod Bnkapt.

MpowBnoTe To AKpo Tou emiheypévou Bondntikol e€aptruatog umtooTnPLENS 660 To SUVATOV TILO KOVTA OTO WO EL6OS0U
™G CTO yLa PéyLotn umootrpLén.

Edv Sev £xeL 16N mpodoptwOei, eloaydyete éva 0dnyo cupua 0,36 mm/0,014 Ttowv OToV KEVTPLKO cUVEeopo luer
gLoaywyng tng Aafng kat mpowBrote to 06nyo cuppa £wg 6Tou TormoBeTnOel mepimou 1 cm KEVIPLKOTEPA ATIO TO
niepldePLKO AKPOo Tou Kabetrpa Santreva-ATK.

MpowBnote To Akpo Tou kabetrpa Santreva-ATK €€w armd to dkpo tou Bonbntikol e€apTAUATOC UTTOCTAPLENG £WG OTOU TO
cUOTNUO KEVTPOPLOUOTOC Ao VITLVOAN £xel e€ENOEL Kal €XeL ekTAOEL.

Alatnpwvtag To 08nyo cUppa evidg tou kabetrpa Santreva-ATK KevTplkotepa armod To MePLHEPLKO GKPO, TTPOWONOTE TO
akpo tou kaBetnpa Santreva-ATK €w¢ To mwua eLlc6dou tng CTO.

MpowBnote Tov afova Tou kabetrpa Santreva-ATK Statnpwvtag to 08nyo cUpua otn B€0n Tou HE To Eva XEPL, £TOL WOTE TO
niepldepLko akpo va Sleloduoel oTo Mwpa L00dou TnG CTO, eV TAUTOXPOVA TTEPLOTPEPETE LE TO AAAO XEPL TOV TPOXO
pomng otn AaPn eite Se€looTtpoda eite aplotepootpoda (r pe evalhaoodpevn katelBuvon), €ToL Wote 0 BPOXOG KOG 0TO
AKpO TNG OUOKEUNG va SleukoAUveL Tn Sleloducn oTo Mwpa.

MpowOnaote To dkpo Tou kabetrpa Santreva-ATK Kat To cUOTNUA KEVIPOPIOUOTOC HE TO 06nyd GUPUA TTOU TIOPOUEVEL EVTOC
tou KaBetrpa Santreva-ATK péow tng CTO, MpowBwvtag e To €va XEPL ToV Afova Tou KaBeTApa eVvw oUVEXI(ETE va
TiepLOTPEDETE UE TO AANO XEpPL TOV TPOXO porrG otn Aafr eite 6e€ldotpoda eite aplotepootpoda () pe evOAAAoOOUEVN
KatevBbuvaon) £wg 6Tou To TEPLDEPLKO AKPO va améxel epimou 1 cm and to nwpa e€68ou tng CTO.

Juveylote va npowBeite mpooekTika Tov Kabetrpa Santreva-ATK kal To epldePLKO AKPO, EVW TIEPLOTPEDETE TOV TPOXO
POTIAG LEXPL TO TIEPLPEPLKO WA, £WE OTOU TO AKPO Kal 0 BPOXOG KOTING LE TO 06NYyO CUPUA TIOU TTAPAREVEL OTOV KABETHPQ
Santreva-ATK va Staoxioouv o mwpa e€660u.

Znueiwon: Movo to nepldeptkd GKpo Kat o Bpoxog Ko tou kabetrpa Santreva-ATK Ba mpéneL va SLo.oxicouv To mwua
€€66ou, €10l wote va ehaylotomnolnBel o kivbuvog euBoAng.

MpowOnaote to 06nyd clpua 0,36 mm/0,014 wtowv TepldbepLKOTEPQ, EEW ATIO TO GKPO Tou KaBetrpa Santreva-ATK, £tol
WoTe va epaoel To nwpa e€66ou tng CTO Kot va mPoxwpnoeL oTov epLPepikd AUAO TOU ayyeiou.

Evw otaBepomnoleite To 08nyo clpua epidepikotepa amno tn CTO, amocUPETE MPOCEKTIKA TOV KaBetrpa Santreva-ATK ano
N CTO XpNOLLOTOLWVTAG TNV TEXVLKI «TIAVW OO CUPHAY, EVW ETUREPALWVETE OTL TO AKPO TOU 08nyol cUPUATOG

TP AUEVEL EVTOG TOU TIPAYHATIKOU aUAoU Tou ayyeiou mepldeplkotepa amo tn CTO.

AvaoUpeTe To AKPOo Tou KaBetr)pa Santreva-ATK Kal TO GUGTN O KEVIPOPIOUATOG OTO AKPOo Tou Bondntikol e€aptruatog
unootnpLEng epappolovrag Tautoxpovn afovikr EAEN Kal aplotepootpodn neplotpodr) Tou afova Tou Kabetrpa Santreva-ATK.
Juvexlote TNV avacupon Tou Kabetnpa Santreva-ATK armo 1o fonbntiko e€dptnua umootnpLEng wote va adalpECETe ToV
KaBeTnpa amno tov acOevr Kal va MPoxwpenoeTe otn cuvtayoypadnuévn Bepaneia, edv anatteital.

Enotpodr) GUGKEUWV

1.

Edv onolodnmote Tufipa tou koBetipa AngioSafe Santreva-ATK mapouoidosl aotoyio, umootel akolota BAGBN f/kat kpLBei
OTL £XEL EMNPEAOTEL N SOULKA OKEPALOTNTA TNG CUCKEUNG TIPLV 1) KATA TN SldpkeLa pag dStadikaoiag, Slakoyte apéows
XPrON QUTHG TNG CUCKEUNG KOL EVNLEPWOTE TOV KATOOKEUOLOTH TG OUCKEUNG HEow email otnv nAektpovikr SlevBuvon
complaints@angiosafe.com.

Edv npokUeL omolodnmote aventBupunto cuPAav oXeT{OLEVO LLE TN XPHON AUTAG TNG CUCKEUNC, EVNLEPWOTE TOV
KOTOOKELAOTH HEOw email otnv nAektpovikn SteBuvon complaints@angiosafe.com Kal TOV TOTKO AVTLTPOCWTIO.

Y€ MEPUMTWON MOV MOPOUCLACTEL coBapsd TTEPLOTATLKO OXETL{OUEVO LE TN XPrON QUTHG TNG CUCKEUNG, EVNUEPWOTE TNV
opuOSLa pUBULOTIKA apXn TNG XWPAG OTNV OTIoLa Elval EYKATECTNUEVOC O XPHOTNC.
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Eneéflynon cupupoAwv

Santreva

Z0pBoAo

Nepypadny

Z0pBolo

Nepypadn

AplBudc katahdyou

LO

-

Ap. maptidag

Huepopnvia Kataokeung

Huepounvia ARgng

Movada cuokeuaoiog

latpoteXvoAoyLKO Ttpoiov

Avatpé€te oto eyxelpiblo/duAradio
odnywwv (IFU)

MnvV To XpnGOLUOTIOLEITE EQV N
ocuokevaoia £xel umtooTel TnuLd

Mpoocoxn

Mn nupetoyovo

Na Siatnpeitat oteyvo

Mnv To emavayxpnoLlomoLeite

®*9@@!&E

Mnv TO EMOVOTIOOTELPWVETE

JUotnua povol oteipou dpaypol pe
£€WTEPLK TPOOTATEVUTIKA OUOKEL OGO

ATIOOTELPWHEVO LLE XPrON I ,
STER".E R aKTvoBoAioC Kataokevaotng
. , E€oucLo80TNUEVOG AVTUTPOCOWITOG OTNV
M , , .
UDI ova5u'<o avayvwplotko me EC |REP Eupwmnaikr Kowdtnta/Eupwrnaikn
OUOKEUNG )
Evwon
CH |REP Eﬁouctoéc’)tnuévoq QVTUTPOOWITOG yLa UK |REP EEoumofSornuévoq QVTUTPOCWIOG OTO
Vv EABetia Hv. BaoiAelo
To mpoidv mAnpol ta mpdtuna vyeiag,
c € aopAAELOG KOL TTPOOTAGCLAG TOU
niepBaAAovtog TG Eupwnaikig
‘Evwong (EE)
M H N giosofe @ EC [REP| OMC NI MEDICAL LIMITED

AngioSafe, Inc.

5215 Hellyer Ave, Suite 240
San Jose, CA 95138, H.M.A.
THA.: +1 (408) 217-5480

C€

2797

Unit - 763, Moat House Business Centre
54 Bloomfield Avenue
Belfast, Bopelog IpAavéia, BTS 5AD

UK |REP

OMC Medical Limited

Planet House, North Heath Lane
Horsham, West Sussex, RH12 5QE, Hv. BaociAelo

CH

REP

OMCS Medical GmbH

Aegeristrasse 5

Zug 6300, EABetia
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