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1. DEVICE DESCRIPTION

The AngioJet Ultra Thrombectomy Set (See Figure 1) is one
component of the AngioJet Ultra Thrombectomy System
(AngioJet System or System). The other component, packaged
and sold separately, is the multiple-use AngioJet Ultra Console
(Console). The AngioJet Ultra Thrombectomy Set can only be
used in conjunction with the AngioJet Ultra Console.

The integral components of /g

the disposable Thrombectomy ()

Set are:

. Catheter

. Pump

. Saline‘delivery tubing
and waste tubing

. Collection bag

Figure 1: AVX Thrombectomy Set

A bag of sterile saline (not included) supplies the pump with
heparinized saline through the saline delivery tubing: The pump
pressurizes the saline.

The Thrombectomy Set uses high-velocity saline to create a low-
pressure zone at the catheter tip. Thrombus/is drawn into the
catheter where it is fragmented by the jets and evacuated from
the body. The waste tubing transports the thrombus debris from
the catheter to the collection bag for ultimate disposal.

The Thrombectomy Set is designed for removing thrombusfrom
A-V access conduits. The catheter is designed to track over a
0.035" guide wire and through a guide catheter or sheath having
an inner diameter of 0.086" or larger, with sufficient clearance

to allow manual contrast injection, if desired. See Table 1:
Thrombectomy Set Information.

Table 1: Thrombectomy Set Information

Product AVX
Minimum vessel diameter: 3mm
Working length: 50cm
Maximum shaft diameter: 6F
Wire platform: oTW
Wire compatibility: 0.035"
Guide compatibility: 8F
inner diameter: (>0.086")

Sheath compatibility: 6F

Recommended maximum run times (minutes),

Total run time: 10

Run time with blood flow:

2. INDICATIONS AND USAGE

The AngioJet Ultra AVX Thrombectomy Set is intended for use
with the AngioJet Ultra System in breaking apart and removing
thrombus from A-V access conduits > 3.0 mm in diameter.

3. CONTRAINDICATIONS

Do not use the Thrombectomy Set in patients:

« Who are contraindicated for endovascular procedures;

« In whom the lesion cannot be accessed with the guide wire.

4. WARNINGS AND PRECAUTIONS*

« The Thrombectomy Set has not been evaluated for treatment
of pulmonary embolism. There are reports of serious adverse
events, including death, associated with cases where the
catheter was used in treatment of pulmonary embolism.

« The AngioJet Ultra System should be used only by operators who
have received appropriate training in its installation and use.

« Use the Thrombectomy Set only with the multiple-use AngioJet
Ultra Console.

« Possible complications associated with the use of the AngioJet Ultra
System are similar to those associated with other endovascular
procedures. A list of possible complications is included in Section 5,
Adverse Events. Operation of the catheter may cause embolization
of some thrombus and/or thrombotic particulate debris. Debris
embolization may cause distal vessel occlusion, which may further
result in hypoperfusion or tissue necrosis.

« Cardiac arrhythmias during catheter operation have been
reported in a small number of patients. Cardiac rhythm should
be monitored during catheter use and appropriate management,
such as temporary pacing, be employed if needed.

- Do not use the AngioJet Ultra System in patients who have a non-
healed injury due to recent mechanical intervention in the vessel
to be treated to avoid further injury, dissection, or hemorrhage.

« Do not use the catheter in vessels smaller than 3.0mm in diameter
which.may increase risk of vessel injury.

« Obstructing lesions that are difficult to cross with the catheter
10 access thrombus may be balloon dilated with low pressure
(< 2 atm). Failure to pre-dilate difficult-to-cross lesions prior to
catheter.Operation may result in vessel injury.

« It is recommended that the catheter be withdrawn before
contrast delivery using a power injector.

« Do not use'if sterile package is opened or damaged. The
Thrombectomy Set is intended for single use only. Do not
resterilize, reprocess, or reuse.

« Visually inspect the Thrombectomy Set prior to use to ensure that
no damage has occurred during shipment. Do not attempt to
straighten or use the catheter if it is bent or kinked. Attempting
to do so may result in catheter rupture. Do.not use a damaged
Thrombectomy Set for patient treatment.

« Systemic heparinization is advisable to-avoid pericatheterization
thrombus and acute rethrombosis. This is'in addition to the
heparin added to the saline supply bag.




Physician discretion with regard to the use of heparin is advised.

- Operation of the AngioJet System causes transient hemolysis
which may manifest as hemoglobinuria. Table 1 lists maximum
recommended run times in a flowing blood field and total
operating time for each Thrombectomy Set. Evaluate the patient’s
risk tolerance for hemoglobinemia prior to the procedure.
Consider hydration prior to, during, and after the procedure
as appropriate to the patient’s overall medical condition.

« Large thrombus burdensiin peripheral veins may result in significant
hemoglobinemia which should be monitored to manage possible
renal or other adverse events.

« The catheter should be operated over a 0.035” guide wire.
Attemptingto use a larger guide wire will damage the catheter
and the guide wire.

« Ensure that the catheter tip is submerged in heparinized saline
during operation outside the body to avoid undesired wetting
of the sterile field or operator contamination.

- Thrombotic debris/fluid flow exiting the catheter manifold via
the waste tubing should be monitored continually during use.
If the effluent fluid is primarily saline (clear in appearance),
catheter operation should be stopped and the catheter should
be repositioned. Clear fluid indicates that the catheter may be
occlusive within the vessel or operating in an area cleared of
clot. Prolonged operation under occlusive conditions may result
in tissue injury.

« During the procedure, do not retract the guide wire into the
catheter. If retraction of the guide wire into the catheter occurs, it
may be necessary to remove both the catheter and guide wire from
the patient in order to re-load the catheter over the guide wire.

+ Do not pull the catheter against abnormal resistance: If increased
resistance is felt when removing the catheter, remove the catheter
together with the sheath or guide catheter as a unit to prevent
possible tip separation.

*See also Section 8, Clinician Use Information.

5. ADVERSE EVENTS

Potential adverse events which may be associated with use of
the AngioJet Ultra Thrombectomy System are similar to those
associated with other interventional procedures and include, but
are not limited to:

+ abrupt closure of treated vessel « hypotension/hypertension

« acute myocardial infarction « infection at the access site

« acute renal failure +  pain

+  bleeding from access site «  perforation

«  cerebrovascular accident « pseudoaneurysm

+ death «  reactions to contrast medium

« dissection « thrombosis/occlusion

« embolization, proximal or distal « total occlusion of treated vessel
+ hematoma « vascular aneurysm

« hemolysis « vascular spasm

« hemorrhage, requiring transfusion

6. CLINICAL STUDIES

The results of a prospective, randomized U.S. IDE clinical trial
comparing AngioJet vs. surgical embolectomy in A-V access
conduits are summarized in Table 2.

Table 2: Randomized Study Comparing AngioJet vs
Surgical Embolectomy in A-V Access Conduits
(F105/LF140 Catheter Models)

AngioJet Surgical Embolectomy

Number of Grafts Treated 63 55
Acute Procedure Success 56/57 (98%) 37/38 (97%)
(Angiographic Evaluation by Core Lab)

Functional Procedure Success (Ability to 47/31(77%) 45/55 (82%)
Dialyze through Graft within 72 Hours)

Grafts Requiring Same Session 10/63 (16%) 2/55 (4%)**
Secondary Thrombectomy Treatment

Primary Patency Rate (Actuarial) at 30 Days 47% 53%
Primary Patency Rate (Linear) at 30 Days* 22/54 (41%) 27/52 (52%)
Secondary Patency Rate (Linear) at 30 Days ~ 22/54 (41%) 27/52 (52%)
Grafts Re-Thrombosing and/or receiving 35/57 (61%) 26/53 (49%)
Secondary Intervention within 30 Days

Primary Patency Rate (Actuarial) at 180 Days 13% 21%
Primary Patency Rate (Linear) at 180 Days* 4/41 (10%) 6/35 (17%)
Secondary Patency Rate (Linear) at 180 Days  18/41 (44%) 18/35 (51%)
Grafts Re-Thrombosing and/or receiving 14/44 (32%) 18/38 (47%)

Secondary Intervention between 30
and 180 Days

* Does not include patients who experienced a final event
(except for rethrombosis) prior to the reporting interval.

** Does not include same session surgical revision.

7. PATIENT COUNSELING INFORMATION
The physician should consider the following points in counseling
thepatient about the AngioJet Ultra System:

« Discuss the risk/benefitissues for this particular patient, both for
AngioJetuse and forother interventional treatments likely to be
employed.

« Discuss post procedure home-care and rehabilitation guidelines.

- Discuss alterations to current lifestyle following treatment, both
short and long term.

8. CLINICIAN USE INFORMATION

Refer to the Operator’s Manual included with the AngioJet Ultra

Console for additional AngioJet Ultfa System operating instructions.

8.1 Inspection Prior to Use - Precautions

1. Verify “Use By” date printed on the product label has not
expired. Do not use the Thrombectomy Set if “Use By” date
has expired, as sterility or function may be compromised.



2. Inspect sealed sterile package before opening. If packaging
integrity has been compromised, do not use, reprocess or
resterilize the contents, and contact a Possis Medical, Inc.
representative.

8.2 Materials Required (not included in the package)
« AngioJet Ultra Console

« Appropriate 0.035 inch guide wire

« Heparinized normal saline (HepNS), in bowl for wipe-downs and
Thrombectomy Setpriming (2000 units per liter (U/L) suggested)

« HepNS for injection, in bag to be hung on Console, and to be
connected to'the Thrombectomy Set (5000 U/L suggested)

8.3 Catheter Preparation

1. Heparinize a bag of sterile, room-temperature saline at
a suggested rate of 5000 units per liter of saline and mix
contents (1.0 liter is recommended, but is not included with
the System). Hang the saline bag on the saline bag hook at
the top of the Console.

Note: Physician discretion with regard to the use of heparin
is advised.

2. Power up the AngioJet Ultra console, the console drawer
will open.

3. Remove the catheter from the package using standard
sterile technique. Inspect the catheter prior to use to ensure
that no damage has occurred during shipment such as
bends and kinks. Do not use or straighten and use a severely
kinked product; such use may result in rupture and/or vessel
injury. Do not use the catheter if any defects are noted, and
contact a Possis Medical, Inc. representative.

4.  Sterile Technician: Remove the catheter and sufficient
tubing for ease of use from the sterile package and inspect
for damage. Hand the rest of the Thrombectomy Set to the
nonsterile technician for installation in the Console.

Note: If a clamp is used to keep the catheter in the sterile
field, ensure that the clamp does not deform the tubing.

5. Nonsterile technician: Take the pump (not the piston head)
from the sterile technician and insert the pump into the
Console. Ensure that the waste bag tubing aligns with the
roller pump.

6. Remove the cap from the Thrombectomy Set bag spike and
insert the spike into the bag.

Push the button to close the Console drawer.

Place the foot pedal within easy access of the physician.
Choose a location that will minimize accidental activation.

9. Prime the catheter by completely submerging the tip in
heparinized saline and pressing the foot pedal.

10. Continue priming until the time display reaches zero seconds.

11. Confirm system set-up is successfully completed by removing
foot from foot pedal. Status panel displays READY and green
icon is illuminated.

8.4 Catheter Delivery and Operation

Tru-Seal® Hub Operation:
3.

Note: AngioJet Ultra System thrombectomy treatments can
be performed in conjunction with definitive treatments of
the residual stenosis such as balloon angioplasty or stent
placement.

The catheter is intended to be introduced through
percutaneous access. A vascular sheath should be used to
minimize trauma at the access site. Deliver the catheter to
the thrombosed section. Ancillary guide catheters used
during the procedure should have an inner diameter of
at least 0.086" to allow sufficient room for passage of the
catheter. A hemostasis valve should be attached to the
guide catheter to prevent blood loss, and should have
sufficient size to pass and seal around the catheter without
restricting catheter movement. Guide wires or other
standard devices and methods should be used to aid in
placement of the sheath and/or guide catheter.

Caution: Obstructing lesions that are difficult to cross with
the catheter to access thrombus may be balloon dilated
with low pressure (< 2 atm). Failure to pre-dilate difficult-to-
cross lesions prior to catheter operation may result in vessel
injury.

After guide wire is advanced to the treatment site, the AVX
Catheter will be back-loaded and advanced over the guide
wire.

Before loading, open the OPEN
hemostasis valve by pressing [
on the introducer on the — |
AVX hub. (Fig. 2) Open valve for

loading and
Load the AVX catheter over unloading
the 0.035” guide wire, and
advance until the wire exits

the Tru-Seal hub. CLOSED

. B —
Close the hemostasis valve 2m—
by grasping the introducer Close valve for

and pulling back, you will operation over
hear an audible click. (Fig. 2) guide wire
No adjustment to the
Tru-Seal’hemostasis.valve is
necessary. If leaking occurs
confirm the introducer piece
is fully extended to the closed position. (Fig. 2)

Figure 2. Tru-Seal Operation

Caution: Do not exchange the guide wire. The guide wire
should extend at least 3cm past the catheter tip at all times.
During the procedure, do not retract the guide wire into
the catheter. If retractionof the guide wire into the catheter
occurs, remove both the catheterand guide wire from the
patient in order to back-load the catheter over the guide
wire. The catheter should always be back-loaded onto the
guide wire to prevent the wire tip from exiting and binding
in the catheter windows.

Caution: Do not pull the catheter against abnormal
resistance. If increased resistance is felt when removing the
catheter, remove the catheter together with the sheath or
guide catheter as a unit to prevent possible tip separation.



6.1

6.2

6.3

Thrombectomy treatments may be accomplished by using
the AngioJet Ultra System proximal to distal or distal to
proximal. For peripheral A-V access conduit applications
using the AVX Catheter, distal to proximal is recommended.

Catheter passes should be continuous and without
deactivation of the AngioJet System. Repeated AngioJet
System activation/deactivation is not advised, although
several passes with the catheter may be made, as needed.
Do not apply excessive force if advancement is difficult.
Ensure that the guide wire extends at least 3 cm past
the catheter tip at all times. Do not retract the guide
wire into the catheter during operation.

Distal/proximal — Advance the guide wire across the
thrombotic lesion. Advance the catheter over-the-wire

to the distal end of the thrombotic lesion. Activate the
AngioJet Ultra System by pressing the Console foot pedal
and retract the catheter into the thrombus at a rate of
approximately 3 mm/sec. At the proximal end of the
thrombotic lesion, reverse direction to continue treatment
in an antegrade manner.

Proximal/distal - Advance the guide wire across the
thrombotic lesion. Advance the catheter over-the-wire, and
position the catheter tip.just proximal to the thrombus.
Activate the AngioJet Ultra System by pressing the Console
foot pedal and advance the catheter into the thrombus at
a rate of approximately 3 mm/sec. At the distal end of the
thrombotic lesion, reverse direction to continue treatment
in a retrograde manner.

Note: The distal-to-proximal method should be used if the
catheter can be positioned safely and when the thrombus
is highly mobile with a proximal attachment point.

Standard contrast media, delivered by hand injection through
the guide catheter or sheath and around the catheter,.may
be used to evaluate treatment. In some cases, it may be
necessary to remove the catheter in order to inject a sufficient
volume of contrast.

Caution: Operation of the AngioJet System causes transient
hemolysis which may manifest as hemoglobinuria. Table 1
lists maximum recommended run times in a flowing blood
field and total operating time for each Thrombectomy Set.
Evaluate the patient’s risk tolerance for hemoglobinemia prior
to the procedure. Consider hydration prior to, during, and
after the procedure as appropriate to the patient’s overall
medical condition.

Caution: Large thrombus burdens in peripheral veins
may result in significant hemoglobinemia which should be
monitored to manage possible renal or other adverse events.

Note: If the Thrombectomy Set is removed and/or inoperative,
the Thrombectomy Set tubing, guide catheter and sheath
should be flushed with HepNS to avoid thrombus formation
and maintain lumen patentcy. Re-prime the Thrombectomy
Set by submerging the tip in HepNS and operating it for

at least 20 seconds before reintroduction to the patient.

Follow proper precautions for the handling of infectious waste.
Reuse of Thrombectomy Set is prohibited. Refer to the Console
Operators Manual for Console cleaning instructions and proper
disposal of the Thrombectomy Set.

English
9. PATIENT INFORMATION

No separate patient information is provided because the catheter
is used in association with other interventional procedures. Risks
and benefits to the patient are similar to and, from the patient’s
perspective, a part of those interventional procedures.

10. HOW SUPPLIED

STERILE: The Thrombectomy Set is supplied sterile and non-pyrogenic.
The Thrombectomy Set is sterilized with ethylene oxide gas (EO).
Contents can be considered sterile in an unopened, undamaged
package until the date shown on the product label.

CONTENTS: One (1) AngioJet Ultra Thrombectomy Set
One (1) Information for Use insert
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1. NEPITPA®H THZ XYZKEYHZ

To ot OpopPektounic AngioJet Ultra (Agite Tnv Eikdva 1) amotelei
£va TURUA Tou cuoTtrpatog OpouRektoung Angiolet Ultra
(ovotnua AngioJet ) cuotnpa). To dANO TURHA, TOU CUOKEVALETaL
Kal TWAEITaL EEXWPLOTAY, €ivat n KOVoOAa TOMATAWY XpPHoEWV
AngioJet Ultra (kovooha). To o€t BpopBektoung Angiolet Ultra
umopei va xpnotpomnolnBgi povo o€ cuvSUACHO PE TNV KOVOOAA
AngioJet Ultra.

2
Ta aképata e€apTrpaTa ToU: i
AVAAWOIOU OET OPOMBEKTOUI S & E

givau

. KaBetipag
. AvTAia
. SwAVwon mapoxig opol .-
Kat GWARVWOonN A t\
AMOPPIUHETWY f/ ;. L
. AOKOG GUNOYNAG

PERTTITTEY

i ) “
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Eikéva 1: Zet OpouPekrouric AVX

‘Evag aokog amootelpwpévou opou (Sev mephapBdvetat) apexel
NV avtAia He NTTAPIVIoUEVO 0pO6 SLAPECOU TNG CWARVWONG
mapoxng opou. H avthia Snuoupyei mmieon oTov NMAPWIGHEVO 0p0.

To ot BpopPekTounc xpnotpomolei 0pd LPNAG TaxUTNTAS Yliava
Snuioupynoel pia {wvn xapnAig meong oto AkPo Tou Kabetripa.
O Bpoppog cuNMéyetal oTov Kabetripa omou dlacTdtal amo Ta
akpo@uola Kal e§dyetal améd 1o owpa. H cwAjvwon amoppipdtwy
HETa@Eépel Ta uTTOAEippaTa Tou Bpdufou amod Tov Kabetrpa otov
a0KO CUNNOYNG YIa TEAIKN amoppiyn.

To oet BpopfekTounc éxel oxedlaoTei yia Tnv agaipeon 6pduBou
amd apTNPLOPAEPIKOUG aywyoug mpdofaonc. O KABeTHPAG EXEl
oxedlaoTei yla va mepvd emdvw and cvppa 0dnyd 0,035 VTowv
kat Stapéoou evég odnyol KaBetripa r Bnkaplov He ECWTEPIKN
S1apeTpo 0,086 ivtoeg i HEYaNUTEPN, HE EMAPKN EKKABApIon WOTE
Va EMITPETTEL TN XELPOKIVNTN £YXUON OKIAYPAPIKOU HECOU, EQV
xpetaletal. Agite Tov Mivaka 1: MAnpo@opieg OXETIKA YE TO OET
OpopPekTopnc.

Mivakag 1: [TAnpo@opieg GXeTIKA pe TO O€T OpouPekToun

Mpoidv AVX
EAdxiotn Stapetpog ayyeiou: 3mm
Epydopo prkog: 50cm
Méyiotn Siduetpog aova: 6F
M\atedpua cupUATOG: OoTW
Juppatdtnta cUPUATOG: 0,035”
JuppatdtnTa 0dnyou: 8F
EowTtepikn S1ApeTpOC: (>0,086")
Juppatdtnta Onkapto: 6F

SUVIOTWUEVOL UE€YIaTOL XpOVol AsiToupyiag (Aemtd)

ZUVOAIKOG XpdVoG AetToupyiag: 10

Xpovog Aettoupyiag pe por aipatog:

2. ENAEIZEIZ KAl XPHZH

To ot OpopPektounc Angiolet Ultra AVX evdeikvutal yia xprion
pE To ovotnua AngioJet Ultra yia tn Stdomaon Kat agaipeon
Bpoupou anmd aptnplo@AeBWSELG aywyoug mpooBaong >
Slapétpou 3,0 mm.

3. ANTENAEIZEIX
Mn xpnotporoleite To 0T OpoBEKTOMNG O aoBeveic:
« 2TOUG omoioug avtevdeikvuvTal ol eviayyelakéS Sladikaoieg,

« 3TOUG omoioug Sev gival Suvatr n MPOGRAcH OTNV KAKWON HE TO
0odnyo cuppa.

4. NPOEIAONOIHZEIZ KAl MTPO®YAAZEIX*

« To oet OpouPekToung Sev éxel aflohoynOei yia ) Bepameia
TIVEUHOVIKOU EUBOMOHOU. YTTEPXOUV avagopég coBapwy
TIAPEVEPYEIWY, CUUTTEPINABAVOEVOU Kal TOU BavdaTtou, Tou
oxeTiCovTal Je TTEPUTTWOELG OTTOU O KABETAPAC XPNOLUOTOONKE
yla ) Beparmneia MVEUPOVIKOU EUBOAICHOU.

To ovotnua AngioJet Ultra mpémel va xpnotuormoleital pévo
ammo XEIPIOTEG TTOU €X0LV AAPEL KATAANAN ekmaibeuon otnv
£yKATACTAON Kal TN XPron Tou.

« XpNOIUOTTOOTE TO OET OPOUPBEKTOUAG HOVO HE TNV KOVOOAQ
moAamAwv xpricewv AngioJet Ultra.

O mBavég emmAokEG Tou oxeTiovTal Je T XPrion ToU CUCTHUATOG
AngioJet Ultra gival mapOUoIeG Ue QUTEC TTOU OxeTi(ovTal Le

AN\eC evbayyelakég Stadikaoieg. Xtnv Evotnta 5, Mapevépyeleg,
nephapPBavetal pia Aiota mbavwv emmiokwv. H Aertoupyia tou
KaBetrpa Umopei va TPoKaAEDEL EBONMOUO Oplopévwy Bpdupwy
rY/kat umoAeippaTa OpouBwTKwY popiwv. H eYBoA umoAelppdTwy
£VOEXETAL VA TTIPOKANEDEL AOPPAEN TOU TIEPIPEPIKOV AYYEIOU, TO
OTT0i0 UMTOPEL VO 08NYNOEL OE TIEPATEPW MEIWHEVN AILATIKY pon iy
VEKPWON TOU 10TOV.

‘Exouv avagpepbei kapSlakég appubpieg katd T Asttoupyia Tou
KOBETAPA O HIKPO aplBpo aobevwv. O kapSlakdg pubudg pémel
va mapakoAouBeital katd Tn SidpkKela TNG XPriong Tou Kabetrpa
Kal TIETEL VA UTTGPXEL KATANNAN Slaxeipion, OTwg n mTpoowpiv
Bnuatodétnon, v xpetdletal.

« Mn xpnotuomnolgite To cvotnua AngioJet Ultra oe aoBeveic
TTOU £x0LV. TPAUPa MoV BeyY £xel EMOVAWOE] AOyw TTPOOPATNG
MNXQVIKAG EMEPBACNG OTO ayyeio TTou TTPOKELTaL va BepameuTei
TTPOG ATIOPUYN TRAUUATIONOU, EKTOUNG I} ALOPPAYIaG.

Mn xpnoiponolgite Tov Kabetrpa o€ ayyeia mou £xouv SIAPETPO
HIKpOTEPN a6 3,0 mm 81011 evdéxeTauva auénBei o kivduvog
TPAUMATIGHOU OTO ayyeio:

ATTOQPAYHEVEG KAKWOELG TTOU gival SUOKOAeG o€ pdofaon

Ue Tov KabeTripa yia TpooPacn oto Opdufo.umopolv

va S1a0TtaNBovV Pe UmaloVi e XaunAr migon (< 2 atm).
Evdéxetal va mpokAnBei Tpavpatiopog oto ayyeio v dev
mPoS1aoTaAOoUV ot SUGKOAOTIPEORACIUES KAKWOELS TPV ATmo TN
Aertoupyia Tou Kabetripa.

Juviotdatal va agatpedei o KaBeTHPAG TPOTOU EKTENECTEL TAPOXH
OKIOYPAPIKOU PECOU PE NAEKTPIKO EYXUTHPA.

Mnv to xpnotuomnoleite v n AMOCTEIPWEVN CUOKELATIA
€xel avolxBei fy éxel umootei (nuid. To oeT BpopPeKToung
evdeikvutal yia pia xprion pévo. Mnv 1o EMAVAMOCTEIPWVETE,
enavene€epyAleoTe 1 TO EMAVAXPNOIOTIOIE(TE.




« EmBewpriote omtikd TO 0T BpOopBEKTOUNG TPV amd TN XPrion yia
va e€ao@alioste OTL Sev uMEOTN {NKIA KATA TNV ATTOCTOAN TOU.
Mnv TpoomaBrioETE Va TO ICIWOETE OUTE VA XPNOIOTIOOETE TOV
kaBeTpa dv €xel Auyiopata fy otpePAwoels. Eav mpoomabroete
VO KAVETE KATI TETOLO evOEXeTaL va TTPOKANBE( pri§n otov
kaBetpa. Mn xpnotpomoleite éva @BapuéVo 0T OPOUBEKTONG
yla Bgparneia oTov aoBevn).

« ZUVIOTATAL O CUCTNMATIKOG NTTAPIVIOHOG TTPOG ATTOPUY
TEPIKABETNPLacHoUL Tou Bpdupou Kat ogiag emavabpoupwonc.
AUTO gival emmAéov TNE RITaPivNG TTOU TTPOOTIOETAL OTOV AOKO
Tapoxng opou.

JuvioTdTal N KPioh Tou 1aTPoU yia Tn Xprion tTng nrmapiving.

« H Aertoupyia tou ouotripatog AngioJet mpokahei mapodikn
AUOAUONITOU EVOEXETAL VA TTAPOUCIAOTEL WG ALOCPAIPIVOUPIa.
O MMivakag 1 mepypaPEL TOUG PEYIOTOUG CUVIOTWHEVOUG XPOVOUG
Aerroupyiag og medio Porjg aipaTog Kal TO GLUVOAIKO XPOVO
AerToupyiag yia kaBe ot Opopfektopnc. AEloAoynoTe TV
avtoyn Kivéivou Tou acBevoug yid alpooc@alpivoupia v ano
™ Sadikacia. AdBete umon TV evudaTWan MPLV amod, KATd Tn
Siapketa kat petd tn Sadikacia 6w appuolel 6TNV YEVIKN 1ATPIKA
KATAoTaon Tou aoBevoUG.

« Tuxdv peydhol BpopPol Og EPIPEPIKEG PAEREG evEEXETAL VA EXOUV
WG QMOTENEGHA ONUAVTIKT) QIHOG@AIPIVOUPIa TTOU TIPEMEL Vo TeDEL
und mapakoAoUBnon yia tn Slaxeiplon mMOavWV VEQPPIKWY 1] GAAWV
ETMITAOKWV.

« O kaBetrpag mpémet va Tebei umd Aertoupyia emdvw améd
éva oUppa 0dnyo 0,035 vtowv. Eav mpoonaBrjoete va
XPNOIMOTIOINCETE éva PeyaUTEPO CUPHA 08Ny Ba TTPOKANOEI
{na otov kaBetripa Kat 0To cupUa odnya.

« BeBawwBeite 611 To dkpo Tou KaBeTpa gival Bubiouévo oe
NMAPIVICHEVO 0PO KATA TN AEITOUPYIA EKTOC TOU OWHATOC TTPOG
amo@uYH avemBuUNTNG UyPAVONG TOU OTTOOTEIPWHEVOU TTESIOL
1 HOAUVON amod To XEIPLOTH.

« Ta OpopuPwTikd umoAgippata/n porj uypol amod TNV TONAATAR
TOU KABETHPA HEOW TNG CWARVWONG ATTOPPIUUATWY TIPEMEL VAl
mapakoAouBeital otevd katd tn xprion. Edv to ekpéwv vypo
gival Kupiwg opog (Stagavég otnv OYn), TPEMEL VA OTAUATAOETE
N A&lToupyia Tou KABETAPA Kal VA EMAVATOTTIODETHOETE TOV
kaBetripa. To Slapavég uypo onpaivel 0Tt 0 KABETHPAG UMopE(
va gival gpaypévog evtog ToU ayyeiou 1 va Aeltoupyei o€
meploxn mou Sev mepléxel OpouPo. H mapatetapévn Aerroupyia
UG CUVONKEG amOEPagNG EVOEXETAL VA EXEL WG OTTOTENECHA TOV
TPAVHATIONO TOU LOTOU.

« Katd t Sidpkeia tng Stadikaoiag, unv amocUpeTe To cUpa 0dnyd
armo tov Kabetrpa. Edv oupBei amooupon tou cUppatog odnyou
€VTOG TOU KBETPa, EVEEXETAL Va lval amapaitnTn n agaipeon
TOU KaBETAPA Kal Tou cUPHATOG 08NnyoL amd Tov acbevn) yla va
emavapoptwoei 0 KABeTHPAG EMAvVW Ao To CUPHA 08NYO.

« Mnv tpafdte Tov KaBetpa edv aloBavOeite apuaoikn avtiotaon.
Eav atoBavBeite au§avopevn avtiotaon dtav apaipeite Tov
KaBeTnpa, apaipéote Tov Kabetrpa padi he To Bnkdpt ) Tov
KaBeTPa 08NYyd WG eviaia povada yla va amoTpEPeTe T mbavn
Sidomaon Tou Akpou.

*Agite emiong v Evotnta 8, MAnpo@opieg xpriong yia tov 1atpd.

5.MAPENEPTEIEZ

Ot mbavég mapevépyeleg Tou evOEXeTAl va oxeTiCovTal LE TN
XPrion tou cuotrpatog OpopRektopung Angiolet Ultra givat
TIAPOHOLES HE AUTEG TTOU OXeTiCovTal Pe AANEG EMEUBATIKEC
Sladikaoieg kat mephapBdavouv, ala Sev meplopilovtal o€:

+ anotopo KAE{oMo Tou Bepameudpevou + UMGTacH/UMEPTAON
ayyeiov + poluvon otnv meploxn mpoopacng
« 00 éuepayua Tou puokapsdiou + G\yog
« ofeia veppikr Suohertoupyia « Siatpnon
« aipoppayia amd tnv meptoxn mpdoPaong «+  PYeuSoavelpuopa
+ EYKEQANOQYYEIQKO EMEICOSI0 + avTIGPACEI O€ OKIAYPAPIKO HEGO
«+ Bavatog + Bpdppwon/anéppan
« Slatoun + ONKkr amoepagn Tou

« gpuPoNopd, eyyl N TEPIPEPIKO Bepamevdpevou ayyeiou
« alpdtwpa + QAYYEIOKO avelpuopa
« apdluon + QYYELOKOG OTIAOHOG

alpoppayia xprilouoa petayyiong

6. KAINIKEZ MEAETEZ

Ta amoteAéopata piag KAVIKAG TUXQLOTIOINUEVNG HEAETNG
npoontiki¢ IDE otig H.IM.A. mou ouykpivel To Angiolet évavTl
XEIPOUPYIKAG ENPBOAEKTONNG O TPOORaon apTnPOPAeBWSWY
aywywv Sivetal mepIAnmTiKa otov Mivaka 2.

Mivakag 2: Tuyaiomoinuévn peAétn mov cuykpivel o AngioJet
évavti XelpoupyIKijG eufolekTouric o€ aptnplopAefwdelg aywyoug
(MovtéAa kaBetripwv F105/LF140)

AngioJet Xeipoupyikn
epBoAektopn

ApIBpdC HooxeUpATWY TIoL BepameuTnKav 63 55

56/57 (98%) 37/38 (97%)

Emtuyia oéeiag S1adikaoiag (Ayyeloypagikn
a&lohéynon amo to epyaotripto Core)

Nermovpyikn emtuxia Stadikaoiag (Ikavétnta yia
S1AAUON HEGW TOU HOOKEVHATOG EVTOG 72 WPWV)

47/31(77%) 45/55 (82%)

Mooyeupata mou amairouv v idla ouvedpia
deutepevovoag Bepameiag OpopPekTopric

10/63 (16%) 2/55 (4%)**

NpwTapPXIKOS puBUGES BaToTnTag (AVaNOYIOTIKAC) 47% 53%
oti¢ 30 npépeg
MpwTapxIKo¢ PUBNOE BatdTnTAS (MPApHIKOS) 22/54 (41%) 27/52 (52%)

oTI¢ 30 nuépec*

AeuTePELWVY PUBUAC BaATOTNTAC (MPAUMIKOC)
oTI¢ 30 NpEPEG

22/54 (41%) 27/52 (52%)

Mooxevpataqie emavainyn BpouBou i/kat Ajdn
Seutepevoboag enéupaong eviog 30 nuepwy

35/57 (61%) 26/53 (49%)

MpwTapyIKOC pubuoC Batotntag (AVaAOyIGTIKOC) 13% 21%
oI 180 npépeg

MpwtapyIkog pubUoC PatotnTag (Fpappikog) 4/41(10%)  6/35(17%)
otic 180 npépeg*

Aeutepevwv pubudc Batotntag (MpappIkag)
oI 180 nuépeg

18/41(44%) 18/35(51%)

Mooyevpata pe emavaAnyn BpouBou ri/kat Apn
Seutepevouoag eméuPaonc petady 30 Kat 180 nuépeg

14/44 (32%) 18/38 (47%)

* Aev mepihapBdvel aoBeveig o umépepav éva TENKO TEPIOTATIKO
(extdc amo emavabpdpPwaon) melv amod To SlAcTNHA avVaPopdg.

** Aev mepINApBAVEL XEIPOUPYIKY avaBewpnon Tou EKTEAECTNKE KaTd Tnv idla
ouvedpia.



7. NMAHPO®OPIEZ XXETIKA ME TH ZYMBOYAEYZH
AXOENOYZ

O 10Tpo¢ Mpémel va AdBet umoyn ta akdAouBa onueia 6tav
oupPoulelel Tov aoBevr) OXETIKA pe To clotnua AngioJet Ultra:

+ Na oulnTroet Ta B€pata KvEUVWV/OPEAWV YIa TO CUYKEKPIUEVO
aoBven, 1600 yia T xprion Tou AngioJet 6o Kat yla GANeG
emePPBaTIkEG Oeparmeieg TOU EVOEXETAL VA EKTENECTOUV.

+ Na oulnTAOEL TN PETEYXEIPNTIKA @POVTida KAT' 0{kov Kal TI§
odnyieg amokaTaoTaone.

« Na ounTtrioel PeTatPOTIEG oToV TPOTO (WG UETA TN Bepareia,
T600 BPaUMTPOBEGHESG OO0 Kal PaKPUTTPOBECHES.

8. MAHPO®OPIEZ XPHZHZ A TON IATPO

AvagepBeite oTo eyxelpidlo mou mepINapBEVETal PE TNV KOVOOAQ

AngioJet Ultra yio SUUMANPWUATIKEG 0ONYIEG OXETIKA LE TN

Aertoupyia tou AngioJet Ultra:

8.1 EmBewpnan npiv ané T Xprion - Mpo@uAageig

1. EmPBePaiwote 0TI N NUEPOUNVIaA TTOU VAL EKTUTTWHEVN OTNV
ETIKETA TOU TTPOIOVTOE SimAa T ppdaocn “Avalwon Ewg” dev
£x€l TAPENDEL. M XENOIMOTIOLEITE TO OET BpouPBeKTOUG €AV N
nuepopnvia “Avéiwarn Ewc” éxel mapéNdel, S16Tt evééxeTal va
£xel SlakuPBevBei n otelPdTNTA 1) N AetToUpYia.

2. EmBewpnote T 0@paylopévn amooTEIPWHEVN CUOKEDATIA
TPOTOU TNV avoieTe. EAv €xel SlakuPBeubei n akepaldTnTa
TNG OUOKEVAGIAG, KN XPNOIUOTIOIE(TE, UnV Emaveneéepydleate
OUTE VO EMAVATTOCTEIPWOETE TO TIEPIEXOUEVO, KA ETTIKOIVWVIOTE
He avTimpoowro Tng Possis Medical, Inc.

8.2 AmmaitoUpeva LAIKA (8ev mepihapfavovral oth
OUOKevaoia)

« Kovooha AngioJet Ultra
« Katd\AnAo cuppa 0dnyod 0,035 vtowv

« Hmapwviopévog @uolohoyikog opdg (HepNS), oe ummol yia
OKOUTTIOMA KAl TTAPWON Tou O€T BpopBeKToUnC (CuvioTwvTal
2000 povadeg ava Aitpo (U/L))

« HepNS yla éyxuon, o€ aokd mou Ba KpEUAOTEL OTNV KOVOOAQ,
Kat 6a cuvdeDei e To oeT BpopPekToung (cuvioTwvtal 5000 U/L)

8.3 MNpoeTolpacia Tov KaBetRpa

1. EKTENEOTE NMAPIVIONO EVOG AOKOU ATTOOTEIPWHEVOU 0POU
o€ Beppokpacia Swuatiov o CUVIOTWHEVO PUBUO 5000
Hovadwv avd Aitpo opoU Kal AVApIETE TO TTEPLEXOUEVO
(ouviotatat 1,0 Aitpo, ald Sev mepN\apAveTal pe To
ovotnua). KpepdoTe Tov aoko 0pol OTO AYKIOTPO TOU AoKOU
opoU 0To eMAvw PEPOG TNG KOVOOAAG.

Znueiwon: Xuviotdtal n Kpion tou latpou yia Tn xprion Tng
nmapivng.

2. Avoi€te TNV Tpopodocia otnv kovodla Tou AngioJet Ultra kat
Oa avoiel To oUPTAPL TNG KOVOOAAG.

3. Ag@aipéote Tov KaBeTHPa amd Tn CUOKELATIA E TUTTIKN
donmtn TexvIKn. EmBswpnrote Tov Kabetpa mptv and
™ xprion yta va BeBaiwdeite ot Sev unméotn {nud Katd
TNV amooToAr OTw¢ Auyiopata Kal oTpeBADOELC. Na pn
XPNOIUOTIOLEITE OUTE VA ICIWVETE EVa TTPOTOV TTOU £XEL
unepBOoAIKN oTtpEBAwaon. Kati Tétolo Ba éxel wg amoTéAeopa
™ PNEN 1/Kal Tov TPAUPATIONO OTOo ayyeio. Na un
Xpnolpomnoleite Tov Kabetripa eav deite T umApxouvv
ENATTWHATA, KAl EMKOIVWVAOTE HE aVTITPOOoWTO TG Possis
Medical, Inc.

4. ATIOOTEIPWHEVOG TEXVIKOG: AQAIPECTE TOV KABETHPA
Kal EMAPK CWARVWOoN yla EUKOAI 0Tn xprion amo tnv
OTTOCTEIPWHEVN CUCKELATIA Kal EMOEWPHOTE TA Yl TUXOV
{np1d. AWoTE TO UTTOAOITTO TURUA TOU OET BPOUBEKTOUNG OF Hn
QTTOCTEIPWHEVO TEXVIKO YIA EYKATACTACN OTNV KOVOOAQ.

Znupeiwon: Eav xpnotpomoleital Aafida yia va Satnpei tov
kaBetrpa oto amootelpwpévo medio, BePaiwbdeite 0TI n
Aafida Sev mMapapopPWVEL TN CWARVWON.

5. Mn anootelpwpévog TeXVIKOG: MapTe TNV avThia (Ot TV
KeQAAH UBOAOU) ATTO TOV ATTOOTEIPWHEVO TEXVIKO Kall
€L0AYETE TNV QVTAia €VTOG TNG KOVOOAAG. BeBawwBeite 6t n
OWARVWON TOU AoKOU amoppIUAtwy eubuypauileTal pe Tnv
avthia KOAONG.

6. A@aIPEOTE TO MWKA Ao TNV akida aokoU Tou OeT
OpOoUPEKTOUNG Kal EI0AYETE TNV aKida oTov aoko.

7. ImpwETE TO KOUUT YIa VA KAEIOETE TO CUPTAPL TNG KOVOOAA.

TomoBetrote Tov mododlakdmTn og B€on eUKoANG TPOORaong
and tov latpd. EmAéETe pia tomoBeaia mou Ba peloel T
akoulala evepyoroinon.

9. MAnpwote Tov kabetripa Bubifovtag evieAwg To dkpo o€
NMAPIVIOUEVO 0pO6 Kal TATWVTAG TOV TOSOSIAKATTN.

10. Zuveyiote TNV MAPWON PEXPIG OTOU N ATTEIKOVION XPOVOU
@taoel ota undév deutepdAemTa.

11. EmBePaiwote 6Tt n eyKATAOTACN TOU CUCTAMATOG €XEL
oMokANpwOEi emrtuxw Pyalovtag to modt and Tov
mododiakom. O mivakag amelkdviong Kataotaong Seixvel
READY (ETOIMO) kau avdpel To mpdotvo eikovidlo.

8.4 Napoxn Tou KaBeTpa Kat Aertovpyia
Znueiwon: O Bepaneieq OPOUPBEKTOUNG TOU CUOTHATOG
AngioJet Ultra pmopouv va ekteAeoTolV 6 GUVEUACUO HE
OPIOTIKEG BEPATTEIEG EVATTOUEVOUTAG OTEVWONG OTTWG
1 CYYEIOTAACTIKN HE UIMOAOVL I N TOTTOBETNON OTEVT.

1. O kaBetripag mpoopiletal yia eloaywyr HEow SladepuIKiG
mpoofaonge. Mpémel va xpnotpomotnOei éva ayyelako Onkdpt
yla TNV EAXIOTOTIOINON TPAUUATOG OTNV TIEPLOXT TTPOORaonG.
lMopExeTe TOV KABETPA OTNV TIEPLOXH TTOU TIEPIEXEL TN
OpopBwon. Ot Bondntikoi KABETAHPEC TTOU XpNoIoTolovVTaL
KOTA TN S1dpKELa TNG S1adIKaciag MPETEL va €XOUV ECWTEPIKN
OLAETPO TOUAGXIOTOV- 0,086 (VTOEG IO VA EMITPEMOLY EMAPKH
Xwpoyia tn SiaBaon Tou kabetrpa. Mpémet va ouvdebei pia
apootatiky BaABida otov 0dnyod KabeTripa mPog amoguyn
AMWAELOG AifloTOog, Kal TTRETIEL Va €XEL EMAPKEG PéyeBOG yla
Va TIEPACEL Kal VA 0QPAYIOTE] yOpwQTio Tov Kabetrpa
Xwpic va meplopilel TV Kivnon 1oL kabetrpa. Mpémet va
xpnotpomonBovy.clppata oSnYoi 1| AANEG TUTTIKEG CUOKEVEC
kat pébodot yia va Bondricouvv otnv Tomobétnon Tou
OnKkaplol ri/kat Tou Kabetipa odnyou:

Mpoaooxn: Ot KAKWOELS AmOPPAENG TTOU Eival
SuokoNoTTPOORATEG UE TOoV KABETHPA TTPOG TPOoaon Tou
BpduPou pmopolv va S1aotaNBouV JE PmAAGVL LE XapnAn
miieon (< 2 atm). Evdéxetal va mpokAnBei tpaupatiopds oto
ayyeio edv Sev mpoSlacTaAOovV 01 SLOKOAOTIPOOBACIUES
KOKWOELG TIpLV amé Tn Aeitoupyia Tou Kabetrpa.

2. Ag@otou mpowBnBei To cUpHa 08NYOG OTNV TEPLOXN
Bepaneiag, o kabetripag AVX Ba poptwBei avddpopa kat Ba
mpowOnBei emdvw amd to cupua 0dnyodC.



N&rtoupyia Tov opgalov Tru-Seal®:

3.

6.

-

6.2

Mpwv amd TN épTWON,
i i ANOIXTH
QVO}ETE m Bu)\[3|§a 0
aAPdoTAONE TTATWVTAG TOV ?
EI0AYWYEA OTOV OMPANG AVX. Aol > i
Woi€Te Tn BaABiSa
(Eik. 2) Via g6pTwon Kat

anogéptwon

Doptwote Tov kabetripa AVX
endvw amd To cuppa 0dNYo¢
0,035 vTowv, Kal TpowOnoTte

. ) g KAEISTH
TOV MEXPIG 6TOU TO OUpUa -
Byel a6 Tov op@aho B—

Tru-Seal. Kheiote t BaABia

yia hertoupyia

Kheiote Ty BaiBida emévw am6 1o
AUOOTACNE TMAVOVTAG TOV olppa 08y
£lo0ayWyEa Kal Tpawvtag
TPOG Ta TTiow, Kal 8ol aKoVoETE
éva “KMK". (EK. 2) Agv
Xpeladetal va pubuiotei n BaABida aipéotaong Tru-Seal. Edv
ouupei dlappor), BePaiwbeite OTI TO TUAHA ElCayWYEQ €XEL
emekTabei MAPWG otV KAeloTr B€on. (EIK. 2)

Ewkova 2. Asrtoupyia Tru-Seal

Mpoooxn: Mnv avtaAAdoeTe To cUPPA 08NYyodG. Kb’ Oheg Tig
OTIYHEG, TO OUPHA 08NYOC TTPETTEL VA EKTEIVETAL TOUAAXIOTOV
3cm mépa amod To AKPO Tou Kabetrpa. Katd t didpkeia
¢ Sladikaoiag, pnv amooUPETE To cUPHA 08NYO EVTOE TOU
kaBetrpa. Edv cupPei amocupon Tou cupuATog 08nNYoL
£VTOG TOU KABETHPA, apalpéoTe TOCO ToV KABETHPA 600
Kal To oUppa 08nNyd amod Tov acbevn) yia vayivel avadpoun
POPTWON TOU KABETHPA EMAVW amd To cUPUA 08nyaoc.

O kaBetripag MPEMeL va poPTWVETAL TAVTOTE avadpopa 6To
oUppa odnyo yla va anmoTpéPel 0To AKPO TOLU CUPUATOG Va
Byel kat va maotei ota mapdbupa Tou KABETHPa:

Mpoooxn: Mnv tpapdrte Tov Kabetripa edv aiobavBeite
aguolkn avtiotaon. Eav ailoBavBeite av§avopevn avtiotaon
dtav agalpeite Tov KaBeTPa, apalpéoTe Tov KaBeTrpa padi
UE To OnkApL 1| Tov KaBeTripa 0dnyd w¢ eviaia povada yia va
amotpéPete tnv mbavr Sidomaon Tou dkpou.

MmopoUv va ekteheoTtolv Beparmeieg OpopupekToung
Xpnolponolwvtag To cuotnpa Angiolet Ultra eyyug
TIPOG TTEPIPEPIKA 1 TIEPIPEPIKA TTPOG EYYUG. ZuvioTdTal
N TIEPIPEPIKN TTPOG EYYUG TTPOCEYYION YIA EQAPHOYES
TIEPIPEPIKNG aPTNPLOPAERWSOUC TTPOORAONC Aywywv
Xpnotuomolwvtag Tov Kabetripa AVX.

Ta mepdopata Tou KaBeTrpa TPETIEL VA €ival CUVEXT Kal Xwpig
amevepyornoinon Tou cuotrpatog Angiolet. Agv cuviotdatal

n emavalapBavopevn evepyonoinon/amnevepyomnoinon Tou
ouoTipatog AngioJet, av Kat HImopouV va yivouv apKeTda
MEPAOHATA UE TOV KABETAPQ, €4V Xpeldletal. Mnv aokeite
umepBoAikr duvapun €dv n mpowOnon ivat SUOKOAN.
BeBaiwOeite 6T KAB’ OAEC TIG OTIYHEG TO CUPHA 08NYOG
EKTEIVETAL TOUAAYIOTOV 3 cm MéPa Amo TO AKPO TOU
KaBetripa. Mnv amocUpeTE To GUPHA 08NYO VTG TOV
KaBetrpa Katd tn Siapkeia TG AstTtoupyiag.

Mepipepikd/eyyug - MpowBnote To cUppa 08nNyd KATA PAKOG
™G OpouPwTikAG KAKwon. NMpowbrioTe Tov KaBeTrpa emavw
amnd To CUPHA TIPOG TO TIEPIPEPIKSO AKPO TNG OPOUBWTIKAG
Kakwong. Evepyomomote 1o ovotnua AngioJet Ultra
TATWVTAG TOV TOSOSIAKOTITN TNG KOVOOAAE KAl ArmocUpovTag
Tov KaBeTrpa evtdg Tou Bpodpou og pubpd mepimou 3 mm/Seut.
310 €yYUG AKPO TNG OpopPWTIKAG KAKWONG, AVTIOTPEPTE TNV
KaTeVBLVON yla va cuveyioeTe T Beparneia pe TOV KAVOVIKSO
TPOTIO.

6.3 Eyyuc/mepipepikd - NMpowbrote 1o cUppa 0dNyo KATA PKOG
™G OpopPwTIKAG Kdkwong. NMpowBnoTe Tov KabeTrpa mMAvw
amnod To oUPHA, KAl TOTTOBETNOTE TO AKPO TOU KABETHPA €yyUg
oto Bpoupo. Evepyorojote to cvotnua AngioJet Ultra
TATWVTAG TOV TOSOSIAKATTN TNG KOVOOAAG Kal TTPowbwvTag
Tov Kabetripa oto Bpoppo pe pubuod mepimou 3 mm/deut.

270 TIEPLPEPIKO AKPO TNG OPOUPBWTIKAC KAKWONG, AVTIOTPEYTE
TNV KatevBuvon yla va cuveyioeTe Tn Oepameia pe
avtiotpo®o Tpdmo.

Znueiwon: Mpémel va XpNoIUOTToINDE( N TTEPIPEPLKN TIPOG
€yyUG péBodo¢ edv o KabeTrpag umopei va tomoBetnOei pe
ao@dela kat étav o Bpoufog eival UPNANG KIVNTIKOTNTAG PE
€yyug onpeio ouvdeonc.

7.  Mmopéei va xpnotpomoinBei Tumikd oKlaypagiko PEco,
TapeXOUEVO E XELPOKIVNTN £yxuon Slapéoou Tou Kabetrpa
08nyou 1 Tou Bnkaplov Katl yupw amd Tov KaBetrpa, yia
NV a&loAdynon g Bepameiag. e OpIOUEVES TIEPUTTWOELS,
evOEXETaL va ival amapaitnTo va aeatpedei o kaBetrpag yia
va €YXUDEL EMOPKIAG OYKOG OKIAYPAPIKOU HECOU.

Mpoooxn: H Aertoupyia Tou cuotripatog Angiolet mpokaei
TapoSIKNA AOAUCN TIOU EVOEXETAL VA TTOPOUGCIOOTE] WG
apoogatptvoupia. O Mivakag 1 mePYPAPEL TOUG PEYIOTOUG
OUVIOTWHEVOUG XPOVOUC AelToupyiag o€ medio ponig aiatog kat
TO OUVOAIKS XPdVO AelToupyiag yia KABE oeT OPOUBEKTOUNG.
A€loloyriote Tnv avtoxr Kivduvou Tou acBevoug yla
alpoopatptvoupia mpwv and tn dadikacia. AdBete undyn tnv
evudatwon mpiv and, Katd T SIGPKELa Kal PeTd T Sadikacia
OMw¢ appdeL OTNV YEVIKN WOTPIKK KATAOTACN TOoU aoBgvouq.

Mpoaooxn: Tuxov peyahot BpouBol O TTIEPIPEPIKEG

PAEPEC EVOEXETAL VA £XOLV WG ATTOTEAECHA ONUAVTIKN
alHoc@alpvoupia Tou TIPEMEL va TeBel TG TapakoAouBnon
yla tn Staxeipton mOavwV VEQPIKWY 1 GAAWV ETTITAOKWV.

Znueiwon: Ev 1o oeT BpopPeKToUNG éxel apatpedei iy /kat Sev
SUvatal va AeIToupyRoEL, N CWARVWON ToU OET BPOUBEKTOUAG,
0 KaBeTpag 08nyog Kat To Onkapt mpémel va ekmuBouv

pe HepNS yia va amogeuyBei n Snuiovpyia Bpdupou kat

va dlatnpenei n Batdtnta Tou avAov. Emavaminpwote

1o o€t BpopPektoprg Bubiovrtag To dkpo og HepNS kat
AETOVPYWVTAG TO YId TOUAAXIOTOV 20 SEUTEPONETTTA TTPOTOU TO
EMAVEIOAYETE OTOV 000evN.

8. TnproTe TIC OWOTEG TTPOPUAAEEIS VIO TO XEIPIOUO HONUCHATIKWY
anoppPATwy. H emavaypnotpomnoinon Tou 6T OpopBEKTOUNG
amayopevetal. AvdgepBeite oTo gyxelPiSIo XEIPIOTA TNG
KOVOOAAG yia 08nyieg KaBapiopov TG KOVoOAag Kat Tn owoTth
anopEIYN ToL OET OPOUPEKTOUNG.

9. MAHPO®OPIEX I'IA TON AZXOENH

Aev TAPEXOVTAL EEXWPIOTEG TTANEOYOPIES OTOV A0Bevr| EMESN
0 KaBeTtpag xpnotpomoleitarpadi pe AAeG emeuBaTiké
Stadikaoieg. Ot kivouvol kai Ta ogéNn otov acbevn ival
mapdpola kai, amd tnv drown Tou AcBevouc, AmoTeAOUV TURKA
AUTWV TWV EMEUPRATIKWOV S1ASIKATIWV.

10. TPONOX AIAGEXHZ

ANOXTEIPOMENO: To €T OpOUBEKTOUNG TTAPEXETAL AMOOTEIPWHEVO
Kal N TTUpeToydvo. To 0T OpOUBEKTOUNG ATTOCTEIPWVETAL IE

aéplo alBulevoéeidio (EO). To mepiexdpevo pmopei va BewpnOei
AMOCTEIPWHUEVO OE KAELOTH), ABIKTN CUOKEUAGIO PEXOL TNV NUEPONVIA
TTOU AVAYPAPETAL OTNV ETIKETA TOU TIPOIOVTOG.

MEPIEXOMENO: ‘Eva (1) oet Opopfektounc Angiolet Ultra
‘Eva (1) évBeto mAnpogoplwv xprnong
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Bringing Médical Possibilities to Life"

Kataokevaletal kat E€ouolodotnuévog

Slavépetal amo tnv: avTImpOownog otny Eupwmn:

Possis Medical, Inc. CEpartner4U BV

9055 Evergreen Boulevard N.W. Esdoornlaan 13,

Minneapolis, MN 55433-8003 3951 DB Maarn,

USA The Netherlands

™A +1.763.780.4555 mA. +31 343 442 524

XWPIG aoTIKA Xpéwon Kivntd +316516 536 26
+1.800.810.7677 @ag +31.343442.162

@ag +1.763.780.2227

____________________________________________________________________________________|
O1 emwvupieg AngioJet, Rheolytic, AVX, kat Tru-Seal ivat epmopika onpata g Possis
Medical, Inc., Minneapolis, Minnesota
ExkpepoUv Simwpata evpeotteyviag otig H.M.A. kat oto e§wTepikd
105531-002 02
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