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This guidebook is designed to help you
and your family understand peripheral
artery disease and its treatment with
Cobalt-chromium peripheral stent Nep-
tun Cwith a delivery system.

For your convenience, a glossary of med-
ical terms is included at the end of this
booklet. Words that are in bold through-
out the text are defined in the glossary.
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This booklet is only a guideline. It is not
intended to diagnose a medical condi-
tion. The treatment of peripheral artery
disease may vary according to your in-
dividual needs and the doctor’s assess-
ment. As with any medical procedure,
your doctor is the best source of infor-
mation and advice.
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Cobalt-chromium peripheral stent Neptun C
with delivery system

INTRODUCTION

This guidebook is designed to help you
and your family understand the disease
of peripheral arteries in your lower
limbs and the treatment with a vascular
stent. If you have any questions as you
read, please write them down and discuss
them with your doctor.

PERIPHERAL ARTERY DISEASE ac artery narrowed
y plaque

Arteries are blood vessels that carry
blood away from the heart. Peripheral ar-

tery disease involves the build-up of fatty 4|
deposits (plaque) in the inner lining of \ h
arteries in a process called atheroscle- i
rosis. This process commonly occurs in ! '
arteries throughout the body over time. |
PERIPHERAL ARTERIES ’

|
The most common locations of periph- 'SR 8 Intermittent
eral vascular disease are the legs, arms, Yy K claudication
the neck, and kidneys. The pulse in the e (leg pain)
legs can be easily palpated in the groin, I(ch\nC/Z:SI;g

under the knee, and at the foot.
FUNCTION

Peripheral arteries of the leg (e.g, iliac, \
femoral, and popliteal arteries) carry ‘
oxygen through the legs down to the ,
feet. The proper blood flow is crucial for CE AN
proper lower limb functioning, especial-

|)/ when walking. Fig. 1. Leg artery disease atherosclerosis
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PERIPHERAL ARTERY STENOSIS

The term stenosis describes a lesion in
the artery in which blood flow is partially
blocked; a lesion in which the artery is
completely blocked is called an occlu-
sion. When the blood flow becomes se-
verely limited, the muscles surrounding
the artery do not receive enough oxy-
gen, and you start feeling pain. During
the early stages of peripheral artery dis-
ease, symptoms are usually rare; howev-
er, as the build-up of plaque progresses,
it blocks the blood flow through the ar-
tery to tissues and organs. The symptoms
resulting from peripheral artery disease
depend on the location and extent of
the disease. Over time, symptoms may
stabilize or may become worse, requir-
ing intervention to open the blockage.

DIAGNOSIS
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CAUSES AND RISK FACTORS

The causes of peripheral artery disease
are not completely understood, but
many factors increasing the likelihood
of peripheral artery disease have been
identified, such as:

e smoking

e diabetes

high cholesterol level

high blood pressure level

obesity and
e positive family history.

Also, you should remember that athero-
sclerosis in one vasculature bed (e.g, in
coronary arteries) increases the risk of
atherosclerosis in the others (e.g., co-ex-
istence with peripheral artery disease).

Depending on the location of the disease, one or more of the following

symptoms may be present. You should be screened for peripheral artery
stenosis if you have:

intermittent claudication (dull pain in the buttocks, thighs, calves,
or feet during physical activity such as walking);

numbness or tingling in the leg, foot, or toe;

changes in the skin color (i.e., pale/bluish) or skin temperature in the leg, foot,

or toe;

difficulty in feeling the pulse in the groin, under the knee, or on foot;

the appearance of ulcers (sores) on the foot or toe that heal with difficulty
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Sometimes, patients are screened for
peripheral artery stenosis if the doctor
knows the patient has vascular disease
elsewhere in the body.

The following tests may be performed if
peripheral artery disease is suspected.

Ankle-brachial index (ABI) - your doc-
tor may recommend measuring the
blood pressure at the arm and the ankle.
A value below 0.9 is inappropriate.

Peripheral artery ultrasound, which
uses ultrasound waves to produce pic-
tures of the peripheral arteries in the leg.

Peripheral artery angiography is a diag-
nosticimaging tool that uses a contrast me-
dium and a special X-ray machine to study
the condition of arteries and blood flow.

TREATMENT OPTIONS

Treatment of peripheral artery disease
aims to improve physical activity,improve
quality of life and prevent leg amputation.
First, it is important to inform your doctor
about your entire medical history. Then,
follow your doctor’s recommendations.
These may vary greatly depending on
your case and may include:

MEDICATION

Your doctor may prescribe medications
to help you reduce your cholesterol, low-
er blood pressure, manage your diabe-
tes, or help you stop smoking. You may
also be prescribed an antiplatelet or anti-
coagulant medication.
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If pharmacotherapy is insufficient to
manage your disease, one of the follow-
ing interventional options, which consist
of restoration or widening of the artery,
may be recommended.

SURGICAL PROCEDURE

Peripheral artery disease may be treated
with conventional surgery. However, vascu-
lar bypass surgery is an open surgery op-
eration. You are usually put to sleep for this
procedure using general anesthesia. The
doctor reroutes the blood flow by attaching
an artificial graft (or one of your own veins)
above and below the blockage (occlusion).

MINIMALLY INVASIVE
ENDOVASCULAR PROCEDURE

Conventional balloon angioplasty or ar-
tery stenting are endovascular treatment
options which means they are performed
through a blood vessel, mostly under the
local anesthetic. During this procedure inter-
ventional radiologist, angiologist, or vascular
surgeon opens up a narrowed or blocked ar-
tery to improve blood flow. A small incision
is made in your groin or arm, and small tubes
or catheters containing the medical devic-
es used for the procedure are introduced to
the peripheral artery in your leg. A balloon
catheter is then inflated to open the block-
age. If the result is not satisfactory, the stent
(@ small wire tube) is introduced. The stent
is placed at the area of your blockage. The
stent holds the artery open to allow normal
blood flow to the rest of the leg.
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COBALT-CHROMIUM PERIPHERAL STENT NEPTUN C

WITH DELIVERY SYSTEM

The peripheral stent Neptun C manu-
factured by Balton Company is made of
cobalt-chromium alloy. The outline of
the stent was obtained by means of laser
working. A stent is placed inside the deliv-

Fig. 2. Neptun C stent

ery system for passage into the body to the
peripheral arteries. After balloon inflation,
the stent opens up, taking the form of a cyl-
inder. Thanks to its properties, it restores the
desired shape of the lumen of the vessel.
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PREPARING FOR YOUR PROCEDURE

Cobalt-chromium peripheral stent NEPTUN
Cis indicated for the treatment of ath-
erosclerotic lesions in peripheral arter-
ies. In other words, the device can be
used to help open a blocked area of the
peripheral arteries of the leg.

The device should not be used:

e If you cannot take aspirin or blood-
-thinning medications (also called an-
tiplatelets or anticoagulants).

e If you have hypersensitivity to co-
balt-chromium or contrast medium

e If the physician decides that the
blockage or vascular anatomy will not
allow proper placement of the stent.

Upon admission to the hospital, you
may undergo tests such as angiography,
peripheral artery ultrasound, and blood
tests. Remember to tell your doctor
about all the medications you are cur-
rently taking and any allergies you may
have. In addition, you may be asked not
to drink or eat from midnight before the
procedure.

Your doctor should have discussed the
procedure in detail with you and ex-
plained the possible risks and potential
benefits of the device. Please do not
hesitate to ask any questions. As with

any intervention, the angioplasty and
stenting procedure involves some risks.
These risks are uncommon but are im-
portant to be aware of.

CONTRAINDICATIONS

e |nsufficient blood flow below the po-
tential stent implant spot.

e Impossibility of passing a guidewire
or balloon catheter through the ste-
nosis or occlusion site.

e Hypercoagulability reported in
anamnesis.

e Possibility of closing collateral circula-
tion vessels with a stent.

e Extremely heavily calcified atheroscle-
rotic plaque, which could damage
the stent.

e Fresh thrombus.

e Contraindications to taking antithrom-
botic medicines (e.g.,, active bleeding
from the digestive tract, recent hem-
orrhagic stroke).

e Allergy to contrast medium and co-
balt-chromium.

e Pregnant women or during lactation.
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POTENTIAL ADVERSE EFFECTS

Adverse reactions (in alphabetic order),
which may result from this procedure
include:

e Allergic reaction or hypersensitivity
to administered anticoagulation or
antiplatelet drugs, anesthesia, con-
trast agent, or stent materials)

e Cardiac arrhythmias

e Cardiac failure/shock

e Death

e Fever

e Stent fracture or stent loss
e Hypotension/hypertension
e Infection

e Lower limb artery complications

- abrupt closure

— dissection

—embolism (air, atherosclerotic
plague, thrombotic material, or
device)

- perforation

- restenosis

- spasm

- thrombosis (acute, subacute, late,
very late)

e Myocardial infarction
e Nausea and vomiting

e Pain
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Palpitations, dizziness, syncope
Renal insufficiency/failure
Stroke/TIA

Vascular access complications

which may require blood transfusion

or vessel repair:

- bleeding (ecchymosis, hematoma,
hemorrhage, retroperitoneal
hemorrhage)

- embolism (air, atherosclerotic
plague, thrombotic material,
or device)

— peripheral ischemia

— peripheral nerve injury

- pseudoaneurysm, dissection,
perforation, arteriovenous fistula
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STENT IMPLANTATION PROCEDURE

The peripheral artery stenting is a pro-
cedure performed in the catheterization
laboratory or a radiology suite. You will
enter the room equipped with special in-
struments and will be lying on the X-ray
table. You will be covered with sterile
sheets, and the area of catheter insertion
will be shaved and washed with antisep-
tic solution to prevent infection.

During the procedure, you will be
awake, and medical and nursing staff
will be monitoring you closely. First, a
local anesthetic will be injected through
the skin into the groin or arm (it depends

on the decision of your operator). When
the medication takes effect, you should
only feel dull pressure where the oper-
ator is working with the catheter. Next,
the operator will insert a fine tube (in-
troducer) into the artery. It will provide a
passageway through which the doctor
can insert catheters with necessary de-
vices and a contrast medium. A contrast
medium injected throw the catheter
will allow seeing the area of blockage
in your artery. The operator may insert
a balloon to prepare the artery for stent
implantation.

Fig. 3. Catheterization laboratory
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Then the stent is advanced into the pe-
ripheral artery on a delivery system and
deployed to the blocked area of the ar-
tery. The stent will be placed in the prop-
er position in your artery.

The delivery system is withdrawn from
your body. Once again, the doctor may in-
sert the balloon to ensure the stent is in full
contact with the artery wall. The Neptun C
stent stays in place permanently, holding
the artery open. The introducer is usually
removed at the end of the procedure, but if
the physician feels necessary, the introduc-
er may be temporarily left in place.

Decreased
blood flow

Fig. 5. Before and after procedure
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\1

Fig. 4. Stent implantation

Normal
blood flow
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AFTER YOUR PROCEDURE

Once the procedure is finished, you will
be moved to the special care unit, where
you will be closely monitored by hospital
staff. Your heart rhythm and blood pres-
sure will be monitored continuously.

If the groin were used as an access site for
the procedure, you would have to lie flat
in bed and not move your leg for up to
six hours, and a sandbag may be placed
over the puncture site to keep pressure
on it. In some cases, the puncture site
may be closed with a closure device that
will be described to you by your doctor.

If access to the procedure were through
the arm, it would be stitched closed, and
you may be allowed to sit up afterward.

Once you return to the ward, you will
have regular observations of your con-
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scious level, heart rate, blood pressure,
puncture site, and pulses in your feet.
You may also have a drip to make sure
you are not getting dehydrated. When
the drip is removed, you should drink
around 2 liters of water to help to wash
out the contrast (dye) used during the
procedure.

Notify hospital staff if you feel anything
disturbing like trouble with seeing,
swallowing, feeling lightheaded or diz-
zy, weakness, tingling, or numbness in
limbs, face, or side of your body.

Mostly after 1 — 3 days after the proce-
dure, you will be allowed to go home.
Before you leave the hospital, your doc-
tor will give you information on medica-
tions, diet, and physical activity.

YOUR RECOVERY

You will be informed when you can re-
sume regular activity and return to work.
You should avoid strenuous activities
like lifting for at least a week. Remem-
ber to take all prescribed medications as
your doctor tells you to do. Notify your
doctor if these medications cause un-
pleasant reactions.

To help yourself stay healthy in the future,
you should pay attention to a healthy
diet and exercise. It will be easier and saf-
er if you get help from a professional di-
etician and physiotherapist. In addition, it
is extremely important to avoid smoking.
If you need help quitting, please notify
your healthcare provider.
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PATIENT IMPLANT

CARD

Be sure your doctor gives you a complet-
ed -Patient Implant Card that you can
keep as a record of your procedure. Carry
the card with you always and show it to
any doctors or health care workers who

pI=BIIUNN® A Patient’s Guide to Peripheral Artery Stenting

may be treating you. The card will have
the date of the stent procedure, the loca-
tion of the stent in your body, the name
of the doctor who performed the proce-
dure, and other important information.

J

Ve \‘/ \‘/ Ve
- .
5
& ; (BALTON) ;
s
NEPTUNC(OTW) | o | INTERNATIONALIMPLANT CARD | NEPTUN C(OTW)
(UR) CresT KoBasTo-xpowmoHi A | 2 ' o I (EN) Cobalt-chromium peripheral stent
repubepi s ey [ 3 X | with delivery system OTW
3 HCTMO AOCTaBK 0-T 260 . B3 s | | (b Stenobalionochromowy
(KZ) MepudepusinbIk KaH Tambip/iapbiHa 252 S em
apHanFa, OTW erriy xyieci 6ap | - <3 | | mewadzajqcym oTw
KoGarr-xpom cremti | §es g I T obalt<hrome
(TR) OTW salim sistemine sahip . EBi: s | | avec Systéme de pose OTW
kobalt-krom periferal stent BN £ }
| g&Z T | | (M Stent periferco in lega cromo-cobalto
§gg S con sistema di rilascio
£=3 =
| 4832 S ! I (Es) Stent periférico de cromo-cobalto
18253 < | | consistema de enirega OTW
| 8%x§ = | | (DE) Kobalt-chrom-stent fiir periphere
| BE® = E | | gefasse mit OTW-katheter
| 58I s | | (PT)Stent perife balto-cromo
Z357¢ < com sistema de colocagao OTW
| | |
(RU) Crey i prA
| 1 | | nepu¢epmuecKMx COCY[0B C CHCTeNOM
| | &= wwwhbaltonpl | Aoctaskn
\ A A A
Ve Y Y Y
- o
3 ; BALTON ;
s
NEPTUN C (RX) | o | INTERNATIONAL IMPLANT CARD | NEPTUN C (RX)
(UA) CreHT kobanbTo-xpomoswii | 2 [ o I (EN) Cobalt-chromium peripheral stent
AT NEPUGEPUUHIX CyaWH HeNTyH-Ci [ 3 | 'n' ? | with delivery system RX
3CHCTEMOI0 AOCTaEKM 3p-€kc . E¥_ K i | Bustenticatonodhromouy
(KZ) Meprdepusnsik KaH TaMbipnapbika s5T T
apHanFa, RX eHriay xyiteci 6ap ] 3 | | wpmwadzaﬂcym RX
K06NbT-XPOM CTeHTI | 9% S | | tch
8238 s (FR) St obalt-chrome
(TR RX salim istemine sahip obalt-krom | £3 o i | avec ettne be pose aY
periferal stent =xs £
| gEZ £ | pm Stent periferico in Iega cromo-cobalto
Sgg S con sistema di rilascio RX
I 4838 S | |
SoY R 3 (ES) Stent periférico de cromo-cobalto
I 8358 3 | | consistema de entrega
| g3R8 = | | (DE) Kobalt-chrom-stent fii periphere
| 2323 H | | gefise mit Rapid-Exchange katheter
| 5533 s | | (PT)Stent periéi balto-cromo
‘ FEE < ‘ ‘ com sistema de colocagao RX
(RU) Cresr i an
| 1 | | nEpMQ}epwe(KMx Cocyaos C cucTenoit
| | L=mo www.balton.pl | AOCTaBKN
\ A A A
( Y Y Y
EXPLANATION OF SYMBOLS | EXPLANATION OF SYMBOLS ~ EXPLANATION OF SYMBOLS | EXPLANATION OF SYMBOLS
(EN) Patient name and sumame/ (PL) i Y e mplantaton EN) Unique Device Identification/ ) Cotalogue Numbey/ (P Nuer
Iﬂ!’? |nazw\skopa<en g/{renglggmn%lrﬁreengrsl | dPL Data ym‘pla/ﬁ(m i RdDat L uDy 1?1? ubm%\ng idenytiaci | REF ﬁatalwa 2‘5 )N d o
implantation, ata di impianto; robu catalogue/ LIIT\QIO |ca(ao Jol
paz.eme/‘(z% NooTeys cicodd | e e ™ | i o Idenuﬁcanon unlquedelappam\/ I & Namero de cat o
b} p Sentehiame un B st der\mp\antatlon/ ) dentifcazion By Koo casiogo
d“ el () are Bne | PT) Data de implan | (oo RO tE] e | denu ero/ (i) Koyl voteo!
lo Pa“e"} S\ )i A Gavtati RU) Jlata umnnamww(uu) Jara dispostivo nica (DE) Eindeciige onep) iaranory/ (K2)
mu@’g‘; Justa i ! imnnarTaui/ (KZ) ViMnnaHTauis ! Gerstedentiflation/ ! HeM\p\/( ) Katalog e
Lo S/ )Haﬁa a&ve soyadi | (KE;)VS 1“:‘MP‘asta;Ts:)t;"h' | e i e | wl ey oty
erial number/ (PL) Numer rican ttore/
A ) eme end ecdess | (SN e et o ! ”@E"mﬂﬁﬁ'ﬂfﬂ Jona ! ES Fabncame} B Revcley
(7)) health carenasmuwn/( L Neava (UA) ik
peksgrovetne) | T Nomerodiserier ENimery oo (KD Kypinri | [ sbriartl U Hoorasomren
R Rometadretse efetbissetent e S G er/ fperE el Sl e Bhi (K2) SuipyiLl
A o S DA e A 5?"% :JJ»SSE}” et et inf ! bk
irecciondeia sftcios Saniar i RS EN) Global Trade ltem Number/ EN) Information websit for patient/
EREeleDy | DR empgsieener | ._ e B
endereco da s agodesaude/ EN) Medical device name/ commerce mondial (1 N FR) Snedmfovmanonsvouvle
<0 ic
U s Broro | BLitazvo wyrobu medycmego/ | SHicolo commercio al | atient/ (IT)Sito web con e
YHpeRze / (UA a;xa ra appeca i FR) Nom du dispositif medical i 155 Nimero de articulo comema i informazioni pev i pazlerm/ 4]ESD Sitio
?Kz)[f'ncaymmmy Mekeneci e e Ao e, J;(DE) Globalen Arkenummer/ A ey
Taybl K3HE MeKeH- *awm/ (TR) Saqﬂ ! DE) Name des Meduzmpmduhs/ | comerciall (RU) rnogdm,ﬁw Nwe ! P omationen fur Patient
urumunun adi ve a [PT) Nome do dispositivo med\w/ P (PT) Site de informacoes para
| v P | npegvera toprosnw/ (UA) Hor | c0es
EN) Batch code/ (PL Numer seri/ Hazam}MaxE LHCKO TAGBabtol Toprosai nosuy pacinte/ (RU) uddpuatinoniuii
R umdrode oy mfimerodilotor | yemorimal (A} heseo enmworo | (K2) Caypa-caroieli | BB-GaUIT 47 NanenT
EsNimero lore B Crfoennummer/ oupooy KD Mepuans o | ISRV HONIDI TR)Global (UR) oopuaun oet et it
imero do ote/{
rapru 0] s o RS Hoep Icar Urtin Numarast anraH SENADAITIN Be6-caift/
Rapri/ (TR) Sra numares | | | fR)Hasta i bigiweb stes
\ A A A

~

BALTON)

Any reproduction, whether in whole or in part, is strictly prohibited and will be considered a violation
of BALTON's copyrights and other intellectual proprietary rights. ©2021 Balton Sp.z 0.0, Allrights reserved,

www.balton.pl

2021.05



SAFETY DURING MAGNETIC
RESONANCE IMAGING (MRI)

If you require MRI after peripheral artery
stenting, tell your health care providers
that you have a stent.

MRI SAFETY INFORMATION:

A patient with this device can be safely
scanned in an MRI system meeting the
following conditions:

e Static magneticfield of 3.0Tor 1.5T

e Maximum spatial field gradient of
1900 gauss/cm (19 T/m)

e Maximum MRI system reported,
whole body averaged specific
absorption rate (SAR) of 1.0 W/kg
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CONCLUSION

You have a very important role to play
to ensure that your stent implantation
is successful. You must cooperate with
your doctor and follow through with
your responsibilities as part of the pa-
tient/medical team. You will need to see
the doctor who implanted your stent for
routine follow-up examinations. During
these visits, your doctor will monitor
your progress and evaluate your medi-
cations, the status of your disease, and
how the stent is working for you. If you
have any questions or concerns, please
contact your doctor to discuss them.

“ Balton Sp. z 0.0., ul. Nowy Swiat 7/14, 00-496 Warszawa, Poland

Manufacturing site: ul. Modlirska 294, 03-152 Warszawa, Poland
tel: (+48) 22 597 44 00, fax: (+48) 22 597 44 44
e-mail: balton@balton.pl, www.balton.pl
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GLOSSARY

Term Definition

A procedure in which contrast medium
Angiogram is injected into the arteries to diagnose
a narrowing or blockage of the artery.

A procedure whereby a balloon dilation catheter
is passed through the blood vessel to the blocked
area of an artery. Once the balloon on the tip

of the catheter is inflated, the blocked area in the
artery is opened. It is also called PTA
(Percutaneous Transluminal Angioplasty).

Angioplasty

A medicine that slows or prevents

Anticoagulant the clotting of blood.

The process of fatty deposits and/or calcium

Atherosclerosis build-up (plaque) on the inside of the arteries.

A long tube that passes through your arteries with
a tiny balloon on its tip. The balloon is inflated after
itis in place to open a blockage and press the stent
against the artery wall.

Balloon Catheter

Arteries are vessels that carry blood away

from the heart. The most common locations of
peripheral vascular disease are in the legs, arms,
neck, and kidneys.

Peripheral Arteries

A long hollow tube used to introduce a device,

Catheter o
drug, or contrast medium into a blood vessel.
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GLOSSARY

A procedure that involves passing a tube
Catheterization (catheter) through blood vessels and injecting
a contrast medium to detect blockages.

A substance that circulates in the blood

and when deposited in the artery, plays a role in
forming blockages. Cholesterol originates

in foods that is rich in animal fat.

Cholesterol

Small clots or pieces of plaque that travel
Embolic material in the bloodstream and lodge in a blood vessel|,
blocking blood flow.

MRI (Magnetic A diagnostic test that uses magnetic waves
Resonance Imaging) to obtain images of the inside of your body.

An accumulation or build-up of fatty deposits,
Plague calcium and/or cell debris in an artery that leads
to narrowing of the artery.

The recurrence of a narrowing or blockage

Restenosis :
in an artery after treatment.
An expandable, metallic, tubular-shaped device
Stent that provides structural support for
a vessel.
Stenosis A narrowing in your arteries caused by plaque
build-up, which restricts blood flow.
A non-invasive test using sound waves to
Ultrasound

determine the presence of arterial narrowing.
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