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Case Report

Distal Stent Delivery With Guideliner Catheter:
First in Man Experience

Mamas A. Mamas, 2 php, BM Bch, Farzin Fath-Ordoubadi,’ mp, BM Bchir,
and Dougilas G. Fraser," MD, BM BChir

Failure to deliver stents is one of the commonest causes of procedural failure in contem-
porary PCl practice. We describe successful use of the Guideliner Catheter, the first pur-
pose designed FDA and CE marked device delivery catheter in 13 complex cases in
native coronary vessels and bypass grafts performed via the radial route to enable distal
stent delivery following failure of conventional techniques. We discuss how the Guide-
liner catheter may be used to facilitate difficult radial cases. © 2010 Wiley-Liss, Inc.
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INTRODUCTION

Failure to deliver stents during percutaneous coro-
nary .interventions (PCI) is one of the major causes of
procedural failure that may occur in up to 5% of cases
in contemporary PCI practice [1,2]. We have previ-
ously described use of the Terumo 5F Heartrail II cath-
eter within a standard 6F guiding catheter (so called
“five-in-six” system) to aid stent delivery. Extra deep
coronary intubation using this catheter increases
backup support and bypasses proximal points of
obstruction to enable distal stent delivery in both native
coronary vessels and coronary artery bypass grafts
(3.4]. :

The Terumo “five-in-six” Heartrail II system was
developed for use in chronic total occlusion PCI cases
in order to increase back-up support [5]. Conversely,
the Guideliner catheter (Vascular Solutions, MN) that
has now been both CE marked and FDA approved has
been developed more specifically with device delivery
in mind. The Guideliner “five-in-six” catheter (Vascu-
lar Solutions, MN) is essentially a rapid exchange or
monorail equivalent of the “five-in-six” Heartrail II
catheter that consists of a short guide catheter exten-
sion connected to an introducer rod, and so is poten-
tially easier to use than the Heartrail II catheter. In this
case series we describe our initial experience with the
use of this catheter for stent delivery and backup sup-
port in a series of challenging cases performed transra-
dially, and discuss its potential utility in complex radial
PCI cases.

© 2010 Wiley-Liss, Inc.

METHOD OF INTRODUCTION

The:5-in-6 Guideliner catheter is a2 20 cm soft tipped
5F catheter with an internal diameter (ID) of 0.056"
connected via a metal collar to a 115 cm stainless steel
shaft to a proximal positioning tab (Fig. 1A). At any
time, following placement of the mother guide catheter
and coronary wire in the target vessel, the 20 c¢m
Guideliner catheter can be advanced over the wire
through the haemostatic valve without the need to dis-
connect this from the mother guide. The catheter tip is
then advanced beyond the tip of the mother guide into
the coronary vessel by pushing on the proximal tab.
The interventional procedure is performed in the usual
manner through the haemostatic valve (Fig. 1B and C).
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Fig. 1.
catheter (Arrow 4) connected via a metal collar (Arrow 3) to a
115 cm stainless steel shaft (Arrow 2) with a large proximal
tab (Arrow 1) for accurate positioning of the device within the
coronary, system. B: Guideliner catheter setup. The Guideliner
is passed through the haemostatic valve over a guidewire.

Frequently, placement would follow predilation of the
target vessel and prior attempts at stent placement.

Conversely, introduction of the much longer 120 cm
Heartrail II catheter requires removal of the haemo-
static valve followed by advancement over the coro-
nary wire into and through the mother guide, with sub-
sequent reconnection of the haemostatic valve to the
proximal end of the Heartrail catheter [3,4,6]. Again,
this is frequently performed following predilation and
prior attempts at stent placement. When complete re-
moval of the Heartrail catheter is required, the haemo-
static valve needs to be removed and reconnected to
the mother guide, and may dislodge the coronary wires
if these are not docked. Conversely, removal of the
Guideliner catheter can be performed without reposi-
tioning of the haemostatic valve or docking the wires
in a similar fashion to removal of a monorail balloon.
Consequently, advancement, positioning, and removal
of the Guideliner catheter is potentially greatly simpli-
fied in comparison to the Heartrail catheter.

Case 1

A 48-year-old female with significant exertional an-
gina and good left ventricular function underwent
attempted recanalisaton of a chronically occluded LAD
artery (Fig. 2A). Access was from the right radial ar-
tery with a 6F Cordis extra backup guiding catheter.
Wire crossing was rapidly achieved using a whisper
wire to negotiate a visible microchannel connecting the
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The proximal tab (Arrow 1) is attached to the 115 cm stainless
steel shaft that attaches to the 20 cm soft tipped catheter
(Arrow 2) seen to extend from the guide catheter (Arrow 3).
The proximal tab can be used to position the 20 cm soft tip
catheter more distally into the vessel (C).

proximal and distal lumens (Fig. 2B). However, subse-
quent passage of either a Finecross microcatheter or a
low profile 1.25-mm balloon (Riujn, Terumo) was
unsuccessful due to marked resistance at the entry to
the microchannel. A Guideliner catheter was therefore
introduced over the coronary wire, through the guiding
catheter. This was advanced 4 cm beyond the tip of
the guide catheter into the LAD, up to the point of
occlusion. Subsequent passage of a Quickcross micro-
catheter across the occlusion was achieved (Fig. 2C),
and the Whisper wire was exchanged for a super sup-
port Mailman wire. Subsequent introduction of a 1.25
mm balloon allowed expansion of the microchanne],
with successful further balloon dilation and finally
stenting using a 2.5 x 38 mm Xience (Fig. 2D) and 3
x 28 mm Promus stents. These stents were further
expanded with 2.75 and 3 mm balloons to high pres-
sure with an excellent angiographic result (Fig. 2E).

Case 2

A 79-year-old lady with good resting left ventricular
function was admitted with an NSTEMI associated
with critical single vessel disease of a large RCA. The
RCA was heavily calcified with 95% stenoses of the
mid vessel and distal vessel at the crux extending into
PDA and PLV branches with TIMI 2 flow (Fig. 3A).
Access was from the right radial artery using a JR4
guiding catheter. Two Choice floppy wires (Boston
Scientific) were advanced into the PDA and PLV
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Fig. 2. Chronically occluded LAD (A) and subsequent crossing of the lesion with whisper

wire (B). (C) illustrates positioning of the Guideliner catheter into the LAD (second vertical
arrow) and the position of the guide catheter is shown by the first arrow. The horizontal
arrow illustrates the Quickcross microcatheter used to exchange the whisper wire for a more
supportive mailman wire. (D) positioning of xience stent and final result (E).

branches respectively and both lesions were predilated
with 2.5-mm compliant and 3-mm angiosculpt balloons
(Pyromed). However, stent delivery across the proxi-
mal lesion was not possible due to significant calcifica-
tion and resistance to stent passage hence a Guideliner
catheter was advanced into the RCA. To aid deep intu-
bation of the catheter a 2.5-mm balloon was inflated in
the distal RCA lesion and a combination of gentle trac-
tion on inflated balloon and push on the Guideliner
catheter allowed passage of the Guideliner beyond the
midvessel lesion. A 4 x 23-cm Biomatrix stent was

then advanced without resistance through the midvessel
lesion within the Guideliner catheter and on into the
distal vessel (Fig. 3B). The Guideliner was then
brought back into the proximal vessel and the stent
was brought back into the mid vessel stenosis were it
was inflated with good strut expansion. Again, using
an inflated balloon in the distal lesion as an anchor, the
Guideliner was advanced through the deployed stent
into the distal vessel. A Triton bifurcation stent was
then advanced to the distal vessel through the Guide-
liner catheter and was deployed across the crux into

Catheterization and Cardiovascular Interventions DOI 10.1002/ccd.
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Fig. 3. A: RCA at start of case. B: Guideliner catheter (Horizontal arrow) used to bypass
proximal point of obstruction enabling delivery of biomatrix stent (Vertical arrow). The guide
catheter is illustrated by vertical arrow at top of figure. C: opacification of RCA following
stenting of proximal and mid RCA. D: Triton bifurcation stent (Vertical arrow) delivered into
PLV branch of RCA through Guideliner catheter (Horizontal arrow) passed through previously

deployed proximal stents. E: Final result.

the PLV branch. Further stents were then placed in the
PLYV branch distal to the crux and from the distal RCA
into the PDA. A final kissing balloon from the distal
RCA into the PDA and PLV branches completed the
procedure with an excellent angiographic result.

Case 3

A 76-year-old male with good left ventricular func-
tion and previous CABG was scheduled for PCI of the

Catheterization and Cardiovascular Interventions DOI 10.1002/ccd.

native RCA due to ongoing ischaemia at rest in this
territory that had no graft supply. The RCA was dif-
fusely diseased from the proximal to the distal vessel
with heavy calcification, marked tortuousity and subto-
tal occlusion of the midvessel (Fig. 4A). We proceeded
from the right radial artery using a 6F JR4 catheter and
successfully crossed into the distal vessel using a
Whisper wire. The mid and proximal RCA was dilated
with 1.5, 2.5, and 2.75 mm balloons (Maverick, Bos-
ton), however stent passage was unsuccessful due to
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Fig. 4. A: Angiographic appearance of RCA at start of case. B: Positioning of initial Promus
stent (Horizontal arrow). The Guideliner catheter and guide catheter are shown by vertical
arrows. C: Passage of Guideliner catheter through the proximally deployed stents and opaci-
fication of the distal vessel demonstrating further disease. Distal end of Guideliner high-

lighted by horizontal arrow. D: Final result.

heavy calcification and tortuosity. The Guideliner cath-
eter was then advanced 3.5 cm into the proximal RCA,
enabling deployment of a 2.5 by 18 mm Promus stent
to the site of subtotal occlusion in the mid RCA (Fig.
4B). Again with the aid of deep intubation an overlap-
ping 3 x 28 mm Promus stent could then placed proxi-
mally extending from the first stent to the proximal
RCA. This allowed visualization of the distal RCA that

had two further severe stenoses together with a severe
stenosis of the proximal PDA. To treat these lesions a
2.5-mm balloon was inflated in the distal RCA and the
Guideliner catheter advanced through the stented seg-
ments into the distal RCA (Fig. 4C). Following predi-
lation this allowed easy passage of a 2.25 x 23 mm
Promus stent that extended from the RCA into the
PLV and a further 3 x 28 mm Promus stent that

Catheterization and Cardiovascular Interventions DOI 10.1002/ced.
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zontal arrow) used to increase backup support to enable proximal stent delivery (Vertical
arrow). C: Guideliner (Horizontal arrow) used to deeply intubate SVG. D: Deployment of distal
Promus stent (Horizontal arrow). The position of Guideliner catheter is illustrated by oblique

arrow. E: Final result.

overlapped this stent and the first stent placed. Follow-
ing post dilation of the RCA stents to 3 mm and stent-
ing of the proximal RCA with two 3.5 X 8 mm Pro-
mus stents, an excellent angiographic result was
achieved (Fig. 4D).

Case 4

A 64-year-old male with Re-do CABG and aortic
and mitral valve replacement was admitted for elective
PCI due to significant limiting angina to an OM; graft

Catheterization and Cardiovascular Interventions DOI 10.1002/ccd.

with two proximal hair pin loops with a severe lesion
at the apex of the first loop and a more distal lesion at
the distal end of the graft with further disease within
the native vessel (Fig. 5SA). We proceeded from the left
radial artery using an AL-1 guide. The graft was wired
using a whisper wire, however due to the severe tortu-
osity of the graft we were unable to deliver a balloon
for predilation. The Guideliner catheter was therefore
advanced into the asending limb of the hair pin loop to
increase backup support and a 3-mm balloon was
passed relatively easily into the lesion to allow
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predilation. The proximal lesion was stented with a
3.5 x 8 mm Promus stent (Fig. 5B) overlapping with a
3 x 15 mm Promus stent. Because of severe tortuosity
and the proximally deployed stents, we were unable to

pass further stents/balloons distally to treat the vein-

graft/native vessel disease. The Guideliner catheter was
therefore used to bypass this area of extreme tortuosity
with the previously deployed stents achieving extra
deep intubation of the vein graft (7 cm) allowing distal
balloon/stent delivery (Fig. 5C). The distal vein graft
lesion was predilated and stented using a 2.75 x 23
mm Promus stent proximally (Fig. 5D) and a 2.25 x
23 mm stent distally into the native vessel. The stents
were post dilated at high pressure and an excellent
angiographic result was obtained (Fig. SE). The patient
remains angina free at one-month follow up.

A further 10 cases were performed (total of 13
cases) and these are summarized in Table 1. All cases
were performed via the radial route using conventional
6F guiding catheters.

DISCUSSION

To the best of our knowledge, for the first time in the
literature we report the successful use of the Guideliner
catheter for distal stent delivery in a series of 13 highly
complex cases, with a mean stent length of more than
44 mm (range, 15-105 mm) and either severe tortuosity
and/or calcification, or chronic occlusion in every case.
The Guideliner catheter was used for stent delivery fol-
lowing prior failure using conventional techniques or
upfront use due to anticipated failure (cases 9 and 10).
Balloon and stent delivery was successfully achieved in
all cases and. the device was simple both to deploy and
remove and was not associated with a procedural com-
plication in any case. This was achieved using the
Guideliner catheter by both increasing backup support
and crossing proximal points of obstruction. The cathe-
ter can cross points of proximal obstruction where a
stent gets stuck due to the greater flexibility and
smoother surface of the catheter than a stent. In addi-
tion, distal balloon anchoring to deliver the Guideliner
is more readily achieved than distal balloon anchoring
to deliver a stent within a 6F guiding catheter. The main
limitation of the device that we have observed was stent
damage due to trauma entering the catheter portion of
the device at the metal collar occurring in two cases
(two of the 32 stents delivered; 6.2%) and failure to
pass a 4-mm stent due to resistance at this point in 1
case (1 stent out of 32; 3.1%).

In most cases the Guideliner catheter was advanced
over a coronary wire into the distal vessel. In some
cases, additional techniques were used to aid Guide-
liner and then stent delivery in this series. In cases 2

Stent Delivery Guideliner Catheter 7

and 3 advancement of the Guideliner catheter was
associated with initial resistance. This was overcome
by anchoring a balloon catheter in the distal vessel by
inflating it within a distal target lesion followed by
with gentle traction on the balloon during advancement
of the Guideliner catheter (anchor balloon technique).
In case 2, a severe proximal stenosis that had been pre-
dilated could not be crossed with a stent but was
crossed with the Guideliner catheter enabling a stent to
be delivered distal to the lesion within the catheter and
then drawn back proximally into the lesion. In this
case, crossing of the lesion with the Guideliner catheter
was possible due to a good result from predilation;
failure to cross the lesion directly with a stent was due
to calcification and tortuousity at the lesion site. In
cases 2, 3, 4, and 13 severe distal disease was stented
following stenting of severe proximal disease. As well
as facilitating proximal stenting in several of these
cases, the Guideliner was deeply intubated through the
stented proximal disease to gain direct access to the
distal vessel to facilitate stenting of the distal disease.
Anchor balloon techniques using a conventional
guide catheter have been used to facilitate stent deliv-
ery as well as wire and balloon passage in CTO lesions
[7]. These techniques include both sidebranch anchor
and distal main vessel anchor techniques. Whilst suc-
cessful, these techniques usually require use of a 7F or
larger guide, as smaller guides will not accommodate a
stent with a conventional balloon catheter already in
place. Placing the stent in the proximal vessel first
could.overcome this but would be technically demand-
ing. This limits the applicability of these techniques to
radial access when a 6F guide will be used in most
cases. Conversely, using a distal anchor balloon to
deliver the Guideliner catheter can easily be performed
using a 6F guide. We have previously described this
technique to aid delivery of the Heartrail 5-in-6 cathe-
ter [4]. We have always deployed the anchor balloon
at a distal lesion site that we intend to stent, both to
help to lock the balloon more successfully and to avoid
trauma to an undiseased coronary segment.
Conventional stenting is performed from distal to
proximal vessel in most cases, mainly due to the poten-
tial difficulty of crossing a deployed stent in the proxi-
mal vessel in the setting of vessel tortuousity. How-
ever, use of the Guideliner catheter overcomes this
restriction because of the ease with which the Guide-
liner catheter will pass through even very tortuous
stented segments (in some cases aided by a distal bal-
loon anchor). In the four cases using this technique in
this series, passage of the Guideliner catheter into the
distal vessel through stented proximal disease was per-
formed without complication and greatly facilitated
distal stent delivery. We believe this technique of

Catheterization and Cardiovascular Interventions DOI 10.1002/ccd.
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proximal to distal stenting using the Guideliner catheter
is an important new technique in the setting of highly
complex proximal and distal disease.

In the treatment of tortuous and calcified disease it is
failure to deliver a stent to the target lesion that remains
one of the major causes of procedural failure. Improve-
ments in stent design over time have been matched by
increasing case complexity. Failure to deliver a stent
occurs in up to 5% of cases in contemporary PCI prac-
tice [1,2] and is associated with in-hospital MACE rates
of up to 19% [8]. Conventional techniques previously
described to overcome problems of stent delivery
include use of buddy wires and support wires to reduce
tortuosity [9,10], use of rotational atherectemy or bal-
loon dilation in calcified vessels to reduce friction [11],
use of smaller sized stents [12] or increased backup
support by deep intubation of the guide catheter, use of
the anchor balloon techniques or exchange to a larger
sized guide catheter [7]. In this series, stent delivery
had failed in cases 1 to 8 and cases 11-13 despite pre-
dilation and the use of either support or buddy wires.
We have demonstrated that successful stent delivery
using the Heartrail catheter may be achieved in up to
90% of cases in which stent delivery had failed using
conventional techniques [4]. More recently others have
also adapted the Proxis proximal embolic protection
catheter to facilitate distal stent delivery by deep intu-
bation [13]. In the former series stent delivery was
achieved in all cases when intubation depth of the
Heartrail catheter exceeded 2 cm. However, stent deliv-
ery into very proximal lesions was not successful due
to failure to intubate the device sufficiently. In this se-
ries, intubation depth exceeded 2 cm in all cases, and
stent delivery was achieved in all cases.

Large bore guides provide greater passive backup
support and permit a greater range of interventional
techniques [7]. However, these may be poorly tolerated
via the radial artery. For example, in a study of 250
patients, Saito et al. [14] demonstrated that the radial
artery diameter was smaller than the outer diameter of
a 7F Terumo (Terumo Co, Tokyo, Japan) introducer
sheath in 28.5% of males and 59.7% of females. This
may therefore contribute to procedural failure in com-
plex cases performed through the transradial route, for
example in a recent series of 2100 transradial PCI pro-
cedures, 36% of procedural failures were due to inad-
equate guide catheter support [15]. Use of Sheathless
guide catheters may in part address this problem in the
future [16] although their use is not currently
widespread and they are still an evolving technology
[17].

All of our cases were performed successfully despite
highly complex disease via the radial artery using 6F
guides with back-up support augmented using deep

Stent Delivery Guideliner Catheter 9

_intubation of the Guideliner catheter. Deep intubation

using such a system increases backup support dramati-
cally. Using an arterial model Takahashi et al. [5] dem-
onstrated that 5mm of intubation using a Heartrail
catheter within a 6F guide produced 20% greater
backup support than a 7 Fr guide catheter and 20-mm
intubation produced greater back-up support approach-
ing that of an 8Fr guide catheter. In this series, the
mean intubation depth was 57.7 mm (range, 30-100
mm) therefore the additional support provided by the
Guideliner catheter is likely to have been substantial.
Consequently in transradial cases in which backup sup-
port is likely to be important such as CTO cases, or
during cases where backup support is inadequate, the
Guideliner catheter can be used upfront or as a bale
out device. Backup support may be particularly poor
using conventional guiding catheters for the treatment
of vein graft lesions [15]. Backup using a Guideliner
catheter to achieve deep graft intubation, as in case 4,
may therefore be very useful also in transradial vein
graft PCL. i

The Guideliner was developed with stent delivery in
mind and is able to deliver stents with similar effective-
ness to the Heartrail catheter, although is easier to use
but associated with a small but significant risk of stent
damage. Advantages of the Guideliner include not
needing to remove and reconnect the Y connector, less
risk of air embolism, easier control of the mother cathe-
ter, easier advancement and removal, and ability to
advance a stent further distal beyond the catheter tip.

Limitations of the Technique

Stent damage occurred in a total of two out of 32
stents used (6.3%) within the 6F mother guides. This
occurred exclusively with the use of the bulkier Nobori
(1/4 stents used) or Biomatrix stents (1/6 stents used)
rather than lower profile Xience/Promus stents (0/20
stents used). It was also related to stent size with fail-
ure to pass 2/3 4 mm or larger Biomatrix or Nobori
stents. In some cases it was clear that guide wire wrap
around the Guideliner stainless steel introducer shaft
had caused the stent to catch at the collar resulting in
significant resistance to stent passage and damage.

CONCLUSION

The Guideliner is an easy to use guide catheter
extension that greatly facilitates backup support and
stent delivery, significantly extending the scope of cor-
onary intervention possible within a 6F mother guide
catheter. It should be considered either to increase
backup support or enable stent delivery when problems
are encountered using conventional techniques, or

Catheterization and Cardiovascular Interventions DOI 10.1002/ccd.
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upfront in the setting of very complex disease. Per-
formance is similar to the 5-in-6 Heartrail II catheter,
whilst ease of use is significantly improved. The main
limitation however is that there is a small risk that
large/bulky stents can get damaged entering the metal
collar, and caution should be exercised particularly
when resistance to the passage of a stent is felt whilst
within the Guideliner catheter since excess force may
not only lead to damage of the stent but also to poten-
tial stent loss. We would currently recommend the use
of low profile stents with this system since this appears
to limit the potential for stent damage in our series and
would caution the Guideliner for stent delivery of
stents >4 mm in diameter. Future catheter design mod-
ifications, particularly at the steel collar may reduce
the small risk of stent damage that we have observed.
This device will be useful for both transfemoral and
transradial procedures in which backup support and
stent delivery difficulties are encountered, and may be
of especial interest to radial interventionalists taking on
complex disease. Early or upfront use in highly com-
plex cases should be considered.
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CLINICAL CASE

GuideLiner® is useful both for support
and to minimize contrast load by
super-selective injections in a high-risk
chronic renal failure patient

PHYSICIANS

Dr. Paolo Danna
Dr. Alessandra Dozio

LOCATION
Sacco Hospital of Milan, Italy

PRESENTATION

A.T.is an 80-year-old male with polycystic kidney disease
and stage 4 chronic renal failure; his cardiovascular history is
significant for ventricular arrhythmia, syncope, hypertension
and hyperlipidaemia.

He was admitted to the hospital after a syncopal episode with
post-traumatic renal and retroperitoneal hematoma, which was
treated with selective embolization of the lower branch of left
renal artery.

Several complications occurred during hospitalization:
progressive bleeding needing several transfusions, ventricular
tachycardia (VT), acute pulmonary oedema and non-ST
elevation myocardial infarction. An echocardiogram showed
hypokinetic cardiomyopathy with severe reduction of ejection
fraction (EF) and a mild-to-moderate mitral regurgitation.

ANGIOGRAPHIC FINDINGS

After the stabilization of his hemodynamic state, the patient was
brought to the cath lab, where coronary angiography showed a
three-vessel disease. The RCA showed extensive disease and a
small calibre, the LCx showed subcritical stenosis of the ostium
and mid-segment and a severe lesion in its distal part involving
the PDA, and the LAD exhibited focal proximal disease.

INITIAL TREATMENT

The patient was treated via PCI through the right radial
approach using a 6F guiding catheter. The angioplasty of the
LAD was optimized with a NO-eluting stent.

(continued on back)
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TREATMENT WITH GUIDELINER

The PDA was studied with a GuideLiner catheter (Figures 1, 2

& 3) as the instrument for a selective and minimized injection

of contrast media. Afterwards, the same system was used to
support and stabilize the implantation of an everolimus—eluting
stent (Figures 4, 5 & 6). FFR of LCx was > 0.8, so the vessel was
not treated. '

AFTER PCI

Renal function was unchanged (serum creatinine, 2.2 mg/100mf)
during the whole post-procedural stay. ECG monitoring showed
a reduction in ventricular ectopic activity and subsequent
evaluation showed the absence of active kidney bleeding.

CONCLUSIONS

This case report shows an adjunctive advantage of the
GuideLiner: minimization of contrast load in by super-selective
coronary injections, thereby potentially helping in preventing
contrast-induced nephropathy.

In our patient, the use of the GuideLiner system allowed the
reduction of the amount of contrast medium thanks to super-
selective and optimized injection. This is potentially useful to
preserve renal function in patients with chronic renal failure or
other kidney disease undergoing angiographic procedures.

" Itis also important to consider the benefit of this system in

urgent/emergent coronary procedures and in patients without
adequate preparation against contrast-induced nephropathy.

The GuideLiner system improves the selective evaluation of
coronary anatomy, supports the deliverability of stents, and
optimizes the use of contrast medium by minimizing its total
volume with a possible consequent reduction in adverse renal
events.

Dr. Paolo Danna
Director, Cardiac Catheterization Laboratory,
Ospedale Luigi Sacco, Milano, Italy.

Dr. Alessandra Dozio
Fellow in Cardiology,
Ospedale Luigi Sacco, Milano, Italy.
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CLINICAL CASE

Successful use of the GuideLiner®
catheter to facilitate stent delivery
across a tortuous aneurysmal right
coronary artery to the second
postero-lateral coronary artery

PHYSICIAN
Islam A. Bolad, MD, FESC, FACC

LOCATION
Roudebush VA Medical Center, Indianapolis, Indiana, USA

PRESENTATION

This is a 59 year old Caucasian male with hypertension,
hyperlipidemia and peripheral vascular disease who sustained
NSTEMI perioperatively following non-cardiac surgery.

ANGIOGRAPHIC FINDINGS

Coronary angiography showed a tortuous, aneurysmal right
coronary artery (RCA) with multiple stenoses accounting for the
acute coronary syndrome, and a chronically occluded posterior
descending artery (Figure 1). The left anterior descending and
circumflex arteries had mild non obstructive coronary disease
and the LV systolic function was preserved.

INITIALTREATMENT

The RCA was engaged using a 6F AL 0.75 guide catheter.

The lesions were crossed using a BMW™ angioplasty wire.

The proximal RCA stenotic lesions, proximal and distal to the
aneurysmal segment, were angioplastied using a 2.5mm x
15mm Maverick® balloon. A clot then embolized and lodged

in the distal RCA aneurysmal segment (Figure 2). An Export®
aspiration catheter would not pass to the distal RCA to facilitate
clot aspiration. The distal RCA was then angioplastied using

a 3.5mm x 15mm Maverick balloon, and that resulted in clot
embolization and occlusion of PLA 2 (Figure 3). Multiple
angioplasty attempts of PLA 2 to restore flow were unsuccessful,
and so were attempts to deliver a 2.25mm x 12mm ION™ drug
eluting stent.

(continued on back)
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Successful use of the GuideLiner®
catheter to facilitate stent delivery
across a tortuous aneurysmal right™
coronary artery to the second
postero-lateral coronary artery

TREATMENT WITH GUIDELINER

A 6F GuideLiner was then railed over an anchoring 3.5mm x
15mm Maverick balloon to the distal RCA past the distal RCA
aneurysm (Figure 4). The 2.25mm x 12mm ION drug eluting
stent was then delivered to the occluded PLA2 and deployed,
and that restored flow (Figure 5). A 3.5mm x 16mm ION drug
eluting stent was then delivered through the GuideLiner
catheter to the mid RCA lesion, the GuideLiner catheter was
withdrawn and the stent deployed. Similarly, the proximal RCA
lesion was stented using a 3.5mm x 38mm ION stent. Good
angiographic result was achieved (Figure 6).

CONCLUSION

The Guideliner catheter was an essential component in the
successful revascularization of this RCA and it facilitated deliver
of multiple drug eluting stents in this tortuous and aneurysmal
artery, without which, revascularization of this vessel would
have likely been unsuccessful.

Islam A. Bolad, MD
Interventional Cardiologist, Krannert Institute of Cardiology
Indiana University School of Medicine
Fellow of the American College of Cardiology
Fellow of the European Society of Cardiology
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Complex Primary PCl For ST Elevation
Myocardial Infarction Facilitated By

The GuideLiner’ Catheter

PHYSICIAN
Islam A. Bolad, MD

LOCATION
Roudebush VA Medical Center, Indianapolis, Indiana, USA

PRESENTATION

A 58 year old gentleman with hypertension presented to our
emergency room with inferior STEMI. He was taken emergently
to the cardiac catheterization laboratory for coronary
angiography and primary PCI.

INITIAL FINDINGS

Coronary angiography showed a tortuous right coronary artery
(RCA) with an occlusive thrombus in the mid to distal coronary
segment (Figure 1). The left coronary system was unremarkable.

TREATMENT

The ostium of the RCA was engaged using a 6F ART 3.5 guide
catheter. A BMW™ guidewire would not advance past the
proximal RCA segment. A polymer covered CholCE® PT floppy
guidewire with balloon support crossed the thrombotic

lesion into the distal RCA (Figure 2). A 3 x 15mm Trek™ balloon
was passed with difficulty into the lesion and angioplasty
performed. Attempts to passa 4 x 23mm Xience V® drug eluting
stent were unsuccessful and the stent would not pass through
the proximal RCA.

A 6F GuideLiner was then used, the tip of which was positioned
in the distal RCA using the 3mm Trek as an anchoring balloon
(Figures 3 & 4). The 4 x 23mm Xience V stent was then delivered
to the lesion site, the GuideLiner catheter withdrawn, and the
stent deployed (Figure 5). An excellent angiographic result was
obtained (Figure 6).

(continued on back)
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Myocardial Infarction Facilitated By
The GuideLiner Catheter

'CONCLUSION & POST PROCEDURE

The GuideLiner catheter is a new tool which facilitates complex

primary PCl in STEMI patients. It saves critical time in this patient
subset. It makes the difference between success and failure and

converts an impossible case to a possible one.

SUMMARY

The GuideLiner catheter allowed the delivery of a large drug
eluting stent through a very tortuous artery to the lesion

site. Importantly, the pressure from the tip of the GuideLiner
catheter showed that flow was maintained normally with no
ventriculization or damping, and angiographically it was noted
that the GuideLiner conformed to the vessel tortuosity and did
not kink the vessel, which would have occurred if stiff wires were
used to facilitate delivery of the stent.

Islam A. Bolad, MD

Interventional Cardiologist, Krannert institute of Cardiology
Indiana University School of Medicine

Fellow of the American College of Cardiology

Fellow of the European Society of Cardiology

SRR Vascular Solutions, Inc.
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GuidelLiner® Catheter Facilitates
Treatment of Calcific Ostial Circumflex
Artery Despite Severe Retroflexion

PHYSICIAN
Barry S. Weinstock, MD, FACC

LOCATION

South Lake Hospital, Clermont, Florida

PRESENTATION

The patient is an 83 year old woman with extensive cardiovascular
history including prior CABG, porcine aortic valve replacement,
chronic atrial fibrillation with AV node failure and subsequent
permanent pacemaker placement. She also has hypertension,
diabetes, and a history of stroke. Due to severe left hip pain from
degenerative joint disease, she was electively admitted for total hip
arthroplasty. Post-operatively, she developed congestive heart failure
and cardiac enzymes were consistent with a small peri-operative
myocardial infarction. Cardiac catheterization was advised for further
evaluation of her cardiac status. ’

ANGIOGRAPHIC FINDINGS

The patient underwent diagnostic catheterization (Figure 1) which
demonstrated a patent left main coronary artery without significant

"disease. The left anterior descending artery had severe disease
proximally with competitive flow from a bypass graft noted distal to
the origin of a patent diagonal branch, which itself had severe ostial
segment stenosis of 80-90%. The left circumflex artery had severe
proximal tortuosity with retroflexion and a critical 95% stenosis at
the origin followed by moderately severe disease proximally. A large
1st obtuse marginal branch had 70% proximal stenosis while a small
2nd obtuse marginal branch had 90% ostial segmental stenosis. The
RCA had diffuse disease. The LIMA graft to the LAD was normal but
all of the saphenous vein grafts were occluded. LV function was
remarkably well preserved with EF of 55% with no significant wall
motion abnormality. The culprit lesion for her Ml was thought to be
the critical ostial left circumflex stenosis and the patient was referred
for intervention.

INITIAL TREATMENT

The ostial circumflex stenosis was approached using a 7F XB 3.5 guide
catheter and the patient was anti-coagulated with bivalirudin. The
circumflex was initially wired using a 0.014" Whisper Extra-Support
wire. The ostial stenosis was dilated using a 3.0 x 15mm Trek® PTCA
balloon. A Promus® 4.0 x 28mm drug-eluting stent was inserted,
but could be advanced only partially into the circumflex despite
aggressive guide catheter positioning. The stent was removed and
additional angioplasty was performed using a 3.5 x 20mm Apex®
balloon catheter.

(continued on back)
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Physician Profile

Dr. Weinstock trained at Yale School of Medicine before
completing his residency in internal medicine at the
Hospital of the University of Pennsylvania. He completed his
cardiology fellowship at Cedars-Sinai Medical Center and
has been in practice as an interventional cardiologist since
1993. He currently practices with Mid-Florida Cardiology
Specialists in Orlando and performs interventional
procedures at three hospitals in the central Florida area.
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A second 0.014" CholCE® PT Extra Support guidewire was delivered
and the stent was re-advanced over the CholCE PT wire. Again, it - -
was not possible to pass the stent into the circumflex despite dee,
throating the guide catheter. The first guidewire was removed,
and a 7F-compatible GuideLiner® was advanced without difficulty
to the proximal circumflex artery. The 4.0 x 28mm stent was

then advanced easily into the circumflex and the GuideLiner was
removed. The stent was positioned at the ostium of the vessel and
deployed. The 1st OM branch was then dilated using a 3.0 x 20mm
Apex angioplasty balioon catheter which resulted in a moderate
dissection. An attempt was made to pass a 3.0 x 23mm Promus
stent into the OM branch but the stent would not pass through
the ostial circumflex stent due to interaction with the stent struts.
The stent was removed and the GuideLiner was re-advanced to
the mid-circumflex artery. The 3.0 x 23mm Promus stent was then
easily advanced into the OM branch and deployed.

Additional views of the left main coronary artery revealed mid-
distal dissection, likely due to aggressive “deep-throating” of the
guide catheter. The GuideLiner was re-advanced to the proximal
circumflex and a 4.0 x 18mm Promus stent was advanced to the left
main coronary artery with overlap distally into the ostial circumflex
stent and deployed. The GuideLiner was removed and the left i
main artery and ostial / proximal circumflex were post-dilated
using a 5.0 x 12mm NC Quantum™ Apex balloon catheter. Final
angiography confirmed excellent angiographic results in the left
main, circumflex and first OM branch (Figure 2). The severe disease
at the ostium of the small second OM branch was not treated.

SUMMARY

This patient had failure of all but one bypass graft and was
extremely close to acutely occluding a large circumflex artery

at its origin. The vessel's tortuosity, retroflexion and calcification
combined to make stenting virtually impossible, despite use of a
very strong guide catheter position and two extra-support wires.
Using the GuideLiner device, it was possible to stent the ostial /
proximal circumflex, a large OM branch after a balloon
angioplasty-induced dissection, and the protected left main
coronary artery with highly important overlap of the ostial
circumflex stent. This challenging case highlights the utility of the
GuideLiner, a device which clearly was the difference between this
procedure’s failure and success.

Vascular Solutions, Inc.

6464 Sycamore Court
Minneapolis, Minnesota 55369 USA
Customer Service:

United States: 888.240.6001
International: (001) 763.656.4298
customerservice@vasc.com
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CASE 0:13-cv-01172-JRT-SER Doc

The “Child-in-Mother” Technique:

Successful Transradial Use of the

GuideLiner® catheter in a Heavily
Calcified Circumflex Artery

PHYSICIAN
Jack P. Chen, MD, FACC, FSCAI

LOCATION

Saint Joseph's Heart and Vascular Institute, Atlanta, GA

PRESENTATION

A 63-year-old patient had undergone robotic totally endoscopic
coronary artery bypass (TECAB) involving the left internal mammary
artery (LIMA) to the left anterior descending artery (LAD) 2 years
prior. Subsequently, the patient developed distal LIMA anastomotic
stenosis, as well as severe progression of disease in the left circumflex
artery (LCX) and right coronary artery (RCA).

At repeat bypass surgery (with sternotomy), saphenous vein grafts
(SVGs) were anastomosed to the LAD, first obtuse marginal branch
(OM1), and right posterior descending artery (PDA). The LIMA was
tied off at the distal anastomosis to enhance SVG-LAD flow.

The patient recently developed recurrent angina.

INITIAL FINDINGS

Transradial cardiac catheterization revealed patent SVGs to the OM1
and PDA. However, the SVG to the LAD was occluded ostially. The
native LCX was a calcified vessel, with a very angulated origin from
the left main artery. There were stenoses in the proximal and distal
LCX (Figure 1). The native OM1 was totally occluded proximal to the
anastomosis, and there was no retrograde pérfusion of the LCX. The
LAD had a chronic total occlusion proximally, as did the RCA. The
LIMA was not imaged.

INITIAL TREATMENT

it was decided to proceed with hybrid TECAB-LAD and stent-LCX.
Transradial PCl was performed with initial balloon predilatation with
a 2.0mm x 15mm Sprinter® balloon (Figure 2). However, the marked
LM-LCX angulation and severe arc (270°), coupled with marked
calcification, prevented stent advancement despite use of a stiff wire.
A 6F compatible GuideLiner catheter, likewise, could not be advanced
into the proximal arc.

(continued on back)
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CONCLUSION

Physician Profile

TREATMENT OF CIRCUMFLEX ARTERY

The original balloon was re-advanced through the GuideLiner into
the distal vessel; the GuideLiner was subsequently inserted slowly
into the proximal LCX, using sequential short, firm advancements. ..

Once the GuideLiner was positioned in the proximal LCX, two
3.5mm x 18mm Driver® bare metal stents were deployed in the mid
and proximal lesions without a problem (Figures 3 & 4). However,
the intervening vessel segment now appeared narrowed.

A third 3.5mm x 18mm Driver stent would not traverse the
previously deployed proximal stent. The Guideliner catheter was
once again advanced, this time through the proximal stent to avoid
“stent-on-stent” friction. The third stent was easily deployed after
advancing through the GuideLiner, between the two previous
stents (Figure 5). The final result was excellent (Figure 6).

The patient subsequently underwent uneventful repeat TECAB
utilizing a free right internal mammary artery segment as a“jump
graft”anastomosed to and bridging the distal LIMA and the
mid-LAD. Unfortunately, this free RIMA graft segment also
developed diffuse stenosis a few months subsequently,
necessitating further DES implantation via the LIMA graft.

This case illustrates the value of the “child-in-mother” technique
of deep catheter engagement to facilitate difficult device
advancement.

Advancement of additional stents through a previously deployed
proximal stent can be challenging. When positioned through a
deployed stent, the GuideLiner acted as a smooth sleeve or inner
lining allowing passage of the new stent.

Additionally, it is not uncommon to observe concomitant guide
catheter disengagement or back-out from the coronary ostium
with GuideLiner advancement. This is not a concern, as the :
intracoronary GuideLiner offers substantial back-up support.

Dr. Chen received his M.D. from Weill-Cornell
Medical College. He completed his Cardiology
fellowship at New York-Presbyterian Hospital. As

an Interventional Cardiologist, Dr. Chen serves as
the Medical Director of Cardiology at Northside
Hospital and is the Director for Cardiac Studies at
Saint Joseph’s Translational Research Institute (Saint
Joseph's Hospital) in Atlanta, Georgia.
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CASE 0:13-Cv-01172-JRT-SER

GuideLiner® Catheter Used for
Proximal to Distal Stent Technique

PHYSICIAN
Steven S. Roh, MD, FACC
North Memorial Heart and Vascular Institute
Robbinsdale, Minnesota

PRESENTATION v
A 56 year old male was admitted to the hospital with refractory
Canadian Class IV angina. He had undergone a previous 5 vessel
CABG in 1997 and was studied by angiography six months earlier. On
his previous study, he had native three vessel coronary artery disease.
His LIMA to LAD, SVG to diagonal, and SVG to PDA were patent. His
posterior and lateral walls were vulnerable to ischemia due to his
occluded sequential SVG to the OM and posterolateral branches. He
was treated with medical management but continued to have life
limiting angina despite his maximum antianginal therapy. His angina
continued to crescendo until his day of admission. In the week prior
to his admission, he had taken up to twenty sublingual nitroglycerin
tablets.

INITIAL FINDINGS
Coronary and graft angiography performed during the most recent
admission was without change from the previous study. The patient
had clearly failed medical therapy. The source of his ischemia was the
posterolateral wall due to limited native flow from the RCA and limited
retrograde filling from the SVG to the PDA. Angiography suggested.
that he would benefit from revascularization of the posterolateral
branch of the RCA.

TREATMENT
The diagnostic angiogram of the RCA demonstrated a technically
challenging PCl due to the numerous acute bends within the RCA,
including the greater than 90 degree angle from the distal RCA to the
posterolateral branch, and the severe diffuse disease within the entire
RCA (Figure 1). Even the initial guide selection was a challenge due to
the significant lesion in the ostial and proximal RCA. As a result, a 6F
JR4 guide was chosen to cannulate the RCA to allow for the necessary
guide manipulations. A 300 cm CholCE® PT guidewire was advanced
into the distal PLA. The lesion in the distal RCA/proximal PLA was
predilated {with great difficulty) with a 1.5 x 20 mm OTW balloon
(Figure 2). The first challenge in the case came from the deep seating
of the guide catheter to provide the support for advancing the OTW
balloon catheter across the chronically occluded distal RCA/proximal
PLA branch.

With the necessary deep seating of the guide there was ulceration of
the proximal RCA and acute vessel occlusion (Figure 3). To resolve this,

the proximal RCA was stented. )
(continued on back)
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Physician Profile

* He attended medical school at Indiana University School
- of Medicine and his residency was at the University of

TREATMENT (continued)

The fact that there were freshly laid stent struts in the proximal
RCA of this tortuous vessel would have prevented delivery of
the distal stents, especially within a 6 French system. Therefore,
the GuideLiner was advanced past the freshly laid stent

struts into the distal RCA. Then, using the GuideLiner and the
guidewire as a “rail’, the JR4 guide catheter was-advanced into
the mid RCA to provide greater backup for delivery of the distal
coronary stent past the numerous acute angles. The GuideLiner
was the pivotal tool needed to achieve the necessary backup
and delivery of the distal stents into proximal and mid PLA.
Following these manipulations and maneuvers, a 2.5 x 28 mm
PROMUS® DES was easily delivered to the proximal to mid PLA
(Figure 4). A subsequent DES was delivered proximally through
the GuideLiner. Once the stent was positioned, the GuidelLiner
was pulled back to“unsheath” the stent at the site of the lesion
(Figure 5). GuideLiner was the pivotal tool to achieve the
successful percutaneous revascularization of this technically ]
difficult vessel (Figure 6). )

CONCLUSION

Upon the three month follow up visit, the patient’s angina
significantly improved so much so that the patient has resumed
exercising on his treadmill and has just built a garage for his
home. The GuideLiner catheter provided the necessary support
to stay within a 6F guide system and successfully revascularize
a highly tortuous, chronically occluded, distal RCA. First, the
GuideLiner catheter provided the necessary “rail” to successfully
deep seat a guide catheter into the mid segment of the highly
tortuous RCA. The GuideLiner catheter then provided the.
support necessary to deliver a "long" stent across a greater
than 90 degree bend, in the distal segment of a tortuous vessel.
In summary, the GuideLiner is a novel tool to support stent
delivery, which may be used to facilitate proximal to distal
deployment or to "unsheath" a stent within a.coronary lesion
rather than pushing the exposed stent across the lesion.

Steven 5. Roh, MD, FACC has his ABIM Certification in
Interventional Cardiology and Cardiovascular Diseases
as well as his CBNC Certification in Nuclear Cardiology.

Minnesota Hospital and Clinics. He studied Cardiology
at Oregon Health Sciences University and Interventional
Cardiology at the University of Wisconsin. His specialties are Interventional
Cardiology, Nuclear Cardiology and General Cardiology. His current location is
North Memorial Heart and Vascular Institute in Robbinsdale, Minnesota.

Vascular Solutions, Inc.
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Minneapolis, Minnesota 55369 USA

Customer Service:
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CASE 0:13-cv-01172-JRT-SER Docu

Successful Use of the GuideLiner®
catheter to Treat Sequential Distal
Carotid Artery Stenoses

PHYSICIAN

George Petrossian, M.D.

LOCATION

St. Francis Hospital, Roslyn, New York

PRESENTATION
The patient is a 68 year-old man with a history of hypertension
and hypercholesterolemia. He has a remote history of neck
surgery for a parotid tumor, followed by radiation.

Five months ago he presented with a left hemispheric CVA, with
moderate residual arm weakness. Angiography demonstrated

a 50% uicerated right internal carotid stenosis. The left carotid
contained a proximal 90% stenosis at the origin, an 80% tubular
mild left ICA stenosis distal to an angulated segment, and an 80%
stenosis in the distal left ICA (petrous segment). At thattime, an
8mm x 10mm, tapered Xact® stent was placed at the proximal
stenosis with distal protection.

Two weeks ago the patient developed one hour of severe right
arm weakness which resolved. He then underwent repeat carotid

angiography.

INITIAL FINDINGS
Carotid angiography demonstrated a stable 50% ulcerated plaque
within the right ICA. The left ICA proximal stent was widely patent.
The mid left ICA contained an 80% tubular stenosis and the distal
left ICA (petrous segment) had progressed and contained a 95% ’
stenosis (Figure 1).

INITIALTREATMENT
Without distal protection, a 3mm x 15mm balloon was used to
perform PTA of the 2 distal stenoses (Figure 2). A 7mm x 20mm
Xact stent would not cross the distal lesion, and was deployed at
the more proximal lesion, with a similar 7mm x 20mm stent placed
just proximally. A significant residual stenosis was present at the
distal stent margin as well as the distal most lesion in the petrous
segment. Further attempts to cross the remaining lesions with a
2.0mm balloon over a 0.014" wire were unsuccessful.

(continued on back)
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Successful Use of the GuideLiner®
catheter to Treat Sequential Distal
Carotid Artery Stenoses

TREATMENT WITH GUIDELINER CATHETER
A 0.014" BMW 300cm guidewire was placed distally in the left
ICA and the Guideliner catheter was advanced into the stented
segment of the left ICA (Figure 3). A 2mm x 15mm OTW balloon
crossed the distal lesion with GuideLiner support and a 300cm
Wiggle™ wire was placed distally after removal of the BMW
guidewire.

A 3.5mm x 15mm bare metal stent and a 4.5mm x 18mm bare
metal stent were deployed distally (Figure 4) within the left ICA
and post dilated (Figure 5). The end result was a widely patent
left ICA (figure 6).

CONCLUSION
The GuideLiner catheter provided the support necessary to
advance balloon and stent catheters to the distal left ICA in a
patient with prior radiation, vessel tortuosity and prior stent
implantation. Without the GuideLiner catheter, this procedure
would have been unsuccessful. '

Physician Profile
Dr.Petrossian received his M.D. from The
Mount Sinai School of Medicine. He completed
his Medical and Cardiology training at
Columbia Presbyterian Hospital, New York
and his Interventional Cardiology training at
Massachusetts General Hospital. He is the Director
of Interventional Cardiovascular Procedures, St.
Francis Hospital, The Heart Center, Roslyn, NY.

Vascular Selutions, Inc.
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Successful Treatment of Heavily
Calcified Right Coronary

Artery from the Right Radial
Artery Approach using the
GuideLiner® catheter

PHYSICIANS
Aseem Vashist, M.D., FACC, FSCAI
Michael Azrin, M.D., FACC, FSCAI

LOCATION
University Of Connecticut School Of Medicine
Farmington, Connecticut

PRESENTATION
The patient is a 65-year old male with a history of coronary artery
bypass grafting surgery, hypertension and hyperlipidemia who
presented with chest tightness and dyspnea on exertion over the
past few months. A stress test revealed inferior ischemia.

ANGIOGRAPHIC FINDINGS
Cardiac catheterization confirmed multiple severely caicified
stenoses of the right coronary artery (figure 1) and calcified
stenosis of the ostium of the circumflex artery. The vein grafts to
the RCA and the circumflex were both occluded.

INITIALTREATMENT
A 6F Amplatz AL1 catheter was inserted via the right radial artery
access. The RCA lesions were treated with multiple passes using
1.25mm and 1.5mm Rotablator® burrs (figure 2). After adequate
lesion modification, multiple balloon inflations were performed
as part of an aggressive pre-dilation strategy (figure 3). In spite of
multiple attempts, stents could not be delivered to the mid and
distal segments of the RCA.

(continued on back)
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Coronary Artery from the Right
Radial Artery Approach using
the GuideLiner® catheter

Physician Profile
Dr. Vashist is Assistant Clinical Professor of
Medicine at the University Of Connecticut School
Of Medicine in Farmington, CT.

Successful Treatment of

eavily Calcified Right o

TREATMENT WITH GUIDELINER CATHETER

A 6F Guideliner catheter was gently advanced over a balloon
catheter into the distal right coronary artery and a 3.0mm x
18mm Everolimus drug eluting stent was delivered to the distal
RCA through the GuideLiner catheter without any resistance

or difficulty (figure 4). Next, a 3.5mm x 28mm Everolimus drug
eluting stent stent was delivered through the GuideLiner
catheter without difficulty to the mid-RCA (figure 5). The
proximal and ostial RCA were then stented with a 3.5mm

X 28mm Everolimus drug eluting stent. Final angiography
demonstrated an excellent result (figure 6).

CONCLUSION

This case highlights certain technical challenges involved in
treating calcified and tortuous arteries. Specifically, in this
case it was difficult to deliver stents in spite of adequate lesion
modification with rotational atherectomy, aggressive guide
support positioning and multiple balloon inflations as part

of the pre-dilation strategy. Using the GuideLiner catheter,
the stents were delivered without difficulty. The GuideLiner
catheter facilitated successful completion of this procedure.

SIS Vascular Solutions, Inc.

RS 6464 Sycamore Court
Guideliner catheters areintended to be used in conjunction with guide catheters to access discrete regions of the coronary and/or b‘;‘y‘i. Minneapolis, Minnesota 55369 USA
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CASE 0:13-cv-01172-JRT-SER

Doc

Successful Multi-Stent Delivery
in a Heavily Calcified Right Coronary
Artery Using the GuideLiner’ catheter

PHYSICIAN
Patrizia Presbitero, MD
Chief of Interventional Cardiology Department

LOCATION

Hospital Humanitas Rozzano-Milano

PRESENTATION
The patientis a 63 year-old male, witha relevant medical history
consisting of diabetes mellitus, hypertension and hypetlipidemia.
Three years prior to this visit the patient presented with acute
coronary syndrome and underwent PC! with rotablation and
stenting of the LAD. At that time, treatment of a stenosed, heavily
calcified right coronary artery was also attempted with rotablation
and POBA, but it was impossible to position the stent due to the
tortuosity and calcification of the artery.

Three years later, due to increasing exertional angina, he was
reconsidered for coronary angiography and eventually PCl.

ANGIOGRAPHIC FINDINGS
Coronary angiography demonstrated patency of the previously
treated LAD, and a heavily calcified circumflex artery with
occlusion of a small marginal branch. The dominant right
coronary artery was tortuous and completely calcified all along
its course. Critical stenoses were present in the proximal and mid-
distal (tandem lesion) right coronary artery with diffuse disease of
IVP (Figure 1). Left ventricular function was preserved.

INITIAL TREATMENT

A 7F amplatz left guiding catheter was positioned at the ostium
of the right coronary artery. After positioning two Balanced
Heavyweight 0.014" guidewires in the IVP and PL, we attempted
to pass a microcatheter to the distal vessel with the intent to
place a Rotablator® guidewire that was impossible to advance
otherwise. The maneuver was unsuccessful due to the failure to
advance the microcatheter (Figure 2). A

(continued on back)
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Successful Multi-Stent Delivery |
in a Heavily Calcified Right Coronary
Artery Using the GuideLiner® catheter

TREATMENT OF RIGHT CORONARY ARTERY
WITH GUIDELINER CATHETER

After removing one of the guidewires, a 6F GuideLiner catheter
was inserted over the remaining Balanced Heavyweight
guidewire and advanced to the proximal portion of the right
coronary. It was then possible for a 2.5mm x 3.0mm balloon

to reach the distal lesions and to dilate it. In order to deliver
the stent, it was necessary to further advance the Guideliner
catheter. In order to do so a 3.0 balloon was inflated distally
and kept inflated, acting as an anchor so that the GuideLiner
catheter could be pushed over the balloon and positioned
right in front of the distal lesion (Figure 3). After removing

the balloon, 3.5mm x 12mm and 3.5mm x 15mm Xience™
stents were advanced through the GuideL.iner catheter,
positioned and deployed in the middle distal right coronary
{Figure 4). After withdrawing the GuideLiner catheterto a

more proximal location, a 4mm x 12 mm Xience stent was
positioned proximally (Figure 5). Final dilatation with 3.5mm
and 4mm high pressure balloons was performed while using
the GuideLiner catheter in order to position the balloon distally.
Good results were obtained (Figure 6).

CONCLUSION : ’
In this case, by enabling distal stent delivery within a heavily
calcified vessel, the GuidelLiner catheter made it possible to
treat previously unreachable lesions,

Vascular Solutions, Inc.

o ) ) ) 6464 Sycamore Court
Guideliner catheters are intended to be used in conjunction with quide catheters to access discrete regions of the coronary and/or Minneapolis, Minnesota 55369 USA
peripheral vasculature, and to facilitate placement and exchange of quidewires and other interventional devices, ! .
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Successful Distal Stent Delivery
Past Multiple Previous Stents Made
Possible by the GuideLiner’ catheter

PHYSICIANS
Binita Shah, M.D.
Chad Kliger, M.D.
John Coppola, M.D.

LOCATION

New York University Medical Center, New York

PRESENTATION
The patient is a 62 year old male with a history of
diabetes mellitus, hyperlipidemia, hypertension and
coronary artery disease. He has undergone a 4 vessel
coronary artery bypass grafting and has had multiple
interventions on a saphenous vein graft to the Ramus,
with imblantation of bare metal and drug-eluting stents
(figure 1). He returned for treatment after developing
disabling angina.

INITIAL FINDINGS
Coronary angiography confirmed a lesion at the distal
stent edge, beyond multiple previously placed stents,
within the vein graft, extending into the native vessel
(figure 2).

INITIAL TREATMENT OF SVG TO RAMUS
The distal graft lesion was treated with balloon
angioplasty. Multiple attempts made to advance a stent
to the distal lesion were unsuccessful, despite the use of a
Wiggle™ wire for buddy wire support. The procedure was
completed with balloon dilation only.

(continued on back)
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Successful Distal Stent Delivery
Past Multiple Previous Stents Made
Possible by the GuideLiner® catheter

SUBSEQUENT TREATMENT
OF THE SVG WITH GUIDELINER

Two months after the balloon angioplasty was performed,
the patient returned with recurrent angina. The SVG to the
Ramus was cannulated with an AL1 guide catheter. The
GuideLiner was advanced through the guide catheter and
a Prowater™ wire was advance to the lesion through the
GuideLiner. A 2.5mm x 12mm Sprinter® balloon was placed i
at the distal lesion and inflated. With the distal anchor
balloon inflated, the GuideLiner was advanced into the vein
graft through the prior areas of stented graft that had given
so much difficulty passing on the previous procedures
(figure 3). With the GuideLiner in place, a Promus® stent
passed easily to the distal lesion and was successfully
deployed at 18 atms. A good angiographic result and
positive patient outcome was achieved. (figure 4)

SUMMARY
1. Byallowing the delivery of a stent through a
saphenous vein graft with multiple previous stent
implantations, the GuideLiner made possible the
treatment of this difficult and persistent distal lesion.

2. The GuideLiner enabled deep seating within a vessel,
even past previous stents and atherosclerotic plaque.

Vascular Solutions, Inc.

6464 Sycamore Court

Minneapolis, Minnesota 55369 USA
Customer Service:

United States: 888.240.6001
International: (001) 763.656.4298
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CASE 0:13-cv-01172-JRT-SER Doc

Novel Use of the Guideliner
Catheter in Accessing a Tortuous
Renal Artery for Renal Denervation

PHYSICIAN
Martin W. Bergmann, M.D.

LOCATION

St. Georg Hospital, Hamburg, Germany

INITIAL FINDINGS
The patient is a 71 year old female with persistent hypertension
already taking three oral antihypertensive medications and not
tolerant to additional medication. Routine testing procedures
were performed and subsequent diagnosis made. Initial
angiography revealed the superior take-off of the right renal
artery with some proximal tortuosity (figure 1).

TREATMENT
Rather than the usual 5F guide catheter through a shorter 8F
guide catheter maneuver to deliver the renal denervation catheter
to the distal portion of the renal artery, a 6F (5-in-6) GuideLiner
catheter was advanced into the right renal artery and positioned
at the mid-vessel (figure 2). The denervation catheter was then
easily delivered through the GuideLiner to the desired location
within the renal artery (figure 3). With the ease of delivery,
the renal artery was treated accordingly with the denervation
catheter.

CONCLUSION
The GuidelLiner allowed advancement of the renal denervation
catheter without engaging the renal artery with the 8F guide
catheter. The smooth tip of the GuideLiner reduced the risk of
vessel dissection as it was delivered distally through a tortuous
renal artery.

: ' SUMMARY

PHYSICIAN PROFILE
Dr. Bergmann studied at the University of Kiel.
As an Interventional Cardiologist and Heart

The denervation catheter moved freely through the GuideLiner
to the desired vascular location and the entire procedure was
simplified due to the benefits of the GuideLiner.

Failure practitioner, Dr. Bergmann currently acts
as the Deputy of the Cardiology department at
St. Georg hospital in Hamburg, Germany.

waweliner catheters are intended to be used in conjunction with guide catheters to access discrete regions of the coranary and/or
vipheral vasculature, and to facilitate placement and exchange of guidewires and other interventional devices,
e see the Instructions for Use for a complete listing of the indications, contraindications, warnings and precautions.
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Successful Transradial Use of the
GuideLiner” Catheter to Selectively
Treat Severe Disease in the LAD

PHYSICIAN
Mark Spence, MB BCh BAO Honours, MRCP (Edinburgh), MD
Colm Hanratty, MD, FRCPI

LOCATION

Royal Victoria Hospital, Belfast, Northern freland

PRESENTATION
The patient is a 73-year-old male who presented with an acute
coronary syndrome and uncontrolled atrial fibrillation. The
patient has a medical history of hypertension and hyperlipidemia.
He presented with Inferolateral ST depression on 12-lead ECG;
troponin level T 0.05. An echocardiogram showed asymmetrical
septal hypertrophy and inferior hypokinesis.

INITIAL FINDINGS
Coronary angiography confirmed severe ostial disease in the RCA,
extending into the proximal segment of the artery and a long
segment of heavily calcified disease in the mid-LAD (Figure 1). The
LCX showed minimal disease and overall LV function was mildly
impaired (LVEDP 16mmHg).

INITIAL TREATMENT
The RCA was treated satisfactorily with a Liberté® 3.0 x 12mm
bare-metal stent. Initial access to treat the LAD was obtained
through the transradial approach using a 7F JL.3.5 Asahi sheathless
guide catheter. A 1.5mm Rotablator® burr was used to modify the
calcified LAD. The lesion was predilated serially with an Apex® 3.0
-x 20mm balloon. Due to the friction encountered in the proximal
LAD and guide catheter back out, a 3.0 x 38mm Taxus® stent could
not be delivered to the target lesion.

TREATMENT OF THE LAD WITH GUIDELINER
A 6F GuideLiner catheter was inserted over the in-place .014"
guidewire and easily passed through the proximal lesion and into
the mid-LAD (Figure 2). Selective contrast injection improved
visualization of the target vessel (Figure 3) and facilitated accurate
stent sizing and positioning.

(continued on back)
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Successful Transradial Use of the
GuideLiner Catheter to Selectively
Treat Severe Disease in the LAD

TREATMENT CONTINUED ...

The GuideLiner catheter was used to successfully deliver a 3.0

X 38mm Taxus stent to the mid-LAD, which was subsequently
overlapped with an additional 4.0 x 24mm Taxus stent proximally
{Figure 4). The GuideLiner catheter was then used to deliver a 4.0 x
15mm Quantum™ balloon for post-dilatation stent expansion.

CONCLUSION

There was a good angiographic end result (Figure 5), following
stenting and post-dilatation. IVUS confirmed the stent was
apposed and optimally sized and deployed. The patient was
discharged well, without complication the following day and was

‘asymptomatic at 8 week review.

By overcoming resistance in the proximal LAD, the GuideLiner -
catheter enabled successful delivery of interventional equipment
to the heavily calcified mid-vessel.

The facility for selective contrast injection via the GuideLiner
catheter into the target vessel improved visualization facilitating .~
optimal stent sizing and placement with limited total contrast
volume. -

PHYSICIAN PROFILES
Dr. Spence received his MD from Queen’s University Belfast in Northern
Irefand, UK and is an Honorary Senior Lecturer at the University, Dr.
Spence completed an interventional cardiology fellowship, specializing
in Coronary and Structural Heart Disease, at Royal Jubilee Hospital
in Vancouver, British Columbia, Canada. In addition, Dr, Spence
completed a fellowship in Congenital Heart Disease Intervention
at Royal Brompton Hospital and Guy’s and St. Thomas’ Hospitals in
London, UK. He now practices at Royal Victoria Hospital in Belfast as a
Consultant Interventional Cardiologist.

Dr. Hanratty received his MD from Queen’s University Belfast in
Northern Ireland, UK followed by a fellowship at North Shore Hospital
in Sydney, Australia. He now practices with the Belfast Trust as a
Consultant Interventional Cardiologist.

Guideliner catheters are intended to be used in conjunction with guide catheters to access discrete regions of the coronary and/
- or peripheral vasculature, and to facilitate placement and exchange of quidewires and other interventional devices.
Please see the Instructions for Use for a complete listing of the indications, contraindications, warnings and precautions.
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To: Dr. Doug Fraser, Manchester Heart Centre, Manchester, United Kingdom
From: Joan Will, Director of Marketing Communications

Date: December 3, 2009

Subject:  Testimonial Authorization

I hereby grant permission to Vascular Solutions, Inc. to quote the comments made by me
regarding the Vascular Solutions' products listed below. My quoted comments may be included
in any of Vascular Solutions' materials, including advertisements, websites, direct mailings, or
other promotional materials for its products and accessories. The comments may be edited by
Vascular Solutions to fit the available space in the document so long as the substantive meaning
of my comments is unchanged.

This authorization shall continue unless and until I provide written notice of revocation of this
authorization to the Director of Marketing Communications of Vascular Solutions at the address

set forth below.
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Quotation as follows:

“Deep intubation of the GuideLiner catheter within a soft 6F guide provides better backup support and is
less traumatic than using stiff 7F and 8F guides that were previously required in complex disease.
Furthermore, the soft and very flexible tip will often cross tortuous disease where a stent gets stuck,
enabling delivery of stents and other equipment directly to the target lesion. The GuideLiner is as easy to
insert as a standard rapid exchange balloon catheter and has quickly become a routine part of my
angioplasty practice.”

Return to Joan Will via fax (763.656.4254) or email jwill@vascularsolutions.com

Vascular Solutions, Inc.
6464 Sycamore Court ¢ Minneapolis, Minnesota + 55369
PHONE: 763/656-4300 + FAX: 763/656-4254 ¢ www.vascularsolutions.com

Page 212 of 483



CASE 0:13-cv-01172-JRT-SER Document 12-5 Filed 06/10/13 Page 27 of 29

V{}(“@ Y“Q/’(\N,ewﬁm(?

To: Dr. Matthew Price
From: Joan Will, Director of Marketing Communications
Date: December 9, 2010

Subject:  Testimonial Authorization

1 hereby grant permission lo Vascular Solutions, Inc. to quote the comments made by me below
regarding the designated Vascular Solutions' products. My quoted comments may be included in
any of Vascular Solutions' materials, including advertisements, websites, direct mailings, ov
other promotiona} materials for its products and accessories. The comments may be edited by
Vascular Solutions to fit the available space in the document so long as the substantive meaning

of my comments is unchanged.

This authorization shall continue unless and until I provide written notice of revocation of this
anthorization to the Birector of Marketing Communications of Vascular Solutions at the address

set forth below,

“The GuideLiner has become an indispensible part of my tool kit for
complex PCl. Simply put, it's a game changer."”
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Return to Joan Wil via fux (763.656.4254) or email pwill@evascularsolutions.cont
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Subject:  Testimonial Authonization

I hereby grant permission to Vascular Sofutions, Inc. to quote the comments made by me
regarding the Vascular Solutions' products listed below, My quoted comments may be included
in any of Vascular Solutions' materials, including adverlisements, websites, direct mailings, or
other promotional materials for its products and accessories. The comraents may be edited by
Vascular Solutions to fit the available space in the document sa long as the substantive menning

of my comments is unchanged.

_This authorization shall continue unless and until I provide written notice of revocation-of this--
authorization to the Director of Marketing Communications of Vascular Solutions at the address
sei forth below.
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Return to Joan Will via fox (763.656.4254) or email jwill@vasculgrsolutions.com

Yascular Solutions, Inc,
6464 Sycamore Court ¢ Minneapolis, Minnesota + 55369
PHONE: 763/656-4300 ¢« FAX: 763/656-4254 + www,vascularsolutions,com
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From:HVCA 602 307 008D 12/16/2010 12:11 #8682 P.001/001

To: Dr. Ashish Pershad .

From: Joan Will, Director of Marketing Communications
Date: December 16, 2010

Subject:  Testitmonial Authorization
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IZzscular Solutions' Product ‘ - " GuldeLiner® catheter

I hereby grant permission to Vascular Solutions, Inc. to quote the comments made by me below
regarding the designated Vascular Solutions' products. My quoted comments may be included in
any of Vascular Solutions' materials, including advertisements, websites, direct mailings, ot
other promotional materials for its products and aceessories. The comments may be edited by
Vascular Solutions to fit the aveilable space in the document so long as the substantive meaning
of my comments is unchanged,

This authorization shall continue unless and until [ pravide written notice of revocation of this
authorization to the Director of Marketing Communications of Vascular Solutions at the address
set forth below.

"The GuideLiner allows me to successfully complete
previously unimaginable interventions."

Ashish Pershad, M.D.,, F.A.C.C,, F.S.CAL
Heart and Vascular Center of Arizona, Phoenix, AZ 1 0
Y4

Return to Joan Will via fax (763.656,4254) or email jwill@yaseularsolutions.com

Vascular Solutions, Inc.
6464 Sycamore Court  Minneapolis, Minnesota + 55369
PHONE: 763/656-4300 * FAX: 763/656-4254 * www.vascularsolutions.com

Testimonial Authorization Form 08/10
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FIORME | INVESTOR RELATIONS | NEWSRGOM | CONTACT US UNTED STATES SEARCH )
Bostonﬁ
Scientific

Advarcing science for fifc™ HEALTHCARE PROFESSIONALS v | PATIENTSv| ABOUT USv | CAREERSv

Core Businesses

Our products and technologies are used to diagnose or treat a wide range of. Da you have an ioative idea you
medical conditions, including heart, digestive, pulmonary, vascular, urological, wedd like 1o share with Boston Seientific?
women's health, and chronic pain conditions. We continue to innovate in these
areas and are extending our innovations into new geographies and high-growth
adjacency markets.

Visit Onr Innovation Portal

CARDIAC RHYTHM MANAGEMENT

FELECYROPUYSIOIAGY

ENDORSUOPY

N TR

MYERVENTIONAL CARDIGLOGY CARDIAC RHYTHM MANAGEMENT

Sotutions for treating irregular heart thythms and
heart fallure, and protecting against sudden cardiac
arrest.

MEURDNBELATIDN
h Medical Conditions Treated:

s o G e, e e RS R

+ Cardiac Arrhythiias

» Sudden Cardiac Arrest
» Heart Failure

+ Heart Rnythim Disorders

PERTPIERAL INTERVERNTIONS

Our Solutions:
PBHOLOGY & WOMEBR'S HEALTH

B

Pacemakers

implantable Cardioverter Defibriltators (1CDs)
Cardiac Resynchrottization Therapy (CRT)
Devices

Remote Moniloring Systems
Pericardiocentssis

Pacing Leads and ICD Leads

B

-

.

.

o

KEXT LEARN ABOUT QUR LEADERS

SHARE ON:
Shafbafhafhaieabire

WITH US
investors l Careers l G aimbursemant ] Customer Service 2 Suppliers l Locations | About Us

Wabsite Privacy Poiicy | Terms of Use | Copyright Notice | Corporate Citizenship

© 2013 Boston Saentific or its 2 5. All rights resarved.
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http://www.bostonscientific.com/us/about/businesses.html 5/27/2013
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FIONE | INVESTOR RELATIONS | NEWSROOM | CONTAST US URITED STATES SEARCH >
JBoston 0
Scientific

Adwancing science for ife® HEALTHCARE PROFESSIONALS v | PATIENTSv| ABOUT USv | CAREERSv

Core Businesses

Our products and technologies are used to diagnose or treat & wide range of Do you have an inswuative idea you
medical conditions, including heart, digestive, pulmonary, vascular, urological, would ke to share with Boston Seientifie?
women's haalth, and chronic pain conditions. We continue to innovate in these .
areas and are extending our innovations into new geographies and high-growth
adjacency markets.

Visir Our Innovation Portal

CARDIIAL BRYTHM MANAGEQENT

ELECTROBPHYSIOLOGY

RS o ettt 00 ¢ e i NS 4

HABLOPY

BLECTROPHYSIOLOGY

TNTERVENTIGH
Technologies, such as mapping cathetars,
radiofrequency energy, and cryogenics, for
diagnosing and treating heart rhythm disordars.

REvRGE o Medical Conditions Treated:

st r < s Ry

+ Cardiac Arhythmias
+ Heart Rhythm Disorders

QOur Solutions:

« Lardiac Tissue Ablation
= Cardise Mapping

« Cardiae Catherifization
« Sheaths

« Diagnostic Cathetars

EREOHOGY & WOMEN'S HEALTH

NEXT: LEARN ABOUT QUR LEADERS

SHARE ON:
Shafipaiaihatdaitore

ers | Locations | About Us

3
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HOME | INVESTOR RELATIONS | NEWSHOOM | CONTAUT US UNITED STATES SEARGH e
w,l,%c)gtomﬁ
Scientific
Advancing science for life™ HEALTHCARE PROFESSIONALS v| PATIENTS v| ABOUT USv | CAREERSv
Core Businesses
Our productts Az?nd teghnolqgies are ug@d t(} diagnose or treat a wide range of D yout have an insovative idea you
medical conditions, including heart, digestive, pulmonary, vascular, urological, wordd fike 1o sharve with Boston Selentifie?

women's health, and chronic pain co.ndftu‘)ns‘ We continue to innavate in these “it Our Inuovation Portel
areas and are extending our innovations into new geographies and high-growth
adjacency markets.

LHRERILC ERYTHM HA REREENT

SR

RORHYSIGLTGY

ENDGSCORY
Ao i+ L Y Sy TS ANATI AN S 1 S OSSN 4
ENDOSCOPY

TRYERVERTINNAL CARGIOLOGY

Tachnelogies for diagnosing and treating discases
of the digestive system, airway and lunys.

s e N

S ILATYON Madical Conditions Treated:

» Malignant & Benign Tumors
~ Gastrointestinal {
« Pulmonary Diseases

« Gastrointestinal Cancers
* AbSCESSes

e e st e vt st o -

Qur Solutions:

LAY & WOMEN'S NEALTH
+ Palloon Dilation

« Stenting

» ERCPICholangioscopy

« Biliary

+ Biopsy and Polypectomy
* Hemostasis

s Radio Frequency Ablation
+ Enteral Feeding

NEXT: LEARN AROUT QUR LEADERS

SHARE OF
Shalrafitafibafiabore

N
WITH US

investors | Carsers | G sstomar Service | Supplivrs | Locations | About Us
Wabsite Privacy Poiicy | Terms of Use | Copyright Notice | Corporate Citizensiip

@ 2013 Boston Saentific or its affiiates. All rights reserved,
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HOME [ INVESTOR RELATIONS | NEWSROOM | CONTACT U8 URITED STATES SEARCH ¥

Boston
Scientific

Advanciog sclence for e HEALTHCARE PROFESSIONALS v | PATIENTS v| ABOUT USv | CAREERSY

Core Businesses

Our products and technologies are used fo diagnose or treat a wide range of Do yout hewe an inouative idea you
medical conditions, including heart, digestive, pulmonary, vascular, urological, sworde fike fo share with Boston "<,,~‘,>mg¢;¢.;;
women's health, and chronic pain conditions. We continue to innovate in these Visit Crur Inaovation Portal

areas and are extending our innovations into new geographies and high-growth

adjacency markets.

CARDIAL RUYTHM MANAT

FLECYRGPUYSIOLDGY

B S PRSP

ERBGETL

S, S0t Y

A e e A R

INTERVENTIONAL CARDIOLOGY INTERVENTIONAL CARDIOLOGY
Technologies for diagnosing and treating coronary
artery disease and other cardiovascular disordars,

AR LT Medical Conditions Treated:

= Cardiovasounlar Dissases

o ‘ = Coronary Artery Disease
= Acute Myocardial Infarction
PERIPHERAL INTERVE

Our Solutions:

« Drug-Eluting Stents

+ Bare-Metal Stenls

+ Cathe alloons

+ Guide Wires

s CGoronary Alherectomy

s Coronary inteavascular Ulleasound

CEELHAMEY & $UOMERTS HMERLTH

J RS —

NEXT: LEARN ABOUT OUR LEADERS

Shafrafpaiainabinre

investors | Carsers | Guige toraer Service ! Suppliers | Locations | About Us

Waebsite Privacy Poticy | Terms of Use | Copyright Notice | Corporate Citizens

Scientific o its affiiates. All rights reserved,

4
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HOME | INVESTOR RELATIONS § NEWSROOM | CONTACT US  UNITED STATES BEARGCH v

Boston
Seientific

Advarcing science for (fe™ HEALTHCARE PROFESSIONALS v | PATIENTSv| ABOUT USv | CAREERSv

Core Businesses

Our products and technologies are used to diagnose or treat a wide range of Da you hawe an inswvative idea you
medical conditions, including heart, digestive, pulmonary, vascular, urological, would like to share with Boston Sefentific?
women's health, and chronic pain conditions. We continue to innovaie in these Visit Our Tnnovation Portal

areas and are extending our innovations into new geographies and high-growth

adjacency markets.

s o et N, 307

e g e oy o NEUROMODULATION
IMYRRUENTIONAL CARDIGLOGY
Microelactronic implantable technologies for
managing chronic neuropathic pain and
neurological diseases.

NEUROMODULATION Medical Conditions Treated:

om0 e 0 e G RN

+ Chronic Pain

FIPVHTRAL INTERVENTIONS O Solutions:

« Neurostimulalion
« Rechargeable Spinal Cord Stimulators
= Microstimulators

BIEINEY & %‘é{)%{é?i‘é’é FEALTH

Epp——

NEXT: LEARN ABOUT QUR LEADERS

SHARE Of:
Shafhafbahaidavtore

o
WITH U

L Reimbursems

investors | Careers | GuidePoir

ight Notice | Corporata Citize

Wabsite Privacy Poiicy | Terms of Use | Copy

@ 2013 Bosto fic or its 2 5. All rights reserved,
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HOME | INVESTOR RELATIONS | NEWSROOM | CONTACT U8 UNITED STATES SEARCH ) )
~,l}f:sm}:ﬁﬁ ”
Serentific

Advancirgy science for life™

HEALTHCARE PROFESSIONALS v| PATIENTSv| ABOUT USv| CAREERSv

Core Businesses

Our products and technologies are used to diagnose or treat a wide range of Do you have an inneuative idea you
medical conditions, including heart, digestive, pulmonary, vascular, urological, wwetld Bike o share with Boston Sefe
women's health, and chronic pain conditions. We continue to innovate in these
areas and are extending our innovations info new geographies and high-growth
adjacency markets.

Visit Qur Innovation Portad

CARDIRL RUYTHM MANAGLMENT
ELECTROPHYSILOGY
e p—— s A RSRS 0

ENDOSLORY

PERIPHERAL INTERVENTIONS

INTERVERTIE N
st ———— e e ——— < @ Products that treat vascular system blockages in
E areas such as the carotid and renal arteries and the
lower extramities,

Medical Conditions Treated:

< v

st s oo RSN

+ Peripheral Vascular Diseases
+ Pulmona holismns

PERIPHERAL INTERVERTIONS
Qur Solufions:

o RSP —

« Carotid Adery Slenting

« Fmbalic Protection Balloon Cathaters
* Vascular Protection

« lijac Solutions

+ Renal Solutions

UMY & WOMEBNS HEALTH

NEXT: LEARN ABOUT QUR LEADERS

CONNEC

WITH US Shatihafhaihaihattore

kY

eimburss Customer Service | Supplivns | Locations | About Us

irvestors | Careers | Guigeror

Websile Privacy Poiicy | Terms of Use | Copyright Notice | Carporate Citizen

& 2017 Boston Scentific or its a s, Al rights reserved,
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HOME | INVESTOR RELATIONS | NEWSROOM [CONTACT US  UNITED STATES BEARGH >

<Boston.
Scientific

Advancirg sclence for life

Core Businesses

Our products and technologies are used to diagnose or freat a wide range of
madical conditions, including heart, digestive, pulmonary, vascular, urological,
women's health, and chronic pain conditions. We continue to innovale in these
areas and are extending our innovations into new geographies and high-growth
adjacency imarkets.

LHBDIAL BHMYTIY

<o e Gt 00 8 it

ELEOYROBWYSIOLOEY

EMOQBTOPY

vt b g Aoy +

THTERVENTIONAL QARDTGLOGY

N

MNEUROMODULATION

S AR 1 ettt 17

PERIPMERAL INTERVENTIONS

o g g s

LROGLOBY & WOMEN'S HEALTH

KOOSO p—— R e

NEXT: LEARN ABOUT QUR LEADERS

Supplers | Locations | About Us

yright Notice | Corporate Citizensiip

@ 2013 Boston Saentific or its a

HEALTHCARE PROFESSIONALS v | PATIENTSv| ABOUT USv| CAREERSv

B you Farwe an inpwwatfue idea you
wsld tike to share with Boston Sefertific?

Visit Our fnnovation Portal

S O —

URGLOGY &
WOMEN'S HEALTH

Solutions for reating wological and gynecotogicat
disarders like kidney and bladder stones, stress
urinaty incortinence, pelvic organ prolapse, and
excessive uterine bleeding.

Medical Condilions Treated:

« Urinary Stone Disease

+ Benign Prostalic Hyperplasia
+ Urinary Incontinence

s Pelvic Qrgan Prolapse

+ Menorrhagia

Our Solutions:

+ Endometrial Ablation

Holmium Laser Ablation of the Prostate
(HOLAP)

Stone Retrieval/Lithotripsy

Pelvic Floor Reconstruction
wid-Urathral Slings

Urethral Bulking

.

SHARE ON:
Shafbafidaihafihabiore

7

5/127/2013
Page 223 of 483

http://www.bostonscientific.com/us/about/businesses.html



Boston Soieific (RdiypiMBRTYER Document 12-6 Filed 06/10/13 Page 9 of gree L of ]

PATIENTS : NV Boston,
Bnter search farm 2 - o : \
» L o g Seientifi
SBOStOIlﬁ Pon ntional Scientific
cientine - ce /
HOME PRODUCTS MEDICAL EDUCATION IN THE KNOW CUSTOMER SUPPORT REIMBURSEM
Home > Products
ProductFinder: ~  Balloon Catheters
Y,
ek Apex® PTCA Dilatation Catheter
The Apex Balloon Catheter offers a new shaft and tip technology along with an
View Featured Products expanded size matrix whxch optimizes the balance betwsen trackability and pushability.
View All Producis
) Emerge™ PTCA Dilatation Catheter
Nanow Produsts 8y: ’
Emerge™ PTCA Dilatation Catheter - Lead the Way.
Category
Baltoon Catheters
Bare-Metal Stents Maverick® PTCA Balloon Catheters
CTO System Maverick Balloon Catheter technologies deliver the exceptional performance needed 1o
Dlagnostic Catheters succeed in demanding cases,
Brug-Eluting Stents
Embolic Protection NG Quantum Apex™ PTCA Dilatation Catheter
Guide Cathetors The NC Guanturn Apex Catheter is a high-performance, post-<ifatation balloon catheter
Guidle Wires developed spacifically to address physicians’ needs in optimizing coronary stant
imaging Catheters daployment.
lmaging Sys"'f’m Quantum™ Maverick® Bailoon Catheters
Flaque Modification The Quantum Maverick Balloon Catheter provides & unique balance of dilatation force
and exceptional deliverability 10 meet the needs of the interventional cardiologist in the
drug-eluting world.
ConfactUs | Frivacy Statement | Terms ofUse | AbuvutUs [ Corporate Home
© 2013 Boston Scieniific Corporation or iis afliliaies. Al righis reserved
http://www.bostonscientific.com/interventional-cardiology/products.html 5/277/2013
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Boston. o cweeen > oG
Scientific |

HOME PRODUCTS MEDICAL EDUCATION IN THE KNOW CUSTOMER SUPPORT REIMBURSEMENT

Home » Products

ProductFinder: ~ Bare-Metal Stents

VeriFLEX® Bare-Metal Coronary $tent System
The VerFLEX Pars-Metal Stent is engineered to maximize radial strength and
minimize recoll while providing exceptional deliverability.

ico]

View Featured Products
View All Products

Nanow Produnis By:
Category

Battoon Catheters
Bare-Metal Stents
CTO System
{iagnostic Catheters
Drug-Eluting Stents
Enbolic Protection
Guide Catheters
Guicles Wires
imaging Catheters
Imaging System
Plague Modification

Contact Us | Privacy Statement | Terms ofUsa | Aboutls | Corporate Home

@ 2013 Boston S soeporation o its affilizigs, A Aghts reserved
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Boston,.
Scientific

HOME

Home » Products
Product Finder:

View Featured Products
View All Products

MNamow Produsis 8y:
Category

Balloon Catheters
Bare-Metal Stents
CTO System
Diagnostic Catheters
Drug-Eluting Stents
Embolic Protection
Gulde Cathetors
Guidle Wires
imaging Catheters
imaging System
Plague Modification

http://www.bostonscientific.com/interventional-cardiology/products.html -

PRODUCTS

Boston

PATIENTS » o < errare K s
Boter search torm S{?.E.eflftl’fl()

MEDICAL EDUCATION IN THE KNOW CUSTOMER SUPPORT REIMBURSEMENT

CTO System
o CrossBoss® CTO Catheter .
o \;.ﬁ’”/ The CrossBoss Coronary Catheter is designed to quickly and safely deliver a guidewire
P ’3@/ via rue lumen or subintimal pathways.

Stingray® CTO System
The Stingray Coronary System (catheter and guidewire) is designed to accurately
target and re-enter the true lumen from a subintimal position.

ContactUs | Privacy Statemsent | TermsofUse | Aboutls | Corporate Home

© 2613 Boston Scientific Corparation or its affiliates. All Aghts reserved

10

5/27/2013
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PATIENTS ¥ — Boston,.
BO"Sl,()II . Enter search term 2 Serent fﬁl(}
p .
Scientific -
HOME PRODUCTS MEDICAL ERUCATION IN THE KNOW CUSTOMER SUPPORT REIMBURSEMENT

Home » Products

Product Finder: Diagnostic Catheters

Goj £xpo® Diagnostic Catheter
Designed to promote quick, safe vessel engagement and refiable performancs for a

View Featured Progucts smouoth diagnostic procedure.

View All Products

impulse® Diagnostic Catheter

Flaxtrusion technology for & smooth transition fror stiff proximal shaft to soft distat
sogment.

Namow Products 8y:

(:ategbry

Baltoon Catheters
Hare-Metal Stents
CTO System
Biagnostic Catheters
Drug-Eluting Stents
Embolic Protection
Guids Catheters
Guide Wires
Imaging Catheters
Imaging System
Plague ModHication

Contact s | Privacy Statement |  Terms ofUse |  Aboutls | Corporate Hoine

€ 2013 Boston Scientific Corporation or its affiliates. All rghts reserved

11
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PATIENTS ¥ . ) - eBosion.
b Enter search term > “erentibie
SB C)Sl()nf : Seientific
cientie
HOME PRODUCTS MEDICAL BEDUCATION IN THE KNOW CUSTOMER SUPPORT REIMBURSEMENT
Home > Products
Product Finder: . Drug-Eluting Stents
v -
{Go| JON™ Paclitaxol-Eluting Platinum Chromium Coronary Stent System
The ION Paciitaxel-Eluting Platinum Chiromium Coronary Stent System sets a new
View Featured Products s»tandam ;r]ls":tr@r?gth( deliverability emd' visibility with the innovation of Platinum
. Chrormivm (F(Cr and a new stent design.
View All Producis
N rodiosts B PROMUS Efement™ Plus Bverolimus-Eluting Platinum Chromium Stent System
Nanaw Producis By:
The PROMUS Element Everolimus-Eluting Platinum Chirornium Coronary Stent System
Category astablishes a new standard of drug-eluling stent performance.
Balloon Catheters
Hare-Metal Stents PROMUS® 2.25 Drag-Eluting Coronary Stent System
CTO System Not Al Olimus Stents Are Created Bqual... for Small Vessels
Diagnostic Catheters The PROMUS 2.25 mm Stent System combines a highly defiverable platform with an
Drug-Eluting Stents effective drug and polymer design 1o provide an oplimal olimus, from a pariner you
Embolic Protection trust.
Guide Catheters PROMUS® Everolimus-Eluting Corenary Stent System
Guide Wives The PROMUS Everofimus-Eluting Coronary Stent System is ‘olimus made deliverable’
Imaging Cathetors with & powsariul neoinlimal suppressor desighed fo provide impressive clinical rasults.
imaging System
Plague Modification TAXUS Express® Coronary Stent System
The ability o reduce restenosis, treat a variety of lesions and achieve safe, predictable
outcames for patients.
TAXUSE Liberté® Atom™ Paclitaxel-Eluting Coronary Stent System
The TAXUS Liberté Alorn Slent System, a 2.25mm drug-eluting stent (DES), is
engineerad for consistent drug delivery in small vessels.
TAXUSO Liberté® Long Paclitaxel-Eluting Coronary Stent System
The TAXUS Liberté Long Stent System is the only 38mm length drug-eluting stent
(DES) approved for use in the United Slates,
TAXUS® Liberté® Paclitaxel-ERuiting Coronary Stent System
The TAXUS Liberts Padlitaxel-Eluting Coronary Stent System is engineered for
consistent drug elution and impressive performance. Enhanced deliverability features
allow access to the target lesion, because first you have to gel there,
Comtact s | Privacy Statement Terms of Use About lfs | Corporate Home
@ 2012 Bostan Scientific Corporation or its affilistes. All Aghts meserved
http://www.bostonscientific.com/interventional-cardiology/products.html 5/27/2013
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) PATIENTS = - y 308(:0:}
BOS t() Enter search term > (‘[ {‘Tlf!ﬁ(,
Scientific
HOME PRODUCTS MEDICAL EDUCATION IN THE KNOW CUSTOMER SUPPORT REIMBURSEMENT
tome » Products
ProductFinden  Embolic Protection

FiiterWire EZ™ Embolic Protection System

With its advanced technology designed for simplicity and effectiveness, the FilterWire
B2 Embolic Protection Systern is intended to deliver efficient, predictable protection.

1Go]

View Featured Products
View All Products

Namow Products 8y:
Category

Balioon Catheters
Bare-Metal Stents
CTO System
Dlagnostic Catheters
Drug-Bluting Stents
Embolic Protection
Guide Catheters
Guide Wires
Imaging Catheters
Imaging System
Plague Modification

Contact Us | Privacy Statemant | Termsoflse | Aboutis | Corporate Home

& 2013 Boslon Scientifc Corporation or i affifiates. All fights reserved
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PATIENTS ¥ - i e Bosion.
. _ Enter search term 2 S ﬁ.i&nﬁ[]'fl()
q 08 ‘onﬁ :
cientific :
HOME PRODUCTS MEDICAL BDUCATION N THE KNOW CUSTOMER SUPPORT REIMBURSEMENT
Home > Products
ProductFinder: . . Guide Catheters
v.
iGo] 7 Convey™ Guiding Catheter
The Convey ™ Guiding Catheter provides controlled deliverability and critical back-up
View Featured Producis support.
View All Products
) Mach 1® Guide Catheter
Narrow Producis By:
A large lumen and optimal shaft performance offers precise handling, device delivery

Category aptions and clinical versatifity.

Balloon Catheters

Bare-Metal Stents RunWay® Guide Catheter

CY0 System High-parformance design for exceptional support, strength and control in case after

Diagnostic Catheters CASE.

Drug-Eluting Stents

Embolic Protection Wiseguide® Guide Cathetor

Guide Catheters SmanShapes™ Curves for excellent interventional performance and back-up support.

Guide Wires

Imaging Cathelers

imaging System

Plague Modification

ContactUs | Privacy Statement | Termsoflse | Aboutlls | Corporate Home
@ 2015 Boston Scientific Corporation of its affiliates. All fights reserved
http://www.bostonscientific.com/interventional-cardiology/products.html 5/27/2013
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ITEM 1. BUSINESS
The Company

Boston Scientific Corporation is a worldwide developer, manu-
facturer and marketer of medical devices that are used in a broad
range of interventional medical specialties. Our mission is to
transform lives through innovative medical solutions that improve
the health of patients around the world. When used in this report,
the terms “we,” “us,” “our” and “the Company” mean Boston
Scientific Corporation and its divisions and subsidiaries.

Our history began in the late 1960s when our co-founder, John
Abele, acquired an equity interest in Medi-tech, Inc., a research
and development company focused on developing alternatives to
surgery. In 1969, Medi-tech introduced a family of steerable
catheters used in some of the first less-invasive procedures
performed. In 1979, John Abele joined with Pete Nicholas to form
Boston Scientific Corporation, which indirectly acquired Medi-
tech. This acquisition began a period of active and focused
marketing, new product development and organizational growth.
Since then, we have advanced the practice of less-invasive medi-
cine by helping physicians and other medical professionals treat a
variety of diseases and conditions and improve patients’ quality of
life by providing alternatives to surgery and other medical proce-
dures that are typically traumatic to the body.

Our net sales have increased substantially since our formation
over thirty years ago. Our growth has been fueled in part by
strategic acquisitions designed to improve our ability to take
advantage of growth opportunities in the medical device industry.
Our strategic acquisitions have helped us to add promising new
technologies to our pipeline and to offer one of the broadest
product portfolios in the world for use in less-invasive procedures.
We believe that the depth and breadth of our product portfolio
has also enabled us to compete more effectively in the current
healthcare environment of cost containment, managed care, large
buying groups, government contracting, hospital consolidation,
and international expansion and will generally assist us in
navigating through the complexities of the global healthcare
market, including healthcare reform.

Business Strategy
The following are our five strategic imperatives:
+ Strengthen Execution to Grow Share

We believe that our success will be driven by our ability to
consistently deliver initiatives that grow profitability and
market share. We are focused on improving the speed and

performance of our business units by adding new capa-
bilities, processes, and innovative technologies.

« Expand into High Growth Adjacencies

We seek to diversify our product portfolio by realigning our
research and development spend and focusing our business
development investment toward higher growth oppor-
tunities. We are focused on executing on our committed
growth adjacencies while increasing our access 10
developing technologies. Through this diversification we
expect to increase our opportunity for growth in areas that
complement our core businesses.

Drive Global Expansion

We are focused on expanding into the emerging markets. By
expanding our global commercial presence, we seek to
increase revenue and market share, and strengthen our rela-
tionships with leading physicians and their clinical research
programs. We are focused on building new capabilities in
countries whose economies and healthcare sectors are
growing rapidly. We have local leadership teams with
extensive in-country experience to help strengthen our posi-
tion in these fast growing regions.

Fund the Journey to Fuel Growth

We are driving continuous improvement to expand our profit-
ability, optimizing our manufacturing cost structure, reducing
our corporate infrastructure and re-allocating spending to
support our growth initiatives.

.

Develop Key Capabilities

We intend to develop key capabilities by providing economic
and customer focused solutions so that our product portfolio
is aligned to the needs of the market place and by developing
core internal skills to better manage our business in a
dynamic and evolving environment. We are globally focused
on building a culture of empowerment and engagement
while improving our diversity.

We believe that our execution of these strategic imperatives will
drive innovation, accelerate profitable revenue growth and
increase stockholder value.

Products

During 2012, our products were offered for sale by seven core
businesses - Interventional Cardiology, Cardiac Rhythm Manage-
ment (CRM), Endoscopy, Peripheral Interventions, Urology/
Women's Health, Neuromodulation, and Electrophysiology. In

— BOSTON SCIENTIFIC AND SUBSIDIARIES
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January 2011, we closed the sale of our Neurovascular business
to Stryker Corporation. We continue to generate sales from the
Neurovascular business pursuant to our supply and distribution
agreements with Stryker; however, these sales are at significantly
lower levels and at reduced gross profit margins as compared to
periods prior to the divestiture.

During 2012, we derived 30 percent of our sales from our inter-
ventional Cardiology business, 26 percent of our sales from our
CRM business, 17 percent of our sales from our Endoscopy
business, 11 percent of our sales from our Peripheral Inter-
ventions business, seven percent of our sales from our Urology/
Women's Health business, five percent of our sales from our
Neuromodulation business, and two percent of our sales from our
Electrophysiology business. Approximately two percent of our
2012 sales were derived from the Neurovascular business that
we sold to Stryker Corporation.

The following section describes certain of our product
offerings:

Endoscopy

Gastroenterology

We market a broad range of products to diagnose, treat and ease
a variety of digestive diseases, including those affecting the
esophagus, stomach, liver, pancreas, duodenum, and colon.
Common disease states include esophagitis, portal hypertension,
peptic ulcers as well as esophageal, biliary, pancreatic and colonic
cancer. We offer the Radial Jaw® 4 Single-Use Biopsy Forceps,
which are designed to enable collection of large high-quality
tissue specimens without the need to use large channel ther-
apeutic endoscopes. Our exclusive line of RX Biliary System™
devices are designed to provide greater access and control for
physicians to diagnose and treat challenging conditions of the bile
ducts, such as removing gallstones, opening obstructed bile ducts
and obtaining biopsies in suspected tumors. We also market the
Spyglass® Direct Visualization System for direct imaging of the
pancreatico-biliary system. The Spyglass® System is the first
single-operator cholangioscopy device that offers clinicians a
direct visualization of the pancreatico-biliary system and includes
supporting devices for tissue acquisition, stone management and
lithotripsy. Our products also include the WallFlex® family of
stents, in particular, the WallFlex® Biliary line and WallFlex®
Esophageal line; and in 2012, we launched our WallFlex® Biliary
Transheptic stent system for treatment of biliary strictures. In
addition, we continue to see growth of our hemostasis franchise
on the continued adoption and utilization of our Resclution® Clip
Device for gastrointestinal bleeding. In December of 2012, the

first patient enrolled in our study comparing the WallFlex® Biliary
RX Fully Covered self-expanding metal stent (SEMS) to plastic
stents for the treatment of benign bile duct strictures caused by
chronic pancreatitis. SEMS, which have a significantly larger
diameter than plastic biliary stents, have long been the standard
of care for palliation of malignant biliary strictures. This study is
evaluating the benefits of using a SEMS in benign biliary stric-
tures, with an objective to demonstrate stricture resolution in
fewer procedures.

Interventional Bronchoscopy

We market devices to diagnose, treat and ease pulmonary dis-
ease systems within the airway and lungs. Our products are
designed to help perform biopsies, retrieve foreign bodies from
the airway, open narrowings of an airway, stop internal bleeding,
and ease symptoms of some types of airway cancers. Our
product line includes pulmonary biopsy forceps, transbronchial
aspiration needles, cytology brushes and tracheobronchial stents
used to dilate narrowed airway passages or for tumor manage-
ment. In October 2010, we completed our acquisition of
Asthmatx, Inc., which adds to our Endoscopy portfolio a less-
invasive, catheter-based bronchial thermoplasty procedure for the
treatment of severe persistent asthma. The Alair® Bronchial
Thermoplasty System, developed by Asthmatx, has both Con-
formite Europeenne (CE) Mark and U.S. Food and Drug
Administration (FDA) approval and is the first device-based
asthma treatment approved by the FDA. In the third quarter of
2012, the America Medical Association (AMA} Current Procedural
Terminology (CPT) editorial panel assigned category | CPT codes
specifically for bronchial thermoplasty beginning January 1, 2013.
Once recognized, the Category | CPT procedure codes will be
available for all public and private health insurance payers in the
United States, which will allow physicians and hospitals to seek
reimbursement for bronchial thermoplasty procedures. We
believe these codes will provide greater access to treatment for
patients with poorly controlled severe asthma, help facilitate
claims processing and help private payers’ approve coverage for
this form of treatment. We continue to focus on driving
commercialization and increased awareness of the Alair® System.

Peripheral Interventions (PI)

We sell various products designed to treat patients with periph-
eral disease {(disease which appears in blood vessels other than in
the heart and in the biliary tree), including a broad line of medical
devices used in percutaneous transluminal angicplasty (PTA) and
peripheral vascular stenting. Our peripheral product offerings
include stents, balloon catheters, wires, peripheral embolization
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devices and vena cava filters. We launched three new peripheral
angioplasty balloons in 2011, including our next-generation
Mustang™ percutaneous transluminal angioplasty balloon, our
Coyote™ balloon catheter, a highly deliverable and ultra-low pro-
file balloon dilatation catheter designed for a wide range of
peripheral angioplasty procedures and our Charger™ PTA Balloon
Catheter, a 0.035" percutaneous transluminal angioplasty balloon
catheter designed for post-stent dilatation as well as conventional
balloon angioplasty to open blocked peripheral arteries. With our
Coyote, Mustang and Charger devices, we offer balloons across
all size platforms. In 2012, we launched our EPIC™ self-
expanding nitinol stent system in the U.S. and certain
international markets, the Carotid WALLSTENT® stent system in
Japan, and Innova™ self-expanding bare metal stent system in
Europe and certain international markets.

In February 2011, we announced the acquisitions of S.1. Therapies
and ReVascular Therapeutics, Inc., which added to our Pl portfolio
a re-entry catheter and intraluminal chronic total occlusion (CTO)
crossing device, enabling endovascular treatment in cases that
typically cannot be treated with standard endovascular devices. In
2011, we commenced a limited market release of our OFF-
ROAD™ re-entry catheter system in certain international markets,
and in February 2012, we launched our TRUEPATH™ intraluminal
CTO device in the U.S., EMEA, and other international markets.
We believe that offering these devices will enhance our position
in assisting physicians in addressing the challenges of treating
complex peripheral lesions. In the fourth quarter of 2012, we
acquired Vessix Vascular, Inc., a developer of catheter-based renal
denervation systems for the treatment of uncontrolled hyper-
tension. We expect to launch this platform commercially in
Europe and other international markets in 2013.

We also sell products designed to treat patients with non-vascular
disease (disease that appears outside the blood system). Our
non-vascular suite of products includes biliary stents, drainage
catheters and micro-puncture sets designed to treat, diagnose
and ease various forms of benign and malignant tumors. We
continue to market our extensive line of Interventional Oncology
product solutions, including the recently launched Renegade® HI-
ELO™ Fathom® microcatheter and guidewire system and
Interlock™ - 35 Fibered IDC™ Occlusion System for peripheral
embolization.

Neuromodulation

Within our Neuromodulation business, we market the Precision®
Spinal Cord Stimulation (SCS) system, used for the management
of chroni¢c pain. This system delivers pain management by
applying an electrical signal to mask pain signals traveling from
the spinal cord to the brain. In addition, during the fourth quarter
of 2012 we received CE Mark approval for the Precision Spec-
tra™ Spinal Cord Stimulator System and began a European
market launch of this technology. The Precision Spectra system is
the world's first and only SCS system with 32 contacts and 32
dedicated power sources and is designed to provide improved
pain relief. to a wide range of patients who suffer from chronic
pain. In 2011, we launched our Clik™ Anchor for our Precision®
Plus™ SCS System, the world's first rechargeable SCS device for
chronic pain management. In the fourth quarter of 2011, we
received FDA approval for and launched the Infinion™ 16
Percutaneous Lead, the world's first and only 16-contact percuta-
neous lead. We also market the Linear™ 3-4 and Linear 3-6
Percutaneous Leads for use with our SCS systems, which are
designed to provide physicians more treatment options for their
chronic pain patients. These leads provide the broadest range of
percutaneous lead configurations in the industry.

We believe that we continue to have a technology advantage
compared to our competitors with proprietary features such as
Multiple Independent Current Control, which is intended to allow
the physician to target specific areas of pain more precisely. We
are looking to strengthen the clinical evidence with spinal cord
stimulation and are committed to studies designed to demon-
strate cost effectiveness or demonstrate the value of proprietary
features in our SCS system.

In January 2011, we completed the acquisition of Intelect Medi-
cal, Inc., a development-stage company developing advanced
visualization and programming for the Vercise™ system. We
believe this acquisition leverages the core architecture of our
Vercise™ platform and will advance our technology in the field of
deep-brain stimulation. During the third quarter of 2012, we
received CE Mark approval for the use of our Vercise™ Deep
Brain Stimulation (DBS) System for the treatment of Parkinson’s
disease in Europe. We believe we have an exciting opportunity in
DBS with our ability to customize the field designed to precisely
stimulate the target without extraneous stimulation of adjacent
areas that may cause unwanted side effects.

BOSTON SCIENTIFIC AND SUBSIDIARIES
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Urology/Women’s Health

Our Urology/Women's Health division develops, manufactures
and sells devices to treat various urological and gynecological
disorders. Within our Urology business, we sell a variety of
products designed to treat patients with urinary stone disease
and benign prostatic hyperplasia (BPH). We offer a full line of
stone management products, including ureteral stents, wires,
lithotripsy devices, stone retrieval devices, sheaths, balloons and
catheters. Within our Women's health business, we market a
range of devices for the treatment of conditions such as female
urinary incontinence, pelvic floor reconstruction (rebuilding of the
anatomy to its original state), and menorrhagia (excessive men-
strual bleeding). We offer a full breadth of mid-urethral sling
products, sling materials, graft materials, pelvic floor
reconstruction kits, and suturing devices. We market our Genesys
Hydro ThermAblator® (HTA) system, a next-generation endo-
metrial ablation system designed to ablate the endometrial lining
of the uterus in premenopausal women with menorrhagia. The
Genesys HTA System features a smaller and lighter console,
simplified set-up requirements, and an enhanced graphic user
interface and is designed to improve operating performance.

Electrophysiology

Within our Electrophysiology business, we develop less-invasive
medical technologies used in the diagnosis and treatment of rate
and rhythm disorders of the heart. Included in our product offer-
ings ‘are radio frequency (RF) generators, steerable RF ablation
catheters, intracardiac ultrasound catheters, diagnostic catheters,
delivery sheaths, and other accessories. Our leading products
include the Blazer® and Blazer Prime® line of temperature abla-
tion catheters, designed to deliver enhanced performance,
responsiveness, and durability. Our cooled ablation portfolio
includes the only closed-loop irrigated catheter on the market, the
Chilli 1I® cooled ablation catheter, and the newly launched
Blazer™ Open-Irrigated ablation catheter with a unique Total Tip
Cooling™ Design. In 2012, we received Health Canada and CE
Mark approval of the Blazer™ Open-lrrigated Catheter, our latest
radiofrequency ablation (RFA) catheter designed to treat a variety
of arrhythmias such as atrial fibriillation, atrial flutter, ventricular
tachycardia and other supraventricular tachycardias.

Additionally, on October 9, 2012, we acquired Rhythmia Medical,
Inc., a developer of next-generation mapping and navigation sol-
utions for use in cardiac catheter ablations and other
electrophysiology procedures, including atrial fibrillation and atrial

flutter. We believe that this acquisition, as well as the recent and
expected product launches, will help to position us to com-
petitively participate in the fast-growing Electrophysiology market.

Cardiac Rhythm Management

We develop, manufacture and market a variety of implantable
devices that monitor the heart and deliver electricity to treat
cardiac abnormalities, including:

« Implantable cardioverter defibrillator (ICD) systems used to
detect and treat abnormally fast heart rhythms
(tachycardia) that could result in sudden cardiac death,
including the world’s first and only commercially available
subcutaneous implantable cardioverter defibrillator—the S-
ICD® System, and implantable cardiac resynchronization
therapy defibrillator (CRT-D) systems used to treat heart fail-
ure; and

Implantable pacemaker systems used to manage slow or
irregular heart rhythms (bradycardia), including implantable
cardiac resynchronization therapy pacemaker {CRT-P) sys-
tems used to treat heart failure.

A key component of many of our implantable device systems is
our remote LATITUDE® Patient Management System, which
enables physicians to monitor device performance remotely while
patients are in their homes, allowing for more frequent monitoring
in order to guide treatment decisions.

In the first half of 2012, we launched our INGENIO™ family of
pacemaker systems in the U.S. and EMEA, and in the third
quarter of 2012, we received CE Mark approval for use of our
INGENIO™ and ADVANTIO™ pacemakers in patients in need of a
magnetic resonance imaging (MRI) scan, which we believe repre-
sents a significant advancement to our family of pacemaker
devices. In the second quarter of 2012, we received FDA approval
for our INVIVE™ cardiac resynchronization therapy pacemakers
(CRT-Ps). INVIVE™ is built on the same platform as our high
voltage cardiac resynchronization therapy defibrillator {CRT-Ds), is
enabled for remote patient monitoring, and includes features that
promote ease of use. Also during the first half of 2012, we
completed the acquisition of Cameron Health, Inc. {Cameron).
Cameron developed the world's first and only commercially avail-
able subcutaneous implantable cardioverter defibrillator—the S-
ICD® System, which we believe is a differentiated technology
that will provide us the opportunity to both increase our market
share in the existing ICD market and expand that market over

BOSTON SCIENTIFIC AND SUBSIDIARIES
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time. The S-ICD® system has CE Mark approval and is available in
EMEA. In addition, during the third quarter of 2012 we received
FDA approval for the S-ICD® system and commenced a limited

commercial launch in the U.S. With this approval, we are now-

able to offer our U.S. physician customers an entirely new option
to treat their patients who are at risk for sudden cardiac arrest.
We believe the recent product developments noted above will
help to better position us within the CRM market.

Interventional Cardiology

Coronary Stent Systems

Our broad, innovative product offerings have enabled us to
become a leader in the interventional cardiology market. This
leadership is due in large part to our coronary stent product offer-
ings. Coronary stents are tiny, mesh tubes used in the treatment
of coronary artery disease, which are implanted in patients to
prop open arteries and facilitate blood flow to and from the heart.
We believe we have further enhanced the outcomes associated
with the use of coronary stents, particularly the processes that
lead to restenosis (the growth of neointimal tissue within an
artery after angioplasty and stenting), through dedicated internal
and external product development, strategic alliances and scien-
tific research of drug-eluting stent systems. We market our
internally-developed and self-manufactured PROMUS® Element™
everolimus-eluting stent platform in all major markets worldwide,
as well as our TAXUS® paclitaxel-eluting stent line, including our
third-generation TAXUS® Element™ stent system. We are the
only company in the industry to offer a two-drug platform strategy
with our paclitaxel-eluting and everolimus-eluting stent system
offerings, and we offer a broad range of stent sizes. In addition,
during the fourth quarter of 2012, we received CE Mark approval
for the SYNERGY™ Everolimus-Eluting Platinum Chromium
Coronary Stent System featuring an ultra-thin abluminal {outer)
bicabsorbable polymer coating. The SYNERGY Stent is unigue in
that its proprietary polymer and everolimus drug coating dissipate
by three months. This innovation has the potential to improve
post-implant vessel healing and will eliminate long-term polymer
exposure, a possible cause of late adverse events. In the first
quarter of 2013, we also received CE Mark approval and launched
our next-generation Promus PREMIER™ Everolimus-Eluting
Platinum Chromium Coronary Stent System in Europe and other
select geographies.

Core Coronary Technology

We market a broad line of products used to treat patients with
atherosclerosis, a principal cause of coronary artery obstructive
disease which is characterized by a thickening of the walis of the
coronary arteries and a narrowing of arterial openings caused by
the progressive development of deposits of plaque. Our product
offerings include balloon catheters, rotational atherectomy
systems, guide wires, guide catheters, embolic protection
devices, and diagnostic catheters used in percutaneous trans-
fuminal coronary angioplasty (PTCA) procedures, as well as
intravascular ultrasound (IVUS) imaging system. In addition, in
October 2012, we completed the acquisition of BridgePoint
Medical, Inc., a developer of proprietary, catheter-based systems
to treat coronary chronic total occlusions (CTOs). Through this
acquisition we expect to augment our current portfolio of
Interventional Cardiology products, which we believe will enable
us to be a single-source supplier for complex PC! procedures.
During 2012 we received FDA clearance for our Emerge™ Percu-
taneous Transluminal Coronary Angioplasty (PTCA) Balloon
Dilatation Catheter and began marketing the device in the United
States. The Emerge Catheter is a next-generation pre-dilatation
palloon catheter designed specifically to offer exceptional deliver-
ability for physicians to address challenging lesions in coronary
arteries. Both the Monorail® and Over-The-Wire (OTW) options
are available. The Emerge Catheter has been commercially avail-
able in CE Mark countries since the second quarter of 2012.

Intraluminal Ultrasound Imaging

We market a family of intraluminal catheter-directed ultrasound
imaging catheters and systems for use in coronary arteries and
heart chambers as well as certain peripheral vessels. The iLab®
Ultrasound Imaging System continues as our flagship console and
is compatible with our full line of imaging catheters. This system
is designed to enhance the diagnosis and treatment of blocked
vessels and heart disorders. Further, iLab systems have been
placed in cardiology labs worldwide which provide an installed
base through which we expect to launch new products, including
an improved line of coronary Intravascular Vessel Imaging cathe-
ters and an integrated Fractional Flow Reserve (FFR) device.
Following regulatory approval, these Imaging products would
provide our cardiology sales force with a differentiated product
offering in one of the fastest growing segments of interventional
cardiology.

BOSTON SCIENTIFIC AND SUBSIDIARIES
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Structural Heart Therapy

In January 2011, we completed the acquisition of Sadra Medical,
Inc. {Sadra). Through the acquisition of Sadra, we are developing a
fully repositionable and retrievable device for transcatheter aortic
valve replacement (TAVR) to treat through patients with severe
aortic stenosis. The Lotus™ Valve System consists of a stent-
mounted tissue valve prosthesis and catheter delivery system for
guidance and placement of the valve. The low-profile delivery
system and introducer sheath are designed to enable accurate
positioning, repositioning and retrieval at any time prior to release
of the aortic valve implant. We believe TAVR is one of the fastest
growing medical device markets.

In March 2011, we completed the acquisition of Atritech, Inc.
{Atritech). Atritech developed a novel device designed to close
the left atrial appendage in patients with atrial fibrillation (AF) who
are at risk for ischemic stroke. The WATCHMAN® Left Atrial
Appendage Closure Technology (WATCHMAN® LAA), developed
by Atritech, is the first device proven in a randomized clinical trial
to offer an alternative to anticoagulant drugs, and is approved for
use in CE Mark countries. Additionally in August 2012, European
regulators approved an expanded indication for the WATCHMAN®
LAA Closure Device. The new indication offers patients with AF,
and a contraindication to warfarin and the newer oral anti-
coagulants, a new treatment option for stroke reduction.

Innovation

Our approach to innovation combines internally-developed prod-
ucts and technologies with those we may obtain externally
through strategic acquisitions and alliances. Our research and
development efforts are focused largely on the development of
next-generation and novel technology offerings across multiple
programs and divisions. In addition, we have undertaken strategic
acquisitions to help enable us to continue to be a leader in the
medical device industry. We expect to continue to invest in our
core franchises, and also investigate opportunities to further
expand our presence in, and diversify into, strategic growth
adjacencies. We have closed several acquisitions targeting many
of these areas. In 2011, we completed the acquisitions of Sadra
Medical, Inc., Intelect Medical, Inc., and Atritech, Inc., and in
2012, we completed the acquisitions of Cameron Health Inc.,
BridgePoint Medical, Inc., Rhythmia Medical Inc:, and Vessix
Vascular Inc., all discussed above. There can be no assurance that
technologies developed internally or acquired through acquisitions
and alliances will achieve technological feasibility, obtain regu-
latory approvals or gain market acceptance, and any delay in the
development or approval of these technologies may adversely
impact our ability to drive future growth.

Research and Development

Our investment in research and development is critical to driving
our future growth. We expended $886 million on research and
development in 2012, $895 million in 2011 and $939 million in
2010, representing approximately 12 percent of our net sales
each year. Our investment in research and development reflects:

« regulatory compliance, clinical science, and internal research
and development programs, as well as other programs
obtained through our strategic acquisitions and alliances; and

» engineering efforts which incorporate customer feedback into
continuous improvement efforts for currently marketed and
next-generation products.

We have directed our development efforts toward regulatory
compliance and innovative technologies designed to expand
current markets or enter adjacent markets. We are transforming
the way we conduct research and development and are
scrutinizing our cost structure, which we expect will enhance our
overall efficiency and effectiveness. Our approach to new product
design and development is through focused, cross-functional
teams. We believe that our formal process for technology and
product development aids in our ability to offer innovative and
manufacturable products in a consistent and timely manner.
Involvement of the research and development, clinical, quality,
regulatory, manufacturing and marketing teams early in the
process is the cornerstone of our product development cycle.
This collaboration allows these teams to concentrate resources
on the most viable and clinically relevant new products and
technologies, and focus on bringing them to market in a timely
and cost-effective manner. In addition to internal development,
we work with hundreds of leading research institutions, uni-
versities and clinicians around the world to develop, evaluate and
dlinically test our products. We believe our future success will
depend upon the strength of these development efforts.

Marketing and Sales

During 2012, we marketed our products to over 13,000 hospitals,
clinics, outpatient facilities and medical offices in nearly 100
countries worldwide. The majority of our net sales are derived
from countries in which we have direct sales organizations. We
also have a network of distributors and dealers who offer our
products in certain countries and markets, which accounts for our
remaining sales. We expect to continue to leverage our infra-
structure in markets where commercially appropriate and use
third parties in those markets where it is not economical or
strategic to establish or maintain a direct presence. We are not
dependent on any single institution and no single institution

BOSTON SCIENTIFIC AND SUBSIDIARIES
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3.6 Competitive Analysis

Boston Scientific

In 2010, Boston Scientific was the leading competitor in the U.S. market for
interventional cardiology, with a 39.6% market share, as shown in Figure 3-9 and
Chart 3-7. Boston Scientific was the market leader in several segments including drug-
eluting stents, PTCA and cutting balloon catheters, angioplasty accessory kits, coronary
embolic protection devices and coronary atherectomy devices. Boston Scientific’s wide
range of devices and complementary products for interventional cardiology combined

with their international sales team has allowed them to maintain their dominant position.

Abbott Laboratories

Abbott Laboratories was the second leading competitor in the U.S. interventional

cardiology market in 2010, with 20.7% market share. Abbott has gained market share in

the drug-eluting stent segment since the introduction of their Xiernce™ stent in 2008 and
in 2010, they controlled 21.4% of that market. Abbott also led the bare-metal stent

market in 2010 and the interventional coronary guidewire market, where they controlled

more than half of each market. Although they did not have the dominant market share,

Abbott also had strong sales in the PTCA balloon catheter and angioplasty accessory kit

markets.

Medtronic

Medtronic was the third leading competitor in the interventional cardiology market, with

an overall market share of 11% in 2010. While Medtronic did not have the leading
position in any of the market segments, they were involved in over half of the markets,
holding either the third or fourth position in those markets. Medtronic has gained
considerable market share since 2007 through aggressive research and mérketing
campaigns and acquiring smaller companies with newer technologies. In 2010,
Medtronic acquired Italian based Invatec, which should alldw them to expand their

market share in the coronary and peripheral vascular device markets.

© iData Research Inc., 2010 www.idataresearch.net 44
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Cordis

Cordis was the fourth leading competitor in 2010 with a total market share of 10.3%.
Cordis has been a major competitor in the interventional cardiology market for many
years and in the past, competed vigorously with Boston Scientific for dominance on the
market. With the rise of companies such as Abbott and Medtronic as well as Cordis
moving their focus to other medical device markets, the company has lost some of their
interventional cardiology market over the past few years, However, Cordis was still the
market leader in the interventional coronary guidewire and diagnostic coronary catheter

markets in 2010, where they had market shares of 46.3% and 43.2%, respectively.

St. Jude Medical

St. Jude Medical accounted for 8.2% market share in the interventional cardiology
device market in 2010. This market share was due to their leading market shares of

65.3% in the coronary vascular closure device market and 54.6% in the fractional flow

reserves (FFR) guidewire market. St. Jude has been able to increase their market share in
these segments through the acquisition of companies such as Radi Medical Systems and

Datascope.

Volcano Therapeutics

Volcano Therapeutics was the market leader in the rapidly growing IVUS catheter
market, with 58.4% market share, This leading position combined with a 45.4% share of
the FFR guidewire market corresponded to 2.2% of the tota] interventional cardiology
device market. In addition, Volcano is developing products for OCT and vulnerable
plaque screening, which are markets that have the potential to grow rapidly once the first

devices and procedures are approved in the United States.

Other Notable Competitors

Other notable competitors in the interventional cardiology market included
AccessClosure with 1.7% market share, Merit Medica] Systems with 1.3% and
Cook Medical with 0.9%,

© iData Research Inc., 2010 www.idataresearch.net 45
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U.S., 2010 (Part 1 of 2)

Boston Scientific

Abbott Laboratories .

Medtronic/Invatec 13.8% 15.1% 9.3% 4.8%

Cordis 2.1% 13.9% 3.8% - - 4
St. Jude Medical - - - - - -
Volcano Therapeutics - - - - - -
AccessClosure - - - - - -
Merit Medical Systems - - - 47:5%
Cook Medical - - - - ~ -
Vascular Solutions - - - - - -
MEDRAD Interventional/Possis - - . - - - -
Terumo - - - - - -
ev3 - - - - -

Galt Medical - — - - -

AngioDynamics - - - - -

Spectranetics - - - - - 35%
Argon Medical - - - 3.1% - -
B. Braun - - - 2.7% 8.3% -
C.R. Bard - - - 1.2% - -
Marine Polymer Technologies - - - - - -
Smiths Medical - - - 2.1% 9.4% -
Teleflex Medical - - - - - -
AngioScore - - 0.3% - - -
FlowCardia - - - - - -
Asahi Medical - - - - - -

Others 0.0% 0.4% 0.3% 0.0% 5.9% 0.0%

Total 100% 100.0% 100.0% - 100.0% 100.0% 100.0% 100.0% 100.0% 100.0%

Market Value (US$M) 32447 $2,124.6 $326.3 $63.4 $24.7 $64.4

1) The market share of market leader in each segment is highlighted.
2) Others include: AccessClosure, Abbott Laboratories, AngioDynamics, Asahi Medical, B. Braun, Boston Scientific, Cook Medical, Cordis,
Polymer Technologies, MEDRAD Interventional/Possis, Medtronic/Invatec, Merit Medical Systems, Smiths Medical, Spectranetics, St. Jude

Source: iData Research Inc.

1.1% 0.0% 0.0%

$98.9 $97.0 $25.9

C. R. Bard, ev3, FlowCardia, Galt Medical, Kensey Nash, Marine
Medical, Teletlex Medical, Terumo, Volcano Therapeutics

!
;!

Page 248 of 483

© iData Research Inc., 2010 www.idataresearch.net

46



U.S. Interventional Cardiology Device Market

Figure 3-10: Leading Competitors, Interventional Cardiology Device Market, U.S., 2010 (Part 2 of 2)

17.9%

- 13.0% - -
18.2% - -

Boston Scientific
Abbott Laboratories -
Medtronic/Invatec 17.1%
Cordis -
St. Jude Medical -
Volcano Therapeutics -
AccessClosure - - - 15.7% - - -
Merit Medical Systems - -
Cook Medical - -
Vascular Solutions

MEDRAD Interventional/Possis
Terumo - 12.4% - 6.1% - -
ev3 - - - - - -
Galt Medical - - 11.3% - - - -
AngioDynamics - - 4.9% - 4.0% - -
Spectranetics 4.7% 2.2% - - - - -
Argon Medical - -
B. Braun - - - - ~ - -
C.R. Bard - - - - 14.1% - -
Marine Polymer Technologies - - - 1.0% - - - -
Smiths Medical - - - - - - - - 0.1%
Teleflex Medical - - 1.9% - - - - - 0.05%
AngioScore - - - - - - - - 0.02%
FlowCardia - 61.5% - - - - - - 0.02%
Asahi Medical - 36.3% - - - - - - 0.01%

Others 0.6% 0.0% 0.0% 2.6% 15.8% 0.0% 0.0% 0.0% 0.9%
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Total 100.0% 100.0% 100.0% 100.0% 100.0% 100.0% 100.0% 100.0% 100.0%

Market Value (US$M) $44.6 $1.6 $99.0 $409.9 $71.3 $28.3 $52.9 $104.8 $3,882.4

CASE O

1) The market share of market leader in each segment is highlighted.

2) Others include: AccessClosure, Abbott Laboratories, AngioDynamics, Asahi Medical, B. Braun, Boston Scientific, Cook Medical, Cordis, C. R. Bard, ev3, FlowCardia, Galt Medical, Kensey Nash, Marine
Polymer Technologies, MEDRAD Interventional/Possis, Medtronic/Invatec, Merit Medical Systems, Smiths Medical, Spectranetics, St. Jude Medical, Teleflex Medical, Terumo, Thomas Medical, Volcano
Therapeutics

Source: iData Research Inc.
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Chart 3-7: Leading Competitors, Interventional Cardiology Device Market, U.S., 2010
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Trademark/Service Mark Application, Principal Register

Serial Number: 85542098

Filing Date: 02/14/2012

The table below presents the data as entered.

SERIAL NUMBER 85542098
MARK INFORMATION -

*MARK ' GUIDEZILLA
STANDARD CHARACTERS YES
USPTO-GENERATED IMAGE YES

LITERAL ELEMENT GU IISEZILLA

The mark consists of standard characters,
MARK STATEMENT without claim to any particular font, style,
size, or color.

REGISTER B Principal

APPLICAN;f INFORMATION | .

*OWNER OF MARK ‘V h | Bo;;on Scientific Scir;xed, Inc”: "

’“STREET | ” One Scimed Place

*CITY Maple Grove

“STATE Minnesota

(Required for U.S. applicants)

*COUNTRY United States

“;iIP/l.’OSTAL CODE | 55311 o
(Required for U.S. applicants only)

PHONE : | “ T612.331-1464 |
FAX N | 61 2-331-2239

EMAIL ADDRESS fnichelle@nrslaw.com

“;_,“E““GAL ENTITY INFORMATION

TYPEM | | Mcorporation |
g ST ATE/COUNTi{Y OF INEORPORATION Minnesota :
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3

GOODS AND/OR SERVICES AND BASIS INFORMATION

INTERNATIONAL CLASS 010

*IDENTIFICATION ' Medical Guide Catheters

FILING BASIS SECTION 1(b) N
ATTORNEY INFORMATION h |

NAME ” Wayne A. Sivert;;ﬁ

ATTORNEY DOCKET NUMBER | 55913.375101

FIRM NAME | Nawrocki, Rooney & Sivertson, P.A.
INTERNAL ADDR_ESS Suite 401, Broadway Place East
STRE;::r ” ”3433 Broadway Street Northeast
CITY W Minneapolis

STATE anesota

ACOUNTRY Umted States

ZE)XSTAL - ) \ s

PH()NEM AAAAA \ 612_3;1-1464

FAX. | 612:331-2239

EMAIL ADDRESS o “ mlchelle@nrsla\TV com

AUTHORIZED TO COMMUNICATE VIA EMAIL : Yes

. ki and Richard C.
OTHER APPOINTED ATTORNEY Lawrence M. Nawrocki and

Stempkovski, Jr.

' CORRESPONDENEE INFORMATION

NAIVIE Wayne A Sivertsonl

FIRM NAME Nawrocki, Rooney & Sivertson, P.A.
INTERNAL ADDRESS . Suite 401, Broadway Place East
STREET 3433 Broadway étreet Northeast
EITY — Minne_ap()hs
”;TATE o Minnesota

COUNTRY United States

ZIP;’POSTAL CODE o | 55413 |

PHONE 612-331-1464 -

FAX %
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FAX 612-331-2239
EMAIL IxDDRESS - micheﬂl‘lg@nrslaw.com |
AUTHORIZED TO COMMUNICATE VIA EMAIL | Yes
FEE ﬂ‘lFORMATION
NUMBER OF CLASSES 1
FEE PER CLASS 1325
*TOTAL FEE DUE N 325
“TOTAL FEE PAID M325 R
SIGNATUlii;Z INFORMATIONM o
SIGNATURE o /WAS3 16/
MSIGNATORY'S NAME ) Wayne A. Sivertson
SIGNATORY'S POSITION Partner andﬁl;&ttorney
DATESIGNED 02/14/2012
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Trademark/Service Mark Application, Principal Register

Serial Number: 85542098
Filing Date: 02/14/2012

To the Commissioner for Trademarks:

MARK: GUIDEZILLA (Standard Characters, see mark)
The literal element of the mark consists of GUIDEZILLA.
The mark consists of standard characters, without claim to any particular font, style, size, or color.

The applicant, Boston Scientific Scimed, Inc., a corporation of Minnesota, having an address of
One Scimed Place
Maple Grove, Minnesota 55311
United States

requests registration of the trademark/service mark identified above in the United States Patent and
Trademark Office on the Principal Register established by the Act of July 5, 1946 (15 U.S.C. Section 1051
et seq.), as amended, for the following:

International Class 010: Medical Guide Catheters
Intent to Use: The applicant has a bona fide intention to use or use through the applicant's related company
or licensee the mark in commerce on or in connection with the identified goods and/or services. (15
U.S.C. Section 1051(b)).

The applicant's current Attorney Information:
Wayne A. Sivertson and Lawrence M. Nawrocki and Richard C. Stempkovski, Jr. of Nawrocki,
Rooney & Sivertson, P.A.

Suite 401, Broadway Place East
3433 Broadway Street Northeast
Minneapolis, Minnesota 55413
United States
The attorney docket/reference number is 55913.375101.

The applicant's current Correspondence Information:
Wayne A. Sivertson
Nawrocki, Rooney & Sivertson, P.A.

Suite 401, Broadway Place East
3433 Broadway Street Northeast

Minneapolis, Minnesota 55413
612-331-1464(phone)
612-331-2239(fax)
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michelle@nrslaw.com (authorized)

A fee payment in the amount of $325 has been submitted with the application, representing payment for 1
class(es).

Declaration

The undersigned, being hereby warned that willful false statements and the like so made are punishable by
fine or imprisonment, or both, under 18 U.S.C. Section 1001, and that such willful false statements, and
the like, may jeopardize the validity of the application or any resulting registration, declares that he/she is
properly authorized to execute this application on behalf of the applicant; he/she believes the applicant to
be the owner of the trademark/service mark sought to be registered, or, if the application is being filed
under 15 U.S.C. Section 1051(b), he/she believes applicant to be entitled to use such mark in commerce;
to the best of his/her knowledge and belief no other person, firm, corporation, or association has the right
to use the mark in commerce, either in the identical form thereof or in such near resemblance thereto as to
be likely, when used on or in connection with the goods/services of such other person, to cause confusion,
or to cause mistake, or to deceive; and that all statements made of his/her own knowledge are true; and
that all statements made on information and belief are believed to be true.

Declaration Signature

Signature: /WAS316/ Date: 02/14/2012
Signatory's Name: Wayne A. Sivertson
Signatory's Position: Partner and Attorney
RAM Sale Number: 10783

RAM Accounting Date: 02/14/2012

Serial Number: 85542098

Internet Transmission Date: Tue Feb 14 13:26:24 EST 2012
TEAS Stamp: USPTO/BAS-63.87.126.58-20120214132624761
762-85542098-490c41684369{8b024dba6bb0518
cd460fd-CC-10783-20120214131056849983
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'Vascular

SOLUTIONS

Qctober 16, 2012

Mr. Kevin Ballinger

President, Interventional Cardiology Division
Boston Scientific

Attn: Mail Stop A225

One Scimed Place

Maple Grove, MN 55311

Dear Kevin,

It was a pleasure to meet you at the LifeScience Alley event on October 2 for Sens. Amy
Klobuchar and Chris Coons. Following up on our conversation about “Guidezilla” guide
catheters after that event, I wanted to make you aware of a U.S. patent that will be issued on
October 23, 2012 and assigned to Vascular Solutions, Inc. concerning guide extensions (US
8,292,850). This i§ in addition to two U.S. patents already issued and assigned to Vascular
Solutions, Inc. in this same area (US 8,048,032 and US 8,142,413). Thave included copies of
both of these two issued patents and a copy of the issue notification of the most recent patent.

If you have any questions concerning these patents, please do not hesitate to give me a call.

Be¥ regards,

HowartHGot
Chief Executive Officer

Encl.
HR/mw

YASCLLAR SOLLITIONS, INC.
6464 Sycamore Court * Minneapolis, Minnesota 55369
PHONE: 763/656-4300 » FAX: 763/656-4250 * www.vascularsolutions.com
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K 123765 Page 1 of 2

Traditionat 510(k) Submission
GUIDEZILLA™ Guide Extension Catheter

Submitter's
Name and
Address

Contact Name
and Information

Prepared

Proprietary
Name

Common Name
Product Code
Classification

Predicate
Devices

Device
Description

{ntended Use /
Indications for
Use

Comparison of
Technological
Characteristics

510(k) Summary MAR 19 2013

per 21 CFR §807.92

Boston Scientific Corporation

One Scimed Place
Maple Grove, MN 55311

Holly Ramirez

Phone: 763-494-2113

Fax: 763-494-2222

e-mail: Holly.Holmes@BSCl.com

06 December 2012

GUIDEZILLA™ Guide Extension Catheter

Guide Catheter

DQY

Class I, 21 CFR Part 870.1250

‘K112082

GuideLiner® V2 Catheter 01 December 2011

The Boston Scientific GUIDEZILLA™ Guide Extension Catheter acts as an
extension to a traditional guide catheter. GUIDEZILLA consists of a proximal

stainless steel hypotube with a tab used for device identification and a distal

guide catheter segment through which interventional devices may be
delivered. The guide catheter segment incorporates two radiopaque marker
bands to aid in positioning the device during the procedure. A hydraphilic
coating is applied to the distal polymer segment of the device.

GUIDEZILLA is a 5F catheter compatible with a 6F guide catheter. The
effective length of the device is 145 cm.

The GUIDEZILLA™ Guide Extension Catheter is intended to be used in
conjunction with guide catheters to access discrete regions of the coronary
and/or peripheral vasculature, and to facilitate placement of interventional

- devices.

The GUIDEZILLA™ Guide Extension Catheter incorporates substantially
equivalent device materials and design, packaging materials and design,
fundamental technology, manufacturing processes, sterilization process and
intended use as the GuideLiner® V2 (K112082).
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Traditional 510(k) Submission K 123765 Page 2 of 2

GUIDEZILLA™ Guide Extension Catheter

Performance Bench testing and biccompatibility testing were performed to support a

Data determination of substantial equivalence. The results of these tests provide
reasonable assurance that the proposed device has been designed and
tested to assure conformance to the requirements for its intended use. No
new safety or performance issues were raised during the testing.

The following biocompatibility tests were completed on the GUIDEZILLA™
Guide Extension Catheter:

Cytotoxicity Direct Contact Hemolysis '
Sensitization Hemolysis Extract
Intracutaneous Reactivity Complement Aclivation
Acute Systemic Toxicity Partial ‘l:hromboplastin Time
Materials Mediated Pyrogenicity In Vitro Hemocompatibility
USP Physicochemical Latex

The following in-vitro performance tests were completed of the GUIDEZILLA™
Guide Extension Catheter:

Effective Length Radiopacity
Outer Diameter Dye Flow
Inner Diameter Coating Integrity
Full Unit Tensile Particulate Evaluation
Kink Resistance Corrosion Resistance
Tip Deflection ) Device Compatibility
Torque Strength Packaging Integrity
Clinical Testing Clinical Evaluation was not required for these devices.
Conclusion Based on the indications for use, technological characteristics, and safety and

performance testing, the GUIDEZILLA™ Guide Extension Catheter has been
shown to be appropriate for its intended use and is considered to be
substantially equivalent to the GuideLiner® V2 (K112082).
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~ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
4 v . Food and Drug Administration
Hivyea 10903 New Hampshire Avenue
' Document Contro} Center — WO66-G609
March 19, 2013 Silver Spring, MD 20993-0002

Boston Scientific Corporation
C/O Holly Ramirez

One Scimed Place

Maple Grove, MN 55311

Re: K123765
Trade/Device Name: Guidezilla™ Guide Extension Catheter

Regulation Number: 21 CFR 870.1250
Regulation Name: Percutaneous Catheter
Regulatory Class: Class II

Product Code: DQY

Dated: February 15,2013

Received: February 19, 2013

Dear Ms. Rémirez:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act.
The general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you; however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

Page 263 of 483



CASE 0:13-cv-01172-JRT-SER Document 12-6 Filed 06/10/13 Page 49 of 52

Page 2 — Ms. Holly Ramirez

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOfficessf CORH/CDRHOffices/ucm115809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, “Misbranding by reference to premarket notification” (21CFR Part

- 807.97). For questions regarding the reporting of adverse events under.the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/Resourcesfor Y ou/Industry/default.htm.

Sincerely yours,

Matthew Gilillebrenner

for Bram Zuckerman, M.D.
Director, Division of Cardiovascular Devices
‘Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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Indications for Use

510(k) Number (if known): K123765

Device Name: GUIDEZILLA™ Guide Extension Catheter

indications for Use: .
The Guidezilla guide extension catheter is intended to be used in conjunction with guide
catheters to access discrete regions of the coronary and/or peripheral vasculature, and
to facilitate placement of interventional devices.

- ) Over-The-Counter Use
Prescription Use X AND/OR
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER
PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Matthew Gsglillebrenner

Boston Scientific Corporation Page 1 of 1
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Va:s-culm

SOLUTIONS
April 25, 2013

Mr. Kevin Ballinger

President, Interventionai Cardiology Division
Boston Scientific

Attn: Mail Stop A225

One Scimed Place

Maple Grove, MN 55311

Dear Kevin,

Following up on my letter to you dated October 16, 2012 (to which | never received a reply), it has come
to my attention that Boston Scientific has commenced clinical uses in the U.S. of the Guidezilla guide
extension catheter. | once again remind you of the three U.S. patents owned by Vascular Solutions on

the concept of guide extension (US 8,048,032, US 8,142413 and US 8,292,850).

By this letter, I request that you provide me with a sample of the Guidezilla catheter (for which | will pay
the normal retail price) to examine in light of Vascular Solutions’ patents. Furthermore, if you have an
analysis of the applicability or inapplicability of these patents to your Guidezilla catheter, | would
request that you provide that to me for my review. Finally, t am willing to sit down with you or any
other Boston Scientific representative to discuss this issue at a mutually convenient place and time.

Please reply to my requests at your earliest convenience.

Be it regards,

‘Howard Root
Chief Executive Officer

VASCULAR SOLUTIONS, iNC,
6464 Sycamore Court ® Minneapalis, Minnesota 55369
PHONE: 763/656-4300 » FAX: 763/656-4250 * www.vasculsrsolutions.com
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Boston
Scientific

May 3, 2013

Mr. Howard Root

Chief Executive Officer
Vascular Solutions, Inc.

8464 Sycamore Court
Minneapolis, Minnesota 55369

Dear Howard,

| am responding to your letter of April 25, 2013. First, as to your letter of October 16, 2012, |
did not respond because it was merely informational and no response was requested.

As to your current letter, | have forwarded it to legal for review. They will contact you
following their review.

Best Regards,

Kevin Ballinger
Global President, Cardiology
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Boston
cientific

NN

_—
XN

Guidezilla™

Guide Extension Catheter (5-in-6) _

Catéter guia con extension (5 en 6}, Cathéter d extension de quide ib dans 6}, Verlangerungs-
fuhrungskatheter {5-in-6}, Prolunga del catetere guida i5-n-61, Gele:deverlengkatheter {5 Fin 6 i,
HAK - THRF VS ay - AF—F (5-in-B) , Ledekateterforiengelse {516],
KaBerripag enékraong odnyot kadetmpa {5 F eviog 6 F), Cateter-guia de Extensdo {5 em 6i,
Forlangningsstyrkateter {5 F for 6 Fl, VezetGhosszabbifté katéter (S F méretd, amely 6 F méretd
vezetdkatéterrel hasznalhato), Prodiuzovaci zavadéci katétr (5 v 6), Przedtuzajacy cewnik
prowadzacy {5 w 6), Ledekateterforleagelse {5-1-6}, Kilavuz Uzatma Kateteri (6'da S)

0.066in
{1.70mm) [u I
Zmm
0.057in (1.45mm} > 0.070in (1.78mm)

Inner Dismerer Guide Catheter Inner Diameter

Faaleatle. 39242-1505
e 2015-03
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Guidezilla™

90244534-01
$0778286-018

ce0344

Made ln USA
Two Scimed Place
Maple Grove, MN 55311 USA

Guidezilla™
6F

Er 39242-1505
15958622

39242-1505
15958622

(R

*+H7493924215050N

RO

“+58601031515958622NQ"

Guidezilla™

Page 5 of 27

U PN ;';:;2)22215050

15958622

Sterilized using
ethylene oxide.

30808663-01

m EU Authorized
Representative
Bosten Scienlific Intetnational S A

55 avenue des Champs Pierreux

TSA SN0t

92729 NANTERRE CEDEX
FRANCE

Legal
Manufacturer

Baston Scientific Corporation

One Boston Scientific Place
Natick, MA 01760-1537

USA

USA Customer Service 888-272-1001

B, ONLY

For single use only.
Do not reuse.

Do Not
Resterilize

Consult instructions
for use.

Do not use if package
is damaged.
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Boston,.
Scientific

Guidezilla™

Guide Extension Catheter (5-in-6)

Catéter guia con extensién (5 en 8), Cathater d’extension de guide (5
guida {5-in-6), Geleideverlengkstheter (5 Fin 6 F}, 74 ¥
KaBetripag enékraong obnyod kabetnpa (5 F evidc 6 F.C
VezetGhosszabbit6 katéter (5 F mérerd, amely.6 F méretd
cewnik piowadzacy (S w 6), Ledekateterforlangalse {5-1-8, Kilavuz Uzatma Kateten {6'da 5}

TLIRFNLay - NF=F (5-in-6) , Ledekatetsrforleangelse {5 i 6},
steter-guie de Extenstio {5 em 8], Frlangningsstyrkateter (5 F for 6 I,
vezetSkatéterrel hasznalhatd), Prodlutovaci zavadacs katetr (5 v 6}, Przediuzajacy

dans b), Verlingerungs-Fahrungskatheter (5-in-6), Prolunga del catstere

2mm

o (1) ——— Mo ‘
90em |
0.066i 25cm = '
u.'mmrlnn) [1..1 ] uc )'-‘_—:-':(:_3

3mm

@ 0.057in (1.45mm}

inner Dismater

@ > 0.070in (1.78mm)

Galde Catheter inner Dinmeter

Peoot 39242-1505 o " 201503

UPN iissieee

15960140

Sterilized using
STERILE ethylens exide.

NG

T
AR

C€0344

Made In USA
Two Scimed Place
Maple Grove, MN 55311 USA

Guidezilla™
6F

39242-1505
15960140

J

2151

I
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B
Q ost()nﬁC

cienti

Guidezilla®

Guide Extension Catheter (5-in-6)

Directions for Use 2
Instrucciones de uso 4
Mode d’emploi 6
Gebrauchsanweisung 8
Istruzioni per I'uso 1"
Gebruiksaanwijzing 13
Instrugdes de Utilizagéo 16
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® [ ™ INTENDED USE/INDICATIONS FOR USE
G u1 d eZ] lla The Guidezilla guide extension catheter is intended to be used in conjunction
with guide catheters to access discrete regions of the coronary and/or peripheral

G Uld e Exte nSion Cath ete r (5_ l n"B) vasculaturs, and to facilitate placement of interventional devices.
CONTRAINDICATIONS

* Vessels less than 2.5 mm in diameter.

ONLY
B . * Vessels in the neurovasculature and the venous system.
Caution: Federal Law {USA) restricts this device to sale by or on the order of 3
physician. WARNINGS
WARNING » Uss prior to the “use by” date as indicated on the label.

» Never advance the Guidezilla device into a vessel without a leading guidewire

" orwithout confirming location using fluoroscopic guidance. Vessel dissection or
For sindl iv. Do ot storilize, f ) perforation may result.

e e o o e T Dot v oy of v Gl o o ae s

. . L ) A be taken to avoid vessel ischemia or vascular damage.

device failure which, in turn, may result in patient injury, iliness or death. Reuse,
reprocessing or resterilization may also create a risk of contamination of the device
and/or cause patient infection or cross-infection, including, but not limited to, the

transmission of infectious disease(s) from one patient to another. Contamination of

the device may lead to injury, illness or death of the patient. * This is a non-torqueable device. Torqueing the device may result in wire wrap or
damage to the device or vessel.

¢ Never advance the Guidezilla device into a vessel with an effective diameter
less than 2.5 mm. Vessel injury, ischemia, and/or occlusion may result. If
pressure in a vessel dampens after inserting the Guidezilla catheter, withdraw
the Guidezilla catheter until the pressure returns to normal.

Contents supplied STERILE using an ethylene oxide (EQ) process. Do not use if sterile
barrier is damaged. If damage is found, call your Boston Scientific representative.

* Where there is limited clearance hetween interventional devices and the distal
guide segment lumen, those devices must be advanced and withdrawn slowly
with the hemostasis valve open to reduce the risk of embolism.

After use, dispose of product and packaging in accordance with haspital,
administrative and/or local government palicy.

DEVICE DESCRIPTION

The Guidezilla guide extension catheter is a single lumen rapid exchange catheter
npatible with 6F guide catheters and may be placed over an exchanged length
180 cm guidewire. The 145 cm device has a stainless steel proximal shaft with a PRECAUTIONS

25 cm single lumen distal guide segment with a hydrophilic coating. *» Inspect the device prior to use for any bends or kinks. Any device damage may

The Guidezilla device has two platinum-iridium marker bands, which enable visibility decrease the desired performance characteristics.
while using standard fluoroscopic methods. The distal marker band is located 2 mm *» The device lumen should be thoroughly flushed with heparinized saline prior

from the distal tip. The proximal marker band is located 3 mm dista! to the opening 1o use.

of the guide segment. The device has two positioning marks lacated at 90 cm (single + This device should be used only by physicians thoroughly trained in

mark) and 100 cm (double mark) from the distal tip, respectively. percutaneous, intravascular techniques and procedures.

The Guidezilla device is delivered through a guide catheter resulting in an inner  « Precautions to prevent or reduce clotting should be taken when any catheter
dismeter that is approximately 1 French size smaller than the guide catheter. The is used in the vascular system. Use of systemic hepainization and heparinized
Guidezilla device has a proximal tab which indicates inner diameter and guide sterile solution should be considered.

catheter compatibiliy. * Exercise care in handling of the device during a procedure to reduce the

Table 1. Compatibility Information possibility of accidental breakage, bending or kinking.

. " P * When the device is in the body, it should be manipulated only under fluoroscopy.
Model %:T:::;g': Com%t;ttl::e(:uide G&::e:n{l)la Do not attempt to muvg thg devic? without observing the resultant t.ip response.
6F/>0070inlD . Ne_ver advance the Gundgzrlla device more than 15 &m beyond the tip of the
BF (5-in-6) | <0.014in {036 mm} | ~ 0 _,,é mm) - 057 in {1.45 mm) guide catheter. Further distal advancement of the Guidezilla device could cause
: the entire guide segment to track outside of the guide catheter and impede
co withdrawal of the device.
NTENTS . « If strong resistance is encountered during manipulation of the devices, do not
Oty Material force passage. Determine the cause of the resistance before proceeding. If the
One(1)  Single-use Guidezilla guide extension catheter cause cannot be removed, withdraw all devices simultanaously.
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ADVERSE EVENTS

The adverse events include, but are not limited to:

* Vessel trauma {e.g., perforation, dissection)

= Vascular complication {e.g., puncture site complication)
+ Thrombus

* Renal failure

* Slow-flow/occlusion

* Allergic reaction

+ Death

* Emboli

* Hemorrhage/hematoma (e.g., vascular access complication)
* Infection

* Myocardial infarction

* Arterial spasm

* {intimal disruption

HOW SUPPLIED

Packaging is designed to maintain sterility according to expiration date on the label.
Do not use if package is opened or damaged, Do not use if labeling is incomplete
or illegible.

Other items required but not provided:

¢ Guide catheter with an inner diameter large enough to accommodate the
Guidezilla™ device

~ Y-adaptor with hemostasis valve
Guidewire with diameter < 0.014 in {(0.36 mm)
¢ Sterile syringe {for system flushing)
* Sterile heparinized saline {for system flushing)
Handling and Storage
Store in a cool, dry, dark place.

OPERATIONAL INSTRUCTIONS

Preparations for Use

1. Prior to use, carefully inspect the Guidezilia device packaging and components
for damage.

2. Using sterile technique, transfer the protective tubing with the Guidezilla device
into the sterile field.

3. Carefully remove the Guidezilla device from its protective tubing. Do not bend or
kink the device during removal.

4. Immerse the distal guide segment in heparinized saline solution.

Delivery Procedure

Deliver the Guidezilla device according to the following steps:

1. Secure the previously inserted guidewire and backload the distal tip of the
Guidezilla device onto the guidewire and advance until the device is just
proximal 1o the hemostasis valve.

2. Open the hemostasis valve and advance the Guidezilla device through the
hemostasis valve and into the guide catheter.

Document 12-7 Filed 06/10/13 Page 10 of 27

3. Under fluoroscopy, advance the Guidezilla device up to a8 maximum of 15 ¢m
beyond the distal tip of the guide catheter and into the desired location within
the vessel.

Warning: Due ta the size and non-tapered tip of the Guidezilla device, extreme
care must be taken to avoid vessel occlusion and damage to the wall of the
vessels through which this catheter passes.

Warning: Never advance the Guidezilla device into a vessel with an effective
diametar less than 2.5 mm. Vessel injury, ischemia, and/or occlusion may result.
If pressure in a vessel dampens after inserting the Guidezilla catheter, withdraw
the Guidezilla catheter until the pressure returns to normal.

4. Using fluoroscopy, confirm the desired position of the Guidezilla device in the
vessel.

5. If performing an interventional procedure, backioad the interventional device
over the guidewire and advance the device through the guide catheter and
Guidezilla device into the desired vascular space.

Note: Use caution when advancing the interventional device into the distal
guide segment.

6. Tighten the Y-adaptor hemostasis valve securely on the proximal shaft of the
Guidezilla device to prevent back-bleeding.

7. Perform the catheterization procedure. After completing the procedure, remove
the Guidezilla device prior to removing the guide catheter from the vessel,

WARRANTY

Boston Scientific Corporation {BSC) warrants that reasonable care has been used
in the design and manufacture of this instrument. This warranty is in lieu of and
excludes all other warranties not expressly set forth herein, whether express or
implied by operation of law or otherwise, including, but not limited to, any implied
warranties of merchantability or fitness for a particular purpose. Handling, storage,
cleaning and sterilization of this instrument as well as other factors refating to the
patient, diagnosis, treatment, surgical procedures and other matters beyond BSC's
controt directly affect the instrument and the results obtained from its use. BSC's
obligation under this warranty s limited to the repair or replacement of this instrument
and BSC shall not be liable for any incidental or consequential loss, damage or
expense directly or indirectly arising from the use of this instrument. BSC neither
assumes, nor authorizes any other person ta assume for it, any other or additional
liability or responsibility in connection with this instrument. BSC assumes no liability
with respect to instruments reused, reprocessed or resterilized and makes no
warranties, express or implied, including but not limited to merchantability or
fitness for a particular purpose, with respect to such instruments.
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Guidezilla® con.  Motr

Un {1} catéter guia con extension de un solo uso Guidezilla

Catéter guia con extensién (5 en 6) USO INDICADO / INDICACIONES DE USO
El catéter guia con extension Guidezilla estéd indicado para utilizarse junto con
RONLY catéteres guia para acceder a regiones aisladas de la vasculatura periférica o
coronaria, y para facilitar la colocacion de dispositivos quirlirgicos,

Precancion: las leyes federales de los Estados Unidos sélo permiten la venta de

este dispositivo bajo prescripcion facuitativa. CONTRAINDICACIONES
« Vasos de didmetro inferior a 2,5 mm.
ADVERTENCIA * Vasos de la neurovasculatura y del sistema venoso.

El contenida se suministra ESTERIL mediante éxido de etileno (OE). No usar si la
barrera estéril estd dafiada. Si se encuentran dafios, llamar al representante de ADVERTENCIAS

Boston Scientific. « Utilice este producto antes de |a fecha de caducidad indicada en la etigueta.
Para un solo uso. No reutilizar, reprocesar o reesterilizar. La reutilizacion, o Ng haga avanzar nunca un dispositivo Guidezilla en un vaso sin una guia de
el reprocesamiento o la reesterilizacion pueden comprometer la integridad direccion o sin confirmar la ubicacion mediante orientacién fluoroscépica.
estructural del dispositive y/o causar su fallo, lo que a su vez puede resultar en Puede provocar diseccion o perforacion vascular.

lesiones al paciente, enfermedad o Ja muerte. La reutilizacion, el reprocesamiento
o la reesterilizacion pueden también crear el riesgo de contaminacion del
dispositivo y/o causar infeccién o infeccién cruzada al paciente, que incluys,
Bntre otros, la transmisién de enfermedades infecciosas de un paciente a otro.
La contaminacién del dispositivo puede causar lesiones, enfermedad o la muerte
del paciente.

Después de su uso, desechar el producto y su envase de acuerdo a las normas de!
hospital, administrativas y/o de las autoridades locales.

» Debido al tamafio y la punta no cénica del dispositivo Guidezilla, se debe
actuar con suma precaucion para evitar dafios o isquemias vasculares.

» Cuando el espacio existente entre los dispositivos quirdrgicos y el lumen del
segmento guia distal es limitado, dichos dispositivos deben hacerse avanzar y
retirarse lentamente con la valvula hemostatica abierta para reducir el riesgo
de embolia.

+ Este dispositivo no se puede torcer. La torsion del dispositive puede provocar el
enrascamiento de 1a guia o dafios en el dispositivo o vaso.

" _SCRIPCION DEL DISPOSITIVO « Nointroduzca nunca el dispositive Guidezilla en un vaso de didgmetro efectivo
inferior a 2,5 mm. Puede ocasionarse una lesion, isquemia y/u oclusion vascular.
Sila presidn de un vaso desciende despuds de insertar el catéter Guidezilla,
extréigalo hasta que la presitn vuelva a ser normal.

El catéter guia con extension Guidezilla es un catéter de intercambio répido de
un solo lumen compatible con catéteres guia de 6 F y puede colocarse sobre
una guia de 180 c¢m o de longitud intercambiable. El dispositivo de 145 cim tiene
un cuerpo proximal de acera inoxidable con un segmento gufa distal de un solo
iumen de 25 cm y revestimiento hidréfito.

El dispositive Guidezilia tiene dos bandas marcadoras de platino-inidio, que
le proporcionan visibilidad durante a utilizacién de métodos fluoroscépicos

PRECAUCIONES

« Inspeccione el dispasitivo antes de utilizarlo para verificar que no tiene
pliegues ni acodamientos. Cualquier dafio en el dispositivo puede disminuir el

estandar. La banda marcadora distal esté situada a 2 mm de la punta distal. La rendimiento del procedimiento. '

banda marcadora proximal esté situada a 3 mm de la abertura del segmento guia. + Ellumen del dispositivo debe irrigarse completamente con solucidn salina

El dispositivo dispone de dos marcas de posicion situadas a 90 cm (marca Gnica) heparinizada antes de utilizarse.

y 100 cm {marca doble} de la punta distal, respectivamente. « Solo los médicos debidamente preparados en |a realizacion de intervenciones
El dispositivo Guidezilla se introduce a través de un catéter guia, dando lugar a y técnicas percutdneas e intravasculares deben utilizar este dispositivo.

un didmetro interno de aproximadamente 1 French menos que el catéter guia. El « Cuanda se usen catéteres en el sistema vascular, deberan tomarse
dispositivo Guidezilia tiene una lengiieta proximal que indica el didmetro interno y precauciones para evitar o reducir la coagulacion. Debe considerarse el uso
la compatibilidad def catéter guia. de heparinizacién sistémica y solucion salina heparinizada.

* Manipule el dispositivo con cuidado durante la intervencién para reducir fa
posibifidad de acodamientos, dobleces o roturas accidentales.
+ Cuando el dispositivo esté dentro del cuerpo, solo debe manipularse bajo
fluoroscopia. No intente mover el dispesitivo sin ohservar la respuesta
6F(5en6) | 50,014in (0,36 mm) 20 E/a 0. de 0,057 in {1,45 mm) correspondiente de la punta.
0,070in (1,78 mm) . L I . , i
» No haga avanzar nunca el dispositivo Guidezilla més de 15 cm mas alla de
la punta del catéter guia. Si el dispositivo Guidezilla se hace avanzar-a mas
profundidad en direccion distal, el segmento guia completo podria soltarse
del catéter guia e impedir la extraccion del dispositivo.

Tabla 1. Informacion sobre compatibilidad

Catéter guia 0.1 min. de
compatible Guidezilla

Modelo ' Guia compatible
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Si se percibe una fuerte resistencia durante la manipulacion de los
dispositivos, no fuerce su introduccién, Antes de proceder, es necesario
determinar la causa de dicha resistencia. Si la causa no se puede eliminar,
retire todos los dispositivos de forma simultanea.

EPISODIOS ADVERSOS
Entre los episodios adversos se incluyen:

»

Traumatismo vascular (p. ej., perforacién o diseccion}
Complicaciones vasculares (p. e}, complicaciones en el lugar de la puncion)
Trombos

Insuficiencia renal

Flujo lentofoclusion

Reaccion alérgica

Muerte

Embolos

Hemorragia/hematoma {p. e]., complicaciones de accesa vascular)
Infeccion

Infarto de miocardio

Espasmo arterial

Ruptura de la intima

PRESENTACION

El envase esta disefiado para proporcionar la esterilidad segin figura en la facha
de caducidad de Ja etiqueta. No utilizar si el envase esta abierto o dafiado. No
“Hlizar si la etiqueta esta incompleta o ilegible.

.

os slementos necesarios gue no se suministran:

Catéter guia con didmetro interno lo suficientemente grande para albergar el
dispositivo Guidezilla™

Adaptador en Y con valvula hemostética

Guia con didmetro < 0,014 in (0,36 mm)

Jeringa estéril {para irrigar el sistema)

Solucién salina heparinizada estéril {para irrigar el sistema)

Manipulacién y almacenamiento
Almacenar en un lugar oscuro, seco y fresco.

INSTRUCCIONES DE FUNCIONAMIENTO
Preparacion para el uso

1.

Antes de utilizar, inspeccione cuidadosamente el envase y ios componentes
del dispositivo Guidezilla para verificar que no existe ningiin dafio.

. Con una técnica estéril, transfiera el dispositivo Guidezilla en el tubo protector

a un entorno estéril.

. Extraiga cuidadosamente el dispositivo Guidezilla del tubo protector. No doble

ni tuerza el dispositivo durante la extraccion.

. Introduzca el segmento guia distal en la solucion salina heparinizada.

Procedimiento de introduccidn

Introduzca el dispositivo Guidezilla siguiendo los pasos que se indican

a continuacién:

1. Asegure la guia insertada previamente, cargue la punta distal del dispositivo
Guidezilla en la guia desde la parte posterior y haga que avance hasta que
el dispositive se encuentre en paosicién proximal con respecto a la valvula
hemostatica.

2. Abra la valvula hemostética y haga avanzar el dispositivo Guidezilla a través
de la valvula hemostatica hasta el catéter guia.

3. Bajo fluoroscopia, haga avanzar el dispositivo Guidezilla hasta un maximo de
15 cm mas alla de la punta distal del catéter guia, en el lugar deseado del vaso.

Adventencia: debido al tamafio y la punta no conica del dispositivo Guidezilla,
se debe actuar con suma precaucion para evitar dafios en las paredesy
oclusiones vasculares por donde pasa el catéter.

Advertencia; no introduzca nunca el dispositivo Guidezilla en un vaso de
diametro efectivo inferior a 2,5 mm. Puede ocasionarse una lesion, isquamia y/u
oclusion vascular. Si la presion de un vaso desciende después de insertar el
catéter Guidezilla, extrdigalo hasta que la presion vuelva a ser normal.

4. Bajo fluoroscopia, confirme la posicion deseada del dispositivo Guidezilla en
el vaso.

5. Sise lleva a cabo un procedimiento quirGrgico, cargue el dispositivo quirdrgico
desde la parte posterior sobre la guia y haga que avance hasta el espacio
vascular deseado a través del catéter guia y del dispositive Guidezilla.

Nota: haga avanzar el dispositivo quirGrgico en el segmento guia distal
con pracaucion.

6. Apriete el adaptador en Y de la valvula hemostética y asegtrelo al cuerpo
proximal del dispositivo Guidezilla para evitar el sangrado retrogrado.

7. Realice el procedimiento de cateterismo, Tras completar ef procedimiento,
extraiga el dispositivo Guidezilla antes de retirar el catéter guia del vaso.

GARANTIA

Boston Scientific Corporation {BSC) garantiza que se ha puesto un cuidado
razonable en el disefio y la fabricacion de este instrumento, Esta garantia sustituye
a cualquier otra que no se mencione expresamente en este documento, ya sea de
forma explicita o implicita por ley o de otre modo, incluida, entre otras, cualquier
garantia implicita de comerciabilidad o de adecuacion para un fin concreto. La
manipulacién, el almacenamiento, la limpieza y la esterilizacion de este instrumento,
asi como otros aspectos relacionados con el paciente, el diagnéstico, el tratamiento,
las intervenciones quirlirgicas y cualquier otro aspecto ajeno al control de BSC
afectan directamente a este instrumento y a los resuitados que puedan ohtenerse de
su uso. La responsabilidad de BSC en virtud de esta garantia se limita a la reparacion
0 sustitucion de este instrumento y BSC no asumird responsabilidad alguna por
pérdidas accidentales o consecuentes, por dafios ni por gastos directes o indirectos
que pueda ocasionar el uso de este instrumento. BSC tampoco asume ninguna otra
obligacion o responsabilidad relacionada con este instrumento ni autoriza a ninguna
persona a que lo haga en su nombre. BSC rechaza cualguier responsabilidad con
respecto a instrumentos reutilizados, reprocesados o reesterilizados y, respecto a
los mismios, no ofrece garantia alguna, ya sea explicita o implicita, incluyendo
entre otras la de comerciabilidad y adecuacion para un fin concreto.
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Guidezilla”

Cathéter d’'extension de guide (5 dans 6)

R ONLY

Avertissement : Selon la loi fédérale américaine, ce dispositif ne peut &tre vendu
que sur prescription d'un médecin.

MISE EN GARDE

Contenu STERILISE 4 'oxyde d'éthyléne (OE). Ne pas utiliser si I'emballage stérile
est endommagé. Si le produit est endommagé, contacter le représentant de
Boston Scientific.

A usage unique. Ne pas réutiliser, retraiter ou restériliser. La réutilisation, le
retraitement ou la restérilisation de ce dispositif risquent de compromettre
son intégrité structurelle et/fou d'entrainer son dysfonctionnement, risquant de
provoguer des blessures, des maladies ou le décés du patient. De plus, une telle
action risque d'entrainer la contamination du dispositif et/ou l'infection croisée du
patient, y compris la transmission de maladies infectieuses d'un patient 4 un autre.
La contamination du dispositif peut causer des blessures, des maladies ou Ie décés
du patient.

Aprés utilisation, éliminer le produit et Femballage conformément au réglement de
I"établissement, de I'administration et/ou du gouvernement local.

“SCRIPTION DU DISPOSITIF
< cathéter d'extension de guide Guidezilla est un cathéter 4 lumiére unigue 3
échange rapide compatible avec des cathéters-guides de 6 F qui peut étre placé
sur une longueur d'échange ou sur un guide de 180 cm. Le dispositif de 145 cm est
constitué d'un corps proximal en acier inoxydable avec segment de guide distal &
lumiére unique de 25 cm recouvert d’un revétement hydrophile.
Le dispositif Guidezilla comporte deux repéres en platine iridié, qui permettent de
le visualiser lors de l'utilisation de méthodes radioscopiques standard. Le repére
distal est situé 3 2 mm de 'extrémité distale. Le repére proximal se trouve 3 mm
en aval de l'ouverture du segment de guide. Le dispositif comporte deux repéres
de positionnement situés & 90 cm (repére unigue) et 100 cm {repére double) de
I'extrémité distale, respectivement,
Le dispositif Guidezilla est mis en place & I'aide d'un cathéter-guide et 8 un diamétre
interne qui est environ 1 French inférieur & celui du cathéter-guide. Le dispositif
Guidezilla comporte une languette proximale qui indique le diameétre interne et la
compatibilité avec le cathéter-guide.

Tableau 1. informations relatives & fa compatibilité

y oo | o b Cathéter-guide S
Mogel?_s. Bugqe.con?ailblq | compatibte @ int. min, Guidezilla
6F . . Bint.26F/20070in .
(5 dans 6) <0,014 in {0,36 mm) 1,78 mm} 0,057 in (1,45 mm)
CONTENU
Qte Matériel
Un (1) Cathéter d’extension de guide Guidezilla & usage unique

UTILISATION/INDICATIONS

Le cathéter d'extension de guide Guidezilla est destiné 3 &tre utilisé en conjonctian
avec des cathéters-guides pour accéder & des sites particuliers du systéme
vasculaire coronaire et/ou périphérique et pour faciliter la mise en place de
dispaositifs interventionnels.

CONTRE-INDICATIONS

* Vaisseaux de diamétre inférieur 3 2,6 mm.

* Vaisseaux du systéme neuro-vasculaire et veineux.

MISES EN GARDE

» Utiliser avant la date limite d'utilisation figurant sur I'étiquette.

* Ne jamais faire progresser le dispositif Guidezilla dans un vaisseau sans guide
ou sans confirmer I'emplacement sous surveillance radioscopique, au risque
d'entrainer une dissection ou une perforation du vaisseau.

+ Enraison de la taille et de 'extrémité non effilée du dispositif Guidezilla, faire
preuve d'extréme précaution pour éviter une ischémie du vaisseau ou des
dommages vasculaires.

« S'il existe un espace réduit entre les dispositifs interventionnels et 1a lumigre du
segment de guide distal, faire avancer ou retirer ces dispositifs lentement avec
la valve hémostatique ouverte pour réduire le risque d’embolie.

+ Ce dispositif ne peut pas étre tordu. Une torsion du dispositif peut causer un
enroulement du guide ou endommager le vaisseau ou le dispositif.

» Ne jamais faire progresser un cathéter Guidezilla dans un vaisseau présentant
un diamétre efficace inférieur & 2,5 mm, au risque d'entrainer des lésions
vasculaires, une ischémie et/ou une occlusion. Sila pression diminue au
sein d'un vaisseau aprés insertion du cathéter Guidezilla, retirer le cathéter
Guidezilla jusqu'au rétablissement de la pression normale.

PRECAUTIONS

* Avant toute utilisation, vérifier que le dispositif n'est ni plié ni courbé. Uefficacité
du dispositif peut étre compromise s'il est endommagé.

* Lalumiére du dispositif doit étre complétement rincée avec du sérum
physiologique hépariné avant utilisation.

* (e dispositif ne doit 8tre utilisé que par des médecins diiment formés aux
technigues et procédures intravasculaires percutanées.

» Des précautions doivent étre prises pour éviter ou réduire la formation de
caillots lors de I'utilisation de tout cathéter dans le systéme vasculaire. Le
recours 3 une héparinisation systémique et ' utilisation de sérum physiologique
hépariné doivent étre envisagés.

* Ne manipuler le dispositif pendant une procédure qu'avec beaucoup de
précaution pour éviter de le casser, de le courber ou de le plier.

* Une fois le dispositif introduit dans F'organisme, ne le manipuler que sous
radioscopie. Ne pas tenter de déplacer le dispositif sans observer la réaction de
I'extrémité.

+ Ne jamais faire progresser le dispositif Guidezilla plus de 15 cm au-deld
de P'extrémité du cathéter-guide. Une prograssion distale plus avancée du
dispositif Guidezilla pourrait entrainer la totalité du segment de guide hors du
cathéter-guide, ce qui pourrait empécher le retrait du dispositif.

» En cas de forte résistance lors de la manipulation des dispositifs, ne pas
forcer le passage. Déterminer la cause de la résistance avant de continuer.
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Sila résistance en cause ne peut pas 8tre résolue, retirer tous les dispositifs
simuftanément.

EVENEMENTS INDESIRABLES
Les événements indésirables incluent notamment :

.

»

Lésion vasculaire {par exemple, dissection, perforation)

Complication vasculaire {par exemple, complication au site de ponction}
Thrombus

Insuffisance rénale

Débit lent/occlusion

Reéaction allergigue

Décés

Embolie

Hémorragie/hématome (par exemple, complication de 'accés vasculaire)
Infection

Infarctus du myocarde

Spasme artériel

Rupture intimale

PRESENTATION

Cet emballage est congu pour préserver la stérilité du produit jusqu'a la date de
péremption indiquée sur I'étiquette. Ne pas utiliser si Femballage est ouvert ou
endommagé. Ne pas utiliser si I'étiquetage est incomplet ou illisible.

Autre matériel requis, mais non fourni :

-

L]

Cathéter-guide de diamétre interne de taille suffisante pour admettre le
dispositif Guidezilla™

Adaptateur en Y avec valve hémostatique

Guide de diamétre < 0,014 in (0,36 mm)

Seringue stérile {pour le ringage du systéme)

Sérum physiologique stérile héparing {paur le ringage du systéme)

Manipulation et stockage
Conserver dans un endroit sec, & I'abri de la lumiére et de la chaleur.

INSTRUCTIONS D'UTILISATION
Préparation

1.

4,

Avant toute utilisation, inspecter soigneusement |'emballage et les composants
du dispositif Guidezilla & la recherche de dommages éventuels.

. En utilisant une technique stérile, transférer le tube de protection contenant le

dispositif Guidezilla dans le champ stérile.

. Retirer avec précaution ie dispositif Guidezilla de son tube de protection. Ne pas

courber ou tordre le dispositif lors du retrait.
Immerger le segment de guide distal dans du sérum physiologigue hépariné.

Procédure de mise en place
Mettre en place le dispositif Guidezilla selon les étapes svivantes

1.

Fixer le guide introduit précédemment et insérer I'extrémité distale du dispositif
Guidezilla sur le guide, puis faire progresser le dispositif jusqu’a ce qu'il se
trouve juste en amont de la valve hémostatique.

2. Ouvrir la valve hémostatique et faire progresser le dispositif Guidezilla par la
valve hémostatique et dans le cathéter-guide.

3. Sous radioscopie, faire progresser le dispositif Guidezilla jusqu‘a un maximum
de 15 cm au-dela de extrémité distale du cathéter-guide et & 'emplacement
souhaité dans le vaisseau.

Mise en garde : En raison de la taille et de I'extrémité non effilée du dispositif
Guidezilla, faire preuve d’extréme précaution pour éviter une occlusion du
vaisseau et des lésions des parois vasculaires lors du passage du cathéter.

Mise en garte ; Ne jamais faire progresser un cathéter Guidezilla dans

un vaisseau présentant un diameétre efficace inférieur & 2,5 mm, au risque
d'entrainer des lésions vasculaires, une ischémie et/ou une occlusion: Sifa
pression diminue au sein d'un vaisseau aprés insertion du cathéter Guidezilla,
retirer le cathéter Guidezilla jusqu’au rétablissement de la pression normale.

4. Sous radioscopie, confirmer la position souhaitée du dispositif Guidezilla dans le
vaisseau.

5. Dans le cas d’une procédure interventionnelle, insérer le dispositif
interventionnel sur le guide et faire progresser le dispositif par le cathéter-
guide et le dispositif Guidezilla dans I'espace vasculaire désiré.

Remarque : Faire preuve de prudence lors de la progression du dispositif
interventionnel dans le segment de guide distal.

6. Serrer la valve hémostatique de V'adaptateur en Y sur le corps proximal du
dispositif Guidezilla pour éviter tout refiux de sang.

1. Effectuer la procédure de cathétérisme. Une fois la procédure terminée, retirer
le dispositif Guidezilla avant de retirer fe cathéter-quide du vaisssau.

GARANTIE

Boston Scientific Corporation (BSC) garantit que cet instrument a été congu et
fabrigué avec un soin raisonnable. Cette garantie remplace et exclut toute autre
garantie non expressément formulée dans le présent document, qu'elle soit
explicite ou implicite en vertu de la loi ou de toute autre maniére, y compris
notamment toute garantie implicite de qualité marchande ou d'adaptation & un
usage particulier. La manipulation, le stockage, le nettoyage et la stérilisation de
cetinstrument ainsi que les facteurs relatifs au patient, au diagnostic, au traitement,
aux procédures chirurgicales et autres domaines hors du contrdle de BSC,
affectent directement l'instrument et les résultats obtenus par son utilisation. Les
obligations de BSC selon les termes de cette garantie sont limitées a la réparation
ou au remplacement de cet instrument. BSC ne sera en aucun cas responsable des
pertes, dommages ou frais accessoires ou indirects découlant de t'utilisation de cet
instrument. BSC n"assume, ni n’autorise aucune tierce personne & assumer en son
nom, aucune autre responsabilité ou obligation supplémentaire liée & cet instrument.
BSC ne peut étre tenu responsable en cas de réutilisation, de retraitement ou de
restérilisation des instruments et n'assume aucune garantie, explicite ouimplicite,
y compris notamment toute gerantie de qualité marchande ou d'adaptation 3 un
usage particulier concernant ces instruments.
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Guidezilla®

Verlangerungs-Fiihrungskatheter (5-in-6)

B, ONLY

Vorsicht: Laut Bundesgesetz der USA darf diese Vaorrichtung ausschlieBlich an
einen Arzt oder auf dessen Anordnung verkauft werden.

WARNHINWEIS

Der Inhalt wurde mit Ethylenoxid (EG) STERILISIERT. Bei beschidigtem sterilen
Verpackungssiegel nicht verwenden. Im Falle von Beschédigungen Kontakt mit
einem Vertreter von Bostan Scientific aufnehmen.

Fiir den einmaligen Gebrauch. Nicht wiederverwenden, wiederaufbereiten oder
resterilisieren. Die Wiederverwendung, Wiederaufbereitung oder Resterilisation
kann eine Beeintrdchtigung der strukturellen Unversehrtheit der Vorrichtung
und/oder ein Versagen der Vorrichtung zur Folge haben, was wiederum zu
Erkrankungen, Verletzungen oder zum Tod des Patienten fiihren kann. Eine
Wiederverwendung, Wiederaufbereitung oder Resterilisation der Vorrichtung
erhoht ebenfalls das Kontaminationsrisiko bzw. das Risiko einer Infektion des
Patienten oder einer Kreuzinfektion. Hierzu gehdrt u. a. die Ubertragung von
Infektionskrankheiten von Patient zu Patient. Eine Kontamination der Vorrichtung
kann zu Verletzungen, Erkrankungen oder zum Tod des Patienten filhren.

Nach dem Gebrauch das Produkt und die Verpackung gemiR den Bestimmungen
"5 Krankenhauses, administrativen und/oder drilichen Regelungen entsorgen.

BESCHREIBUNG DER VORRICHTUNG

Der Guidezilla Verlangerungs-Fiihrungskatheter ist ein Rapid Exchange-Katheter
mit sinem einzeinen Lumen, der mit § F Fiihrungskathetern kompatibel ist, und
kann iiber einen Filhrungsdraht mit Wechselidnge oder einen Filhrungsdraht von
180 cm Lénge platziert werden. Die 145 cm lange Vorrichtung hat einen proximalen
Edelstahlschaft mit einem 25 c¢m langen distalen Einzellumen-Fiihrungssegment
mit hydrophiler Baschichtung.

Die Guidezilla Vorrichtung verfiigt (ber Platin-lridium-Markierungsbénder,
die die Sichtbarkeit bei der Verwendung fluoroskopischer Standardmethoden
ermdglichen. Das distale Markierungsband befindet sich 2 mm von der distalen
Spitze. Das proximale Markierungsband befindet sich 3 mm distal der Offnung
des Fiihrungssegments. Die Varrichtung hat zwei Positionierungsmarkierungen,
die sich 90 cm {einfache Markierung) bzw. 100 cm {doppelte Markierung) von der
distalen Spitze befinden.

Die Guidezilla Vorrichtung wird tiber einen Flihrungskatheter eingefiihrt, was
einen Innendurchmesser ergibt, der etwa 1 French-Grofe kieiner ist als der
Fiihrungskatheter, Die Guidezilla Vorrichtung verfiigt {iber einen proximalen
Streifen, der die Kompatibilitdt von Innendurchmesser und Fithrungskathetar
anzeigt.

Tabelle 1: Kompatibilitatsinformationen

, Kompatibler Kompatibler -
. Modell Fiihrungsdraht Filhrungskatheter |- Guidezilla Min. 1D
6F (sine) | <0014infozmm) | *°F/ égﬂ)‘“ D1 0,057 in (1,45 mm)
INHALY

Anz.  Material
Ein (1) Guidezilla Verlangerungs-Fiihrungskatheter fiir den einmaligen Gebrauch

VERWENDUNGSZWECK/INDIKATIONEN

Der Guidezilla Verldngerungs-Fithrungskatheter dient zur Verwendung in
Verbindung mit Fihrungskathetern flir den Zugang zu diskreten Bereichen
der Koronar- und/oder peripheren GefdBe und zur einfacheren Platzierung
interventioneller Vorrichtungen.

KONTRAINDIKATIONEN
* GefdlBe mit einem Durchmesser von weniger als 2,6 mm
» GeféBe im neurovaskuldren Bereich oder im vendsen System

WARNHINWEISE

* Vor dem auf dem Produktetikett angegebenen Verfallsdatum (, Verwendbar
bis”) verwenden.

*» Die Guidezilla Vorrichtung niemals ohne einen leitenden Fihrungsdraht oder
ohne Bestatigung der Position unter Rontgendurchieuchtung in ein GefdR
vorschieben. Andernfalls kann es zu Gef4Rdissektion oder -perforation
kommen.

» Aufgrund der Gr8e und der nicht konischen Spitze der Guidezilla Vorrichtung
muss duBerst vorsichtig vorgegangen werden, um eine GefdRischidmie oder
-verietzung zu vermeiden.

* Wenn nur ein geringer Abstand zwischen der interventionellen Vorrichtung
und dem distalen Lumen des Filhrungssegments vorliegt, muss diese
Vorrichtung bei gedffnetem Hémostaseventil fangsam vorgeschoben bzw.
zuriickgezogen werden, um das Embolierisiko zu verringern.

* Die Vorrichtung ist nicht torsionsstabil. Ein Torquieren der Vorrichtung kann
zu einer Wicklung des Drahts oder einer Beschéddigung von Vorrichtung oder
GefdB fiihren.

» Die Guidezilla Vorrichtung niemals in ein Gefa mit einem effektiven
Durchmesser von weniger als 2,5 mm vorschieben, Dies kann zu einer
GefaRverletzung, Ischamie undfoder Okklusion fiihren. Wenn der Druck in
einem Gefif nach dem Einfiihren des Guidezilla Katheters abnimmt, den
Guidezilla Katheter zurlickziehen, bis der Druck wieder normal ist.

VORSICHTSMASSNAHMEN

-+ Vorrichtung vor Verwendung auf Verbiegungen und Knicke prisfen. Eine
beschédigte Vorrichtung kann die gewiinschte Leistung beeintrachtigen.

« Das Vorrichtungslumen vor Verwendung sorgfaltig mit heparinisierter
Kochsalzlosung spiilen. :

+ Die Vorrichtung darf nur von Arzten verwendet werden, die in perkutanen
intravaskuldren Techniken und Verfahren griindlich geschult wurden.
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Beim Einsatz von Kathetern sind VorsichtsmaRnahmen zur Verhinderung bzw.
Reduzierung der Blutgerinnung im GefdBsystem zu treffen. Eine aligemeine
Heparinisierung und die Anwendung von heparinisierter Kochsalzigsung sind
2u erwigen.

Die Vorrichtung wahrend des Eingriffs vorsichtig handhaben, um das Risiko
einer versehentliichen Bruchstells, Biegung oder Knickbildung zu vermeiden.
Wenn sich die Vorrichtung im Kérper befindet, darf sie nur unter
Réntgendurchleuchtung manipuliert werden. Die Vorrichtung nicht bewagen,
ohne dabei die resultierende Bewegung der Spitze zu beobachten.

Die Guidezilla™ Vorrichtung niemals mehr als 15 ¢m iiber die Spitze des
Fiihrungskatheters vorschieben. Ein weiteres distales Vorschieben der
Guidezilla Vorrichtung kann dazu filhren, dass das gesamte Fiihrungssegment
aus der Spur des Filhrungskatheters heraus bewegt wird, wodurch das
Zuriickziehen der Vorrichtung verhindert wird.

Wenn bei der Manipulation der Vorrichtung starker Widerstand spiirbar

wird, die Passage nicht erzwingen. Vor dem Fortfahren die Ursache fiir den
Widerstand feststellen. Wenn die Ursache nicht behoben werden kann, alle
Vorrichtungen gemeinsam zuriickziehen,

UNERWUNSCHTE EREIGNISSE
Unter anderem kdnnen folgende unerwiinschte Ereignisse auftreten:

.

L

GefédBtrauma.{z. B. Perforation, Dissektion)

Vaskulgre Komplikationen {z. B. Kemplikationen an der Punktionsstelle)
Thrombus

Nierenversagen

Geringer Blutfluss/Okklusion

Allergische Reaktion

Tod

Emboli

Blutungen/Hématome (z. B. Komplikationen beim Gef4Rzugang)
Infektion

Myokardinfarkt

Arterienspasmus

Dissektion der Intima

LIEFERFORM

Die Verpackung garantiert Sterilitdt gema® dem Haltharkeitsdatum auf dem
Etikett. Bei geoffneter oder beschidigter Verpackung nicht verwenden. Bei
unvellstindigem oder unleserlichem Etikett nicht verwenden,

Weitere erforderliche, aber nicht im Lieferumfang enthalterie Elemente:

-

.

Fiihrungskatheter mit einem Innendurchmesser, der groR genug ist, um die
Guidezilla Vorrichtung aufzunehmen

Y-Adapter mit Himostaseventil

Fithrungsdraht mit Durchmesser < 0,014 in (0,36 mm)

Sterile Spritze {zum Spiilen des Systems)

Sterile heparinisierte Kochsalzlgsung (zum Spiilen des Systems)

Handhahung und Lageruny
Kiihien, trocken und vor Lichteinfall geschiitzt aufbewahren.

BEDIENUNGSANLEITUNG

Verbereitung vor dem Gebrauch

1. Vor der Verwendung die Verpackung der Guidezilla Vorrichtung und die
einzelnen Komponenten auf Beschidigungen untersuchen.

2. Unter Verwendung eines sterilen Verfahrens die Schutzhiitle mit der Guidezilla
Vorrichtung in das sterile Feld Gibertragen.

3. Die Guidezilla Vorrichtung vorsichtig aus der Schutzhiille entnehmen. Die
Vorrichtung beim Auspacken nicht biegen oder knicken.

4. Das distale Fiihrungssegment in heparinisierte Kochsalzlosung eintauchen,

Applikationsverfahren

Die Guidezilla Vorrichtung unter Befolgung der folgenden Schritte einfihren:

1. Den zuvor eingefithrten Fithrungsdraht fixieren und die distale Spitze der
Guidezilla Vorrichtung von hinten auf den Filhrungsdraht filhren und vorschieben,
bis sich die Vorrichtung unmitteibar proximal des Himostaseventils befindet.

2. Hémostaseventil 6ffnen und Guidezilla Vorrichtung durch das Hamostaseventil
in den Fithrungskatheter vorschieben.

3. Guidezilla Vorrichtung unter Rontgendurchleuchtung bis maximal 15 cm iiber
die distale Spitze des Fiihrungskatheters an die gewiinschte Stelle im GefaR
vorschieben,

Warnhinweis: Aufgrund der GroBe und der nicht konischen Spitze der
Guidezilla Vorrichtung muss duBerst vorsichtig vorgegangen werdan, um
eine GefdRokklusion und eine Beschidigung der GefaBwand, durch die der
Katheter gefiihrt wird, zu vermeiden,

Warnhinweis: Die Guidezilla Vorrichtung niemals in ein Gef4R mit einem
effektiven Durchmesser von weniger als 2,5 mm vorschieben. Dies kann zy
ainer GefdBverletzung, Ischdmie undfoder Okklusion fiihren, Wenn der Druck
in ginem GefaR nach dem Einfiihren des Guidezilla Katheters abnimmt, den
Guidezilla Katheter zuriickzishen, bis der Druck wieder normaf ist,

4. Die gewlinschte Position der Guidezilla Vorrichtung im Gefa® unter
Rontgendurchleuchtung bestétigen.

5. Bei Durchfithrung eines interventionellen Verfahrens die interventionelle
Vorrichtung von hinten tiber den Fiihrungsdraht fiihren, die Vorrichtung durch
den Fiihrungskatheter vorschieben und die Guidezilla Vorrichtung in den
gewiinschten vaskuldren Raum einfiihren.

Hinweis: Beim Vorschieben der interventionellen Vorrichtung in das distale
Fiihrungssegment vorsichtig vorgehen.

6. Das Hamostaseventil des Y-Adapters sicher auf dem proximalen Schaft der
Guidezilla Vorrichtung festziehen, um Riickblutungen zu vermeiden.

7. Das Katheterisierungsverfahren durchfithren. Nach Abschless des Verfahrens
die Guidezilla Vorrichtung entfernen, bevor der Fiihrungskatheter aus dem
Gefdl entfernt wird.
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GARANTIE

Boston Scientific Corporation {BSC) garantiert, dass bei der Konstruktion und
Herstellung dieses Instruments mit angemessener Sargfalt vorgegangen wurde.
Diese Garantie ersetzt alle anderen ausdriicklichen oder stillschweigenden
gesetzlichen oder anderweitig implizierten Garantien, die hier nicht ausdriicklich
erwiihnt werden, und schlieBt diese aus, einschlieBlich, aber nicht beschrankt
auf, jegliche implizierten Zusicherungen in Bezug auf marktgiingige Qualitiit
oder Eignung fiir einen bestimmten Zweck. Die Handhabung, Aufbewahrung,
Reinigung und Sterilisation dieses Instruments sowie andere Faktoren, die sich
auf den Patienten, die Diagnose, die Behandlung, chirurgische Verfahren und
andere Umsténde beziehen, die auBerhalb der Kontrolle von BSC liegen, haben
direkten Einfluss auf das Instrument und die Resultate aus seinem Einsatz. Die
Verpflichtung von BSC im Rahmen dieser Garantie beschrénkt sich auf die
Reparatur oder den Ersatz des betreffenden Instruments; BSC ist nicht haftbar
fiir beildufige bzw. Folgeverluste, Schaden oder Kosten, die sich direkt oder
indirekt aus der Verwendung dieses Instruments ergsben. BSC iibernimmt keine
weitere Haftung oder Verantwortung im Zusammenhang mit diesem Instrument
und bevollméchtigt dazu auch keine anderen Personen. BSC iibernimmt keine
Haftung, weder ausdriicklich noch stillschweigend, fiir wiederverwendete,
wiederaufbereitete oder resterilisierte Instrumente, einschiieBlich, aber nicht
beschrinkt auf, Garantien beziiglich ihrer marktgéingigen Qualitit oder ihrer
Eignung fiir einen bestimmten Zweck.
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Guidezilla”

Prolunga del catetere guida (5-in-6)

B, ONLY

Attenzione: la legge federale degli Stati Uniti autorizza la vendita di questo prodotto
esclusivamente su prescrizione medica.

AVVERTENZA

Il contenuto & STERILIZZATO mediante cssido di etilene (EQ). Non utilizzare se
la barriera sterile & stata compromessa. In caso si rilevino danni, rivolgersi al
rappresentante Boston Scientific.

Esclusivamente monouso. Non riutilizzare, ritrattare o risterilizzare. Tali processi
potrebbero compromettere l'integrita strutturale del dispositivo e/o provocarne il
guasto, con conseguente rischio dilesioni, malattia o morte del paziente. Potrebbero
inoltre creare rischi di contaminazione del dispositivo e/o causare infezioni def
paziente o infezioni crociate, inclusa, in modo non limitativo, la trasmissione di
malattie infettive da un paziente all'altro. La contaminazione del dispositivo pud
inoltre provocare lesioni, malattia o la morte de! paziente.

Dopo l'uso, eliminare il prodotto e la confezione in conformitd ai protocolli
ospedalieri, alie normative amministrative e/o alle leggi locali vigenti.

DESCRIZIONE DEL DISPOSITIVO

prolunga del catetere guida Guidezilla & un catetere a cambio rapido, a Jume
singole, compatibile con cateteri guida da 6 F per il posizionamento su una
lunghezza di scambio o su un filoguida da 180 cm. Il dispositive da 145 cm presenta
un corpo prossimale di acciaio inossidabile con un segmento della guida distale a
lume singolo da 25 cm provvisto di rivestimento idrofilo.
Il dispositivo Guidezilla & dotato di due fasce di marker in platino-iridio, che
permettono la visualizzazione fluoroscopica in base ai metodi standard. La fascia
di marker distale si trova a 2 mm dalla punta distale. La fascia di marker prossimale
si trova a 3 mm in posizione distale rispetto all'ingresso del segmento della
guida. Sul dispositivo sono presenti due contrassegni di posizionamento, ubicati
rispettivamente a 90 cm {contrassegno singolo) & a 100 cm (contrassegno doppio)
dalla punta distale.
Il dispositivo Guidezilla viene rilasciato attraverse un catetere guida e presenta
un diametro interno inferiore all'incirca di 1 French rispetto al diametro interno
det catetere guida. I! dispositivo Guidezilla & dotato di una linguetta prossimale
indicante il diametro interno e la compatibilita del catetere guida.

Tabella 1. Informazioni sulla compatibilita

L Filoguida Catetere guida Lo
M@elln, compaiibile compatibile D1 min. Ggldezulla _
. . DL26F/20070in p
6 F(5-in-6) | <0,014in{0,36 mm} 1.78 mm) 0,057 in {1,45 mm)
CONTENUTO
0ta Materiale
Una (1}  prolunga del catetere guida Guidezilla monouso

USO PREVISTO/INDICAZIONI PER LUSO

La prolunga del catetere guida Guidezilla & indicata per I'uso con i cateteri guida
per consentire I'accesso a regioni discrete del sistema vascolare coronarico e/o
periferico e per agevolare il posizionamento di dispositivi interventistici.

CONTROINDICAZIONI
* Vasi con diametro inferiore a 2,5 mm.
* Vasi appartenenti all’albero vascolare del sistema nervoso centrale.

AVVERTENZE

* Utilizzare il prodotto prima della data di scadenza riportata sull'etichetta.

* Non far mai avanzare il dispositivo Guidezilla all'interno di un vaso senza
I'ausilio di un filoguida o senza confermarne la posizione in fluoroscopia, per
evitare rischi di dissezione o perforazione del vaso.

* Prestare la massima attenzione a evitare I'ischemia del vaso o danni vascolari,
a causa delle dimensioni e della punta non rastremata del dispositivo Guidezilla.

* In presenza di uno spazio ridotto tra i dispositivi interventistici e il lume del
segmento della guida distale, fare avanzare e retrarre lentamente tali dispositivi
con la valvola emostatica aperta, per ridurre il rischio di embolia.

= Non & possibile torcere questo dispositivo. La torsione del dispositivo é infatti in
grado di provocare I'attorcigliamenta del filo o danni al dispositivo o al vaso.

* Non far mai avanzare il dispositivo Guidezilla all'interno di un vaso con diametro
effettivo inferiore a 2,5 mm in quanto cid pud provocare una lesione, ischemia
/o un'occlusione del vaso. Se la pressione in un vaso diminuisce dopo
Vintroduzione del catetere Guidezilla, retrarre il catetere Guidezitla finché ia
pressione non torna al liveilo normale.

PRECAUZIONI

* Prima dell'uso controllare che il dispositivo non presenti piegature o
attorcigliamenti. Eventuali danni al dispositivo possono comprometterne le
prestazioni,

* Prima dell'uso, il lume del dispositivo deve essere accuratamente irrigato con
soluzione fisiologica eparinizzata.

« (Questo dispositivo deve essere usato solamente da personale medica
altamente qualificato ed esperto in tecniche e procedure percutanee e
intravascolari.

* Indipendentemente dal tipo di catetere utilizzato, & necessario prendere le
dovute precauzioni per prevenire o ridurre la formazione di coaguli nell'albero
vascolare. Considerare I'uso di eparinizzazione sistemica e di soluzione
fisiologica eparinizzata.

* Nel corso della procedura maneggiare il dispositivo con estrema cautela, per
ridurre il rischio di rotture, piegature e attorgigliamenti accidentali.

« Una volta introdotto, il dispositive deve essere manovrato esclusivamente in
fluoroscopia. Non effettuare movimenti del dispositivo senza controliare Ia
risposta defla punta.

* Non far mai avanzare il dispositive Guidezilla pii di 15 cm oftre la punta del
catetere guida. Un ulteriore avanzamento distale del dispositivo Guidezilla
potrebbe comportare la fuoriuscita dal catetere guida dell'intero segmento della
guida, impedendo Ia retrazione del dispositivo.
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» Qualora si avverta una forte resistenza nel corso della manipolazione del
dispositivo, non forzarne il passaggio. Prima di proseguire, determinare la
causa della resistenza. Se non é possibile eliminare tale causa, retrarre tutti i
dispasitivi contemporaneamente.

EFFETTI INDESIDERATI

Tra i-possibili effetti indesiderati rientrano, in modo non limitativo:

« Trauma del vaso {come dissezione e perforazione)

* Complicanze vascolari {come complicanze presso il sito della puntura)
* Trombo

* Insufficienza renale

* Flusso rallentato/occlusione

* Reazione allergica

* Morte

* Emboli

» Emorragia/ematoma {come complicazioni presso il sito di accesso)
* Infezione

* {nfarto miocardico

¢ Spasmo dell‘arteria

* Trauma intimale

MODALITA DI FORNITURA

La confezione & ideata per mantenere la sterilitd fino alla data di scadenza
sull‘etichetta. Non usare il prodotto se la confezione é danneggiata o aparta. Non
“1sare il prodotto se le etichette sono incomplete o illeggibili.

i articoli necessari ma non forniti:
‘s Catetere guida con diametro interno di dimensioni sufficienti ad afloggiare il
dispositivo Guidezilla™
¢ Adattatore a Y con valvola emostatica
* Filoguida con diametro < 0,014 in (0,36 mm)}
* Siringa sterife {per l'irrigazione del sistema)
¢ Soluzione fisiologica eparinizzazata sterile {per lirrigazione del sistema)
Manipolazione e conservazione
Conservare in un luogo fresco e asciutto e al riparo dalla luce.

ISTRUZIONI PER IL FUNZIONAMENTO
Preparazione per I'uso

1. Prima dell'uso, ispezionare attentamente la confezione del dispositivo Guidezilla
¢ i relativi componenti per accertarsi che non presentino danni.

2. Avvalendosi di tecnica sterile, trasferire il tuba di protezione con il dispositivo
Guidezilla all'interno del campo sterile.

3. Rimuovere con cautela il dispositivo Guidezilla dal proprio tubo protettiva. Non
provocare piegature o attorcigliamenti del dispositive,

4, immergere il segmento della guida distale in soluzione fisiclogica eparinizzata.

Procedura di rilascio

Rilasciare il dispositivo Guidezilla attenendosi alla seguente procedura:

1. Fissare il filoguida precedentemente inserito, quindi posizionare la punta distale
del dispositivo Guidezilla sul filoguida, facendola avanzare fino a quando il
dispositivo si trova in posizione appena prossimale alla valvola emostatica.

2. Aprire la valvola emostatica e far avanzare il dispositivo Guideziila attraverso la
valvola e nel catetere guida.

3. Far avanzare il dispositivo Guidezilla in flucroscopia, fino a un massimo di 15 cm
oltre fa punta distale del catetere guida e nella posizione desiderata allinterno
delf vaso.

Avvertenza: prestare la massima attenzione a evitare I'occlusione del vaso @
danni alla parete dei vasi attraversati dal catetere, a causa delle dimensioni e
della punta non rastremata del dispositive Guidezilia.

Avvertenza: non far mai avanzars il dispositivo Guidezilla all'interno di un
vaso con diametro effettivo inferiore a 2,5 mm in quanto cid pud provocare
una lesione, ischemia /o un‘occlusione del vaso. Se la pressione in un vaso
diminuisce dopo l'introduzione del catetere Guidezilla, retrarre il catetere
Guidezilla finché la pressione nan torna al livello normale,

4. Confermare il raggiungimento della posizione desiderata all'interno del vaso da
parte del dispositivo Guidezilla per mezzo di fluoroscopia.

5. Se si effettua una procedura interventistica, inserire il dispositivo interventistico
sopra il filoguida, quindi far avanzare il dispositivo nel catetere guida e il
dispositivo Guidezilla nello spazio vascolare prescelto.

Nota: usare cautela durante I'avanzamento del dispositivo interventistico nel
segmento della guida distale.

6. Serrare a fondo Ia valvola emostatica dell'adattatore a Y sul corpo prossimale
del dispositivo Guidezilla per evitare il riflusso ematico.

7. Eseguire la procedura di cateterizzazione. Ultimata la procedura, rimuovere il
dispositivo Guidezilla prima della rimozione del catetere guida dal vaso.

GARANZIA

Boston Scientific Corporation (BSC} garantisce che gquesto strumento ¢ stato
progettato e costruito con cura ragionevole. La presente garanzia sostituisce ed
esclude tutte le altre garanzie non espressamente stabilite nella presente, siano
esse esplicite o implicite ai sensi di legge o altrimenti, compresa, in modo non
esclusivo, qualsiasi garanzia implicita di commerciabilita o idoneita a uno scopo
particolare. Le condizioni di trattamento, conservazione, pulizia e sterilizzazione di
questo strumenta, nonché altrifattori refativi al paziente, alla diagnosi, al trattamento,
agli interventi chirurgici e altri elementi al di 13 del controllo di BSC, influiscono
direttamente sullo strumento stesso e sui risultati del suo impiego. L'obbligo di BSC
in base alla presente garanzia ¢ limitato alla riparazione o sostituzione di quasto
strumento. BSC non potra essere ritenuta responsabile di perdite, spese o danni
diretti o indiretti, derivanti direttamente o indirettamente dall'uso di questo strumento.
BSC non siassume, né autorizza alcuno ad assumersi a suo nome, alcun altro tipo di
obbligo o responsabilita in relazione a questo strumento. BSG non si assume alcuna
responsabilita per strumenti riutilizzati, ritrattati o risterilizzati e non offre alcuna
garanzia, né implicita né esplicita, inclusa, in modo non limitativo, ogni garanzia di
commerciabilita o di idoneita a scopo particolare, per tali strumenti.
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Guidezilla”

Geleideverlengkatheter (5 Fin 6 F)

B, ONLY

Let op: De Amerikaanse federale wetgeving bepaalt dat dit hulpmiddel slechts door
of namens een arts kan worden gekocht.

WAARSCHUWING

Deinhoud is gesteriliseerd volgens een ethyleenoxide(EQ)-proces en wordt STERIEL
geleverd. Nist gebruiken indien de steriele barriére is beschadigd. Neem contact op
met uw Boston Scientific-vertegenwoordiger als er schade wordt aangetroffen.

Uitsluitend bestemd voor eenmalig gebruik. Niet opnieuw gebruiken, verwerken
of sterifiseren. Opnieuw gebruiken, verwerken of steriliseren kan de structurele
integriteit van het hulpmiddel aantasten en/of het defect raken van het hulpmiddel
tot gevolg hebben, hetgeen kan resulteren in letsel, ziekte of de dood van de
patiént. Opnieuw gebruiken, verwerken of steriliseren brengt tevens het gevaar van
verontreiniging van het hulpmidde! met zich mee en/of kan infectie of kruisinfectie
van de patiént veroorzaken, met inbegrip van, maar niet beperkt tot, overdracht van
{een) besmettelijke ziekte(s) tussen patignten. Verontreiniging van het hulpmiddel
kan letsel, ziekte of de dood van de patiént veraorzaken.

Werp dit product en het verpakkingsmateriaal na gebruik weg voigens het hiervoor
geldende beleid van de instelling en de overheid.

.SCHRIJVING VAN HULPMIDDEL
De Guidezilla-geleideverlengkatheter is esn snel varwisselbare katheter met enkel
lumen die compatibel is met geleidekatheters van 6 F en over een verwisselde lengte
of voerdraad van 180 cm kan worden geplaatst. Dit hulpmiddel van 145 cm heeft een
roestvaststalen proximale schacht met een 25 cm lang distaal geleidesegment met
enkel lumen, dat een hydrofiele coating bevat.
Het Guidezilla-hulpmiddel bevat twee markeringsbanden van platinafiridium die
de zichtbaarheid tijdens het toepassen van standaard flusrescopische methoden
vergroten. De distale markeringsband bevindt zich op 2 mm voor de distale tip.
De proximale markeringsband bevindt zich op 3 mm distaal van de opening van
het geleidesegment. Het hulpmiddel bevat twee positiemarkeringen die zich
respectievelijk op 90 cm (enkele markering) en 100 cm {dubbele markering) van de
distale tip bevinden.
Het Guidezilla-hulpmidde! wordt opgevoerd door een geleidekatheter, waardoor er
een binnendiameter ontstaat die ongeveer 1 Frenchkleiner is dan de geleidekatheter.
Het Guidezilla-hulpmiddel bevat een proximaal lipje dat de compatibiliteit van de
binnendiameter en de geleidekatheter aangeeft.

Tahel 1. Informatie met betrekking tot compatibiliteit

Model Compatibele Compatibele Guidezilla min.
voerdraad geleidekatheter binnendiameter
6F 26F/>0070in
BFinGF <0,014in{0,36 mm) binnendiameter 0,057 in {1,45 mm)
(1,78 mm}

INHOUD
Aantal Materiaal
Een{1) Guidezilla-geleideverlengkatheter voor eenmalig gebruik

BEOGGD GEBRUIK/INDICATIES VOOR GEBRUIK

De Guidezilla-geleideveriengkatheter is bedoeld voor gebruik in combinatie met
geleidekathers voor toegang tot afzonderlijke delen van het coronaire en/of perifere
vaatstelsel, en om het plaatsen van interventiehulpmiddelen te vergemakkelijken.

CONTRA-INDICATIES
*+ Vaten met een diameter kieiner dan 2,5 mm.
= Vaien in de neurovasculair systeem en het veneus systeem.

WAARSCHUWINGEN

* Gebruiken voor de uiterste gebruiksdatum op het etiket van de verpakking.

* Het opvoeren van het Guidezilla-hulpmiddel in een vat dient altijd te gebeuren
met een geleidevoerdraad en tevens moet eerst de locatie worden bevestigd
met behulp van fluorescopie, anders kan vaatdissectie of -perforatie het
resultaat zijn,

 Als gevolg van de afmeting en de niet-spitse tip van het Guidezilla-hulpmidde!
moet er extreme zorg worden betracht om vaatisschemie of vaatletsel te
voorkamen.

» Als er weinig ruimte is tussen de interventichulpmiddelen en het distale lumen
van het geleidesegment moeten die hulpmiddelen langzaam worden opgevoerd
en teruggetrokken met een openstaande hemostaseklep zodat het risico van
embolie wordt verminderd.

» Ditis een niet-draaibaar hulpmiddel. Draaien van het hulpmidde! kan leiden tot
verdraaiing van de draad of schade aan het hulpmiddel of het vat.

* Voer het Guidezilla-hulpmiddel nooit op in een vat met een effectieve diameter
dis kleinar is dan 2,5 mm. Vaatletsel, ischemie en/of occlusie kunnen het gevolg
zijn. Als de druk in een vat daalt nadat de Guidezilla-katheter is ingebracht, dient
u de Guidezilla-katheter terug te trekken totdat de normale druk is hersteld.

VODORZORGSMAATREGELEN

* Inspecteer het hulpmiddel voor gebruik op verbuigingen of knikken.
Beschadigingen aan het hulpmidde! kunnen de gewenste prestatiekanmerken
negatief beinvioeden.

» Het hulpmiddel moet voor gebruik grondig warden gespoeld met
gehepariniseerde zoutoplossing.

+ Dit hulpmidde! mag alleen waorden gebruikt door artsen die zijn opgeleid in
percutane, intravasculaire technieken en procedures.

» Bi) gebruik van katheters in het vaatstelsel moeten voorzorgsmaatregelen
worden genomen om de vorming van bloedklonters te voorkomen of te
beperken. Gebruik van systemische heparinisatie en gehepariniseerde steriele
oplossing moet worden overwogen.

* Wees voorzichtig wanneer u het hulpmiddel tijdens een ingreep hantsert, om
het risico van onvoorzien breken, verbuigen of knikken te beperken.

+ Als het hulpmiddel zich in hat lichaam bevindt, dient dit uitsluitend onder
fluorescopie te worden gemanipuleerd. Probeer niet het hulpmiddel te bewegen
zonder de daaruit voortvloeiende beweging van de tip te observeren.
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* Voer het Guidezilla™-hulpmiddel nooit meer dan 15 ¢m op voorbij de tip van de
geleidekatheter. Als het Guidezilla-hulpmiddel verder distaal wordt opgevoerd,
kan dit ertoe leiden dat het volledige geleidesegment buiten de geleidekatheter
tarechtkomt, wat het terugtrekken van het hulpmiddel belemmert.

* Als u sterke weerstand voelt tijdens het manoeuvreren van de hulpmiddelen,
forceer het opvoeren dan niet. Bepaal de corzaak van de weerstand voordat
u verder gaat. Als de aorzaak niet kan worden verwijderd, trek dan alle
hulpmiddelen gelijktijdig terug.

COMPLICATIES

De complicaties omvatten onder meer, maar zijn niet beperkt tot:

* vaattrauma (bijv. dissectie en perforatie)

* vaatcomplicaties {complicaties op de punctieplaats)

¢ trombus

» nierfalen

* lage stroom/occlusie

« allergische reactie

overlijden

* embolie

+ hemorragie/hematoom (complicatie vasculaire toegang)

* infectie

* myocardinfarct

* arterieel spasme

* verstoring van de intima

VERING

" De verpakking is zodanig ontworpen dat de steriliteit gehandhaafd blijft tot de
viterste houdbaarheidsdatum op het etiket. Niet gebruiken als de verpakking oper
of beschadigd is. Niet gebruiken als de etikettering onvolledig of onleesbaar is.

Andere, niet-meegeleverde benodigdheden:

* een geleidekatheter waarvan de binnendiameter groot genoeg is voor het
Guidezilla-hulpmiddel

* Y-adapter met hemostaseklep

*» voerdraad met diameter < 0,014 in (0,36 mm)

* steriele injectiespuit (voor spoelen van het systeem)

* steriele gehepariniseerde zoutoplossing (voor spoelen van het systeem)

Hantering en opslag

Koel, droog en donker bewaren.

BEDIENINGSINSTRUCTIES

Voorbereiden voor gebruik

1. Inspecteer voor gebruik de verpakking van het Guidezilla-hulpmiddel en de
compenenten op beschadiging.

2. Breng de beschermslang met het Guidezifla-hulpmiddel met een sterigle
techniek over naar het steriele veld.

3. Verwijder het Guidezilla-hulpmiddel voorzicht uit de beschermslang. Buig en
knik het hulpmiddel niet tijdens het uitpakken.

4. Dompel het distale geleidesegment onder in gehepariniseerde zoutoplossing.

Inbrengprocedure
Breng het Guidezilla-hulpmiddel volgens de volgende stappen in:
1. Zet de eerder ingebrachte voerdraad vast en schuif de distale tip van het

Guidezilla-hulpmiddel over de voerdraad en voer het op totdat het hulpmiddel
zich net proximaal van de hemostaseklep bevindt.

2. Open de hemostaseklep en voer het Guidezilla-hulpmiddel door de
hemostaseklep op de geleidekatheter in.

3. Voer onder fluorescopie het Guidezilla-hulpmiddel op tot maximaal 15 cm voorbij
de distale tip van de geleidekatheter naar de gewenste locatie binnen het vat.

Waarschuwing: als gevolg van de afmeting en de niet-spitse tip van het
Guidezilla-hulpmiddel moaet er extra zarg worden betracht om vaatocclusie
en schade aan de vaatwanden waardoor deze katheter wordt opgevoerd, te
voorkomen.

Waarschuwing: Voer het Guidezilla-hulpmiddel nooit op in een vat met een
effectieve diameter die kleiner is dan 2,5 mm. Vaatletsel, ischemie enfof
occlusie kunnen het gevolg zijn. Als de druk in een vat daalt nadat de Guidezilla-
katheter is ingebracht, dient u de Guidezilla-katheter terug te trekken totdat de
normale druk is hersteld,

4. Bevestig met toepassing van fluorescapie de gewenste positie van het
Guidezilla-hulpmiddel in het vat.

5. Indien u een intsrventionele ingreep uitvoert, schuift u het interventiehulpmidde!
over de voerdraad en voert u het hulpmiddel door de geleidekatheter en het
Guidezilla-hulpmidde! op in de gewenste vasculaire ruimte.

Opmerking: wees voorzichtig bij het opvoeren van het interventiehulpmidde! in
het distale geleidesegment. ,

6. Bevestig de hemostaseklep met Y-adapter goed op de proximale schacht van
het Guidezilla hulpmiddel om terugstromen te voorkomen.

7. Voer de katherisatieprocedure uit. Verwijder na voltooiing van de procedure het
Guidezilla-hulpmiddel voordat u de geleidekatheter uit het vat verwijdert.
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GARANTIE

Boston Scientific Corporation (BSC) garandeert dat er redelijke zorg is betracht
hij het ontwerpen en vervaardigen van dit instrument. Deze garantie vervangt en
ontkracht alle andere garanties die hier niet worden vermeld, hetzij uitdrukkelijk,
hetzij impliciet door de werking van de wet of anderszins, met inbegrip van, maar
niet beperkt tot, geimpliceerde garanties van verkoopbaarheid of geschiktheid
voor een bepaald doel. Hanteren, opslag, schoonmaken en sterilisatie van
dit instrument alsmede andere factoren in verband met de patiént, diagnose,
behandeling, chirurgische ingrepen en andere zaken die buiten de macht van BSC
vallen, zijn direct van invioed op het instrument en de resultaten die ermee worden
verkregen. De eansprakelijkheid van BSC volgens daze garantievoorwaarden is
beperkt tot het repareren of vervangen van dit instrument; BSC aanvaardt geen
aansprakelijkheid voor incidentele of bijkomende schade die direct dan wel indirect
voortvloeit uit gebruik van dit instrument. BSC aanvaardt geen, en geeft niemand
de bevoegdheid tot het in naam van BSC aanvaarden van, andere of aanvullende
aansprakelijkheid of verantwoordelijkheid in verband met dit instrument. BSC
aanvaardt geen aansprakelijkheid voor instrumenten die opnieuw zijn gebruikt,
verwerkt of gesteriliseerd en biedt geen vitdrukkelijke dan wel impliciete
paranties in verband met zulke instrumenten, met inbegrip van, maar niet beperkt
tot, garanties van verkoophaarheid of geschiktheid voor een hepaald doel,
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Guidezilla

Cateter-guia de Extensdo (5 em 6)

B ONLY

Cuidado: A lei federal (EUA)} s6 permite a venda deste dispositivo sob receita
médica.

ADVERTENCIA

0 conteiido ¢ fornecido ESTERILIZADO por éxido de etileno (EQ). Nao utilize se
o selo de esterilizagao estiver danificado. Se verificar a presenca de quaisquer
danos no produto, contacte o seu representante da Boston Scientific.

Apenas para uma (inica utilizagdo. N3o reutilize, reprocesse nem reesterilize.
A reutilizagdo, o reprocessamento ou a reesterilizagdo podem comprometer
a integridade estrutural do dispositiva efou provocar a sua falha, 0 que, por
stia vez, pode causar lesdes, doenca ou a morte do paciente. A reutilizacdo, o
reprocessamento ou a reesterilizagéo também acarratam o risco de contaminagao
do dispositivo efou o risca de infecgdo no paciente ou infecgéo cruzada incluindo
mas néo se limitando & transmissdo de doenca(s) contagiosals) de um paciente
para outro. A contaminag&o do dispositivo pode causar lestes, doenga ou a morte
do paciente.

Depois de utilizar, deite fora o produto e a embalagem de acordo com a politica do
hospital, administrativa s/ou do governo local.

.:'SCRI(;ﬁO DO DISPOSITIVO
0 cateter-guia de extensdo Guidezilla & um cateter de troca rapida de limen
Ginico compativel com cateteres-guia de 6 F e que pode ser colocado sobre um
~ fio-guia de troca ou 180 cm de comprimento. O dispositivo de 145 ¢cm possui um
corpo proximal de ago inoxidavel com um segmento-guia distal de lKimen Gnico de
25 cm, com um revestimento hidrofilico.
0 dispositivo Guidezilla possui duas bandas marcadoras de platinafiridio, que
permitem visualizar o dispositivo aquando da utilizagao de métodos fluoroscdpicos
-padréo. A banda marcadora distal esté localizada a uma distancia de 2 mm da
ponta distal. A banda marcadora proximal estd localizada a uma distincia de
3 mm distalmente em relagdo & abertura do segmento-guia. O dispositivo possui
duas marcas de posicionamento localizadas a uma distdncia de 90 cm (marcagéo
dnica) e 100 cm (marcagéo dupla) da ponta distal, respectivamente.
0 dispositivo Guidezilla & introduzido através de um cateter-guia, resultando num
didmetro interno que é aproximadamente 1 tamanho French mais pequeno em
relagdo ao cateter-guia. 0 dispositivo Guidezilla possui uma patilha proximal que
indica a compatibilidade entre o didmetro interno e o cateter-guia.

Tabela 1. Informagdes sobre compatibilidade

L . Cateter-guia , —
Modelo qu-gmg compativel compativel DA min. Guidezilla
. 26F/20,070in .
6F(5em6) | <0,014in (0,36 mm) de D1, 1.78 mm) 0,057 in {1,45 mm)

CONTEUDO
Qtd Material
Um{1) cateter-guia de extensdo Guidezilla de utilizagdo nica

UTILIZAGAD PREVISTA/INDICACOES DE UTILIZAGAO |

0 cateter-guia de extensdo Guidezilla destina-se a ser utilizado em conjunto com
cateteres-guia para aceder a regides distintas da vasculatura coronaria e/ou
periférica e para facilitar a colocag#o de dispositives de intervengo.
CONTRA-INDICAGOES

* Vasos com didmetro inferior a 2,5 mm.

» Vasos na neurovasculatura e sistema venoso.

ADVERTENCIAS
» Utilize o produto antes do vencimento da data de validade indicada no rétulo.

* Nunca avance o dispositivo Guidezilla num vaso sem a orientagdo de um
fio-guia ou sem confirmar a localiza¢go por intermédio de orientagéo
fluoroscopica. Pode ocorrer uma dissecgdo ou perfuragéio do vaso.

» Devido & dimens&o e ao facto da ponta do dispositivo Guidezilla ndo ser
conica, é necessério ter extremo cuidado para evitar uma isquemia do vaso
ou lesGes vasculares.

» Nos casos em que existe um espago livre limitado entre os dispositivos de
intervencdo e o limen do segmento-guia distal, estes dispositivos devem ser
avangados e retirados lentamente com a valvula hemostatica aberta para
reduzir o risco de embolia.

* Este dispositivo nao é passivel de torgdo. Qualguer torgdo do dispositivo pede
resultar num enrolamento dos fios, danos no dispositivo ou lesBes no vaso.

* Nunca faga avangar o dispositivo Guidezilla para dentro de um vaso com um
diimetro efectivo inferior a 2,5 mm. Poder&o ocorrer lesfes, isquemia efou
ocluséo do vaso. Se a pressdo num vaso reduzir depois de inserir o cateter
Guidezilla, retire o cateter Guidezilla até a pressdo voltar ao normal.

PRECAUGOES

* Inspeccione o dispositivo antes da utilizagdo para verificar se existem
quaisquer dobras ou tor¢des. Quaisquer danos no dispositivo podem diminuir
as caracteristicas de desempenho desejadas.

* 0 lomen do dispositive deve ser completamente irrigado com solug&o salina
heparinizada antes da utilizagao.

» Este dispositivo s0 deve ser utilizado por médicos com bastante experiéncia
em técnicas e procedimentos intravasculares percutaneos.

* Devergo sertomadas as devidas precaugfes para evitar ou reduzir a
coagulagdo durante a utilizago de qualquer cateter no sistema vascular.
Dever-se-4 considerar a utilizagdo de heparinizagio sistémica e solugio
salina heparinizada.

* Tenha cuidada ao manusear o dispositivo durante um procedimento, para
reduzir a possibilidade de quebra, dobras ou torges acidentais.

* Quando o dispositiva estiver no corpo, s6 devers ser manipulado sob
fluoroscopia. Nao tente mover o dispositivo sem ohservar a resposta
produzida na ponta.
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« Nunca avance o dispositivo Guidezilla™ mais de 15 cm para além da ponta do
cateter-guia. Um maior avango a nivel distal do dispositivo Guidezilla poderia
_provocar um desalinhamento de todo o segmento-~guia em relago ao cateter-
-guia, impedindo a remog3o do dispositivo,

» Se sentir uma forte resisténcia durante a manipulag#o dos dispositivos, nde
force a passagem. Determine a causa da resisténcia antes de continuar, Caso
ndo seja possivel remover a causa, retire todos os dispositives ag mesmo tempo.

EFEITOS INDESEJAVEIS

0Os efeitos indesejaveis incluem, entre outros:

« Traumatismo do vaso (por ex,, perfuragao, dissecgio)

= Complicagao vascular (por ex., camplicago no local da pungda)
« Tromba

» Insuficiéncia renal

» Fluxo lento/ocluséo

« Reacgdo alérgica

+ Morte

« Embolos

« Hemorragiafhematoma {por ex., complicagdo no acesso vascular)
* Infecgéo

» Enfarte do miocérdio

» Espasmo atterial

» Dissecgdo da intima

~ORMA DE APRESENTAGAO DO PRODUTO

_ embalagem destina-se a manter a esterifidade em conformidade com a data
de validads indicada no rotulo. Nfo utilize se a embalagem estiver aberta ou
danificada. Nio utilize se a etiquetagem estiver incompleta ou ilegivel.

Outros itens necessarios mas nao fornecidos:

+ Cateter-guia com um didmetro interno suficientemente grande para acomodar
o dispasitivo Guidezilla

* Adaptador em Y com vélvula hemostatica

» Fio-guia com um diametro < 0,014 in (0,36 mm)

« Seringa esterilizada (para irrigacao do sistema)

* Solugdo heparinizada esterilizada (para irrigagéo do sisterna)

Manuseio e armazenamento

Guarde num local fresco, seco e escuro.

INSTRUGGES DE OPERACAD

Preparacéo para utilizagéo

1. Antes de utilizar, inspeccione cuidadosamente a embalagem do dispositivo
Guidezilla e respectivos componentes para verificar se apresentam danos.

2. Utilizando uma técnica asséptica, transfira a tubagem de protecgéio com o
dispositivo Guidezilla para o campo esterilizads.

3. Com cuidado, remova o dispositivo Guidezilla da respectiva tubagem de
protecgéo. Nao dobre nem torga o dispositivo durante a remogéo.

4. Mergulhe o segmento-guia distal em solugdo salina heparinizada.

Procedimento de introdugéo

Proceda & introduc@o do dispositivo Guidezilla de acordo com os passos

seguintes:

1. Fixe o fio-guia previamente inserido e retrocarregue a ponta distal do
dispositivo Guidezilla no fio-guia e avance até que o dispositivo figue numa
posi¢do imediatamente proximal em relag&o & valvula hemostatica,

2. Abra a vélvula hemostatica & avance o dispositivo Guidezilla através da
vélvula hemostatica e para dentro do cateter-guia.

3. Sob fluoroscopia, avance o dispositivo Guidezilla até, no méximo, 15 ¢cm para

além da ponta distal do cateter-guia e para a localizagdo pretendida dentro
do vaso.

Adverténcia: Devido & dimens&o e ao facto da ponta do dispositive Guidezilla
néo ser conica, é necessario ter extremo cuidado para evitar a ocluséo do
vaso e lesfes na parede dos vasos através da passagem deste cateter.

Adverténcia: Nunca faga avancar o dispesitivo Guidezilla para dentro de um
vaso com um didmetro efectivo inferior a 2,5 mm. Poderdo ocorrer lesGes,
isquemia e/ou oclusdo do vaso. Se a pressdo num vaso reduzir depois de inserir
o cateter Guidezilla, retire o cateter Guidezilla até a pressdo voltar ao normal.

4. Recorrendo a fluoroscopia, confirme a posigdo pretendida do dispositivo

Guidezilla no vaso.

5. Caso esteja a ser efectuado um procedimento de intervengio, retrocarregue
o dispositivo de intervengao pelo fio-guia e avance o dispositivo através do
cateter-guia ¢ o dispositive Guidezilla no espaca vascular pretendido.

Nota: Tenha cuidado ao avangar o dispositive de interven¢a no segmento-
-guia distal.

6. Aperte devidamente a valvula hemostética do adaptador em Y no corpo

proximal do dispositivo Guidezilla para evitar o refluxo de sangue.

7. Efectue o procedimento de cateterizago. Uma vez concluido o procedimento,

retire o dispositivo Guidezilla antes de remover o cateter-guia do vaso.
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GARANTIA

A Boston Scientific Corporation (BSC) garante que foram tomados todos os
cuidados devidos na concepgdo e fabrico deste instrumento. Esta garantia
substitui e exclui todas as outras aqui ndo expressamente mencionadas,
explicitas ou implicitas por forga de lei, ou de qualquer outra forma, incluindo,
mas néio se limitando a, quaisquer garantias implicitas de comercializagéo
ou adequagdo para fins especificos. 0 manuseio, 0 armazenamento, a limpeza
e a esterilizagdo deste instrumento, bem como os factores relacionados com o
paciente, diagnéstico, tratamento, procedimentos cirdrgicos e outros assuntos
fora do controlo da BSC afectam directamente o instrumento e os resultados
obtidos pela sua utilizagdo. A responsabilidade da BSC, de acordo com esta
garantia, limita-se & reparagao ou substituigdo deste instrumenta e a BSC nio
se responsabiliza por quaisquer perdas, danos ou despaesas incidentais ou
consequenciais resultantes, directa ou indirectamente, da utilizagdo deste
instrumento. A BSC néio assume, nem autoriza qualquer outra pessoa a assumir
em seu nome, qualquer outra obriga¢do ou responsabilidade adicional em relagéo
a este instrumento. A BSC ndo assume nenhuma responsabilidade relativamente
a instrumentos reutilizados, reprocessados ou reesterilizados e ndo estabelece
quaisquer garantias, explicitas ou implicitas, incluindo mas n#o se limitando
& comercializagdo ou adequacao para fins especificos, em relagio a estes
instrumentos.
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Uldézlh ar

V2 Catheter

GuideLiner® Catheter

Instructions For Use

USA CAUTION

Federal law restricts this device to sale by or on the
order of a physician,

DEVICE DESCRIPTION

The GuideLiner catheter Is a single lumen rapid
exchange catheter offered in sizes compatible with 6F,
7F, and 8F gulide catheters and may be placed over an

. . exchange length or 180cm guldewire. The larger sizes
English/Instructions for Use...................... 1{  of GuideLiner catheters are intended to be used within
Cesk)’I/Névod K pOUZiti.....ccovveecvniinernninnn 2 the proximal portions of the coronary vasculature to

L, provide support and/or facilitate use of multiple
Dansk/ Brugsanvisning........c....cvecevvveennnn 3| interventionai devices. The 150cm device has a
: stainless steel shaft with a 25cm singie lumen wiped
Deutsch/Gebrauchsanweisung................. 4| ith sliicone.
EAMNVIKG/OBNYIEG XPAOTIG.cvvireveeiennierinninn 51  The GuideLiner catheter has two piatinum-iridium
= : marker bands, which enable visibility while using
Espaiiol/instrucciones de uso................... 6| siandard fluoroscoplc methods. The distal marker
Suomi/Kayttoohjeet .........cceriiieiinninne. 7 band is located 0.085" / 2.16mm from the distal tip. The
. . . proximal marker band Is located 1cm from the collar.
Frangais/Mode d'emploi...........coooneiininnns 8| The device has two positioning marks located at 95cm
Alati 4 {single mark) and 105cm {double mark) from the distal
Magyar/Hasznélati utasitas ..................... 9 1ip, respectively.
ltaliano/lstruzioni per l'uso....... e 10| The GuideLliner catheter is delivered through a guide
i ot catheter resulting in an inner diameter that is
Nederlands/Gebruiksaanwijzing.............. 11 approximately 1 French smaller than the guide
Norsk/Bruksanvisning...........ccceeeeeviennnn 12| catheter. The GuideLiner catheter has a proximal tab
. . . which Indicates guide catheter compatlibility and the
Polski/Instrukcja obslugi........coccccvecuniinns 13|  resulting GuideLiner catheter inner diameter.
Portugués/instrugdes de uso............ ......14 |  The GuideLiner catheter has been sterilized with ethylene
I oxide.
Svenska/Bruksanvisning .......c....ccoeveeeene 15
Turkge/Kullanim Talimatian.................... 16 STERILE E
SPECIFICATIONS
Compatible | GuideLiner | GuideLiner
Mode! Guide Min. I.D. Tip O.D.
Vo Catheter
N 5570 2 6F (2 0.066" 0.051"/ 0.063"/
5.5F 11.68mm!.D.) 1.30mm 1.60mm
- l 5571 2 6F (20.070" 0.056"/ 0.067"1
6F 11.786mm1D.) 1.42mm 1.70mm
SOLUTIONS 5672 ety 0.062'1 0.075'1
7F 1 98'n‘m 1.0) 1.57mm 1.90mm
u 6573 | 28F (20.088" 0.071"/ 0.085°/
sF | /224mm1D) 1.80mm 2.16mm
Vascular Solutions, inc. Vascular Solutions Zerusa Limited
6464 Sycamore Court 208 Business Innovation Centre . o
3;;;“63{10“5. MN 55369 NUI Galway ! — 25— |
U ) Newecastle Road 4,1-'5._____?
(888) 240-6001 USA Galway == )"
R (763) 656-4300 retand | ssem ]
&(763) 656-4250 R Phone +353 91 861611
www.vasc.com & Fax +353 91 861612 L

- C€

0344

©2013 Vascular Solutions, Inc.

0.085"{2.16mm) ~—I’ !

INDICATIONS

GuideLiner catheters are intended to be used in
conjunction with guide catheters to access discrete regions
of the coronary and/or peripheral vasculature, and to
facilitate placement and exchange of guidewires and other
interventional devices.

CONTRAINDICATIONS

The GuideLiner catheters are contraindicated in vessels

less than 2.5mm in diameter, vessels in the
neurovasculature and the venous system.

WARNINGS

The GuideLiner catheter is provided sterile for single use
only. Reuse of single-use device creates a potential risk of
patient or user infections. Contamination of the device may
lead to illness or serious patient injury

Never advance the GuideLiner catheter into a vessel
without a leading guidewire or without confirming location
using fluoroscopic guidance. Vessel dissection or
perforation may resuit.

Never advance the GuideLiner catheter into a vessel with
an effective diameter less than 2.5mm. Vessel injury,
ischemia, and/or occlusion may result. if pressure in a
vessel dampens after inserting the GuideLiner catheter,
withdraw the GuideLiner catheter until the pressure returns
to normal.

Due to the size and non-tapered tip of the Guidel.iner,
extreme care must be taken to avoid vessel occiusion and

damage to the wall of the vessels through which this
catheter passes.

Never advance or withdraw an intravascular device against
resistance until the cause of the resistance is determined
by fluoroscopy. Movement of the catheter or guidewire
against resistance may result in separation of the catheter
or guidewire tip, damage to the catheter, or vessel
perforation.

PRECAUTIONS

Do not use the Guidel.iner catheter if the packaging has
been damaged.

Inspect the GuideLiner catheter prior to use for any bends
or kinks. Do not use a damaged catheter. Vessel damage
and/or inability to advance or withdraw the catheter may
oceur,

The catheter lumen should be thoroughly flushed with
heparinized saline prior to use to prevent clot formation.
The GuideLiner catheter deployment procedure should be
performed by physicians thoroughly trained in
percutaneous, intravascular techniques and procedures.

Precautions to prevent or reduce clotting should be taken
when any catheter is used in the vascular system. Use of
systemic heparinization and heparinized sterile solution
should be considered.

Exercise care in handling of the catheter during a
procedure to reduce the possibility of accidental breakage,
bending or kinking.

When the catheter is in the body, it should be manipulated
only under fluoroscopy. Do not attempt to move the
catheter without observing the resultant tip response.

Never advance the GuideLiner catheter more than 15cm
beyond the tip of the guide catheter as the GuideLiner
catheter may become lodged in the guide catheter making
it difficult to remove.

COMPLICATIONS

The following complications are generally associated with
catheterization procedures and may occur when using the
GuideLiner catheter:

. local or systemic infection

. air embolism

. intimal disruption

. arterial dissection

. perforation of the vessel wall
. vascular occlusion

. arterial thrombosis

. myocardial infarction

. arterial spasm

CLINICAL PROCEDURE

The GuideLiner catheter should be used by physicians

trained on the procedures for which the device is intended.

The techniques and procedures described do not

represent ALL medically acceptable protocols, nor are they

intended as a substitute for the physician's experience and

judgment in treating any specific patient. All available data,

including the patient's signs and symptoms and other

diagnostic test results, should be considered before

determining a specific treatment plan.

Package contains:

. Single-use disposable GuideLiner catheter

Other items required but not provided:

. Guide catheter with an inner diameter large enough
to accommodate the specific model of GuideLiner
catheter in use .

. Y-adaptor with hemostasis valve (Tuohy-Borst type)

. Guidewire with diameter < 0.014" / 0.36mm

. Sterile syringe (for system fiushing)

. Sterile heparinized saline (for system fiushing)

PREPARATIONS FOR USE

1. Prior to use, carefully inspect the Guidel.iner catheter
packaging and components for damage.
Using sterile technique, transfer the dispenser coil
with the GuideLiner catheter into the sterile field.

3. Thoroughly flush the lumen of the GuideLiner
catheter from the distal tip with heparinized saline
solution.
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DEPLOYMENT PROCEDURE

Deploy the GuideL.iner catheter according to the following

steps:

1. Secure the previously inserted guidewire and
backload the distal tip of the GuideLiner catheter
onto the guidewire and advance until the catheter is
just proximal to the hemostasis valve.

2. Open the hemostasis valve and advance the
Guidel.iner catheter through the hemostasis valve
and into the guide catheter.

3. Under fluoroscopy, advance the GuideLiner catheter
up to a maximum of 15cm beyond the distal tip of the
guide catheter and into the desired location within the
vessel.

umoziuji viditelnost. Distalni znacka je umisténa 2.16
mm od distaini $picky. Proximéini znatka je umisténa
1 cm od krouZku. Na zafizeni jsou také dvé znaéky pro

Lumen katétru je nutno pfed pouiitim dikladné
proplachnout heparinizovanym fyziologickym roztokem,
aby se zabrénilo srazeni krve.

y umisténé 95 cm (jednoducha z )a
105 cm (dvojita znatka) od distilni Spiky.

Katétr GuideLiner se zavadi zavadécim katétrem, coz
znamend, Ze vnitini promér je pfiblizné o 1 French
mensli, neX zavadéci katétr, Na katétru GuideL.iner je
proximaini titek, na kterém je vyznagena kompatibilita
se zavadécim katétrem a vysledny vnitini pramér
katétru GuldeLiner.

Katétr GuideLiner byl sterilizovan etylénoxidem.

| STERILE[EO]

uréeni poloh! &ka)

Waming: Never advance the GuideLiner intoa SPECIFIKACE

vessel with an effective diameter less than 2.5mm. Vessel

injury, ischemia, and/or occlusion may result. If pressure Kor::p Ia tib Mlnl_r;r:‘él‘nl ‘:'Téjii

In a vessel dampens after inserting the GuideLiner n vn.l n 4 lfm r
catheter, withdrawthe GuideLiner catheter until the Mode | zavédéci pramér Spicky
pressure returns to normal. katétr katétru katétru
Waming: Due fo the size and non-tapered tip of the GuideLiner | GuideLiner
GuideLiner, extreme care must be taken to avoid vesse! 2 6F (vnitinl

occlusion and damage to the wall of the vessels through 5570 primér 2 0.051 0.063"
which this catheter passes. 5,5F 0,066 1,30mm 1,60 mm

4. Using fluoroscopy, confirm the desired position of the 1,68 mm)

GuideL.iner cathefer in the vessel. 5571 Z:rzm‘r";"' 0.056" 0,067

5. If performing an interventional procedure, backload 6F 0,070 1,42mm 1,70 mm
the interventional device over the in place guidewire i%%.ﬂ‘%) l .
and advance the device through the guide catheter 2 7F (vnitfnl " .,
and GuideLiner catheter into the desired vascular 5372 it Lo lret
space. 1,98 mm)

6.  Tighten the Y-adaptor hemostasis valve securely on 2 8F (vnitini " )
the proximal shaft of the GuideLiner catheter to 52;3 pau&%{f 106%71314\ 203%85 !
prevent back-bleeding. 224 mm) ' Aomm

7. Perform the catheterization procedure. After
completing the procedure, remove the Guideliner
catheter prior to removing the guide catheter from the l [ Pe—T—
vessel. ,j’élr__________(ﬁ

< i = ) A

LIMITED WARRANTY e ssom )

Vascular Solutions, Inc. warrants that the GuideLiner

catheter is free from defects in workmanship and materials a_ I

0.085'(1.lﬁmm)——|—' !

prior to the stated expiration date. Liability under this
varranty is limited to refund or replacement of any product,
which has been found by Vascular Selutions, Inc. to be
defective in workmanship or materials. Vascular Solutions,
Inc. shall not be liable for any incidental, special or
consequential damages arising from the use of the
GuideLiner catheter. Damage to the product through
misuse, aiteration, improper storage or improper handling
shall void this limited warranty.

No employee, agent or distributor of Vascular Solutions,
inc. has any authority to alter or amend this limited
warranty in any respect. Any purported alteration or
amendment shall not be enforceable against Vascular
Solutions, inc.

THIS WARRANTY IS EXPRESSLY IN LIEU OF ALL
OTHER WARRANTIES, EXPRESSED OR IMPLIED,
INCLUDING ANY WARRANTY OF MERCHANTABILITY
OR FITNESS FOR A PARTICULAR PURPOSE OR ANY
OTHER OBLIGATION OF VASCULAR SOLUTIONS, INC.

PATENTS AND TRADEMARKS
US Patent 8048032, 8142413, 8292850.

GuideLiner® is a registered trademark of Vascular
Solutions, Inc.

Katétr GuideLiner®
Navod k pouziti
UPOZORNENI PRO USA

Federalni zakon (USA) omezuje prodej tohoto zafizeni
pouze na objednévky utinéné na piedpis lékare,

POPIS ZARIZENI

Katétr GuldeLiner je jednocestny katétr pro rychlou
vyménu, dodavany ve velikostech kompatibilnich se
zavadécimi katétry 6F, 7F a 8F, ktery muize byt nasunut
na vyménny vodici drat nebo na vodici drat o déice
180 cm. Katétry GuideLiner vétsi velikosti jsou uréeny
5 pouiti v proximalnich oddilech koronarnich cév a
.naji poskytovat podporu a usnadnit pouziti nékolika
intervenénich zafizeni. Zafizeni o délce 150 cm ma télo
z nerezové ocell s jedinym luminem o délce 25 cm
potazenym silikonem.

Na katétru GuideLiner jsou dvé znacky z platiny-iridia,
které pri standardnich skiaskopickych metodéch
©2013 Vasaular Solutions, Inc.

INDIKACE

Katétry GuideLiner jsou uréeny k pouZiti spolecné se
zavadécimi katétry pii pfistupu do pferuSovanych oblasti
koronarnich nebo perifernich cév a k usnadné&ni umisténi a
vymeény vodicich dratu a jinych zafizeni pouZivanych pii
intervenénich vykonech.

KONTRAINDIKACE

PouZiti katétr(s GuideLiner je kontraindikovéano v cévach o

Umisténi katétru GuideLiner by mél provadét 1ékaf
dakladné vy$koleny v perkutannich intravaskulamich
technikach a postupech.

P pouzivani jakéhokoli katétru v cévnim systému musi
byt provedena opatieni k prevenci nebo omezeni srazeni
krve. Zvazte vhodnost systémové heparinizace a pouziti
heparinizovaného sterilniho roztoku.

Pfi manipulaci s katétrem béhem vykonu postupujte
opatmné, abyste sniZili riziko jeho nahodného pietrZeni,
ohnuti nebo zauzleni.

Je-li katétr zaveden uvniti t&la, smi se s nim manipulovat
pouze pod skiaskopickou kontrolou. Nepokousejte se
hybat katétrem, aniz byste sledovali vysledny pohyb jeho
$picky.

Nikdy nezavadéjte katétr GuideLiner dale nez 15 cm za
Spicku zavadéciho katétru, protoze katétr Guideliner se
miZe zachytit v zavadécim katétru a jeho vytaZeni mize
byt obtizné.

KOMPLIKACE

Nasledujici komplikace jsou obecn& spojeny s
katetrizaZnimi vykony a mUZe k nim dojit pfi pouZivani
katétru Guidel.iner:

. lokalni nebo systémova infekce

. vzduchova embolie

. natrZeni intimy

. arteriaini disekce

. perforace cévni stény

. cévni okluze

. arterialni trombé6za

. infarkt myokardu

. arteriaini spazmus

KLINICKY VYKON

Katétr GuideLiner by mél pouZivat pouze lékar skoleny k
vykoniim, pro néZ je zafizeni uréeno. Popsané techniky a
postupy nepredstavuji VSECHNYmedicinsky phjatelné
protokoly, ani nenahrazuji zkuSenosti |ékafe a jeho tsudek
pii 16€b& konkrétnich pacientd. Pred rozhodnutim o
prislu$ném planu 1é&by je nutno uvazit viechny tdaje,
které jsou k dispozici, véetné znamek a pfiznaku pacienta
a vysledku dalSich diagnostickych vySetfeni.

Balent obsahuje:

. Jednocestny katétr GuideLiner k jednomu pouZiti

priméru mensim neZ 2,5 mm, v cévach bujicich
nervovy systém a ve venéznim systému.

VAROVAN(

Katétr GuideLiner je dodavan sterilni a je uréen pouze k
jednorazovému pouZiti. Opakované pouZivani vyrobku pro
jednorazové pouZiti vystavuje pacienta neho uZivatele
potencialnimu riziku infekce. Kontaminace zafizeni muzZe
vést k onemocnéni nebo k zdvaznému poskozeni pacienta

Katétr Guidel.iner nikdy nezavadéijte do cévy bez
vedouciho vodiciho dratu a aniZ by byla potvrzena jeho
poloha skiaskopickou kontrolou. Mohlo by dojit k disekei
nebo perforaci cévy.

Katétr GuideLiner nikdy nezavadéjte do cévy s efektivnim
primé&rem mensim nez 2,5 mm. Mohio by dojit k poranéni,
ischemii nebo okluzi cévy. Pokud se po zavedeni katétru
GuideLiner v cévé snizi tlak, vytahnéte katétr GuideLiner
aZ do doby, kdy se tlak vrati k normalu.

Vzhledem k tomu, Ze konec katétru GuideLiner neni
z(Zeny, a vzhledem k jeho velikosti je nutno postupovat

" s maximéini opatrnosti, aby nedoslo k okluzi cévy a

poskozeni stény cévy, kterou katétr prochazi.

Nikdy nezavadéjte ani nevytahujte intravaskularni zafizeni,
citite-li odpor. Nejprve zjistéte pficinu odporu pomoci
skiaskopie. Pohyb katétru nebo vodiciho drétu proti odporu
muzZe vést k odtrzeni $piCky katétru nebo vodiciho dratu, k
poskozeni katétru nebo k perforaci cévy.
BEZPECNOSTNI OPATRENI

Katétr GuideLiner nepouzivejte, pokud doslo k poskozeni
obalu.

Pred pouzitim katétr Guidel.iner prohlédnéte, zda neni
ohnuty nebo zauzleny. Po$kozeny katétr nepouzivejte.
Mohio by to vést k poskozeni cévy ainebo k nemozZnosti
katétr zavést nebo vytahnout.

O i potfebné poloZky, které nejsou soutasti:

. Zavadéci katétr s d ¢né velkym vnitinim
pramérem, aby se do néj vesel pfisluSny model
katétru GuideLiner, kiery ma byt pouZit

. Y-spojka s hemostatickym ventilem (typu Tuohy-
Borst)

. Vodici drat o primérus 0,36 mm

. Sterilni injek&ni stiikagka (k proplachovani systému)

. Sterilni heparinizovany fyziologicky roztok (k
proplachovani systému)

PRIPRAVA K POUZITI
Ped pouZitim peclivé prohlédnéte obal katétru
Guidel.iner a jeho soucasti, zda nejsou pogkozeny.

2.  Za pouiiti sterilni techniky pfeneste zasobnik s
katétrem GuideL.iner do sterilniho pole.

3. Dukladné proplachnéte lumen katétru GuideLiner od
distaini $picky heparinizovanym fyziologickym
roztokem.

POSTUP ZAVEDENI

Katétr Guidetiner zavadéjte podle nasledujicich kroki:

1. Drive zavedeny vodici drat zajistéte, nasadte distalni
Spicku katétru GuideLiner na vadici drat a zavadéjte
jei, aZ bude katétr proximainé téméf u
hemostatického ventilu,

Oteviete hemostaticky ventil a zavedte katétr
GuideL.iner hemostatickym ventilem do zavadéciho
katétru.

3. Zaskiaskopickeé kontroly zavadéijte katétr GuideLiner
do vzdalenosti maximélné 15 cm za distalni Spicku
zavadéciho katétru a do potiebného mista v cévé.
Varovani: Katétr GuideLiner nikdy nezavadéjte
do cévy s efektivnim prGmérem mensim nez
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2,5 mm. Mohlo by dojit k poranénf, ischemii nebo
okiuzi cévy. Pokud se po zaveden! katétru
GuideLiner v cévé sniZi tlak, potahnéte katétr
GuideLiner zpét az do doby, kdy se tlak vrati k
normalu.

Varovéni: Vzhledem k tomu, Ze konec katétru
GuldeLiner nenf zGZeny, a vzhledem k Jeho
velikosti je nutno postupovat s maximaini
opatrnosti, aby nedoslo k okiuzi cévy a poskozent
stény cévy, kterou katétr prochazi.

4. Pomoci skiaskopie potvrdte, Ze je katétr GuideLiner
v potiebné poloze v cévé.

5. Pokud provadite intervenéni vykon, nasadte
pfislu§né zafizeni na umistény vodici drat a
zavadsijte zafizeni zavadécim katétrem a katétrem
GuideLiner do potiebného prostoru v cévé.

6.  Bezpeé&né upevnéte hemostaticky ventil s Y-spojkou
na proximalni &ast téla katétru GuideLiner, aby se
zabranilo zpétnému krvaceni.

7.  Provedte katetrizaéni vykon. Po dokon&eni vykonu
vyjméte katétr Guidel.iner dfive, neZ vytdhnete
zavédéci katétr z cévy.

OMEZENA ZARUKA

Spole&nost Vascular Solutions, Inc. zaruéuje, Ze na katétru
GuideLiner nebudou do uplynuti uvedené doby
pouzitelnosti zpracovatelské ani materidlové vady.
Odpovédnost podie této zaruky je omezena na refundaci
nebo vyménu jakéhokoli vyrobku, u néhoz byly ze strany
spolednosti Vascular Solutions, Inc. shiedany

zprace Iské ci idlové vady. Spoleénost Vascular
Solutions, Inc. nebude odpovidat za Zadné ndhodné,
zviastni & nasledné Skody vznikié pfi pouzivani katétru
GuideL.iner. Poskozeni vyrobku zplsobena nespravnym
pouzitim, pozménénim, nespravnym skladovanim nebo
nevhodnou manipulaci rusi platnost této omezené zaruky.

Zadny zaméstnanec, zastupce ani distributor spole&nosti
Vascular Solutions, Inc. neméa v Zadném ohledu Zadnou
pravomoc pozménit & doplnit tuto omezenou zéaruku.
Nasledky jakéhokoli zamé&rného pozménéni & dopinéni
nebudou u spoleénosti Vascular Solutions inc.
vymahatelné.

. TATO ZARUKA JE POSKYTNUTA VYSLOVNE NAMISTO
_ISECH OSTATNICH VYSLOVNYCH NEBO NEPRIMYCH
ZARUK, VCETNE JAKEKOLI ZARUKY
UPLATNITELNOSTI NA TRHU NEBO VHODNOSTI KE
KONKRETNIMU UCELU NEBO JAKEHOKOLI ZAVAZKU
SPOLECNOSTI VASCULAR SOLUTIONS, INC.

PATENTY A OBCHODNi ZNACKY

GuideLiner® je registrovana obchodni znagka spoleZnosti
Vascular Solutions, Inc.

GuideLiner®-kateter
Brugsanvisning
ADVARSEL G/ELDENDE FOR USA

Ifalge amerikansk lovgivning ma denne anordning kun
salges af eller pa foranledning af en laege.

BESKRIVELSE AF ENHEDEN

GuideLiner-kat t er et enkeltlumenk beregnet
til hurtig udskiftning og leveres | starrelser, der er
kompatible med 6F, 7F og 8F guide-katetre og kan
placeres over en udvekslingslangde eller 180 cm
guidewire. De sterre storrelser GuldeLiner-katetre er
beregnet til at blive anvendt inden for den proximale
del af koronarvaskulaturen til at yde stotte og / eller
lette brugen af flere interventionelle enheder. 150 cm
anordningen har et skaft | rustfrit stal med et enkeit
lumen pa 25 cm, der er aftorret med silikone.

Guidel.iner-kateteret har to platin-iridium markarbénd,
der letter afl@sningen ved anvendelse af standard
fluoroskopiske metoder. Det distale markerband
sidder 2.16 mm fra den distale spids. Det proksimale
markerband sidder 1 cm fra kraven. Anordningen har
to placeringsmarker placeret henholdsvis 95 cm
(enkelt markede) og 105 cm (dobbelt markede) fra
den distale spids.

GuideLiner-kateteret leveres gennem et gulde kateter,
“wilket giver anledning til en indre diameter, der er ca.
i french mindre end gulde-kateteret. GuidelL.Iner-
kateteret har en proksimal tap, der angiver guide
kateterets kompatibilitet og den deraf foigende indre
diameter af GuidelIner-kateteret.

GuideLiner-kateteret er blevet steriliseret med ethylenoxid.

©2013 Vascular Solutions, inc.
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SPECIFIKATIONER

Kompatib | GuideLiner | GuideLin
Model elt guide- min. 1.D. er splds
kateter 0.D.
5570 | ooouies 0,051 0,063"
5,5F mm 1.D.) 1,30 mm 1,60 mm
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INDIKATIONER

Guidel.iner-katetre er beregnet til anvendelse sammen
med guide-katetre for at fa adgang diskrete omrader af
koronar og/eller perifer vaskulatur og for at lette placering
og udveksling af guidewirer og andre interventionelle
enheder.

KONTRAINDIKATIONER

GuideLiner-katetre er kontraindiceret i kar, der er mindre
end 2,5 mm i diameter, kar i neurovaskulaturen og i
venesystemet.

ADVARSLER

GuideLine-kateteret leveres kun sterilt til engangsbrug.
Genbrug af engangsenheder skaber en potentiel risiko for
infektion af patienten eller brugeren. Kontaminering af
anordningen kan medfare sygdom eller alvorlig
patientskade.

Fer aldrig GuideLiner-kateteret ind i et kar uden en
ledeguidewire eller uden at kontrollere placeringen ved
hjaelp af fluoroskopi. Det kan give anledning til
kardissektion eller perforation.

For aldrig GuideLiner-kateteret ind i et kar med en effektiv
diameter pa under 2,5 mm. Det kan give anledning til
karskade, iskeemi og/eller okklusion. Hvis trykket i et kar
aftager, nar GuideLiner-kateteret er fort ind, skal
GuideLiner-kateteret traekkes ud, indtil trykket vender
tilbage til det normale niveau.

Pa grund af GuideLiners sterrelse og ikke-koniske spids
skal du vaere meget forsigtig for at undga karokkiusion og
skader pa vaeggene i de kar, hvorigennem dette kateter
passerer.

Fer aldrig en intravaskulaer enhed frem eller tilbage hvis
den mader modstand, fer arsagen til modstanden er
fastlagt med fluoroskopi. Bevaegelse af kateteret eller
guidewiren ved modstand kan medfere, at kateteret eller
guidewirens spids adskilles, at der opstar skade pa
kateteret eller en perforering af blodkar.

FORHOLDSREGLER
Anvend ikke GuideLiner, hvis emballagen er beskadiget.

Underssg GuideLiner-kateteret for bukninger eller knaek
far brugen. Anvend ikke et beskadiget kateter. Der kan
opsta skade pa blodkar og/elier det kan blive umuligt at

- fremfore eller traekke kateteret tilbage.

Kateterets lumen skati skylles grundigt med hepariniseret
saltvand far brugen for at forhindre koagulering.
GuideLiner-kateterets anlaeggelsesprocedure skal udferes
af laeger med en omfattende traening i perkutane,
intravaskulare teknikker cg procedurer.
Der bar traeffes forholdsregler for at forebygge eller
mindske koagulation, nér et kateter anvendes i det
vaskuleere system. Brug af systemisk heparinisering og
hepariniseret steri! oplasning ber overvejes.
Handtér kateteret forsigtigt under proceduren for at
reducere risikoen for at det knaekker ved et uheld, bliver
bojet eller far et knaek.
Nar kateteret er i kroppen, bar det kun handteres under
fluoroskopi. Forsag ikke at bevaege kateteret uden at
observere spidsens deraf felgende reaktion.
Fremfar aldrig Guidel.iner-kateteret mere end 15 cm ud
over spidsen af guidekateteret, da GuideLiner-kateteret
3

kan blive fastklemt t i guidekateteret og gare det vanskeligt

at fierne.

KOMPLIKATIONER

Felgende komplikationer er generelt forbundet med

kateterisationsprocedurer og kan forekomme, nar du

bruger GuideLiner-kateteret:

. lokal eller systemisk infektion

. luftemboli

. intimal forstyrrelse

. arteriel dissektion

. perforering af blodkarvaeg

. vaskulaer okklusion

. arteriel trombose

. myokardieinfarkt

. arteriel krampe

KLINISK PROCEDURE

GuideLiner-kateteret bar anvendes af laeger, der er

uddannet | de procedurer, som anordningen er beregnet til.

De beskrevne teknikker og procedurer repraesenterer ikke

ALLE lageligt acceptable protokoller, og de er heller ikke

beregnet som en erstatning for lazgens erfaring og

vurdering under behandling af en specifik patient. Alle

tilgeengelige data, herunder patientens tegn og symptomer

og andre diagnostiske testresultater, bar tages med i

betragtning fer en specifik behandlingsplan f:

Pakken indeholder:

. GuideLiner-kateter til engangsbrug

Andre ting som kraves, men lkke medfolger:

. Guide-kateter med en indre diameter, der er stor nok
til at have plads til den anvendte type model
Guidel.iner-kateter

. Y-adapter med haemostaseventil (Tuohy-Borst typen)
. Guidewire med diameter < 0,36 mm

. Steril sprajte (til skylning af systemet)

. Sterilt hepariniseret saltvand (il skylning af systemet)

KLARG@RING TIL BRUG

1. Inspicer omhyggeligt Guideliner-kateteret inden brug
for beskadiget emballage og komponentskader.

2. Overfer, ved brug af sterile teknikker,
udrulningsspiralen med GuideLiner-kateteret til det
sterile omrade. -

3. Skyl'GuideLiner-kateterets lumen grundigt fra den
distale spids med hepariniseret saltvand.

INDF@RINGSPROCEDURE

Brug Guidel.iner-kateteret i henhold til folgende

fremgangsmade:

1.  Fastger den tidligere indsatte guidewire og szt den
distale spids af GuideLiner-kateteret fast pa
guidewiren og fremfar, indtil kateteret lige netop er
proksimalt for haemostaseventilen.

2. Abn haamostaseventilen og fremfar GuideL.iner-
kateteret gennem heemostaseventilen og ind i guide-
kateteret.

3.  Fer Guideliner-kateteret under fiuoraskopi op til
hejst 15 cm forbi guide-kateterets distale spids og ind
. idet onskede sted i karret.
Advarsel: For aldrig GuideLiner-kateteret ind i et kar med
en effektiv diameter p& under 2,5 mm. Det kan give
anledning til karskade, Iskeemi ogleller okklusion. Hvis
trykket | et kar aftager, ndr GuideLiner-kateteret er fort
ind, skal GuideLiner-kateteret trackkes ud, Indtil trykket
vender tiibage til det normale niveau.
Advarsel: PA grund af GuideLiners stemelse og ikke-
koniske spids skal du viere meget forsigtig for at undga
karokklusion og skader pA vaeggene 1 de kar,
hvorigennem dette kateter passerer.passes

4.  Kontrollér ved hjaelp af fluoroskopi, at GuideLiner-
kateteret sidder det enskede sted i karret.

5. Hvis der udfares en interventionel procedure, saties
den interventionelle anordning over den anbragte
guidewire og fremfer anordningen gennem guide-
kateteret og Guidel.iner-kateteret og ind i det
enskede vaskuleere omrade.

6.  Stram Y-adapter heemostaseventilen til pa
Guidel.iner-kateterets proksimale skaft for at
forhindre tilbageluftning.

7. Udfer kateterisationsproceduren. Nar proceduren er
fuldfart, tages GuideLiner-kateteret ud, inden guide-
kateteret fjernes fra karret.
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BEGRAENSET GARANTI!

Vascular Solutions, Inc. garanterer, at GuideLiner-kateteret
ikke indeholder defekte materialer eller forarbejdninger
inden den patrykte udisbsdato. Ansvaret under denne

- garanti er begraesnset til refusion eller erstatning af ethvert

_ Jrodukt som Vascular Solutions, Inc. har konstateret har
forarbejdnings- efler materialedefekter. Vascular Soluticns,
Inc. kan ikke holdes ansvarlig for faige-, szerlige eller
afledte skader, der skyldes brug af GuideLiner-kateteret.
Skader pa produktet som skyldes misbrug, sendringer,
forkert opbevaring eller forkert handtering gor, at garantien
bortfaider.

Ingen medarbejder, agent, eller distributer for Vascular
Solutions, Inc. er autoriseret tit at zendre pa eller tiifaje til
denne begraensede garanti pa nogen made. Ingen
angivelig aendring eller tilfgjelse kan gaeres geeldende
overfor Vascular Solutions, Inc.

DENNE GARANTI ERSTATTER EKSPLICIT ALLE
ANDRE GARANTIER, UDTRYKKELIGE ELLER
IMPLICITTE, INKLUSIV ENHVER GARANTI!
VEDR@RENDE SALGBARHED ELLER EGNETHED TIL
ET BESTEMT FORMAL, ELLER ANDRE
FORPLIGTIGELSER FOR VASCULAR SOLUTIONS, INC.

PATENTER OG VAREMARKER

GuideLiner® er et registreret varemaerke, der tilharer
Vascular Solutions, Inc.

GuideLiner®Katheter
Gebrauchsanweisung

WARNUNG USA

Nach US-amerikanischem Bundesrecht darf dleses
Gerit nur von einem Arzt oder auf dessen Anordnung
hin verkauft werden.

BESCHREIBUNG

Der GuideLiner-Katheter ist ein einlumiger
Schnellwechselkatheter, der in GréRen angeboten
wird, die mit Fiihrungskathetern der GréRe 6F, 7F und
8F kompatibel sind und {iber elne Wechsel- oder

180 cm langen Fithrungsdraht platziert werden kann.
Jie gréferen Guidel.iner-Katheter sind filr den
Gebrauch in den proximalen Bereichen des koronaren
GefiBsystems vorgesehen, um Unterstiltzung zu
liefern und/oder den Gebrauch von multiplen
interventionellen Vorrichtungen zu erieichtern. Die
150 cm lange Vorrichtung hat einen Edelstahlschaft
mit einem mit Silikon ausgewischten Einzellumen von
25cm.

Der GuideLiner-Katheter hat zwel Platin-Iridium-
Markierungsstreifen, die Sichtbarkeit unter Standard-
Fluoroskopiemethoden erlauben. Der distale
Markierungsstreifen ist 2.16 mm von der distalen
Spitze entfernt. Der proximale Markiert eifen ist
1 cm vom Kragen entfernt. Die Vorrichtung verfligt
iiber zwei Positionsmarkierungen bei 95 cm {einzelne
Markierung) bzw, bel 105 cm (doppelte Markierung) vor
der distalen Spitze,

Der GuideLiner-Katheter wird tiber elnen
Fithrungskatheter abgegeben, was zu einem
innendurchmesser fiihrt, der ca. 1 French kleiner ist
ais der Fiihrungskatheter. Der GuideLiner-Katheter hat
. eine proximale Lasche, auf der die Kompatibilitit des
Filhrungskatheters und der resultierenden
Innendurchmesser des GuideLiner-Katheters
angegeben sind.

Der GuideLiner-Katheter wurde mit Ethylenoxid sterilisiert.

[STERIE]EQ)

©2013 Vascular Solutions, inc.

TECHNISCHE DATEN

Das Verfahren zur Einfiihrung des GuideLiner-Katheters

darf nur von Arzten durchgefiihrt werden, die grindlich in
der Durchfiihrung perkutaner, intravaskulérer Techniken

und Verfahren ausgebildet sind.

Beim Verwenden eines Katheters im vaskuldren System
sollten geeignete Vorsichtsmafinahmen getroffen werden,
um Gerinnungsbildung zu vermeiden oder zu reduzieren,
Hierzu ist die Verwendung von systemischer
Heparinisation und heparinisierter steriter Losung in
Betracht zu ziehen.

Waihrend des Eingriffs den Katheter stets mit Sorgfalt
handhaben, um keine unbeabsichtigte Beschédigung,
Biegung oder Knickung des Katheters zu riskieren.

Wenn sich der Katheter im Kérper befindet, sollte er nur
unter Fluoroskopie gehandhabt werden. Den Katheter nur
bewegen, wenn eine entsprechende Reaktion der Spitze
beobachtet wurde.

Den GuidelLiner-Katheter niemals mehr als 15 cm Gber die
Spitze des Filhrungsdrahts hinaus vorschieben, da der
Guidetiner-Katheter im Fithrungskatheter steckenbleiben
und schwer zu entfernen sein kénnte.
KOMPLIKATIONEN

Folgende Komplikationen, die sich generell bei

" Katheterbehandlungen ergeben kénnen, kénnen auch

beim Verwenden des Guideliner-Katheters auftreten:
. lokale oder systemische Infektion

. arterielle Dissektion
. Perforation der Geféwand
. vaskuldre Okklusion

Kompatib GuideLiner Aufien-
ler Mindest- durch-
Fdhrungs Innendurch- messer
Modefl -katheter messer der
Guldel.l
ner-
Spitze
26F
ss7g | (20066716 0,051 0,063
55F Innendurch- 1,30mm 1,60 mm
messer)
2 6F
(20,070'1,7 | .
ser 8mm 005671.42mm | 09877
nnendurch-
messer)
27F
(20,078'1,9 "
&er2 & mm 00621167 mm | 097579
innendurch-
messar)
2 8F
(2 0,088"2,2 1y
sers 4 mm 0o7tgomm | 09821
Innendurch-
messer)
I L;;-——-—-' 25CMe——s ¢ Luftembolie
® m L Intimariss
| L*-————.::”‘"‘—-“——-——l
L |
o.oa5'(z,|smm)-——'—' !
HINWEISE

GuideLiner-Katheter sind fir den Gebrauch zusammen mit
Fiihrungskathetern bestimmt, um unterschiedliche
Bereiche des koronaren und/oder des peripheren
Gefélsystems zu erreichen und die Platzierung sowie den
Austausch von Fithrungsdréhten und anderen
interventionellen Vorrichtungen zu erleichtern.

GEGENANZEIGEN

Die GuideLiner-Katheter sind kontraindiziert in GefdRen
mit weniger als 2,5 mm Durchmesser sowie GeféBen im
Neurogefdfisystem und im ventsen System.

ACHTUNG

Der GuideLiner-Katheter wird steril nur fdr den einmaligen
Gebrauch geliefert. Mehrmaliger Gebrauch von
Einweggeréten verursacht ein mégliches Risiko fur
Patienten- bzw. Bedienerinfektionen. Die Verunreinigung
der Vorrichtung kann zu Erkrankung oder ernsthafter
Verletzung des Patienten flihren.

Den GuideLiner-Katheter niemals ohne einen

Futhrungsdraht oder chne Bestétigung der Lage unter
Ktion

. arterielle Thrombose
. Myokardinfarkt

. arterieller Spasmus
KLINISCHES VORGEHEN

Der GuideLiner-Katheter ist fur die Verwendung durch
Arzte vorgesehen, die in den fiir die bestimmungsgeméRe
Verwendung der Vorrichtung vorgesehenen Verfahren
ausgebildet sind. Die beschriebenen Methoden und
Verfahren représentieren nicht ALLE medizinisch
zuléssigen Protokolle und sollen nicht &rztliche Erfahrung
und &rztliches Urteilsvermdgen bei der individuellen
Patientenbehandlung ersetzen. Alle verfiigbaren Daten,
einschlieBlich der Anzeichen und Symptome des Patienten
und sonstiger diagnostischer Testergebnisse soliten
berticksichtigt werden, bevor ein spezieller
Behandlungsplan erstellt wird.

Der Verpackungsinhait umfasst:
. GuideLiner-Katheter fur den einmaligen Gebrauch

Weiteres erforderliches, aber nicht im Lieferumfang
hall Material:

fluoroskopischer Fiihrung. Dies kdnnte zu Geféfidi
oder -perforation flhren.

Den GuideLiner-Katheter niemals in ein Gefal mit einem
effektiven Durchmesser von weniger als 2,5 mm einfiihren.
Dies kénnte zu Gefafiverletzung, Ischdmie und/oder
Okklusion fithren. Wenn der Druck in einem GeféB nach
der Einfithrung des GuideLiner-Katheters nachlésst, den
GuideLiner-Katheter zuriickziehen, bis sich der Druck
normalisiert.

Aufgrund der Grde und nicht konischen Spitze des
Guidel.iner-Katheters ist sorgféitig darauf zu achten, in den
Gefaien, durch die dieser Katheter passiert, eine
GefaRokklusion und Schadigung der GefdRwand zu
vermeiden.

Intravaskuldre Vorrichtungen diirfen erst dann gegen
Widerstand weitergeschoben oder herausgezogen werden,
wenn die Ursache fur den Widerstand durch eine
Fluoroskopie geklart ist. Die Bewegung von Katheter oder
Fihrungsdraht gegen Widerstand kann zur Ablosung der
Katheter- oder Flihrungsdrahispitze, zur Beschadigung
des Katheters sowie zur Perforation von GefdRen filhren.

SICHERHEITSHINWEISE

Den Guideliner-Katheter nicht verwenden, wenn die
Packung beschédigt ist.
Den GuideLiner-Katheter vor Gebrauch auf Knicke und
Knickstellen untersuchen. Keinen beschédigten Katheter
verwenden. Dies kann zu Schéden an GefédRen fiihren
und/oder das Weiterschieben bzw. Herausziehen des
Katheters unmdglich machen.
Das Katheterlumen sollte vor Gebrauch grindlich mit
heparinisierter Kochsaiziésung gesplilt werden, um
Gerinnselbildung zu vermeiden.

4

. Fuhrungskatheter mit einem ausreichend grofien
Innendurchmesser fiir das zu verwendende
GuideLiner-Kathetermodell

. Y-Adaptor mit Hdmostaseventil (Art Tuohy-Borst)

. Flhrungsdraht mit Durchmesser von< 0,36 mm

. Sterile Spritze (zur Spiilung des Systems)

. Sterile heparinisierte Kochsalzlésung (zur Spitlung
des Systems)

VORBEREITUNG

1. Uberpriifen Sie vor der Verwendung die Verpackung
und Komponenten des GuideLiner-Katheters auf
Schaden.

2. Steril arbeiten, die Dispenserspule mit dem

GuideLiner-Katheter in den sterilen Bereich legen.

Das Lumen des GuideLiner-Katheters von der

distalen Spitze griindlich mit heparinisierter

Kochsaizlosung spiilen.

ANWENDUNG

Bei der Einfithrung des GuideLiner-Katheters folgende

Schritte beachten:

1. Den zuvor eingefiihrten Fiihrungsdraht sichern und
die distale Spitze des GuideLiner-Katheters auf den
Flihrungsdraht zuriickziehen und vorschieben, bis
sich der Katheter sich unmittelbar proximal zum
Hamostaseventit befindet.

2.  Das Hamostaseventil 6ffnen und den GuideLiner-
Katheter durch das Hamostaseventil in den
Fiihrungskatheter vorschieben.

42-0773-01 Rev G 04/13
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3. Den GuideLiner-Katheter unter Fluoroskopie bis
maximal 15 cm Uber die distale Spitze des
Fiihrungskatheters hinaus und an die gewiinschte
Stelle im GefaR vorschieben.

Warnung: Den GuideLiner-Katheter niemals in
ein Gef4R mit einem effektiven Durchmesser von
weniger ais 2,5 mm einfilhren. Dies kénnte zu
Gefiverletzung, Ischimie undfoder Okklusion
fithren. Wenn der Druck in einem Gefif8 nach der
Einflihrung des GuideLiner-Katheters nachlisst,
den GuideLiner-Katheter zuriickziehen, bis sich
der Druck normalisiert.

Warnung: Aufgrund der Gré8e und nicht
konischen Spitze des GuideLiner-Katheters ist
sorgfiitig darauf zu achten, In den Gefélen,
durch die dieser Katheter passiert, eine
GefiRokklusion und Schidigung der GefiBwand
zu vermeiden.

4. Mit Fluoroskopie die gewiinschte Position des
GuideLiner-Katheters im Gef4 bestétigen.

5.  Bei einem interventionellen Verfahren die
interventionelle Vorrichtung {iber den platzierten
Filhrungsdraht zuriickziehen und die Vorrichtung
durch den Fithrungskatheter und Guidel iner-
Katheter in den gewiinschten GefaRort vorschieben.

6. Den Y-Adaptor des Hamostaseventils sicher am
proximalen Schaft des Guidel.iner-Katheters
festziehen, um eine Riickblutung zu verhindern.

7.  Das Katheterisierungsverfahren durchfilhren. Nach
Beendigung des Verfahrens den GuideLiner-Katheter
entfernen, bevor der Fithrungskatheter aus dem
Gefap entfernt wird.

BESCHRANKTE GARANTIE

Vascular Solutions, Inc. garantiert, dass der Guidel.iner-

Katheter bis zum angegebenen Ablaufdatum frei von

Fertigungs- und Materialdefekten ist. Die Haftung

entsprechend dieser Garantie ist auf Riickvergiitung oder

Ersatz eines beliebigen Produkts beschrankt, das durch

Vascular Solutions, Inc. hinsichtlich Fertigung oder

Material fiir ,defekt” befunden wurde. Vascular Solutions,

Inc. ist fiir versehentliche, besondere oder Folgeschéden,

die aus dem Einsatz des GuideLiner-Katheter entstehen,

vicht haftbar. Beschédigung des Produkts durch

Jissbrauch, Verénderung, unsachgemiRe Lagerung oder

unsachgemaRe Handhabung fiinren zum Eridschen dieser

beschrénkten Garantie.

Kein Mitarbeiter, Vertreter oder Distributor von Vascular

Solutions, Inc. ist berechtigt, diese beschrénkte Garantie in

irgendeiner Weise zu verdandern oder zu ergénzen. Jede

angebliche Anderung oder Ergénzung der Garantie ist
nicht vor Gericht gegen Vascular Solutions, Inc.
einkiagbar.

DIESE GARANTIE ERSETZT AUSDRUCKLICH

ALLEANDEREN AUSDRUCKLICHEN ODER

STILLSCHWE!GENDEN GARANTIEN,

EINSCHLIESSLICH DER GEWAHRLEISTUNG

ALLGEMEINER UND BESONDERER

GEBRAUCHSTAUGLICHKEIT ODER ANDERER

VERPFLICHTUNGEN VON VASCULAR SOLUTIONS,

INC.

PATENTE UND MARKEN
GuideLiner® ist eine eingetragene Marke von Vascular
Solutions, Inc.

KaBemipag GuideLiner®

Odnyieg xpriong
FIPOZOXH (H.ILA))

H Opoomrovdiaki) NopoBeaia emitpérel my rwAnon
NG OUOKeUTi§ auTrig poévo amod 1aTpd 1} pe evroAn
1aTpou.

NEPITPA®H LYIKEYHEZ

O xaBeriipag GuideLiner sivar évag kaBemiipag povol
aulot Taxeiag evaAAayiig, 0 0IT0i0¢ TPOCPEPETOL OE
peyEBn oupfard pe kaberiipes-odnyous 6F, 7F kon 8F
xat prropel va TorroBeTnBef péow piikoug evarAayiig iy
oUpparog-odnyod 180 cm. Ta peyaAdrepa peyédn Tou
«aBerripa GuideLiner poopifovral yia Xpon evrég

WV EYYUTEPWY TUNHATWV TOU GTEQAVIAIOU ayYEIaKOU
ovoTiparog yia va umrofon8nioouy ii/kai va
SIEVKOAGVOUV TN Xpion TTOAAATTAGV EWEPBATIKGV
ouokeuwv. H ouokeur Twv 150 cm Siabérer aova awd
avogeidwro xéAuBa pe povo auAd 25 cm, pe
enwiorpwan oIAK6VNG.

©2013 Vascular Solutions, Inc.

0 xaferipag GuideLiner S1a8éTel S0 akTivoaKiEpoUg
SakruAiovg a6 mAariva-1pidio, o1 omrofot emrpémouy
TV ATEIKGVION KATE TN XPHoN TUMIKOV
OKTIVOOKOTTIKIWY HEBSTwv. O epigepixdg
akTivooKiep6¢ SakibAtog Bplokerat o€ awéoTaon 2.16
mm / 0,078” arré 10 WePIPEPIKG Gixpo. O £yyig
aKkTvooKiEp6s SakTiAog Bplokeral o€ arréaraon em
a6 10 koAdGpo. H ouoxeuri S1a8éres 5o defkreg
votroféTnong wou Bpiokovral o1a 95 cm (povég
Selkrng) kai ova 105 cm (S1rAdg Seikng) amwéd o
TEPIPEPIKG GKPO, AVTIOTOIXA.

O xaBenipag GuideLiner wpowBeirai péows evég
KaOETIpa-0B1yoU Kal KATAAYES BE ECWTEPIKA
Sidperpo mepirou 1 French pikpérepn arré rou
kaBeripa-odnyod. O kaderijpag GuideLiner Siabérer
ma eyyic poefoxi Tov emonpaivel m cupfarétira
HE Toug KaBETpEG-0BNYOUS KAl TRV TPOKGTITOUOQ
€owTeEpIK SIGPETPO Tou kKaBemipa GuidelLiner.

O kaBeriipag Guideliner £xel amooTelpwoel pe ogeidio Tou
atBuheviou.

[ STERILE]EO]

NPOAIATPAGEL
Zupparég EAdy. Ewr. Siap.
Movitho | KaBerijpag- | eowr. Sidp. Gxpou
obnydg Guldeliner | GuideLiner
5570 26F (2193 0,051/ 0,063/
5,5F cowr, Bifp) 1,30 mm 1,60 mm
26F (21,78
6571 1,42 mm/ 1,70 mm/
6F mm /0,070" 0,066" 0,067
egwr. Bifi.)
27F (21,98
eowr. Bidy.) § '
ss73 | 28F(2224 1,80 mm / 2,16 mm/
oF mm /0,089 0.071" 0,085"
cowr. Bidy.) ' ’
i t___mm__.i
o
o> e =]
e ssem B
A I I
o‘oss'tz.wmm)—" !

ENAEIZEIZ

O1 kaBerfipeg Guideliner wpoopifovrai yia xprion o€
ouvBUao6 He KaBeTripec-obnyols, TTPOKEIEVOU Va Eival
Suvarij n wpboBact) ot SIaKEITES TePIOXES TOU aTeQaviaioy
f/KQ1 TTEPIPEPEIKOU QYYEIGKOU CUCTHUATOS KOl va
SieukoAuvBEi i TorroBEYnon Kat eVaAAayr cuppdTwy-
0BNYWV Kal GAAWV ETFEHBATIKWV GUOKEUWV.

ANTENAEIZEIZ

H xprion Twv kaBeripwv Guideliner avrevBeikvural og
ayyeia Slapérpou pIKpSTEPNG TwWV 2,5 mm Kai o¢ ayyela oTo
VEUpQYYEIaKO OUOTNUA KAl OTO PAEBIKG oUoTnHa.
NPOEIAOMNOIHZEIZ

O kaBetipag GuideLiner TapEXETAI ATOCTEIPWHEVOS yia
pia kar povo xprion. H emavaypnoipomoinon cuokeurig
uiag xpriong Snuioupyei mBavé kiviuvo Aoiphiswy oTov
aaBevi iy atov Xpiiotn, MoAuven Tng ouakeurig prropel va
odnyroe oe aoBEveia i os cofapéd Tpavpanious Tou
agBevolg. .

Floté pnv TrpowBeite Tov kaBeripa Guideliner péoa og
ayyeio xwpic va rponyndel oUpua-odnyds f xwpic va
emBePativere 1) BEaN Tou He aKTIVOOKOTHIKY KaBolhynon.
Mrropei va Tpokdwer avatopn i} Sidrpnon ayyeiou.

MNoté pnv powBeite Tov kaBeriipa GuideLiner péoa oc
ayyeio pe weEAn BiGperpo pikpérepn amo 2,5 mm.
MTTopel va TrpoKUYEl TpaupaTIoNSS Tou ayyeioy, Ioxalpia
Alkat amréppagn. Av nwieon oc éva ayyelo Téoel HETG TV
eioaywyri Tou kaBerripa GuideLiner, amogUpete Tov
kaBerripa Guideliner péxpi ) ieon va eravéABel oTnv
Kavoviki} e Tipd.

Abyw ToU peYEBOUG Kal Tou E1B1Kol oTpoyYUAEpEvou drpou
Tou kaBetiipa GuideLiner, cuviordral ISiaitepn wpoaoxn
yia va amopeuxBel ayyeiakl) amogpagn kal Tpaupariopos
0T TOIXWHATA TWV ayYEiwV aTré Ta oTToia TIEPVA 0
kafeTrpag,

Moré pnv WPOWBETE 1 amooUpeTe Hia EvBayyEIaKT
OUOKeUT} GE TTEPITITLON TTOU TUVAVTHOETE avrigTaon,
TpoToU TPOTBIOPICETE TRV QiTiar TG avrioTacng He
akrivookéwnon. H peraxivion Tou kaberiipa 1 Tou
oupparog odnyol eviv uTrdpxer aviiotaan, evbExerar va
TpoKahécel BlaxwpIopd Tou dxpou Tou kaBeTipa fj Tou

5

ouppatog adnyol, Inud otov kaberripa ry BiGTpnan
ayyelou.
NPO®YAAZEIX

Mnv xpnaoipomroioere Tov kaberipa Guideliner, edv n
ouokeuaoia £xel vTroaTel {npa.

Mpiv Tn Xprion, emBewpriote Tov kabetipa GuideLiner yia
omoladiroTe KGpyn 1 oTpéBAwon. Mnv xpnoipomoleite
évav kaBetripa av £xel utroaTel {npid. EvBExeTal va
wpoxAnBel ayyelakdg Tpaupanouds ffkar aduvapia
wpowdnang ri arréaupong Tou kalerdpa.

O auAdg Tou kaBetripa Tpéret va ekTAUBE] BiegodikG pe
napiviopévo aharotxo SidAupa TeIv TN Xpron, yia va
QaToQUYETE TOV OXNHATION6 Bpoppwy,

H Siadikacia ykardataang rou kaBerijpa Guidetiner 8a
TpéTel va EKTEAEITaN aTT6 1aTpols amoAUTWS
EKTTQISEUPEVOUS OTIC BIGBEPHIKEG EVBOAYYEIGKES TEXVIKES
xal EMEPPATELS.

Mpéwes va Aappdvovras wpo@uAdEeig yia Ty TpéAnyn 5 T
ueiwan g THENg, Grav xpnoiporoleital oroioodriTore
KaBETAPAg OTo AyYEIoKS ouoTnpa. Oa el va e§erdleral
10 EVBEXOHEVO XPiONG OUGTNHATIKOD NTFAPIVIOHOU Kat
amogTeipwhévou nwapviopévoy aAarolyou Siahlparog.
Na €ioTe TPOOEKTIKO! KATA TO XEIPIOHS Tou KABEThpa KaTd
™ Sidpkeia piag Siadikaciag, yia va peiwdei n miBavétnTa
tuxaiag Bpavong, kauyng 1f aTpéfAwong.

Orav o kaBeThpag Ppiokeral evidg TOU GUIHATOS TOU
acBevoug, ol Xeipiopol 8a TpETel va TpaypaToTolodvTal
HOVO UTFé aKTivOoKGTTRGN. Mnv aTromelpadeire va KiviigeTe
Tov KaBeTiipa xwpic va Taparnpeire Tnv emakdAoudn
awokpion Tou dkpou Tou.

Moré pnv Tpowdeire Tov kaberipa Guidel.iner
TEPIGTOTEPO aTrd 15cm Tépa AT 1O (kPO TOU KaBETPa
odnyou, yiari o kaBeripag Guideliner pTopei va oenvwoe!
HEoa aTov KABETAPa-odNYS Kat va eival 50oKoAN 0
agaipeoti Tou,

EMINAOKEZ

evikd oxerigovral o1 Trapakdrw emmAokég pe Sladikaoieg
KkaBernpIacHoy Kal pTropel va pokiyouy Kard Tn xphon
ToU KaBeripa Guideliner:

. TomiKr} fj ouoTnpixi poAuvon

. eupolr aépa

. Siardpagn Tou £Gw XITwva

. apTnpiaxy avaropr

. Siarpnon ayyelakoy TOIXWHATOS
. ayyeiaki awéppagn

. apTnpiakr 6péupwon

. £ugpaypa Tou puokapdiou

. aApTNPIaKSS OTTACHGG

KAINIKH AIAAIKAZIA

O kaBerfipag Guideliner wpémel va xpnotpoTroicirat awé
1aTPOUE KATAPTIGHEVOUG OTIG SIaBIKACIES, Yia TIG OTTOlE
wpooplderal n ouakeuri. Ol TexvikéC kal o) Biadikacieg wou
Tweptypdpovral ev avirpoowiredouv OAA Ta 1aTPIKWG
amodeKTd WPWTOKOAAQ, 0UTE UTTOKABIOTOUV TV ENTIEpa
Kal TNV Kpion Tou iaTpol Ot oxéon HE TNV aywyr
oToIoUBHTTOTE GuYKEKPIEVOU aoBevOUG. Mpiv AngBei
améEacn yia £va GUYKEKpIEVO TTpoYpappa Beparreiag,
Tpémel va exnpnBodv 6Aa Ta Siabioipa Gedopéva,
cupmepAQuBavopévwyY Twy evBEIEEWY Kal TwY
GUUTITWHGATWY TOU aoBevois Kat GAMwY atroTEAEopdaTWY
BIayVWOTIKWY EEETAGEWV,

H guokevaoia wepléxen:

. Avahwoipog kabetripag piag xpriong Guideliner

AAa UAIKG Trou arrarToivral aAAG Bev

oupteplAappévovrar

. KaBerripag-08nyo¢ pe £owTepIKr) SIGUETPO apKeTd
HEYGAN GIOTE Va XWPGE TO GUYKEKPILEVO HOVTEAS
kaBerApa Guideliner rou XpnoiHoTolEiTal

. Npooappoyéag oxfuarog Y e aipooTarikr faABida
{vdwou Tuohy-Borst)

. Zappa-odnyds pe Sidperpo < 0,36 mm/ 0,014”

. ATrooTeipwyévn alpiyya (yia Tnv EKAuon Tou
auaThiuarog)

. ATrooTelpwpévo nrapiviopévo aharouxo Bidupa (via
v é€KTTAUOT TOU CUOTHNATOC)

NPOETOIMAZIA A XPHEH

1. Npiv 1 xpfion, eMBEWPACTE 1) CUTKEVATIA Kal T
e€apripara Tou kabetipa GuideLiner yia Tuxév
{nuid.
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2. Equappéfoviag awooTeipwpévn TEXVIKY, HETAQEPETE
™ oTrEipa Wapoxig pe Tov kaderripa Guideliner ot
arocteipwiévo Tedio.

3. Kavie Siegodikn ékmAuan Tou auAol Tou KaBeripa
GuideLiner amd 1o wepIPEPIKG AKPO HE NTTAPIVIOPEVO
aharoUxe SiGAupa.

AIAAIKAZIA EKATYEHE
Exmrrigre rov kaBerripa Guideliner wg €&ig:

1. ZIEPEWOTE TO €K TWV TPOTEPWV EITHYpEVO OUPHa-
odnyod ko romoBerrioTe avadpopa 10 WEPIPEPIKS
@xkpo Tou kaBeTripa GuideLiner aro olppa-odnyd kai
wpow6ioTe Tov Kaberpa, pExp! o kaberipag va
BpeBei akpiBdg eyyug Tng aipooTarikic BaApidag.

2. Avoifre mv aipooTarik BaABida kai TpowBroTe Tov
xaBetripa GuideLiner SiapEoov TG AIMOCTATIKAG
BaABidag ko evrdg Tou kaberfpa-odnyol.

3. Ymé aknvookdommon, TpowBiiaTe Tov KaBetipa
Guidel.iner To ToAG éwg 15 cm wépa amd 1o
TEPIPEPIKG AKPO TOU KABETI|Pa-03Nyol kal aTo
£mBupnTé onpeio evrég Tou ayyeiou,

Mpoooxiy: Mot pnv Tpowbeite Tov kaberipa
GuideLiner poa o€ ayyeio pe woéApm SiGpeTpo
Hikp6TEpN amd 2,5 mm. Mwopef va rpokiyet
TPaUPATICPOGS TOU ayyeiov, IoXapia fj/kar
amé@pagn. Av n wicon o€ éva ayyefo wéoel peTé
™V E10aywyn Tou kadenipa GuideLiner,
amooUpere Yov kaBenipa GuideLiner péxpi n
wrieon va eravéABel 0TV Kavoviki] TG TIA.

Mpocoyi: Adyw rou peyéBoug kai Tou €151KOU
oTpoyyuAepévou drkpou Tov kadetipa Guidel.iner,
ouvioTaral 151airepn Trpocoyi yia va arro@euxdef
ayyeioki} amé@pagi Kat Tpaupanopés oTa
ToIXWpaTa TWV ayyelwy amré Ta otrola TEpvd o
KaBeTipag.

4.  XpnoigoroioTe aKTIVOOKSTITON Yia va
emBeBaboere Tnv emBuunTh B0 Tou KaBerfpa
GuideLiner evrég Tou ayyeiou.

5. Avexreheite a mapeppankii Siadikaoia,
TomobeTioTe avadpopa TRV TTapEpBATIKY] GUOKEUN
£mMdvw awé To TomoBeTnuévo cippa-odnyé kat
TpowbriaTe T cuokeuri diapégou Tou xaBetipa-
odnyol kai Tou kaBetripa GuideLiner, evrdg Tou

) emBupunrod ayyeiakol Xwpou.

6.  Z¢lgre kakd v aidooTariki BaABida pe
wpocapuoyéa axiparog Y arov eyylc GEova tou
kaBetfipa GuideLiner, yia va aworpéyere v
avdadpopun aoppayia.

7.  Exvehéore Tn diadikacia kaBernpiaopold. A@od
ohoxkAnpuaere ) Siadikaoia, agarpéore Tov
kaBerfipa GuideLiner piv agaipéoete Tov kKabeTripa-
odny6 amé 10 ayyeio,

NEPIOPIEMENH EFTYHIH

H Vascular Solutions, Inc. eyyuéras 611 o kaetiipag
GuideLiner Sev @éper eAaTTULATA GXETIKG PE TG UAIKG Kol
TNV KQTAOKEUN) TPIV amd Trv avaypagopevn nuepounvia
Aigng. H euBlvn ova Adicia TG eyyinong autig
WEPIOPIZETaN OTAV EMIOTPOPH} TOU KataBaAAGUEVOU TTogoU iy
TNV QVTIKATAOTAGN OTFOIOUSITTOTE TTPOIGVTOS TTOU EXEL
BpeOBei earrwparnkd amwd Tny Vascular Solutions, Inc. 6oov
agopt TV KaTaokews 1 Ta uAikG. H Vascular Solutions,
Inc. Bev pépei euBUVN YIA OTTOIEGDITIOTE CUUTITWHATIKES,
€1I0IKEG 1) TTApETTOpEVES JNHIEG TIOU TUXGV TTPOKUIYOUV aTd
™ xpfion Tou xaBerpa Guideliner. H {npid ou Ba
TPokAnBEi oTo TPOidv Adyw Kakiig xpriong, perarporrrig,
aKaT@AANANG @UAagng rj axarGAAnAou xeipiopol Ba
KOTAOTIOE GKUpN TV TTapodod TEpIopIoEVN EyYUnon.
Kavévag yrdAAnAog, avirpéowTrog fj Siavopéag Tng
Vascular Solutions, Inc. Sev £xet To Sikaiwpa va ahhaéel
VQ TPOTIOTTON|OE! QUTHY TV TTEPIOPITREVT £YYUNOT KATG
kavéva Tpdwe. Kapia petaBoAr fj Tpotromainan Sev Ba £xel
1ox0 kard g Vascular Solutions, Inc.

HMAPOYZA ETTYHIH ANTIKAGIZITA OAEZ TIZ AAAET
EMYHZEIZ, PHTEX H EMMEZEZ,
LYMMEPINAMBANOMENHRZ KAl KAGE EITYHZIHZ
EMNOPEYZIMOTHTAZ H KATAAAHAOTHTAZ A
ENAN ZYIKEKPIMENO ZKOMO H OMNOIAZAHNOTE
ANHZ YMOXPEQIHE THE VASCULAR SOLUTIONS,
INC.

AINAQMATA EYPEZITEXNIAL KAl EMIMOPIKA
THMATA

To GuideLiner® givai spumropiké ofpa katarebév g
Vascular Solutions, Inc.

©2013 Vascular Solutions, Inc.

Catéter GuideLiner®
Instrucciones de uso
PRECAUCION PARA EE. UU.

La ley federal limita la venta de este dispositivo a
médicos o por solicitud de un médico.

DESCRIPCION DEL DISPOSITIVO

El GuldeLlIner es un catéter de una sola luz, de
Intercambio répido, disponible en tamanos
compatibles con catéteres gufade 6 F, 7Fy 8 F y se
puede colocar sobre una longitud de Intercambio o un
alambre gufa de 180 cm. Los tamafios méas grandes de
los catéteres GuideLiner estan previstos para usarse
con las partes proximales de la vasculatura coronaria
para dar apoyo y/o facilitar el uso de miitiples
dispositivos de intervencién. El dispositivo de 150 cm
posee un eje proximal de acero Inoxidable con una
sola luz recublerto con siiicona.

El catéter GuldelLiner Incluye dos bandas marcadoras
de platino-iridio que permiten la visibilidad mediante
procedimientos fiuoroscépicos estandar. La banda
marcadora distal esta situada a 2.16 mm de la punta
distal. La banda marcadora proximal esté sltuada a 1
cm del cuello. El dispositive dispone de dos marcas
de posicionamiento situadas a 95 cm (marca tnica) y
105 cm {marca doble) de la punta distal,
respectivamente,

El catéter GuideLiner se introduce a través de un
catéter guia, de modo que el diametro interno es
aproximadamente 1 French menor que el catéter gufa.
El catéter GuideLiner incluye una lengiieta proximal
que indica la compatibilidad con el catéter guia y el
didmetro Interno resuitante del catéter Guidel.iner.

El catéter GuideLiner ha sido esterilizado con éxido de
etileno.

| STERILE[EO]

ESPECIFICACIONES
Catéter guia | D.l. minimo D.E.dela
Modelo compatible del punta del
Guideliner | GuideLiner
5570 26 F (20,086"/ 0,051/ 0,063/
55F 168 mmD.L) 1,30 mm 1,60 mm
5571 26 F (20,070"/ 0,056"/ 1,42 0,067 /1,70
6F 1,78 mmD.L} mm mm
5572 27F(20,078"/ 0,062 /1,57 0,075" 11,90
7F 1,98 mmD.L) mm mm
5573 28F(20,088"/ 0,071"7/1,80 0,085° /2,16
8F 24mmD.l) mm mm

N 1500 .
s ener 25 T et |
1

& l [———-7;95""——-——-—|:_m—"_ﬁ A

210
00857 216mm} =it !

INDICACIONES

Los catéteres GuideLiner se deben utilizar conjuntamente
con catéteres guia para acceder a regiones discretas de la
vasculatura coronaria y/o periférica y para facilitar la
colocacion y el intercambio de alambres guia y otros
dispositivos de intervencion.

CONTRAINDICACIONES

Los catéteres Guideliner estan contraindicados en vasos
con un diametro inferior a 2,5 mm y en vasos que se
encuentren en la neurovasculatura y en el sistema venoso.
ADVERTENCIAS

El catéter GuidelLiner se proporciona esterilizado y es de
un solo uso. La reutilizacién de dispositivos indicados para

un solo 1so crea un riesgo potencial de infeccion para el
paciente o el usuario. La contaminacién del dispositivo

puede causar enfermedades o lesiones graves al paciente.

Nunca haga avanzar el catéter GuideLiner por un vaso sin
un alambre guia o sin confirmar la ubicacién mediante una
guia fluoroscépica. De lo contrario, se puede producir la
diseccién o perforacién del vaso.

Nunca haga avanzar el catéter GuideLiner por un vaso
cuyo didmetro efectivo sea inferior a 2,5 mim. De lo
contrario, se pueden producir lesiones, isquemia y/o
oclusion del vaso, Si se produce un descenso de presion
en un vaso tras introducir un catéter GuideLiner, retirelo
hasta que la presion vuelva a la normalidad.

Debido al tamafio de la punta del GuidelL.iner y a que no

esta ahusada, hay que tener mucho cuidado para evitar la

oclusién del vaso y no daiiar la pared de los vasos por

donde pasa este catéter.

Nunca haga avanzar ni retire un dispositivo intravascular

cuando encuentre resistencia, hasta que determine la

causa de la misma mediante fluoroscopia. E! movimiento

del catéter o del alambre guia en condiciones de

resistencia puede causar la separacion de la punta de!

catéter o del alambre guia, daiios al catéter o perforacion

de los vasos.

PRECAUCIONES

No utilice el catéter GuideL.iner si el envase est4 dafiado.

Inspeccione el catéter GuideLiner antes de utilizarlo para

descartar dobladuras o torsiones. No utilice un catéter

danado. Si lo hace, puede ocasionar daiio a los vasos o

incapacidad para hacer avanzar o retirar el catéter.

Antes del uso, la luz del catéter debe estar completamente

irrigada con una solucién salina heparinizada para evitar la

formacion de coagulos.

El procedimiento de implementacion del catéter

GuideLiner debe ser efectuado por médicos rigurosamente

entrenados en técnicas y procedimientos percutdneos e

intravasculares.

Deben tomarse las precauciones necesarias para prevenir

o reducir la coagulacién cuando se utiliza algin catéter en

el sistema vascular. Debe tenerse en cuenta el uso de una

soluci6n estéril heparinizada y de heparinizacion

sistémica.

Tenga cuidado al manipular el catéter durante un

procedimiento para reducir la posibilidad de rotura,

doblamiento o torsién accidental.

Cuando el catéter esta en el cuerpo, sélo se debe

manipular bajo fluoroscopia. No intente mover el catéter

sin observar la respuesta resultante de la punta.

Nunca haga avanzar el catéter Guideliner mas de 15

cm por delante de la punta del catéter guia, ya que el

catéter GuideLIner puede quedar alojado dentro del

catéter guia, lo que haria dificil su

extraccién.COMPLICACIONES

Las siguientes complicaciones suelen estar asociadas a

procedimientos de cateterizacién y pueden ocurrir al

utilizar el catéter GuideLiner:

. infeccién local o sistémica

. embolia gaseosa

. rotura de la intima

. disecci6n arterial

. perforacién de la pared del vaso

. oclusién vascular

. trombosis arterial

¢  infarto de miocardio

. espasmo arterial

PROCEDIMIENTO CLINICO

El catéter Guidel.iner debe ser utilizado por médicos

capacitados en procedimientos para los cuales esté

destinado el dispositivo. Las técnicas y los procedimientos

descritos no representan TODOS los protocolos

médicamente aceptables, ni tampoco pretenden sustituir la

experiencia y el criterio clinico del médico en el tratamiento

de pacientes especificos. Toda la informacion disponible,

incluso los signos y los sintomas del paciente y otros

resultados de analisis, debe tenerse en cuenta antes de

determinar un plan de tratamiento especifico.

El envase contiene:

. Catéter Guidel.iner desechable para un soio uso

No incluye los demés elementos requeridos:

. Catéter guia con un didmetro interno lo
suficientemente grande para acomodar el medelo
especifico del catéter GuideLiner que se use

. Adaptador en Y con valvula hemostatica {tipo Tuohy-
Borst)
Alambre guia con un didmetro < 0,36 mm
Jeringa estéril (para irrigacion de) sistema)

. Solucion salina heparinizada estéril (para irrigacion
del sistema)

PREPARACIONES PARA EL USO

1. Antes de utilizarlo, inspeccione cuidadosamente el

envase del catéter GuideLiner y los componentes
para ver si estan danados.
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2. Utilizando una técnica estéril, transfiera la bobina
dispensadora con el catéter GuideLiner al campo
estéril.

3. Enjuague bien la luz del catéter GuideLiner desde la
punta distal con solucién salina heparinizada.

' PROCEDIMIENTO DE DESPLIEGUE

Siga los siguientes pasos a la hora de utilizar el catéter

Guidel.iner:

1. Fije el alambre guia previamente insertado, cargue
por detras la punta distal del catéter GuideLiner en el
alambre guia y hagalo avanzar hasta que quede
proximo a la valvula hemostética.

2. Abra la valvula hemostatica, haga avanzar el catéter
GuideLiner a través de Ja misma hacia el interior del
catéter guia.

3. Bajo fluoroscopia, haga avanzar el catéter
GuideLiner de 15 cm méximo afuera del catéter guia
hasta alcanzar la ubicacién deseada en el vaso.

koot on tarkoitettu kiytettdviks! sepelvaitimoiden
proksimaalisissa osissa tukemaan jaltal helpottamaan
useiden interventiofaittelden kiyttdd. Tdimidn 150 cm
pitkén faitteen varsi on ruostumatonta teriistd. Varsi on
varustettu yhdelld 25 cm pitkilld luumenilla, joka on
kisitelty siiikonilla.

Guidel.iner-katetrissa on kaksi platina-iridium-
merkkiviivaa, jotka nikyvit normaaleja
l4plvalaisumeneteimli kéytettdessd. Distaalinen
merkkivilva on 2.16 mm etiisyydelld distaalikirjestd,
Proksimaalinen merkkiviiva on 1 cm etiéisyydelld
holkista katsoftuna,. Laltteessa on kaksi
palkannusmerkki 95 cm (yksi merkki) ja 105 cm
(kaksolsmerkki) pitissi distaalikiirjests, tdssd
Jirjestyksessd.

GuideLiner-katetrl pujotetaan ohjainkatetrin l&vitse,
mink4 seurauksena GuideL.iner-katetrin sisdhalkalsija
on noin 1 French-kokoa pienempi kuin ohjainkatetrl.
GuideLiner-katetrin proksimaaiisessa pdissé on
merkkllappu Josta iimenee ohjauskatetrin

Advertencia: Nunca haga avanzar el
GuideLiner en un vaso cuyo didmetro real sea
inferior a 2,5 mm. De lo contrario, se pueden
produclr lesiones, Isquemia y/o oclusién del

vaso. Si la presién del vaso disminuye tras la
introduccién del catéter Guidel.iner, retirelo hasta
que la presién vuelva a la normalidad.

Advertencia: Debido al tamafio de la punta del
GuideLiner y a que no esta ahusada, hay que
tener mucho cuidado para evitar fa oclusién del
vaso y no dafar la pared de los vasos por donde
pasa este catéter,

4.  Mediante fluoroscopia, confirme la posicion deseada
del catéter GuideLiner en el vaso.

5. Si realiza un procedimiento intervencionista, cargue
por detras el dispositivo sobre el alambre gufa ya
colocado y hagalo avanzar a través del catéter guia

.y el catéter GuideLiner hacia el interior del espacio
vascular deseado.

6.  Apriete bien la valvula h tatica con adaptador en
Y en el eje proximal del catéter GuideLiner para
evitar el sangrado retrégrado.

. 7. Lleve a cabo el procedimiento de cateterizacién. Una

vez finalizado, retire el catéter Guideliner antes de
extraer el catéter guia del vaso.

GARANTIA LIMITADA

Vascutar Solutions, Inc. garantiza que el catéter
GuideLiner no tiene defectos de fabricacién y materiales
antes de la fecha de vencimiento establecida. La
responsabilidad de esta garantia se limita al reembolso o a
la sustitucién de cuaiquier producto en el que Vascular
Solutions, Inc. encuentre defectos de fabricacién o de
materiales. Vascular Solutions, Inc. no se responsabiliza
de ningun daio incidental, especial o consecuente
ocasionado por el uso del catéter GuideLiner. La garantia
quedara anulada por los dafios que tengan su causa en el

pivuus ja timén kiytdstd johtuva GuideLiner-
katetrln sisZhalkaisija.
GuideLiner-katetri on steriloitu etyleenioksidilla.

[STERILE[EO]

TEKNISET TIEDOT

VAROTOIMET

Ala kdytd GuideLiner-katetria, jos pakkaus on
vahingoittunut.

Tarkasta Guidel.iner-katetri ennen kéytto4 kiertymien tai
taittumien varaita. Vaurioitunutta katetria ei saa kdyttaa.
Seurauksena voi olla suonen vaurioituminen jaftai katetrin
eteenpdin kulj nisen tai péin v isen
epdonnistuminen.

Katetrin luumenin tulee olla kauttaaltaan huuhdeltu
heparinoidulla keittosuolaliuoksella ennen sen kéyttod
hyytymien muodostumisen estédmiseksi.
Guidel.iner-katetrin sisaénviennin saavat toimittaa vain
lagkarit, jotka on koulutettu perkutaanisten
intravaskulaaristen tekniikoiden kdyttdén ja néihin liittyviin
toimenpiteisiin.

Kun katetria kdytetdan verisuonistossa, on aina
suoritettava tarvittavat varotoimenpiteet hyytymisen
estamiseksi tai vihentdmiseksi. Systeemisen
heparinisaation ja heparinoidun steriilin liuoksen kéyttéa
tulee harkita.

Noudata varovaisuutta késitellessési katetria toimenpiteen
aikana vilttaaksesi vahingossa tapahtuvan katkeamisen,
taipumisen tai kiertymisen.

Kun katetri on potitaan verisuonistossa, sen manipulointi
pitdd suorittaa aina |dpivalaisukontrollissa. Ala yritd
liikuttaa katetria tarkkailematta katetrin péén vastetta.

Al4 koskaan tyénna Guidebiner-katetria 15 cm
ohjainkatetrin kérkea pldemmalle silld GuideLiner-katetri

Yhteensopiv | Guidelin Guidel.Iner
Mali a erin in kirjen
ohjainkatetri | vih.siséh Ikohalk
alkaisija
ss0 | 2OF(sedmalk | o051y 0,063/
5,6F 1,68 mm! 1,30 mm 1.60 mm
s | 2% sisahalk. | o,056 0,067/
6F 1,78 mm) 1,42 mm 1,70 mm
s572 | 2 7(: (siszhalk. 0,027 0,075°
7F 1,08 mm) 1,57 mm 1,90 mm
6573 | = ”(z (sisahalk. 0,071 0,085/
8F 2,24 mm) 1,80 mm 2,16 mm
i 1504 . L.:—-—zs:m.____..
P
®: O—xr———1)A
I L————-——‘EQS(mM
10
0.085’(1.'6!“1")———!-’ !
KAYTTOAIHEET

Guideliner-katetrit on tarkoitettu kaytettévaksi
ohjainkatetrien kdytén yhteydess yksittéisiin koronaarisen
jaftai perifeerisen verisuoniston alueisiin k&siksi
passemiseksi seké ohjainvaijereiden tai muiden
tmmenpidelalttelden paikalleen asetuksen tai vaihtamisen

uso indebido, la alteracion, el aln ir
o la manipulacién indebida del producto.
Ningtin empleado, agente o distribuldor de Vascular
Solutions, Inc. tiene autoridad para alterar o enmendar
esta garantia limitada en ningtin sentido. Cualquier
supuesta alteracién o enmienda no podré aplicarse contra
Vascular Solutions, Inc.

ESTA GARANTIA SE OTORGA EXPRESAMENTE EN
LUGAR DE TODA OTRA GARANTIA EXPRESADA O
IMPLICITA, INCLUYENDO TODA GARANTIA DE
COMERCIABILIDAD O ADECUACION A UN FIN
PARTICULAR O CUALQUIER OTRA OBLIGACION DE
VASCULAR SOLUTIONS, INC.

PATENTES Y MARCAS COMERCIALES

GuideLiner® es una marca registrada de Vascular
Solutions, Inc. .

. - ® .
GuideLiner -katetri
Kéyttoohjeet
USA: TA KOSKEVA HUOMAUTUS
Yhdysvaitain llittovaltion lakl rajoittaa laitteen myynnin
tapahtuvaksi alnoastaan l4#kérin toimesta tal
midriyksestd.
JALINEEN KUVAUS
GuideLiner-katetri on yksiluumeninen nopeasti
vaihdettava katetri, jJoka on saatavana yhteensopivana
6F:n, 7F:n Ja 8F:n kokolsille ohjainkatetrellle ja joka
voldaan asettaa vaihto-osan tal 180 cm pltuisen
ohjainvaljerin p4ilie. GuldeLiner-katetrin suuremmat
©2013 Vascular Solutions, inc.

VASTA-AIHEET

GuideLiner-katetrien kéytté on vasta-aiheinen
verisuonissa, joiden siséhalkaisija on alle 2,5 mm,
neurovaskulaarisen kudoksen verisuonissa ja laskimoissa.

VAROITUKSET

GuideLiner-katetri toimitetaan steriilina vain kertakéytt6ad
varten. Kertakayttdisen laitteen uudelleenkéyttd aiheuttaa
mahdollisen potilas- tai kéyttajdinfektioiden riskin. Laitteen
kontaminaatio voi johtaa sairastumiseen tai vakavaan
potilasvammaan.

Als koskaan tydnné GuideLiner-katetria verisuoneen iiman
johtavaa ohjainvaijeria tai iiman sijainnin varmistamista
lapivalaisulla. Tamé saattaa aiheuttaa verisuonen
dissekoituman tai perforaation.

Al4 koskaan tydnna GuideLiner-katetria verisuoneen, jonka
todellinen Hpihalkaisija on alle 2,5 mm. Témaé saattaa
aiheuttaa verisuonen vahingoittumisen, iskemian tai
tukkeutumisen. Mikéli verisuonen paine laskee GuideLiner-
katetrin paikalieen asettamisen jélkeen, vedd GuideLiner-
katetria ulos kunnes paine palautuu normaaliksi.
Guidel.iner-katetrin koon ja tylpan kérjen vuoksi tulee
noudattaa 44rimméistd varovaisuutta, jotta véltettdisiin
suonen tukkiutuminen tai sen seindmien vahingoittuminen
katetrin kulkiessa suonen lavitse.

Al4 koskaan kuljeta suonensiséista vélinetts eteenpéin tai
veda sit4 taaksepain vastusta vastaan, ennen kuin
vastuksen syy on méadritetty lapivalaisulla. Katetrin tai
johtimen liikuttaminen vastusta vastaan saattaa aiheuttaa
katetrin tai johtimen kérjen irtoamisen, katetrin
vaurioitumisen tai suonen perforaation.

7

ttaa juuttua ohj in sisélle, jolloin se on vaikea
poistaa.

KOMPLIKAATIOT

Seuraavia katetrointitoimenpiteisiin yleisesti liittyvié

kompilikaatioita voi iimaantua GuideL.iner-katetria

kéytettdessé:

. paikallinen tai systeeminen infektio

. ilmaembolia

. intimarepedmé

. valtimon dissekoituma

. perforaatio ja suonen repeéminen

. verisuonen tukkeutuminen

. valtimotromboosi

. sydénlihaksen infarkti

. valtimospasmi

TOIMENPITEETN SUORITTAMINEN

GuideL iner-katetrin kdytto on saliittu sellaisille ladkéreille,

jotka on koulutettu laitteen kéytictarkoituksen mukaisiin

toimenpiteisiin. Kuvatut tekniikat ja toimenpiteet eivat
edusta KAIKKIA ladketieteellisesti hyvaksyttyjd protokollia,
eiké niiden ole my&skéén tarkoitus korvata ldékérin
kokemusta ja harkintaa minkéén tietyn potilaan hoidossa.

Kaikki saatavilla olevat tiedot, mukaan lukien potilaan tilan

merkit ja oireet sekd muut diagnostiset koetulokset, tulee

ottaa huomioon ennen erityisen hoitosuunnitelman
médrittamista.

Pakkauksen siséltd:

. Kertakéyttdinen Guideliner-katetri

Muut tarvittavat materiaalit, joita el toimiteta

pakkauksessa:

. Ohjainkatetri, jonka sisshalkaisija on tarpeeksi suuri
kéytossa olevaa erityistd Guidel.iner-katetria varten.

. Hemostaasiventiililid varustettu Y-fiitin (Tuohy-Borst-
tyyppinen)

. Ohjainvaijeri, jonka halkaisija s 0,36 mm

. Steriili ruisku (jarjestelman huuhteluun)

. Steriilid heparinoitua keittosuolaliuosta (jérjestelmén
huuhteluun)

KAYTON VALMISTELU

1. Tarkasta GuideLiner-katetrin pakkaus ja komponentit
huolellisesti vaurioiden varalta ennen kéyttda.

2. Vie annostelulaite ja GuideLiner-katetri steriilisti
steriilille alueelle.

3. Huuhtele GuideLiner-katetrin luumen distaalikdrjesta
késin kauttaaltaan heparinoidulia
keittosuolaliuoksella.

SISAANVIENTI

Aseta GuideL.iner-katetri paikalleen noudattaen seuraavia

vaiheita:

42-0773-01 Rev G 04/13
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1. Varmista jo etukiteen paikalleen asetettu
ohjainvaijeri ja lataa GuideLiner-katetrin distaalikérki
ohjainvaijeriin. Tydnné sitten katetria vain, kunnes
sen sijainti on proksmaalmen hemostaasiventtiiliin
nédhden.

Avaa hemostaasiventtiili ja tydnnd GuideLiner-katetri
hemostaasiventtiilin 1&pi ohjainkatetriin.

3.  Tyénn# Guideliner-katetri enintédn 15 cm
ohjainkatetrin distaalikdrjen ohitse |dpivalaisun
ohjaamana ja sitten haluttuun suonensiséiseen
paikkaan.

Varoltus: Al4 koskaan tytnnd GuldeLiner-katetria
verisuoneen, Jonka todellinen lipthalkalsija on
alle 2 5 mm. Téstd saattaa alheuttaa verlsuonen
goittumisen, iskemian tai tukket I
Mik#li verisuonen paine laskee GuideLiner-
katetrin palkalleen asettamisen jilkeen, vedd
GuideLiner-katetria ulos kunnes paine palautuu
normaaliksl.
Varoitus: GuideLiner-katetrin koon ja tylpén kérjen
vuoksi tulee noudattaa a&rimmaisté varovaisuutta,
jotta véltettéisiin suonen tukkiutuminen tai sen
seindmien vahingoittuminen katetrin kulkiessa
suonen ldvitse.

4.  Vahvista GuideLiner-katetrin haluttu sijainti
verisuonessa dpivataisun avulla.
5. Interventiota suorittaessa lataa toimenpidelaite
ikalleen asetetun ohjainvaijerin péélle ja tydnnd
laite ohjainkatetrin ja GuldeLlner-katetrln lavitse
haluttuun suonensisdiseen paikkaan.

6.  Kiristd Y-liittimen hemostaasiventtiili kunnolia
GuideLiner-katetrin proksimaaliseen varteen veren
takaisinvuodon estdmiseksi.

7.  Suorita katetrisointi. Poista GuideLiner-katetri ennen
ohjainkatetrin poistamista verisuonesta toimenpiteen
tultua valmiiksi.

RAJOITETTU TAKUU :

Vascular Solutions, Inc. takaa, ettd Guidel.iner-katetri on
vapaa valmistus- ja materiaalivioista annettua viimeisté
kéyttopéivad edeltdvana aikana. Tdman takuun sisditdmé
vastuu rajoittuu vain sellaisten tuotteiden hinnan

- nalauttamiseen tai tuolteiden vaihtoon, joissa Vascular

" 3olutions, Inc. on todennut olevan raaka-aine- tai
vaimistusvikoja. Vascular Solutions, Inc. ei ole vastuussa
mistadn satunnaisesta, erityisestd tai epdsuorasta
vahingosta, joka syntyy Guideliner-katetrin kdytésta.
Tuotteen vasrinkdytdn, muuntelun, vadrén séilytystavan tai
véarén késittelyn aiheuttama vaurio mité&tsi tdmén
rajoitetun fakuun.
Vascular Solutions, inc. ty6ntekijoilld, edustajilla tai
jélleenmyyjilla ei ole valtuuksia muuttaa tal laajentaa tata
takuuta milldén tavalla. Vascular Solutions, Inc. ei ole
vastuussa mistdan oletetuista muutoksista tai liséyksista.
TAMA TAKUU KORVAA KAIKKIMUUT ILMAISTUT TAI
KONKLUDENTTISET TAKUUT, MUKAAN LUKIEN
KAUPATTAVUUTTA JA TIETTYA
KAYTTOTARKOITUSTA KOSKEVAT TAKUUT, SEKA
KAIKKI MUUT VASCULAR SOLUTIONS, INC:N
VASTUUT JA VELVOLLISUUDET.

PATENTIT JA TAVARAMERKIT

GuideLiner® on Vascular Solutions, inc. -yhtion rekisterdity
tavaramerkki.

~

Cathéter GuideLiner®
Mode d’emploi
MISE EN GARDE APPLICABLE AUX ETATS-UNIS

La légisiation fédérale restreint la vente de ce
dispositif aux médecins ou sur prescription médicale.

DESCRIPTION DU DISPOSITIF

Le cathéter GuideLiner est un cathéter de
remplacement rapide a lumiére unique disponible dans
des tailles compatibles avec les cathéters-guides 6F,
7F et 8F. Il peut étre placé sur une iongueur de
rechange ou sur un fil-guide de 180 cm. Les tailles
supérleures des cathéters GuideLiner permettent une
utilisation au sein des portions proximales du systéme

_ rasculalre coronarien pour apporter un soutien et/ou
faclliter Putliisation de plusleurs apparelis
d'Intervention. Le dispositif de 150 cm posséde une
tige en acler inoxydable avec une lumiére unique de
25 cm revétue de silicone.

©2013 Vascular Solutions, inc.

Le cathéter GuldeLiner posséde deux bandes-repéres
en platine et en Iridium qui permet de le visualiser lors
de I'utilisation de méthodes radi tandard

lques d.
La bande-repére distale est située 2.16 mm de
I'embout distal. La bande-repére proximale est située &
1 cm de la bague. Le cathéter posséde deux repéres
de posltionnement situés a 95 cm (repére simple) et
105 cm (repédre double) de son embout distal,
respectivement.
Le cathéter GuldeLiner est introduit 4 travers un
cathéter-guide qui permet d’obtenir un diameétre
interne d’environ 4 French plus petit que celui du
cathéter-guide. Le cathéter GuideLiner posséde une
languette proximale qui Indique la compatibilité avec
les cathéters-guides et le diamétre interne final du
cathéter GuideLiner.

Le cathéter GuideLiner a été stérilisé & 'oxyde d'éthyléne.

| STERILE[EO|

CARACTERISTIQUES TECHNIQUES ~

PRECAUTIONS

Ne pas utiliser le cathéter GuideLiner si 'emballage a été
endommagé.

Avant utilisation, vérifier que le cathéter GuideLiner n'est
pas plié ou déformé. Ne pas utiliser un cathéter abimé.
Une détérioration vasculaire et/ou I'impossibiité d'insérer
ou de retiver le cathéter psuvent survenir.

La lumiére du cathéter doit étre soigneusement rincée
avec une solution saline héparinisée avant emploi de
maniére a prévenir la formation de caillots.

La procédure de déploiement du cathéter GuideLiner doit
étre effectuée par des médecins correctement formés aux
procédures et aux techniques percutanées et
intravasculaires.

Des précautions doivent étre prises pour éviter ou réduire
le risque de formation de caillots de sang lorsqu'un
cathéter est utilisé dans le systéme vasculaire.
L'héparinisation systémique et I'utilisation d’une solution
stérile héparinisée doivent étre envisagées.

le cathéter avec soin pendant l'intervention afin
d'éviter de le rompre, le courber ou le plier par

Une fois le cathéter a I'intérieur du corps, if doit étre
manipulé exclusivement sous radioscopie. Ne pas tenter
de déplacer le cathéter sans observer la réaction
résultante de I'embout.

Ne jamais faire progresser le cathéter Guideliner plus de
15 cm au-dela de I'extrémité du cathéter-guide car il

ait de se loger dans le cathéter-guide, ce qui

rendrait son extraction difficile.
COMPLICATIONS

Les complications suivantes sont généralement associées
aux procédures de cathétérisation et peuvent se
manifester lors de l'utilisation du cathéter GuideLiner .

. Infection locale ou généralisée

. Embolie gazeuse

. Rupture intimale

. Dissection artérielle

. Perforation de la paroi vasculaire
. Occlusion vasculaire

Cathéter- D.L D.E. de te
Moddle gulde minimal I'extrémité inadvertance.
compatlble | GuldeLiner du
GuldelLiner
5570 zoegegp%}. 0,051 pof 0,063 pof
5.5F 168 mm) 1,30mm 1,60 mm
5571 206(’;7&%;‘ 0.056 po/ 0,067 po/
8F 1.78 mm) 1,42 mm 1,70 mm
5672 20757232;," 0,062 po! 0,075 po/
7F 1,98 mm) 1,67 mm 1,90 mm
8573 zoeggp%,'- 0,071 pof 0,085 pol
8F 2.‘24m 1,80 mm 2,16 mm
i 1504 I:.——-..zs:m—.l
iy
o> »
| sscm—mmm— )
I N
O.OBS'(ZJEMM)——-L' !
INDICATIONS

Les cathéters GuideLiner sont congus pour étre utilisés
conjointement avec des cathéters-guides pour accéder a
des régions discrétes de I'appareil vasculaire coronarien
et/ou périphérique et faciliter la mise en place et le
remplacement de fils-guides et d’autres dispositifs utilisés
en cours d'intervention.

CONTRE-INDICATIONS

Les cathéters GuideLiner sont contre-indiqués sur les
vaisseaux de moins de 2,5 mm de diamétre, les vaisseaux
de I'appareil neurovasculaire et le systéme veineux.

MISES EN GARDE

Le cathéter GuideLiner est fourni stérile et exclusivement
pour un usage unique. La réutilisation d'un dispositif &
usage unique engendre un risque potentiel d'infection pour
le patient ou l'utilisateur. La contamination du dispositif
peut étre a l'origine d'une maladie ou d'une blessure grave
du patient.

Ne jamais faire progresser le cathéter GuideLiner dans un
vaisseau sans un fil-guide en téte ou sans avoir vérifié
I'emplacement sous contrdle radioscopique. Cela pourrait
entrainer la dissection ou la perforation du vaisseau.

Ne jamais faire progresser le cathéter GuideLiner dans un
vaisseau dont le diamétre effectif est inférieur 3 2,5 mm.
Cela pourrait léser le vaisseau, entrainer une ischémie
et/ou une occlusion. Si l'introduction du cathéter
Guideliner dans un vaisseau entraine une baisse de la
tension, le retirer immédiatement jusqu’au retour d’'une
pression normale.

La tailie et I'embout non effilé du GuideLiner exigent de
prendre d'infimes précautions pour éviter toute occlusion
des vaisseatux et tout endommagement des parois des
vaisseaux a travers lesquels passe le cathéter.

Ne jamais insérer ni retirer un dispositif intravasculaire
rencontrant une résistance tant que la cause de la

" résistance n'aura pas été déterminée par radioscopie. Tout

mouvement du cathéter ou du fil-guide rencontrant une
résistance peut entrainer la séparation de 'embout du
cathéter ou du fil-guide, une détérioration du cathéter ou
une perforation de vaisseau.

. Thrombose artérielle

. Infarctus du myocarde

. Spasme artériel

INTERVENTION CLINIQUE

Le cathéter GuideLiner doit étre utilisé par des médecins

ddment formés aux procédures indiquées pour le dispositif.

Les techniques et modalités décrites ne représentent pas

TOUS les protocoles médicalement acceptables, et ne

sont pas congues pour se substituer & 'expérience et au

jugement du médecin pour traiter un patient en particulier.

Toutes les données foumies, y compris les signes et

symptdmes du patient ainsi que d’autres résullats de tests

diagnostiques, doivent étre examinées avant de
déterminer un plan de traitement spécifique.

L’emballage contient :

. Un cathéter GuideLiner jetable & usage unique

Autres éléments requis mais non fournis :

. Un guide-cathéter avec un diamétre interne
suffisamment important pour s’adapter au modéle
spécifique du cathéter GuideLiner utilisé

. Un adaptateur en Y avec interrupteur de flux (de type
Tuohy-Borst)

. Un fil-guide d'un diamétre de < 0,36 mm

. Une seringge stérile (pour le ringage du systéme)

. Une solution saline héparinée stérile (pour le ringage
du systéme)

PREPARATIFS AVANT UTILISATION

1. Avant utilisation, inspecter minutieusement
I'emballage et les composants du cathéter
GuideLiner pour vérifier 'absence de dommages.

2. En utilisant une technique stérile, transférer la spirale
de distribution avec le cathéter Guidetiner dans le
champ stérile.

3. Rincer soigneusement la lumiére du cathéter
GuideLiner a partir de I'extrémité distale avec la
solution saline héparinée.

42-0773-01 Rev G 04/13
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PROCEDURE DE MISE EN PLACE

Déployer le cathéter GuideLiner en suivant les étapes

suivantes :

1. Fixer le fil-guide précédemment introduit et charger
par I'arriére 'extrémité distale du cathéter GuidelL.iner
sur fe fil-guide et la faire progresser jusqu'a ce qu'elle
se trouve en position immédiatement proximale de
linterrupteur de flux.

2. Ouvrir l'interrupteur de flux et faire progresser le
cathéter GuideLiner a travers celui-ci jusque dans le
cathéter-guide.

3. Sous contrdle radioscopique, faire progresser le
cathéter GuideLiner jusqu'a 15 cm au maximum au-
dela de I'extrémité distale du cathéter-guide et

GuideLiner® katéter
Hasznalati utasitas

USA FIGYELMEZTETES

A sz8vetségl (USA) térvények értelmében ez az eszkdz
csak orvos 4ital vagy orvosi rendelvényre arusithaté.

AZ ESZKOZ LEIRASA

A GuideLiner katéter egy 1 lumend gyorscserés
katéter, amely 6F, 7F, és 8F vezetSkatéterrel
kompatibilis méretekben érhet6 el, és amely cserére
alkalmas vagy 180 cm hosszii vezet&drottal
haszn4ihaté. A nagyméret( GuldeLiner katétereket a
koszoruér proximélis szakaszain bellill hasznélatra
tervezték hogy alatamasztast nyijtson és vagy

yitse a tbbb matéti eszkdz hasznalatat. A 150

jusqu'a F'emplacement souhaité dans le vai I

Averti t: Nej Is faire progresser le
cathéter GuideLiner dans un vaisseau dont le
diamétre effectif est inférieur 2 2,5 mm. Cela
pourrait Iéser’fe vaisseau, entrainer une ischémie
et/ou une occlusion. Si I'introduction du cathéter
GuideLiner dans un vaisseau entraine une baisse
de la tension, le retirer inmédiatement Jusqu’au
retour d’une pression normale.

Avertissement : La taille et I'embout non effiié du
GuideLiner exigent de prendre d’infimes
précautions pour éviter toute occlusion des
vaisseaux et tout endommagement des parois
des val 2 travers lesquels passe le
cathéter.

4. Sous contréle radioscopique, vérifier la position
souhaitée pour le cathéter GuideLiner dans le
vaisseau.

5. Pour une insertion dans le cadre d'une intervention,
charger le dispositif d'intervention par derriére au-
dessus du fil-guide en place et le faire avancer dans
le cathéter-guide et le cathéter Guidel.iner pour le
placer dans I'espace vasculaire souhaité.

6.  Bien serrer l'interrupteur de flux de I'aday wrenY
sur la tige proximale du cathéter GuideLiner pour
empécher un saignement rétrograde.

7.  Effectuer la procédure de cathétérisme. Une fois
t'intervention terminée, retirer le cathéter GuideLiner
avant de retirer le cathéter-guide du vaisseau.

GARANTIE LIMITEE

Vascular Solutions, Inc. garantit que le cathéter GuideL.iner
est exempt de défauts d'exécution et de matériaux avant la
date de péremption indiquée. La responsabilité aux termes
de cette garantie se limite au remboursement ou au
remplacement de tout produit dont Vascular Solutions, Inc.
a mis en évidence qu'il présente des défauts matériels ou
de fabrication. Vascular Solutions, Inc. décline toute
responsabilité pour tout dommage accidentel, particulier ou
consécutif, résultant de |'utilisation du cathéter GuideLiner.
Un endommagement du produit d 8 une mauvaise
utilisation, a une transformation, a un stockage non
conforme ou & une manipulation inappropriée, annulerait
cette garantie limitée.

Aucun salarié, mandataire ou distributeur de Vascular
Solutions, Inc. n'a d’autorité quelconque pour transformer
ou modifier cette garantie a quelque égard que ce soit.
Tout amendement ou changement prétendu ne sera pas
opposable a Vascular Solutions, Inc.

LA PRESENTE GARANTIE REMPLACE
EXPRESSEMENT TOUTES LES AUTRES GARANTIES,
EXPLICITES OU IMPLICITES, Y COMPRIS TOUTE
GARANTIE DE CARACTERE ADEQUAT POUR LA
COMMERCIALISATION OU D’APTITUDE A UN USAGE
PARTICULIER OU TOUTE AUTRE OBLIGATION DE
VASCULAR SOLUTIONS, INC.

BREVETS ET MARQUES COMMERCIALES

GuideLiner® est une marque déposée de Vascular
Solutions, Inc.

©2013 Vascular Solutions, Inc.

cm-es késziilék egy rozsdamentes acélbdl készillt, 25
cm-es, szillkonkezelt lumennel ellatott tengellyel
rendelkezik.

A GuldeLiner katéter két platina-iridium markervonallal
rendelkezik, amelyek lehetévé teszik a lathatésagot a
szabvanyos fluoroszképlas eljdrasok sorén. A disztélis
markervonal a disztilis végtol 2.16 mm tavolsigra
tatalhaté. A proximalis markervonal a peremtsl 1 cm
tavolsagra taldlhaté. A készilléken két pozicionalé
Jelblés talalhats, amelyek a disztalis végtst 95 cm (egy
Jel6lés) és 105 cm (két jelblés) tavolsagra
helyezkednek el.

The GuideLiner katéter dtvezetése egy vezetSkatéteren
keresztiil torténik, igy a belsé 4tméré kordilbelil 1
french kisebb, mint a vezet6katéter atmérdje. A
GuideLiner katéter egy proximaélis fiiilet rendelkezik,
amely a vezetbkatéterekkel valé kompatibilitast és a
GuideLiner katéter bels6 atmérGjét mutatja.

A GuideLiner katéter sterilizalasa etilén-oxiddal tortént.

[ STERILE[EO]

MOSZAKI LEIRAS
Kompatiblit GuideLiner GuideLin
s Min, belsé er
Modell | vezetékatét atmérd végének
er kiilsé
atmérdje
ss7o | =8F (0,057 0,051/ 0,063'/
55F | pelsh atmers) 1,30 mm 1.60 mm
ss71 | 26F (20070 0,056"/ 0.067"11,70
6F /1,78 mm 1,42 mm mm
belsd atmérd) '
5672 | 2/F (20078 0062"/ 0,075" 11,90
7F /1,98 mm 1,57 mm mm
belsd aimérd) *
s573 | 2°5F (20,088 0,071/ 0,085"/2,16
8F /2,24 mm 1,80 mm mm
bels &tmérd) ‘
i 150 t‘;__——zsun—-.
I L..-—.—"Rss;m
[y N
0.085'(2A|6mm)—-—|—' !

JAVALLATOK

Guidel.iner katéterek a vezetokatérekkel egyutt
hasznélandék a koszorierek ésivagy periférias erek
nehezen megkozelithetd részeinek elérésére, valamint a
vezetddrotok vagy egyéb miitéti eszkozok elhelyezésének
és cserélésének a megksnnyitésére.
ELLENJAVALLATOK

The GuideLiner katéter hasznalata eflenjavallott a 2.5 mm
atmérénél kisebb véredények, valamint a neurovaszkularis
és vénas rendszerek esetében.

FIGYELMEZTETESEK

A GuideLiner katéter egyszer hasznalatos steril eszkoz. Az
egyszer hasznalatos eszkéz ismételt felhasznalasa a
beteg vagy a felhasznald fertézésének potencilis
kockazatat eredményezi. Az eszkdz kontaminacioja
betegséghez vagy a beteg stlyos sériiléséhez vezethet.

A GuideLiner katétert soha ne vezesse a véredényekbe
vezetddrét nélkiil, vagy anélkil, hogy a helyzetét
folyamatosan fluoroszképias eljarassat figyeiné. Fennall a
véredény falanak szétvalasanak vagy kilyukadasanak
veszélye.

A GuideLiner katétert soha ne vezesse be 2,5 mm-nél
kisebb atmeéréjil véredénybe. Ez véredénysérilést,
vértelenséget, és/vagy elzarodast okozhat. Ha a
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véredényben levd nyomas a GuideLiner katéter
bevezetése utan csokken, hiizza ki a GuideLiner katétert,
amig a nyomas visszaall normélis értékre.

A GuideLiner mérete és nem elkeskenyedd vége miatt
killénds gondossaggal kell eljarni a véredény
elzarodasanak és azon véredények falanak
megsértésének elkeriilése érdekében, amelyen athatol a
katéterHa ellendllasba Utkozik, soha ne toljon eldre vagy
hazzon ki egy intravaszkuléris eszkozt, amig
fluoroszképiaval meg nem hatérozia az ellendllas okat. Ha'
ellenallas észielése esetén mozgatja a katétert vagy a
vezetddrotot, az a katéter vagy a vezet6drét végének a
levalasat, a katéter sérilését, illetve a véredény
atlyukasztasat okozhatja.

OVINTEZKEDESEK

Ne hasznalja a GuideLiner katéten, ha a csomagolas
sériilt.

Hasznalat el6tt ellenérizze a katétert meghaijlasok vagy
megtorések utan kutatva. Ne hasznaljon sérilt katétert.
Ellenkezd esetben megsértheti a véredényeket ésivagy
lehetetlenné vathat a katéter eldre tolasa vagy
visszahdzésa.

Az alvadék kialakulasanak elkeriilése érdekében hasznalat
elétt mossa 4t alaposan a katéter lumenét heparinos
séoldattal.

A Guidel.iner katéter beiltetését percutan és
intravaszkuldris technikak és eljarasok teriiletén
megfeleléen képzett orvos végezze,

Barmilyen katéter érrendszerben torténd hasznélatakor
tegye meg a szilkséges 6vintézkedéseket a véralvadas
megeldzése érdekében. Alkalmazzon szisztémas
heparinizaciot és heparinos steril oldatot.

A véletlenszerli szakadas meghajlés vagy megtdrés
lehetdségének csokkenté dekéb .jéqon el
elévigyazatosan a katéter hasznalata soran.

Amikor a katéter a testben van, kezelése kizarélag
fluoroszkdpia alkalmazaséaval engedélyezett. Ne probélja
meg elmozditani a katétert anélkill, hogy ne figyelné meg a
vég mozgasat.

A GuideLiner katétert ne mozgassa el6re tobb mint 15 cm-
rel a vezetokatétertdl, mivel a GuideLiner katéter
megakadhat a vezetdkatéterben, ami megneheziti az
eltdvolitast.

KOMPLIKACIOK

A katéterezés soran 4ltalaban az alabbi komplikéciok
léphetnek fel, és ezek a GuideLiner katéter hasznalatakor
is jelentkezhetnek:

. helyi vagy szisztémas fertbzés

. légembdlia

. az érfalak belst rétegének szakadasa
. az artériak falanak szétvalasa

. az érfalak kilyukadasa

. érelzarodas

. artérias trombozis

. miokardialis infarktus

. artérias goresdk

KLINIKAI ELJARAS

A GuideLiner katétert olyan orvosok hasznélhatjak, akik
megfeleld képzésben részesiltek az eszkoz rendeltetését
képezd eljarasokat illetéen. Az itt leirt technikék és
eljarasok nem tikrozik az OSSZES orvosilag elfogadhaté
protokollt, és nem céljuk az orvos tapasztalaténak és
itéloképességének helyettesitése egyetlen konkrét beteg
kezelése soran sem. Minden elérhetd adatot, igy a beteg
jeleit és tuneteit és mas diagnosztikai teszteredményeket
figyelembe kell venni a konkrét kezelési terv
meghatarozasa eldtt.

A csomag tartaima:

. Egyszer hasznélatos eldobhaté GuideLiner katéter
Egyéb szilkséges, de a csomag részét nem képez6
elemek:

D A hasznélatban levd GuideLiner katéter modell
befogadasara alkalmas, megfeleld nagysagu belsé
atmérével rendetkezd vezetdkatéter.

Hemosztazis szeleppel ellatott Y-adapter (Tuohy-
Borst tipus)
. 0,36 mm atméréjii vagy annal vékonyabb vezetddrét
D Steril fecskendd (a rendszer atmosésahoz)

D Steril heparinos séoldat (a rendszer &tmosasahoz)
42-0773-01 RevG 04/13
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AZ ALKALMAZASRA VALO FELKESZULES

1. Hasznélat el6tt vizsgalja meg alaposan, hogy a
GuideLiner katéter csomagolasa és aikotdelemei ne
legyenek megsériilve.

2. Steril eljarast alkalmazva helyezze a dobot a
GuideLiner katéterre! steril terletre.

3. AGuideLiner katéter disztalis végének lumenét
alaposan mossa at heparinos séoldattal.

A BEULTETES MENETE

A GuideLiner katéter beliltetését az alabbiak szerint
végezze:

1.  Biztositsa az elézéleg bevezetett vezetédrétot, majd
helyezze be a GuideLiner katéter disztélis végét a
vezetddrotba, és mozgassa elére addig, amig a
katéter a hemosztazis szelep meliett talaihat6.

2. Nyissa meg a hemosztazis szelepeket, és vezesse at
a Guidel.iner katétert a hemosztazis szelepen 4t a
vezetdkatéterbe.

3.  Fluoroszképia alkalmazasa kézben tolja elére a
GuideLiner katétert a vezet6 katéter disztélis végétél
maximum 15 cm tavolsagra, a véredényen belil a
kivént poziciéba.

Figyelem: A GuidelLiner katétert soha ne vezesse
be 2,5 mm-nél kisebb atméréjii véredénybe. Ez
véredénysériliést, vértelenséget, ésivagy
elzar6dast okozhat. Ha a véredényben levd
nyomds a GuideLiner katéter bevezetése utin
cstkken, hizza ki a GuideLiner katétert, amig a
nyomas visszaall normalis értékre.

Figyelem: A GuideLiner mérete és nem
elkeskenyed vége miatt killénds gondossaggal
kell eljarni a véredény elz&rédasanak és azon
véredények falanak megsértésének elkeriiiése

érdekében, ly 1 &thatol a katéter. .

4.  Fluoroszképia alkalmazésaval bizonyosodjon meg
arrél, hogy a GuideLiner katéter elérte a
véredényben a kivant poziciot.

Catetere GuideLiner®
Istruzioni per Puso
AVVERTENZE PER IL MERCATO U.S.A.

La legge federale degli Statl Unitl stabilisce che il
dispositivo debba essere venduto a personale
medicoo dietro presciizione medica.

DESCRIZIONE DEL DISPOSITIVO

Il catetere GuideLiner & un catetere rapido a lume
singolo proposto in dimensioni compatibili con |
cateteri gulda 6F, 7F e 8F; pud inoltre essere collocato
sopra a un filo guida o di scambio di 180 cm.
L'impiego di cateteri di dimensioni maggiori si intende
per le parti prossimali della a coronarica allo
sopo di fornire un opportuno sostegno e/o facllitare
I'utilizzo del varl dispositivi di procedure
Interventistiche. It dispositivo di 150 cm & dotato di un

Non inserire il catetere Guidel.iner in un vaso con un
diametro effettivo inferiore ai 2,5 mm. Ne possono
conseguire lesioni, ischemia e/o occlusione. Se la
pressione di un vaso si riduce dopo l'inserimento del
catetere GuideLiner, rimuovere il catetere GuideLiner fino
a quando la pressione non si sia ripristinata su valori
normali.

A causa delle dimensioni e dela punta non rastremata di
Guideliner, si raccomanda di prestare la massima
attenzione al fine di evitare I'occlusione di un vaso e danni
alla parete dei vasi attraverso cui il catetere viene inserito
e fatto avanzare.

Se si avverte della resistenza, non far avanzare o
rimuovere un dispositivo intravascolare fino a quando non
sia stata determinata la causa di tale resistenza mediante
fluoroscopia. I movimento del catetere o del filo guida, nel
caso in cui incontri resistenza, pué provocare la

ione della punta del catetere o del filo guida, danni

corpo di accialo inossidabile con un lume singolo di
25 cm rivestito in silicone.

Il catetere GuidelLiner & dotato di due fasce di
marcatura in platino-iridio, che permettono la visibilita
con 'uso di metodi fluoroscopicl standard. La fascia
della tacca distale s| trova a 2.16 mm dalla punta
distale. La fascla della tacca prossimale & situata a

1 ¢m dal collare, Sul dispositivo sono riportate due
di posizi to situate rispettivamente a
95 cm (tacca singola) e a 105 cm (tacca doppia) daila
punta distale.

Il catetere GuideLiner viene Inserito attraverso un
catetere guida, per un diametro interno risultante di
circa 1 French piu plccolo del catetere guida. I
catetere GuideLiner ¢ dotato di una linguetta
prossimaie che Indica la patibilita del e
guida e Il risultante diametro interno del catetere
GuideLiner,

Il catetere GuideLiner é stato sterilizzato con ossido di
etilene.

| STERILE]EO]

4 h

al catetere o la perforazione dei vasi.

PRECAUZIONI

Non utilizzare il catetere GuideLiner se la confezione
risulta danneggiata.

Prima di ogni utilizzo, controllare che il catetere GuideLiner
non presenti pieghe o attorcigliamenti. Non utilizzare un
catetere danneggiato. E possibile che si verifichino danni
al vasi e/o che non sia pit) possibile inserire o estrarre il
catetere.

Lavare in modo accurato il lume del catetere con soluzione
salina eparinizzata prima dell’'uso,al fine di evitare la
formazione di coaguli.

La procedura di applicazione del catetere GuideLiner deve
essere eseguita da un medico che abbiaricevuto una
preparazione adeguata in tecniche e procedure
percutanee e intravascolari.

Quando un catetere viene utilizzato nel sistema vascolare,
occorre adottare le opportune precauzioni onde prevenire
o ridurre la formazione di coaguli. Si raccomanda il ricorso
all'eparinizzazione sistemica e alla soluzione sterile
eparinizzata.

Per ridurre il rischio di rottura, piegamento o
attorcigliamento accidentali, maneggiare il catetere con
estrema cura durante la procedura.

Quando il catetere & inserito nel corpo, manipolario
lusit ite con l'ausilio della fluoroscopia. Non

muovere |l catetere senza avere prima osservato la

ta ottenuta dalla punta.

Non inserire mai un catetere GuideLiner pii di 15 cm oltre
la punta del catetere guida: il catetere GuideLiner potrebbe
bloccarsi nel catetere guida e renderne difficile la

COMPLICAZIONI

Di seguito sono riportate le complicazioni generalmente
associate alle procedure di cateterismo e che possono

5.  Beavatkozas soran cslsztassa at az intervencios SPECIFICHE
eszkozt az elhelyezett vezetodrét segitségével, majd i
mo‘zdits?a el&re'a készfiléke} a vezetékatétgren ésa Catetere Diam. int. Diam.
GuideLiner katéteren at a kivant vaszkularis részbe. guida min. - esterno
3. Szoritsameg az Y-adapter hemosztazis szelepét a Modello | compatibile | GuideLiner punta
GuideLiner katéter proximalis szdran a vérzés in
megelbzése végett. er .
7. Végezze el a katéterezési eljarast. Az eljaras 5670 26 F (diam. int. 1,30 mm/ 1,60 mm/ P
befejezését kévetden a vezetSkatéter véredénybél 55F ;’031'28 ;}E)I 0,051 pollic | 0,063 pollici
torténd eltavolitasat megelézden tavolitsa el a S6F (dieam P -
Guidel.iner katétert. 5571 >/178mm/ 142 mm/ 1,70mm/ locca
KORLATOZOTT JOTALLAS sF 0,070policy | ©056polid | 0067polid | rimozione.
27 F (diam. int. y
A Vascular Solutions, Inc. vallalat garantalja, hogy a 5572 2/ 1,(9113 mm"; 1.57 mm/ 1'3" mm/,
GuideLiner katéter gyartasi és anyaghibaktol mentes a 7F 0,078 pollici) 0.062 poic 0,075 polici
feltlintetett szavatossagi id6 lejarta el6tt. A jotallas altal 5573 2 8 F (diam. int. 1,80 mm/ 216 mm/
biztositott felelésség a Vascular Solutions, Inc. altal 8F 3/0%82?7 gl‘l;g)/ 0,071 ';;nn.d 0,085 mia

gyartasi és anyagi hibasnak mindsitett termék aranak
megtéritésére vagy cseréjére korlatozodik. A Vascular
Solutions, inc vallalat nem feiel a GuideLiner katéter
hasznalatabdl eredd véletlen, kiilénleges vagy
kévetkezményes karért. A termék nem megfeleld
hasznalatab6l, modositasabol, helytelen tarolasabol vagy
helytelen kezelésébdl eredd kar érvényteleniti ezt a
korlatozott jotallast.

A Vascular Solutions, Inc. egyetlen alkalmazottja, iigynéke
vagy viszontelad6ja sem rendelkezik felhatalmazassal
arra, hogy barmilyen tekintetben médositsa vagy
kiegészitse ezt a koriatozott jétallast. Semmilyen
feltételezett modositas vagy kiegészités nem
érvényesithet6 a Vascular Solutions, inc. céggel szemben.
EZ A GARANCIA KIFEJEZETTEN HELYETTESIT
MINDEN MAS KIFEJEZETT VAGY VELELMEZETT
GARANCIAT, IDE ERTVE AZ ELADHATOSAGOT, AZ
ADOTT CELRA VALO ALKALMASSAGOT VAGY A
VASCULAR SOLUTIONS, INC. BARMILYEN EGYEB
KOTELEZETTSEGET.

SZABADALMAK ES VEDJEGYEK

A GuideLiner® a Vascular Solutions, Inc. bejegyzett
védjegye.

©2013 Vascular Solutions, inc.
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INDICAZIONI

La messa a punto dei cateteri GuideLiner prevede
I'utilizzoin combinazione con cateteri guida al fine di
accedere alle regioni discrete delle coronarie e/o dei vasi
periferici e facilitare 1a collocazione o lo scambio di fili
guida e di altri dispositivi di procedure interventistiche.

CONTROINDICAZIONI
t cateteri GuideLiner sono controindicati nei vasi con

diametro inferiore ai 2,5 mm, nei vasi presenti nella
neuromuscolatura e nel sistema venoso.

AVVERTENZE

Il catetere GuideLiner viene fornito sterile ed & solo
monouso. |l riutilizzo di un dispositive monouso crea un
potenziale rischio di infezione per il paziente e I'operatore.
La contaminazione del dispositivo pud causare matattie o
lesioni gravi al paziente.

Non inserire il catetere Guideliner in un vaso senza un filo
guida introduttivo o in mancanza di una guida fluoroscopia
che ne confermi la posizione. Ne pud conseguire una
dissezione o una perforazione dei vasi.

10

verificarsi con 'applicazione del catetere GuideLiner:
. infezione locale o sistemica

. embolia gassosa

. rottura della tonaca intima

. dissezione arteriosa

. perforazione delie pareti vascolari
. occlusione vascolare

. trombosi arteriosa

. infarto del miocardio

. spasmo arterioso

PROCEDURA CLINICA

li catetere GuideLiner deve essere utilizzato da medici
preparati nell'esecuzione delle procedure per cui é stato
creato il dispositivo. Le tecniche e ie procedure descritte
non rappresentano TUTTI i protocolli accettabili dal punto
di vista medico e non intendono sostituire I'esperienza e il
giudizio del medico nel trattamento di un paziente
specifico. E opportuno tenere conto di tutti i dati disponibili,
compresi i segnali e i sintomi dei pazienti e gli altri esiti dei
test diagnostici, prima di determinare la terapia specifica.
La confezione contiene:

. Catetere Guideliner monouso

Altri articoli richiestl ma non forniti:

. Catetere guida con un diametro interno abbastanza
grande da accogliere il modello specifico di catetere
GuideLiner utilizzato

42-0773-01 Rev G 04/13
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. Adattatore a Y con valvola emostatica (tipo Tuohy-
Borst)

. Filo guida con diametro < 0,36 mm
.. Siringa sterile (per il lavaggio del sistema)

» Soluzioni salina sterile eparinizzata (per il lavaggio
del sistema)

PROCEDURA D! PREPARAZIONE PER L'USO

1. Prima dell'uso, ispezionare con attenzione
l'imbaltaggio e i componenti del catetere GuideLiner
per verificare la presenza di eventuali danni.

2, Adottando una tecnica sterile, trasferire I'erogatore a
spirale con il catetere GuideLiner nel campo sterile.

3.  Sciacquare abbondantemente il lume del catetere
GuideLiner dalia punta distale con soluzione salina
eparinizzata.

PROCEDURA DI APPLICAZIONE

Applicare il catetere GuideLiner attenendosi alle indicazioni

riportate di seguito.

1. Fissare il filo guida precedentemente introdotto e
caricare a ritrosola punta distale del catetere
GuidelLiner nel filo guida, quindi farlo avanzare fino a
quando il catetere & nei pressi della valvola
emostatica.

2. Aprire la valvola emostatica e fare avanzare il
catetere GuideLiner attraverso la valvola, fin nel
catetere guida.

3.  Allafluoroscopia, fare avanzare il catetere
GuideLiner fino a un massimo di 15 cm oltre la punta
distale del catetere guida, fin nella posizione
desiderata all'interno del vaso.

Avvertenza: Non inserire il catetere GuideL.iner in
un vaso con un diametro effettivo inferiore al

2,5 mm. Ne p ] guire lesioni, iIschemia
e/o occlusione. Se {a pressione di un vaso si
riduce dopo I'inserimento del catetere
GuideL.iner, rimuovere il catetere GuldeLiner fino
a quando la pr non sl sia ripristinata su
valorl normali.

Avvertenza: A causa delle dimensioni e della
punta non rastremata di Guideliner, si
raccomanda la massima attenzione al fine di
evitare I'occluslone di un vaso e danni alla parete
dei vasi attraverso cul il catetere viene inserito e
fatto avanzare.

4.  Allafluoroscopia, confermare la posizione desiderata
del catetere GuideLiner nel vaso.

6.  Durante Fesecuzione di una procedura
interventistica,, caricare a ritroso il dispositivo sul filo
guida in situ facendolo avanzare attraverso il
catetere guida e il catetere GuideL.iner fino a
raggiungere lo spazio vascolare desiderato.

6. Serrare saldamente la valvola emostatica
del'adattatore a Y sul corpo prossimale del catetere
GuideLiner per impedire il ritorno del sangue.

7.  Eseguire la procedura di cateterizzazione. Al termine
della procedura, rimuovere il catetere GuideLiner
prima di rimuovere it catetere guida dal vaso.

GARANZIA LIMITATA

Vascular Solutions, Inc. garantisce che il catetere
GuideLiner non presentera difetti nella lavorazione e nei
materiali prima della data di scadenza riportata sulla
confezione. La responsabilita prevista dalla presente
garanzia & limitata al rimborso del costo o alla sostituzione
di qualsiasi prodotto che Vascular Solutions, inc. abbia
appurato presentare difetti netla lavorazione o nei
materiali. Vascular Solutions, Inc. non sara responsabile di
danni indiretti, speciali o consequenziali derivanti dalluso
del catetere GuideLiner. | danni causati al dispositivo da
utilizzi impropri, alterazioni, modalita di conservazione non
idonee o errata manipolazione annulleranne la presente
garanzia limitata.

I dipendenti, gli agenti o i distributori di Vascular Solutions,
Inc. non sono autorizzati a modificare o a correggere in
nessun modo la presente garanzia limitata. Eventuali
modifiche o correzioni presunte non potranno essere
considerate applicabili ai danni di Vascular Soiutions, Inc.

QUESTA GARANZIA SOSTITUISCE ESPLICITAMENTE
AUALSIAS] ALTRA GARANZIA, ESPRESSA O
IMPLICITA, INCLUSA QUALSIASI GARANZIA DI
COMMERCIABILITA, IDONEITA AD UN USO
PARTICOLARE O OGNI ALTRA RESPONSABILITA DI
VASCULAR SOLUTIONS, INC.

©2013 Vascular Solutions, Inc.

BREVETTI E MARCH!
Guidel.iner® & un marchio registrato di Vascular Solutions,
Inc.

GuideLiner® Katheter
Gebruiksaanwijzing

VS OPGELET

Volgens de federale wetgeving In de VS mag dit

product ultsluitend worden verkocht door of op
voorschrift van een arts.

BESCHRIJVING VAN HET INSTRUMENT

De Guideliner katheter is een katheter met één lumen
voor snelle ultwisseling die wordt aangeboden in
maten die combineerbaar zlijn met 6F, 7F en 8F
geleidekatheters en dle via 180 cm voerdraad
verwisseld kunnen worden. De grotere maten
GuideLiner katheters zijn bedoeld voor gebruik binnen
de proximale gedeelten van de coronaire vasculatuur
om ondersteuning te bieden en/of het gebruik van
meerdere interventionele hulpmiddelen te
vergemakkelijken. Het 150 cm lange hulpmiddel heeft
een roestvrij stalen schacht met een 25 cm lange
lumen die Is ingesmeerd met siliconen.

De GuideLiner katheter heeft twee markeringsbanden
van platina-iridium die door het gebruik van standaard
fluoroscoplsche methoden zichtbaar zijn. De distaie
markeringsband bevindt zich op 2.16 mm vanaf het
distale eind. De proximale markeringsband bevindt
zich op 1 cm vanaf de kraag. Het hulpmiddel heeft twee
witte positioneringsmarkeringen op respectievelijk 95
cm (enkele markering) en 105 cm (dubbele markering)
van het distale uiteinde.

De GuideLiner katheter wordt op zijn plaats gebracht

door een geleidekatheter waardoor een
bi di ter ontstaat die ong 1 French kleiner

is dan de geleidekatheter. De Guidel.iner katheter heeft
een proximaal kiepje dat de combineerbaarheid met de
geleidekatheter en de resul de bl di 1

van de GuideLiner katheter aanduidt.

De GuideLiner katheter is gesteriliseerd met
ethyleenoxide.

| STERILEEO|

SPECIFICATIES

Combineerb GuideLin GuideLi
Model are er min. ner tip
geleidekathe | Binnendia [ bultendi
ter meter ameter
ssro | XOREDOEI N o051 0,063/
5,6F binnendiameter) 1,30 mm 1,60 mm
so71 | O GUOTCY o056 0,067"/
6F binne'ndiameter) 142 mm 1,70 mm
2 7F (20,078"/ " o
5572 ’ 0,062/ 0,075"/
7F 1,98 mm 1,57 mm 1,80 mm
binner )
ssig | 28 @00 66700 0,085'/
8F binnendiameter) 1,80 mm 2,16 mm
i 150 —-————Jstm-——;’
oy
Q== D
[ - =
2T
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0.085°(2.16mm) !

INDICATIES

De GuideL iner katheters zijn bestemd voor gebruik in
combinatie met geleidekatheters voor toegang tot moeilijk
toegankelijke delen van de coronaire en/of de perifere
vasculatuur, en om het plaatsen en uitwisselen van
voerdraden en andere interventionele hulpmiddeten te
vergemakkelijken.

CONTRA-INDICATIES

De GuideLiner katheters zijn gecontra-indiceerd bij
bloedvaten van minder dan 2,5 mm in diameter, vaten in
de neurovasculatuur en in aderen,
WAARSCHUWINGEN

De GuideLiner katheter wordt steriel geleverd en is
uitsiuitend bedoeld voor eenmalig gebruik. Bij hergebruik
van een instrument voor eenmalig gebruik bestaat er een

1"

kans op infecties bij de patiént of gebruiker. Contaminatie
van het instrument kan leiden tot ziekte of emstig letsel bif
de patiént.

Voer de GuideLiner katheter nooit zonder voerdraad door
een bloedvat of zonder de plaatsing met behulp van
fluoroscopische hulp te bevestigen. Dit kan scheuren of
perforatie van het bloedvat tot gevolg hebben.

Voer de GuideLiner katheter nooit door een bloedvat met
een kleinere effectieve diameter dan 2,5 mm. Dit kan
bloedvatletsel, ischemie, en/of occlusie tot gevolg hebben.
Als na het invoeren van de GuideLiner katheter de druk in
een bloedvat afneemt moet de Guidel.iner katheter worden
teruggetrokken totdat de druk weer naar normale waarden
terugkeert.

Vanwege het formaat en het niet taps toelopende uiteinde
van de GuideLiner katheter, moet bijzonder voorzichtig te
werk worden gegaan om vaatocclusie en schade aan de
wand van de vaten waardoor deze katheter wordt geleid te
vermijden.

Voer een intravasculair instrument nooit door en trek het
nooit terug tegen weerstand in {ot de oorzaak van de
weerstand via fluoroscopie is bepaald. Beweging van de
katheter of de voerdraad tegen weerstand in kan leiden tot
loslating van de katheter of het uiteinde van de voerdraad,
beschadiging van de katheter of perforatie van een vat.

VOORZORGSMAATREGELEN

Gebruik de GuideLiner katheter niet als de verpakking
beschadigd is.

Inspecteer de GuideLiner katheter voor gebruik op
eventuele bochten en knikken. Gebruik een beschadigde
katheter niet. Vaatbeschadigingen en/of niet kunnen
doorvoeren of terugtrekken van de katheter kunnen
voorkomen.

Het katheter lumen moet voorafgaand aan het gebruik
grondig met gehepariniseerde zoutoplossing worden
gespoeld om het vormen van bloedstolsels te voorkomen.
Het gebruiken van GuideLiner katheters moet worden
gedaan door artsen die grondig zijn opgeleid voor
percutane, intravasculaire technieken en methoden.
Telkens wanneer een katheter in het vaatstelsel wordt
gebruikt, moeten er voorzorgsmaatregelen worden
genomen om stolselvorming te voorkomen of te
verminderen. Overweeg systemische heparinisatie en het
gebruik van een gehepariniseerde steriele oplossing.
Wees voorzichtig bij het hanteren van de katheter tijdens
een ingreep om de mogelijkheld van onopzettelijk breken,
buigen of knikken te verminderen.

Als de katheter in het lichaam zit, mag deze uitsluitend
onder fluoroscopie worden bewogen. Probeer niet de
katheter te bewegen zonder te letten op de reactie van het
uiteinde op die beweging.

Voer de GuideLiner katheter nooit verder dan 15 cm
voorbij het uiteinde van de geleidekatheter omdat de
GuideLiner katheter dan in de geleidekatheter vast kan
komen te zitten, waardoor deze moeilijk te verwijderen is.

COMPLICATIES
Zoals tijdens alle katherisatie procedures, kunnen er ook
bij gebruik van de GuideLiner katheter complicaties
optreden. De volgende complicaties zijn onder meer
mogelijk:
. lokale of systemische infectie
. luchtembolie
. intimale verstoring
. arteriéle dissectie
. perforatie van de vaatwand
. vaat-occlusie
. arteriéle trombose
. myocardinfarct
. arterieel spasme
KLINISCHE PROCEDURE
De Guidel.iner katheter mag alleen worden gebruikt door
artsen die zijn opgeleid voor de procedures waarvoor het
instrument is bedoeld. De beschreven technieken en
procedures representeren niet ALLE medisch
aanvaardbare protocolien, noch zijn zij bedoeld ter
vervanging van de ervaring en het oordeel van een arts
tiidens de behandeling van specifieke patiénten. Er dient
rekening gehouden te worden met alle beschikbare
gegevens, inclusief de tekenen en symptomen van de
patiént en andere diagnostische onderzoeksresuitaten,
voordat er een specifiek behandelingsplan wordt
opgesteld.
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De verpakking bevat:

. Disposable GuideLiner katheter voor eenmalig
gebruik
Andere materialen die nodig zijn, maar nlet zijn
. “Oijgeleverd:

‘o Geleidekatheter met een binnendiameter die groot
genoeg is voor het model GuideLiner katheter dat
gebruikt wordt.

. Y-adapter met hemostaseklep (Tuohy-Borst type)
. Voerdraad met een diameter < 0,36 mm
. Steriele spuit (voor doorspoeien van het systeem)

. Steriele gehepariniseerde zoutoplossing (voor het
flushen van het systeem)

VOORBEREIDINGEN VOOR GEBRUIK

1. Controleer voor gebruik de verpakking en onderdelen
van de GuideLiner katheter zorgvuldig op
beschadiging.

2. Breng met gebruikmaking van steriele techniek de
dispenserspoel met de GuideLiner katheter in het
steriele veld.

3.  Spoel de lumen van de GuideLiner katheter vanaf
het distale uiteinde goed door met gehepariniseerde
zoutoplossing.

GEBRUIKSPROCEDURE

Plaats de GuideLiner katheter aan de hand van de

volgende stappen:

1. Zet de vooraf ingebrachte voerdraad vast en plaats
het distale uiteinde van de GuideLiner katheter op de
voerdraad en schuif de katheter op tot net voor de
hemostasekiep.

2.  Open de hemostaseklep en voer de GuideLiner
katheter door de hemostasekiep en in de
geleidekatheter.

3. Voer de GuideLiner katheter onder geleide van
fluoroscopie tot maximaal 15 cm voorbij het distale
uiteinde van de geleidekatheter en naar de gewenste
locatie binnen het bloedvat.

Waarschuwing: Voer de GuideLiner katheter
nooit door een bloedvat met een kleinere
effectieve diameter dan 2,5 mm. Dit kan
bloedvatletsel, ischemie, en/of occlusie tot
gevolg hebben. Als na het invoeren van de
GuideLiner katheter de druk in een bloedvat
afneemt moet de GuideLiner katheter worden
teruggetrokken totdat de druk weer naar normale
waarden terugkeert.

Waarschuwing: Vanwege het formaat en het niet
taps toelopende uiteinde van de GuideLiner
katheter, moet bijzonder voorzichtig te werk
worden gegaan om vaatocclusle en schade aan
de wand van de vaten waardoor deze katheter
wordt geleld te vermijden.

4. Bevestig door midde! van fluoroscopie dat de
GuideLiner katheter op de juiste plaats in het
bloedvat zit.

5. Bij het uitvoeren van een interventionele procedure,
plaats het interventionele hulpmiddel over de
voerdraad en schuif het hulpmiddel door de
geleidekatheter en de GuideLiner katheter in het
gewenste bloedvat.

6. Bevestig de Y-adapter hemeostaseklep goed op de
proximale schacht van de GuideL.iner katheter om
terugvloeiing te voorkomen.

7.  Voer de katheterisatie procedure uit. Nadat het
voltooien van de procedure verwijdert u de
GuideLiner katheter alvorens de geleidekatheter uit
het bloedvat te halen.

BEPERKTE GARANTIE

Vascular Solutions, Inc. garandeert dat de GuideLiner
katheter voorafgaand aan de vermelde vervaldatum vrij is
van materiaal- en fabricagefouten. De aansprakelijkheid
onder deze garantie is beperkt tot de vergoeding of de
vervanging van ieder product waarvan Vascular Solutions,
Inc. heeft vastgesteld dat het materiaal- en fabricagefouten
vertoont. Vascular Solutions, Inc. is niet aansprakelijk voor
incidentele, speciale of gevolgschade die voortvloeit uit het
ebruik van de GuideLiner katheter. Schade aan het
product door onjuist gebruik, verandering, onjuiste opslag
of onjuiste hantering maken deze beperkte garantie
ongeldig.

Geen enkele medewerker, agent of distributeur van
Vascular Solutions, Inc. is bevoegd om deze beperkte
garantie op enigerlei wijze te wijzigen of amenderen. Enige
©2013 Vascular Solutions, Inc.

beocogde verandering of aanpassing kan niet worden
opgelegd aan Vascular Solutions, Inc.

DEZE GARANTIE IS UITDRUKKELIJK IN PLAATS VAN
ALLE ANDERE GARANTIES, STILZWIJGEND OF
UITDRUKKELNK, INCLUSIEF GARANTIES VAN
VERKOOPBAARHEID OF GESCHIKTHEID VOOR EEN
BEPAALD DOEL OF ENIGE ANDERE VERPLICHTING
VAN VASCULAR SOLUTIONS, INC.

PATENTEN EN HANDELSMERKEN

Guidet.iner® is een geregistreerd handelsmerk van
Vascular Solutions, Inc.

GuideLiner® kateter
Bruksanvisning

USA OBS

Foederal lovgivning | USA begrenser salg av dette
produktet til fra lege eller etter leges anvisning.

Guidel.iner-kateteret med rask utveksiing for ett lumen
tilbys | starrelser som er kompatlbte med 6F, 7F, og 8F
tetre, og kan pl es over en
utvekslingstengde eller en 180 cm lang ledesonde. De
sterste GuideLIner-kateterne skal brukes innenfor de
proksimale delene av den koronare vaskulaturen for &
stotte og/eller muliggjere innferingen av flere
instrumenter.150 cm-instrumentet har et rustfritt skaft
med et 25 cm langt enkelt lumen Innsmurt med silikon.

GuldeLiner-kateteret har to markerbéand i platina-
Iridium, som gjer det mulig 4 se nir du bruker vanlige
gjennomlysingsmetoder. Det distale markerbandet
ligger 2.16 mm fra distalspissen. Det proksimale
markerbandet ligger 1 cm fra mansjetten. Kateteret har
to posisjoneringsmerker plassert 95 cm (enkeitmerke)
og 105 cm (dobbeltmerke) fra distalspissen.
GuideLiner-kateteret Innfores gjennom et ledekateter
som gir en indre diameter som er omtrent 1 french
mindre enn ledekateteret. Guldel.Iner kateteret har en
proksimal tunge som indikerer
ledekateterkompatibilitet og den resulterende Iindre
diameteren { GuideLiner-kateteret.

Guideliner-kateteret er sterilisert med etylenoksid.

| STERILE[EO]

SPESIFIKASJONER

Kompatibelt Guidel
ledekateter GuideLiner iner-
Modl Min, LD, tupp
oD
5570 26F (2 0.051"/ 0.063"/
5,5F 1,68 mm ID) 1,30 mm 1,60 mm
5671 26F(2
6F 1,78 mm|.D.) 142mm [ 1,70 mm
5672 27F (2
7F 1,98 mm.D.) 1,57 mm 1.0 mm
5673 28F (2
8F 2.24mm1.D) 1,80 mm 2,16 mm
e 25 €M e
| = l
(D: 5 — D)}
| ——
L
0.085°(2.16mm) ——l' !
INDIKASJONER

GuideLiner-katetre er iaget for bruk i forbindelse med
ledekatetre for 4 fa tilgang til atskilte omrader av koronare
og/etler perifere blodkar, og for & legge til rette for
plassering og utveksling av ledesonder og andre
intervensjonsinstrumenter.

KONTRAINDIKASJONER

Guideliner-kateteret er kontraindisert i blodkar som er
mindre enn 2,5 mm i diameter, kar i det nevrovaskutaere og
vengse systemet.

ADVARSLER

GuideLiner-kateteret leveres sterilt og er kun til
engangsbruk. Gjenbruk av et engangsanordninger utgjer
en potensiell fare for infeksjoner hos pasient og bruker.
Kontaminering av instrumentet kan fare til sykdommer eller
alvorlig pasientskade.

Sett aldri Guidel.iner-kateteret inn i et blodkar uten

ledesonde eller uten & bekrefte posisjonen ved hjeip
12

fluoroskopisk veiledning. Kardisseksjon eller perforering
kan vaere resultatet.

For aldri Guideliner-kateteret inn i et blodkar med en
effektiv diameter pa under 2,5 mm. Karskade, iskemi,
og/eller okklusjon kan veere resultatet. Dersom trykket | et
kar synker etter innlegging av GuideLiner-kateteret,
trekkes kateteret ut til trykket tilbake til det normale.

For aldri GuideLiner-kateteret mer enn 15 cm lengre enn
spissen pa ledekateteret, siden GuideLiner-kateteret kan
sette seg fast | ledekateteret og bii vanskelig a fjerne.

Et infravaskulaert instrument mé aldri feres frem eller
trekkes tilbake mot motstand fer arsaken til motstanden er
avdekket med gjennomiysning. En bevegelse av kateteret
eller ledesonden mot motstand kan fare til at kateter- eller
ledesondespissen separeres, skade pa kateteret eller
perforering av blodkaret.

P& grunn av sterrelsen og tuppen pa GuideLiner, ma det
uteves ekstrem forsiktighet for & unnga blodkarokkiusjon
og skade pa blodkarveggene som kateteret fares
igjennom.

FORHOLDSREGLER

Ikke bruk GuideLiner-kateteret hvis emballasjen er skadet.
Inspiser Guidel.iner-kateteret far bruk for enhver form for
knekk. Ikke bruk et skadet kateter. Dette kan fore til skade
pa blodkar og/eller til at kateteret ikke kan fares frem eller
trekkes tilbake.

Kateterlumenet bar skylles grundig med heparinisert
saltiesning for bruk for & hindre dannelise av blodpropp.
Prosedyren for anbringing av GuideLiner-kateteret ma
utferes av leger med grundig oppleering i perkutane,
intravaskuleere teknikker og prosedyrer.

Det ma tas forholdsregler for & hindre eller redusere
koagulering nar kateteret brukes i vaskulaturen. Man bar
vurdere bruk av systemisk heparinisering og heparinisert
steril 18sning.

Veer forsiktig ved handtering av kateteret under inngrepet
for & redusere faren for utilsiktet brudd, baying elfler
knekking.

Nar kateteret er i kroppen, ma det manipuleres bare under
gjennomlysning. Ikke forsgk & bevege kateteret uten 4
observere den resulterende spissresponsen.

Fer aldri GuideLiner-kateteret mer enn 15 cm lengre enn
spissen pa ledekateteret, siden GuideLiner-kateteret kan
sette seg fast i ledekateteret og bli vanskelig & fierne

KOMPLIKASJONER

Falgende komplikasjoner er generelt forbundet med
innfering av kateter, og kan forekomme ved bruk av
GuideLiner-kateteret:

. lokal eller systemisk infeksjon
. luftemboli

. sprengt blodkar

. arteriedisseksjon

. perforering av karveggen

. vaskuleer okkiusjon

. arterietrombose

. myokardinfarkt

. arteriespasmer
KLINISK PROSEDYRE

Guideliner-kateteret ma brukes av leger med oppleering i
prosedyrene som instrumentet er beregnet pa. Teknikkene
og prosedyrene som beskrives utgjor ikke ALLE medisinsk
akseptable protokoller, de er heller ikke ment a erstatte
legens erfaring og vurdering ved behandling av spesifikke
pasienter. Alle tilgjengelige data, inkludert pasientens vitale
tegn, symptomer og andre diagnostiske testresuitater, ma
vurderes far en bestemt behandlingsplan besluttes.

Pakken inneholder:
. GuideLiner-kateter til engangsbruk
Annet utstyr som kreves, men som lkke falger med:

. Ledekateter med en indre diameter stor nok til &
romme den modellen av GuideLiner-kateteret som er

i bruk
. Y-adapter med hemostaseventil (Tuohy-Borst-type)
. Ledesonde med diameter < 0,36 mm
. Steril sprayte (for systemskylling)
. Steril, heparinisert Iasning (for systemskylling)
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KLARGJZRING FOR BRUK

1. Fer bruk ma man inspisere emballasjen og
komponentene i GuideLiner-kateteret.

2. Bruk steril teknikk, plasser dispenserspiralen med
- GuideLiner-kateteret i det sterile feltet.

3. Skyll lumen av GuideLiner-kateteret fra distalspissen
med heparinisert saltiesning.

PROSEDYRE FOR ANLEGGELSE
Anlegg GuideLiner-kateteret i henhold tit felgende trinn:

1.  Fest tidligere innsatte ledesonder og sett
distalspissen av GuideLiner-kateter pa ledesonden.
Far den inn til kateteret er akkurat proksimal i forhold
til hemostaseventiten,

2. Apne hemostaseventilen og fer GuideLiner-kateteret
gjennom hemostaseventilen og inn i ledekateteret.

3. Under giennomlysning feres GuidelL.iner-kateteret
opp til maksimait 15 cm fra distaltuppen pa
ledekateteret og inn til ensket plassering i karet.

Advarsel: For aldri GuldeLiner-kateteret inn | et
blodkar med en effektiv diameter pa under

2,5 mm. Karskade, iskemt, og/eller okklusjon kan
vare resultatet. Dersom trykket | et kar synker
etter innlegging av GuideLiner-kateteret, trekkes
kateteret ut til trykket tilbake til det normale.

Advarsel: Pa grunn av sterreisen og tuppen pa
Guideliner, ma det uteves ekstrem forsiktighet
for & unngé blodkarokklusjon og skade pa

blodkarveggene som kateteret fores igjennom.

4.  Ved hjelp av gjennomlysning bekreftes den snskede
posisjonen tit GuidelLiner-kateteret i blodkaret.

5. Hvis du utfarer et intervensjonsinngrep, plasserer du
intervensjonsinstrumentet over ledesonden som er
pa plass, og ferer instrumentet gjennom
ledekateteret og Guideliner-kateteret til ansket
vaskulaer posisjon.

6.  Stram til Y-adapter-hemostaseventilen pa
proksimalskaftet pa Guidel.iner-kateteret for a unnga
titbakeblgdning.

7. Utfar kateteriseringsinngrepet. Etter a ha fulifart
inngrepet, ma du fierne GuideLiner-kateteret far du
fjerner ledekatetéret fra karet.

BEGRENSET GARANTI

Vascular Solutions, Inc. garanterer at Guidel.iner-kateteret
er fritt for defekter i materialer og utferelse frem til den
oppgitte utlepsdatoen. Ansvaret under denne garantien
begrenser seg til refusjon eller erstatning av produkter som
Vascular Solutions, Inc. finner 4 ha defekter i materialer
eller utfarelse. Vascular Solutions, Inc. har ikke noe ansvar
for tilfeldige tap, spesielle tap eller falgeskader som
oppstar ved bruk av GuideLiner-katetere. Skade pa
produktet som skyldes feilaktig bruk, endringer, feilaktig
oppbevaring eller ukorrekt handtering vil gjere denne
garantien virkningsles.

Ingen ansatt hos, representant for eller distributer av
Vascular Solutions, Inc. har autorisasjon til & endre eller
utvide denne begrensede garantien pa noen méte. ingen
pastatte endringer eller tillegg skal kunne handheves
overfor Vascular Solutions, Inc.

DENNE GARANTIEN ERSTATER UTTRYKKELIG ALLE
ANDRE GARANTIER, UTTRYKTE ELLER IMPLISERTE,
INKLUDERT ENHVER GARANTI OM SALGBARHET,
EGNETHET TIL ET BESTEMT FORMAL ELLER ENHVER
ANNEN FORPLIKTELSE FOR VASCULAR SOLUTIONS,
INC.

PATENTER OG VAREMERKER

GuideLiner® er et registrert varemerke som titherer
Vascular Solutions, Inc.

GuideLiner® - cewnik
Instrukcja obstugi
PRZESTROGA DOT. USA

Prawo federaine (USA) dopuszcza sprzedaz tego
narzedzia wytacznle lekarzowi lub na zalecenie lekarza,

OPIS NARZEDZIA
juideLIner jest szybkowymienialnym cewnikiem o
jednym | ie, dostepnym w r ach zgodnych z

prowadnikami w rozmiarach 6F, 7F i 8F, ktéry mozna
naktadaé na prowadnik niezmiennej dtugosci lub o
diugoéci 180 cm. Zamystem wykorzystywania
wigkszych rozmiar6w jest stosowane cewnika

©2013 Vasaular Solutions, Inc.

GuideLiner w proksymalnych odcinkach naczyn
wiericowych, by podpieraé iflub ulatwia¢ manipulacje
réznorodnymi narzedziami interwencyjnymi. Narzedzie
o dlugosci 150 cm ma trzplesi ze stali nierdzewnej o
lumenie 25 cm, wylozonym silikonem.
Cewnik GuideLiner ma dwie opaski markeréw
platynowo-irydowych, umozliwiajacych widocznoé¢
podczas stosowanla standardowych metod
fluoroskopii ka markera znajduje sie
2.16 mm od koricowki dystalnej cewnika. Proksymaina
opaska markera znajduje si¢ 1 cm od kolnierza.
Cewnik ma dwa znaczniki pozycjonujace, znajdujgce
sig, odpowiednio, 95 cm (znacznik pojedynczy)
1106 cm (znacznik podwéjny) od koricéwki dystainej.
Cewnik GuideLliner jest wprowadzany przez cewnlk
prowadzacy, w wyniku czego jego $rednica
wewnetrzna zmniejsza sig o okoto 1F w stosunku do
$rednicy cewnika prowadzacego. Cewnik GuideLiner
ma w proksymalnej czqscl oznaczenie, wskazujqcn
paty prowad i |
$rednice gtrzng Guidel Iner.
Cewnik GuideLiner zostat wysterylizowany tlenkiem
etyienu.

[STERILE[EO]

SPECYFIKACJE

Kompatybiln Min. Sredn.
y cewnlk $redn. zewn.
prowadzacy wewn. koticéw
Model GuldeLin ki
er cewnika
GuidelLl
ner
> 6F (&redn. " W
5570 o 0,051 0,63
5.5F ‘”"”{'g;,"’;ﬁfe 71 130mm | 1.60mm
> 6F ($redn, ) y
5571 " 0,056" 0,067/
6F We‘q‘;::_'@w 07 442mm | 170mm
2 7F ($redn. " w
5572 wewn. > 0,078" 0,062" 0,075"
7F 1,98 mm) 1,57 mm 1,80 mm
2 8F ($redn. " g
5573 " 0,071 0,085"
8F wear ::ig?a 71 180mm | 26mm
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9§tm
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0.085"(2.16mm) -—l—. !

ZALECENIA

Cewniki GuideLiner sa przeznaczone do stosowania z
cewnikami prowadzacymi w celu uzyskiwania dostepu do
dyskretnych regionéw naczyst wiericowych iflub
obwodowych oraz aby utatwi¢ rozmieszczenie i wymiane
prowadnikéw i innych urzadzer interwencyjnych.

PRZECIWWSKAZANIA

Cewniki GuidelLiner sg przeciwwskazane do wprowadzania
do naczyn o $rednicy mniejszej niz 2,5 mm, do ukiadu
nerwowo-naczyniowego i uktadu zylnego.

OSTRZEZENIA

Cewnik GuideLiner jest przeznaczony wylgcznie do
jednorazowego uzytku. Ponowne zastosowanie sprzetu
jednorazowego uzytku stanowi potencjaine ryzyko
zakazenia pacjenta lub uzytkownika. Zanieczyszczenie
narzgdzia moze prowadzi¢ do choroby Jub powaznego
uszkodzenia ciala pacjenta.

Nigdy nie wolno wsuwac cewnika Guidel.iner do naczynia
bez prowadnicy wiodacej ani bez potwierdzenia lokalizacji
przy uzyciu fluoroskopii. Moze to spowodowaé
rozwarstwienie lub perforacjg naczyn.

Nigdy nie wolno wprowadzaé cewnika Guidel.iner do
naczynia z rzeczywista $rednica mniejszg niz 2,5 mm.
Moze to spowodowacé uszkodzenie naczynia,
niedokrwienie iflub jego okluzje. Jezeli ci$nienie w
naczyniu spada po wsunigciu cewnika GuideLiner,
wycofaé cewnik Guideliner az powréci normalne ci$nienie.

Z uwagi na rozmiary oraz niezwgzajgcq si¢ koricéwke
cewnika GuideLiner nalezy zachowaé szczeg6ing
ostroznoéé, by uniknaé zamknigcia sig naczynia i unikngé
uszkodzen Scian naczyh krwionoénych, przez ktére
przechodzi cewnik.
Nigdy nie nalezy wprowadzaé lub wycofywac narzedzia
wewnatrznaczyniowego przy wyczuwalnym oporze, dopéki
13

przyczyna oporu nie zostanie stwierdzona w warunkach

fluoroskopii. Ruch cewnika lub prowadnicy mimo oporu

moze spowadowad oddzielenie koricowki cewnika lub
prowadnicy, uszkodzenie cewnika lub perforacjg naczynia.

SRODKI OSTROZNOSCI

Nie uzywaé cewnika GuideL.iner, jesli opakowanie zostalo

uszkodzone.

Przed uzyciem cewnika GuideLiner sprawdzi¢, czy nie ma

zgieé ani skrecen. Nie korzystaé z uszkodzonego cewnika.

Moze to spowodowaé uszkodzenie naczynia iflub

niezdolnosé do wprowadzenia lub wycofania cewnika.

Lumen cewnika nalezy dokiadnie przeplukaé sterylnym

heparynizowanym roztworem soli fizjologicznej, aby

zapobiegaé powstawaniu skrzepow.

Cewnik GuideLiner powinni wprowadzaé wylacznie

lekarze, odpowiednio przeszkoleni w 2akresie

przezskérnych technik i zabiegéw wewnatrznaczyniowych.

Podczas kazdego stosowania cewnika w ukladzie

naczyniowym nalezy stosowaé $rodki majace na celu

zapobieganie lub zmniejszanie krzepnigcia krwi. Nalezy

rozwazyé zastosowanie heparynizacji ukladowej i

heparynizowanego sterylnego roztwornu.

Uzywajac cewnika podczas procedury nalezy zachowaé

ostrozno$é, aby zmniejszy¢ ewentualnosé przypadkowego

uszkodzenia, zgigcia lub skrecenia.

Gdy cewnik znajduje sie w organizmie pacjenta, nalezy

nim manipulowa¢ wylacznie w warunkach fluoroskopii. Nie

podejmowadé préby poruszania cewnikiem przy braku
reakcji koricowki.

Nigdy nie wolno wsuwa¢ cewnika GuideLiner wigcej niz 15

cm poza koricéwke cewnika prowadzgcego, poniewaz

cewnik GuidelLiner moze utknaé w cewniku prowadzgcym,
co utrudni jego wysunigcie.

POWIKLANIA

Ponizej opisano powikiania zwigzane z procedurami

cewnikowania, ktére mogq wystapi¢ podczas stosowania

cewnika GuideLiner:

. infekcja miejscowa lub systemowa

. 2zator powietrzny

. przerwanie blony wewnetrznej

. rozwarstwienie tetnic

. perforacja §ciany naczynia

. okluzja naczyniowa

. zakrzepica tetnicza

. zawat migénia sercowego

. skurcz tetniczy

PROCEDURA KLINICZNA

Cewnika GuideLiner powinni uzywaé lekarze przeszkoleni

w stosowaniu procedur, do ktérych to narzedzie jest

przeznaczone. Techniki i procedury opisane ponizej nie

odzwierciedlajg WSZYSTKICH dopuszezalnych medycznie
protokotéw, nie maja tez petnic funkcji substytutu
doswiadczenia lekarza ani jego mozliwosci oceny podczas
leczenia jakiegokolwiek pacjenta. Przed ustaleniem
konkretnego planu leczenia nalezy rozwazy¢ wszystkie
dostepne dane, w tym objawy przedmiotowe i podmiotowe
wystepujace u pacjenta oraz wyniki badan
diagnostycznych.

Opakowanie zawiera:

. Cewnik jednorazowego GuidelLiner

Inne niezbed | ty, ale niedoly do

zestawu:

. Cewnik prowadzacy o $rednicy wewnetrznej
wystarczajgco duzej, aby pomiesci¢ dany model
uzywanego cewnika GuideLiner

. Adapter Y wyposazonej w zawor hemostatyczny
(typu Tuchy-Borst),

. Prowadnica o $rednicy < 0,36 mm
. Sterylna strzykawka (do przepiukiwania ukladu)

. Heparynizowany roztwdr soli fizjologicznej (do
przeplukiwania uktadu)

PRZYGOTOWANIE DO UZYCIA

1. Przed uzyciem cewnika GuideLiner doktadnie
zbadac¢ jego opakowanie i komponenty w
poszukiwaniu uszkodzen.

2. Przy uzyciu steryinej techniki przenie$¢ cewke
dozujaca wraz z cewnikiem GuideLiner do steryinej
strefy.
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3. Dokiadnie przepiuka¢ lumen cewnika GuideLiner, od
koricowki dystalnej, uzywajac heparynizowanego
roztworu soli fizjologicznej.

PROCEDURA UMIEJSCAWIANIA

. Wprowadzi¢ cewnik GuideLiner zgodnie z nastepujacymi

«rokami:

1. Zamocowacé wczesniej wsunigta prowadnice i
umiesci¢ na koricéwee dystalnej cewnika GuideLiner
na prowadnicy i wsuwacé, az cewnik znajdzie si¢ w
poblizu zaworu hemostatycznego.

2. Otworzy¢ zawér hemostatyczny i wsunaé cewnik
GuideLiner zawér hemostatyczny oraz do cewnika
prowadzgcego.

3. Wwarunkach fluoroskopii przesuwac¢ cewnik
GuideLiner maksymalnie do 15 cm poza koricéwke
dystalng cewnika prowadzacego i do zadanej
lokalizacji w naczyniu.

Ostrzezenie: Nigdy nie wsuwa¢ cewnika
GuideLiner do naczynia z efektywng $rednica
mniejsza niz 2,5 mm, Moze to spowodowaé
uszkodzenie naczynia, niedokrwienie ifiub jego
okluzjg. Jezeli ciénienie w naczyniu spada po

DESCRIGAO DO EQUIPAMENTO

O cateter GuideLiner ¢ um cateter de troca rapida com
lamen simples oferecido em tamanhos compativels
com os cateteres guia 6F, 7F e 8F e pode ser colocado
sobre um comprimento de troca ou flo-guia de 180 cm.
Os didmetros maiores dos cateteres GuideLiner
permitem a utilizagdo no interlor das porgdes
préximas aos vasos coronarianos de modo a oferecer
apolo e facllitar o uso de multiplos dispositivos de
intervengo. O dispositivo de 150 cm tem um eixo de
ago inoxiddvel com um limen simples de 25 cm
esfregado com sllicone.

O cateter GuideLiner tem duas falxas de marcador de
platina-iridio, que permite visibllidade durante a
utilizagio de métodos fluoroscépicos padrio. A faixa
de marcador distal esta localizada a 2.16 mm da ponta
distal. A faixa de marcador proximal esté focalizada a 1
cm do anel. O dispositivo tem duas marcas de
posicionamento localizadas a 95 ¢cm (marca tnica) e
105 cm {marca dupla) da ponta distal,
respectivamente.

O cateter GuideL.iner é aplicado através de um cateter
gula resultando em um diadmetro interno que é

wsunigciu cewnika GuideLiner, wycofa¢
GuideLiner az powr6ci normalne ci$nienie.

Ostrzezenie: Z uwagl na rozmiary oraz
niezweZajacy sie koricéwke cewnika GuideLiner
nalezy zachowa¢ szczegéing ostroznosé, by

aproxil ite 1 “french" menor do que o cateter
guia. O cateter GuideLiner tem uma aba proximal que
indica a compatibilidade com o cateter guia e o
didmetro interno do cateter GuideLiner resultante.

O cateter GuideLiner foi esterilizado com dxido de etileno.

uniknaé zamknigcia si¢ naczynia i uniknaé
uszkodzen $cian naczyn krwiono$nych, przez
ktére przechodzi cewnik.

4. W warunkach fluoroskopii potwierdzi¢ zgdang
pozycje cewnika GuideLiner w naczyniu.

5. Podczas procedur zabiegowych, umiescié narzedzie
na wprowadzonej prowadnicy i wsuwaé narzedzie
przez cewnik prowadzgcy i cewnik Guideliner do
pozadanego miejsca w naczyniu.

6.  Dokreci¢ zawér hemostatyczny adaptera Y na
trzpieniu proksymainym cewnika GuideLiner, aby
zapobiec krwawieniu wstecznemu.

7. Wykonaé procedure cewnikowania. Po zakorczeniu
procedury, usunaé cewnik GuideLiner, przed
wyjeciem cewnika prowadzacego z naczynia.

OGRANICZONA GWARANCJA

Vascular Solutions, Inc. gwarantuje, ze przed uplywem
daty waznosci cewnik GuideLiner nie ma wad
produkeyjnych i materialowych, Odpowiedzialnos¢ w
ramach niniejszej gwarancji ogranicza sie do zwrotu
kosztéw lub wymiany produktu, ktéry wedlug firmy
Vascular Solutions, Inc. ma wady produkcyjne lub
materialowe. Firma Vascular Solutions, Inc. nie ponosi
odpowiedzialno$ci za zadne uboczne, specjalne ani wtérne
szkody wynikajgce z uzytkowania cewnika Guideliner.

Uszkodzenia produktu wynikajace z niewlasciwego uzycia, |

przerobek, niewtasciwego przechowywania lub
niewlasciwego poslugiwania si¢ spowodujg uniewaznienie
niniejszej ograniczonej gwarancji.

Zaden pracownik, przedstawiciel czy dystrybutor firmy
Vascular Solutions, Inc. nie jest upowazniony do
wprowadzania zmian lub poprawek do niniejszej
ograniczonej gwarancji w zadnym zakresie. Wszelkie
domniemane zmiany lub poprawki nie sg skuteczne

w stosunku do Vascular Solutions, Inc.

NINIEJSZA KLAUZULA GWARANCYJINA W SPOSOB
WYRAZNY WYLACZA STOSOWANIE WSZELKICH
INNYCH WARUNKOW USTANAWIAJACYCH
ODPOWIEDZIALNOSC Z TYTULU GWARANCJI
JAKOSCI LUB REKOJMI WYRAZNEJ LUB
DOROZUMIANEJ, WELACZAJAC W TO JAKAKOLWIEK
ODPOWIEDZIALNOSC VASCULAR SOLUTIONS, INC.
ZA PRZYDATNOSC DO CELOW ZWYKLYCH ALBO TEZ
DO CELOW SZCZEGOLNYCH LUB INDYWIDUALNYCH.

PATENTY | ZNAKI TOWAROWE

GuideLiner® jest zastrzezonym znakiem towarowym
Vascular Solutions, Inc.

Cateter GuideLiner®
'nstrugdes de uso
AVISO PARA OS EUA

A lei federal restringe a venda deste dispositivo por
um médico ou medlante requisigdo de um médico.

©2013 Vascular Solutions, inc.
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ESPECIFICAGOES

Cateter gula DI4. int. Dia. ext.
compativel min. do da ponta
Modelo Guidelin do
er GuidelL{
ner
ss7g | ®OF (ddintx 0,051 0,063'/
5.5F By 1,30 mm 1,60 mm
5571 280 pint. 0,086 0,067/
6F 1,7’8 mm) 1,42 mm 1,70 mm
serg | 7R (@A nt= 0,062 0,075"
F 1,88 mm) 1,57 mm 1,90 mm
ss7p | 2OF(dant2 0071 0,085
8F 2,34 mm) 1,80 mm 2,16 mm

l 150cT :
'—ZSCM—

| B
S — )

105

L
0085°216mm) —— '

INDICAGOES

Os cateteres GuideLiner é projetado para ser usado em
conjunto com cateteres guia para acessar regioes distintas
da vasculatura coronariana efou periférica.
CONTRA-INDICAGOES

Os cateteres GuideLiner sdo contra-indicados em vasos

com menos de 2,5 mm de didmetro, vasos na
neurovasculatura e no sistema venoso.

ADVERTENCIAS

O cateter Guidel.iner apresenta-se estéril e descartavel. A
reutilizagdo de um dispositivo descartavel cria um risco
potencial de infecges para o paciente ou usuario. A
contaminagéo do dispositivo pode provocar uma doenga
ou lesdo grave no paciente

Nunca avance o cateter GuideLiner em um vaso sem um
fio-guia condutor ou sem confirmar a localizagdo usando
orientagéo fluoroscopica. Pode ocorrer dissecag¢do ou
perfuragéo do vaso.

Nunca avance o cateter GuideLiner em um vaso com um
didmetro efetivo menor do que 2,5 mm. Pode ocorrer
les3o, isquemia e/ou ocluséo do vaso. Se a pressdo em
um vaso cair ap6s inserir o GuideLiner, retire o cateter
GuideLiner até que a press&o retorne ao normal.

Devido ao didmetro e & ponta néo afilada do GuideLiner,
deve-se ter extremo cuidado para evitar oclusdo do vaso e
lesGes as paredes dos vasos pelos quais este cateter
passa.

Nunca avance ou retire um equipamento intravascular
contra resisténcia, antes de determinar a causa da mesma
por fluoroscopia. O movimento do cateter ou fio-guia

14

contra resisténcia pode resultar em separacgio da ponta
desses instrumentos, em um dano ao cateter ou na
perfuragao do vaso.

PRECAUGOES

Nao use o cateter GuideLiner se a embalagem estiver
danificada.

Verifique se ha dobras ou torgdes no cateter GuideLiner
antes da sua utilizagéo. Ndo use um cateter danificado. O
dano ao vaso e/ou a incapacidade de avangar ou retirar o
cateter podem ocorrer. R

O limen do cateter deve ser cuidadosamente lavado com
solugao salina heparinizada para evitar formagéo de
coagulo antes da utilizagdo.

O procedimento de aplicagédo do cateter GuideLiner deve
ser realizado por médicos totalmente treinados em
técnicas e procedimentos percutaneos e intravascuiares.
Devem ser tomadas precaugdes para evitar ou diminuir a
coagulagdo quando qualquer cateter for usado no sistema
vascular. Deve ser considerado o uso de heparinizagao
sistémica ou de solugdo estéril heparinizada.

Cuidado ao manipular o cateter durante um procedimento,
para reduzir a possibilidade de quebra, dobra ou torgéo
acidental.

Quando o cateter estd no corpo, deve ser manipulado
somente sob fluoroscopia. Ndo tente mover o cateter sem
observar a resposta resultante na ponta.

Nunca avance o cateter GuideLiner mais do que 15 cm
além da ponta do cateter guia visto que o cateter
GuideLiner pode ficar preso no cateter guia, tornando
dificil a remogéo dele.

COMPLICAGOES

As seguintes complicagoes estdo geralmente associadas
aos procedimentos de cateterismo e podem ocorrer
durante o uso do cateter GuideLiner:

. infecgao local ou sistémica

. embolia gasosa

. ruptura da intima

. dissecacéb arterial

. perfuragdo da parede do vaso
. oclusdo vascular

. trombose arterial

. infarto de miocardio

. espasmo arterial
PROCEDIMENTO CLINICO

O cateter GuideLiner deve ser usado por médicos
experientes nos procedimentos aos quais o dispositivo
esta destinado. As técnicas e os procedimentos descritos
néo representam TODOS os protocolos médicos
aceitaveis, tampouco tém o propésito de substituirem a
experiéncia e a avaliagdo do médico no tratamento de
qualquer paciente especifico. Todos os dados disponiveis,
inclusive os sinais e sintomas do paciente e outros
resultados de teste de diagnéstico, devem ser
considerados antes de determinar um plano de tratamento
especifico.

A embalagem contém:

. Cateter GuideLiner descartavel

Outros Itens necessérios, mas ndo fornecidos:

. O cateter guia com um didmetro interno grande o
bastante para acomodar o modelo especifico do
cateter GuideLiner em uso

. Adaptador em Y com valvula hemostatica (do tipo
Tuohy-Borst)

. Fio-guia com didmetro < 0,36 mm

. Seringa estéril (para irrigagdo do sistema)

. Solugao salina estéril heparinizada (para irrigagdo do
sistema) )

PREPARAGOES PARA O USO

1.  Antes do uso, inspecione cuidadosamente a

embalagem do cateter GuideLiner e dos
componentes para verificar se hé faihas.

2. Usando a técnica estéril, transfira a bobina do
dispensador com o cateter GuideLiner para o campo
estéril.

3.  Irrigue cuidadosamente o lumen do cateter
GuideLiner a parir da ponta distal com a solugdo
salina estéril heparinizada.

42-0773-01 Rev G 04/13
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PROCEDIMENTO DE IMPLANTAGAC

Aplique o cateter GuideLiner seguindo os seguintes

passos:

1. Segure o fio-guia inserido previamente e
retrocarregue a ponta distal do cateter GuideLiner no
fio-guia e avance até o cateter estar exatamente
proximal a valvula hemostatica.

2.  Abra avalvula hemostatica e avance o cateter
GuideLiner através da vaivula hemostatica e no
cateter guia.

3. Sob fluoroscopia, avance o cateter Guidel.iner até
um méximo de 15 cm além da ponta distal do cateter
guia e para o local desejado no vaso.

Adverténcia: Nunca avance o cateter GuldeLiner
em um vaso com um didmetro efetivo menor do
que 2,5 mm. Pode ocorrer lesdo, Isquemia e/ou
oclusdo do vaso. Caso a pressdo em um vaso
cair apés Inserir o GuideLiner, retire o cateter
GuideLiner até que a pressido retorne ao normai.

Adverténcia: Devido ao didmetro e 4 ponta ndo
afilada do GuidelLiner, deve-se ter extremo
cuidado para evitar oclusio do vaso e lesdes s
paredes dos vasos pelos quals este cateter
passa.

4.  Usando fluoroscopia, confirme a posigdo desejada
do cateter GuideLiner no vaso.

5. Caso esteja executando um procedimento de
intervengao, retrocarregue o dispositivo de
intervengédo sobre o fio-guia no local e avance o
dispositivo sobre o cateter guia e o cateter
GuideLiner no espago vascular desejado.

6.  Aperte a valvula hemostatica do adaptador em Y
com firmeza no eixo proximal do cateter para
prevenir retorno de sangue.

7.  Execute o procedimento de cateterismo. Apos
completar o procedimento, remova o cateter
GuideLiner antes de remover o cateter guia do vaso.

GARANTIA LIMITADA

A Vascular Solutions, Inc. garante que o cateter
GuideLiner permanece isento de defeitos de fabricagdo e
materiais até a data de validade indicada. A
2sponsabilidade estabelecida por meio desta garantia
esta limitada ao reembolso ou substituicdo de qualquer
produto que a Vascular Solutions, Inc. venha identificar
como defeituoso devido a fabricagdo ou material. A
Vascular Solutions Inc. ndo sera responséavel por
quaisquer danos incidentais, especiais ou consequentes
derivados do uso do cateter GuideLiner. Danos ao produto
devido ao uso incorreto, a alteragdes, ao armazenamento
incorreto ou a0 manuseio inadequado invalidardo esta
garantia limitada.

Nenhum funcionario, agente ou distribuidor da Vascular
Solutions, Inc. tem autoridade para alterar ou corrigir esta
garantia limitada, sob nenhum aspecto. Qualquer
alteragdo ou emenda pretendida nao sera executavel
contra a Vascular Solutions, Inc.

ESTA GARANTIA SUBSTITUI EXPRESSAMENTE
TODAS AS OUTRAS GARANTIAS, EXPRESSAS OU
IMPLICITAS, INCLUINDO QUALQUER GARANTIA DE
COMERCIABILIDADE OU ADEQUAGAO PARA UM
OBJETIVO EM PARTICULAR, OU QUALQUER OUTRA
OBRIGAGAO POR PARTE DA VASCULAR SOLUTIONS,
INC.

PATENTES E MARCAS REGISTRADAS

GuideLiner® ¢ uma marca comercial registrada da
Vascular Solutions, Inc.

GuideLiner® kateter
Bruksanvisning
FORSIKTIGHETSATGARDER USA

Enligt amerikansk federal lag far detta Instrument
endast sdljas av ldkare eller eniligt likares ordination.

BESKRIVNING AV ENHETEN

GuldeLiner-katetern ér en snabbyteskateter med
enkellumen, som erbjuds | storiekar som dr kompatibla
ned 6F, 7F och 8F ledarkatetrar och kan placeras éver
en bytesldngd eller en 180 cm ledare. De stérre
storiekarna av GuideLIner-katetrarna 4r avsedda for
anvéndning Inom de proximala delarna av koronar
vaskulatur for att ge stdd och/eller underiitta
anvindning av olika interventionella enheter, Den 150

©2013 Vascular Solutions, Inc.

cm langa enheten har ett skaft | rostfritt stdl med ett 25
cm enkeliumen, belagt med siltkon.

GuideLiner-katetern har tvd markeringsband | platina-
iridium, som gér den synlig vid anviindning av
standardfluoroskopl. Det markeringsbandet 4r
placerat 2.16 mm frin den distala spetsen. Det
proximala markeringsbandet dr placerat 1 cm fran
kragen. Enheten har tva positionsmarkeringar
placerade 95 cm (enkelmarkering), respektive 105 cm
(dubbelmarkering) fran den distala spetsen.

GuideLiner-katetern levereras via en ledarkateter,
vilket r ar | en innerdi ter som drca1F
mindre #n ledarkatetern. GuideLiner-katetern har en
proximal flik som anger ledarkateterns kompatibititet
och den resulterande innerdiametern pa Guldeliner-
katetern. -

Guidel.iner-katetern har steriliserats med etylenoxid.

| STERILE[EO|

SPECIFIKATIONER

Kompatibla GuldeLin GuideLl
ledarkatetrar er min. ner-
Modell innerdiam kateters
eter petsens
yttre
diameter
5570 26F 20066 | 4551 ums | 0,083 tumy
5,5F um/1,68 mm 130mm | 1,60mm
! innerdiameter) N ’
5571 2 6F (20,070 0,056 0,067
6F 1,78 mm tum/1,42 tunv1,70
innerdiameter) mm mm
5672 27F (20,078 0,062 0,075
7F _Iuml1.QB mm tunv1,57 tunv1,80
innerdiameter) mm mm
§573 2 8F (20,088 0,071 0,085
8F tumv2,24 mm tunv1,80 tum/2,16
innerdiameter) mm mm

| 150
I e 25CMes,

S [e———
A :l.j

s
0.085%(2.16mm) ———

INDIKATIONER

GuideLiner-katetrar &r avsedda att anvéindas tillsammans
med ledarkatetrar for att fa atkomst till skilda regioner av
kranskérl och/eller perifer vaskulatur, och for att underlétta
placering och byte av ledare och andra interventionella
enheter.

KONTRAINDIKATIONER

GuideLiner-katetrar &r kontraindicerade i kérl som &r
mindre &n 2,5 mm i diameter, k&rl i neurovaskulaturen och
i vensystemet.

VARNINGAR

GuideLiner-katetern levereras steril fér engangsbruk.
Ateranvéndning av en engangsartikel innebér potentielt
fara fér infektioner hos patienten och anvéndaren.
Kontaminering av enheten kan leda till sjukdom elier
allvarlig patientskada

For aldrig fram GuideLiner-katetern i ett kérl utan en ledare
eller utan att bekréfta platsen genom fluroskopisk
végledning. Detta kan resuitera i kdrldissektion eller
perforering.

For aldrig fram GuideLiner-katetern i ett karl med en
effektiv diameter pa mindre &n 2,5 mm. Blodkarlsskador,
ischemi och/eller ocklusion kan uppsta. Om trycket inne i
ett karl sjunker efter inférandet av GuideLiner-katetern, ska
du dra ut Guidel.iner-katetern tills trycket atergar till det
normala.

Med tanke pa storleken och GuideLiner-kateterns trubbiga
spets maste man vara extremt forsiktig for att undvika
kérlocklusion samt skador pa kérivéiggarna genom vilka
katetern passerar.

For aldrig fram eller dra tillbaka en intravaskulér enhet mot
motstand forrén orsaken till motstandet faststélits genom
fluoroskopi. Om katetern eller ledaren forfiyttas trots ett
motstand kan detta leda till att katetern eller
ledarensptesen avskiljs, katetern skadas elier
kériperforation.

FORSIKTIGHETSATGARDER

Anvénd inte GuideLiner-katetern om férpackningen
skadats.

Inspektera Guidel.iner-katetern fére anvéndning for att
kontroliera att den inte har bockats eller snott sig. Anvéind
inte en skadad kateter. Detta kan leda till blodkérlsskador
och/eller att det inte gar att fora fram eller dra tillbaka
katetern.

Kateterlumen ska spolas igenom ordentligt med
hepariniserad koksaltiésning fére anvéndning for att
forhindra koagelbildning.

GuideLiner-kateterns placeringsprocedur ska utfbras av
lakare som har fullgod utbildning i perkutana,
intravaskuléra tekniker och procedurer.
Férsiktighetsatgérder for att férhindra eller minska
koagulering ska vidtas nér katetrar anvénds i kérisystemet.
Overvég eventuellt att anvinda systemisk heparinisering
och hepariniserad steril I6sning.

Var férsiktig vid hanteririg av katetem under en procedur
f6r att férhindra risken for att katetern oavsiktiigt bryts, bojs
eller snor sig.

Naér katetern befinner sig i kroppen far den endast
manipuleras genom fluoroskopi. Férsdk inte fiytta katetern
utan att observera resulterande spetsrespons.

For aldrig fram GuideLiner-katetern mer &n 15 cm bortom
ledarkateterns spets, eftersom GuideLiner-katetern kan
fastna i ledarkatetern och bli svar att aviégsna.
KOMPLIKATIONER

Foljande komplikationer kan intréffa under alla
kateteriseringsingrepp och kan édven intréffa vid
anvéndning av GuideLiner-katetern:

. lokal eller systemisk infektion
. luftemboli
. intimaruptur
. artardissektion
perforering av kérlvéggen
. vaskuldr ocklusion
. artédrtrombos
. hjartinfarkt
. artérspasm
KLINISK PROCEDUR

GuideLiner-katetern ska anvéndas av lékare som har

utbildats i ahvédndning av utrustningen. De tekniker och

férfaranden som beskrivs representerar inte ALLA

medicinskt acceptabla rutiner och &r inte hefler avsedda att

ersitta ldkarens erfarenhet och omdme vid behandling av

en viss patient. Alla tiligéngliga data, inklusive patientens

tecken och symptom samt andra diagnostiska testresuitat,

bér Svervdgas innan en specifik behandlingsplan bestams.

Féljande ingar i férpackningen:

. GuideLiner-kateter fér engangsbruk

Ovrigt material som behdvs men inte ingar:

. Ledarkateter med en innerdiameter som tiliréckligt
stor for att rymma den specifika modelien av den
GuideLiner-kateter som anvénds

. Y-adaptor med hemostasventil (Tuohy-Borst-typ)

. Ledare med diameter < 0,36 mm

. Steril spruta (for systemspolning)

. Sterit hepariniserad koksaltiésning (for
systemspoining)

FORBEREDELSER INFOR ANVANDNING

1. Undersok forpackningen med Guideliner-katetern
och de medfdljande komponenterna noga for
eventuella skador fére anvandning.

2. Anvénd steril teknik fér att fiytta dispensercylindern
med Guideliner-katetern till det sterila faltet.

3.  Spola GuideLiner-kateterns lumen noggrant fran den
distala &nden med hepariniserad koksaltiésning.

PLACERINGSFORFARANDE
Placera GuideLiner-katetern enligt foljande steg:

1. Sakra den tidigare inférda ledaren och backladda
GuideLiner-kateterns distaia spets pa ledaren och fér
fram tills katetern &r precis proximal om
hemostasventilen.

2. Oppna hemostasventilen och fér fram Guidetiner-
katetern genom hemostasventilen och in i
ledarkatetern.
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3.  Forfram Guidel.iner-katetern under fluoroskopi, upp
till hégst 15 cm bortom ledarkateterns distala spets
och in i den dnskade platsen i kérlet.

Varning: Fér aldrig fram GuideLiner-katetern | ett
kérl med en effektiv diameter pA mindre dn 2,5
mm. Blodkérisskador, ischemi och/eller
ocklusion kan uppsta. Om trycket inne | ett kér}

GuideL.iner kateter kilavuz bir kateter (1zerinden
gdénderilmekte ve ig gapi kilavuz kateter gapindan 1
French daha kilglik olmaktadir. GuideLiner kateterin
proksimal sekmesi bulunmaktadir ve bu kilavuz kateter
uyumiulugunu ve GuideLiner kateter i¢ capin
gUstermektedir.

GuideLiner kateter etilen oksitle sterilize edilmigtir.

sjunker efter Inférandet av GuideLiner-katetern,
ska du dra ut GuideLiner-katetern tills trycket
atergar till det normala,

Varning: Med tanke pa storleken och GuideLiner-
kateterns trubbiga spets maste man vara extremt
{f6rsiktig f8r att undvika kirlockiuslon samt
skador pa kidrlviggarna genom vilka katetern
passerar.

4. Bekréfta Guideliner-kateterns position i karlet genom
fluoroskopi.

5. Om interventionell procedur utférs, ska du backladda
den interventionella enheten 6ver ledaren som &r pa
piats och féra fram enheten genom ledarkatetern och
GuidelLiner-katetern till den 6nskade platsen i kérlet.

6. Dra at Y-adaptorns hemostasventi! ordentligt pa
GuideLiner-kateterns proximala skaft, for att
férhindra aterblédning.

7. Utfor katetriseringsproceduren. Efter procedurens
avslutning ska GuideLiner-katetern avldgsnas innan
ledarkatetern avldgsnas fran kérlet.

BEGRANSAD GARANTI

Vascular Solutions, Inc. garanterar att GuideLiner-katetern
ar fri fran defekter i utférande och material fram till angivet
utgangsdatum. Det ansvar som omfattas av denna garanti
begrénsas till aterbetalning for, eller utbyte av, en produkt
som Vascular Solutions, Inc. finner vara defekt med
avseende pa utférande eller material. Vascutar Solutions,
Inc. ansvarar inte for négra tillfélliga eller specielfla skador
eller foljdskador som uppkommer i samband med
anvindning GuideLiner-katetern. Denna begransade
garanti géller ej d& skador pa produkten uppkommer pa
grund av felaktig anvédndning, modifiering, felaktig férvaring
eller felaktig hantering. N

Ingen anstélld, agent eller distributdr for Vascular
Solutions, Inc. har ratt att p4 nagot satt dndra eller
nodifiera denna begransade garanti. Vascular Solutions,
[nc. ansvarar inte for eventuelia korrigeringar eller
andringar.
DEN HAR GARANTIN ERSATTERALLA ANDRA
GARANTIER, UTTRYCKLIGA ELLER ANTYDDA,
INKLUSIVE GARANTIER FOR SALJBARHET ELLER
LAMPLIGHET FOR ETT VISST ANDAMAL ELLER
ANDRA FORPLIKTELSER SOM TILLFALLER
VASCULAR SOLUTIONS, INC.

PATENT OCH VARUMARKEN

GuideL.iner® ar ett registrerat varumérke som tillhor
Vascular Solutions, Inc.

GuideLiner® Kateter

Kullanim Talimatlari

ABD ile iLGILI UYARI

Federal {ABD) yasalar bu cihazin bir doktor tarafindan
veya doktorun siparisi lizerine satilmasini zorunlu
kilmaktadir.

CIHAZ TANIMI

GuideLiner tekli I hizls degisim kateteri olup 6F,
7F ve 8F kilavuz kateterler ile uyumiu boyutlarda
sunulmaktadir ve degisim uzunlugu igin veya 180cm
kilavuz olarak da kuilanilabilmektedir. Bilyitk
boyutlardaki Guideliner kateterler birden gok

girigi | cihazi destekl: k velveya onlann
kullanilmasint saglamak igin koroner vaskdlatiiriin
proksimal k larinda kuilanilmak tzere

tasarlanmistir. 150 cm uzunjugunda olan aygit
paslanmaz gelik gaft ve 25 cm uzunlugunda silikonla
silinmig tekli liimene sahiptir.

GuideLiner kateter standart floroskopik ydntem
kullanildiginda goriintilyli saglayan iki adet platinyum-
iridyum igaretleyici banda sabiptir, Distal isaretieyici

yandt distal ugtan 2.16 mm igeride yer almaktadir.
Proksimal isaretleyici banti yakadan 1 cm igeride yer
almaktadir. Aygit izerinde distal ugtan sirasiyla 95 cm
(tek igaret} ve 105 cm (gift igaret) uzakhikta bulunan iki
adet pozisyonlama igareti bulunmaktadir,

©2013 Vasaular Solutions, Inc.

I STERILEI EOI

OZELLIKLER
Uygun GuidelL.in Guidel.i
Modet Kilavuz er Min. ner Ucu
Kateteri .D. 0o.D.

5570 2 6F (2 0.086"/ 0.051"/ 0.063"/
5.5F 1.68 mm .D.) 1,30 mm 1,60 mm
5571 2 6F (20,070"/ 0,056"/ 0,067"/
6F 1,78 mm 1.D.) 1,42 mm 1,70 mm
5572 2 7F (20.078" 0,062"/ 0,075"/
7F 1.8 mm D)) 157 mm 1,90 mm
5573 2 8F (2 0.088"/ 0,071/ 0,085"/
8F 2.24mm 1.D.) 1,80 mm 2,16 mm

f 1506 1
I 25—

Q=== il
L——-——mysm—]

a0

0,085°(2.16mm) —’—L” !

ENDIKASYONLAR

GuideLiner kateterleri koronerin daha zor ulagilabilir
yerlerine erigim igin kullanilan kilavuz kateterlerle birlikte
kullaniimak {izere diigiintimiigtiir ve/veya periferik
vaskilatiirlin farkh bolgelerine erigmek igin ybniendirilebitir
kilavuz tellerinin veya diger midahale aygitiarinin yerine
kullanilir.

KONTRA ENDIKASYONLAR

GuideLiner kateterler 2.5 mm den daha kiigiik olan
damarlarda, nerovaskiiler damarlarda ve toplardamar
sistemlerinde kontraendikedir.

UYARILAR

GuideLiner kateteri steril olarak sadece tek kullanim igin
saglanir. Tek kullanimlik bir cihazin yeniden kullanitmasi
hasta veya kullanicinin enfeksiyon kapmasina neden
olabilir. Aygitin kirli olmasi durumunda, hastanin
enfeksiyona maruz kalmasina veya ciddi gekilde
yaralanmasina yol agabilir.

GuideLiner kateteri 8ncli kilavuz kateter olmaksizin veya
floroskopik kilavuz kullanarak yerini dogrutamadan damar
icine asla uygulamayn. Damar diseksiyonu veya
perforasyonuna yol agabilir.

GuideLiner kateteri asla etkin ¢capi 2.5 mm2den daha
kiiglik ¢apa sahip damar igine sokmayin, Damar
yaralanmasina, iskemi ve/veya okliizyona neden olabilir.
Guideliner kateterin uygulanmasindan sonra damar igi
basincinin diigmesi durumunda GuideLine kateteri
yerinden basing normale dénene kadar yerinden gikarin.

GuideLiner'in boyutuna ve sivriltiimemis ucuna bagh
ofarak, bu kateterin gegtigi damarlarda damar
okliizyonundan ve damarlarin duvarinda hasardan
kaginmak igin agin dikkat gosterilmelidir.

Direng nedeni fluroskopi ile belirleninceye kadar bir
intravaskiler cihazi asla dirence karsi itmeyin veya
cekmeyin. Kateter veya kilavuz telinin dirence karst
hareket ettiriimesi kateter veya kilavuz tel ucunun
ayrilmasina, kateterin zarar gdrmesine veya damar
perforasyonuna yot agabifir.

ONLEMLER

Paketi hasarliysa Guideliner' kullanmayin.

GuidelLiner kateteri kullanmadan 6nce egilme veya
kivrilmalara karsi inceleyin. Hasarli kateteri kullanmayin.
Damar hasari meydana gelebilir ve/veya kateteri itilemez
veya cekilemez.

Piht1 olugumunu énlemek igin kateter limenini
kullanmadan 6nce heparinize salin ile iyice yikayin.
GuideLiner kateter yerlestirme iglemi, perkitan,
intravaskiler teknikler ve prosedtrler konusunda kapsamhi
egitim gérmus doktorlar tarafindan yapiimahdir.

Vaskiiler sistemde herhangi bir kateter kullamidiginda
pthtilagmayi 8nlemek ya da azaltmak igin alinacak
dnlemler, Sistematik hipernizasyon ve heparinize steril
solitsyon kullaniimast g6z 6niinde tutulmahdur.

16

|stenmeyen kinima, kivriima ya da biikiilme olasiigin
azaltmak igin kateter ile prosedir sirasinda ve uygulama
yaparken dikkatli olun.

Kateter viicuttayken, sadece fluoroskopi altinda isteme tabi
olmalidir. Son ug tepkisini gdzlemlemeden kateteri hareket
ettirmeye c¢aligmayn.

Cuidsliner kateteri hicbir zaman kilavuz kateterin ucundan
15 cm daha dteye ilerletmeyin; béyle bir durumda
Guideline kateter kilavuz kateter iginde takih kalarak
gtkarma isleminin zorlagmasina neden olabilir,

KOMPLIKASYONLAR

Asagidaki komplikasyonlar genellikle kateterizasyon

prosedurieriyle iligkilendirilmigtir ve Guideliner kateter

kullandirken ortaya gikabilir:

. lokal veya sistemik enfeksiyon

. hava emboiisi

. intimal disrlipsiyon

. arteriyel diseksiyon

. damar geperinin perforasyonu

. vaskuler oklizyon

. arteriyel tromboz

. miyokard enfarktis

. arteriyel spazm

KLINIK PROSEDUR

The GuideLiner kateteri aygitin kultanimu ile ilgiti alanda

egitim almig hekimler tarafindan kullaniimaltdir. Agiklanan

teknikler ve prosedirier TUM tibbi agidan kabul edilebifir

protokolleri temsil etmez, ayrica herhangi bir hastayi tedavi

ederken doktorun deneyiminin ve yargisinin yerine

gegmez. Hastanin verdigi isaretler, bulgular ve diger tan

test sonuglarl da dahil olmak (izere mevcut tim veriler

beliri bir tedavi plani beliremeden énce géz éniinde

bulundurulmalidir,

Paket igindekiler:

. Tek kullanimlik atilabilir GuideLiner kateter

Diger 63eler gereklidir, fakat saglanmaz:

. I gap1 belli bir model Guidel.iner kateterinin
kullanilimasi igin yeteri kadar bilyik olan Kilavuz
kateter kullanimda

. T adaptérli Hemostaz Vansi {Tuohy-Borst tip)

. < 0.36 mm gapinda kilavuz te!

. Steril giringa (sistem yikamasi igin)

. Steril heparinize salin (sistem yikamasi igin)

KULLANIM HAZIRLIKLARI

1. Kultanmadan 6nce, Guideliner kateter paketini ve
pargalarmi hasara karg! dikkatlice kontrol edin,

2. Steril teknik kullanarak, GuideLiner kateter ile birlikte
dagitma serpantinini steril alana aktann.

3. GuidelLiner kateter limenini distal ugtan itibaren
heparinize saline soltisyon ile tamamen yikayin.

YERLESTIRME PROSEDURU

GuidelLine kateteri agagida yer alan adimlara gdre

yenestirin: ’

1.  Daha énceden yerlestirilmis kdavuz teli emniyete alin
ve GuideLiner kateter distal ucunu kilavuz teli
tzerine yerlestirin ve kateter hemostaz vanasina
yakinan gelene kadar iledeyin.

2.  Hemostaz vanasini agin ve GuideLiner kateteri
hemostaz vanast iginden kilavuz katetere ilerletin.

3.  Floroskopi altinda, GuideLiner kateterini kilavuz
kateterin distal ucundan en fazta 15 cm otesine
ilerleterek damar iginde istenilen yere ulagin.
Uyari: Guidel.iner kateteri asla etkin gapt 2.5
mm’den daha kigiik gapa sahip damar iginde
ilerietmeyin. Damar yaralanmasina, iskemi
vel/veya okliizyona neden olabillr. Guideliner
kateterin uygul lan sonra damar igi
b dils i dur da GuideLine
kateteri yerinden basig normale ddnene kadar
yerinden gtkarin..

Uyari: GuideLiner'in boyutuna ve sivriltiimemis
ucuna bagh olarak, bu kateterin gegtigi
damarlarda damar okliizyonundan ve damarlarin
duvarinda hasardan kaginmak igin asin dikkat
gosterilmelidir.

4.  Floroskopi kullanimi GuideLinerin damar iginde
istenen yerde oldugunu teyit eder.
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5. Girisimsel bir prosediiriin uygulanmasi durumunda,
girisimsel aygiti, yerlegtirilmis kilavuz teli izerinden
aygit kilavuz kateter ve Guideliner kateter vasitasi
ile istenen vaskiler alana ilerletin.

.6.  GuideLiner kateter proksimal saft {izerinde Y-
adaptérii hemostaz vanasimi giivenli bir sekilde
stkarak geri kanamay! durdurun,

7. Kateterizasyon prosediiriinii uygulayin. Prosed(rii
tamamladiktan sonra damar iginden GuideLiner
kateterini kilavuz kateteri gekmeden énce gekin.

SINIRLI GARANTI

Vascular Solutions, Inc., GuideLiner kateterler belirtilen
son kullanma tarihinden énce iggilik ve malzeme kusurlari
bulunmayacagini garanti eder. Bu garanti kapsaminda
sorumiuluk, Vascular Solutions, Inc.'nin iggilik veya
malzeme agisindan kusurtu buldugu herhangi bir Griintn
parasinin geri 5denmesi veya degistiriimesiyle siniridir.
Vascular Solutions, Inc. GuideLiner kateterin
kullanimindan kaynaklanan tesadiifi, 6zel veya izleyen
hasarlardan sorumlu tutulamaz. Hatah kullamim, izerinde
degisiklik yapma, yanhs depolama veya yanits tagima gibi
yollaria Uriine verilen hasarlar bu sinirhi garantiyi gegersiz
kilacaktir,

Higbir Vascular Solutions, Inc. galigani, temsilcisi veya
dagiticisinin bu sinirh garantiyi herhangi bir gekilde
degistirme yetkisi yoktur. Sézde degisiklik veya diizeltme
Vascular Solutions, Inc.'e kargi uygulanabilir degildir.
ISBU GARANTI HERHANGI BIR TICARI GARANTI VEYA
BELIRLI BIR AMAC ICIN UYGUNLUK YA DA VASCULAR
SOLUTIONS, INC.'IN DIGER YUKUMLULUGU DAHIL
OLMAK UZERE, SARIH VEYA ZIMNi TOM DIGER
GARANTI VE YASAL HAKLARIN YERINE GEGER.

PATENTLER VETICARI MARKALAR

GuideLiner® Vascular Solutions, Inc. firmasinin tescilli ticari
markasidir.

©2013 Vasaular Solutions, Inc.
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International Symbols Glossary

IMARKER|

GCID
Guide catheter
inner diameter

GLID

Guideliner
inner dlameter

Intemational Symbols Glossary Radiopaque Marker Guide catheter inner | GuideLiner inner
diameter diameter
Slovnik mezinarodnich symbolil | Znagkovad Vnitinf primér Vnitiai prumer
nepropustny pro zavédéciho katétru | katetru GuideL.iner

zéafeni

Ordiiste med intemationale Radiopak marker Indvendig diameter Indvendig diameter,
symboler pa guidekatetret GuideLiner
Legende der Internationalen Strahlenundurchldss | Innendurchmesser GuideLiner
Symbole iger Marker Fuhrungskatheter Innendurchmesser
Emregriynon SieBvidv oupBoAwy AKTIVOOKIERSG Eocwrepiki Eguwrepikr
Beikrng didperpog odnyold Sidperpog

kaBetipa GuideLiner
Glosario de Simbolos Marcador radiopaco Didmetro intemo del | Diametro intemno del
Internacionales catéter guia GuideLiner
Kansainvélisten merkkien Varjoaine markkeri Ohjainkatetrin GuideLiner-
hakemisto siséldpimitta sistihalkaisija

Glossaire des symboles Marqueur radio- Diamétre intérieur Diamétre inteme du
intemationaux opaque du cathéter guide GuideLiner
Nemzetkozi jelszotar Sugarfogé jelz6 Vezetbkatéter belsé | Guideliner
&tmérdje vezettbetétes
katéter belsé
atmérdje
Glossario intemazionale dei Marcatore radiopacoe | Diametro intemodel | Diametro intemo del
simboli catetere guida GuideLiner
Lijst met intemationale symbolen | Radiopake Inwendige diameter | Binnendiameter
markering geleide-katheter GuideLiner
Ordiiste med intemnasjonale Rentgentett marker Indre diameter pa GuideL.iner indre
symboler ledekateter diameter
Stowniczek symboli Znacznik cieniodajny | Wewngtizna Wewrjetrzna
migdzynarodowych $rednica cewnika $rednica
prowadzacego Guidel.iner
Glossario de simbolos Marcador radiopaco Diametro interno do Didmetro interior do
interacionais cateter guia dispositivo Guide
Liner
Forklaring av internationella Roéntgenmarkér Guidekatetemns inre Inre diameter for
symboler diameter Guide Liner
Uluslararas| Sembol S621uga Radyopak Markor Kilavuz kateter i¢ Guide Liner I¢ Gapt

sapi

©2013 Vascular Solutions, Inc.
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Content Glossary Guideliner Catheter
Obsah Glosat Katétr GuideLiner
indhold ordliste Guideliner -kateter
Inhalt Glossar Guidel.iner Katheter
Mepypaegry KaBeripag GuideLiner
WEPIEXOHEVIIV EIBLV

Glosario de Catéter GuideLiner
Contenidos

Siséllon sanasto

GuideLiner-katetri

" Glossaire du Cathéter GuideLiner
contenu
Tartalmi szétar Guidel.iner Katéter
Glossario del Catetere GuideLiner
contenuto
Overzicht van de GuideLiner-Katheter
inhoud

Innholdsordliste

GuideL.iner kateter

Stowniczek GuideLiner -cewnik
zawartosci
Glossario do Cateter Guidetiner
Contedo
Ordlista GuideLiner kateter
lgerik Séziugi GuideLiner Kateter
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Certlﬁcate of Registration

This Certificate issued under the seal of the Copyrlght
“Office in accordance with title 17, United States Code,
attests that registration has been made for the work -

identified below. The information on this certificate has  Registration Number

‘Register of Copyrights, United States of America -

Title

5 been made a part of the Copyright Office records. ; .
/s | TX 7-679-167
o N /A p n Effective date of
/MW., . G/é@vsz registration:

May 15,2013

"Title of Work:

Previous or Alternative Title:

GuideLiner V2 Catheter
GuideLiner Catheter Instructions for Use

Completaon /Publication

Year of Completmn .

Date of 1st Publication:

2013

April 22, 2013 Nation of 1st Publication: United States

Author \
ca Author:

Author Created:

Work made for hire:

Citizen of:

Vascular Solutions, Inc,

text, editing, artwork

Yes

United States Domiciled in; United States

Copyright claimant
‘Copyright Claimant:

Limitation of copyright claim
Material excluded from this claim:.

New material included in claim:
Rights and Permissions
Organization Name:

Address:

Vascular Solutlons, Inc,
6464 Sycamore Court, aneapolls MN, 55369, United States

text, artwork

‘text, editing, artwork

Vascular Solutions, Inc,

6464 Sycamore Court ,
Minneapolis, MN 55369 United States

Certification
Name:
Date:

Apphcant's Trackmg Numbel H

Jeffrey R, Cadwell ..

" May 15,2013

M239283
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Certificate of Registration

This Certificate issued under the seal of the Copyright
" Oftice in accordance with title 17, United States Code,
attests.that registration has been made for the work
" - identified below. The information on this qcrtiﬁcaté has
been made a part.of the Copyright Office records.

Mo A U

Register of Copyrights, United States of America

Registration Number
TX 7-679-165
' Effective daté of
registi-ation:

May 15; 2013

Title

“Title of Work:

Previous or Alternative Title:

GuideLiner Catheter
GuideLiner Catheter Instructions-for Use

Completion/Publication
-  Year of Completion:

Date of 1st Publication:

2009.

September 30, 2009 Nation of 1st Publication: England

Author
Author Created:

“Work made for ‘hire:

Citizen of:

- Author: :

Vascular Solutions, Inc.

text, editing

Yes

Uhited States Domiciled in: United States

Copyright claimant
' Copyright Claimant:

Rights and Permissions
Organization Name:
Address:

Vascular Solutions, Inc.
6464 Sycamore:Court, Minneapolis, MN, 55369, United States

Vascular Solutions, Inc.

6464 Sycamore Court
Minneapolis, MN 55369 United States

Certification
' Name:
Datg:

Applicant's Tracking Number:

Jeffrey R. Cadwell
May 15,2013
M239282.
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B Registration # TX0007679165
 Service Request #: 1-935914601

A0

|

»10106916/9/000X10000.

REARN

Dorsey & Whitney LLP
Jeffrey R. Cadwell
50 South Sixth Street
Suite 1500 _ _
~ Minneapolis, MN 55402 United States.
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Product Comparison Drawings

1. Complete Dimensions
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Guidezilla
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Inner Diameter Guide Catheter Inner Diameter
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0.0675in [ [ ] C © e e —
Jes!
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Product Comparison Drawings

2. Simplified Dimensions
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Patent Comparison Drawings

1. Overall Catheter

U.S. Patent Nov. 1, 2011 Sheet 1 of 13 US 8,048,032 B2

Fig. 1

2224)(( 0 ' :
W e ) = N

(Image is reverse orientation from what was in the patent for comparison purposes.)

Guidezilla

145¢cm

100cm
« 90cm N

25¢cm ——

0.066in I—I [ ] [| C

(1.70mm) =, 7 N

2mm dmm
@ >0.057in (1.45mm) @ >0.070in (1.78mm)

Inner Diameter Guide Catheter Inner Diameter
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Patent Comparison Drawings

2. Collar Transition

U.S. Patent Nov. 1, 2011 Sheet 4 of 13 US 8,048,032 B2
Fig. 4
26 12
016 18j ~ 20
L — — i
24 28] sy Lz “34

Guidezilla
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Exhibit 30
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Guidezilla vs. Guideliner V1 & V2 Photo Comparison

Distal Lumen Comparison

Guidezilla

Guideliner V1

Guideliner V2
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Collar Transition Comparison

Guidezilla

Guideliner V1

Guideliner V2
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Push Rod Comparison

Guidezilla

Guideliner V1

Guideliner V2
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Proximal Tab Comparison

G GEPPPE 7L

Guidezilla

Guideliner V1

Guideliner V2
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Exhibit 31
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PLAINTIFF VASCULAR SOLUTIONS, INC.’SCLAIM CHART
Comparison of Boston Scientific’'s GUIDEZILLA Guide Extension Catheter
to U.S. Patent No. 8,048,032, Claims 1-8, 11-17, and 19

Claim L anguage

GUIDEZILLA Guide Extension Catheter

‘032 patent, claim 1.

1. A devicefor usewitha
standard guide catheter, the
standard guide catheter having a
continuous lumen extending for a
predefined length from a proximal
end at a hemostatic valveto a
distal end adapted to be placed in a
branch artery, the continuous
lumen of the guide catheter having
acircular cross-sectiona inner
diameter sized such that
interventional cardiology devices
are insertable into and through the
lumen to the branch artery, the
device comprising:

aflexibletip portion defining a
tubular structure having a circular
cross-section and alength that is
shorter than the predefined length
of the continuous lumen of the
guide catheter, the tubular
structure having a cross-sectional
outer diameter sized to be
insertable through the cross-
sectional inner diameter of the
continuous lumen of the guide
catheter and defining a coaxial
lumen having a cross-sectional
inner diameter through which
interventional cardiology devices
are insertable; and

Thisis preamble language, which | understand may not
necessarily limit the scope of the claim. Notwithstanding,
Boston Scientific's Guidezillais for use with a standard
guide catheter.

“The GUIDEZILLA™ Guide Extension Catheter is
intended to be used in conjunction with guide catheters to
access discrete regions of the coronary and/or peripheral
vasculature, and to facilitate placement of interventional
devices.” Boston Scientific’'s 510(k) Summary (Ex. 21);
see also Guidezilla Directions for Use at 2 (Ex. 25).

A standard guide catheter has a continuous lumen that
extends for a predefined length from a proximal end at a
hemostatic valve to adistal end adapted to be placed ina
branch artery, and that has a circular cross-sectional inner
diameter that is sized such that interventional cardiology
devices are insertable into and through the lumen to the
branch artery.

The Guidezilla has aflexible tip portion that defines a
tubular structure with a circular cross-section, which isthe
blue, tubular structure in the following photographs, and
the tubular structure in the following drawing:
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PLAINTIFF VASCULAR SOLUTIONS, INC.’SCLAIM CHART
Comparison of Boston Scientific’'s GUIDEZILLA Guide Extension Catheter
to U.S. Patent No. 8,048,032, Claims 1-8, 11-17, and 19

Claim L anguage GUIDEZILLA Guide Extension Catheter

o ; e
- i L

|

Guidezillahas “asingle lumen distal guide segment.”
GuidezillaDirections for Use at 2 (Ex. 25).

“GUIDEZILLA consistsof . . . adistal guide catheter
segment through which interventional devices may be
delivered.” Boston Scientific’'s 510(k) Summary (Ex. 21).

Theflexible tip portion’s length of 25cm is shorter than the
100cm length of the continuous lumen of a standard guide
catheter. The tubular structure has a cross-sectional outer
diameter sized to be insertable through the cross-sectional
inner diameter of the continuous lumen of the guide
catheter, and it defines a coaxia lumen with a cross-
sectional inner diameter through which interventional
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PLAINTIFF VASCULAR SOLUTIONS, INC.’SCLAIM CHART
Comparison of Boston Scientific’'s GUIDEZILLA Guide Extension Catheter
to U.S. Patent No. 8,048,032, Claims 1-8, 11-17, and 19

Claim L anguage

GUIDEZILLA Guide Extension Catheter

asubstantially rigid portion
proximal of and operably
connected to, and morerigid along
alongitudinal axisthan, the
flexible tip portion and defining a
rail structure without alumen and
having a maximal cross-sectional
dimension at a proximal portion
that is smaller than the cross-
sectional outer diameter of the
flexible tip portion and having a
length that, when combined with
the length of the flexible distal tip
portion, defines atotal length of
the device along the longitudinal
axisthat islonger than the length
of the continuous lumen of the
guide catheter,

cardiology devices are insertable.

“The Guidezilla guide extension catheter is asingle lumen
rapid exchange catheter. . . .” with “a stainless steel
proximal shaft with a 25cm single lumen distal guide
segment . ...” GuidezillaDirectionsfor Use at 2 (Ex. 25).

As the attached photographs depict, Guidezilla' s “ stainless
steel proximal shaft” is substantially rigid, proximal of and
operably connected to, and more rigid than the flexible tip
portion, and it isarail structure without alumen that has a
maximal cross-sectional dimension at a proximal portion
that is smaller than the cross-sectional outer diameter of the
flexible tip portion. That the Guidezilla' s substantially
rigid portion does not have alumen is discussed in more
detail in my declaration, at 1 89-103.
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PLAINTIFF VASCULAR SOLUTIONS, INC.’SCLAIM CHART
Comparison of Boston Scientific’'s GUIDEZILLA Guide Extension Catheter
to U.S. Patent No. 8,048,032, Claims 1-8, 11-17, and 19

Claim L anguage GUIDEZILLA Guide Extension Catheter

Therigid portion has alength that, when combined with
the length of the flexible distal tip portion, defines a total
length that is longer than the length of the continuous
lumen of the guide catheter.

The following Boston Scientific drawing shows that the
Guidezilla has alength of 145cm. A standard 6F guide
catheter is 100cm long.

Guidezilla
145¢cm |
100cm
90cm |
25¢cm | ‘
0.066in T[] [l C —'. = '@
{1.70mm) sl Il
2mm 3mm
20.057in (1.45mm) 20.070in (1.78mm)
Inner Diameter Guide Catheter inner Diameter
such that when at least adistal When the distal end of the flexible tip portion is extended

portion of the flexible tip portion is distally of the distal end of the guide catheter, at least a
extended distally of the distal end | portion of the proximal portion of the substantially rigid

of the guide catheter, at least a portion extends through the hemostatic valve.

portion of the proximal portion of

the substantially rigid portion “The Boston Scientific GUIDEZILLA™ Guide Extension
4
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PLAINTIFF VASCULAR SOLUTIONS, INC.’SCLAIM CHART
Comparison of Boston Scientific’'s GUIDEZILLA Guide Extension Catheter
to U.S. Patent No. 8,048,032, Claims 1-8, 11-17, and 19

Claim L anguage GUIDEZILLA Guide Extension Catheter

extends proximally through the Catheter acts as an extension to atraditional guide
hemostatic valve in common with | catheter.” Boston Scientific’'s 510(k) Summary (Ex. 21).
interventional cardiology devices
that are insertable into the guide The distal end of the Guidezilla extends past the distal end
catheter. of the guide catheter: “Under fluoroscopy, advance the
Guidezilla device up to a maximum of 15cm beyond the
distal tip of the guide catheter and into the desired location
within the vessel.” Guidezilla Directions for Use at 3 (Ex.
25).

“Never advance the Guidezilla device more than 15cm
beyond the tip of the guide catheter.” Guidezilla
Directionsfor Use at 2 (Ex. 25).

At the same time, the proximal end of the Guidezilla
extends from the proximal end of the guide catheter,
through a hemostasis device. “Open the hemostasis valve
and advance the Guidezilla device through the hemostasis
valve and into the guide catheter.” Guidezilla Directions
for Useat 3 (Ex. 25).

‘032 patent, claim 2.

2. Thedevice of claim 1 wherein | The Guidezilla s the tubular structure has a distal portion
the tubular structure includes a that is adapted to be extended beyond the distal end of the
distal portion adapted to be guide catheter while a proximal portion remains within the
extended beyond the distal end of | lumen of the guide catheter.
the guide catheter while a proximal
portion remains within the lumen | The following Boston Scientific drawing shows that the
of the guide catheter, such that the | Guidezilla has a tubular structure that is 25cm in length:
device assistsin resisting axial and
shear forces exerted by the Guidezilla
interventional cardiology device vasom
passed through and beyond the . 100cm .
|

coaxia lumen that would -~ 90cm
otherwise tend to dislodge the 0.066in T[] [T C
guide catheter from the branch = I

artery.

o

2mm Imm
@ =0.057in (1.45mm) @ =0.070in (1.78mm)

Inner Diameter Guide Catheter lnner Diameter

That the tubular structure has adistal portion that is
adapted to be extended beyond the distal end of the guide
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PLAINTIFF VASCULAR SOLUTIONS, INC.’SCLAIM CHART
Comparison of Boston Scientific’'s GUIDEZILLA Guide Extension Catheter
to U.S. Patent No. 8,048,032, Claims 1-8, 11-17, and 19

Claim L anguage

GUIDEZILLA Guide Extension Catheter

catheter while a proximal portion remains within the lumen
of the guide catheter can be seen in that the length of the
tubular structure is 25cm, but not more than 15cm of the
tubular structure is advanced past the distal tip of the guide
catheter: “Under fluoroscopy, advance the Guidezilla
device up to a maximum of 15cm beyond the distal tip of
the guide catheter and into the desired location within the
vessel.” GuidezillaDirectionsfor Use at 3 (EX. 25).

“Never advance the Guidezilla device more than 15cm
beyond the tip of the guide catheter.” Guidezilla
Directions for Use at 2 (Ex. 25).

See also above, in the discussion regarding claim 1.

The Guidezilladevice assists in resisting axial and shear
forces exerted by the interventional cardiology device
passed through and beyond the coaxial lumen, where those
forces would otherwise tend to dislodge the guide catheter
from the branch artery.

‘032 patent, claim 3.

3. Thedevice of claim 2 wherein
the proximal portion of the tubular
structure further comprises
structure defining a proximal side
opening extending for a distance
along the longitudinal axis, and
accessible from alongitudinal side
defined transverse to the
longitudinal axis, to receive an
interventional cardiology device
into the coaxial lumen while the
proximal portion remains within
the lumen of the guide catheter.

The proximal portion of the Guidezilla' s tubular structure
includes a proximal side opening that extends for a distance
along the device' slongitudinal axis and is accessible from
alongitudinal sidethat is transverse to the longitudinal

axis, so that the opening can receive an interventional
cardiology deviceinto the coaxial lumen while the
proximal portion remains within the lumen of the guide
catheter. This opening is shown in the following
photograph of the Guidezilla device:
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PLAINTIFF VASCULAR SOLUTIONS, INC.’SCLAIM CHART
Comparison of Boston Scientific’'s GUIDEZILLA Guide Extension Catheter
to U.S. Patent No. 8,048,032, Claims 1-8, 11-17, and 19

Claim L anguage GUIDEZILLA Guide Extension Catheter

Proximal Side Opening

‘032 patent, claim 4.

4. Thedeviceof clam 3wherein | The Guidezilla device's proximal side opening includes
the proximal side opening includes | structure defining afull circumference portion and
structure defining a full structure defining a partially cylindrical portion, as can be
circumference portion and seen in the photograph below of the Guidezilla device:
structure defining a partially
cylindrical portion.

Page 341 of 483



CASE 0:13-cv-01172-JRT-SER Document 12-9 Filed 06/10/13 Page 14 of 32

PLAINTIFF VASCULAR SOLUTIONS, INC.’SCLAIM CHART
Comparison of Boston Scientific’'s GUIDEZILLA Guide Extension Catheter
to U.S. Patent No. 8,048,032, Claims 1-8, 11-17, and 19

Claim L anguage GUIDEZILLA Guide Extension Catheter

Full Circumference Partialy Cylindrical
Portion Portion
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PLAINTIFF VASCULAR SOLUTIONS, INC.’SCLAIM CHART
Comparison of Boston Scientific’'s GUIDEZILLA Guide Extension Catheter
to U.S. Patent No. 8,048,032, Claims 1-8, 11-17, and 19

Claim L anguage GUIDEZILLA Guide Extension Catheter

‘032 patent, claim 5.

5. Thedevice of claim 2 wherein | Guidezilla has two radiopaque markers located in the
the flexible cylindrical distal tip tubular structure.

portion further comprises a
radiopaque marker proximate a “The guide catheter segment incorporates two radiopague
distal tip. marker bands to aid in positioning the device during the
procedure.” Boston Scientific’s 510(k) Summary (Ex. 21).

“The Guidezilla device has two platinum-iridium marker
bands, which enable visibility while using standard
fluoroscopic methods. The distal marker band is located 2
mm from the distal tip. The proximal marker band is
located 3 mm distal to the opening of the guide segment.”
GuidezillaDirections for Use at 2 (Ex. 25).

One of Guidezilla s radiopaque markersis positioned in the
device' sflexible cylindrical distal tip portion, proximate a
distal tip. The distal marker can be seen in the following
photograph of the Guidezilladevice:

Radiopague Marker
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PLAINTIFF VASCULAR SOLUTIONS, INC.’SCLAIM CHART
Comparison of Boston Scientific’'s GUIDEZILLA Guide Extension Catheter
to U.S. Patent No. 8,048,032, Claims 1-8, 11-17, and 19

Claim L anguage

GUIDEZILLA Guide Extension Catheter

‘032 patent, claim 6.

6. Thedevice of claim 1 wherein
the tubular structure includes a
flexible cylindrical distal tip
portion and aflexible cylindrical
reinforced portion proximal to the
flexible distal tip portion.

The Guidezilla device' s tubular structure has aflexible
cylindrical distal tip portion, and aflexible cylindrical
reinforced portion that is proximal to the flexible distal tip
portion, as can be seen in the following photograph:

Flexible Cylindrical
Distal Tip Portion

Flexible Cylindrical
Reinforced Portion

‘032 patent, claim 7.

7. The device of claim 6 wherein
the flexible cylindrical reinforced
portion is reinforced with metallic
elementsin abraided or coiled
pattern.

The Guidezilladevice sflexible cylindrical reinforced
portion is reinforced with metallic elementsin abraided
pattern, as can be seen in the following photograph:

10
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PLAINTIFF VASCULAR SOLUTIONS, INC.’SCLAIM CHART
Comparison of Boston Scientific’'s GUIDEZILLA Guide Extension Catheter
to U.S. Patent No. 8,048,032, Claims 1-8, 11-17, and 19

Claim L anguage GUIDEZILLA Guide Extension Catheter

Metallic Elements

‘032 patent, claim 8.

8. Thedeviceof claim 1 wherein | The cross-sectional inner diameter of the Guidezilla's
the cross-sectional inner diameter | coaxia lumen of the tubular structure is one French smaller
of the coaxial lumen of the tubular | than the cross-sectional inner diameter of the standard 6F

structure is not more than one guide catheter.

French smaller than the cross-

sectional inner diameter of the “The Guidezilla device is delivered through a guide

guide catheter. catheter resulting in an inner diameter that is approximately

1 French size smaller than the guide catheter.” Guidezilla
Directionsfor Use at 2 (Ex. 25).

“GUIDEZILLA isa5F catheter compatible with a 6F
guide catheter.” Boston Scientific’s 510(k) Summary (EX.
21).

“Guide Extension Catheter (5-in-6).” Guidezilla Directions
for Useat 2 (Ex. 25).

‘032 patent, claim 11.

11. A devicefor usewith a See above, in the discussion of claim 1.

11
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PLAINTIFF VASCULAR SOLUTIONS, INC.’SCLAIM CHART
Comparison of Boston Scientific’'s GUIDEZILLA Guide Extension Catheter
to U.S. Patent No. 8,048,032, Claims 1-8, 11-17, and 19

Claim L anguage GUIDEZILLA Guide Extension Catheter

standard guide catheter, the
standard guide catheter having a
continuous lumen extending for a
predefined length from a proximal
end at a hemostatic valveto a
distal end adapted to be placed in a
branch artery, the continuous
lumen of the guide catheter having
acircular cross-section and a
cross-sectional inner diameter
sized such that interventional
cardiology devices are insertable
into and through the lumen to the
branch artery, the device

comprising:
an elongate structure having an Guidezilla has an elongate structure with an overall length
overall length that islonger than that is longer than the lumen of the guide catheter.
the predefined length of the Guidezillais 145cm in length, as the following Boston
continuous lumen of the guide Scientific drawing shows. A standard 6F guide catheter is
catheter, the elongate structure 100cm long.
including:
Guidezilla
145¢m
100cm |
90cm '
25cm I ‘ ‘
sgeen T T] [T C e
’ |ael |l
2mm 3mm
© 5mem - o il I

“The Boston Scientific GUIDEZILLA™ Guide Extension
Catheter acts as an extension to atraditional guide
catheter.” Boston Scientific's 510(k) Summary (Ex. 21).

In use, the proximal end of the Guidezilla extends through
the hemostatis valve. “Open the hemostasis valve and
advance the Guidezilla device through the hemostasis valve
and into the guide catheter.” Guidezilla Directions for Use
a 3 (Ex. 25).

12
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PLAINTIFF VASCULAR SOLUTIONS, INC.’SCLAIM CHART
Comparison of Boston Scientific’'s GUIDEZILLA Guide Extension Catheter
to U.S. Patent No. 8,048,032, Claims 1-8, 11-17, and 19

Claim L anguage

GUIDEZILLA Guide Extension Catheter

aflexibletip portion defining a
tubular structure having a circular
cross-section that is smaller than
the circular cross-section of the
continuous lumen of the guide
catheter and alength that is shorter
than the predefined length of the
continuous lumen of the guide
catheter, the flexible tip portion
being sized having a cross-
sectional outer diameter sized to be
insertable through the cross-
sectional inner diameter of the
continuous lumen of the guide
catheter and defining a coaxial
lumen having a cross-sectional
inner diameter through which
interventional cardiology devices
areinsertable;

areinforced portion proximal to
the flexible tip portion; and

asubstantially rigid portion
proximal of and connected to, and
morerigid along alongitudinal
axis than, the flexible tip portion
and defining arail structure
without alumen and having a
maximal cross-sectional dimension

The distal end of the Guidezilla extends beyond the distal

end of the guide catheter.

“Never advance the Guidezilla device more than 15cm

beyond the tip of the guide catheter.” Guidezilla
Directions for Use at 2 (Ex. 25).

“Under fluoroscopy, advance the Guidezilladevice up to a

maximum of 15cm beyond the distal tip of the guide

catheter and into the desired |ocation within the vessel.”

GuidezillaDirections for Use at 3 (Ex. 25).

See above, in the discussion of claim 1.

See above, in the discussion of claim 6.

See above in the discussion of this claim 11, and abovein

the discussion of claim 1.

13
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PLAINTIFF VASCULAR SOLUTIONS, INC.’SCLAIM CHART
Comparison of Boston Scientific’'s GUIDEZILLA Guide Extension Catheter
to U.S. Patent No. 8,048,032, Claims 1-8, 11-17, and 19

Claim L anguage GUIDEZILLA Guide Extension Catheter

at aproximal portion that is
smaller than the cross-sectional
outer diameter of the flexibletip
portion,

such that when at least adista See above in the discussion of thisclaim 11, and above in
portion of the flexible tip portionis | the discussion of claim 1.

extended distally of the distal end
of the guide catheter with at least | When adistal portion of the flexible tip portion is extended
proximal portion of the reinforced | distally of the distal end of the guide catheter with at |east

portion remaining within the proximal portion of the reinforced portion remaining within
continuous lumen of the guide the continuous lumen of the guide catheter, at least a
catheter, at least a portion of the portion of the proximal portion of the substantially rigid
proximal portion of the portion extends proximally through the hemostatic valve.

substantially rigid portion extends
proximally through the hemostatic | “The Boston Scientific GUIDEZILLA™ Guide Extension
valve in common with Catheter acts as an extension to atraditional guide
interventional cardiology devices | catheter.” Boston Scientific's 510(k) Summary (Ex. 21).
that are insertable into the guide
catheter. The distal end of the Guidezilla extends past the distal end
of the guide catheter: “Under fluoroscopy, advance the
Guidezilladevice up to a maximum of 15cm beyond the
distal tip of the guide catheter and into the desired location
within the vessel.” Guidezilla Directionsfor Use at 3 (Ex.
25).

“Never advance the Guidezilla device more than 15cm
beyond the tip of the guide catheter.” Guidezilla
Directionsfor Use at 2 (Ex. 25).

At the same time, the proximal end of the Guidezilla
extends from the proximal end of the guide catheter,
through a hemostasis device. “Open the hemostasis valve
and advance the Guidezilla device through the hemostasis
valve and into the guide catheter.” Guidezilla Directions
for Useat 3 (Ex. 25).

‘032 patent, claim 12,

12. Thedeviceof claim 11 See above, in the discussion of claim 2.
wherein, when the distal portion of
the flexible tip portion isinsertable

14
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PLAINTIFF VASCULAR SOLUTIONS, INC.’SCLAIM CHART
Comparison of Boston Scientific’'s GUIDEZILLA Guide Extension Catheter
to U.S. Patent No. 8,048,032, Claims 1-8, 11-17, and 19

Claim L anguage

GUIDEZILLA Guide Extension Catheter

through the continuous lumen of
the guide catheter and beyond the
distal end of the guide catheter, the
device assistsin resisting axial and
shear forces exerted by an
interventional cardiology device
passed through and beyond the
coaxia lumen that would
otherwise tend to dislodge the
guide catheter from the branch
artery.

‘032 patent, claim 13,

13. Thedeviceof claim 11
wherein the substantially rigid
portion further includes a partialy
cylindrical portion defining an
opening extending for a distance
along a side thereof defined
transverse to alongitudinal axis
that is adapted to receive an
interventional cardiology device
passed through continuous lumen
of the guide catheter and into the
coaxia lumen while the deviceis
inserted into the continuous lumen,
the opening extending
substantially along at least a
portion of alength of the
substantially rigid portion.

See above, in the discussion of claims 3 and 4.

‘032 patent, claim 14,

14. Thedeviceof claim 11
wherein, after the deviceis
inserted into the continuous lumen
of the guide catheter, the device
extends an overall effective length
of a coaxial lumen through which
an interventional cardiology device
may be inserted while utilizing

See above, in the discussion of claims 1, 2, and 11.

15

Page 349 of 483



CASE 0:13-cv-01172-JRT-SER Document 12-9 Filed 06/10/13 Page 22 of 32

PLAINTIFF VASCULAR SOLUTIONS, INC.’SCLAIM CHART
Comparison of Boston Scientific’'s GUIDEZILLA Guide Extension Catheter
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Claim L anguage

GUIDEZILLA Guide Extension Catheter

only asingle hemostatic valve and
without any telescoping structure
preassembled prior to the device
being inserted into the continuous
lumen of the guide catheter.

‘032 patent, claim 15.

15. Thedevice of claim 11,

further comprising a radiopaque
marker proximate the distal portion
of the flexible tip portion.

See above, in the discussion of claim 5.

‘032 patent, claim 16.

16. The device of claim 11,
wherein the reinforced portion is
reinforced with metallic elements
in abraided or coiled pattern.

See above, in the discussion of claim 7.

‘032 patent, claim 17,

17. Thedeviceof claim 11
wherein the cross-sectional inner
diameter of the coaxial lumen of
the flexible distal portion is not
more than one French smaller than
the cross-sectional inner diameter
of the guide catheter.

See above, in the discussion of claim 8.

‘032 patent, claim 19.

19. Thedevice of clam 11
wherein the elongate structure
includes, starting at the distal
portion of the flexible distal
portion, at least afirst portion
having afirst flexural modulus, a
second portion having a second
flexural modulus greater than the
first flexural modulus, and athird
portion having a third flexural

The Guidezilladevice is an elongate structure that includes,
starting at the distal portion of the flexible distal portion, at
least four different portions, as shown in the photographs
below, having increasing levels of stiffness. Claim 19
requires only three, so any three of the four portions shown
below establish infringement of this claim.

16
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