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SYNERGY" II

Everolimus-Eluting Platinum Chromium
Coronary Stent System

B, ONLY

Caution: Federal Law [USA) restricts this device to sale by or on the order of a physician.

WARNING

Contents supplied STERILE using an ethylene oxide [E0) process. Do not use if sterile barrier
is damaged. Il damage is found, call your Boston Scientific representative.

For sing'e use only. Do not reuse, reprocess or rastarilize. Reusa, rep ing or
resterilization may compromise the structural integrity of the device andfor lead to device
failure which, in turn, may result in patient injury, illness or death. Reuse, reprocessing or
resterilization may also creata a risk of contamination of the dovice and/or cause patient

SYNERGY |1 Stent System

Nominal inflation prassure: 11 atm {1117 kPa)
Rated burst pressure:

2.25- 275 men: 18 atm (1827 kPa)

3.00 - 4,00 mm: 16 atm (1620 kPa)

20,055 in {1.42 mm)

Proximal: 2.1F {0.70 mmn)
Distal:

125-275mm: 26F {0.90 mm]
3.00 mm:

« 8- 28 mne 2.6F [0.92 mm)

« 32-Bmm LIF(0.55 mm)
450 mm:

© 8-20 mm 26F (0.90 mm)

* W-Bmm LIF (0.95 mm)
4.00 mm: 2.7F {0.95 mm]

225-275mm: 0.074 min
3.00- 350 mm: Q.07 mm

Characterstic

Balloan inflation pressure

Cuide catheter inner diameter

Catheter shaft outsr diameter

Stent strul thickness

4.00 mm: 0.031 mm

Device Component Description

The SYNERGY Il Stent Systam ists of a plati stent platform with an
bluminal drug/poly ing mounted anto a Monorail Delivery System.

" s

infection or cross-infection, including, but not limited to, the transmission of inf
diseasa(s] from one patient to another, Cantamination of the device may lead ta injury, iliness
ar death of the patient.

After use, dispose of praduct and packaging in
or local governmant palicy,

d with hospital, administrative and/

-

Tha SYNERGY 11 stent is availablae in 3 stent models each designed for specific
fallows:

» Small Vassel (SV): .25, 2.50 and 2.75 mm
* Workhorse [WH): 3.00 and 3.50 mm

DEVICE DESCRIPTION

The SYNERGY Il Everolimus-Eluting Plainum Chromium Coronary Stent System (SYNEARGY I
Stant System) is a device/drug combination product comprised of twa regulated components:
a device [coranary stent system) and a drug product (a lormulation of everolimus contained in
a biodegradable polymer coating). SYNERGY Il is uniquely dasigned with a low initial polymer
load, abluminal coating and bioabsorbable polymer which may reduce the risk of thrombosis
and the need for pralonged dual antiplatelet therapy. Tha characteristics of the SYNERGY Il
Stent System are described in Table 1. SYNERGY Il Stent System Product Description.

Table 1. SYNERGY Il Stent System Product Description
SYNERGY Il Stent System
8,12, 16, 20, 24, 28,32, 38
2.25,2.50, 2.75,300,350, 4.00
Platinum Chramium (PLCr] Alloy

Charactaristic

Avsilable stent lengths (mm)

Available stent dismeters (mm)

Stent material

*Large Vessel (LV): 4,00 mm

Contents

Qty Material

Ona (1) SYNERGY Il Stamt System

Two (2) CLIPIT™ Hypotuba Clips

One (1] Flushing needle with Luer fitting

Diug Eluting Coating Descriplion

The SYNERGY Il stent is 8 stent with a drug/polymer coating. The coating is comprised of a
polymar matrix that contains an active pharmaceutical ingredient.

See Everalimus and Palymer Carrier sections for descriptions of drug and pobymer, respectively.
Everolimus
Everolimus is the active pharmaceutical ingredient in the SYNERGY Il stenl.

The everolimus chemical name is 42-0-(2-hydroxyethyl}-rapamycin, and its chemical structure
is showm belows in Figure 1.

An abluminal [outer surface of the stent] coating of a poly
carmer with approximately 1 pg of everclimus por mm? of total
stent surfaca area and a maximum nominal polymer content of
351 pg and drug content ol 287 ug on the largest stent

[4.00 % 38 mm)

Hdem

Orug praduct

Delivary systam effactive langth

Single access portto inflation lumen,
Guidawire exit port is located approximately 25 cm from tip,
Dasignad for guidawire < 0.004 in [0.38 mm).

Delivery system Y-adapter ports

Averaga stant length change Small Vessel [SV] average: -0,15 mun

upon deploy at | Warkh [WH) average: -0.20 mm
diamater Large Vessal {LV]) average: 0.15mm
Stent delivery balioan A compliant balloon, with two radiopaqg h inally

0.4 mm longer than the stent at each end.

Figura 1. The Chomical Structure of Everalimus
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Polymer Carrier Hominal E s LR TR IFe Ty
The SYNERGY™ Il stent is coaled on the abluminal stent surface with a biedegradable drug UPH Humber Inner Dlmﬂrulml Stent 1.ag1§'[m} Cantent [pg]
matrix. The biodegradable drug matrix is composed of PLGA [polyiDL-tactide- co-glycolide))
mixed vith everolimus. The chemical structura of PLGA is shown below in Figure 2, elinsanssiciios i L ol
HB3I280 215 n o8
@] Huzns825 150 7 o5
H4 7 Ho5
o H 33916228200 275 n
HO I (@) H433976128300 M 7 1537
O y HI%3926228350 350 n 1537
HI453928 228400 400 2 2008
Figura 2 The Chemical Structure of PLGA
HI3396231220 215 3 1598
Fas o ant HHass 823250 2% P 1598
Table 2. SYNERGY Il Stent Systom Praduct Matrix and Everolimus Content M8 1IN0 275 W 1598
M, I, 1 Es dod | I} s 1 Aad M, 12l E, "
Exp L HI9291623 1300 100 2 s
UPN Number Inner Dismeter {mm) Stemt Langth [mm) Contant (pg)
H743391523 1350 ELY kI 1735
HMI396208220 215 ] 49
W99 623 1400 4 R 195
HM33926202250 2% 8 9
HM33925239220 215 3 1889
HI43926203270 27 (] 39
H933262332%0 % » 1849
HM33926208300 am H 485
H7493326238270 275 3 1838
H2433976204350 3% ] 85
H7483376238300 3m £} Mms
< H1430926203400 400 L] 815
5 H74939262343%0 350 3 18
% 1745392621020 225 [H] 543
HI433378 238400 400 3 w2
E H1433926212250 2% n 593
3 HI33326212200 15 1 233 INTENDEO USENNDICATIONS FOR USE
§ H133926212300 100 1] 663 The SYNERGY Il Stent System is indicated for improving coronary luminal diameter in patients
] with symptomatic Ischemic hoart disease due to discrete de novo native coranary artery lesions.
g gt 20 s b Tha treated lesion length should be less than the nominal stant length (8 mm, 12 mm, 16 mm, 20
s HMBI6212400 400 12 %2 mm, 24 mm, 28 mm, 32 mm and 38 mm) with a relerence vossol diameter of 2.25 mm - 4.0 mm.
[ HIE3926218220 b ¥ 16 16 CONTRAINDICATIONS
:% 7433926216250 29 16 178 Use of the SYNERGY Il Stent System Is contraindicated in patients with the follovdng:
E HI6182 215 i1 776 * Known hypersensitivity to platinum, the platinum chromium alloy, or similar alloy types
5 ;
g ryre— i T P such as stainless _sfa _al. .
3 * Known hypersensitivity to evarolimus or struclurally related compounds,
] N o L = * Knowin hyparsensitivity to the palymer or its individual companents [see details in
§ HI433976216400 400 18 1248 Polymer Cairier).
g H433926220020 25 20 959 *+ Known ssvera raaction to contrast agents that cannot ba adequately pre-medicaled prior
g ta the SYNERGY Il stent placement pracedure,
5 HI433926220050 % 0 9.9 o & i 3
€ Coronary artery stenting is contraindicated for usa in the following:
-
; ittt L G M * Patients who cannot receive recommanded anti-platelet and/or anti gulant therapy.
s HM53926220300 30 n 1125 + Patients judged 1o have a lasion that prevents camplete inflation of an angioplasty
-§ HM83976220350 15 2 1125 balloon or preper placement of the stent or delivery device.
g HI926220100 ] Ll 1835 WARNINGS
e
2 HHs336224120 1z u 11 * This product should not be used in patiants wha are not Iikely 1o comply with
.§ WI433926224250 250 i 1211 recommended anti-platelet therapy.
g * Tomaintain stelity, the package should not be apened or damaged prior touse, The
] i siiai 21 =t L package should be opened as described in Operational Instructions.
g Hr4a3926224300 1w u 1323 * The usa of this product carries the risks associated with coronary artery stenting,
3 HI433926224350 150 H 1323 including stent thrombaosis, lar complications, sndfor bleeding evants.
L3
£
g 4
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+  Patients with known hyparsensitivity to platinum or stainless steel may sulfer an allergic
reaction to this implant

PRECAUTIONS

General Pracaulions

+  Only physicians whio have received adequate raining should perform implantation of the stent

s Stent placement should enly be performed at haspitals where emergency coronary artery
bypass graft (CABG) surgery is readily available.

+  Potential interactions of the SYNERGY™ Il stent with othar drug-eluting or coated stents
have not been evaluated.

+  Subsequent restenosis may require repeat dilatation of the arterial sagment containing
tha stent. The long-term outcome fallowing repaat dilatation of coranary stents is
unknown at prasant.

+ Consideration should be given ta the risks and benefils of use in patients with a history of
savere reaction lo contrast agants.

+ Danaot expose the stent delivery system to organic sohvents such as alcohal or detergents.

+ Care should ba taken ta control the position of tha guide catheter tip during stent delivery,
deployment, and balloan withdrawal. Befora withdrawing the stent defivery system (S0S),
visually confirm completa balloon deflation by fluaroscopy (see Tablo 3, Reprasentative
System Deflation Times). Failure to do so may cause increased SDS withdrawal forces
and result in guide catheter movement into the vessel and subsequent arterial damag

+ Orally administered everolimus combined with cyclosporine is associated with increasad
sarum cholastarol and triglycerida levals.

Stent System Handling {also see, Operational Insteuctions)

+ For single use only. Do not resterilize or reuse this product. Note product “Use By” date

and da not use after the “Use By™ date.

The SYNERGY Il stant and its delivery system are designed for use a3 3 unit. The stentis

not to be remaved from its delivery balloan. The stent is not designed to be crimpad onto

another balloon. Removing the stent fram its dalivery balloon may damage the stent and
coating andfor fead to stent embalization,

+ Prior to angioplasty, carefully all equip to be used during the procedure
including the dilatation catheter to verify proper lunction.

« Special caro must be taken not ta handle or in any way disrupt the stant positian on the
delivery balloon. This is mostimpontant during | from packaging, placement
over the guidewire, and ady tthrough the h ic valve and guide catheter hub.

+  Excessiva manipulation or handling may cause coating damage, contamination, or
disladgment of the stent from the delivary balloon.

+ Use only the appropriate balloan inflation media {see Operational Instructions, Balloon

Preparation). DO NOT use air or any gas medium to inflate the balloon.

I the event that the SYNERGY |l stent is nat deployed, follow product return procedures

and avoid handling of the stent with bare hands.

+  Stent contactyvith any fluid prior 1o placement is not recommended as thereis a
possibility of drug release. However, if it is absolutely necessary to flush or soak the stent
with sterilefi ic saline, contact ime should he limited (1 minute maximum}.

Stent Placement
Preparation

+ DO NOT PREPARE OR PRE-INFLATE BALLOON PRIOR TO STENT DEPLOYMENT OTHER
THAN AS DIRECTED. Use the ballwn purging tachnique dascribad in Oparational

1 ' Nall P
insle Frep

+ |funusual resistance is felt at any time during lesion access before stent implantation,
the stent system and guide catheter should be remaved as a single unit {see Stenl
Systam Removal - Pre-deployment and Stent § R | - Past-daploy )

* Anunaxpanded slent should be introduced inta Ihe coronary arteries one tima anly. An
unexpanded stent should nat be subsequently moved in and out through tha distal end of the
guide cathater as stent or coating damage or stent dislodgment from the balloon may occur.

Placement

Ttm vessel should be pre-dilated with an appropriately sized balloon. Failure to do so may
the risk of pl ditficully and procedural complications.

Do not expand the stent if it ls nm prapnrly positioned in tha vassel (sea Precautions,
Stent System R | - Pre-deploy i

ﬂa[lunn pressures should be manitared during inflation. Do not exceed the rated burst
prassura as indicated on the product label {see Tabla 4., SYNERGY Il Compliance Chart).
Use of prassures higher than specified on the product label may rasult in a ruptured
balloon or shaft. This may result in potential intimal damage, dissection or vessel rupture.
The stent inner diamater should apps 1.1 times the distal reference vessel
diamater.

Placement of the stent has the potential to compremise sida branch patency if stenting
near a side branch.

Implanting a stent may lead to dissaction of the vassel distal and/or proximal to

the stented portion and may cause acute closure of the vessel requiring additional
intervention (e.g., CABG, further dilalion, placement of additional stents, or other).
When veating multiple lasions, the distal lasion should ganerally be stented first,
tallowed by stenting of the more proximal lesion(s). Stenting in this order avoids the
requirement to cross the proximal stent when placing the distal stent and reduces the
chances of the stent dislodgmant

Stent System Removal « Pre-deployment

If unusual resistance is felt at any ime during lasian access before stent implantation, the
stent system and the guida cathetar should be removed as a single unit (see note below).
Do not attempt to pull an unexpanded stent back inta the guide catheter, as stent or
coating damage or stent dislodgmant fram the balloon may occur.

Stant retriaval methads (use of nddnmnal wires, snares, and!ar Icrl:apsi mw result in
addilional trauma 1o the lar site. Complications can includa bl

pseudaaneurysm.

ar

Nate: Whan remaving tha entire stent system and guide catheter as a single unit the
lallowing steps should be executed in the order indicated under direct visualization using

fluorascapy.

If greater than usual resistance is felt during delivery system withdrawal, pay particular
attantion to guide catheter position. In some cases it may be necessary o pull back
slightly on the guide cathetar in order to p t doep seating lunplanned advancemant)
of the guide catheter and subsequent vessel damage. In cases whera unplannad guide
catheter movemant has occurrad, angiographic assessment of the coronary tree should
be undertaken to ensure that there is no damage to the coronary vasculature,

Maintain guidewsire pla tacross the losion during the entira removal process.
Carelully pull back the stent system until the proximal balloon marker of the stent system
Is just distal ta the guide catheter distal tip.

The stent system and the guide catheter should be pullad back 25 a single unit until the
lip of the guide catheter is just distal ta the arterial sheath, allawing the guide cathater to
straighten. Carefully retract the un-deployed stent into the tip of the guide catheter and
ramove tha stent system and the guide catheter from Use patient again as a single unit
while leaving the guidevsre acrass the fesion.

Stent System Removal - Post-deployment

.

1, confirm plete balloan defl {Table 3., Represeniative

Following stent pl
System Dellation Times).

It greater than usual resistance is felt during delivery system withdrawal, pay particular
altention to guide catheter position. In same casas il may be necessary to pull back
slightly on the guide catl inarderto p 1 deap sealing (unplanned advancement)
of the guide catheter and subsequent vassel damage. In cases where unplanned guide
catheter mavement has occurred, angiographic assessmant of the coronary tres should
he undertaken to ensure that there is no damaga ta the coronary vasculatura.
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* If greater than usual resistance is felt during dalivery system withdrawal into the guide
catheter, the stent system and guida calh should be remaved as a singla unit (seo
note in above section).

Table 3. Representative Systam Deflation Times (seconds)

1.5 Tesla Temperature Information

Non-clinical testing of RF-induced heating was performed at54 MHzin a 1.5 Tesla Intera®™ Philips
Madical Systams, soltware version Release 126.1.3, 2010-12-02 whole body coil MR scannor.
Tha stents were in a location and oriantation in the phantom that produced the worst case RF
heating. AF power was appliad for 15 minutes and the measured conductivity of the phantom

Balloan Length / 8 12 16 0 24 rel 32 1
Diameter mm mm | mm mm mm mm min i
2.25 mm
250 mm s18 <21

s 16 516
275 mm 516
<16 516 516
300 mm
350 mm 2 B}
%21 s21
400 mm s

Post-Procedure

* Care must ba exercised when crossing a newly deployed stant with ancillary devices to
avoid disrupling the stent placement, apposition, geametry, and/or coating.

Iithe patient requires Magnetic Resenance Imaging {MRI), sce Magnetic Resonance Imaging.

Brachytherapy

Tha safety and effectivenass of the SYNERGY™ Il stent in patients with prior brachytharapy of
the target lesion have not been established.

The safety and effectiveness of the use of brachytharapy 10 treat in-stent restenosis in the
SYNENGY 11 stent has not been established,

Bath vascular brachytherapy and the SYNERGY Il stent ahter arterial remodeling, The
interaction, if any, between these two reatments has not hean detarmined.

Magnelic Resonance Imaging (MRI)
Thraugh non-clinical testing, the SYNERGY Il stent has been shown to be MR Conditional
(poses na knovm hazards under specified conditions). The conditions are as follows:
+ Field swengths of 3.0 and 1.5 Tesla with
Static magnetic lield gradient < 11 T/m (extrapolated).
Product of static magnelic figld and static magnetic field gradient < 25 T¥m
laxtrapolated).
* Acalcilated rate of change of magnetic field {dB/dt) of 60 T/s or less.
+ A maximum whole body averaged spacific absorption rate (SAR) of fowser than 2.0 Wikg
far a total active MA scan tima [vAth RF exposure) of 15 minutes of less. The SYNERGY |1
stent should not migrata in this MAI environment, MR imaging within these conditions may

be performad immediately foliowing the implantation of tha stent. This stent has not been

evaluated to determine if it is MR Conditional beyand these conditions.
1.0 Tesla Temperature Information
Non-clinical testing of AF-induced heating was perforined a1 123 MHzin 23.0 Tesla Magnetom
Trio™, Siemens Madical Solutions MR system, software version Numaris/d, syngo™ MA
A30A. The stents were in a lacation and orientation in the phantom that produced the
worst casa Radio Frequency (RF) heating. AF power was applied for 15 minutes and the
m dc ivity of the ph material was about 0.49 $/m. The phantom average
SAR calculated using calorimetry was 2.3 W/kg. The maximal in-vitro temperature rise was
calculated as 26°C when the local SAR was scaled to 2.0 W/kg for a measured stentlangth up
10 74 mm. Pradicted in-vivo heating based on thase non-clinical tests and computer simulation
of the patient exposure to the electromagnetic fislds in MR yielded to the following maximal
invivo risas: for landmarks atthe chest level, the calculated temperature rise was 2.6°C with a
calculated uncertainty upper bound temperature of 4.7°C for a whole body average SAR value
of 2.0 Wikg and a continuous scan tme of 15 minutes.
Tha actual in vivo risa is expacted to ba less than these values as the calculations did not
includa the cooling effects due to blood flow in the lumen of the stent and blood perdusion in
the tissue outside the stent

‘ Black (K) AE £5.0

material was about 0.50 S/m. The phantom average SAR calculated using calorimelry was 2.3
Wrkg. The maximal in-vitro lemperatura rise was calculated as 2.6°C when the local SAR was
scaled to 2.0 W/kg for a measured stent length up to 4 mm, Predicted in-vivo heating based on
thesa non-clinical tests and computer simulation of tha patient exp 10 the elact
fields in MAl yielded to the following maximal in viva rises: for landmarks at the chest level, the
calculated temperature rise was 26°C with an uncertainty upper bound tamparature of 4.8°C for
awhale body average SAR value of 20 W/kg and a continuous scan time of 15 minutes.
Tha actual in viva rise is expected to be lass than these values as the caleulations did not
include the coaling effects due to blood flow in the lumen of tha stent and blood perfusion in
the tissue outside the stent.
In vivo, local SAR depends on MA Field strength and may be different than the estimated
whole body sveraged SAR, due to bady composition, stent pasition within the imaging
field, and scanner used, thereby affecting the actual tamperature rise. Mo tests have been
performed on possible nerve or other tissue stimulation possibla to be activated by sirong
gradient magnatic fialds and resulting induced valtages.
Image Anifzct Infarmation
The calculated image artifact extonds approximately 7 mm from the perimeter of the davice
diameter and 5 mm beyond each end of the length of the stent when scanned in non-clinical
testing using a Spin Echo seq With a Gradienmt Echo seq the calculated image
artifact axtends 7 mm beyond the perimeter of the diamater and 6 mm beyond each end of the
langth with bath sequences narl}allw shialding tha lumen in a 3.0 Tesla Intera (Achiova Upgrada),
Philips Medical Sol jon Rel 2635 2009-10-12 MR system with a
transmit/receive head coil. This tesling was completed using ASTM F2113-07 test methad.
Pra- and Post-Pracedure Antiplatelat Regiman
The device carrias an associated risk of acute, subacute, or late thrombosis, vascular
complications, andfor bleeding events. Therefore, the patient should be carefully salected,
and a P2Y,, inhibitor [i.e., clop!ﬁnnrel ticlopidine, prasugrel, or ticagrelar) must be prescribed
post pracedure ta reduce risk of thrombosis. Aspirin must be administered concomitantly with
P2Y , inhibitor, and then continued indefinitely to reduce the risk of thrambaosis. SYNERGY Il is
designed with a low initial polymer laad, abluminal coating and bioabsorbable polymer which
may reduca the risk of thromhasis and the need for pralonged dual antiplatelet therapy. It
is strongly advised that tha treating physician cunsider dw European Society of Cardiology
rocommendations (or other applicable country g ings) for antiplatalet therapy pra— and
post procedura to mtuca the nsk ol thrombosis. In selected patients, it may be reasonabla to
ptar di P2Y,, ink py alter 3 h
It Is vory fmpamm that the patient be compliant wilh the post-procedural antiplatelet
P e disconti ol prescribed antiplatelet medication could
rasult in a higher risk of thrombosis, myacardial infarction, or death. This should be carefully
cansidered by the treating physicians prior to Percutaneous Coranary Intervention (PCI) far
patients who may require premature cessation of antiplatelet therapy, e.q., for surgical ar
dental procedures. Patients who require premature discontinuation of antiplatelet therapy
due ta significant activa bleeding or the axpactation of significant active bleeding should be
monitorad carefully for cardiac events and once stabilised have their antiplatelet therapy
restarted without y delay.
Drug Interactions

When taken orally, everclimus is estensively metabolizad by the cytochroma PAS03A4
(CYP3A4] in the gut wall and liver and is a substrata far the countertransporter P-glycaprotain.
Tharefore, absorption and subsequent elimination of limus may be i d by diugs
that affect thase pathways. Concurrent treatment with strong 3A4 inhibitors and inducers
is nat recommended unless the benelits autweigh the risk. Inhibitars of P-glycoprotain
may decrease the elllux of everolimus from intestinal cells and increase everalimus blood
cancentrations. In vitro, evaralimus was a competitive inhibitor of CYP3A4 and of CYP208,
potentiallyincreasing the concentrations of drugs eliminated by these enzymes. Thus, caution
should be axercisad when coadministering everolimus vAth 3A4 and 206 substrates with a




narrow therapeutic index. Everolimus has also baen shown te reduce the clearance of some
prascription medications when it was administored orally along with cyclosparine (CsAlL
Evaralimus, when prescribed as an oral medication, may interact with the lollowing drugs
or substances.

Carel Satiy

3 '.. .aﬂn P A, +3 T . ] 1 w
Carcinogenicity, g icity, and reproductive toxicalagy of SYNERGY Il stent were not
gvaluated, However, testing has been completed on PROMUS (Xience V™). PROMUS
{Xignza V] and SYNERGY Il use e sama drug (evarokmus) and release profila. A 25-waek

Note: The list below describes intaractions for orally administrated everalimus at
significantly higher doses than ara present on the SYNERGY™ Il Stant System. Interactions
absarved at these higher, oral doses may not be relavant to the SYNERGY Il Stent Sy

genicity study was conducled 1o eval the carci ie potential of PROMUS
{Xience V) averolimus-eluting stents following subcutaneous implantation in transgenic mice.
During the course of the study, there were no ab | clinical obser that suggested a

+ CYP3Ad isoryme inhibitors (ketaconazole, itraconazole, ritanavir, erythromycin,
clarithromycin, fluconazols, calcium channel blockers)

« Inducers of CYP3A4 soryme [rifampicin, rifabutin, carbamazepin, photobarbital, phemytoin)

« Antibiotics {Ciprofloxacin, ofloxacin)

+ Glucocorticoids

+ HMGCoA reductase inhibitors {si

+ Digoxin

« Cisapride [theoratical potential interaclion)

« Sildenahl (Viagra™} [th al potential interaction)

« Anthistaminics (terfonading, astemizole}

« Grapefruit juice

Because systemic everolimus lavels are balow tho lawer limit of detection in pre-clinical

studies after two days. formal drug interaction studies have not boen performed wath

SYNERGY Il Stant System. Therelora, due consideration should be given to the potential

for both systemic and locs! drug interacticns in the vassel wall when daciding to place the

SYNERGY |l stent in a subject taking a drug with knowm interaction with everolimus.

Use in Special Papulations:

Pragnancy

This product has not been tasted in pregnant women or in man intending to father childran;

eftects an the developing foetus have not been studied. Whila there is no contraindication, the

risks and reprod affects are unk Itis not recommendad that the SYNERGY |l Stant

System be used in pting to , or who are prag

Use of Multiple Stants

Potential interactions of the SYNERGY Il stent with other drug-eluting or coaled stents have

nat been evaluated in vivo. Patients should ba treated wAth no mare than 2 planned SYNERGY Il

stonls. Additional stents may be placed if bailout stenting is required. The use of multiple drug-

eluting stents will expose the patient to larger amounts of drug and palymer.

Whenmare than one stentis required and results in stenl-to-stant contact, stentmaterials should

ba of similar composition to avoid tha passibility of corresion due to the presence of dissimilar

matals in a conducting medium. Placing multiple stents of different matals in contact with each

ather may increasa the potential for corrasion, though in witro tests lo assess stenl-to-stent

contact using 2 platinum chromium alloy stent in combination with a 316L stainless steel or

cobalt-chromium alloy stent suggest thera is no increasad risk of cormosion with this pair. If more

than one SYNERGY Il stentis naeded lo cover the lesion, itis suggested that, Lo avoid the potential

for gap reslenosis, the stents ba adequalely ovarlapped {with a minimum of 2 mm overlap).

Drug Information:

Mechanism of Action

The mechanism by which the SYNERGY Il stent inhibits nevintimal growth has not been

established. Atthe cellular level, everolimus inhibits growth factor-stimulated cell proliferation,

At tha malecular level, everolimus forms a complex with the cytoplasmic protein FKBP-12

(FK 506 Binding Protein). This complex hinds to and interferes with FRAP (FKBP-12 Rapamycin

Associated Protein), also known as mTOR (mammalian Target of Rapamycin), leading to

inhibition of cell metabolism, grovah and prolifaration by arcesting the cell cycle al the late

G1 stage.

Drug Interactions

See Precautions, Drug Interactions.

carcinogenic effect of the test group PROMUS (Xience V1. The test group did not demanstrate
an increasad incidence of neaplastic lesions when comparad to tha negativa control graup.
Howaver, tha positive control and the experimental positive cantral groups demonstrated
notable increases in the incidence of naoplastic lesions compared 1o either the test or the
negative control graup. Based on the results of this study, the PROMUS {Xience V) stent does

nat appear to be carcinagenic when implanted in transgenic mice for 26 weeks.

In addition, a reproductive toxicity (teratalogy) study was conducted to demonsiate that
implantation of PROMUS (Xiance V) stants in femala Sprague-Dawley rats does not affect their
{ertility of reproductive capability and shows a lack of any reproductive toxicity on their olispring.
The PROMUS (Xience V) stent did nat affect the fertility or reproductive capability of female
Sprague-Dawdey rats. Thare was no statistical difference batween the test article PROMUS
{Xience V] stent and the control system in terms of any of the evaluated parameters, The test
article had no effect on litter size and caused no increase of in utero mantality. Additionally, the
PROMUS [Xience V) stent did not cause any reproductive toxicity in the offspring in this study.

ADVERSE EVENTS

Potential advarse events [in alphsbetical order) which may be associaled with the
implantation of a coronary stent in a native coronary artery includa those risks associated
with percutaneous transluminal coro gioplasty as well as additional risks related to the

usa of tha stent as listed below. '

* Abrupt stent closure

+  Acute myocardial infarction

+  Allergic reaction to anti-coagulant and/or antiplatelat therapy, contrast madium, or stent
materials

* Angina

s Arthythmias, including ventricular fibrillation and ventricular tachycardia
+ Arteriovenous listula

+ Blaeding

+ Cardiac tamponada

+ Cardiogenic shock/pulmonary edema
* Coronary angurysm

* Death

+ Dissection

»  Emboli, distal {air, tissue, or th
pracedure)

+ Heart lailure
+ Hematoma
« Hemarrhaga, which may require transfusion
* Hypotension/hypertension

«+ Infection, local or systemic

+ Ischemiz, myocardial

+ Pain, access sito

+ Perforation or rupture of coronary artery

* Pericardial effusion

« Psaudoaneurysm, femaral

* Renal insufficiency or failure

+ Raspiralory lailure
« R is of d

boti ial or ial from devicels| used in the
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+ Stani deformation

+  Stent embahzation or migration

Stent fracture

+  Stent thrombosis/vessel occlusion

+  Siroke/cercbrovascular accidentiransientischemic attack
+ Total acclusion of coronary antary

* Vassel spasm

+ Vessal lrauma raquiring surgical repair or raintervantion

Advarsa avenls associated with daily oral administration of everolimus (or potential adversea
evenls not captured abave, that may be unique to the everolimus drug coating):

+  Abhdominal pain
+ Acne

+  Allergic/immunalogic r todrug | or structurally relatad compounds) or
tha pelymar stant ceating or its individual companants (see Drug Componant Description]

+  Anemia

+ Coagulopathy

* Diarrhea

+ Edema

« Hemolysis

+ Hypercholesterolemia

+  Hyperlipidemia

+ Hypertension

* Hypertriglyceridemia

+ Hypagonadisim male

« Leukopenia

* Liver function test abnarmal
* Lymphocele

+  MyalgiafArthralgia

* Nausea

* Pain

* Pneumonia

+  Pyelonephritis

* Rash

* Renal whular necrosis

+ Sepsis

* Surgical wound complication
* Thrombocytopenia

* Urinary wact infection

* Venous thromboembolisin

+ Viral, bactarial, and fungal inf
+ Yomiting

* Wound infection

There may be other potential advarse events that are unforeseen at this time.

HOW SUPPLIED

Non-pyrogenic.

Do notuse if package is opened or damaged.
Do not use if labeling is incomplete or illegible.
Handling and Storage

Keep dry and protect from hght.

Bladk (X) &E 5.0

Stare at 25°C (77°F); excursions parmitted to 15-30°C (53-86°F).

Store productin outer carton until ready far use.

DO NOT REMOVE FROM FOIL POUCH UNTIL READY TO USE,

THE FOIL POUCH IS NOT A STERILE BARRIER.

Do net stora devices where they are directly exposed 1o organic solvents or lonizing radiation.
Tha foil pouch contains nitrogen gas {N,) and desiccant as a storage medium.

OPERATIONAL INSTRUCTIONS

Dovice Selection

Salect davice(s) with nominal stent lengthls) and diameter(s) appropriate for the lesion.
Inspection Prior to Use

Check foil pouch for “Use By” date. Carefully inspect the foil pouch and the sterile package
before opening. Do not use the product after the “Use By™ date. If the integrity of the foil
pouch or the sterile package has heen compr d prior to the product “Use By™ date
{e.g., damago of the package), contact your local Boston Scientitic representative for return
information. Do not use if any defects are noted.

Matarial Required (not included in stent system p g

Quantity Matarial

1 Guide catheter with  0.056 in (1.42 mm) inner diametar
23 20-ml [ec) syringe

1000 u /500 cc MNormal heparinised salina

1 £ 0.014in [0.36 mm) guidewire

1 Rotating hemostatic valve

1 Diluted contrast medium 1:1 with nermal heparinised saline
1 Inflation davice |with luer fitting)

1 Torque device (optional]

1 Pre-deployment dilatation cathoter

1 Three-way stopcock

| Appropriate arterial sheath

Praparation

Package Removal

Step Action

1. Openthe outer box to reveal the foil pouch and carefully inspect the toil pouch for damage.

2. Carefully apen the foll pouch by tearing along the tear strip as indicated on the loil
pouch ta access the sterile barrier package containing the stent delivery system.

3. Carefullyinspect the starile barrier package for damaga.

4 Carefully peel open the sterile barrer using aseptic tachniques and extract the stent
delivary system.

5. Carefully the stant delivery sy fromits pr tubing for preparation of
tha delivery system. Do not bend or kink the device during remaval.

6.  Remave the product mandrel and stent protector by grasping the catheler just proximal
1o tha stant (a1 the praximal balloon bond sita) and, with the ather hand, grasp the stemt
protector and genly remove distally.

7. Examine the davice for any damage. If it is suspectad that the starility or performance
of the davice has been compromised, the device should not be used.

8. Tho catheler may be coiled once and secured using the CLIPIT™ Hypotube Clip provided
in tho catheter package. Only the proximal shaft should be inserted into the CLIPIT
Hypatube Clip; the CLIPIT Hypatube Clip is nol intandad for the distal end of the catheter.

Note: Care should be taken not to kink or band the shaft upon application or ramoval
of the CLIFIT Hypoluba Clip.




Guidewire Lumen Flush
Step Action

1.

Flush stenl system guidewire lumen with normal heparinised saline using the flushing
neadlo supplied far the Monatail™ Delivary System at the distal end.

the stent edges and balloon shoulders. Expansion of the stent should not be undertaken il
tha stentis not property pasitioned in the Largot lesian sagment of the vessel.

Hoto: If unusual resistance is felt at any tima during lesion access before stent
implantation, the stent system and the guide catheter should ba ramoved as a single

2. Vurify that the stent is positioned betwaen the proximal and distal balloon markes. unit {520 also Pracautions, Stent Systom Removal - Pro-doployment). Once the sient
Check for bends, kinks and other damage. Do not use if any defacts are noted. delivery system has been remavad, do not reuse.
Note: Use caution while flushing guidewire lumen with flushing needle to avoid g Sufficientlytighten the rotating hemostatic valve. The stentis now ready to be deployed.
damage to catheter tip. Deploymant Procedure
MNote: Aveid manipulation of the stent during flushing of the guidowire luman, as this Step Action
may distup! the placement of the stent on the balloon. . Inflate the delivery system expanding the stenl lo a minimum pressure of
_ r r T g 1} atm - 1117 kPa. Higher pressure may ba nec ¥ Lo opti stent apposition 1o
e S Gt o ot o Do wa, ecap rchesginraly gt 4 il Gt s
sl go nla?:l tima ;1; ould be I.;n.“ 4 (1 minute maximum). thatwould achiave a stentinner diameter of about 1.1 times the distal reference vessel
Z : = diamater {see Table 4. Balloon pressure must not excead rated burst prassure of
Ballaon Preparation lz::?s-n?‘?:hli:: l}nr the 2.25-2.75 mm sizes and 16 atm - 1620 kPa for the 3.00-4.00 mm
st 1 2
i P :c - T, ath diluted contrast medi 2. Maintaininflation pressure for 15-30 saconds for full expansion of the stent.
!. n.re;: a:f r|: a'uun‘ n\:rlcel syring 01\-“ i '-'leh conir .h S "”"'T" N bendd 3. Deflate balloon by pulling negatve pressure on inflation device untl baloon is fully deflated.
I h\lfl::lubu when cnnnecﬁlfig o inlration davice:::r'[:nn:o e bl s 4 Confirm stent position and deployment using standard angiographic tach iquas. For
¥ ; i ! optimal rasulls, the entire stenosed artarial sagment should be covered by the stent.
3. Withtip down, orient stent systam vertically. Fluorascopic visualisation during stant expansion should be used in order to properly
4, Open stopcock to stent system, pull negative pressure for 15 seconds; releasa to judge the opli ded stent diameter as d lo tha p | and distal
neutral for contrast fill corenary artery diamsterls). Optimal expansion requires that the stent be in full contact
5. Close stopeack ta stant system; purge inflation device/syringa of all air. with the artery wall.
6 Mepeatstaps 4 through 6 until all air is expolled. If bubbles parsist, do not use product 5 Ifstent s::inthpoailinn tequires l:P!W;ST:iﬂﬂ. '“:“““’ '3‘3 stent system Q“i"““-:'
7. Wasyringa was used, attach 2 prapared inflation device to stop k :;0::‘; ’:::'r;i?;"f" .r:nn‘-corn_pl ?:':wahf?n-m eter-of the appropriata e, 10 the
. Open stopeack o stent system. 6. {nflate the balloon to the desired pressure while absenvng under fluoroscopy. Deflate the
9. Lleaveonneutral. balloon (referta product labefing and/or see Babioon Comgliance Chart supplied vith device).
Dalivery Procedure 2. I more than ona SYNERGY™ Il stentis needed ta covar the lasian and balloan treated
Step Action area, it is suggested that, to avoid the potential for gap restenasis, the stants be
I, Prepare the vascular accass site according to standard practice. adequately overlapped. To ensure that there are no gaps betwaen stents, the ball
i . : marker bands of tha sacond SYNERGY Il stent should be positioned inside of the
2. Predilate the leslon/vessel with appropriate diamater balloon. deployad stent prior 10 expan shon.
3, Maintain nevtral pressura on milfmun dniu:a euac‘hadfn smﬁt svstfzm-‘ ) ) 8 Mecanfim stant posiien and anglographic result. Hepaat inflations until optimal stent
4 Backload stent system onta proximal partion of guidewire while maintaining guidevra daployment is achieved, or remove stent defivery sysiem for larger post-dilatation
position across target lesion. halloon cathater.
5 Fully open ratating hemostatic valve to allaw for easy passage of the stent and prevent Removal Procedure and Completion
damage to tha stanL Siep Action
6 Carefully advance the stent system into {he hub of the guide catheter. Be sure to keep : deli . ,
the hypotube straight. Ensure quide catheter stability before advancing the stenl 1. Easure oo fs dee"“fd before delivery system withdravial.
system into tha coronary antary. 2. Fully open rotating hemostatic valve.
3 While maintaining guidewire position and negative pressure on inflation device,
Note: I unusual resistance is falt before tha stent exits the guida cathatar, do not withdraw delivary systam.
force passage. Resistance may indicate a problam. Use of axcassiva force may result & The Monorail Delivary System may be coiled once and sacured using tha CLIPIT™
in stant damage or stent dislodgment from the balloan. Maintai guidawdire pl L Hypotuba Clip (sae Package Removal).
across the lesion, and remava the stent systam and guide cathater 25 8 single unit. 5 Repeat angiography to assess the stented area.
7 Advance the stent system aver the guidewire to target lesion under direct fluoroscopic 6. If an adequste expansion has not bean cblained, exchange back to the original stent

visualisation. Use the proximal and distal radiopaque balloon markers as a raferance
point. Fully cover the entire lesion and balloon Wreated area. The stent should adequately
cover healthy vessel proximal and distal 1o the lasion. If the position of the stant s not
cptimal, it should be corefully repositioned or ¢ d (see also Pr Stam
System Removal - Pre-deploymentl. The inside edges of the marker bands indicate both

dalivery catheter ar exchanga 1o another balloen catheter of appropriate balloon

diameter to achiove proper stent appesition to the vessal wall.

« The stent delivery ballonn may be used for post-dilatation up to stent diameters
indicated on the compliance chart {Table 4).

« A post-dilatation balloon catheter may be used to cxpand the stentup to the past-
dilatation limits indicated in the following table.
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t-Deployment i tented § I
Post-Deployment Dilatation of Stented Segments P Stent 0.0, (o]
Precaution: Do nol dilate the stent bayond the limit tabulatad below. atm - kPa 225 250 215 00 350 400
8-814 151 wmn .05 348 389
Nominal Stent Dlameter (10} Post-Dilatation Limits {ID}*
9-910 2.29 2.58 81 312 3.58 4.09
275 mun, 250 mm, .75 mm 350 mm
101014 235 284 188 18 364 416
3.00 mm, 3.50 mm 4.25 mm
-1z 240 270 295 3 3 424
4.00 mm 5.15mm
121213 244 275 3.0 vk an 430
*Max Stant Innar Diameter
13-1317 47 278 3.05 333 382 4.35
Nate: Al efforts should ba taken to assura that the slent is not underdilated. If the 14-1420 251 8 309 336 386 440
deployed stent siza is still inadequate with respect to vessel diameter, or if full contact
wilh the vessal wall is not achieved, a larger post-dilatation balloon catheter may he 15-1517 2.5 288 312 340 130 a4
used to expand the stent further. The balloon should be centered within the stent and 16 1620 255 289 316 343 385 448
should not extend outside of the stented reglon,
17174 159 292 319 348 389 454
Nota: Care must be exarcised when crossing a newdy deployed stent with an = o
ints lar ultr d {IVUS) catheter, a coranary guidawire, or a balloon catheter ikl s il 3% 33 o b
to avoid disrupting the stant placemant, appasitian, gaomatry, andfor coating. If 19-1324 264 298 3.6 359 i 470
recrassing with a guidewire, tha stented segment should be racrossed carelully with
a pralapsed tip to avaid dislodging the stent 0-200 01 = 32 35 41 =
21-2130 20 308 335 = s
1. Complete angiographic confitmation, remove devices, and closa vascular accoss site
according to standard practice, u-a2a A an 3.39 - =

IN VITRO INFORMATION

SYNERGY™ Il Stent System Compliance

Table 4. SYNERGY Il Complianca Charl

*Rated Burst Peessure. DO NOT EXCEED
Mominal Pressure = 11.0 atm - 1117 kPa

WARRANTY
Boston Scientific Corporation (BSC) warranis that reasonable care has been used in the

*Rated Burst Pressure. 00 NOT EXCEED
Mominal Pressure = 11.0aum - 1117 kPa

Black {X) &E 55.0

Stent 1.0, {mm) design and manufacture of this instrument. This warranty is In lieu of and excludes all other
Prassura ok warranties not exprassiy sel farih herein, wh ether express or implied by operation of law or
am - kra 225 250 275 300 350 400 otherwise, including, but not limited to, any implied of merchantability or fitnass
3-814 215 257 289 330 381 for a particular purpose Handling, storage, cleaning and sterilization c_d this instrument as
well as other factors relating to the patient, diagnosis, treatment, surgical procedures and
9-810 m 42 265 298 340 39 other matters beyond BSC's control directly affect the instrument and the results obtained
from its use. BSC's obligation undar this is limitad to the repair or replacemant of
- 4 . : ; v h o :
1b-1614 219 48 2% a0 348 358 this instrument and BSC shall notbe liable for any incidental or consequential loss, damage or
11117 &l 254 m 308 355 408 expensa directly or indiractly arising from the use of this instrument. BSC neither assumes, nor
authorizes any ather person to assume for il, any other or additional liability or responsibility
el & 4 L2l s e 513 in tion with this instrument. BSC assumas no liability with usput to Instruments
13-1317 m 263 289 an 166 e raused, reprocessod or reslerilized and inakes no warranties, express or Implied, including
18- 1420 238 267 281 320 170 12 ::“ut not Ifnlullcd to merchantability or litness for a particular purpose, with raspect to such
15- 1517 23) 270 29 3n a7 426 Viagra is a trademark of Pfzer, Inc.
16- 1620 240 1 300 3 379 430 Xience Vis a trademark of Abbott Cardiovascular Systems, Inc.
17-114 241 275 30 332 38 4.3 Magnetom Trio and syngo are trademarks of Siemens Aktiengeselischaft.
18- 1827 245% 219" 3.06* i 147 142 Intera is a tradmark of Koninklijke Philips Electronics NV,
19-1824 248 28 310 343 39 452
0-2027 251 285 313 34 19 -
2A-2130 254 1% 313 =4n
n-n1 258 295 31
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Everalimus-Eluting Platinum Chromium Coronary Stent System

Sistema de stent coronanio de Matno-crema con libaracidn da evarolmus, Systdme de stent
coronaire an alliaga platine-chroma 3 éludon d'véralmus, Everclmus-abgebendes Plasn-Chrom-
Keranarstentsystem, Sistama di stant coronadicoin plafing-ccomo a rilascio d evaralimus,
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SYNCRGY MOMORAIL 20mm x 3.50mm

H7493926220350

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybril Business Park
Galway IRL

6444045000004

SYMERGY MONORAIL 16 rmm x 5.00 mm

H7493926216500

BOSTON SCIEMTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000005

SYMERGY MONORAIL 20mrm x 2.50mm

H7493926220250

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045C00007

SYMERGY MOMNORAIL 12 mirm x 4.50 ram

H7493926212450

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000009

SYMERGY MONORAIL 28 mm x 5.00 mm

H7493926228500

BOSTON SCIENTIFIC LIMITED
(IRELAMD) Ballybrit Business Park
Galway IRL

6444045000011

SYMERGY MONORAIL 8mr x 2.75mm

H7493926208270

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6841045000012

SYMNERGY MOMORAIL 12rm x 3.50mm

H7493926212350

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
tway IRL

6444045000013

SYMERGY MONORAIL 38mim x 3.50mm

H7493926238350

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000015

SYNERGY MONORAIL 20rmm x 2.75mim

HT493926220270

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000017

SYMERGY MOMORAIL 32 mm x 4.50 mm

H1493926232450

BOSTON SCIEMTIFIC LIMITED
{IRELAND) Ballybrit Business Park
Galway IRL

6444045000021

SYNERGY MOMORAIL 48mm x 3.00mm

H7493926248300

BEOSTOM SCIENTIFIC LIMITED
{IRELAND) Ballybrit Business Park
Galway IRL

4444045000022

SYMERGY MOMORAIL 38mrm x 2.75mm

H7493926238270

BOSTON SCIENTIFIC LIMITED
(IRELAMD) Ballybrit Business Park
Galway IRL

6444065000023

SYMERGY MOMORAIL 16mm x 2.25mrm

H7493926216220

BOSTON SCIEMTIFIC LIMITED
(IRELAMD) Ballybrit Business Park
Galway IRL

6444045000025

SYNERGY MONORAIL Bmm x 4.00mm

H7193926208400

BOSTOM SCIEMTIFIC LIMITED
(IRELAND) Ballybyit Business Park
Galway IRL

6444045000027

SYMERGY MOMORAIL 2dram x 2.50mm

H7493926224250

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park

Galway IRL
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6444045000031

SYMNERGY MONGRAIL 12 mm x 5.00 mm

H7493926212500

BOSTON SCIEMTIFIC LIMITED
{IRELAND) Ballybrit Business Park
Galway IRL

6444045000032

SYMERGY MONORAIL 20 mm x 4.50 mm

H7493926220450

BOSTON SCIENTIFIC LIMITED
{IRELAMD) DBallybrit Business Park
Galway IRL

6444045000033

SYNERGY MOMORAIL 24rnm x 3.50mm

H7493926224350

BOSTON SCIENTIFIC LIMITED
{IRELAND) Ballybrit Business Park
Galway AL

6444045000036

SYMERGY MOMORAIL 28 mm x 4.50 mm

H7493926228450

BOSTON SCIENTIFIC LIMITED
(IRELAMD) Ballybrit Business Park
Galway 1AL

6444045000037

SYNERGY MOMORAIL 38mm x 2.25mm

H7493926238220

BOSTON SCIEMTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000038

SYMERGY MOMORAIL 12rmm x 2.75mm

H7493926212270

BOSTON SCIEMTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway [IRL

6444045000042

SYMERGY MOMORAIL 38mm x 4.00mm

HT7493926238400

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6134045000045

SYNERGY MOMORAIL 28mim x 3.50mm

H7493926228350

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6440045000046

SYNERGY MOMORAIL 38rmm x 2.50mm

H7493926238250

BOSTOM SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000047

SYNERGY MOMORAIL 16myn x 3.50mm

H7493926216350

BOSTON SCIENTIFIC LIMITED
(IRELAMD) Ballybrit Business Park
Galway IRL

6444045000050

SYNERGY MOMNORAIL 16mrn x 2.50mm

H7493926216250

BOSTON SCIEMTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000053

SYNERGY MOMORAIL 28mm x 2.25mm

H7493926228220

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galvay IRL

6444045000056

SYNERGY MONORAIL 32rmm x 2.75mm

H7493926232270

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000059

SYHERGY MOMORAIL 48rmm x 3.50mm

H7493926248350

BOSTON SCIENTIFIC LIMITED
{IRELAMD) Baltybrit Business Park
Galway IRL

6444045000060

SYNERGY MONORAIL 8mm x 2.50mm

HT7493926208250

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRI.

6444045000064

SYMERGY MOMNORAIL 32mm x 2.50mm

7493926232250

BOSTON SCIENTIFIC LIMITED
{IRELAND) Ballybrit Business Park
Galway IRL

6444045000069

SYMERGY MOMORAIL 24rmrm x 2.75mm

H7493926224270

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000070

SYMERGY MONORAIL 32 mm x 5.00 mm

7493926232500

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRl

6441045000073

SYNERGY MOMNORAIL 12mm x 4.00mm

H7493926212000

BOSTOM SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000075

SYMERGY MOMORAIL 16mrm x 3.00rmm

H7493926216300

BOSTOM SCIENTIFIC LIMITED
(IRELAND) Baltybrit Business Park

Galway IRL
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6444045000078

SYNERGY MONORAIL 16mm x 4.00mm

H7493926216100

BOSTON SCIEMTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000079

SYMERGY MONORAIL 20mm x 2.25mm

H7493926220220

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000081

SYNERGY MONORAIL 20mm x 4.00mm

H7493926220400

BOSTON SCIENTIFIC LIMITED
(IRELAMD) Ballybrit Business Park
Galway IRL

6440045000082

SYMERGY MONORAIL 32mm x 4.00mm

H7493926232400

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRl

6444045000084

SYMERGY MOMORAIL 28mm x 2.50mm

H7493926228250

BOSTON SCIEMTIFIC LIMITED
{IRELAND) Ballybrit Business Park
Galway IRL

6444045000087

SYNERGY MOMORAIL 48mim x 4.00mm

H7493926248400

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galvay IRL

6444045000089

SYNERGY MOMORAIL 24 mum x 5.00 mm

H7493926224500

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway [RL

6444045000090

SYNERGY MOMORAIL 32rmm x 3.50mm

H7493926232350

BOSTOM SCIEMTIFIC LIMITED
(IRELAND} Ballybrit Business Park
Galway IRL

6444045000093

SYMERGY MOMNORAIL 16 mm x 4.50 mm

H7493926216450

BOSTON SCIENTIFIC LIMITED
(IRELAMD) Ballybrit Business Park
Galway IRL

6444045000095

SYNERGY MONORAIL 12mm x 2.25mm

H7493926212220

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000096

SYNERGY MOMORAIL 88mm x 2.50mm

H7493926248250

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000097

SYNERGY MONORAIL 8mm x 3.50mm

H7493926208350

BOSTOM SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000101

SYNERGY MOMNORAIL 24 mm x 4.50 mm

H7493926224450

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybxrit Business Park
Galvay IRL

6444045000102

SYNERGY MOMORAIL 28mm x 3.00mm

H7493926228300

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000106

SYNERGY MOMORAIL 24mm x 3.00mm

H7493926224300

BOSTON SCIEMTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000107

SYNERGY MOMORAIL 24rnm x 4.00mm

H7493926224400

BOSTON SCIENTIFIC LIMITED
(IRELAMD) Ballybrit Business Park
Galway IRL

6444045000108

SYMERGY MONCRAIL 32mm x 2.25mm

H7493926232220

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000110

SYMERGY MONORAIL 8mm x 2.25inm

H7493926208220

BOSTON SCIEMTIFIC LIMITED
(IRELAMND) Ballybrit Business Park
Galway IRL

6440045000111

SYMERGY MOMNORAIL 8mim x 3.00rmm

H7493926208300

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybyrit Business Park
Galway KL

6444045000115

SYMERGY MOMORAIL 38mm x 3.00mm

H7493926238300

BOSTOM SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park

Galway IRL

61040450001 16

SYNERGY MONORAIL 12mm x 3.00mm

H7493926212300

POy
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BOSTOM SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000118

SYNERGY MOMNORAIL 20 mm x 5.00 mm

H7493926220500

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000119

SYNERGY MOMORAIL 28mm x 2.25mm

H7493926224220

BOSTON SCIEMTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000121

SYNERGY MONORAIL 28mm x 2.75mm

H7493926228270

BOSTON SCIENTIFIC LIMITED
{IRELAND) Ballybrit Business Park
Galway IRL

6444045000122

SYNERGY MONORAIL 12mm x 2.50mm

H7493926212250

BOSTON SCIEMTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000124

SYMERGY MOMORAIL 32rnm x 3.00mm

H7493926232300

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000125

SYNERGY MOMORAIL 48mm x 2.75 mrm

H7493926248270

BOSTON SCIENTIFIC LIMITED
{IRELAND) Ballybrit Business Park
Galway IRL

6444045000128

SYNERGY MOMCRAIL 16mim x 2.75mm

H7493926216270

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000129

SYMERGY MOMORAIL 20mm x 3.00mm

H7493926220300

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000130

SYNERGY MOMNORAIL 28rmm x 4.00mm

7493926228400

BOSTON SCIEMTIFIC LIMITED
(IRELAMD) Ballybrit Business Park
Galway IRL




B DEKRA

EC DESIGN-EXAMINATION
CERTIFICATE

Number: 3812454DE32

Directive 93/42/EEC on Medical devices, Annex Il (4)
(Devices in Class IlI)

Manufacturer:

Boston Scientific Corporation
300 Boston Scientific Way
Mariborough, MA 01752
United States Of America

For the product z

SYNERGY ™ MONORAIL™ and SYNERGY MEGATRONT A
Everolimus-Eluting Platinum Ch_ro'mium_:c_gr_ ;'}?’!, /’/S/té,n/ {

7 7
Fa

e . SEE TSI A4,
Certification Notice 3812454CN, initially dated 4 July- 20147/,
i LSS TS

Addendum, initially dated 1 July 2014, ,-;,--_.f,,-_,»/,-//’}Zf 74
s i ¥ P o 5 9s (/‘ // g '/ /1 : /
DEKRA hereby declares that the design, of the.prodict sj;fa@p'g"\.&w%
the relevant provisions of 'Besluit Medische Hulpmidde ,ey"; é,.ﬁdt rg n
of June 14, 1993 concerning Medical devices, including all §ub: gqté t
accordance with Annex Il (4) of this Directive, The manufacturér fias'jfip
Tovi 161 An}‘r
/s

. P, .’/'-.-",'/_-". ’, P ,' 3 / F i
Documents, that form the basis of this certificate;”, /. /f_’}’/}jf/f// /)
/

above mentioned product categary in accordance to the) 0 ioNns 0 I (4 of ; O3142/EEQ of (/1] ]]
June 14, 1993 and is subject to periodical sp'(\"eiﬂanbe,'i?xf?',»"_,"_f,/; 111111/, ,/ ///, / f /U /11 r/ ‘,‘ _ // /*;,_
The necessary information and the reference to the relévant dodumerttation /of e progUcts’ concerhad ar p‘,{ﬁ_e i
examinations and assessments performed, are stated in thé Certification Notice ygﬁjéh-'forms,éhfin[e'g’r,é Ve part of this ////
certificate. i f [t idy PIE, // _"..’.I,.r_"’_.‘: ,!’,j" / .“ff.‘lll,' !,"'.-‘J .'.'-"‘? -".":I _.J ,-'lr_.' ,i'_tr _"‘ "';r ." ,’Ii,-l"_‘rI ." oy ‘,"r,"li i
(LLEELLL LTI AT LB '/ il
This certificate is valid until: 26 May 2024 L ile LILE L LTI LT L B R LA I T
Issued for the first time: 1 July 2014 : Fr A ST as s T P d st iititia,
Revised: 23 September 2019 . - L TS e L VT 1
Reissued: 15 April 2020 by d Fr i i R G L

DEKRA Certification B.V.

B.T.M. Holtus J.A. van Vugt
Managing Director Certification Manager

@ Inlegral publicalion of this certificate and adjoining reports is allowed

DEKRA Certification B.V. is Nolified Bady with ID no 0344 Q’f 6

DEKRA Certificalion B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-praduct-safely.com Company registration 09085396



ADDENDUM

Belonging to certificate: 3812454DE32

EC DESIGN-EXAMINATION
MEDICAL DEVICES

SYNERGY™ MONORAIL™ and SYNERGY MEGATRON™ MONORAIL™
Everolimus-Eluting Platinum Chromium Coronary Stent System

Issued to:

Boston Scientific Corporation
300 Boston Scientific Way E
Marlborough, MA 01752 ;

f‘-‘,;f_f,/f{, (?;:ﬁ% ;"

I 7

)
7 /

United States Of America 5 "'l'f’;,/,;;;/{; //
A ’*‘,',-,'f/,f 7 Fy g
This certificate covers the following product(s). -~~~ L {.f,{_.: /’/f;/ /7/ / 7 / /
I,
Name Models Diameters Lengths

SYNERGY ™ MONORAIL™ R oL ek s i,
SYNERGY T HONORAILT s, s
SYNERGY™ MONORAIL™ |8V /7 T 2880w/ // ///////V B X A8 /////]/]]
SYNERGY ™ NONORAIL™S __[Wh /[ 30011/ iwiaasinei/ 111/
SYNERGY™ NONGRALL™ [ W 13888/ w1
SYNERGY™ MONORAIL™ "LV, /7 /L aloomm’//77// /77 Brobd A dty / /7 /77

i

DEKRA Certification B.V.

WM YA

B.T.M. Holtus J.A. van Vugt
Managing Director Certification Manager

@® Integral publication of this cerlificate and adjoining reports Is allowed
DEKRA Certification B.V. is Notified Body with 1D no 0344

DEKRA Certification B.Y. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-product-safely.com Company registration 09085396

SYNERGY™ MONORAIL™ |1V " [asai/ /1, [ s &sz i/ /1711 1 1111
SYNERGY™ MONORAIL™ LV L sesmm T S e B i [T /

SYNERGY MEGATRON™ XLV asamm s 7B m'r_n’-(,6;32'.'7'&1’1,-*‘;“/:-";'.-’ bisieis,
MONORAIL™ - L TN L 2LV L A Y
SYNERGY MEGATRON™ " "IXLV " [400mm /77| emmio82nim’/7//7 /Y
MONORAIL™ i £ TS N L AL L A
SYNERGY MEGATRON™  * '[XLV /| 450mm . ‘|8mmts32mm/ / /'
MONORAIL™ : (i A AR ETRIPII e,

SYNERGY MEGATRON™ XLV 500mm - 8mmto32mm
MONORAIL™ £

O



B DEKRA

ADDENDUM

Belonging to certificate: 3812454DE32

EC DESIGN-EXAMINATION
MEDICAL DEVICES

SYNERGY ™ MONORAIL™ and SYNERGY MEGATRON™ MONORAIL " Eﬁg
Chromium Coronary Stent System

issued to:

Boston Scientific Corporatio
300 Boston Scientific Way R
Marlborough, MA 01752 -

United States Of America

Initial date: 1July 2014 - o
Revision date: 3 April 2020

iy,
7 £y /17 /
£ rra ,r.' Er f";-"l_." 4 i/
.j p ; ( pir s ,";". ;f/,-.; _-‘/T"’l.r \ /Z;‘
J PRy ; ,, / “(a’
DEKRA Certification B.V.
L
J.A. van Vugt

Managing Director Certification Manager

@ Integral publicalion of this certificale and adjoining reports is allowed

DEKRA Certification B.V. is Notified Body with ID no 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O, Box 5185, 6802 ED Arnhem, The Netherlands

T +31 88 96 83000 F +31 88 96 83100 www.dekra-product-safety.com Company registration 09085398
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ROTA WIRE (FLOPPY OR EXTRA SUPPORT)
NC EMERGE

PROMUS PREMIER

OPTICROSS OR OPTICROSS HD

ROTALINK ADVANCER
EMERGE

PROMUS ELEMENT PLUS
SYNERGY Il / SYNERGY XD
COMET PRESSURE WIRE

FLEXTOME - IMPULSE
GUIDEZILLA Il - LOTUS
ACURATE NEO2 AORTIC VALVE - WATCHMAN
SLED PULLBACK - SENTAI GUIDEWIRE FAMILY
PROMUS ELITE - WOLVERINE
ENCORE 26 - ROTAPRO
ROTAPRO CONSOLE - AGENT
SYMERGY MEGATRON - SAFARI2
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