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Specifications

Device Component Description

Stent Material

Stent Design

Stent Platform

Stent Strut Thickness / Width
Average Stent Foreshortening
Average Recoil

Average Radial Strength

Metal to Artery Ratio (¢ 3.0mm)
Drug

Polymers Type

Delivery System Usable Length

Delivery System Y - Adapter Ports

Stent Delivery Balloon

Catheter Shaft Outer Diameter

Balloon Inflation Pressure

Guiding Catheter

Guidewire Diameter

Electro polished 316L Stainless Steel (SS)
Laser cut from seamless tubing in a serpentine pattern
The CE approved Millennium Matrix® Stent
0.08 mm (80u)

<1%

<5%

Resists at least 1 bar

13.1 %

Paclitaxel

Fully Biodegradable Polymers

1400 mm (140 cm)

Single access port to inflation/deflation lumen. A guidewire exit port is located at
25 cm from the tip. Designed for guidewire 0.38 mm (0.014 inch)

Rilsan/Polyamide balloon, nominally 1 mm longer than stent. Mounted stent length
and location is defined by radio opaque marker at proximal and distal to stent.

Proximal: 0.60 mm
Distal: 0.84 mm for @ (2.5-3.5) & 0.95 mm for @ = 4.0

*Nominal Pressure: 6 bar
Rated Burst Pressure: 16 bar (**14 bar)

5F compatible
0.014 inch

* Assure full deployment of the stent. Deployment pressures should be based on lesion characteristics.
**14 bar for vessel diameter 4.0 mm with length >20 mm. Note: 1F is equivalent to 0.33 mm. 1 atm = 1.01 bar




Uses clinically proven, safe and effective Paclitaxel drug elution
from biodegradable polymeric matrix

In-vitro Cumulative Drug Release Profile
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« Complete drug elution in 48 days « No residual drug or polymer left behind over the period of time

Evidence of Clinical Results

PAINT TRIAL*

Baseline Characteristics
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57 111 Hypertension % 86 84
Diabetics % 26 29 Previous PCIl % 18 15
Prior Ml % 39 28 Previous CABG % &5 9
Unstable Angina % 23 24 RVD (mm) 2.69+0.5 2.72+0.49
Smoker % 23 20
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*Principal Investigator : Dr. (Prof.) PedroA. Lemos, MD PhD Published in Catheterization and Cardiovascular Interventions 74:665-673 (2009)
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Stent Length / Balloon Stent Length / Balloon
Reference No.  piameter (nm) Length (mm) Reference No.  piameter (mm) Length (mm)
101102501P 11/2.50 12 102303501P 23/3.50 24
10110275IP 11/2.75 12 102304001P 23/4.00 24
10110300IP 11/3.00 12 102902501P 29/2.50 30
101103501P 11/3.50 12 10290275IP 29/2.75 30
101104001P 11/4.00 12 10290300IP 29/3.00 30
101602501P 16/2.50 17 102903501P 29/3.50 30
10160275IP 16/2.75 17 102904001P 29/4.00 30
10160300IP 16/3.00 17 103302501P 33/2.50 34
101603501P 16/3.50 17 10330275IP 33/2.75 34
10160400IP 16/4.00 17 10330300IP 33/3.00 34
101902501P 19/2.50 20 103303501P 33/3.50 34
10190275IP 19/2.75 20 10330400IP 33/4.00 34
10190300IP 19/3.00 20 103902501P 39/2.50 40 -
10190350IP 19/3.50 20 10390275IP 39/2.75 40 %
101904001P 19/4.00 20 10390300IP 39/3.00 40 3
102302501P 23/2.50 24 103903501P 39/3.50 40 s
10230275IP 23/2.75 24 103904001P 39/4.00 40 e
102303001P 23/3.00 24 g

- 4

{ Compliance Chart )
N J \

Pressure 2.50 275 3.00 3.50 4.00
[bar] mm mm mm mm mm

6 2.50 2.75 3.00 3.50 4.00

8 2.56 2.82 3.07 3.58 4.09

10 2.61 2.87 3.13 3.65 4.17

12 2.65 2.92 3.18 3.71 4.24

14 2.70 2.97 3.24 3.78 4.32*

16 2.75 3.03 3.30 3.85 4.40

18 2.80 3.08 3.36 3.92 4.48

1 atm = 1.01 bar

|:| Nominal Pressure (NP) \:| Rated Burst Pressure (RBP)
* RBP= 14 bar for vessel diameter 4.0 mm with length >20 mm
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Important Information : Prior to use, refer to the "Instructions for use" supplied with these devices for indications, contraindications, side effects, suggested procedure warnings and precautions. As
part of our continuous product development policy we reserve the right to change product specifications without prior notification.



