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PTCA Balloon Dilatation Catheter




The Ultimate Design For Coronary
Intervention, Designed & Developed For
Ultimate PTCA Experience

POLARIS

Polaris — Semi Compliant
PTCA Balloon Dilatation
Catheter

Main Features

Crossability: Reduced tip & balloon profile

Pushability: Improved Tensile resistance

Trackability: Shorter & redesigned tip

Low Compliance <8%

Proprietary Hypotube for Smooth navigation at Target Lesion
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Above features enable outstanding efficiency and performance on elder & diabetic patients as
well as those with chronic total occlusions (CTO) or angulated, calcified & tight lesions.

Super Combination between Hypotube & Distal shaft to enhance
performance of Trackability & Pushability intortuous path.
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Low profile tapered tip enhance
entryinto Tight calcified lesion.

Generic Name

A very fine Hydrophilic coating is applied
ondistal shaft forsmoothtransition.

\_/o A uniform expansion of balloon &

precise placement of markers bands
(Inside balloon shoulder) for accurate
positioning attargetsite.

Product Specifications

PTCA Semi-Compliant Rapid Exchange Dilatation Catheter

Product Name

Polaris PTCA Semi-Compliant Rapid Exchange Dilatation Catheter

Available lengths (mm)

6, 8, 10, 12, 15, 20, 25, 30, 33, 38, 41

Available Diameters (mm)

1.50, 2.00, 2.25, 2.50, 2.75, 3.00, 3.25, 3.50, 3.75, 4.00, 4.50

Balloon Material

Polyn®

Catheter Design

Rapid Exchange delivery system

Usable Shaft Length (cm) 140
Rapid Exchange length 25cm
Guide wire Compatibility 0.014”

Tip entry profile

0.017” (0.43mm)

Sheath Compatibility

Minimum of 5F

Guiding catheter Compatibility

Minimum of 5F

Balloon Fold

3 —fold memory

Radio opaque markers

Zero profile

Markers on the proximal shaft

90cm and 100cm

Hydrophilic Coating

On the distal shaft

Shaft Diameter

Proximal 1.95F, Distal 2.70F

Balloon Properties

Nominal Pressure (NP): 8 atm Rated Burst Pressure (RBP): 14 atm
& 16 atm depending on balloon size




POIaris - Non compliant A very fine Hydrophilic coating is
PTCA Balloon Dilqtation Srzﬂii)c;n distal shaft for smooth
Catheter

Super Combination between Hypotube & Distal shaft to enhance
performance of Trackability & Pushability in tortuous path.

T I N

A uniform expansion of balloon & precise
placement of markers bands (Inside balloon
shoulder) foraccurate positioning at target site
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stenotic lesion. Nylon material is used to provide 0 sy  d

non compliance at high pressure. il
Intended Use

Intended to dilate a stenotic portion of a native coronary artery or a bypass
graft stenosis for the purpose of improving myocardial perfusion and to be

Specifications Polaris PTCA Non-Compliant Dilatation Catheter

used for post-dilatation of stents.
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Pebax medical grade Soft tip is
—— used to facilate advancement of
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catheterintightlesion

o«

Low tip entry profile for
eqasy cross &re-cross

Generic Name

PTCA Non-Compliant Dilatation Catheter

Product Name

Polaris PTCA Semi-Compliant Rapid Exchange Dilatation Catheter

Available lengths (mm)

6, 8, 10, 12, 15, 20, 25, 30, 33, 38

Available Diameters (mm)

1.50, 2.00, 2.25, 2.50, 2.75, 3.00, 3.25, 3.50, 3.75, 4.00, 4.50,

Balloon Material

Polyn®

Catheter Design

Rapid Exchange delivery system

Usable Shaft Length (cm) 140
Rapid Exchange length 25cm
Guide wire Compatibility 0.014”

Tip entry profile

0.017” (0.43mm)

Sheath Compatibility

Minimum of 5F

Guiding catheter Compatibility

Minimum of 5F

Balloon Fold

3 —fold memory

Radio opaque markers

Zero profile

Markers on the proximal shaft

90cm and 100cm

Hydrophilic Coating

On the distal shaft

Shaft Diameter

Proximal 1.95F, Distal 2.70F

Balloon Properties

Nominal Pressure (NP): 12 ATM and Rated Burst Pressure (RBP): 20 ATM




Product Performance Qualification of SC Compliance Chart

& NC Balloon Dilatation Catheter PTCA Semi Compliant Balloon Dilatation Catheter
M Series of In - Vitro Engineering Bench test as per ISO 25539-2 & ISO 10555-4 have been
performed: Pushability & Trackability, Balloon fatigue test, Guide wire friction test, Bond 150 | 2.00 | 225 | 250 | 275 | 3.00 | 3.25 | 3.50 | 3.75 | 4.00 | 4.50
Strength, Corrosion resistance, pullback, Balloon Compliance, etc. 2 1.21 1.71 196 | 221 | 246 | 271 | 296 | 3.21 | 346 | 3.71 | 4.16
4 1.31 1.81 2.06 2.31 2.56 2.81 3.06 3.31 3.56 3.81 4.28
M Series of Biocompatibility Study have been performed as perISO 10993 6 141 | 101 | 216 | 241 | 266 | 291 | 316 | 341 | 366 | 391 | 44
M Both devices (SC & NC) extensive Clinical studies has been carried out per MEDDEV 8
guideline. Various criteria such as Pushability, trackability, crossing profile, kink resistance, 10 154 | 206 | 231 | 256 | 2.81 | 3.06 | 331 | 3.56 | 3.78 | 4.08 | 4.58
soft tip, Radiopacity, deflation time, Balloon rewrapping have been established in 12 158 | 212 | 237 | 262 | 287 | 312 | 337 | 362 | 389 | 416 | 466
) . 14 1.62 2.18 2.43 2.68 2.93 3.18 3.43 4.74
differenttypes oftortuouslesion 16 18
. . 18 1.69 2.27 2.52 2.78 3.03 3.29 3.55 3.8 4.08 4.36 4.86
Orderi ng Information 20 172 | 230 | 255 | 2.82 | 3.07 | 334 | 36 | 3.86 | 414 | 442 | 4.92
PTCA Semi Compliant Balloon Dilatation Catheter

Measured at 37.5°C, tolerance +/-0.1mm between nominal & RBP for balloon £ 41mm tolerance +/-0.2mm

Diameter Balloon Length (mm) between nominal & RBP for balloon 45/49mm

Gy * RBP = 14 for diameter 3.50, 3.75 with length>35mm and diameter 4.00 with length>30mm
6 8 10 12 15 20 25 30 33 38 41
15 v v v v v v v v v v v PTCA Non Compliant Balloon Dilatation Catheter
2.25 v v v v v v v v v v v (atm) | 150 | 200 | 225 | 250 | 275 | 3.00 | 325 | 350 | 3.75 | 4.00 | 4.50
25 v v v v v v v v v v v 4 128 | 1.80 | 2.00 | 226 | 248 | 269 | 3.00 | 316 | 3.40 | 3.55 | 4.01
275 v v v 4 v v 4 4 4 v 4 5 130 | 1.82 | 203 | 229 | 251 | 273 | 3.06 | 320 | 343 | 361 | 4.07
30 v v v 4 4 v v 4 v 4 v 6 133 | 1.85 | 2.06 | 232 | 256 | 277 | 3.09 | 324 | 348 | 367 | 4.13
3.5 v Y S Y v I Y | Y A A 7 136 | 1.88 | 2.09 | 236 | 259 | 2.81 | 314 | 329 | 354 | 372 | 4.21
35 v v v v v v v v v v v 8 138 | 191 | 212 | 230 | 263 | 285 | 316 | 333 | 358 | 378 | 427
375 v v v v v v v v v v v 9 140 | 194 | 215 | 242 | 266 | 2.88 | 318 | 3.37 | 3.63 | 3.83 | 4.33
4.0 v v v v v v v v v v v 10 145 | 196 | 218 | 244 | 269 | 291 | 321 | 340 | 367 | 3.87 | 4.38
45 v v v v v v v v v v v [ 1 147 | 1.99 | 220 | 247 | 272 | 295 | 3.23 | 344 | 370 | 3.92 | 4.43
PTCA Non Compliant Balloon Dilatation Catheter L 12
13 151 | 203 | 225 | 252 | 275 | 301 | 328 | 351 | 377 | 401 | 453
LT Balloon Length (mm) 14 153 | 2.05 | 2.27 | 254 | 276 | 3.03 | 33 | 354 | 3.8 | 4.04 | 457
(mm) 15 155 | 2.07 | 229 | 256 | 2.77 | 3.06 | 331 | 356 | 3.82 | 4.08 | 4.61
6 8 10 12 15 20 25 30 33 38 16 156 | 2.08 | 231 | 257 | 279 | 3.08 | 332 | 358 | 384 | 411 | 464
1.5 v v v v v v v v v v 17 158 | 210 | 232 | 259 | 280 | 3.09 | 333 | 3.60 | 3.86 | 4.13 | 4.67
20 v v v v v v v v v v 18 159 | 211 | 234 | 260 | 281 | 3.1 334 | 362 | 388 | 415 | 4.69
2.25 N4 v v v v v v v v v 19 161 | 213 | 235 | 261 | 2.82 | 312 | 335 | 364 | 3.90 | 417 | 472
25 v v v v v v v v v v 20
275 N4 v N4 N4 N4 v N4 v v J 21 164 | 215 | 237 | 264 | 2.84 | 315 | 337 | 367 | 3.93 | 421 | 476
3.0 v v v v v v v v v v 22 165 | 216 | 2.38 | 265 | 2.85 | 316 | 3.38 | 3.68 | 3.95 | 423 | 4.79
3.25 v v v v v v v v v v 23 166 | 217 | 239 | 266 | 2.86 | 3.17 | 339 | 370 | 3.97 | 425 | 4.81
35 v v v v v v v v v v 24 168 | 219 | 240 | 268 | 2.87 | 319 | 340 | 3.71 | 399 | 427 | 484
375 Y v Y, Y v Y, Y Y v Y 25 169 | 220 | 241 | 269 | 2.88 | 320 | 341 | 3.73 | 400 | 430 | 4.87
0 v v v v v S v v
45 v v v v v v v v v v Measured at 37.5°C, tolerance +/-5% between nominal & RBP
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