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Product The Force NC PTCA Balloon Dilatation Catheter, has a rapid exchange
description (Rx) catheter with a noncompliant balloon near the distal tip. The distal
section of (Rx) catheters outer lumen is used for inflation of the balloon,
and the inner lumen permits the use of guidewires <0.014 inch (0.36

m) to facilitate advancement of the catheter to and through the
stenosis or stent to be dilated. The proximal section of the catheter is a
single-lumen, stainless steel Hypotube with a single luer port hub for
inflation/deflation of the balloon. The balloon is designed to provide an
inflatable segment of known diameter and length at recommended
pressures. A balloon protector is placed over the balloon to maintain a
low profile and an eyed stylet is placed into the inner lumen to protect
the patency of the catheter. The catheter’s tip is tapered to facilitate
advancement of the catheter to and through the stenosis or stent.
Distal section including balloon and tip is hydrophilic coated.

Variants and
ordering numbers

Diameter (mm)

XFOR2005 XFOR2505 XFOR2705 XFOR3005 XFOR3205 XFOR3505 XFOR4005 XFOR4505

XFOR2010 XFOR2510 XFOR2710 XFOR3010 XFOR3210 XFOR3510 XFOR4010 XFOR4510

XFOR2015 XFOR2515 XFOR2715 XFOR3015 XFOR3215 XFOR3515 XFOR4015 XFOR4515

XFOR2020 XFOR2520 XFOR2720 XFOR3020 XFOR3220 XFOR3520 XFOR4020 XFOR4520

ORDER NUMBER Description: XFOR DDLL (D=Diameter, L=Length)
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Type of catheter Rapid Exchange, guidewire exit at 250 mm from tip

Balloon Nominal 12 bar

Pressure

Balloon Rated @ 2.00 - 3.00: 21 bar

Burst Pressure @ 3.25 - 4.50: 19 bar

Tensile strength Force at break 25N

Hub assembly Proximal female luer lock connector.

Design in accordance with ISO80369-1, ISO80369-7 and ISO80369-20
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Compliance chart
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o/ Pressure ©2.00 ©250 ©275 ©3.00 @325 @350 @400 @450
(bar) (mm) (mm) (mm) (mm) (mm) (mm) (mm) (mm)
4 174 227 246 275 283 313 357 407
5 178 231 248 280 286 316 365 415
6 182 235 251 284 291 323 373 423
7 185 238 255 287 296 330 380 430
8 190 241 260 290 301 335 386 436
9 193 244 265 293 308 340 391 441
10 196 246 268 296 3.3 344 395 445
11 198 248 272 298 3.8 347 398 448
00 0 00 0 4.00 4.50
13 203 252 277 302 327 352 403 453
14 206 254 279 304 330 355 406 456
15 209 256 282 306 333 358 408 458
16 211 258 284 308 337 360 411 461
17 214 260 286 311 341 363 414 464
18 216 262 289 313 344 366 417 467 [P
9 218 264 2091 315 A8 68 420 470 o
20 221 266 293 318 350 371 423 473
4 69 % Bl 354 374 426 476 .
22 227 271 299 323 358 377 432 482 |
[ 23 230 274 302 325 361 381 435 485
24 233 276 305 330 364 385 439 4389
25 236 279 308 334 368 389 445 495
26 240 282 31 338, 371 395 451 501
NP pominal Pressure RBP: Rated B e. Dono exceed

Compliance
balloon

Compliance chart + 10% at NP and RBP.

Balloon material

Non-compliant polyamide/polyetherblockamide

Placement of
markers inside
balloon

Two platinum/iridium balloon markers are positioned to indicate the
working length of the balloon (outside edges of markers).
Force NC with 5 mm length has only 1 marker.

Balloon folds

3 fold with heated balloon technology

Deflation time

<30 sec. Depending on balloon size.

Balloon Profile

Balloon profile distal:

@ 2.00 - <0.90 mm (0.035")
@ 2.50 - <0.95 mm (0.037")
@ 2.75 - <1.05 mm (0.041”)
@ 3.00-3.25 :<1.10 mm (0.043")
@ 3.50 - <1.30 mm (0.051")
@ 4.00-4.50 :<1.45 mm (0.057")

Lesion entry profile

0.016” (0.40 mm)

Proximal Shaft

1.9F (0.64 mm) Hypo tube

Distal Shaft 2.7F (0.90 mm)
Tip Tapered soft tip (3.5 mm £ 0.5)
Shaft coating Hydrophilic coating

Balloon coating

Hydrophilic coating

Effective catheter | 154 cm

length

Guidewire Maximum @ 0,014” (0.36 mm)

compatibility

Guiding catheter Minimum inner diameter 5F (0.056”/1.42 mm) for all sizes
compatibility

Markers on shaft

Markers on proximal shaft for relative positioning of the guiding catheter
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tip using brachial or femoral approach at 900 and 1000 mm from tip.

Hub Proximal female luer lock connector

Shelf life 3 Year shelf life from sterilization date

Sterilization EtO sterilization

Packaging Peelable Tyvek pouch packaged in individual card-board boxes

Compliance chart on pouch.
Instructions for use in card-board box
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