Attachment A (Annexe A)

Affected products (Produits Concernés)

Urgent Medical Device Recall (Rappel Urgent de Dispositif Medical)
Cathéter Guide Mach 1™

Reference (Référence): FCA 2007-21 (PI)

Product Description
(Description du produit)

Material Catalog
Number (UPN)[ Number
(Référence (Réf.

Produit (UPN))| catalogue)

Lot/Batch Number (N° de lot)

MODEL-6F PV MACHI HS 55 CM M001196000 19-600 790778

MODEL-6F PV MACHI1 RE-S 55 CM M001196040 19-604 792558 | 792559 | 792560 [ 792561

MODEL-6F PV MACHI RE-SS 55CM M001196080 19-608 791437

MODEL-6F PV MACHI RE-L 55CM M001196120 19-612 790795

MODEL-6F PV MACHI C1 55CM M001196160 19-616 792564 | 792565

MODEL-6F PV MACHI C2 55CM M001196200 19-620 790796

MODEL-6F PV MACH1 MP 90CM M001196260 19-626 792572 | 792573 | 792574 | 792575

MODEL-6F MACH1 PV 40 DEG 90CM M001196380 19-638 792578

MODEL-6F PV MACHI ST 55CM M001196450 19-645 792581

MODEL-6F PV MACHI RDC 1 55CM M001196960 19-696 792591

MODEL-7F PV MACHI1 RE-S 55CM M001197040 19-704 790821 | 790822

MODEL-7F PV MACHI C1 55CM M001197160 19-716 792597

MODEL-7F PV MACHI MP 90CM M001197260 19-726 792602

MODEL-7F MACH 1 PV 40 DEG 90CM MO001197380 19-738 790837 | 792603 | 792604

MODEL-7F PV MACH1 CROSS 2 55CM MO001197560 19-756 792606

MODEL-7F PV MACHI RDC 55CM M001197660 19-766 792614 | 792616 | 792619

MODEL-7F PV MACHI RDC 1 55CM M001197960 19-796 792620 | 792621 | 792622

MODEL-8F MACH1 PV 40 DEG 90CM M001198380 19-838 790857 | 790858 | 790859 | 790860
790861 | 790862
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MODEL-GF MACH 1 FR3.5 100CM__ | 74934356010 _|34356-01_|792109

MODEL_GF MACH | FR4 100CM 174934356020 _|34356.02_|792111

MODEL_GF MACH | FR5 100CM H74934356030_|34356.:03__|792113 792114

MODEL-GF MACH I FL4 100CM H74934356070_|34356.07 __|792117

MODEL-GF MACH I FL5 100CM 174934356000 _|34356.:09_|790342 | 790343

MODEL-GF MACH I IM SH 100CM__| 749343561290 |34356-129_|792133

MODEL-GF MACH | MP1 SH 100CM__|H749343561380 |34356-138 790348

MODEL-6F MACH | HS SH 100CM__| 749343561410 |34356-141_|791157 791158

MODEL-GF MACH | ARI 100CM 174934356170 _|34356.17__|792137 792138 |792139 | 792140 792141 | 792142

MODEL-GF MACH | AR2 100CM 174934356180 _|34356.18 __|792143 |792145 792146 | 792147

MODEL-GF MACH I AL1 100CM 174934356100 _|34356.19 _|792148

MODEL-GF MACH I AL 75 100CM__|H74934356220_|34356.22__|792157 792162 |792163 | 792166

MODEL-GF MACH | VRI 100CM 1749343562300 |34356.23__|792167

MODEL_GF MACH I RCB 100CM 174934356240 _|34356.24___|792173 792176 792177

MODEL-GF MACH I Q4.5 100CM 1749343562950 |34356-295_| 790410 |790420 792208 | 792209 | 792210

MODEL-GF MACH 1 Q3.5 SH 100CM__| 749343562970 |34356-207_[792211

MODEL-6F MACH 1 Q4 SH 100CM__| 749343562080 |34356.208__ 792212

MODEL-6F MACH | MP2 100CM 174934356390 _|34356:39__|792217 792218 |792219

MODEL-GF MACH I IM 90CM 1749343564460 |34356-446_|792222

MODEL-GF MACH I FR3.5 SH 100CM_|H74934356470_|34356-47 _ 700445 |792224 [792225 |792227

MODEL_GF MACH | RADIAL 100CM_| 749343564720 |34356-472_|792228 |792230 792232

MODEL-GF MACH | ART3.5 100CM__|H749343564980 |34356-498 792236 792238

MODEL-GF MACH | ART4 100CM__|H749343565000 |34356-500 792243 792244 |792245 | 792246 | 792248

MODEL_6F MACH | ML3 100CM 1749343565360 |34356-536__|792252 [792253

MODEL-6F MACH 1 ML3.5 100CM  |H749343565370 |34356-537 |=2252{102266 702260 1702270 792271 792273
792274 792275 792276 792277

MODEL-6F MACH I ML4 100CM 1749343565380 |34356.538__|792278 |792279 | 792280 | 792281 | 793047

MODEL_6F MACH I GUIDE CLS3 1749343565730 |34356-573__|792283 | 702284 792286 | 792287

MODEL-GF MACH | CLS3.5 SH 100CM_| 749343565780 |34356-578__|790514 | 792292

MODEL-GF MACH I CLS4 SH 100CM_|H749343565790 |34356.579_ 792293

MODEL-GF MACH | KIMNY 100CM__|H749343565830 |34356.583_|790516|790517

MODEL-GF MACH | KR4H 100CM___|H749343566490 |34356-649_|792304 792305

MODEL_GF MACH | ARI SH 100CM__|H74934356660_|34356-66___ 790533 | 792309

MODEL-6F MACH 1 JL3 5 100CM 1749343566610 |34356.661_|790538 | 790539 790542

MODEL-6F MACH 1 JL4.5 100CM 1749343566630 34356663 __|792312 792314

MODEL_6F MACH 1 JL5 100CM H749343566640 |34356-664__|791246 |792318

MODEL-GF MACH1 JL4 SH 100CM__|H749343566680 |34356-663 792320

MODEL_GF MACH | AR2 SH 100CM__|H74934356670_|34356:67___|700554 792321

MODEL-6F MACH | AL1 SH 100CM_|H74934356680_|34356-68__ | 790558

MODEL-GF MACH1 JR3.5 100CM 1749343566850 |34356.685_|791257
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MODEL-6F MACH1 JR4 100CM H749343566860 |34356-686 791263

MODEL-6F MACH 1 AL2 SH 100CM H74934356690 [34356-69 792328

MODEL-6F MACHI1 JR4 SH 100CM H749343566920 [34356-692 1792336

MODEL-6F MACH 1 VL3.5 100CM H74934356720 [34356-72 792351

MODEL-6F MACH 1 VL4 100CM H74934356730 |34356-73 791287 (792352 792353 1792357 {792359 [792360
MODEL-6F MACH 1 VL5 100CM H74934356750 [34356-75 792361

MODEL-6F MACH 1 AL1.5 100CM H74934356850 [34356-85 792366

MODEL-7F MACH 1 FR3.5 100CM H74934357010 |34357-01 7923671792368
MODEL-7F MACH 1 FL3.5 100CM H74934357060 |34357-06 792371

MODEL-7F MACH 1 FL5 100CM H74934357090 (34357-09 792376

MODEL-7F MACH 1 RCB SH (SIDE H749343571260 {34357-126 1792382

MODEL-7F MACH 1 AR1 100CM H74934357170 |34357-17 790631 1790632
MODEL-7F MACH 1 VR1 100CM H749343572300 {34357-23 790641

MODEL-7F MACH 1 RCB 100CM H74934357240 |34357-24 790644

MODEL-7F MACH 1 LCB 100CM H74934357250 |34357-25 792398

MODEL-7F MACH 1 Q4 100CM H749343572940 134357-294 |790658

MODEL-7F MACH 1 Q4.5 100CM H749343572950 [34357-295 1792420

MODEL-7F MACH 1 Q3.5 SH 100CM H749343572970 134357-297 791338

MODEL-7F MACH 1 MP2 100CM H74934357390 |34357-39 790664 1790665
MODEL-7F MACH 1 HS 100CM H74934357410 |34357-41 792424

MODEL-7F MACH 1 FR3.5 SH 100CM __ JH74934357470 [34357-47 792427

MODEL-7F MACH 1 FR4 SH (SIDE H74934357480 [34357-48 790671 1792428
MODEL-7F MACH 1 ART3 SH 100CM _ |H749343574970 {34357-497 |790672

MODEL-7F MACH 1 FL4 SH (SIDE H74934357530 [34357-53 792433

MODEL-7F MACH1 CLS3 100CM H749343575730 |34357-573 792435 792436
MODEL-7F MACHI1 CLS3.5 100CM H749343575740 |34357-574 7924371792438 1792439
MODEL-7F MACH1 CLS4 100CM H749343575750 |34357-575 792441 1792442 1792443 792444
MODEL-7F MACH1 JL3.5 100CM H749343576610 |34357-661 791365 (791366
MODEL-7F MACH1 JL4 100CM H749343576620 |34357-662 792466792467 1792469
MODEL-7F MACHI1 JL4 SH (SIDE H749343576680 [34357-668 1792476

MODEL-7F MACH1 JR3.5 SH 100CM H749343576910 |34357-691 792487 |792488
MODEL-7F MACH 1 VL4 100CM H74934357730 [34357-73 792491

MODEL-7F MACH 1 VL3 SH (SIDE H74934357770 |34357-77 790725

MODEL-7F MACH 1 VL3.5 SH 100CM  JH74934357780 [34357-78 790726

8F MACH 1 LCB SH (SIDE HOLES) H749343581270 |34358-127 792502

8F MACH 1 AR2 100CM H74934358180 [34358-18 792504

8F MACH 1 HS 100CM H74934358410 [34358-41 7925161792517 1792518
8F MACH 1 FR4 SH (SIDE HOLES) H74934358480 [34358-48 792520

8F MACH1 JL4 SH (SIDE HOLES) H749343586680 134358-668 792541

8F MACH1 JR4 SH (SIDE HOLES) H749343586920 [34358-692 1792546

8F MACH 1 VL3.5 100CM H74934358720 [34358-72 792547
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