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Instruction For Use

1.Device Description:

The genX™ coronary stent System includes 316L Stainless Stee] stent pre mounted on balloons
catheter between two platinum iridium radio opague markers bands.

Tahle 1: Device component Description

Available stent lengths, Unexpanded (mm) | 8, 13, 16, 19, 24, 29, 32, 37, 40

Available stent diameter 25-3.0(8 Crown), 3.5-4.0 (10 Crown)

Delivery System Usable Length 140cm

Stent Delivery Balloon Polyamide balloon, nominally 0.5mm longer than stent. Mounted
stent length and location is defined by radio opague marker

Balloon infiation Pressure Nominal Pressure: § atm Rated Burst Pressure: 16 atm*

*RBP 16 atm except 3.5 x 38, 3.5x 41, 4,0 x 33, 4.0 x 38 & 4.0 x 41mm Stents
*REP 14 atm for 3.5 38, 35X 41, 3,01 33, 4,02 38 & 4,0 x 41mm Stents

Guiding catheter inner Diameter 5 Fr (1.4mm) Compatible

2.Indications

The genX™is indicated for improving coronary luminal diameter in patients with symptometic ischemic

heart disease in de novo coronary artery lesion in native coronary arieries with a reference vessel diameter

of 2.5 mm o 4,5 mm and a lesion length < 38 mm in patients eligible for percutaneous coronary angioplasty (FTCA).
3.How Supplied:

Sterile  : This device is sterilized with EQ, Non pyrogenic.

Do not use i the package is opened or damaged.

Comtents : One (1) genX™ Coronary Stent System.

Storage : Store below 25°C, dry, dark place

4.Contraindications

Use of genX™ coronary stent is contraindicated in the following patient types:

a Patients who are not candidates for coronary bypass surgery.

b Target lesions involving a major side branch.

¢ Patients who exhibit angiographic evidence of existing thrombus.

d Person's allergic to SS316L Stainless Steel,

e Patients with a contraindication for anti- platelet / anti coagulent therapy, this includes patients who
have had major surgery, an obstetrical delivery organ biopsy, or puncture of 8 non-compressible vessel
within 14 days of this procedure. Also excluded are those patients with a history of gastrointestinal
bleeding, recent C.V.A., diabetic haemomhagenic retinopathy, or any condition compromised by
prolonged anti- coagulant.

T Pregnant women or women of childbearing potential.

g Patients who have experienced a recent (less than 1 week) acute myocardial infarction.

h Patients with diffuse diseasse, defined as long segments of abnormal vessel without interposed
normal vessel.

i Transplent patients.













