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 INTENDED USE/ INDICATIONS

•  Pregnancy

General surgical for PTCA applications contraindications:

•Coronary artery is stiff or calcified, eccentric stenosis 

•Chronic total occlusive disease with severe calcification 

•Multiple extensive diffuse lesions 

•Patient with refractory heart failure (ejection fraction <35%) 

•Severe (ventricular) arrhythmia  

General surgical for PCI applications ontraindicatons:
•  Hemorrhagic diseases

•  Contrast agent allergy

•  Those who are allergic to antiplatelet drugs and / or stent materials  

•  The target vessel diameter is less than 2.25mm

•  Pre-expansion of severe calcified lesions is insufficient. 

•  Diseases with high complications and high mortality

•  Diffusely diseased small-caliber artery or vein graft 

•  Other coronary conditions not amendable to PCI

POTENTIAL SIDE EFFECTS/ ADVERSE EVENTS

Adverse events or potential side effects associated with the use of the PTCA balloon 
dilatation catheter include, but are not limited to:

COMPLICATIONS

•Death

•Stroke

•Renal failure
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The product is applicable to repeat application. After the the product is applied to the patient, 

a few months or years later, some patients may have the same disease. When the doctor 

determines according to the patient's physical condition that the patient needs the same 

operation to treatment, this product can be used on these patients again.
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