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Device Description
The Οβίινβη, Catheter ts a single-use percutaneous catheter intend^ to inlr^uce vanous tytws of
catheters and pacing or deflMilaior leads.

The Deliver, Catheter is packaged Wlh a dilator for intr^uction into the vasculature. Proximally, the
Οβίΐνβητ Catheter Is equipprt with a hemostatic valve, and the distal tip is radiopaaue to facilitate
imaging under fluoroscopy- The Deliver Catheter Is designed to be slittable, thereby allowing its
removal after device placement. A variety of cunres are available to accomm^ate various anatomies
and different lead locations. The ^IWe^ Catheter has an innerdiameter of 6.5Ρ. an outer diameter
of 8F, and the dilator is тетраНЫе with a 0.035. guldewire.

Indications for Use
The ^liv^ Catheter IS irwllcat^ for the inlr^uction of various ty^s of catheters and pacing or
defibnllator leads.

0 Innerdiameter

<-μ- Maximum compatible guidewire
outside diameter

i]

fi

Μ^βΙ number

Lotnumter

sContraindications
٠  .bsiructrt or inadequate vasculature for venws access

Use by

Warnings
٠  Do not advance Delive^r Catheter against resistance without careftil assessment of the cause of

resistance under fl uoroscopy.
٠  Do not advance a lead or calhetw through the ΟβΙινβητ Catheter against resistance wittiout

careful assessment of the cause of resistance under fl uoroscopy.
٠  Do not remove the Deliver Catheter or a lead or catheter placed through the Deliver Catheter

against resistance without careful assessment of the cause of resistance under fl uoroscopy.
٠  Do not restenltze or reuse. Strectural integnty andfor fuwiion may be impaired by cleenlng,

resleriliiation, or reuse.
٠  Do not expose ttie device to the MR Environment
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Do not expose to MR
Environment

c® Consult Inslreclions for Use

Precautions
٠  The Delivery Catheter should be used by Iniervenbonalists ex^rienced in performing

cardravascular procures.
٠  Do not use if package is ^n or damaged.
«  Use by .Use By" dele.
«  Exaure to temperatures β^νβ 54.C (13^) may damage device end accessories.
«  Upon removal from package, Inspeci device to ensure no damage has «cumed durir^ shipping.
٠  Do not expose to solvents.
٠  Use In conjunction with fl uoroscopic guidance and proper anti-coagulation agents.
٠  Ensure the catheter Is thoroughly fl ushed and free of air prior to use-
.  Care should be taken during the procedure to ensure that the hemostatic valve is not damaged

and that the side remains owed to reduce ^tenlial for air ingress or bl^ loss.

Complication.
Possible »mpllcattons Include, but are not limited to, the follow^: exfxjsure to x-ray radiati(^,
adverse or allergic reartions to contrast agents, infection, hematoma, pneumothwax, emboliMtioh,
vessel thrombosis, dissection, acute occlusion, clot formatloa. hernormage. vessel rupture,
a^^hma or heart -, he^ynamic changes. myMardial InfarcUon. perforation of the heart,
cardi« tamponade, stroke, and death.

Device Preparation
Flush the Deliver Catheter with saline.
Piece the dilator in the Deliver Catheter,
Flush ttw dilator with saline.
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CAUTION: Federal (USA) law
restnets this device for sale by
or on the order of a ph^fcian.ج
Steriloi using Platen

ậ Do not store in direct sunlight

Keep dry

Do not use if package is
damaged

^TOt reuse

Do not resterilize

ى Manufacturer

Recommended Procedure
Obtain and verify venous access.
Advance the ^tivefy Catheter and dilator leather over a guidewire and to the desired
location using fluoroscopy.
Remove the dilator and guklewre.
AdvanM a lead or cathetw through the Delivafy Catheter to the desired iMation usi^
fliwrosiOpy. Ensure that the outer diewler of the lead or catheter is less than the inner
diameter of the Deliver Catheter before attempting to intr^uce the lead or catheter.

Note: For leads with a mannlttì capsule, it may be necessary initiate the capsule
dissolution process by placing the lead bp in the catheter hub and waiting for
approximately ЗС seco^s until the lead is able lo advance freely Ihrwigh the Dtìive^
Catheter.

When a lead or catheter has been ^sllioned In the desired Iceation, the Deliver Catheter
may be removed by slitting if it is desired to leave the lead or catheter in place. Alternatively-
the Deliver Catheter may be re moved without slitting following steward vascular technique.
To slit, staOilize the lead and slitter in one hand in a fi xed position. With the other hand, retract
the hub of the Deliver Cetheter toward the slitter and cut through hub. Continue slowly
retracting the Deliver Catheter from the vessel and in line with the slitter until the entire device
has been slit and removed.
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DISCLAIMER OF WARRANTY AND LIMITATION OF REMEDY
THERE IS NO EXPRESS OR IMPLIED WARRANT, INCLUDING WITHOUT LIMITATION ANY
IMPLIED WARRANTY OF MERCHANTABILI^ OR FITNESS FOR  A PARTICULAR PURPOSE. ON
THE CENTERPOINT SYSTEMS PRODUCT(S) DESCRIBED IN THIS PUBLICATION. UNDER NO
CIRCUMSTANCES SHALL CENTERPOINT SYSTEMS BE LIABLE FOR ANY DIRECT. INCIDENTAL.
OR CONSEQUENTIAL DAMAGES OTHER THAN AS EXPRESSLY PROVIDED BY SPECIFIC LAW,
NO PERSON HAS THE AUTHORI^ TO BIND CENTERPOINT SYSTEMS TO ANY
REPRESENTATION OR WARRANTY EXCEPT AS SPECIFICALLY SET FORTH HEREIN.

Descriptions or s^ificaiions in CenterPoint Systems pnnted matter, inctuding this ^blicaiion, are
meant solely to generally descrii the produci at the time of manufatìure and do not constitute any
express warranties.
CenterPoint Systems will nol be res^nsible for any dir«l. incidental, or consequential damages
resulting from reuse of the product.
Patents {rending.

Device Disposal
٠  After use, dispose of the catheter end packning in accordance with hospital, administrative

and/or local government policy.
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