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+ To avoid damage to the catheter or balloon when cutdown is
used, it is recommended that a vessel dilator or disposable vein
guide be used. Never use forceps on the catheter.

»  Never use liquid or contrast media to inflate the balloon. Liquid

- - - within the balloon inflation lumen may cause the balloon to stay
Bloptlmal inflated even after removal of the inflation syringe.

+ To avoid balloon rupture during inflation, do not exceed the

recommended balloon inflation volume.

+ To minimize ventricular irritability, inflate the balloon before the
INSTRUCTIONS FOR USE OF catheter reaches the right ventricle.
BIPOLAR PACING CATHETER + To minimize infection, it is generally recommended that the
Read Instruction L catheter should not be left in the patient for longer than three
T‘ . days.
Keep Dr
A Manual Before Use i + Always deflate the balloon prior to withdrawing the catheter.
. . . + Used catheter must be properly disposed as biohazard material
Sterile And Non-Pyrogenic @ Do Not Use If Package and processed according to facility protocol.
Ny Is Damaged + The package is designed to prevent kinking to the catheter. A
® For Single Use Only /\/Ti Keep From Direct damaged catheter cannot be repaired. The catheter balloon is
“a~ \ Sunlight fragile; therefore, reasonable care should be employed when
Do Not Re-sterilize removing the catheter from the package.
M Non-Pyrogenic WARNINGS
+ Please use product with contamination shield.
READ ALL INSTRUCTIONS, WARNINGS AND + Use CO, for balloon inflation in any situation where balloon
PRECAUTIONS CAREFULLY PRIOR TO USE. rupture may result in air embolism in the left heart of systemic
DEVICE DESCRIPTION: circulation.

+ Do not inflate the balloon exceeding the recommended inflation
volume. Over inflating the balloon may cause balloon rupture.

+ Catheterization must be performed by trained personnel well
versed transvenous temporary pacing technique and potential
complications.

+ This device is intended for single patient use only.

« DO NOT resterilize and/ or reuse this device, as this can
compromise its performance and can lead to device failure and
procedure complications with severe injury or patient death.
Reuse and resterilisation bear the risk of cross contamination
and patient infection and may also cause transmission of
infectious diseases from patient to patient.

CONTRAINDICATIONS
= 7 + Catheter with natural latex balloon is contraindicated for patient
IlROX\MAL ELECTRODE N with known or suspected allergy to natural rubber latex.

+ Patients with recurrent sepsis or with a hypercoagulant state
should not be considered as candidates for transvenous catheter
since the catheter could serve as a focal point for septic or bland
thrombus formation.

+ Patients with a tricuspid valve prosthesis should not be considered
for ventricular pacing.

BIOPTIMAL Bipolar Pacing Catheters are constructed with a
radiopaque polyurethane catheter tubing with 10 cm increments
marked along its length that allow physician to determine depth of
catheter insertion. Bipolar pacing catheter has an electrode lumen,
which provides electrical conductor isolation from electrodes to the
connector pins. Additional balloon inflation lumen on some model
provides a means of inflating and deflating the latex balloon near
the distal tip of the catheter to facilitate the catheter advancement to
desired location.

Figure1. Drawing of Bipolar Pacing Catheter
DISTAL ELECTRODE ~ BALLOON CM MARKING

CONTAMINATION SHIELD

\PROXIMAL ELECTRODE COMPLICATIONS

All invasive procedures inherently involve some patient risks.
Model BPX2502-10 | BP2502-10 | BPX2502CS-10 |BP2502CS-10 The physician is advised to weigh the potential benefits and
French Size 5Fr SFr SFr 5Fr risks associated with the use of the catheter against alternative
Usable Length 110cm 110cm 110cm 110cm procedures before deciding to use the catheter. Perforations,
Balloon Inflation _ 1.0cc 1.0cc arteriovenous flatula formation and other vascular trauma have been

reported in the scientific literature and should be considered before

Balloon diameter (No balloon) |9mm (No balloon) 9mm N ) 123456
Electrode spacing 10mm 10mm 10mm 10mm inserting the catheter
C i Shield |- - 110cm 110cm Possible side effects include, but not limited to:
+ arrhythmias,
INDICATIONS AND INTENDED USE + thrombocytopenia,
BIOPTIMAL Bipolar Pacing Catheters are designed for temporary + pneumothorax,
transvenous cardiac pacing by transmitting a pacing electrical + encocardial perforation
stimulus from a pulse generator to the heart. It can also be used for + cardiac tamponade
transmitting electrical signal of the heart to a recording device. + air embolism
CAUTIONS . dlr?phragmatlcfstltn]ul?tlon .
Federal law (U.S.A) restricts this device to sale by or on the order of a 3 eriovenous Tis Iu a ornlla ion
physician. + damage t_o_vesse s or valve structure
+ endocarditis

PRECAUTIONS +  knotting of the catheter
+ Do not use catheter after indicated expiration date on the + sepsis/infection

packaging. + thrombophlebitis
+ This product is designed for single use only. Do not reuse or « thrombosis

resterilize the catheter. ) ) INSTRUCTIONS FOR USE
+ Do not use catheter or components if package is opened or

damaged as contents may lose sterility. CATHETER INSPECTION AND TESTING:
+  Excessive kinking or bending of the catheter may cause damage 1. Catheter is supplied in sterile packages. Inspect the package

to the internal conductive wires.




to ensure that it has not already been opened or damaged.
The catheter will lose its sterility and become pyrogenic if the
package is opened or damaged.

2. Test each electrodes and appropriate connector for continuity
with ohmmeter.

CAUTION: Do not use ohmmeter or a standard continuity checker
when the catheter is in the vascular system. The relatively high
current in the meter can cause electrical shock to the patient in the
event of insulation breakdown.

3. Test the balloon for leakage by inflating it with the recommended
inflation volume of either bacteria-filtered CO:2 or air under sterile
solution. If there is any evidence of balloon leakage, do not use
the catheter.

CAUTION: Remove the balloon cover before conducting the balloon
inflation test. Never inflate the balloon with liquid. Never inflate the
balloon in ice water for testing.

4. Read carefully the instruction manual of your instruments for
additional information.

RECOMMENDED INSERTION PROCEDURE:

The following instructions are a general guide intended for informational
purposes only; the physician should add to or alter procedural details
with respect to his clinical experiences.

CAUTION: Follow aseptic technique and employ Universal Precautions

and procedures per institutional protocols.

1. Insert the catheter into the vein either by cutdown or percutaneous
technique.

2. Under the aid of ECG or fluoroscopy, gently advance the catheter
to the desired intracardiac position.

3. Air may be used for inflating the balloon only if there is no
possibility of an air embolus entering the arterial circulation in
case the balloon should rupture, CO, should be used if this
possibility cannot be excluded.

CAUTION: Over inflating the balloon may cause balloon rupture. Do
not exceed recommended inflation volume.

CAUTION: Possibility of catheter knot or loop exists if a redundant
length of catheter is inserted. If a loop is suspected, withdraw
the catheter to the right atrium and advance again. If a knot is
suspected, deflate the balloon and gently withdraw the catheter.
Withdrawal of a knotted catheter may be facilitated in some cases by
anaesthetization of the patient to minimize possible venous spasm
and pain.

4. Once a satisfactory pacing location had been achieved, firmly
secure the catheter at the insertion site. This helps prevent
accidental displacement of the electrodes.

5. For temporary pacing, the distal electrode connector (negative)
must be connected to the negative terminal of the external
pulse generator. This proximal electrode connector (positive)
must be connected to the positive terminal of the external pulse
generator.

6. For intracardiac ECG monitoring, the distal electrode connector
(negative) is connected to the V lead of the ECG. The proximal
electrode connector (positive) is connected to the positive
terminal of the external pacemaker.

CATHETER REMOVAL:

1. To prevent air embolism after removal of the catheter, cover
wound with dressing impermeable to air.

2. Inspect the catheter upon removal to make sure that the entire
catheter length has been removed.

CAUTION: Always deflate the balloon prior to withdrawing the
catheter.

CAUTION: Do not reuse or resterilize the catheter.

PACKAGING AND STERILITY

Product is supplied sterile and non-pyrogenic if package is
undamaged or unopened. Do not use if package is opened or
damaged. Catheters are for single use only. Do not clean or
resterilized a used catheter.

STORAGE

Bioptimal Bipolar Pacing Catheters should be stored unopened in
its original packaging in dark, cool dry places to avoid exposure to
fluorescent or sunlight, which will prematurely deteriorate the latex
balloon.

SHELF-LIFE
The recommended shelf-life is indicated on each package.

WARRANTY

BIOPTIMAL warrants all its products free from defect in workmanship
and materials under proper use and handling. This warranty is in
lieu of all other warranties, whether expressed or implied, including
any warranty of merchantability, suitability or fitness for a particular
purpose since handling, storage as well as factors relating to the
patient, his diagnosis, treatment, surgical procedures, and other
matters beyond BIOPTIMAL'S control, directly affect BIOPTIMAL'S
products and the results obtained from their use. BIOPTIMAL shall
not be liable for any incidental or consequential loss, damage, or
expense directly arising from the use of its products. BIOPTIMAL
neither assumes, nor authorizes any other person to assume for it,
any other additional liability or responsibility in connection with its
products.

PRODUCT INFORMATION

For further information or assistance relating to the BIOPTIMAL
products, please contact:

Legal Manufacturer:

BIOPTIMAL INTERNATIONAL PTE. LTD.
36 Jalan Tukang

Singapore 619266, SINGAPORE

Tel: +65 6213 5777

Fax: +65 6213 5737

Email: sales@bioptimalg.com

EU Representative:

Shanghai International Holding Corp. GmbH (Europe)
Eiffestrasse 80, 20537 Hamburg,

Germany

Tel: +49-40-2513175

Fax: +49-40-255726

Email: shholding@hotmail.com

c € 0344
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