INSTRUCTION FOR USE
3V AGILE

VASCULAR TECHNOLOGIES CVC Catheters Kit

The 3V AGILE Central Venous Catheters (CVC) are a sterile, single use
range of short term polyurethane catheters designed to facilitate infusion
therapy in a critical care environment & available in four configurations;
single, double, triple and quad lumen and in a variety of lengths. The
multi lumen variants provide dedicated lumens for infusion therapy,
pressure monitoring and venous sampling. The CVC’s are packaged along
with the components and accessories considered necessary for their
percutaneous insertion. All CVC kit and sets are sterilized by ethylene
oxide.

INTENDED USE

The 3V AGILE Central Venous Catheters may be applicable to the
one of following therapy:

- Monitor of central venous pressure;

- Continuous or discontinuous venous transfusion;

- Blood sampling.

The Catheter is surgically penetrated into three optional puncture
points depended on the clinical requirement The Insertion Sites are:
1. Internal jugular vein

2. Subclavian vein

3. Femoral vein

It is possible to be inserted inside the body for less than 30 days. If
duration exceeds 30 days, it may occur the risk of combining the
catheter and inside tissue, which result in serious incident.

CONFIGURATION

The main raw materials used in the product are polymeric materials
and stainless steel.

The major components of the KIT are: Catheter, Guide wire, Dilator,
Introducer Needle, Scalpel, Syringe and Puncture Needle.

CONTRAINDICATIONS

1. Infection or cut wound around the puncture area.

2. Dysfunction of blood coagulation.

3. During the anticoagulant treatment.

4. Symptoms of inadaptability to puncture operation, such as

Pneumothorax, vein sclerosis.

5. Abnormal or unclear anatomical situation at the penetration area,
such as sever emphysema, obviously inadaptability from
previous operation.

COMPLICATIONS

The clinical benefit of the use of CVC’s must be evaluated against the
recognized risks and complications of the procedure which include but
are not limited to:

1. Infection, necrosis of the puncture point.

2. Thrombus.

3. Air embolism.

1.

4. Pneumothorax and / or hemopneumothorax.
5. Infection of the puncture channel
6. Subcutaneous hematoma

WARNINGS AND PRECAUTIONS

1. The catheter is to be inserted and removed only by a suitably qualified,
physician or nurse;

2. The clinical benefit of the use of CVC’s must be evaluated against the
recognized risks and complications of the procedure.

3. Do not use if the packaging has been previously opened or damaged, or
any part of the catheter is missing or damaged.

4. Observe aseptic technique at all times when handling the catheter and/
or the insertion components and in accordance with standard hospital
protocols.

5. Verify the position of the catheter tip by X-ray.

6. Use only luer lock (threaded) connector and syringes with the catheter
and do not over-tighten.

7. Do not use acetone or ethanol solution on any part of the catheter tubing
as this may cause catheter damage.

8. Only ever insert the flexible end of the guidwire into the vessel. Never
manipulate the guidewire if resistance is encountered. In this instance
discontinue the procedure and remove the guidewire and device as a
single unit.

9. Do not resterilize.

STORAGE

The products must be stored in a cool, ventilated and dry environment, at a
temperature below 40°C and at a relative humidity of 30% to 80% RH.
Protect the packed products from exposure to direct sunlight and rodent
infestation.

SUGGESTED INSERTION DIRECTIONS

The medical techniques and procedures described in these instructions
do not represent all medically acceptable protocols, nor are they
intended as a substitute for the physician's experience and judgment in
treating any specificpatient

PREPARATION

1. The selection of the insertion site and the appropriate catheter type and
length is at the sole discretion of the physician.

2. Flush each of the catheter lumens with saline expelling all the air then
clamp the catheter extensions to ensure that the saline does not
inadvertently drain from the catheter. Use the integral clamps provided.

Insertion
Administer sufficient local anaesthetic to completely anaesthetise the
insertion site.
Insert the introducer needle into target vein. Aspirate to ensure proper
placement.
Insert the flexible end of the guide wire into the introducer needle and
advance the guide wire with forward motion into the target vein. Use
ultrasonic to ensure a correct insertion, ifnecessary.

3V AGILE_IFU Rev.01 25.07.2023 Page 1o0f3



INSTRUCTION FOR USE
3V AGILE
CVC Catheters Kit

oE\/

VASCULAR TECHNOLOGIES

4. Remove the needle leaving the guidewire in the vessel and enlarge
the cutaneous puncture site with a scalpel.

5. Thread the vessel dilator over the proximal end of the guide wire
and dilate the subcutaneous tissue and vein wall to facilitate the
insertion of the catheter.

PRODUCT MATRIX

6. Remove the vessel dilator leaving the guide wire in place.
7. Open the distal extension clamp and thread the catheter over the
proximal end of the guide wire. _ Lumen type: 149a, 16ga, 18ga, 20ga, 22ga, 24ga
8. Ease the catheter through the subcutaneous tissue and into the target I%ngtf] .
vein. e
9. Once proper placement is confirmed, remove the guidewire and Length: 3.5cm, 4cm, 5cm, 6cm,
close the clar_np. L 8cm,10cm,13cm,15¢cm,16cm, 20cm, 30cm
10. Attach a syringe to each of the extensions in turn. Open the clamp
and blood should aspirate easily. If the lumens exhibit excessive
resistance to blood aspiration, the catheter may need to be rotated or
repositioned to obtain adequate blood flows.
11. Once adequate aspiration has been established, each lumen should be
locked according to standard hospital protocols.
12. Close the clamp and attach the injection cap(s) onto the extension Lumen type: 4F, 5F, 7F, 7.5F, 8F, 8.5F,
line female luer(s). Double
Lumen:
Catheter Fixed and Wound Dressing
The catheter should be fixed and the insertion site dressed according to Length: 2cm, 3cm, 5em, 6cm, 8cm, 10cm, 12cm, 13cm,
standard hospital protocols. 15cm, 16¢cm, 20cm, 24cm, 25cm, 30cm
“WARNING: Do not suture the catheter tubing itself” After first
bullet point of catheter securement.
Lumen type: 4.5F, 5Fr, 5.5F, 7F, 7.5F, 8F, 8.5F
If the catheter is not to be used immediately, follow standard hospital Triple
protocols for catheter locking. Lumen:
Infusion Length: 3cm, 4cm, 5cm, 6cm, 8cm, 10cm, 12cm, 13cm,
1. The locking solution should be removed from each lumen prior to 15cm, 16¢cm, 20cm, 250m, 30cm
initigating infusion and aspiration should be based on standard
hospital protocol.
2. Check all connections carefully before initiating any infusion.
Infusion protocols should be determined by physician prescription.
) Quad Lumen Type: 8.5F
Blood Sampling Lumen:
When taking blood samples through the catheter temporarily shut off the
other lumen(s) through which solutions are being infused.
Length: 6cm, 8cm, 10cm, 12.5¢cm, 13cm, 15¢cm,
16cm, 20cm, 30cm
Daily Care
Daily care of the puncture site should be undertaken according to
standard hospital protocols.

Catheter Removal

1. Carefully remove all securement devices and dressings, and then
slowly withdraw the catheter.

2. Apply pressure to the exit site for approximately 10-15 minutes or
until bleeding stops.

3. Apply dressings in accordance with standard hospitalprotocols.

4. Dispose of the device as a contaminated medical device and in
accordance with hospital protocols.
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SYMBOLS MEANING

Quantity per box

Diameter

Min. Guiding Catheter Internal Diameter

Maximum Guide Wire Diameter

Length

Do not re-use

Consult instructions for use or consult
electronic Instruction for Use

Caution

Keep away from sunlight

Keep dry

Temperature limitation

Non-pyrogenic

Manufacturer

Date of Manufacture

Catalogue number

Batch code

Serial number

Use by date

Sterilized using ethylene oxide

Do not resterilize
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Do not use if package is damaged & consult
Instruction for Uses
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S3V Vascular Technologies Limited

Plot No. 65- D4, Hootagalli Industrial Area,
Hootagalli, Mysore (Mysuru),
Karnataka-570018, India.

Tel:+91 8214194322
Website: www.s3vvascular.com
Email: info@s3vvascular.com
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