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Product Name: The peripheral intravenous catheters (IV Cannula)

Variants/Sizes:

Product BASIC UDI-DI Type of

Code (GMN) Packing Classification

Variants Class

IV Cannula 14G

. . Class lla IVCO01 Blister Pack Rule 7 First Indent
with/without port

IV Cannula 16

. . Class lla IVC02 Blister Pack Rule 7 First Indent
with/without port

IV Cannula 18G

. . Class lla IVCO03 Blister Pack Rule 7 First Indent
with/without port

IV Cannula 20G

T Class lla IVC04 | 89080175701VCG4 Blister Pack Rule 7 First Indent
with/without port

IV Cannula 22G

. . Class lla IVCO05 Blister Pack Rule 7 First Indent
with/without port

IV Cannula 24G

. . Class lla IVC06 Blister Pack Rule 7 First Indent
with/without port

l\_/ Car_mula 266 Class lla IVCO7 Blister Pack Rule 7 First Indent
with/without port

Note: A single BASIC UDI-DI (89080175701VCG4) is applicable to all IV Cannula variants IVCO1 to IVCO07
covered under this IFU for GTIN-13 UDI-DI Refer the product label.

Intended Purpose (Use):

The Peripheral Intravenous Catheters (IV Cannula) are the most commonly used intravenous device in
hospitalized patients. They are primarily used for therapeutic purposes such as administration of medications,
fluids and/or blood products as well as blood sampling. The Peripheral Intravenous Catheters (I\VV Cannula) are
a passive device to provide for the infusion of fluids, drugs, and/or blood components, or to facilitate the
placement of Vascular Access devices. The Peripheral Intravenous Catheters (I\V Cannula) are inserted into the
patient's vascular system for short term use (less than 30 days) to withdraw blood samples, monitor blood
pressure, or administer fluids intravenously. The IV Cannula is used in aseptic environment. The use of the

product is restricted to a qualified doctor or a paramedic.
Material Used:

PTFE/PUR/FEP, PE, POM, PP, LDPE, HDPE, Master Batch Coloured Silicone tube, S.S. Cannula etc.
Peripheral 1.V. Cannula is DEHP and Latex free.

Instruction for use:
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Inspect package for integrity and expiry and then remove the 1V Cannula from package using aseptic
technique.

Carefully select and aseptically prepare the site.

Select suitable size of I. V. Cannula & inspect visually to as certain that package is intact.

Remove cannula from sterile packing and remove its needle cover.

Grip the cannula from injection port cap and projection provided on hub.

Perform venepuncture & check for flash back of blood in flashback chamber.

Advance the cannula into vein and simultaneously withdraw the needle.

Cannula & Needle is coated with Polydimethylsiloxane.

The product must not be used in CT scan and MRI.

Never try to reinsert the partially or completely withdrawn needle.

Withdraw the needle completely while pressing the vein just after the tip of cannula into the vein &
discard the needle in an appropriate container.

Connect to the I. V. infusion set line.

Cover the puncture site with sterile dressing.

Perform routine monitoring & venepuncture site maintenance according to medical norms.

The device can be connected with Vascular access devices such as IV Cannula, 3 way stops cock,

needles and any other devices having a standard 6% Conical fitting.

Warning:

Device is single use only.

Re-use of this device may change its mechanical or biological features and may cause device failure,
allergic reactions of infection.

Read instruction before use.

Ensure before use that device /packing is not tempered or damage.

The device should be use according to the instruction for use.

Use the device immediately after opening the individual pack.

Check expiry date prior to use.

This device should be used by a Doctor/Registered Practitioner or Paramedic.

Gloves should be worn at all times during vein puncture to minimize exposure hazard.

Discard after use. Do not re-cycle, change or re-sterile.
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e Improper transport and mishandling may cause structural and /or functional damage to devices or
packaging.

Indication:

o Infusion of I. V. Solutions to maintain hydration and/ or correct dehydration if patient is unable to take
sufficient volume of oral fluid.
Repeated blood sampling, IV administration- fluid, medications, chemotherapy, nutritional support,

blood or blood products or radiologic, Contrast agents.

Contra-Indication:

Device must not be used other than as indicated in intended use.
Product should not to be used in patients with known hypersensitivity to any of the materials used.
Device should not be used for Large blood transfusion.

Device should not be used for high viscous fluid.

Improper Use:

The product should not reprocess.

Visually inspect and carefully check the product and packing before use.

Improper transport and handling may cause structural and/or functional damage to device or packing.
The product is guaranteed sterile & non-Pyrogenic the package has not been opened or damaged.

Do not clean or re sterilize. For single use only. Discard after use.

The product should be used immediately after opening the packing. The device must not be re-used
after its usage, it can be a potential biohazard.

Hi-tech medics private limited disclaims any responsibility for possible consequences resulting from
improper use.

Disposal of Device:

After use, dispose the device and packaging in accordance with hospital, administrative and/or local
government policy.

Storage condition:

e Store the devices at cool, dry and dark places.
e Avoid exposure to direct sunlight. Exceeding the maximum recommended storage temperature may
lead to impairment of the IV Cannula quality.
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NOTE TO USERS: Any serious adverse event occurring in relation to the device in question should be reported
to the manufacturer and the competent local authority.

Note: in case of any ambiguity in the translated language version’s interpretation, the original English language
text shall be the authoritative/Reference text.

Shelf life of device:
e 60 months (5 Yrs) in original packing at define storage condition

Symbols to be added on Packaging:

S.
Descriptions Symbols . No. Descriptions

Caution / Warning
(Read IFU before use)
Product reference /
Artwork No.

Moisture Limitation

Temperature Limitation

Do not use if package is

Do Not Reuse
damaged

Lot No. / Batch No. . Consult for IFU

Date of Manufacturing . CE Marking

Used by/ Expiry Date . Keep Away from Sunlight

Sterilized by Ethylene European authorized

STERILE

oxide ' Representative

Manufactured by . Do not Re-sterilize

Keep Dry - . Non-Pyrogenic

Fragile, Handel with
Latex Free

Care

Unique Device )
Safe Disposal of IV Cannula

Identifier
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Medical device MD .| Single sterile barrier system

Store and stack in 11
upright condition —

Name Designation Signature Date

Prepared By | Mr. Ashad Ahmad Sr. Executive y/ thaod Ahedl 10.01.2026

Reviewed By | Mr. Atiquer Rahman | GM - Production 10.01.2026

Approved By | Mr. Rahul Kumar Quality Head & MR _ﬁ,\@}*—/"P 10.01.2026
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