IFU of Maisway Click "

Three Way Stopcock with click at 45°
Manufactured by Mais India Medical Devices Pvt. Ltd.

Intended Use:

The Three Way Stopcock is intended to control and redirect the flow of fluids
or drugs in IV therapy, blood transfusion, infusion pumps, or pressure
monitoring systems.

Materials Used:
Polycarbonate (PC), High-density Polyethylene (HDPE).

Indications:

- For use in conjunction with IV catheters, syringes, or infusion sets.
- To provide multi-directional flow path control in clinical settings.

Contraindications:

- Do not use for delivery of high-viscosity fluids unless verified for
compatibility.

‘Not intended for reuse, implantation, or use with blood products if not
explicitly validated.

Instructions for use:

- Sanitize your hands using an alcohol-based hand cleanser.

- Ensure LV. line or connecting device (I.V. Cannula, Infusion sets, Extension
lines, Syringes, Pressure transducers) are affixed properly and are in function.
- Visually inspect the product packaging to ensure integrity. Do not use if
packaging is damaged.

- Open the packaging using aseptic technique.

- Connect the male luer lock end of the stopcock to the infusion line or any of
connecting device.

- Use the rotating tap to select desired flow direction.

- The 45° click provides tactile feedback and ensures accurate positioning.

- Ensure leak-free and bubble-free fluid administration.

- Monitor the patient and flow throughout the procedure.

- After use, disconnect and discard as per hospital biohazard protocols.

Medical conditions:
- Read the "Instructions for Use" carefully before using the product.
- The use of the product is restricted to a qualified doctor or a paramedic staff.

Warnings:

- Single Use Only: Do not reuse or resterilize.

- Sterile Unless Package is Damaged: Inspect packaging before use.

- Ensure secure luer connections before use to prevent leakage.

- Avoid using if cracks, leaks, or discoloration are observed.

- Use only under the supervision of qualified healthcare professionals.

Cautions:

- Do not use if the product or its packaging is damaged.

- Do not reinsert any syringe or set forcefully into ports.

- Discard the device if it has been partially or fully disconnected from sterile
systems.

- Use within the specified expiry date.

Target Age Group: For All age groups
Duration of Contact of Device: Up to 72 Hours for best performance.

Storage conditions: Store at a temperature between +10°C and +40°C, in a
dry place and away from sunlight.

Device Life: 05 Years

Explanation of symbols used:

Symbols

Title of the Symbol

Symbols

Title of the Symbol

Single sterile barrier
system (Indicates a single
sterile barrier system)

il

Country of manufacture
(To identify the country of
manufacture of products)

@

Do not re-sterilize
(Indicates a medical device that
is not to be re-sterilized)

Batch Number (Indicates the
manufacturer's batch number
so that the batch or lot can be
identified)

Do not re-use
(Indicates a medical device
thatis intended for one single
use only)

C€ 0123

CE Mark (CE Marking with
Notified Body Number)

Non-pyrogenic
(Indicates a medical device that
is non- pyrogenic)

Medical device
(Indicates the item is a medical
device)

® X ©

Do not use if packaging is
damaged and consult
instructions for use. (Indicates
amedical device that should
not be used if its packaging has
been damaged or opened, and
that the user should consult
the instructions for use for
additional information)

Authorized representative in the
European Union / European
Community (Indicates the
authorized representative in the
European Union /

European Community)

OBELIS S.A.

Boulevard Général Wahis 53,
1030 Brussels, Belgium

Contact Number: +32(2)73 25 954
Email ID: regulatory@obelis.net
Website: www.obelis.net

Symbols Title of the Symbol | Symbols | Title of the Symbol

Consult instructions for use
(Indicates the need for the
user to consult the
instructions for use)

Latex free
(Indicates a medical device
that is Latex free)

=)

&

Caution: (To indicate that
caution is necessary when
operating the device or control
close to where the symbol is
placed, or to indicate that the
current situation needs operator|
awareness or operator action in
order to avoid undesirable
consequences.)

Manufacturer (Indicates the
medical device manufacturer)
Manufacturing Unit:

525P, Sector-37, Pace City II,
Gurgaon, Haryana-122001, India.
Contact Details.: +91 8527589990
Fax No.: 0124 404 7533

Email ID: info@maisindia.com
Website:www.maisindia.com

Date of manufacture
(Indicates the date when the
medical device was
manufactured)

Keep away from sunlight
(Indicates a medical device
that needs protection from
light sources)

N
Tk

Unique Device Identifier
(Indicates a carrier that
contains Unique Device
Identifier information)

Temperature limit
(Indicates the temperature limits
to which the medical device can
be safely exposed.

Reference number

(Indicates the manufacturer's
catalogue number so that the
medical device can be

Keep dry
(Indicates a medical device that
needs to be protected from

1

This way up

Fragile, handle with care
(Indicates a medical device that
can be broken or damaged if not
handled carefully)

identified) moisture)
Sterilized using ethylene oxide Use-by date
(Indicates a medical device (Indicates the date after which

il
%

that has been sterilized using the medical device is not to be
ethylene oxide) used)

“ Manufactured by:

Mais India Medical Devices Pvt. Ltd.
525-P, Sector-37, Pace City-Il,
Gurgaon, Haryana-122001 (INDIA)

Mfg. Lic. No.: MFG/MD/2019/000037

Obelis S.A.

Boulevard Général Wahis 53, 1030 Brussels, Belgium.
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REVISION DETAILS:

Rev. 01: The humidity limitation symbol has been removed and EC-REP has been

changed to EU-REP.
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