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Inflation Device
Instruction for Use

[Precaution]

» Only operate by professional physician, please
read the IFU carefully before operating the device.
» Do not use, if the package is open, break, leak or
expired the effective period of sterilization.

» This device was sterilized by EO and disposable,
RESTERILIZATION was prohibited.

» Refer to the Limited Burst Pressure of balloon
dilatation catheter or other device connecting to the
device provided by original manufacture, before
operating.

» Loss of pressure may indicate a leak in the system.

[Description]

The Inflation Device is a 20mL disposable device
capable of producing a maximum pressure of 30 ATM
and 40 ATM. The device is composed of handle, top
and bottom shells, push block, syringe, pressure
gage, pressure tubing and male luer locker.

[Variants]
Variant Explanation
Maximum Pressure 30ATM, Normal handle,
K-P-30 Without three-way connection
Maximum Pressure 30ATM, Normal handle,
K-P-30S With three-way connection
Maximum Pressure 30ATM, | shape handle,
K-P-301 Without three-way connection
Maximum Pressure 30ATM, | shape handle,
K-P-301S With three-way connection
Maximum Pressure 40ATM, Normal handle,
K-P-40 Without three-way connection
Maximum Pressure 40ATM, Normal handle,
K-P-40S With three-way connection
K-P-401 Maximum Pressure 40ATM, | shape handle,
- Without three-way connection
K-P-401S Maximum Pressure 40ATM, | shape handle,

With three-way connection

Note: K: abbreviation of Kossel; P: refer to Inflation Device; I: |
shape handle; S: with a three-way connection

Pressure Gage

N Top and bottom shell
Syringe

Luer Locker Push block Handle

Pressure Tubing ﬁ 5 Three-way connection

Pressure Gage

Top and bottom shell

Luer Locker Push block

Handle
Pressure Tubing Three-way connection

[Intended Use]

The inflation device is used to inflate or deflate an
angioplasty balloon, and to measure the pressure
within the balloon.

[Instruction for Use]

Note: Before operating, assure the package and
production is unbroken.

@ Let both of the push block and pull rod backward
at the same time. Release the push block when the
volume of dilution contrast or other liquid absorbing
by the device meet the suitable quantity.

@ Keep the device upward, let the push block
backward and let the pull rod forward, exclude the
residual air in the syringe. If necessary, release the
push block and rotate the pull rod suitably, exclude
the residual air in the syringe.

@ Connect the luer locker to the balloon catheter,
keep the graduation line facing to the operator.

o Let both of the push block and pull rod backward,
exclude the residual air in the syringe.

@ Repeat the second step to exclude the residual air
in the syringe.



@ Release the push block, inflate the balloon
catheter by rotating the pull rod clockwise, and
deflate the balloon catheter by rotating the pull rod
anti-clockwise. When the pressure decline to no high
than 10atm, the pressure of the balloon catheter can
be released by making the push block backward.

@ Let both of the push block and pull rod backward,
and release the push block, the balloon catheter will
be vacuum.

@ The pressure could loss quickly by making the
push block backward, when the inflation device is
keeping pressure.

Note: Risks may occur when release the pressure too
quickly, the operator should operate suitably
according to clinical situation.

[Storage]

The product should be stored in a environment
where the relative humidity is not more than 80%,
the temperature is below 40°C, and there is no
corrosive gas, cool, dry, well ventilated and clean
environment.

[validity]
Two years

[Explanation of Symbols]

® Donotreuse & Useby
[EF Catalog Number ] Manufacture Date
Lot number E=H  sterilized using Ethylene Oxide

[T Consultinstructions for use @ Do not use if package is damaged
‘T Keep Away from Rain 7& Keep Away from Sunlight
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[Manufacturer]

Kossel Medtech (Suzhou) Co., Ltd.

ADD: Building 6, No.8 Jinfeng Road

Suzhou New District, Jiangsu, 215163, China
Web: www.kosselmed.com/cn

Tel: +86 512 87174080

Fax: +86 512 87174081

[EU Authorized Representative]

Name: MedPath GmbH

Add: Mies-van-der-Rohe-Strasse 8,80807 Munich, Germany
SRN: DE-AR-000000087

Tel: +49(0) 89 8130 6837

E-mail: info@medpath.pro
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