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1. Product Information

(1) Product Name: INJET INFLATOR

(2) Model Name: AIA2030 (Length of tube: 312.2 mm), AIB2030 (Length of tube: 512 mm)
(3) Classification: Dilator, balloon / Balloon inflator

(4) Indication: Balloon angioplasty

(5) Contact Characteristic: The device does not contact human body

(6) Technical Specification
1) Volume: 20 ml (cc)
2) Maximum pressure: 30 ATM (440.88 psi)
3) Pressure gauge accuracy: £1 ATM (1 BAR, 14.7 PSI)

 Manufacturer

1) OSSTEM CARDIO Co,, Ltd.
2) (02048) #305, Shinnae-Technotown, 123, Bonghwasan-ro, Jungnang-gu, Seoul, Republic of Korea

+ EC Representative
1) CMC Medical Devices & Drugs S.L.
2) C/ Horacio Lengo n18, C.P 29006, Malaga-Spain

2. Intended Use

The device is designed to inflate/deflate balloon catheter or other interventional device, as well as to

monitor pressure within the balloon.

3. EXT

60 months from date of manufacture

4. Package unit

1set / 1Tbox



5. Operating Method

(1) Preparation and connection

(1) Connect the device with 3-way stopcock, and syringe charged with contrast medium.

(2) Unlock(rh) the device, aspirate up to 20mL of contrast solution into the syringe by pulling the
handle.

(3) Thoroughly remove all air by Lock(ﬁ) the device, and lightly tap the device with hand to send
air bubbles upward and rotate the handle clockwise to push out the collected air. Unlock(rh) the
device, and lightly tap the bottom of the device against table to push the air bubbles up and out.

(4) Close 3-way stock, Iock(ﬁ) the device, this will close the system.

(5) Make sure pressure gauge is indicating O.

(6) Prepare and test the balloon catheter according to the catheter manufacturer's directions for use.

(7) Create a fluid-fluid connection between the balloon and inflator, connect securely.

Loose connect between parts may cause water leakage or air inflow.
(8) To apply vacuum to the balloon, unlock(rh) the device, pull back the handle and Iock(ﬁ) the
device.

(2) Inflation and deflation

(1) To inflate, rotate the handle clockwise until the desired pressure is reached. Device must be
Iocked(&) and it will maintain the pressure.

(2) To deflate while the device is locked, rotate the handle counterclockwise.

(3) To deflate quickly, unIock(rh) the device and pull the handle. Lock(ﬁ) the device if wish to
maintain the pressure.

(3) After use

Device must be disposed according to applicable regulatory requirement.

"o 7]

“Single use” “Do not reuse” "Do not resterilize”

6. Caution

(1) Note



1) Refer to the manufacturer's directions accompanying the balloon dilatation catheter or other
interventional device for specific information on use, maximum inflation pressure, precautions, and
warnings for that device.

2) Loss of pressure may indicate a leak in the system

3) Check shelf-life of the device. Do not use if expired.

(2) Precaution

1) Check the device package for any damage, and do not use if the package is damaged.
2) Check for device damage. Do not use if there is any sign of damage on the device.

3) Check shelf-life of the device. Do not use if expired.

(3) Warning

1) Inspect the system thoroughly to make sure there is no air inside.

2) The device is designed for single use only. Do not reuse the device.

3) Watch the pressure gauge closely to make sure it's properly functioning.

4) Used device shall be disposed, following applicable regulation to disposal of medical waste with
potential biological hazards.

5) Be careful not to apply direct impact to the pressure gauge when removing air. This may damage

the Pressure gauge and cause problems with the gauge needle indicating the wrong value.

(4) Contraindication

Since indications that require application of the device under evaluation vary from sinus surgery, which
its severity level is comparatively lower compare to angioplasty which could be direct cause of death if

left untreated. Provision of treatment shall be determined by physician.

7. Storage

Store in a dry, dark, cool place at room temperature.

8. Sterile



Sterilized with ethylene oxide gas. Non-pyrogenic.

9. Possible Side Effects

1) Death (pulmonary / air embolism)

2) Dissection of blood vessel

3) Temporary heart disorder (bradycardia, short term hemodynamic instability, ventricular

fibrillation) due to procedure delay
4) Sepsis
5) Pain (with/without procedure delay)
6) Procedure delay

10. Patient Population

All patients determined by the intended user to provide interventional procedure requiring inflation

device, regardless of age, gender, and

other clinical conditions.

11. Devices Normally Used Together/Compatibility

No. Devices Compatibility
1 Balloon catheter ISO 80369-7
2 Syringe ISO 80369-7
3 Contrast medium + Check balloon catheter instructions for recommended
4 Normal saline medium, if any, for specific mixture requirements

B Graphical Symbols for Medical Device Labeling
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Description Symbol Description Symbol
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