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Endoscopic Spray Device for Glubran® 2 Surgical Glue
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Features (Description of device)

The ENDONEB class Ila medical device allows the application of Glubran®2 Surgical Glue in spray formin
digestive endoscopy procedures. It is suitable for use with both ?astroscopes and colonoscopes with an working
channel of not less than 2.6 mm. For Glubran®2 applications, refer to the Intended Use in the Technical Data Sheet.

The system consists of:

©

Figure 1

« Asteel canister (Fig. 1, No. 1) housed in two polycarbonate half-shells.

- Two hoses (figure/point 2) with blue and red stopcocks (figure/points 3 and 4) for non-toxic, non-flammable
gas flow out of the canister valve through the upper half-shell. The two valves are in the closed position (OFF)
as shown in the figure.

- Above the upper half of the shell and integral with it there is the syringe connection housing (figure/point 5).

« Aflexible catheter with a functional length of 2 m, composed as follows:
- internal catheter (figure/point 6) through which the propellant gas and Glubran® 2 flow in spray mode.

- outer sheath, diameter 2.4 mm, with protective function for the catheter that runs inside it. The gas for
cleam’ngi the final section passes through this outer section. The outer sheath ends with a notch (figure/point 8)
which allows the identification of the 2 cm working exit length from the endoscope.

« A connection base, located at the proximal end of the catheter (figure/point 9), to which the gas tube with red
stopcock is connected.

* Aunitat the rear end (figure/point 10), to which the gas tube with blue stopcock is connected, and to which, via a
female luer connector, the syringe into which Glubran®2 is withdrawn is connected. This unit, thanks to a hinge
anchorage (figure/point 11) is kept integral with the two underneath gas tubes.

« Two truncated tip needles and two syringes (figure/point 12), both with luer connector, intended to withdraw
Glubran®2 from the single-dose vials, supplied separately.

Intended use

Application of Glubran® 2 as a spray in digestive endoscopy procedures for the treatment and prevention of post-
resorptive bleeding of the gastrointestina?mucosa and sub-mucosa.

Indications

Indicated for an adult population subject to digestive endoscopy procedures for the treatment and prevention of
post-resorptive bleeding of the gastrointestinal mucosa and sub-mucosa.

Warnings

A\ The spray device must only be used by physicians experienced in the use of the system.

/\ Do not use the product if the package has been damaged or tampered with.

A\ The productis single-use.@

/N The device can be used a maximum of two times during the same operation on the same patient.

/N The device cannot be reconditioned or re-used or re-sterilised after it has been opened for the first time. Reuse
poses a risk of infection to the patient due to loss of sterility of the contents.

A\ Toaim Glubran® 2 correctly and safely, please read point 9 of the ‘Instructions for Use’ carefully‘@

A\ The gas canister is a pressure vessel. It must be protected from sunlight, must not be exposed to temperatures
above 30°C and must not be perforated or burnt even after use. Once activated, the canister must always be
kept in a vertical position.

A\ Before using the spray always check that the system is functioning correctly by performing a spray test on a
surgical drape.

A\ To minimise the risk of unwanted obstruction of the spray device, keep the tip of the catheter approximately 2
cm away from the bleeding site.

A\ After using Glubran® 2, to avoid possible damage to the endoscope, the internal catheter should be retracted
into the protective sheath before removing the spray device from the working channel.

A\ Atthe end of sur ery, empty the gas canister completely before disposing of the spray device, leaving the red
and blue stopcocks open to prevent any residual gas from interfering with the disposal procedurel.

A\ Use protective glasses during the procedure. In the event of accidental contact of Glubran® 2 Surgical Glue
Wlith the e\(/jes, immediately flush with water. If the product has polymerized, it will detach spontaneously after
about 2-3 days.

A\ The system may not be used to spray liquids other than Glubran® 2. Read the instructions for use of the
Glubran® 2 medical device before use.

A\ The manufacturer will not accept any responsibility for damage caused by improper use or use other than as
indicated in this Instruction Sheet.

A Failure to adhere to the times indicated in this instruction sheet for opening and closing the gas may resultin
failure to complete the procedure.

Disposal

Once used, dispose of the device according to local procedures and guidelines.

Storage
The product must be protected from sunlight and stored at temperatures not exceeding 30°C.

Expiry date

The expiry date is shown on the package.
Sterility

The product is gamma-sterilised .

The product does not contain latex.

Contacts

Any serious incident occurring with the device must be reported to the manufacturer GEM srl and to the competent
authority of the Member State in which the user and/or patient is established.

Product Code

G2- NBT- ENDO

Methods of use The device must be adequately prepared and activated to ensure correct functioning.
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2) Remove the needle and carefully screw the
syringe containing Glubran®2 to the luer
connection of the rear unit (1), tilting it upwards
from the hinge to facilitate the operation. Hook the
syringe in the housing above the upper half of the
canister (2).

1) Aspirate 1 ml of Glubran®2 into one of

the syringes provided, using a needle with

a truncated tip. Remove the device from its
packaging under sterile conditions and unwrap
the entire flexible catheter, anchored in the tray
by three flexible plastic arches.

3) Press the two halves of the canister so that
they engage. The sound of two to three clicks is
indicative of successful engagement.

5) To check whether the gas is operative, pull out
the tip of the internal catheter (figure/point 6):
retract the outer protective sheath by pulling on
the plastic tabs on the connection at the end of
the catheter. This makes the tip of the internal
catheter protrude by approximately 2 mm.

4) The canister is now activated and must

be kept in a vertical position at all times. If
necessary, place it in the appropriate housing in
the thermoformed sheet.
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6) Turn the blue stopcock to the open position
(ON) and make sure that gas flows from the tip
of the catheter.

7) Close the gas again by turning the blue
stopcock to the OFF position and retract the
internal catheter into its protective sheath by
pushing forward the plastic tabs located in the
base of the connection at the end of the catheter.
to spray.

8) Insert the flexible catheter into the
endoscope’s working channel, pulling it out as
far as the black mark on the outer protective
sheath. Once in position, retract the outer
protective sheath, as indicated in step 5, in order

9) Open the gas from the blue stopcock to the
ON position and press down on the syringe
plunger to spray Glubran®2. Keep a distance of
at least 2 cm from the tissue and apply a small
amount of product to form a thin film).

10) After applying the product, close the gas
by turning the blue stopcock back to the OFF
position. Before removing the spray device
from the working channel, retract the internal
catheter into the protective sheath as indicated
instep 7.

Cleaning the internal catheter for a possible second spray:
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catheter for at least 3-4 sec (a). Then close the
blue stopcock (b) and open the red stopcock

(c). Release gas from the external catheter for
3-4 sec (d). Keeping the gas open from the red
stopcock, retract the internal catheter into the
outer protective sheath (e) as indicated in step 7.

' ~\ [f further spraying of Glubran® 2 for the Allow the gas to flow for 3-4 seconds to ensure SOLUTION
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ATTENTION: To complete the procedure correctl

, the gas opening and closing times indicated in this instruction sheet should be observed.



