Instructions for Use -
please read attentively
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1% medEctoin®
Mouth &
Throat Spray Salvia

Read this information carefully before
you start using 1% medEctoin® Mouth
& Throat Spray Salvia. DO NOT THROW
THIS LEAFLET AWAY! It contains import-
ant information.

Intended Purpose:

1% medEctoin® Mouth & Throat Spray
Salvia is @ mouth and throat spray for
treatment of dry and irritated epithelia
in mouth and throat.

Indication:

1% medEctoin® Mouth & Throat Spray
Salvia is indicated for treatment of dry
and irritated epithelia in mouth and
throat and symptom reduction of in-
flammation of the mucous membra-
nes in mouth and throat in case of e.g.,
acute pharyngitis and/or laryngitis, sore
throat, common cold, or allergy.

Contraindication:

1% medEctoin® Mouth & Throat Spray
Salvia must not be used in the case of
hypersensitivity to medEctoin® or any of
the other ingredients of the device.

What is 1% medEctoin®
1 Mouth & Throat Spray Salvia
and what is it used for
1% medEctoin® Mouth & Throat Spray Salvia
is @ mouth and throat spray for treatment
of dry and irritated epithelia in mouth and
throat. 1% medEctoin® Mouth & Throat Spray
Salvia is a medical device which contains med-
Ectoin®, a natural cell-protective molecule
with inflammation-reducing and membrane-
stabilizing properties. It reduces symptoms

of acute pharyngitis and/or laryngitis, such
as sore throat, hoarseness, cough, and pain
on swallowing. Furthermore, 1% medEctoin®
Mouth & Throat Spray Salvia hydrates dry and
irritated epithelia and supports regeneration
by stabilization of the mucosal barrier struc-
ture. It supports the reduction of inflamma-
tions of the mucous membranes in mouth
and throat and reduces the duration of a sore
throat or hoarseness. It is recommended to
start usage at the first signs of hoarseness,
dry cough, swollen lymph nodes and a sore
throat. 1% medEctoin® Mouth & Throat Spray
Salvia relieves first symptoms such as hoar-
seness, dry cough, swollen lymph nodes and
a sore throat and prevents worsening. Addi-
tionally, preclinical data show that the med-
Ectoin® Hydro Complex and the stabilized
mucosal barrier structure help to reduce bac-
terial, viral and allergen ingression. 1% med-
Ectoin® Mouth & Throat Spray Salvia is a
mouth and throat spray with the pleasant tas-
te of Salvia. The spray is free of preservatives.

Warnings and
Precautions

Children younger than 2 years should not use
1% medEctoin® Mouth & Throat Spray Salvia.
If allergic reactions occur, the use of 1% med-
Ectoin® Mouth & Throat Spray Salvia must be
discontinued immediately. To ensure safe
hygiene, each spray bottle should be used by
one person only. Do not use for more than 3
months after opening. 1% medEctoin® Mouth
& Throat Spray Salvia should be kept out of
reach of children. Do not use if the device is
damaged or punctured. If you have used a
larger amount of 1% medEctoin® Mouth &
Throat Spray Salvia than you should, no ad-
verse effects are to be expected if you have
used 1-2 single doses too much once. If you
have used significantly more and if you expe-
rience discomfort, please notify a doctor. The
dosage recommendation should be followed.

What you need to know
before using 1% medEctoin®
Mouth & Throat Spray Salvia

There are no data available regarding interac-
tions between 1% medEctoin® Mouth & Thro-
at Spray Salvia and other mouth and throat
sprays or lozenges, therefore the usage with
other mouth and throat treatments is not re-
commended.



How to use 1% medEctoin®
Mouth & Throat Spray Salvia
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Always use 1% medEctoin® Mouth & Throat
Spray Salvia according to these instructions
for use. If not otherwise prescribed by your
healthcare provider, please apply 1-2 sprays
into the mouth and throat several times a
day. A maximum of 10 applications per day
should not be exceeded. Before using 1%
medEctoin® Mouth & Throat Spray Salvia for
the first time, shake the bottle and pump 2-3
times to release the air from the pump. If the
spray function is impaired (which might hap-
pen if the bottle is not positioned upright),
press the pump mechanism several times in
upright position.

1. Shake the bottle.

2. Hold the bottle upright in your hand and
place your index finger on top of the spray
head.

3. Open your mouth.

4. Hold the spray in front of your mouth and
press the spray head down quickly and
firmly to spray. Please do not breathe du-
ring application of the product.

5. Please leave the spray head outside your
mouth.

6. If you touched the inside of your mouth or
your tongue with the device, wipe the expo-
sed tip of the bottle with a clean lint-free cloth.

Possible side effects of 1%
medEctoin® Mouth & Throat
Spray Salvia

1% medEctoin® Mouth & Throat Spray Salvia
is well tolerated. Up to now, no regularly oc-
curring or persisting side effects are known.
Please inform your healthcare provider, phar-
macist, or the manufacturer of the product
if you notice side effects that are associated
with the use of 1% medEctoin® Mouth & Thro-
at Spray Salvia. If fever occurs, conditions per-
sist for more than 3 weeks or worsen, contact
your healthcare provider or pharmacist.

How to store 1% medEctoin®
Mouth & Throat Spray Salvia

The expiry date of 1% medEctoin® Mouth &
Throat Spray Salvia is printed on the box and
on the bottle. 1% medEctoin® Mouth & Throat
Spray Salvia must not be used after the expiry
date has passed. 1% medEctoin® Mouth & Thro-

at Spray Salvia should be stored between 2 °C
- 25 °C. The product can be disposed of with
household waste.
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If recommended by your doctor or health care
professional, 1% medEctoin® Mouth & Throat
Spray Salvia may be used after surgery and
trauma. Safety of Salvia during pregnancy and
while breast-feeding has not been established.
In the absence of sufficient data, the use of 1%
medEctoin® Mouth & Throat Spray Salvia du-
ring pregnancy and while breastfeeding is not
recommended. Children under 10 years and
patients unable to use 1% medEctoin® Mouth
& Throat Spray Salvia on their own should be
assisted during application of 1% medEctoin®
Mouth & Throat Spray Salvia. Should any seri-
ous incident related to 1% medEctoin® Mouth &
Throat Spray Salvia occur, please report it to the
legal manufacturer of the product at vigilance@
bitop.de and the responsible local competent
authority.
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20 ml solution

Additional
information

One spray contains 0.15 mL solution

Ingredients: 1% medEctoin®, Sea Salt, Phos-
phate Buffer, Xylitol, Sodium Cyclamate, Capry-
lic Acid, Mint QOil, Salvia Oil, Water.

Marketing Authorisation
Holder/Manufacturer/

Distributor
c E 0197

Date of information: January 2026

bitop AG

Stockumer Str. 28,
58453 Witten, Germany
www.bitop.de

Symbols

€. & ® @
CE mark with Period after  Please do not use if Keep out of
Notified Body opening the device is dama-  reach of children

number ged or punctured (blue)

25°C

@ © w
Forre-useona Please consider Temperature limi- Use by date
single patient  the instructions  tation (non-pou- (Expiry date)

for use (blue)

wl LoT

Manufacturer Unique Device Batch Code
Identification

ched ampoules) or EXP

Medical Device



