MEDNEXT BIOTECH LIMITED LORIT-MD TABLET

1.3.2 Notice

Read this leaflet carefully before you start taking this medicine.
Keep this leaflet. You may need to read this again.
- If yvou have any further questions, please ask your doctor or pharmacist.
® This medicine is prescribed for you personally and you should not
pass it on others. t may harm them, even if their symptoms are the
Same as yours.

- Desloratadine Mouth
or. =." I » 8 Dissolving Tablet

A.What is Lorit Mouth Diss olvent tablets is and what is itused for?
What is L orit Mouth Dissolvent tablets:
Lorit Mouth Dissolvent tablets contain desloratadine which is an antihistamine.
How does L orit Mouth Dissolvent tablets works:
Lorit Mouth Dissolvent tablets s a medicine against allerngy that does not make you drowsy. It helps contral your
allengic reacfion and i s sympioms.
When Lorit Mouth Dissolvent tablets s hould be used:
Lorit Mowth Dissolvent tablet relieves symptoms associated with alkergic rhinitis (nasal inflammation caused by an
allergy, for example, hay fever or allergy to dust mites) in adults and adolescents 12 years and older. Thase
symptoms include sneezing, runny or ibtchy nosa, lichy palate, eyesitchy, red or waterny.
Lorit Mouth Dissolvant ablat is akso usaed o raieve he sym associated with urticaria (a skin condition caused
by an allergy). These symptoms include itching and hives. Relief of these symptoms lasts afull day and helps you to
continu e your nomnal daity activities and presanes your sleap.
2. Wihat is the informationto know before you take Lorit Mouth Disso hrent tablets
Mevertake Lorit Mouth Dissolvent tablet -if you are allergic tothe loratadine orto any of the otheringredients of this
medicine {Ested in secfion ).
Warnings and Precautions
Consult with your doctor, pharmacistor nurse before taking Lorit Mouth Di ssol went tablets:

Ifyou have kidney disease, Do notgive thismedicine tochildren under 12 years,
Other medicines and Lorit Mouth Dissolvent tablets
There are no known inleractionsof LoritMouth Dissolvent tablets with other medicines.
Tell yourdocikor or phamadcist if you are taking, have recently taken or might take any othermedicines .
Lorit Mowth Dissolvent tablets with food
Lot Mouth Dissolvent tablets can be taken with orwithout food.
Pregnancy, lactation arnd fertility

If you are pragnant or breast feeding or planning o become pregnant, ask your docior or phamnad st before aking
this medicine. Taking Loarit Mouth Dissolventtablets is not recommended ifyou are pregnant or breast feeding.
Fertility: No data are available on fertili tyin humans,
Driviing andu sing machines
At fhe recommended dose, it is unllkely thatthis medicine affiects your ability todrive or operate machinerny. Although
mast people do not experence drowsiness, it is nevertheless recommended totest your response to this medication
before parforming aciivities requiring alertness such as driving or operating machineny.

Lorit Mouth Dissolvent tablets contain lactose. If your doctor has old you that you have an intolerance to some
sugars, contact your docior before taking this medicine.
3. How to take Lorit Mouth Dissolvent tablets?
Adways take this medicine exactly as your doctor or phamacist. Check with your doctor or phammacist if you are
unsune,
Adults and adoles cents 12 years and older: The recommendead dossisonetablet once a day with orwithout water
orwithout food. This medicameantis for the oral route.
Before use, openthe blister and gently remove: the Mouth Dissolwent tablet without crushing it Placein your mouth
and itwill disperse immediately. Water and otherdrinks is not neaeded 1o swallow the dose. Take the dose immediately
after removal from the blister
Regarding the duration of treatment, your physician will determing fhe type of allergic rhinifis you are sufiering from
and will determine how bong you should take Lot Mouth Dissolwvent tablets,

Ifyour allengic rhinitis isintermittent (presence of symptoms for less than 4 days per week or over a period ofless than
4 weaks), your phy sician will recommend this treatment for a period that will depend on the assessmeant of the histony
ofyourdisease.

If your allengic rhinitis is persistent (presence of symptoms for 4 days ormone per week and formore than 4 weeaks),
your physician may recommend thistreatment for a konger durati on.

For urticaria the duration of treatment may be varable from patient to patient and therefore you should follow your
doctor's instructions.

If you take more Lorit Mouth Dissolvent tablet than you should take Lorit Mouth Dissolvent tablet only as
fior ywou. Mo serdous problems are expecisd with accidental overdose. Howewver, if you take more of Lorit Mouth
Diiss ol veant tablet than you should, tell your doctor, phamacistor nurse / era.
Ifyou miss Lorit Mowth Dissolvent tablets

If you forget to tak e your dose on time, take - as soon as possible and continue: your regular dosing schedule. Do not
take a double dosatomake upthedose you missed.
If you stop takin gL orit Mouth Dissolvent tablets

Ifyou hawve further questions on the use of thismedicine, ask your doctor, phammacist ornurse ..
4. Wihat are the possible side effects?
Like all medicines, this medicine can causs side effects, although not everybody gets everyone. During the
marketing of Lorit Mouth Dissolvaent tablets, cases of severse allergic reactions {dfﬁﬂ_ll'ly in breathing, wheezing,
tching, hivesand swelling) have been reporned very rarshy.

Ifyou experienceany of these sideeflfects, stop taking the drug and seck emeangenc y medical attention.

Indinical trialks in adults, side effects were about the same as those observed with a tablet placebo. However, fatigue,
dry mouth and headache were reported more often than with a dummy tablet. In adoescents, avil head was the
adverse &ﬂﬁctrnns‘ttnlhrrnrly reported. In clinical trials with Lorit Mouth Dissolwent tablaets, the following adwarse
reactions have bean
Common: may affect up to 1 in 10 people: Tiradness = Dry mouth - Headache
Dwring the marketing of Lorit Mouth Dissolvwenttablets, the foll owing advers e reactions have beenreported:
WVery rare: may affectup to 1 in 10,000
Severe alergic reactions, Rash, lmegular heart beats orintense, Rapid heart beat, Stomach pain, Mausea, Vomiling,
LUpset stomach, Diarrhea, Dizziness, Drowsiness, Insomnia, Musdcle pain,Hallucnations, Sefrures, Restlessness
with increased bodymovem ent, Liver inflammation, Abnomalliver function tests.,
Mot krnown:
Theocoumance of frequency cannot be esfimated from the availlable data:

Increaseaed skinsensitivity tothe sun, incuding in cases of sunlight, as well asultraviclat (LUW) e.g. UV rays.

g side effects: f you get any side effects, talkyour doctor, your phamaci St or your nurse.

This alsoapplies toany possible side effects notlisted inthis leaflet.
Wou can al so report adverse effects directly through the national reporting sy stem described in Annex W,
By reporting side effects, you are helping to provid e more inform ation on the safety ofthedrug.
5. How to store Lorit Mouwth Dissolvent tablets 7

Store balow 30°C Protectfrom EBght & moisture.
Keepoutofreach of children.
6. Contains and other Packaging information?
Whatlorit mouth dis solvent tablets contains ;
Theactive substanceisDesloratadine BPF Smg.
The other ilgredients are Lactose, Micro crystaline cellulose, Cross carmilosse sodium Sodium stanch gycolate,
Aerosil, Acesuifame-k, Talocum, Magnesium stearate, Dry Flavour :Orange.
Presntation:
Tablets are packed inAlu-Alu strip cartons of 10, 20, 1 00 tablats,
Al sizas may be marketed.
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Veuilleaxz lire attentivement I'intégralité de cette notice avant de prendre ce
médicament.
- Garder cette notice. Vous pouvezr avoir besoin de la relire.
- Siwvous avezr d'autre guestion, si vous avez un doute, demandez plus de
information SVFP a votre médecin ou pharmacian.
- Cetite médicament vous a &té personnellemeant prescrite. Ne le donnez
Jamais a quelgue un dautres, MEme an de symp identiques cala
pourrait lul &tre nocif.
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