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Package leaflet: Information for the user 1. What Desloratadine is and what it is used for Usein c_hlldrgn and_ gdolescgnt§ 3. How to take Desloratadine If you stop taking Deslorat_adlne _ N
L Do not give this medicine to children less than 12 years of age. ] B ) If you have any further questions on the use of this medicine, ask
I d' What Desloratadine is Other medicines and Desloratadine Always take this medicine exactly as your doctor or pharmacist has your doctor or pharmacist or nurse
Desloratadine is an antihistamine. told you. Check with your doctor or pharmacist if you are not sure. ’
Des Or(ﬂ'u ine 5 mg How Desloratadi y There are no known interactions bf Desloratadine with other Ad )I/t d adol y s 12 P ¢ d J
. ow Desloratadine works . ults and adolescents 12 years of age and over : :
film-coated tablets Desloratadine is an antiallergy medicine that does not make you %id;%lgf csi;)ctor or pharmacist if yL)U are taking, have recently The recommended dose is or¥e tablet or?ce a day with water, with flz P(;ss':h_; SIdt:: eﬂ:zds ide effects. althouah
desloratadine ~ drowsy. It helps control your allergic reaction and its symptoms. taken or might take any other me‘dicines. or without food. nl)tee?/err;t?oéi/”;ﬁls tr:z;].e e can catise side e, o
When Desloratadine should be used ; : ; This medicine is for oral use.
Desloratadine with food, drink and alcohol i i ; i
Read all of this leaflet carefully before you start taking this Desloratadine relieves symptoms associated with allergic rhinitis  pegjoratadine may be taken witht)r without a meal Swallow the tablet whole. Durlr;g the(dmf?rk(letgng gf D?;Iorataﬁme,' cas$sh9f Ser\:?Fe alleéglc
< : e . ; . . : reactions (difficulty in breathing, wheezing, itching, hives an
medlcme_ because it contains important |nfo_rmat|on for you. (inflammation of the nasal passages ca_used_ by an allergy, for Use in caution when taking desloratadine with alcohol. Regarding the duration of treatment, your physician will determine ¢ 11 ) have been reported 3e arel glf ol n%tice o of these
+ Keep this leaflet. You may need to read it again. example, hay fever or allergy to dust mites) in adults and . - the type of allergic rhinitis you are suffering from and will =ling) | portea very rarely. Ty Y
+ If you have any further questions, ask your doctor or pharmacist ~ adolescents 12 years of age or older. These symptoms include Pregnancy, breast- feeding and fertility determine for how lond vou should take Desloratadine serious side effects, stop taking the medicine and seek urgent
of nurse sneezing, runny or itchy nose, itchy palate, and itchy, red or watery If you are pregnant or breast-feeding, think you may be pregnant gy ' medical advice straight away.
E + This medicine has been prescribed for you only. Do not passit  eyes. ’ ’ ’ Y or are planning to have a baby, ask your doctor or pharmacist for :f y°l:; allezr%ic rhinitis is inkternfﬂttTnt (;;esezce ofksygmptoms for In clinical studies in adults, side effects were about the same as
A, : L . . advice before taking this medicine. €ss than & days per week or for 1ess than & weexs), your with a dummy tablet. However, fatigue, dry mouth and headache
3 on o others. [t may farm then, even iftheirsigns of iness are - Desloratadine is also used to relieve the symptoms associated Taking Desloratadine is not recommended if you are pregnantor  physician will recommend you a treatment schedule that will ! it 3 dum
H the same as yours. with urticaria (a skin condition caused by an allergy). These : | ion of the hi f i were reported more often than with a dummy tablet. In
£ * If you get any side effects, talk to your doctor or pharmacistor  gymotoms include itching and hives nursing a baby. \ depend on the evaluation of the history of your disease. adolescents, headache was the most commonly reported side
€ nurse. This includes any possible side effects not listed in this iof of ‘ ' Fertility ! If your allergic rhinitis is persistent (presence of symptoms for 4 effect.
© leaflet. See section 4. Relief o theis;je ?ymptt_o_rFs laStZ aI ull day and helps you to resume  Tpare is no data available on ma|:e/fema|e fertility. days.o.r more per week and for more than 4 weeks), your In clinical studies with desloratadine, the following side effects
- your normai daily activities and sleep. Driving and using machines | physician may recommend you a longer term treatment. were reported as:
What is in this leaflet At the recommended dose, this medicine is not expected to affect  For urticaria, the duration of treatment may be variable from Common: the following may affect up to 1 in 10 people
1. What Desloratadine is and what it is used for 2. What YO.U need to know before you take your ability to drive or use machines. Although most people do not  patient to patient and therefore you should follow the instructions fatique gmay P peop
2. What you need to know before you take Desloratadine Desloratadine experience drowsiness, it is recommended not to engage in of your physician.  dry mouth
3. How to take Desloratadine Do not take Desloratadine: activities requiring mental alertness, such as driving a car or If you take more Desloratadine than you should « headache
4. Possible side effects « if you are allergic to desloratadine or to any of the other operating machinery until you have established your own Take Desloratadine only as it is prescribed for you. No serious Adults
2. (I;Ig:/]vt ;cr)]tsstz?e”ieslaocrstaa:én;her I ingredients of this medicine (listed in section 6) o to loratadine. response to.the medlcflnal produc‘ft. problems are expecte.d with accidental overdose. However, if you During the marketing of Desloratadine, the following side effects
. p Warnings and precautions ges:orattadqmet c;nttams :aFthT ot have been o & tahke more tDesIoratane tr(;zlnmt ylou were told to, tell your doctor or were reported as:
Talk to your doctor or pharmacist or nurse before taking esloratadine tablets contain lactose. [f you have been fold by  — pharmacist or nurse immediately. Very rare: the following may affect up to 1 in 10,000 people
Desloratadine: your doctor that you hgve an |nto|:e_rgnce to some sugars, contact If you forget to take Desloratadine . sgvere éllergic reactigns y p ;00U peop
« if you have poor kidney function. . your doctor before taking this me?mmal product. If you forget to take your dose on time, take it as soon as possible, , 1o\ 1nding or irregular heartbeat
« if you have medical or familial history of seizures. ‘ then go back to your regular dosing schedule. Do not take a  fast heartbeat
| double dose to make up for a forgotten dose.
|
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Leaflet folded on middle with visibly first side (title);

PhC that comes out of the middle of leaflet must be visible!/
Navodila prepognjena na sredini z vidno prvo stranjo (naslovom);
pharma kodi, ki izhajata iz sredine navodila, morata biti vidnil
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Sifra/Article No.: xxxxxx

Emb. mat./Article name.:
xx PL. Desloratadine 5 mg

GB
Dimenzije/Dimension: 148 + 0,5 mm x 420 £ 0,8 mm
Material: papir tip B/Woodfree paper 50 g/m?
PhC 3t./PhC No.: xxx
Merilo/Measure: 1:1
Datum/Date: 04.04.2023
Izdelal/Prepared by: A. Mohori¢
Pregledal/Checked by: N. Regina
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+ stomach ache

« feeling sick (nausea)
* vomiting

* upset stomach

* diarrhoea

* dizziness

* drowsiness

* inability to sleep

Reporting of side effects

If you get any side effects, talk to your doctor or pharmacist or
nurse. This includes any possible side effects not listed in this
leaflet. You can also report side effects directly via Yellow Card
Scheme, Website: www.mhra.gov.uk/yellowcard or search for
MHRA Yellow Card in the Google Play or Apple App Store.

By reporting side effects you can help provide more information on
the safety of this medicine.
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* The other ingredients in the film: coating are: hypromellose
(E464), macrogol, lactose monghydrate, titanium dioxide (E171)
and indigo carmine aluminium lake (E132).

What Desloratadine looks like énd contents of the pack
Light blue, round, film-coated tablets with bevelled edges

(diameter 6.5 mm). :

Desloratadine is available in carton boxes of 7, 10, 20, 30, 50, 90
and 100 film-coated tablets in blisters and in plastic tablet

* muscle pain )
S . containers of 250 film-coated tablets.
* hallucinations 5. How to store Desloratadine .
« seizures ‘ . _ ‘ Not all pack sizes may be market‘bd.
+ restlessness with increased body movement Keep this medicine out of the sight and reach of children. Marketing Authorisation Holder
« rash Do not use this medicine after the expiry date which is stated on KRKA, d.d., Novo mesto, Smarje$ka cesta 6, 8501 Novo mesto,
g o liver inflam_mation . the packaging after EXP. The expiry date refers to the last day of Slovenia |
© + abnormal liver function tests that month. Manufacturers |
fl Not known: frequency cannot be estimated from the available data Do not store above 30°C. KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto,
£ « unusual weakness Store in the original package in order to protect from moisture. Slovenia |
s + yellowing of the skin and/or eyes Do not use this medicine if you notice any change in the TAD Pharma GmbH, Heinz-Lohmann-Strale 5, 27472 Cuxhaven,
§ * increased sensitlivity of the skin to the sun, even in case ofhazy  appearance of the tablets. Germany |
SE”’ and t‘:hUV I'ghtth forr] msriabncet to UV lights of a solarium Do not throw away any medicines via wastewater or household This leaflet was last revised in March 2023,
' cbange 'Tb (;wgy € heart beats waste. Ask your pharmacist how to throw away medicines you no \
abnormal behaviour longer use. These measures will help protect the environment. !
* aggression |
+ weight increased, increased appetite . . ‘
chil dgren P 6. Contents of the pack and other information |
Not known: frequency cannot be estimated from the available data ~ \What Desloratadine contains . ‘
« slow heartbeat + The active substance is desloratadine. Each film-coated tablet :
« change in the way the heart beats contains 5 mg desloratadine. , , !
+ abnormal behaviour + The other ingredients in the tablet core are: microcrystalline |
+ aggression cellulose (E460), hypromellose (E464), hydrochloric acid (E507), :
sodium hydroxide (E524), maize starch, lactose monohydrate | .
and talc (E553b). | ( {Q KRKN
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