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Falient package Insert according to Pharmaclsts' Regulations (Preparations), 1986,

Carefully read the entire package insert before using this medication.

Compaosition: Each caplet contains:

Paracetamel 500 mg

Pssudoephedrine HOE 25 mg

List of inat¥ive ingredients: Povidons, Croscatmeliose sadium (approx. 1 mg sodium),
‘Magnesium stearate, Sllica colioidal anhytirous, Hyprometose, Tranium dioxide, Macrogol,
Pigments: E-$04, E110, E-333, Carnauba way,

Therapeutic action: DexamolSines Day Gare confalns two active ingredients:
Paracetamol - an analgesic and an antipyratic,

Pseudoephedrine HCI - a sympathomimelic amine which relieves runny nose, nasel and
ear congestion, accompanying a cold andfor sinusis.

Indications; This medicine Is inlended for symptomatic relief of cofd and nasal cobgestion
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Magneshum stearate, Silica colioldal anhydrous, Hypromatiose, Thanium dioxide, Macragel,
Pigmenhis: £-104, £-110, E-133, Camauba wax.

siitiad sdale e Ll Rl pagin dpitudi ¢ oy askalt o gall ol 30

JLICOVURNEECIUN LR R NS PN o gl b

O] ol 32085 e s o loat B Sl ata ko by 3 tah St s

Aol AN S 2 255 05 B By G 3Y1y BY

EOLTETERE PP Q7 S VIO [ S P B S L PN D S TP PR

Parasetame! 500 mg
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Paracetamol 500 mg
Pseudoephedrine HCE 25 mg
Paovidene, Crosoamaliose sodlum N1 X0 4 -0), 109D Man aennn nown
Magnesium stearate, Siica colloidal anhiydrous, Hyprometlose, Titanium dioxide, Macrogof,
Pigments: £104, E-$10, B-133, Carnauba wax.
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Do-not use this medicine if you are awate of any hypersensitivity to one of its ingredients.
Do nel use this mediclne ¥ you are taking moncamine oxidase inhibitors {MACY) (for

mi gfatmem of depression, lor instance} or within 14 days of stopping reatmen! with
5.
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Do not use this medicine witheut consulting your physician before beglnning
treatment if you are pregnant, if you sulter, or have sulfered in the pasl, fom dystunction
of the cardiovascular syslem, the eyes {9.g. glaucomal, the iver, the Kidney/urinary tract,
the thyroid, the prostate gland, from diabetes, hypertension, alcohofism of jaundice,

Warnings: Paracelahio! may cause darnage 1o he fiver in the following cases: when
administered at a dosago higher than the recommended ong, whan administared for
extended periods, when consuming alcoholic beverages during the trealment period,
wihen taking additional medicines that aftect the function of the fiver,

DDe not use tisis madicine frequently without consuiling your physictan {also see below -
Tosage").

Infom your physiclan if you are aware of any sensitivities to foods or drugs belore taking
lhis madicine,

Avoit exceeding the recommentded dosage If you consume aloohol or while fasu'f?.
Patients over 60 yaars old should consult their physician bafore taking this medicine
because they may be sensitive to medicines of this type,

Do not take additicnal medicines for reduciion of fever and relief of pain, or other cold
medicines, without ¢ King your physician or ph ist, in order fo avoid paracetarol
overdoseftonicily.

Drug Interactions: i you are taking other medicihes concurrently, or have just compieted
treatment with another medicine, Inform your physician in order 1o prevent hazards o7
inefficacy arising from drug interactions, panticuiarly If you are using: central nervous
system slimulants {appetite suppressants), anticoagulants, antidepressants,
antihypertensives and drugs for the hear, cough and cold preparations, drugs that increase
liver enzyme astivity such as barbiturates, phenytoln or carbamazepine (ised malnly for
epilepsy, solyures, psychiatric problems}; slampicin {antibiotics), aspinn or olher saficviates,
olher analgesics or anipyretics, anticorvulsanls as well 4s non-stercldal anl-inflamraatony
dnigs; metoclopramitie or domperidona (Used 1o Teat nausea, vomiting and olRer stomach
problems), cholestyramine (used 1o treat high blood fipid fevels).

Do rot take this medicing wilh any other paracetamob-containing products,
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Continued

Do net usa this medicine ¥ you are under treatment wilh medicines of the MAQI group
(for the freatment of Geprossion, for instance) or within 14 days of stopping treatment
with MAOI {see abeve).

Side effects: In addition 1o lhe desived effect of the medicing, some side offacts may
appear duting frealment,

Side effects recuiring special altention: Signs of alergy (such as: rash, skin kritation)
{rare}, dizziness, nervoiisness, nsomnia: discontinue treatment and contact vour physielan,
Side effects thal are generally caused by overdose and reguiring special attention;
Dizriea, Nereasti swoalng, ioss of appa'ﬁla. NaliSes 07 VOMITNG, SIeMAch Crarmps of
pain, swelling, pain or tenderness in the upper abdomen, Discontinve treatment and
contact your physician!

if you experience side effects not mentionad in this insen, ar if you feel any change in
your general heatth, contact your physician Immediately.

Sitle effects and drug interactions in chifdren and Infants: Parents should report to
the physician any side effect and alse any additional medicing teken by the chiis! Ses
ahove mentioned spaclal side effects and drug interactions,

Dosage: Unless otherwiss directed by the physician, the recommended dosage is:
Adults and chiidren over 12 years of age: $-2 caplels every 4-6 hours as heeded, Do
not exceed § caplets per 24 hours.

Chi!gzen aged 6-9 years; V2 caplet every 4-6 hours as needed, Do not excacd 3 caplets
per 24 hours,

Children aged 9-12 years: 12-1 caplet every 4-8 hows as neaded. Do nol exceed 4
caplels per 24 hous,

This medicine is ustally not intended for infants and childrern under 6 years old.

Consult your physician in the follawing cases: i tever lasts for more than 3 days or gels
worse; I the pain gels worse or lasts fur more than & days; T you do not have & fever and
your condition has rol improved within 7 days; if the pain{ul area is red or swollen; i the
sore throal is very painful, iasls for more than 2 days, or is accompanied by faver,
headache, skin rash, nausea andior vemiting; or in any case that new symptoms occur,
Directlons for use: Can be halved, can be crushed, This medicine should be laken with

water.
This medicing may be laken with focd,

Avaid poisoning! This medicine, and any other medicine shouid be keptin a closed
lace out of The feach of children and/or infants o avoid paisoning. ¥ you took an overdose,
or i accidentally, a child swallowed this medicine, refer immediately Yo a hospital emergemz
room and take the medicine package with you even if you feel well, because of the fis
of liver damags.
Do nat induce vomiting without being instructed by a physician!

edicines should not be laken in the dadkd Check the label and the dose gvery time you
1ake iis rédicing, Wear giasses Il you need them,
Sterage: Store i a cool and dry place.
Drygs retain thelt potency for a lmited period anly, even if kept in their recommendad
storage conditions, Please note the expiry date on the package, ¥ In doubt, consull with
the dispensing pharmacist. Do not store different medicines in the same contalnert
Registration nursber of the drug: 053 64 26488 00.

The format of this leaflet was determined by the Ministry of Health {(MOH} and its
content was checked and approved by the MOH.
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