DEXAMOL® COLD DAY CARE, CAPLETS

Patient package insert according to Pharmacists’ Regulations (Preparations), 1986.

This medicine can be sold without a

physician's prescription

Each caplet contains:

Paracetamol 325 mg
Guaifenesin 200 mg
Pseudoephedrine HCI 25mg
Dextromethorphan Hydrobromide 10 mg

For list of excipients, please see section 6.

Read this entire leaflet carefully before you
start taldn%:_nhis medicine, This leaflet contains
concise information about the medicine. If you
have any further questions, ask your physician or
pharmacist.

This medicine is intended for use in adults and
children over 12 years of age only. Under this
age, refer to your physician. Use in the correct
manner. Consult your pharmacist if you need
additional information.

Refer to your physician if the fever lasts for more
than 3 days or if the symptoms of your fliness g]et
worse or do not improve within 3 days despite the
use of the medicine or in any situation where new
symptoms appear.

1. What is the medicine used for?

Symptomefic relief of cold, cough and nasal
ooergesﬁon accompanied byfevergand pain, day
care medicine.
Therapeutic group:
Rt et
- in - re
phlegm and secrefions acoumuiated in the
respiratory fract due fo cold.
- Pseudoephedrine Hydrochloride -
pathomimetic amine which relieves runny
nose, nasal and ear congesfion,
accompanying a cold and/or sinusiis.
- Dextromethorphan Hydrobromide -
sup;i‘rjesses coughing that accompanies
a cold.

2. Before you take the medicine:
Do not use the medicine if:

= You are pregnant or breastfeeding.

* You are under 12 years old.

. Yolrjedgre h rsengm: to tr:je achté‘v?e
ingredients (paracetamol, pseudoephed-
rine, guaifenesin or dextromethorphan) or
to any of the other ingredients of this
medicine or to other decongestants.

* You are ftreated concomitanty with
medicines of the following ﬂlrxaps:
monoamine oxidase inhibitors (MAQIs)
‘(s'ig. for the freatment of depression) or

ithin 14 days of stoppinq treatment with
them; SSRIs (serotonin selective reupiake
inhibitors); decongestants, other cough
and cold medicines, beta-blockers (e.g. for
the treatment of heart problems or hypertension ),

* Do not use this medicine for the relief of
chronic cough.

* Do not use this medicine concomitantly
with other  paracetamol  containing
medicines. (If you are not sure whether
the medicine that you are taking contains
paracetamol, consult your physician or

Phamlausi)‘ o

* Ifyou suffer from the following diseases or
conditions: hypertension, heart or vascular
disease, severe liver or kidney disease,
overacive  thyroid Fland, increased
intraocular pressure (glaucoma), prostate
gland problems, a cough accompanied by
excessive phlegm or that lasts long,
difficulty breathing, lung disease or
diabetes.

Special wamings regarding the use of
this medicine:
* Before taking Dexamol Cold Day Care
tell your physician if:

o %ﬁ% or have suffered in the past
impaired funy e respi
impaired function of the respi

system (e.g. asthma, long lasting coug
with excessive phlegm, chronic
bronchitis, or cough accompanied with
fever, rash or lasting headache), the
heart andior blood vessels, the liver, the
kidney (eg. a tumour of the
phaeochromocytoma Aﬁor urinary
fract, the thyroid gland, nenvous

o you suffer or have suffered in the past

m  hypertension, coronary arferial
disease, increased intraocular
pressure  (glaucoma), epilepsy,
alcoholism, jaundice (including a
disease caused by alcohol
consumption), enlarged prostate
gland, problems with urinating,
iabetes or increased restiessness.

o you suffer from fever, rash or

permanent headache.

o tyt?uaeovermeageofso,aspgﬁentsat

is age may be sensive fo
decongesive medicines.

o youare sensifive to any food or medicine.

o you suffer from arthritis and have to

take pain relievers every day.
* Do not use this medicine frequently without
consuling your physician.
* Avoid taking a high d (even if at the
recommended limit) of this medicine while

fasting

* This medicine contains paracetamol that
may cause damage to the kidney and liver
in the following cases: when administered
at a dosage higher than recommended or
for an extended period, when consuming
alcoholic beverages during the treatment

period or when taking additional medicines
that affect liver function.,

= Do not take additional medicines for fever

reduction and relief of pain, or other cold
medicines, without ~consulting  your
physician or pharmacist - in order to
prevent paracetamol overdose/ toxicity.

Do not take addtional medicines of the
"Dexamol' group ~ andlor  additional
paracetamol-containing medicines.

If you have developed dermal side effects
in the past resulting from taking products
containing paracetamol, do not take
products containing paracetamol fo avoid
severe skin manifestations from recuning.
If you are about to take a urine test, you
should inform your physician regarding
taking this medicine, as treatment with this
medicine may affect the test results. You

should also inform your physician if you
have recently ﬁnishgdgJ tearlrnenphys t with ¥hols
medicine.
Please tell your physician or ist if
et medogs, nckckng o prscTpion
includin: jon
drugs and nunﬁ.lﬁ'ﬁonsu : nts.

Especially inform your physician or pharmacist if

youa

re taking: .
medicines affecting the central nervous
system (eg: appefite suppressants,
medicines used to treat congestion or
asthma), antiallergics or medicines that
cause sleepiness, mental health medicines
B bl go Doy et
ic group ic antidepressants),
sedatives and hypno?c[é.

- anﬁooadgulants (warfarin)

- methyl

opa and other antihypertensive
medicines and medicines used fo freat
heart problems rSsuch as: alpha blockers,
amiodarone,  digoxin  or  quinidine);
medicines that increase liver enzyme
activity such as barbiturates, phenytoin or
carbamazepine (used mainly for epilepsy,
seizures, psychiatric problems); additional
medicines for the treatment of convuisions
or Parkinson's disease; rifampicin (antibiotic ),
probenecid (for the treatment of gout).
er salicylates, nal pain
i salicylates, additional pai

- gpm‘n or
leving or fever reducing medicines,

non-steroidal anti-nflammatory drugs or
medicines for arthritis, medicines for the
treatment of migraines (Ergot alkaloids).

- metoclopramide or domperidone (for the

t of nausea, vomiing and other
stomach problems); cholestyramine (for
reduction of the blood cholesterol level),
medicines that may cause dryness of the
mouth, oral contraceptives, oxytocin (for
induction of labor and cessation of
excessive bleeding after birth).

- do not take this medicine with other

paracetamol-containing medicines,
monoamine oxidase inhibitors (MAOIs),

SSRIs (selective serotonin reuptake
inhibitors), decongestants, other cough
and cold medicines, beta blockers - see
also section "Do not use the medicine if "
Use of this mediicine and alcohol consumption:
Do not drink alcoholic beverages during the
period of treatment with this medicine due fo the
increased risk of liver damage.
Pregnancy and breastfeeding:
Do not use this medicine if you are pregnant or
breastfeeding.
Use in children:
This medicine is intended for adults and children
B s racts by oy s
effects and any additional medldmgwe'lto?gmid.
Driving and use of machinery:
Use of the medicine may impair alertness and
therefore rgquires cautinréh when driw'dng avehicle,
operating dangerous machinery, and any a
that re?qguiresg aleriness. Ch%ren shgulm
wamed against riding a bicycle or playing near
roads etc.
3, How to use this medicine
Check with your physician or pharmacist if you
are not sure.
Unless otherwise instructed by the physician, the
recommended dosage is:
Adults and children over 12 years of age: 1-2
caplets every 46 hours, up to 4 times a day.

In concomitant use with Dexamol Cold Night
Care, replace a dose of Dexamol Cold Day
Care, with a dose of Dexamol Cold Night Care
and do not take it as a supplement to the above
maximum recommended dosage of
Dexamol Cold Day Care.

Wait atleast 4 hours between one dose and the next.

Do not exceed the dose recommended by the
physician or pharmacist.

Swallow the medicine with water, it may be
halved or crushed.

If you accidentally took a higher dosage or
if a chid has accidentally swallowed the
meﬁicinie'é |pmueed immediately to adphgngicianmcr
a hospital emergency room and bring the
package of the medicine with you! Do not induce
vomiing unless explicitly instructed to do so by
your physician! Even if you feel well, immediate
geatmer_\t is e:ssergial tgﬁ :Inf the risk of
leveloping serious damage to the liver.

Side effects may occur such as diamhea,
excessive sweating, poor appefite, nausea or
vomltln[?, stomach cramps or pain, swelling, pain
or tendemess in the upper abdomen, acute
inflammation of the pancreas and they may not
reflect the damage to the liver.

In addition, adverse reactions may appear such
as: blurred vision, confusion, urinating difficulties,
slow breathing, excessive nervousness,

drowsiness.

Do not take medicines in the dark! Check the
label and the dose each time you take your
medicine. Wear glasses if you need them.

4. Side effects:

Like all medicines, Dexamol Cold Day Care can
cause side effects, although not everybody gets
them. Do not be alarmed while reading the list of
side effects. You may not suffer from any of them.
The side effects in the elderly may be more serious.

Stop use of this medicine and refer to your
physician immediately if the following

of allergy such as: rash, itching skin

aommﬁgaied by sweling of the face,

!ifs, tongue, throat that may cause breathing
I'l b|<§1Iﬁ&mfshorlnessofbnea1h,.'mrellingofh‘le
Imos.

* lack of appefite, dryness of the mouth that
may cause an increase in caries (it is
recommended to use artificial saliva and
Iéeep ordl  hygiene),  nervousness,

rowsiness, anxiely, agitation, paranoia,
confusion or over excitement, sleep
disturbances,  dizziness,  indigestion,
hallucinations, difficulty urinating especially in
men suffering from a prostate problem,

ap?eau"gigns

kidney da (with prolonged  use),
imegular mgn( rate, palpitaﬁons),
hypertension.

* paracetamol can in rare cases cause the

appearance of acute skin diseases that
may have signs such as: redness, rash,
blisters, mouth ulcers, skin peeling,
extensive skin damage.
Acute skin side effects may occur even ifin
the past you have taken medicines
contaning  the active  ingredient
paracetamol without a problem.

= extreme fatigue, tendency to hemorrhages,
hleedmi'ré% and unusually high tendency of
coniracting infecions - these symptoms
may indicate blood system disorders
(decrease in the number of blood cells),
such as anemia,
thrombocytopenia, pancytopenia,
agranulocytosis, leukopenia or
neutropenia.

* nausea, sudden loss of weight, poor
appefite and yellowing of the skin and eyes.

= cough or nasal congestion that lasts for

more than 7 days, recurs or is accompanied
by fever, rasha,ﬁmight loss, shortness of
breath, chest pain or persistent headache.

* side effects resulting from overdose (see
section "If you accidentally took a higher
dosage").

Addiional ide effects:
Headache, nausea, vomiting, diarhea, bad
dreams, ringing in the ears, tension, tremor.

If any of the side effects gets worse, or if
suffer side effects not mentioned in the leaflet,
consutt your physician.

5. How to store the medicine
= Avoid poisoning! This medicine, and all
other medicines, must be stored in a safe
place out of the reach and sight of children
and/or infants, to avoid poisoning. Do not
induce vomiting unless explicilly instructed
to do so by your physician.
* Do not use the medicine after the e)gﬁi]ry
date (eﬁo. date) stated on the package. The
expiry date refers to the last day of that
mo

nth.
* Slore ata temperature below 25°C.
* Store in the onginal package.
6. Additional information
In addition to the active ingredients, this
medicine also contains:
mmellose  sodium, falc,  povidone,
hypromellose, magnesium stearate, fitanium
dioxide, siica colloidal anhydrous, methyicellulose,
W' camauba wax, pigments; E-133, E-124,

Each caplet contains approximately 3 mg of Sodium.
What the medicine looks like and
contents of the package:

Light blue caplet with a score line on both sides.
Each package contains 10, 16, 20, 30, 48, 50 or
100 caplets in blisters.

Not all package sizes may be marketed.

Drug registration number at the
national ‘medicines registry of the
Ministry of Health: 057 04 26978 00

This leaflet was checked and approved by the
Ministry of Health in 03/2014.

Dexamol Cold Day Care PIL PB0815-01

Manufacturer and registration holder Dexcel® Ltd

1 Dexcel St., Or-Akiva 3060000, Israel



