PARAMOL® AF & SHIUL DAY CARE, cAPLETS (Life)

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

This medicine can be sold without a

physician's prescription

Each caplet contains:

Paracetamol 325mg
Guaifenesin 200mg
Psaudoephedrine HCI

25mg
Dextromethorphan Hydrobromide 10 mg

Forlist of excipients, please see section 6.
Read this entire leaflet carefully befum you
start taking this 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
aﬁlldren over 12 years of age only. Under this
age, refer to your physician. Use in the cnrrect
manner. Consult a'our aastrf U need
addrnonal |nfom1a ician if
the fever lasts for more than days or if the
symptoms of your illness get wors or do not
improve within 3 days despite the use of the
medicine or in any situaion where new
symptoms appear.

1. What is the medicine used for?
Symptomatic relief of cold, cough and nasa\

oong&sllon accompanied by fever and pain, day
re medicine.

Therapeutlc group:

Paracetamol - pain reliever and fever reducer.
Gua:lenmn expectorant that helps release
phiegm and secrefions accumulaled in the
respiratory tract due fo cold.

Pseudoephedrine Hydrochloride -
sympathomimetic amine which relieves runny
nose, nasal and ear congestion accompanying
acokd and or sinusits.

Dextromethorphan Hydrobromide - suppresses
coughing that accompanies a cold.

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

* You are pregnant or breastfeeding.

* Youare under 12 years old,

* You are hypersensitive to the active
ingredients (paracetamol, pseudoephed-
rine, 0{gualfenesm d orto

rgedemofmls medicine
are

medicines of the followmg

roups:
monoamme oxdase inhibitors aIIA
wnﬁ Tt s of soppie %ﬂ%’ﬁ&"&%
in sl
R@"fsserutomr‘mJ rqecuve reupta
|nh|b|ius) other cough
and cold medlcmes beta-blod(ers (eg.
ﬂlebeanmdheenpmbhm .
* Do not use this medicine for the relief of
chronic cough.

or
You

* Do not use this medicine concomitantly
with other paracetamol containing
nednrmélarouarenotsuremmeﬂ\erhe
medicine u are faking contains
paracetamol, consult your physician or
pharmacist).

* Ifyou suffer from the following diseases or
conditions: nsion, heart or vascular
system disease, severe liver or kidne
disease, overactive thyroid gland,
|nueamd|nlram1lar r&sure(glaummaL
prostate gland problems, a cougl
accompanied by excessive phiegm or that
lasts \mmny breathing, lung disease
or dial

Special wamnings regarding the use of
this medicine:
* Before taking Paramol Af & Shiul Day
Care tell your physician if:
o you suffer or have suffered in the past
|mpa|red function of: the msp\mmrz
sysiem (e.9. asthma, long lasting
excessive  phlegm, chromc
brnnohms, or cough accompanied with
fever, rash or lasting headache), the
heart and/or blood vessels, the liver,
the kidney (e.g. a lumou_r of the
tvpe) or urinary act

nervous system.

[ f):gmsuﬁernr have suffered in the past
rtension, coronary arterial

dlsease increased Intraocular pressure
Iauoorna] epiepsy,  alcoholism,
Jaundice (including a disease caused by
alcohol consumption), entarged prostate
gland, problems with unnaﬁng dlabetes

orincreased resfiessi

[ gnu suffer from fever, rash or permanent

%ou areovertheage 0f60, as patients at
is age may be sensiive to decongestive
medicines.
o youare sensiive 1o any food or medicine.
o you suffer from arthritis and have to take
pain relievers every day.
= Do not use this medicine frequently without
consuting

yourﬁ fnan
* Avoid taki igh d (even If at the
f;sirecgmm ed limit) of ﬂw:s medicine while
Ing

= This medicine contains paracetamol that
may cause damage to the kidney and liver
|n e following cases: when administered at
e higher than recommended or for
an nded period, when consuming
aleoholic beverages during the treatment
riod or when taking additional medicines

at affect liver function.
* Do not take additional medicines for fever
reduction and relief of pain, or other cold

medicines,  without ~ consulting ynur
physnaanorpmrmaust inorder to prevent
gaoelarnol overdoseftoxicity.
= Do not take additional medicines of the
"Paramol" Ecn p andior any additional
Earaoelamu ntaining medicines.
you have developed dermal side eﬁeds in
the past resuling from Ee
containing paracetamol, donm
containi to avoid severe skln
manifestations from recurring.
Ifywareaboultotakeaunneteergu
should inform your physician regarding
taking this medicine, as treatment with this

medicine. may aflect the test resus, You ©0the

should also inform your physician if you
have recently ﬁnisheyg h\eathgm with !tﬁ
medicine.
Please tell your physician or pharmacist
if you are &ngpmave reeg ntly taken
any other medicines, including
non-prescri gnon drugs and nutrition
upplemen

pecially inform your physician or pharmacist if

yuu aretaklng
medicines affecting the cenfral nervous
system (e.g. aﬁ)pellte suppressants
medicines used or
asmmeg antiallergics or medlcmes that
leepiness, mental health medicines
such as: antidepressants, for example: of

the tncydlc group (h1cyd|c antidepressants)

- anﬂcoa ulanls warfann)

- and other anhhypenenswe
medicines and medicines used
heart problems és.lch as: alpha blockers,
amiodarone, digoxin or qum|d|ne)
medicines hat increase fiver e
activity such as barbiturates, phenytoin or
carbamazeplne used malnly for gpnepsy
seizures, ditional
medicines for { e treatmem of
convulsions or Parkinson's disease;
nfampu:n antlblullc) probenecid (forthe

- aspmnoruigerwlojata additional pam
relew;glorfwerred medicines, nm-

antiinflami d’u%r

medicines for arthrids, medici the
treatrmlofmg akaloids).

- metoclopramide or domperidone (
freatment of nausea, vomiting and o1her

stomach problems); cholestyramine (for

reduction of the blood cholesteral level),

medicines that may cause dryness of the

mouth, oral contraceptives, in (for
Pl oxytocn (for Side effects

induction of labor and
excessive bleeding after birth).
’ mwm conti medicin
ol-containiny cin
monoamine umdaseglnhlbmurs (MAOIs),
SSRIs (selective serotonin reuptake
inhibitors), decongestants, other cough and
cold medicines, beta blockers - see also
section "Do not use the medicine if".

take this medicine with any other or

Use of this medicine and alcohol
consumption:

Do not drink alcoholic bevera the
period of freatment with this the
Increased risk of liver damage.

Pregnancy and breastfeeding:

Do not use this medicine if you are pregnant or

breasfeeding.

Use in children:
This medicine is intended for acuits a:?d children

Parents should re the physician about
side effects i almedanegn%y

s durin
icine due

chid.

Driving and use of machinery:

Use of the medicine mmnpalr alertness and
therefore requires caulion when driving a

vehicle, operating dangerous machi and
g u|?:smaler1nessnemll

shguld be wamed against riding a bacyde or
playing near roads etc.

3.H his medicin
Check with your physician or phamacist if you
are not sure.

Unless otherwise instructed by the cian,
the recommended dosage is: by te

Adults and children over 12 years of
caplets every 4-6 hours, up to 4 times a day.

In concomitant use with Paramol Af and Shiul
Night Care, replace a dose of Paramol Af and
Shiul Day Care, with a dose of Paramol Af and

112

fo freat Shiul Night Care and do not take it as a

supplement to the above maximum
recommended dosage of Paramol Af and
Shiul Day Care.

Wait at least 4 hours between one dose and
the next,

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

Swallow ﬂ\e medlcme with water, it may be

If you accidentally take a higher dosage or if
a ghoﬂd has amder%al swallo?ved the med|cme

roceed immediatel ician or a hos|
gmergency room azd bnr%'ge afmz

demtne vrlgluy youslijJu not |nduue vomifin

unless explicitly in:

hysician! Even if you feel weII |mn'|et¥D te
ent is because risk of

developing serious damagetu Ihe Ilver

may occur such as diamhea,

excessive swealing, poor appefite, nausea or

vomiting, stormach cramps or pain, swelling, pain

lemess in the upper a n, acute

€S, 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 gach fime you take your
medicine. Wear glasses if you need them.

4, Side effects:
Like all medicines, Paramol Af and Shiul Day
can cause side , although not

gets them. Do not be alamed whie
readin 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 at appeat :
. s ns of allergy such as: rash |td1|ng skin
n accompanied by sweling of the face,
Ilps. tongue, throat that may cause
breathing difficulties/ shortness of breath,
swelling of the limbs.
lack of appetite, dryness of the mouth that
may cause an increase in caries (it is
recommended to use of artfficial saliva and
keep oral hygiene), nervousness,
drowsiness, anxiety, agitafion, paranoia,
confusion or over excitement; sleep
disturbances, ~ dizziness,  indigestion,
hallucinations, difficulty urinating i
in men suffering from a prostate problem,
kidney damage (with prolonged use),
imeguler heart rate,
paracetamol can in rare cases cause the
appearance of acute skin diseases that may
have signs such as; redness, rash, blisters,
mouth ioers, skin peeling, exensveskn
Acute skin side effects may occur even i in
the past you have taken medicines
containing the active ingredient
paracetamol without a problem.
extreme fatigue, tendency fo hemorrhages,
bleeding and unusually high tendency of
contracing infictions - these symptoms may
indicate blood system disorders (decrease
in the nltlhmber of blood cells), such as
anemia, thrombocytopenia, pancytopenia,
agranulecytosis, leukopenia or nemmpen
oot axtylovig o e Senamd o
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, rash, weight loss, shortness of
breath, chest pain or persistent headache.
side effects resulting from overdose (see
sedion”'lf you accidentally take a higher
dosage").

.

Additional side effects:

Headache, nausea, vomiting, diarrhea, bad
dreams, ringing in the ears, tension, tremor.

If any of the side effects gets worse, or if
sﬁ“ﬁgr side effects notg:'lenﬁoned in ylﬂ:
leaflet, consult 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, o avoid poisoning. Do not
;gdé.me vgrmng ;rél’;ss explicitly instructed
o s0 by your
* Do not use the medicine after the ry
date (exp. date) stated on the package.
expiry date refershﬂ'elastdayufﬂ’xaln'mﬁ
* Store at a temperature below 25°C.
* Store in the onginal package.
6. Additional information
In addition to the active ingredients, this
medicine also contains:
ellose  sodium, falc, povidone,
romellose, magnesium stearate, titanium
dioxide, silica colloidal anhydrous,
methylcellulose, macrogol, carnauba

Iy wax, pigments: E-133, E-124, E-104.

Each caplet contains approximately 3 mg

of Sodium.

What the medicine Iooks like and

contents of the paci

nghl blue caplet with a score line on both sides.
ch package contains 10, 20, 30, 50 or 100

caplels in blisters.

Not all package sizes may be marketed.

Marketed exclusively by: Super-Pham
(lsrael) Lic., PO Box 2171, Herziya 48725

Manufacturer and registration holder:
DEXCEL Ltd., 1 Dexcel St Or-Akiva 3060000,
Israel

Drug registration number at the national
|f1|nes registry of the Ministry of

H I
1279130769 00,

This leaflet was checked and apj

the Ministry of Health in 03/2014, proved by

Paramol Af & Shiul Day Care PIL PB0815-03



