DEXAMOL COLD®
NIGHT CARE, CAPLETS

25 m,
Dextromethor; han H robrgmlde 10mg
Chiorpheniramine maleate 2 mg

For list of excipients, please see section 6.

Read this entire leaflet carefull fe
you start taking this medu:me. I b:)s leaflet
e

ave
refeno the pl ysmlan or pharmacist.

This medicine is intended for adults and
children over 12 years of age only, |
this age refer to the physlclan Use'i

pharmacist if you need addmuna

Refer to the physician if the fever lasts for more
than 3 days or if the symptoms of the illness get
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?
Symplomahc relief of cold, coug
estmn accumpamsd by fever and pain, for

. Pseudoephe ine HCI- sympathomlmetlc
amine which relieves runny nose, nasal and
qestlon. accompanying a cold and/
rphan Hydrobgmlde—supplesses

= Chiol hemramme maleate- an antihistamine

2. Before usmg the medicine
Do not use the medicine if:

* Youare pre nant or breastfeeding.

Patient package insert according to Pharmacists’ Regulations (Preparations), 1986.
This medicine can be sold without a physician's prescription.

antiallergics (such as amh\stamlnes that cause
drowness) aln ics for surgeries and
pain relievel

kldney dlsease. overactive thyroid gland,

pmstate gland  problems, a ugh
acoom anied by excesswe phlegm or lhal

r - lon ug rm,  diffi culty breathing,
aslhma lung disease or diabete!

Special warnings regardmg the use of
this medicine:
© Before taking DexamolCold Night Care
leII yo ur #gyslclnn if:
r or have suffered in the past
lrom |mpa|red function of: the respiratory
ystem (¢ ﬁ; asthma, chronic bronchitis;
cough with excessive phlegm or that
is long lasting e.g. cough “caused by
smoking, emph sema ~or asthma;
bronchiectasis), the heart and/or_blox
vessels, the liver (mc\udmg alcohollc ||ver
disease), the kldnsy (e.g-  tumour of the
type), the urinary
ract, the digestion system eg. ulcer) the
thyroid gland or the nervous system.
—You suffer or have suffered in the
past, from ertension, ~coronary
arterial disease,  increased  intraocular
pressure (glaucoma), difficulty unnaung
enlargement of the prostat
alcoholism, jaundice, diabetes, epllepsy of
increased restlessness.
— You are over the age of 60, as patients at
th\sdage may be sensitive to decongestive
medaicines.

— You are sensitive to any food or medicine.
— You suffer from arthnns and have to take
pain relievers evea/ d .

Do not use this medicine frequently without

consulting a ph¥‘s
* Avoid takin: igh dosage (even if at the
gcgmmen led limit) of this medicine while

 This %nedlcme contains paracetamol that
may cause damage to the idney and liver in
the follcwmg cases; when administered at a
dosage hi er than recommended or taken

aIuohch beverages dunng
eriod or when taking add
hat affect liver function.

« Do not take additional medicines for fever
redyction and relief of pain, or other cold

when consumin
the treatmen
jonal medicines

o
chlorpheniramine}, other antihistamines or
any other decongestants, or to any of f

. You are treated concomitantly

T o oy Blare o
(serulumn selective reuptake mh hnors)
decongestants; additional medicines that
contain_antihistamine; other oough and

ld nes; beta-blockers e.g.
treatment of heart problems or hypertension).
Do not use thls medicine for

not use |hls medlqne wncnmnantl wlth

u are taking contains palaoelamol
consult a physician or pharmacist).

« You suffer from the following diseases or
conditions; severe hypertension, heart or
vascular disease, severe liver or

without consuilting a physician or
-in 6T 1 prevgm gagcatamal

eDo not take additional medicines of
the “Dexamol” tgmup and/or additional
Faracetamol containing medicines.

olf ynu have developed dermal side sﬁacts
m l e past resultlnfga from lakmg p

ing ot take
prcdums oontalnlng pal race mol to avoid
recu rrenoe of severe skin manifestations.

. If are_about to undergo laborafory
test ¥o u should inform the”physician of
takmg his medicine, as lreatmen with this
medicine may affect the test results.
kyou are taking or have recentl

aken any other edicines, includin
non-?rescnp |on drug s and nutrition
supplements, physician or
pharmacist. Espemally inform  the
physuuan or pharmamst if you are klng

s tem nle ms ed
e K?eda‘”e i‘é%p’ﬁfﬁé et
Parkmsonsdlsease.foroonwlsmns(epilepsy),

. ), anfidepressa
(e.g. medicines ofg the muydlc amdepresaanh
(“]Arwp)urmedlun%for nt of anxi
lethyldopa and other amlhypen.enswe
medicines and medicines for the treatment
of heart problems (e.g. alpha blockers,
amlodamne di axm or quinidine).
* Medici that increase liver enzyme
ammty such as barbiturates, phenytoin
carbamazepine (used mainly for GF psy
seizures, ps ic problems), antit biotics
a namplcln chloramphenicol or
linezolid, lopinavir (anfi-viral), probenecld

for the freatment of gout).
. &sp other al%y Ls additional

relief or 1ever reducm medlunes and non—
siermdal anti-nflamm cines

medmnes that may cause “dry.
anlicholinergic_medicines or medicines_that
have an an Ilnerg (such as
medicines for stor
. Metuclupram\de or dampendone (for the
treatment of nausea, vomiting and other
stomach problems?‘ cholestyramine (for
lood cholesterol level),
oral contraceptlves n)gmoln {for induction
oalaburan cessation of excessive bleeding

Do not use this medicine if you
wnoomnami freated  with medicines of

Mﬂ g ugg: monoamine oxidase
|nh|b\turs (MAQTs), SSRIs [seiectlve serotonin
reuplal m ibitors), decongestants, additional

Ohat ocmam anhhmm other
wugh and blockers and
other medlcanes oomalnmg paracetamol - see
also n “Do not use the medicine if”.

Use ofthls medicine and food
Take this medicine with food in order to reduce
stomach problems.

Use of this medicine and alcohol

Do, not drink alcoholic beverages during the
enod of treatment with this medicine due to
he increased risk of liver damage.

regnancx and breastfeeding
Do not use hls medicine if you are pregnant
or breastfeed

Usein chlldren

This medicine is intended for adults and

children over the age of only. Parents

should report to the physician about any side

Ier?ectﬁl émd any additional medicine given to
i€ chi

Driving and use of machinery

Use of the medicine may cause drowsiness,

dizziness, impair alertness and cause blurre

vision. In'such cases, do not drive a vehicle

operaie dangerous machinery or be involved

wnh any amlthg that requires alertness.
Children"should be warned agamst riding a
bicycle or playing near roads efc.

3. How to use this medicine?
Check wﬂh a physician or pharmacist if you
are ot sl

Unless othemlse |nsh'uc(ed by the physician,
the recommended dosage

Adults and children over 12 years of age:
1-2 Gplets before bedtime.

In_concomitant use with DexamolGold Day
Care, replace a dose of DexamolCold Day

‘g’
3

medi
treatment of migraines (E?ggt alkaloids), youl

Care with a dose of Dexamolcald Ni ‘ght
are, and do not take it as a supplemen
e above maximum recommended dosage of
DexamolCold Night Care.
Do not exceed the recommended dose by
the physician or pharmacist.
Swallow the medicine with water, it can be
halved. There is no information regarding
crushing.

If you have accidentally taken a higher
dosage or if a chid has accidentally
swallowed the medicine, queed immediately
toa Ehyslclan or a hospital emergency room,
and nng the package of the medicine with
unless explmltly
|nstruce o o S0 ya p sn:anl even if

feel well, immediate_treatment is essen al
because of the risk of developing severe liver
damage Do not drive if you have taken an

verdose
Slde effects may occur such as: diarrhea,
excessive sweating, poor appetite, nausea or
vomiting, abdominal cramps or pain, swelling,
paln of tendemess in the upper abdomen,
cute inflammation of the panoreas an they
may not reflect the damage to the
In addition adverse reactions maya
as: blurred vision, confusion, difficulty urinating,
slow breathing and excessive nervousness.

If you forgot to take th is medicine, take

thé next dose as scheduled.

R‘o frg)t Iake a double dose to compensate for
e

Do not lake medlclnes in the dark! Check the
label and the ch time you tak
medicine. Wearglasses ifyou need them.
If you have any further questions regarding
the use of this medicine, consult a physician
or pharmacist.

4. Side effects

Like all medicines, the use of DexamolCold Night

Care may cause side effects in some users.

nul be aam'led while reading the list of side
not suffer from any of them.

Tr&s slde el may be more serious in the

Senous side effects:

Stor use of this medicine and refer
he physician immediately if the

following appear:

* Signs o allg?y such as: rash
wi eezmg, en accompanied by
of the face, lips, ton rﬁue throat whmh may
cause hrealhmg difficulties/ shoriness of
breath, swelling of the limbs.

o Impaired _liver ~function including _liver
inflammation  (hepatitis) and jaundice
as yellowing of the skin and eyes).

o Paracetamol can in rare cases cause the
appearance of acute skin diseases that may
have signs such as: redness, rash, blisters,

th Ulcers, peeling skin, ‘extensive skin

nchlng skln
lling

Acute skin side effects may also occur
if in the past you have taken medicines
containing the active ingredient paracetamol
without any problem.

earsuch Addi

@ your dep

9 ot of ihe

 Dry mouth, that may cause an increase in
caries (it is recommended to use artificial
saliva and keep oral hyglene vnmlﬁng
diarhea, stomach pain, indigestion, lack of
coordination, mnfusmn agl |tat|un feellng
anxiety, restlessness or paran0|a sieep W
disturbances, _dizziness, _hallucinations,
difficulty unnatlng especlal\y |n men suffering
rom @ prostate’ problem, m
(wnh pm\onged us?

l htness in the chest.

« Extreme 1al| ue, tendency to hemorrhages,
bleedin, unusuallg igh tendency of
contra |ng |n1ec1|ons these symptoms may
indicate blood system disorders (decrease
in the number of blood cells), such as
anemia, thrombocytopenia, pancytopenia,
?\Igaranulvcymsm ledcopenia or neutropenia.

. sudden loss of weight, poor a| pelme

. c<7ugh mal Ias!s for more than 7 days,

is accompanied by fever,
rashor erS|slentheadache
 Side e resulting from overdose (see
section “If you have accidentally taken a
hlgher dosage ).
llapse.

e
|rregu|ar eart raqe
ate, palpitations or

M
Feellnﬁ tired, drowsiness,  concentration
ies, blurred  vision, hypertension,
headache, feeling generally unwell, feeling
stressed or overexcitement, tremor. i
in the ears, heartburn, nausea,
in the viscosity of the phlegm (increased
coughing, phlegm), mcreased sun sensitivity,
sensitivil light, muscle weakness cramj
ression, low mood, bad dreams, hypotension
y cause you to feel faint), hyperamlvny
espec\ally in children).

Ifa side effect appears if any of the side effects
worsens, or if you suffer from side effect not
mentioned in this Iaaﬂst consult the physician.

Side effects can be reported to the Ministry

o of Health by clicking on the link " nnT

MONN 719 2y Nil7 nyoin” that can be
found on the home page of the Ministry of
Healtn website (www.health gov.il d\rectmg
to the online form of adverse events reporting
or via me Yo\lowmg link: hm%hforms GOV,
il/globaldata/getsequencelgelsequence.
aspx? ‘m"!ﬁ!ﬂ?ﬂ; umoh.
5. How to store the medicine?
Avoid poisoning! This medicine, and all other
medicines, must be stored in a safe place
reach and sight of children and/
or infants, to avoid paisoning. Do not induce
vomiting unless explicitly instructed to do so by
the physician. Do not use the medicine after
the explr* date (exp. date) stated on the
packa he expiry ate refers to the last day
of lha month.

tore at a temperature below

25°C. Store in the original package.
6. Additional information

lose sodium, Hypromellosa
Ma nesmm stearate, litanium dioxide
E171, Macrogol, Erythrosine aluminum " lake

E-127, Siica coloidal anhydrous, Indigo carmine
aluminum lake E-104, Camauba wax, Brilliant
blue FCF aluminium lake E-133.
dlcllil(a looks Ijks and
contains:
Elunga(ed plnk mple( wkh a score line on both
Each package Domams 10, 16, 20, 50 or 100
Notall package sizes may be marketed.
Drug registration number at the national
mgsg% of the Ministry of
Thns Ieaﬂet was checked and

Ministry of Health in March 201
Dexamol Cold Night Care PIL PB0616-04

Manufacturer and registration holder:
el’Lid

1 Dexcel St,, Or-Akiva 3060000, Israel


https://forms.gov.il/globaldata/getsequence/getsequence.aspx?formType=AdversEffectMedic@moh.gov.il

