
COMPOSITION:
each tablet of Ketotifen Hama Pharma tablets contains:
1 mg Ketotifen (as Hydrogen Fumarate).
Excipients:Maize starch, Magnesium stearate, Microcrystalline
cellulose, Povidone, sodium starch glycolate.
PROPERTIES:
Ketotifen is a non-bronchodilator, anti-asthmatic drug
which inhibits the effect of certain endogenous sub-
stances known to be inflammatory mediators, and
thereby exerts anti-allergic activity. in addition,
Ketotifen exerts a non-competitive blocking effect on
histamine (H1) receptors. The prophylactic activity of
Ketotifen may take several weeks to become fully
established.
PHARMACOKINETICS:
Absorption: After oral administration, the absorption of
Ketotifen is almost complete. bioavailability amounts to
approximately 50% owing to a first-pass effect of about
50% in the liver. Maximal plasma concentrations are
reached within 2 to 4 hours.
Distribution: Protein binding is 75%.
Metabolism: The main metabolite is practically inactive.
elimination: About 1% is excreted unchanged in the
urine and 60 to 70% is excreted as metabolites.
effect of food: The bioavailability of Ketotifen is not influ-
enced by the intake of food
INDICATIONS: 
- Preventative treatment of bronchial asthma, especial-

ly when associated with atopic symptoms.
- symptomatic treatment of allergic conditions including

rhinitis and conjunctivitis.
CONTRAINDICATIONS: 
- Hypersensitivity to ketotifen or any of the excipients.
- epilepsy.
- Patients being treated with oral antidiabetic agent.
- breastfeeding.
POSOLOGY AND METHOD OF ADMINISTRATION:
Adults: 1 mg twice daily with food. if necessary, the
dose may be increased to 2 mg twice daily.
Patients known to be easily sedated should begin treat-
ment with 0.5 to 1 mg at night for the first few days.
Children:
2 to 3 years: 0.05mg / kg of body weight twice daily.
3 years and above: 1 mg twice daily with food.
Use in the elderly: no evidence exists that elderly
patients require different dosages or show different side
effects from younger patients.
WARNINGS AND PRECAUTIONS:
- Ketotifen is not effective in preventing or treating

acute asthma attacks.
- symptomatic and prophylactic anti-asthmatic drugs

already in use should never be withdrawn abruptly
when long-term treatment with Ketotifen is begun.
Post-marketing surveillance has shown exacerbation
of asthma. since some of these asthmatic attacks
might have been related to stopping existing treat-
ment, it is important to continue such treatment for a
minimum of two weeks after starting Ketotifen. This
applies especially to systemic corticosteroids and
ACTH because of the possible existence of adreno-
cortical insufficiency in steroid dependent patients; in
such cases recovery of a normal pituitary-adrenal
response to stress may take up to one year. 

- if it is necessary to withdraw Ketotifen this should be
done progressively over a period of 2 to 4 weeks.
symptoms of asthma may recur.

- if intercurrent infection occurs Ketotifen treatment must
be supplemented by specific antimicrobial therapy.

- Convulsions have been reported very rarely during
Ketotifen therapy. As Ketotifen may lower the seizure
threshold it should be used with caution in patients
with a history of epilepsy.

- in case of reduced attention, possibly due to the
sedating effect of Ketotifen, the dose should be
reduced.

DRUG INTERACTIONS: 
- Ketotifen may potentiate the effects of Cns depres-

sants, antihistamines, anticoagulants and alcohol.
- The simultaneous administration of oral antidiabetic drugs

and ketotifen should be avoided (Thrombocytopenia may
occur in patients taking Ketotifen simultaneously with
oral antidiabetic drugs).

- Ketotifen increases the effects of bronchodilatators,
whose frequency of use should be reduced when they
are administered at the same time as ketotifen.

Pregnancy: There are no or limited amount of data from
the use of ketotifen in pregnant women. Ketotifen should
not be used during pregnancy unless the clinical condi-
tion of the woman requires treatment with ketotifen.
Lactation: Available data in rats have shown excretion
of ketotifen in milk. it is assumed that this drug is also
excreted in human breast milk, and therefore women
receiving Ketotifen should not breast-feed.
Effects on ability to drive and use machines:
Patients should be warned not to take charge of vehi-
cles or machinery until the effect of Ketotifen treatment
on the individual is known. Patients should be advised
to avoid alcoholic drinks.

UNDESIRABLE EFFECTS:
Common: excitation, irritability, insomnia, nervousness.
Uncommon: Cystitis, Dizziness, Dry mouth.
Rare: weight increased, sedation
- somnolence and sedation, dry mouth and dizziness

may occur at the beginning of treatment, but usually
disappear spontaneously with continued medication. 

- There have been reports of nausea, vomiting,
headache, convulsion, urticaria and rash. symptoms
of Cns stimulation have been observed particularly in
children. Weight gain has also been reported.

OVERDOSE:
The main symptoms of acute overdose include: drowsi-
ness to severe sedation; dizziness, confusion and dis-
orientation; tachycardia and hypotension; especially in
children, hyperexcitability or convulsions; reversible
coma. bradycardia and respiratory depression should
be watched for.
Treatment should be symptomatic. if the drug has been
taken very recently, emptying of the stomach may be
considered. Administration of activated charcoal may
be beneficial. if necessary, symptomatic treatment and
monitoring of the cardiovascular system are recom-
mended; Ketotifen cannot be eliminated by dialysis.
PACKAGING
A box of 2 blisters, each contains 10 tablets of Ketotifen
Hama Pharma Tablets.
STORAGE CONDITIONS:
“store at room temperature, between 20° - 25° C”.
“Keep out of reach of children”.
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THIS IS A MEDICAMENTTPP17-0387
A medicament is a product but unlike any other products.
A medicament is a product which affects your health, and its consumption contrary to
instructions is dangerous for you.
Follow strictly the doctor’s prescription, the method of use and the instructions of the   phar-
macist who sold the medicament. The doctor and the pharmacist are experts in   medicine,
its benefits and risks.
Do not by yourself interrupt the period of treatment prescribed for you.
Do not repeat the same prescription without consulting your doctor.
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–

–

–
–

KEEP MEDICAMENTS OUT OF REACH OF CHILDREN
(Council of Arab Health Ministers)             (Arab Pharmacists Association)
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:بيكرتلإ
jëƒ… cπ bôU¢ eø c«àƒJ«Ø«ø MªÉI aÉQeÉ GCbôGU¢: 1e∏≠ c«àƒJ«Ø«ø )Hû°µπ
g«óQhL«ø aƒeÉQGä(.
,¿fû°ÉA GdòQI, S°à«ôGä Gdª¨æõjƒΩ, e«µôhcôjù°àÉd«ø S°∏∏ƒR, Hƒa«óh:تاغإوسسلإ
U°ƒOjƒΩ fû°ÉA Z∏«µƒ’ä.
:صصئاسصخلإ
j©ó Gdµ«àƒJ«Ø«ø OhGA e†°ÉO d∏ôHƒ Z«ô eƒS°™ d∏≤ü°ÑÉä, hGdò… jãÑ§ JÉCK«ô H©†¢
GdªƒGO OGN∏«á Gdªæû°ÉC Gdª©ôhaá HÉCf¡É hS°ÉF§ Gdà¡ÉH«á hHÉdàÉd» jªÉQS¢ Gdæû°É• Gdª†°ÉOI
d∏àëù°ù¢. HÉ’EV°Éaá GEd≈ Pd∂ jªÉQS¢ Gdµ«àƒJ«Ø«ø JÉCK«ô MÉU°ô Z«ô JæÉaù°» Y∏≈
eù°à≤ÑÓä Gd¡«ù°àÉe«ø )1H(. bó jù°à¨ô¥ Gdæû°É• GdƒbÉF» d∏µ«àƒJ«Ø«ø YóI GCS°ÉH«™
d«ü°Ñí eãÑâ HÉdµÉeπ.
:ةيئإودلإ كئإرحلإ
G’eàü°ÉU¢:jªàü¢ Gdµ«àƒJ«Ø«ø H©ó G’EY£ÉA GdØªƒ… Hû°µπ cÉeπ J≤ôjÑÉ. jû°µπ
GdàƒGaô Gdë«ƒ… J≤ôjÑÉk 05% f¶ôG dàÉCK«ô Gd©ÑƒQ G’Ch∫ dëƒGd» 05% a» GdµÑó. Jü°π
GdàôGc«õ a» GdÑÓReÉ d∏≤«ªá G’CY¶ª«á NÓ∫ 2- 4S°ÉYÉä.
GdàƒR´:G’QJÑÉ• HÉdÑôhJ«ø 57%.
G’S°à≤ÓÜ:j©ó Gdªù°à≤∏Ö GdôF«ù°» Z«ô fû°§ Yª∏«É.
G’EWôGì:jØôR 1% Oh¿ J¨««ô a» GdÑƒ∫ hjØôR 06-07% Hû°µπ eù°à≤∏ÑÉä.
JÉCK«ô Gd¨òGA:’ jàÉCKô GdàƒGaô Gdë«ƒ… d∏µ«àƒJ«Ø«ø HàæÉh∫ Gd£©ÉΩ.
 :تابابطتسس’إ
-d∏©Óê GdƒbÉF» eø GdôHƒ Gd≤ü°Ñ» hNü°ƒU°É YæóeÉ JàôGa≥ HÉ’CYôGV¢ GdàÉCJÑ«á.
-d˘˘∏˘©˘Óê Gd˘©˘ôV°˘» d˘∏˘ë˘É’ä Gd˘à˘ëù°ù°˘«˘á H˘ª˘É a˘» Pd∂ Gd˘à˘¡˘ÉÜ G’Cf˘∞ hGd˘à˘¡˘ÉÜ

Gdª∏àëªá.
 :تابابطتسس’إ تإداسضم
-aô• Gdëù°ÉS°«á d∏µ«àƒJ«Ø«ø GCh ’C… eø Gdù°ƒGZÉä.
-Gdü°ô´.
-GdªôV°≈ Gdòjø j©Édéƒ¿ HÉd©ƒGeπ GdîÉa†°á d∏ù°µô GdØªƒjá.
-G’EQV°É´ Gd£Ñ«©».
:لامعتسس’إ ةقيرطو ةعرجلإ
GdÑÉd¨«ø:1e∏≠ eôJ«ø jƒe«Ék e™ Gd£©ÉΩ, eø Gdªªµø RjÉOJ¡É a» MÉdá Gd†°ôhQI GEd≈

2e∏≠ eôJ«ø jƒe«Ék.
jéÖ GdÑóA HÉd©Óê Yæó GdªôV°≈ Gdª©ôha«ø HÉCf¬ Jëóç dój¡º Gdà¡óFá Hù°¡ƒdá Ü

5.0GEd≈ 1e∏≠ d«Ó a» G’CjÉΩ Gd≤∏«∏á G’Chd≈.
G’S°àîóGΩ Yæó Gdªù°æ«ø:’ jƒLó GC… Od«π GC¿ GdªôV°≈ Gdªù°æ«ø jà£∏Ñƒ¿ LôYÉä
eîà∏Øá GCh J¶¡ô dój¡º GBKÉQ LÉfÑ«á eîà∏Øá Yø GdªôV°≈ G’CU°¨ô S°æÉ.

:تاطايتح’إو تإريذحتلإ
-j©ó Gdµ«àƒJ«Ø«ø Z«ô a©É’k a» eæ™ GCh YÓê géªÉä GdôHƒ GdëÉOI.
-jéÖ YóΩ S°ëÖ G’COhjá Gdª†°ÉOI d∏ôHƒ Gd©ôV°«á hGdƒbÉF«á Gdªù°à©ª∏á Hû°µπ

eù°Ñ≥ Hû°µπ eØÉLÅ Yæó HóA Gd©Óê HÉdµ«àƒJ«Ø«ø Y∏≈ Gdªói Gd£ƒjπ. GCX¡ôä
GdªôGbÑá H©ó Gdàù°ƒj≥ JØÉbº GdôHƒ, hHªÉ GC¿ H©†¢ géªÉä GdôHƒ gò√ bó Jµƒ¿ eôJÑ£á
HÉEj≤É± Gdª©Édéá GdëÉd«á aÉEf¬ eø Gdª¡º GC¿ jù°àªô gòG Gd©Óê dªóI ’ J≤π Yø
GCS°ÑƒY«ø H©ó HóA Gdµ«àƒJ«Ø«ø. hgòG jæ£Ñ≥ Hû°µπ NÉU¢ Y∏≈ Gdù°à«ôhF«óGä
Gd≤û°ôjá Gdé¡ÉRjá hHTCAHù°ÑÖ GMàªÉ∫ hLƒO bü°ƒQ bû°ôI Gdµ¶ô Yæó GdªôV°≈
Gdª©àªójø Y∏≈ Gdù°à«ôhF«óGä. a» eãπ gò√ GdëÉ’ä bó jù°à¨ô¥ T°ØÉA GS°àéÉHá
GdæîÉeá - Gdµ¶ô Gd£Ñ«©«á dÓEL¡ÉO aàôI Jü°π GEd≈ S°æá hGMóI.

-a» MÉ∫ cÉ¿ eø Gd†°ôhQ… S°ëÖ Gdµ«àƒJ«Ø«ø jéÖ GC¿ jàº Pd∂ JóQjé«É Y∏≈
eói aàôI 2-4GCS°ÉH«™, bó JàµôQ GCYôGV¢ GdôHƒ.

-a» MÉ∫ Móhç GEfàÉ¿ OGZπ jéÖ OYº Gd©Óê HÉdµ«àƒJ«Ø«ø Hª©Édéá e†°ÉOI
d∏éôGK«º fƒY«á.

-Jº G’EHÓÆ Yø GNàÓLÉä Hû°µπ fÉOQG LóG GCKæÉA Gd©Óê HÉdµ«àƒJ«Ø«ø. jéÖ
GS°àîóGΩ Gdµ«àƒJ«Øø HëòQ Yæó GdªôV°≈ Gdòjø dój¡º JÉQjï d∏ü°ô´, HªÉ GC¿
Gdµ«àƒJ«Ø«ø bó jîØ†¢ eø YàÑá GdæƒHÉä Gdü°ôY«á.

-jéÖ JîØ«†¢ GdéôYá a» MÉ∫ GfîØÉV¢ G’fàÑÉ√, Gdò… bó j©ƒO d∏àÉCK«ô Gdª¡óÇ d∏µ«àƒJ«Ø«ø.
:ةيئإودلإ تÓخإدتلإ
-bó j≤ƒ… Gdµ«àƒJ«Ø«ø eø JÉCK«ô eãÑ£Éä Gdé¡ÉR Gd©ü°Ñ» Gdªôcõ…, e†°ÉOGä

Gd¡«ù°àÉe«ø hGdµëƒ∫. 
-jéÖ JéæÖ G’EY£ÉA GdªàõGeø dÓCOhjá GdîÉa†°á d∏ù°µô GdØªƒjá hGdµ«àƒJ«Ø«ø )bó

jëóç b∏á Gdü°Ø«ëÉä Yæó GdªôV°≈ Gdòjø jàæÉhdƒ¿ c«àƒJ«Ø«ø HÉdàõGeø e™
G’COhjá GdîÉa†°á d∏ù°µô GdØªƒjá(.

-jõjó Gdµ«àƒJ«Ø«ø eø GBKÉQ GdªƒS°©Éä Gd≤ü°Ñ«á, Gdà» jéÖ NØ†¢ JµôGQ GS°à©ªÉd¡É
Yæó G’EY£ÉA GdªàõGeø e™ Gdµ«àƒJ«Ø«ø.

JƒLó H«ÉfÉä GCh J©ó eëóhOI Gdµª«á Yø GS°àîóGΩ Gdµ«àƒJ«Ø«ø Yæó ’ :لمحلإ
Gdæù°ÉA GdëƒGeπ. jéÖ YóΩ GS°à©ªÉ∫ Gdµ«àƒJ«Ø«ø GCKæÉA Gdëªπ eÉ dº Jà£∏Ö GdëÉdá
Gdù°ôjôjá d∏ªôGCI Gd©Óê HÉdµ«àƒJ«Ø«ø.
.GCX¡ôä GdÑ«ÉfÉä GdªàƒaôI Yæó GdéôPG¿ GEaôGR Gdµ«àƒJ«Ø«ø a» Gdë∏«Ö:عاسضرإ’إ
heø GdªØàôV¢ GC¿ gòG GdóhGA jØôR GCj†°É a» M∏«Ö Gdãó… GdÑû°ô… hHÉdàÉd» jéÖ
Y∏≈ Gdæù°ÉA Gd∏ƒGJ» jàæÉhdø Gdµ«àƒJ«Ø«ø YóΩ G’EQV°É´.
j˘éÖ J˘ëòjô:ت’آ’إ مإد-خ-ت-سسإو ةدا--ي--ق--لإ ىل--ع ةرد--ق--لإ ىل--ع را--ثآ’إ
Gd˘˘ª˘˘ôV°˘˘≈ H˘˘©˘˘óΩ J˘ƒd˘» eù°˘ƒDhd˘«˘á Gd˘ª˘ôc˘Ñ˘Éä GCh G’B’ä M˘à˘≈ j˘©˘ô± J˘ÉCK˘«˘ô Gd˘©˘Óê
HÉdµ«àƒJ«Ø«ø Y∏≈ GdØôO. hjéÖ fü°í GdªôV°≈ HàéæÖ Gdªû°ôhHÉä Gdµëƒd«á.

:ةيبناجلإ تإريثأاتلإ
Gdû°ÉF©á:G’EKÉQI, g«Éì, GCQ¥, Yü°Ñ«á.

Z«ô Gdû°ÉF©á:Gdà¡ÉÜ GdªãÉfá, OhNá, LØÉ± GdØº.
GdæÉOQI:RjÉOI GdƒR¿, J¡óFá.

-bó jëóç f©ÉS¢ hJ¡óFá hLØÉ± GdØº hOhNá a» HóGjá Gd©Óê, hdµø YÉOI eÉ
JîàØ» Hû°µπ J∏≤ÉF» e™ GS°àªôGQ GdóhGA. 

-cÉfâ gæÉ∑ J≤ÉQjô Yø Gd¨ã«É¿, G’Eb«ÉA, U°óG´, GNàÓê, T°ôi hWØí. dƒM¶â
GCYôGV¢ JëØ«õ Gdé¡ÉR Gd©ü°Ñ» Gdªôcõ… Hû°µπ NÉU¢ Yæó G’CWØÉ∫. cªÉ Jº
G’EHÓÆ Yø RjÉOI GdƒR¿.

:ةعرجلإ طرف
Jà†°ªø GCYôGV¢ aô• GdéôYá GdëÉOI G’CS°ÉS°«á: Gdæ©ÉS¢ GEd≈ Gdà¡óFá Gdû°ójóI,
OhN˘˘á, J˘˘î˘˘∏˘˘«˘˘§, J˘ƒg˘É¿, Jù°˘ô´ Gd˘≤˘∏Ö hGf˘î˘Ø˘ÉV¢ V°˘¨˘§ Gd˘óΩ Hû°˘µ˘π N˘ÉU¢ Y˘æ˘ó
G’CWØÉ∫, aô• G’S°àãÉQjá GCh G’NàÓLÉä, Z«ÑƒHá YµƒS°á. jéÖ eôGbÑá H§A Gd≤∏Ö
hGdàãÑ«§ GdàæØù°».
jéÖ GC¿ jµƒ¿ Gd©Óê YôV°». a» MÉ∫ JæÉh∫ GdóhGA Hû°µπ eƒDNôG LóG bó jƒDNò
H©«ø G’YàÑÉQ GEaôGÆ Gdª©óI.
bó jµƒ¿ GEY£ÉA GdØëº GdØ©É∫ eØ«óG. jæü°í HÉdª©Édéá Gd©ôV°«á heôGbÑá Gdé¡ÉR Gd≤∏Ñ»
GdƒYÉF». ’ jªµø GERGdá Gdµ«àƒJ«Ø«ø HÉdàëÉ∫ Gdóeƒ….
:ةئبعتلإ
Y∏Ñá eø GdµôJƒ¿ Jëƒ… H∏«ù°àô YóO )2(, hcπ H∏«ù°àô jëƒ… 01GCbôGU¢ eø
c«àƒJ«Ø«ø MªÉI aÉQeÉ GCbôGU¢.
:ظفحلإ طورسش
jëØß a» OQLá MôGQI Gd¨ôaá, H«ø 02°- 52°Ω.
jëØß H©«óGk Yø eàæÉh∫ G’CWØÉ∫.

امراف ةامح نيفيتوتيك
)GCbôGU¢(

TPP17-0387 ءإودإذـــــهنإإ
.تارصضحتــصسŸا نـم هÒــــغك سسـيل نكلو رصضحتـصسم ءاودـــلا
.رطـخلل كصضرـعي تاميلـعتلل اًفÓـخ هكÓهتـصساو ،كتـحصص ىلــع رـثؤؤي رصضحتـصسم ءاودـــلا
Ê’ديــصصلا تاميلـــعتو ،اهيلــع سصؤـصصنŸا لامعتــصس’ا ةــقيرطو بــيـبطلا ةــفصصو ةــقدب عـــبتا
.هررـصضو هعـفنو ءاودـلاب ناÒـبÿا امـه Ê’ديـصصلاو بــيـبطلاف .كـل اهفرـصص يذـلا

.كصسـفن ءاقـلت نم ةددحـŸا جÓـعلا ةدــم عـطقت’
.بــيـبطلا ةراصشتـصسا نودـب ءاودلا فرصص رركت ’

- 
-
-

-
-

لافطأ’ا يديأا لوانتم ‘ اًدبأا ةيودأ’ا كÎت’
 ( برـــــــــــــعلا ةــــــــــــلداـــيـصصلا داـــــــــــ–ا )                     ( برــــــــعلا ةـــــحـصصلا ءارزو سســـــلـ‹)

GEfà̀`̀Éê: 
MªÉI aÉQeÉMªÉI - S°ƒQjá
gÉJ∞: 149376833369+aÉcù¢: 349376833369+ 
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