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Famotidine

Famotidine powder for suspension

How supplied:

Famotidine powderis presented for oral suspension that
containing40mg/5mL

Famotidine when constituted to 100 mLasdirected.
Category:

Histamine (H2 - receptor) antagonist

Precautions and warnings:

«Famotidinefororal suspensionis contraindicatedin
patientswith a history of

serious hypersensitivity reactions to Famotidine orother
Histamine

antagonist.

-Warnelderly patientsand those with moderate or severe
renalimpairmentabout

therisk of CNSadverse reactions, including: Confusion,
delirium, hallucinations,

disorientation, agitation, seizures, and lethargy.

Pr y and breast-feeding:

Famotidineis notrecommended during pregnancy and
breast-feeding. Ifyou are pregnant

orbreast-feeding, askyourdoctoror pharmacist foradvice
before taking this medicine.

Dosage and administration:

+Add cooled boiled water up to halfof thefill lineon the
bottleto prepareoral

suspension. Immediately afteradding water, shake the
bottlevigorouslyfor1to2toseconds,and thenadjustitto
theindicatedfill line.

and shake it again until you have a smooth,-whiteand
homogeneous suspension.
«Shakethebottlevigorously for 30 seconds priorto each
use.

-Take Famotidine suspension once daily before bedtime or
twicedailyinthe

morningand before bedtime, with or withoutfood, as
recommended.

«Ifyou are suffering from kidney or liver disorders, consult
thedoctortoadjust

dosage.

Dosage of each drugis determined by doctor, but the usual
dosage of Famotidineisas

follows:

Stomachand duodenalulcer:

«lyeartol7years:

Startingdosageis 0.5 mg/kg once daily or0.25 mg/kg twice
aday. ltmay

increaseto 1 mg/kgonce daily atbedtime or 0.5 mg/kg
twiceaday. Maximum

daily doseis40 mg (5 mL) suspension.

«Adult:

40 mg (5mL)suspension once at nightis recommended for
4-8weeks. Forrecurrent

ulcer, therecommended doseis 2.5 mL suspension at
night.

GERD:

«Birthtolessthan3months:

Startingdoseis 0.5 mg/kg once dailyand mayincreaseto 1
mg/kgonceatnight.

-3monthstolessthanlyear:

Startingdoseis 0.5 mg/kgtwiceadayand mayincreaseto 1
mg/kgtwiceaday.

Maximum daily doseis40 mg (5 mL) suspension.

«lyearto 17years:

0.5mg/kgtwiceadayisrecommended and maximumdose
is 40 mg (5mL) suspension

twiceaday.

«Adult:

Mild symptoms: 20 mg (2.5 mL) suspension twice aday for6
to12weeks.

Mild to moderate symptoms: 40 mg (5 mL) suspension
twiceadayfor6to 12 weeks.

Zollinger-Ellison syndrome:

«Adult:

Therecommended doseis 20 mg (2.5 mL) suspension every
sixhours. The dosage should

beadjusted by doctor.

Adversereactions:

Allmedicines may cause unwanted side effects, in case of
thefollowingside effects,

consultwith the pharmacist ordoctor:

Those need formedicalattention:

CentralNervous System (CNS) adverse reactions: Seizure,
hallucinations, headache, Dizziness, Depression and
anxiety elderly patients and patients with renal or liver
impairment.

Stop treatmentand contactadoctorifyou haveallergic
reactions like swellingof the faceand

throatortongue, difficulty in breathing or dizziness,
bronchospasm, Stevens-Johnson syndrome,

shortnessof breath or dry cough due toinflammation of the
lungs.

Common:

Headache; dizziness; constipation; diarrhea

Uncommon:

Feelingsick; abdominal pain; flatulence; tiredness; mouth
dryness; loss of appetite; taste

disorder; severeitching; skinrash;increasein liver
enzymes;reductioninwhite blood

cellsand platelets.

Druginteractions:

Tellyour doctor or pharmacistifyou are taking, have
recently taken or mighttakeany

othermedicines.

Medicines which may interact with Famotidine:
Atazanavir, Erlotinib, Ketoconazole, Itraconazole,
Ledipasvir/Sofosbuvir, Nilotinib,

Rilpivirineand Tizanidine

Storage:

Store below 25° C, protect from moisture, light, freezingand
keep the powder and constituted suspension outofreach
of children.

Discard unused constitutéd suspension after30 days.

PURSINA

Manufactured by P Ph i .
lanufactured by Pursina Pharmaceutical Co. 8t

Tehran-Iran



