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ALZAMIN 4,8,12

GALANTAMINE

Description: Alzamin® is a reversible, competitive acetylcholinesterase inhibitor.

Composition: Each tablet contains: Galantamine as Hydrobromide (HBr): 4mg, 8mg or 12mag.
Mechanism of Action: Although the etiology of cognitive impairment in Alzheimer's disease (AD) is
not fully understood, it has been reported that acetylcholine-producing neurons degenerate in the
brains of patients with Alzheimer's disease. Alzamin®, a tertiary alkaloid, is a competitive and
reversible inhibitor of acetylcholinesterase.

Pharmacokinetic: Alzamin® is well absorbed with absolute oral bioavailability of about 90%. It has
a terminal elimination half-life of about 7 hours. Alzamin® is rapidly and completely absorbed with
time to reach peak concentration in about 1 hour. The plasma protein binding of Alzamin® is 18% at
therapeutically relevant concentrations. Alzamin® is metabolized by hepatic cytochrome P450
enzymes, glucuronidated, and excreted unchanged in the urine.

Indications: Alzamin® is Indicated for the treatment of mild to moderate dementia of the Alzheimer’s
type.

Contraindications:Alzamin is confraindicated in patients with known hypersensitivity to Galanatmine
HBr or to any excipient used in the formulation.

Wanings: Alzamin®, as a cholinesterase inhibitor, is likely to exaggerate the neuromuscular blocking
effects of succinylcholine-type and similar neuromuscular blocking agents during anesthesia.
Because of their pharmacological action, cholinesterase Inhibitors have vagotonic effects on the
sinoatrial and atrioventricular nodes, leading to bradycardia and AV block. Through their primary
action, cholinomimetics may be expected fo increase gastric acid secretion due to increased
cholinergic activity. Therefore, patients should be monitored closely for symptoms of active or occult
gastrointestinal bleeding, especially those with an increased risk for developing ulcers, those with a
history of ulcer disease or patients using concurrent nonsteroidal anti-inflammatory drugs
(NSAIDS). Alzamin®, as a predictable consequence of its pharmacological properties, has been
shown fo produce nausea, vomiting, diarrhea, anorexia, and weight loss. Although this was not
observed in clinical trials with Alzamin®, cholinomimetics may cause bladder outflow obstruction.
Cholinesterase inhibitors are believed to have some potential o cause generalized convulsions.
Because of its cholinomimetic action, Alzamin® should be prescribed with care for patients with a
history of severe asthma or obstructive pulmonary disease.

Precautions: Caregivers should be Instructed about the recommended dosage and administration
of Alzamin® Patients and caregivers should be advised that the most frequent adverse events
associated with use of the drug can be minimized by following the recommended dosage and
administration. Patients and caregivers should be advised to ensure adequate fluid intake during
treatment. If therapy has been interrupted for several days or longer, the patient should be
prescribed with the lowest dose possible and increased to the appropriate dose. In patients with
moderately impaired hepatic function, dose fitration should take place cautiously. The use of
Alzamin® in patients with severe hepatic impairment is not recommended. In patients with
moderately impaired renal function, dose titration should take place cautiously. In patients with
severely impaired renal function (CrCl<9ml/min) the use of Alzamin® is not recommended.

Drug Interactions: Alzamin® has the potential to inferfere with the activity of anticholinergic
medications. A synergistic effect is expected when cholinesterase inhibitors are given concurrently
with succinylcholine, other cholinesterase inhibitors, similar neuromuscular blocking agents or
cholinergic agonists such as bethanechol. Cimetidine increases the bioavailability of Alzamin® by
approximately 16%. Ketoconazole increases the AUC of Alzamin® by 30%. Erythromycin affects the
AUC of Alzamin® minimally (10% increase). Paroxetine increases the oral bioavailability of Alzamin®
by about 40%.

Pregnancy: Category B: There are not adequate and well-controlled studies of Alzamin® in
pregnant women. Alzamin® should be used during pregnancy only If the potential benefit justifies
the potential risk to the fetus.

Lactation: It is not known whether Alzamin® is excreted in breast milk. Alzamin® has no indication for
use in nursing mothers.

Side effects: The followings are the clinical adverse reactions considered possible: chest pain,
asthenia, fever, malaise, postural hypotension, hypotension, dependent edema, cardiac failure,
myocardial ischemia or infarction, vertigo, hypertonia, convulsions, involuntary muscle contraction,
paresthesia, ataxia, hypokinesia, hyperkinesia, apraxia, aphasia, leg cramps, finnitus, transient
ischemic attack or cerebrovascular accidents, flatulence, gastritis, melena, dysphagia, rectal
hemorrage, dry mouth, increased saliva, diverticulitis, gastroenteritis, hiccup, esophageal
perforation, AV block, palpitation, arrythmias Including atrial fibrillation and supraventricular
tachycardia, prolonged OT interval, bundle branch block, T-wave inversion, ventricular
tachycardia, severe bradycardia, hyperglycemia, increase in alkaline phosphatase, purpura,
epistaxis, thrombocytopenia, apathy, paranocia, paranoid reaction, increase in libido, delirium,
suicidal ideation, suicide, inconfinence, hematuria, increase in micturition frequency, cystitis, urinary
refention, nocturia, renal calculi.

Overdosage: Because strategies for the management of overdose are continually evolving, it is
advisable to contact a poison control center to determine the latest recommendations for the
management of an overdose of any drug. As in any case of overdose, general supportive measures
should be taken.

Dosage and administration: The recommended starting dose of Alzamin® tablets is 4 mg twice a
day (8 mg/day). The dose should be increased fo the initial maintenance dose of 8 mg twice a day
(16 mg/day) after a minimum of 4 weeks. A further increase fo 12 mg twice a day (24 mg/ day)
should be attempted after a minimum of 4 weeks at 8 mg twice a day (16 mg/day). Increases in dose
should be based upon assessment of clinical benefit and tolerability of the previous dose. Alzamin®
tablets should be administered twice a day, preferably with morning and evening meals. Patients
and caregivers should be advised to ensure adequate fluid intake during treatment. If therapy has
been interrupted for several days or longer, the patient should be prescribed with the lowest dose
and the dose should be increased fo the maintenance dose. Alzamin® plasma concentrations may
be increased in patients with moderate to severe hepatic impairment. In patients with moderately
impaired hepatic function, the dose should generally not exceed 16 mg/day. The use of Alzamin® in
patients with severe hepatic impairment is not recommended. For patients with moderate renal
impairment the dose should generally not exceed 16 mg/day. In patients with severe renal
impairment, the use of Alzamin® is not recommended.

Pediatric use: Use of Alzamin® in children is not recommended.

Storage: Store this drug below 30 °C. Keep away from direct light and moisture. Keep away from
reach of children.

Packaging: Alzamin® F.C. tablets are produced by Aburaihan Pharmaceutical Company in three
doses containing 4, & or 12 milligram Galantamine (as HBr) tablets. The 4 milligram tablets are
yellow. Each 10 tablets are packed in one blister. Each 3 blisters are inserted with a leaflet into a
cardboard box The 8 milligram tablets are Pink. Each 10 tablets are packed in one blister. Each 3
blisters are inserted with a leaflet into a cardboard box. The 12 milligram tablets are orange. Each
10 tablets are packed in one blister. Each 3 blisters are inserted with a leaflet into a cardboard box.
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