
COMPOSITION
Each film coated tablet contains:
 Meman�ne HCl (MS)........................................ 10mg

DESCRIPTION
Meman�ne HCl is an orally ac�ve NMDA receptor 
antagonist. The chemical name for meman�ne 
hydrochloride, USP is 1-amino - 3, 5-dimethylada-
mantane hydrochloride with the following structural 
formula:

The molecular formula is C12H21N•HCl and the 
molecular weight is 215.76.

CLINICAL PHARMACOLOGY
Mechanism of Ac�on
Persistent ac�va�on of central nervous system 
N-methyl-D-aspartate (NMDA) receptors by the 
excitatory amino acid glutamate has been hypothe-
sized to contribute to the symptomatology of 
Alzheimer’s disease. Meman�ne is postulated to 
exert its therapeu�c effect through its ac�on as a low 
to moderate affinity uncompe��ve (open-chan-
nel).NMDA receptor antagonist which binds 
preferen�ally to the NMDA receptor-operated ca�on 
channels. There is no evidence that meman�ne 
prevents or slows neurodegenera�on in pa�ents 
with Alzheimer’s disease.

Pharmacodynamics 
Meman�ne showed low to negligible affinity for 
GABA, benzodiazepine, dopamine, adrenergic, 
histamine and glycine receptors and for voltage-de-
pendent Ca2+, Na+ or K+ channels. Meman�ne also 
showed antagonis�c effects at the 5HT3 receptor 
with a potency similar to that for the NMDA receptor 
and blocked nico�nic acetylcholine receptors with 
one-sixth to one-tenth the potency. In vitro studies 
have shown that meman�ne does not affect the 
reversible inhibi�on of acetylcholinesterase by 
donepezil, galantamine, or tacrine.

Pharmacokine�cs 
Absorption
Following oral administra�on meman�ne is highly

absorbed with peak concentra�ons reached in about
3 to 7 hours. Meman�ne has linear pharmacokine�cs 
over the therapeu�c dose range. Food has no effect 
on the absorp�on of meman�ne.

Distribution 
The mean volume of distribu�on of meman�ne is 9 
to 11 L/kg and the plasma protein binding is low 
(45%)

Metabolism & Excretion 
Meman�ne undergoes par�al hepa�c metabolism. 
The hepa�c microsomal CYP450 enzyme system.
Meman�ne is excreted predominantly (about 48%) 
unchanged in urine and has a terminal elimina�on 
half-life of about 60 to 80 hours.

The remainder is converted primarily to three polar 
metabolites which possess minimal NMDA receptor 
antagonis�c ac�vity: the N-glucuronide conjugate, 
6-hydroxy meman�ne, and 1-nitroso-deaminated 
meman�ne. A total of 74% of the administered dose 
is excreted as the sum of the parent drug and the 
N-glucuronide conjugate.

INDICATIONS 
Meman�ne hydrochloride tablets are indicated for 
the treatment of moderate to severe demen�a of the 
Alzheimer’s type.

DOSAGE AND ADMINISTRATION
The recommended star�ng dose of meman�ne HCl 
tablets is 5mg once daily. The dose should be 
increased in 5mg increments to 10mg/day (5mg 
twice daily), 15mg/day (5mg and 10mg as separate 
doses), and 20mg/day (10mg twice daily). The 
minimum recommended interval between dose 
increases is one week. The dosage shown to be 
effec�ve in controlled clinical trials is 20mg/day. 
Meman�ne HCl tablets can be taken with or without 
food.

USE IN SPECIFIC POPULATION
Pregnancy: Pregnancy category B
There are no adequate and well-controlled studies of 
meman�ne in pregnant women. Meman�ne HCl 
should be used during pregnancy only if the poten�al 
benefit jus�fies the poten�al risk to the fetus.
Meman�ne given orally to pregnant rats and 
pregnant rabbits during the period of organogenesis 
was not teratogenic up to the highest doses tested 
(18mg/kg/day in rats and 30mg/kg/day in rabbits, 
which are 9 and 30 �mes, respec�vely, the maximum 
recommended human dose [MRHD] on a mg/m2 
basis.

(Meman�ne Hydrochloride 10mg Tablet)

Nursing Mothers
It is not known whether this drug is excreted in 
human milk. Because many drugs are excreted in 
human milk, cau�on should be exercised when 
meman�ne HCl is administered to a nursing mother.

Pediatric Use
Safety and effec�veness in pediatric pa�ents have 
not been established.

Geriatric Use
The majority of people with Alzheimer’s disease are 
65 years and older. In the clinical studies of meman�ne 
HCl the mean age of pa�ents was approximately 76; 
over 90% of pa�ents were 65 years and older, 60% 
were 75 years and older, and 12% were at or above 
85 years of age. The efficacy and safety data presented 
in the clinical trial sec�ons were obtained from these 
pa�ents. There were no clinically meaningful differences 
in most adverse events reported by pa�ent groups ≥
65 years old and <65 year old.
Renal Impairment
No dosage adjustment is needed in pa�ents with 
mild or moderate renal impairment. A dosage 
reduc�on is recommended in pa�ents with severe
renal impairment.
Hepa�c Impairment
No dosage adjustment is needed in pa�ents with 
mild or moderate hepa�c impairment. Meman�ne 
HCl should be administered with cau�on to pa�ents 
with severe hepa�c impairment.

WARNING & PRECAUTIONS
Genitourinary Condi�ons
Condi�ons that raise urine pH may decrease the 
urinary elimina�on of meman�ne resul�ng in 
increased plasma levels of meman�ne.
Some medical condi�ons may interact with meman�ne. 
Recommenda�on of physician must be taken in 
following condi�ons:

• Pregnancy, planning to become pregnant,or are
  breast-feeding.
• Intake of prescrip�on or non prescrip�on medicine,
  herbal prepara�on, or dietary supplement.
• Have  allergies to medicines, foods, or other substances.
• History of  liver problems, or  history of bladder or
 kidney problems, seizures, trouble urina�ng, or a
 condi�on that raises your urine pH balance (eg,
 urinary tract infec�on).
• Usage of Amantadine, carbonic anhydrase
 inhibitors (eg, acetazolamide), extromethorphan,
 ketamine, or sodium bicarbonate because they
 may increase the risk of meman�ne's effects.

ADVERSE EFFECTS
Fa�gue  Pain
Hypertension Dizziness
 Headache  Cons�pa�on
Vomi�ng  Confusion
Somnolence Hallucina�on
 Coughing  Dyspnea

DRUG INTERACTIONS
Drugs that Make the Urine Alkaline
The clearance of meman�ne was reduced by about 

80% under alkaline urine condi�ons at pH 8. 
Therefore, altera�ons of urine pH towards the 
alkaline condi�on may lead to an accumula�on of 
the drug with a possible increase in adverse effects. 
Urine pH is altered by diet, drugs (e.g. carbonic 
anhydrase inhibitors, sodium bicarbonate) and 
clinical state of the pa�ent (e.g. renal tubular 
acidosis or severe infec�ons of the urinary tract). 
Hence, meman�ne should be used with cau�on 
under these condi�ons.

Use with Other N-methyl-D-aspartate (NMDA) 
Antagonists
The combined use of meman�ne HCl with other
NMDA antagonists (amantadine, ketamine, and 
dextromethorphan) has not been systema�cally 
evaluated and such use should be approached with 
cau�on.

CONTRAINDICATION
Meman�ne HCl tablets are contraindicated in 
pa�ents with known hypersensi�vity  to meman�ne
hydrochloride or to any excipients used in the 
formula�on.

OVERDOSAGE
Signs and symptoms most o�en accompanying 
meman�ne overdosage in clinical trials and from 
worldwide marke�ng experience, alone or in 
combina�on with other drugs and/or alcohol, 
include agita�on, asthenia, bradycardia, confusion, 
coma, dizziness, ECG changes, increased blood 
pressure, lethargy, loss of consciousness, psychosis, 
restlessness, slowed movement, somnolence, 
stupor, unsteady gait, visual hallucina�ons, ver�go, 
vomi�ng, and weakness.

STORAGE
Store below 30OC.
Protect from light, heat  and moisture.
Keep out of the reach of children.

PRESENTATION
Con�ne (Meman�ne Hydrochloride) 10mg Tablet:
Pack of 56’s in Alu-Alu blister.
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158, D. Tore, Gadap Road, Super Highway, Karachi. 

Manufactured by:

ISO-9001 Certified Company


