Feeliz™

Amitriptyline Hydrochloride USP & Chlordiazepoxide USP

Composition:

Feeliz™ 12.5 mg & 5 mg Tablet: Each bilayer film
coated tablet contains Amitriptyline 12.5 mg as
Amitriptyline Hydrochloride USP &
Chlordiazepoxide USP 5 mg.

Pharmacology:

Amitriptyline is a dibenzocycloheptadiene derivative.
The formula is 10, 11-dihydro-, N-dimethyl-5H-
dibenzo cycloheptene-A-propylamine hydrochloride.

Chlordiazepoxide is a benzodiazepine with the
formula 7-chloro-2-(methyl-amino)-5phenyl-3H-1,
4-benzodiazepine 4-oxide.

Both components of Feeliz™ exert their action in
the central nervous system. Amitriptyline is an
antidepressant;  neurotransmitter  (especially
norepinephrine and serotonin) reuptake inhibitor;
elicits anticholinergic effects. Chlordiazepoxide is
an antianxiety agent; depresses all levels of CNS,
including limbic and reticular formation, possibly
by increasing gamma-aminobutyric acid (GABA)
activity, a major inhibitory neurotransmitter.

Indications:

Feeliz™ is indicated for the treatment of patients
with moderate to severe depression associated
with moderate to severe anxiety. Symptoms likely
to respond in the first week of treatment include:
insomnia, feelings of guilt or worthlessness,
agitation, psychic and somatic anxiety, suicidal
ideation and anorexia.

Dosage & administration:
a) Route of administration: Feeliz™ combines for
oral administration.

Optimum dosage varies with the severity of the
symptoms and the response of the individual
patient. When a satisfactory response is obtained,
dosage should be reduced to the smallest amount
needed to maintain the remission. The larger
portion of the total daily dose may be taken at
bedtime. In some patients, a single dose at
bedtime may be sufficient. In general, lower
dosages are recommended for elderly patients.

Feeliz™ tablets in an initial dosage of 3 or 4
tablets daily in divided doses may be satisfactory
in patients who do not tolerate higher doses or as
per direction given by physician.
Contraindications:

Feeliz™ is contraindicated in patients with
hypersensitivity to either benzodiazepines or
tricyclic antidepressants. It should not be given
concomitantly with a monoamine oxidase
inhibitor. Hyperpyretic crises, severe convulsions
and deaths have occurred in patients receiving a
tricyclic antidepressant and a monoamine
oxidase inhibitor simultaneously. When it is
desired to replace a monoamine oxidase inhibitor
with Feeliz™, a minimum of 14 days should be
allowed to elapse after the former is discontinued.
Feeliz™ should then be initiated cautiously with
gradual increase in dosage until optimum
response is achieved. This drug is
contraindicated during the acute recovery phase
following myocardial infarction.

Warnings & precautions:

Concomitant use of benzodiazepines and opioids
may result in profound respiratory depression,
coma, and death. Limit dosages and durations to

minimum required; monitor for signs and
symptoms of respiratory depression and
sedation.

In  short-term studies, antidepressants may
increase the risk of suicidal thinking and behavior
in children, adolescents, and young adults (age
<24 year) taking antidepressants for major
depressive disorders and other psychiatric
illnesses. This increase was not seen in patients
aged >24 year; slight decrease in suicidal thinking
was seen in adults >65 year; risks must be
weighed in children and young adults against the
benefits of taking antidepressants. Patients
should be monitored closely for changes in
behavior, clinical worsening, and suicidal
tendencies; monitor during the initial 1-2 months
of therapy and dosage adjustments. Patient’s
family should communicate to the physician any
abrupt changes in behavior.

Use with caution in patients with a history of
seizures. Close supervision is required when
Feeliz™ is given to hyperthyroid patients or those
on thyroid medication. The usual precautions
should be observed when treating patients with
impaired renal or hepatic function.

Side effects:

a) Common: Common side effects are
drowsiness, dry mouth, constipation, blurred
vision, dizziness and bloating, anorexia, fatigue,
weakness, restlessness and lethargy.

b) Rare: Rare side effects are vivid dreams,
impotence, tremor, confusion and nasal
congestion. Granulocytopenia, jaundice and
hepatic dysfunction of uncertain etiology have
also been observed rarely with Amitriptyline &

Chlordiazepoxide combination. When treatment
with  Amitriptyline & Chlordiazepoxide
combination is prolonged, periodic blood counts
and liver function tests are advisable.

Use in pregnancy & lactation:
Safe use of Amitriptyline & Chlordiazepoxide
combination during pregnancy and lactation has
not been established. It is not known whether this
drug is excreted in human milk.

Use in children & adolescents:

Safety and effectiveness in the pediatric
population have not been established.
Antidepressants may increase the risk of suicidal
thinking and behavior in children, adolescents,
and young adults (age <24 vyear) taking
antidepressants for major depressive disorders
and other psychiatric illnesses. Anyone
considering the use of Chlordiazepoxide and
Amitriptyline tablets in a child or adolescent must
balance the potential risks with the clinical need.

Drug interaction:

a) With medicine: The concomitant use of
benzodiazepines and opioids increases the risk of
respiratory depression because of actions at
different receptor sites in the CNS that control
respiration. Benzodiazepines interact at GABAx
sites and opioids interact primarily at mu
receptors. When benzodiazepines and opioids
are combined, the potential for benzodiazepines
to significantly worsen opioid-related respiratory
depression exists. Limit dosage and duration of
concomitant use of benzodiazepines and opioids,
and monitor patients closely for respiratory
depression and sedation.

Some patients may experience a large increase in
amitriptyline concentration in the presence of
Topiramate and any adjustments in Amitriptyline
dose should be made according to the patient's
clinical response and not on the basis of plasma
levels.

Because of its Amitriptyline component, Feeliz™
may block the antihypertensive action of
Guanethidine or compounds with a similar
mechanism of action. The effects of concomitant
administration of Feeliz™ and other psychotropic
drugs have not been evaluated. Sedative effects
may be additive. Cimetidine is reported to reduce
hepatic  metabolism of certain tricyclic
antidepressants and benzodiazepines, thereby
delaying elimination and increasing steady-state
concentrations of these drugs. Clinically
significant effects have been reported with the
tricyclic antidepressants when used
concomitantly with cimetidine.

b) With food and others: Alcohol may potentiate
some of the pharmacologic effects of Feeliz™.
Use in combination may result in additive central
nervous system depression and/or impairment of
judgment, thinking, and psychomotor skills.

Overdose:

Deaths may occur from overdose with this class
of drugs. Multiple drug ingestion (including
alcohol) is common in deliberate tricyclic
antidepressant overdose. Signs and symptoms of
toxicity  develop  rapidly  after tricyclic
antidepressant overdose; therefore, hospital
monitoring is required as soon as possible.

Critical manifestations of overdose include:
cardiac dysrhythmias, severe hypotension,
convulsions and CNS depression, including
coma. Changes in the electrocardiogram,
particularly in QRS axis or width, are clinically
significant indicators of tricyclic antidepressant
toxicity. Other signs of overdose may include:
confusion, disturbed concentration, transient
visual hallucinations, dilated pupils, agitation,
hyperactive reflexes, stupor, drowsiness, muscle
rigidity, vomiting, hypothermia, hyperpyrexia.
Storage:

Do not store above 30°C, protect from light &
moisture.

Keep out of reach of children.

Packing:

Feeliz™ 125 mg & 5 mg Tablet: Each box
contains 60 (6 x 10’s) tablets in Alu-Alu blister
pack.
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