OLANZAPINE
EPINOZAL-0D 5

5 mg Orally Disintegrating Tablet
ANTIPSYCHOTIC

FORMULATION:
Eachtablet contains:
Olanzapine USP 5mg
Excipients . Qs
PRODUCT DESCRIPTION:
flatuncoated tablet i her side.
MECHANISM OF ACTION:

Olanzapine is an atypical antipsychotic agent, is used to treat both negative and positive symptoms of schizophrenia, acute mania with bipolar disorder, agitation, and psychotic
symptoms in dementia.

PHARMACODYNAMIC PROPERTIES
Therapeutic Class:
Olanzapine is an antipsychotic agent.

PHARMACODYNAMICS:
Olanzaping s an anumber ofreceptor systems. I preciinical studies, olanzapine exhibited afinities for
serotonin 5-HT2A/C, 5 HT3, 5 HT6; dopamme 1,02, 03, 04 5; muscainic M1.5; aenergi 11 and istamine K, receptors. Animal befaioralstudies vith onzzpine

occuratintervals of not less than 24 hours.

Olanzapine orodispersible tablet should be placed in the mouth, where it will apidly disperse in saliva, so it can be easily swallowed. Removal of the intact orodispersible tablet from
the mouth is difficult. Since the orodispersible tabletis fragile, it should be taken immediately on opening the blister. Alternatively, it may be dispersed in a full glass of water or other
suitable beverage (orange juice, applejuioe, milk or coffee) immediately before admiristraton

O tablet p tablets, with a similar rate and extent of absorption. It has the same dosage and frequency of administration as
p tablets. i tablets may

ADVERSE EFFECTS:
The most frequenty reported adverse reactions associated withthe use of olanzapine were somnolence, weight gain, eosinophia, elevated prolactin, cholesterol, glucose and
tigyeride fovls, gucostra, ncreased appette, Gzziness, akatisia, parnsonism, yskinesa, orthostaic effects, transient

rash, asthenia, fatigue and

DRUG INTERACTIONS:
Diazep .

diazepam i pi

Clm ne andAnIaclds Single doses of cimetidine (800 mg) or d i i ids di olanzapine.

Alcohol: Ethanol (45 mg/70 kg single dose) did not have an effect on olanzapine nhavmacoklnet\cs The co administration of alcohol (i.e., ethanol) with olanzapine potentiated the
orthostatic hypotension observed with olanzapine.

Potentialfor Olanzapine to Affect Other Medicinal Products: Ol g directand

v use of olanzapine with anti- P isnot
PREGNANCY AND LACTATION:
PREGNANCY:

‘There are no adequate and well-controlled studies in pregnant women. Patients should be advised to notify their physician if they become pregnant or intend to become pregnant
during reatmentwith olanzzpie.

Lactation:

In'a study i breast- feeding, healthy women, olanzapine was excreted in breast mik. Mean infant exposure (mg/kg) at steady.-state was estimated to be 1.8% of the maternal
pi breast-feed an infantif they are lanzapine.

PRECAUTION /WARNINGS:

« Elderly Patients with D R Iated Psychosi: i i incidence of (e.9., stroke, transient

« Suicide: The possit isinherent iz i i | disorder, and high-risk g therapy; when

usmg incombination wnthlluoxetme

 Hyperglycemia: In some cases extreme and associated with ketoacidosis or hyperosmolar coma or death, has been reported in patients taking olanzapine. Patients taking

indicated 5HT, dupamlna and cholnergic an\agumsm consistent g profile. 0 greater in viro receptor affnity for serotonin 5HT2, as

vivo serotonin SHT2 pamin D2 ecepwraﬂmnyanuactwny thatolanzapine reduced
thefiring of mesolmbic (0) dopainergicneurons, wilehaving it ffect on the stiatal (A9) pathways nvolv in motorfunction. Olanzapinereduced a conditoned avadance
response, a test indicative of antipsychotic actvity, at doses below those producing catalepsy, an effect indicative of motor side-€ffects. Unlike some other antipsychotic agents,
olanzapine increases responding in an “anxiolytic* test. In two of two placebo and two of three comparator controlled trials with over 2,900 schizophrenic patients presenting with

for

in lipids have been observed. iate clinical monitoring i including testing at jinni and
penadlca\ly during, trea!men(

+ Weight Gain: i i i . Patie i weight.

« Tardive Dysklnes\a. Discontinue if clinically appropriate.

« Orthostatic Hypotension: Orthostatic hypotension associated with dizziness, tachycardia, bradycardia and, in some patients, syncope, may occur especially during initial dose

3 p g g "
titration
PHARMACOKINETICS: «Seizures: in patients with a history of seizures or with lower
Olanzapine s well absorbed after oral administration, reaching peak plasma concenirations within 5 to 8 hours. The absorption is not affected by food. Plasma of * Potentialfor Impairment pair judgment, thinking, and motor skils. Use caution when operating machinery.
olanzapine were lnr and dose proportonal ntials studying dosesfrom 1 to 20 mg. Ofanzzpine is metabolized i te ver by cojugative and oxidatv pathways. The major of lay eleva . )
10. does not Cyte CYP1A2 and CYP2D! « Laboratory Tests: Monitor I g, treatment.
theN 2 lessin activity th The
pharmacologic activity is from the parent olanzapine. After subjects, Jf 3 hours (2110 54 hours for 5th o 95th OVERDOSAGE AND TREATMENTS:
percentile) and the mean olanzapine plasma clearance was 26 L/hr (12 to 47 L/hr for the 5thte Olanzapine saried on the basis of . . . )
gender, and age. The following summarizes these effects. See Table 1. Very common symptoms in overdose (> 10% incidence) include tachycardia, dysarthria, various symptoms, and reduced level of
consciousness ranging from sedation to coma. Other medically significant sequelae of overdose include delirium, convulsion, coma, possible neuroleptic malignant syndrome,
Table 1. respiaory depression, aspiraion, hypertension o hypalension,cardac arthymias <25 ofoverdose Case), and cardopulmoriary aest. Fataloutcomes have e reported
fori but survival has g
Patient Half-Life Plasma Management:
Characleristics (hours) cmﬂ There is no specific antidote for olanzapine. Induction of emesis is not recommended. Standard procedures for management of overdose may be indicated (i.e., gastric lavage,
r) . dcharcoal) Th p i " jlabilty of d 1060%.
Nonsmoking 386 186
Smoking 204 217 STORAGE CONDITION:
Female 8.7 18.9 Store at temperatures not exceeding 30°C.
ek s L] CAUTION:
Elderly (65 and older) 518 17.5 Foods, Drugs, Devices, and Cosmetics Act prohibits dispensing without prescription.
338 18.2

Although smoking status, gender, and, to a lesser extent, age may I i half-life, ‘the impact of ing! i i

tothe overall variability between individuals.

Adolescents (ages 13 In 17 years):

between adolescents and adults. In I P 27% higherin adolescent
belween'*- adolescents an ge bod) welgmandleweradole cents . Such contribute to the higher
dole There was diff i half-life or pi Il impaired
renal function compared to individuals with function. r 57% of radio is excreted in urine, prmmpal\y as metabolites. Subjects with mild
r jé olanzapine was about 93%

overlhe concentration range of about 7 to about 1000 ng/mL. Olanzapine is bound to albumin, and [J1-acid- In a study of Caucasians, Japanese, and
i diff i tatus d affect boli

of olanzapine.
INDICATIONS:
ingisi the treatment of
the treatment of ic episode.
In patient i treatment, indicated for ith bipolar disorder
CONTRAINDICATIONS:
itivit i ‘toany of th ipients. Patients of

DOSAGE AND ADMINISTRATION:
Route of Administration: Oral
Adults:

ting dose for 10mg/day.
Manic episode: The starting dose is 15 daily de r 10 mg daily i therapy.
Preventing recurrence in bipolar disorder: The recommended starting dose is 10 mg/day. For patients who have been receiving olanzapine for treatment of manic episode,
conunue therapy for preventmg recurrence at the same dose. If a new manic, mixed, or depressive episode occurs, olanzapine treatment should be continued (with dose
ytherapy to treat asclinically indicated.
During trea!men( for scmzophrenla manic episode, and recurrence prevention in bipolar disorder, daily dosage may subsequenlly be ad]usted on the basis of individual clinical
status 20 mg/day. Anincrease to a dose g ting dose is advised only after hould l

For suspected adverse drug reaction, report to the FDA: www.fda.gov.ph. Seek medical attention immediately at the first sign of any adverse drug reaction.

AVAILABILITY:
EPINOZAL-0D 5 - Alu/Alu Blister Pack of 10's (Box of 50's)
EPINOZAL-0D 5 - Alu/Alu Blister Pack of 10's (Box of 30's)

DRP-8536
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Manufactured by:

STALLION LABORATORIES PVT. LTD.

C-18,305/2, 3,4, &5 G.I.D.C. Kerala, Bavla-382 220,
Dist: Ahmedabad, Gujarat, India

Imported & Distributed by:

AMBICA INTERNATIONAL CORPORATION

No. 9 Amsterdam Extension, Merville Park Subd.,
Paranaque City, Metro Manila
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