AND PRECAUTIONS:
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Quel\apme should be used wwlh caution in patients with hepatic or renal impairment, with cardiovascular disease or other conditions —

disease, or with a history of seizures or conditions that lower the seizure threshold.

Quetiapine
Quetadin®

25 mg Film-Coated Tablet * 100 mg Film-Coated Tablet
ATYPICAL ANTIPSYCHOTIC

FORMULATION:

Each film-coated tablet contains:
Quetiapine Fumarate

Eq. to Quetiapine 25mg

Each film-coated tablet contains:

Quetiapine Fumarate

Eq. to Quetiapine 100mg

PRODUCT DESCRIPTION:

Quetiapine (Quetadin) 25 mg -Yellow coloured round, biconvex film-coated tablets, plain on both side.

Quetiapine (Quetadin)100 mg- biconvex film-coated tablets, scored on one side and plain on the other side.

Quetiapine fumarate is an atypical antipsychotic agent, belonging to a chemical class, the dibenzothiazepine derivatives. Quetiapine is indicated for
the treatment of schizophrenia as well as for the treatment of acute manic episodes associated with bipolar 1 disorder. The antipsychotic effect of
quetiapine is thought by some to be mediated through antagonist activity at dopamine and serotonin receptors. Specifically the D1 and D2 dopamine,
thealpha 1 andalpha. and 5-HT1Aand 5-HT2 serotonin receptor subtypes are antagonized.

PHARMACODYNAMIC PROPERTIES:
Pharmacotherapeutic group: Antipsychotics.

Mechanism of action:

Quetiapine is an atypical antipsychotic agent. Quetiapine and the active human plasma metabolite, norquetiapine interact with a broad range of
receptors. Quetiapine and exhibit affinity for brain serotonin (5HT2) and dopamine D1- and D2- receptors. It is this

combination of receptor antagonism with a higher selectivity for 5HT2 relative to D2- receptors, which is believed to contribute to the clinical

antipsychotic pmpemes and low extrapyramidal side effect (EPS) liability of quetiapine compared to typical antipsychotics. Quetiapine and

affinity at receptors but igh affinty at istaminergic and adrenergic apha-1 receptors and
d ffi ic alpl receptors. Quetiapil has low or no affinity for
high affinity at i  which may fiects. Inhibition of P \N:T)and
a ..ua‘s-HTWAsNesw h

Pharmacodynamic effects:
Quetiapine is active in tests for an(lpsychollc actwlty such as cund\tloned avoldance Italso blocks the acuon of dopamine agonists, measured either
index of D2-receptor blockade.

In pre-clinical tests predictive of EPS, quetiapine is unlike typical antipsychotics and has an atypical profile. Quetiapine does not produce dopamine

D2-receptor supersensitivity after chronic administration. Quetiapine produces only weak catalepsy at effective dopamine D2-receptor blocking

doses. Quetiapine demonstrates selectivity for the limbic system by producing depolarisation blockade of the mesolimbic but not the nigrostriatal

dopamine- con(ammg neurones lol\owmg chromc administration. Quetiapine exhibits minimal dystonic liability in haloperidol-sensitised or drug-naive
teand

bus

PHARMACOKINETICS:

Quetiapine is well absorbed after oral doses and widely distributed throughout the body. Peak plasma concentration is reached in about 1.5 hours. Itis
about 83% bound to plasma protein. Quetiapine is extensively metabolized in the liver by sulfoxidation mediated mainly by the cytochrome P450
isoenzyme CYP3A4 and by ox\dat\un Itis excreted mainly as inactive metabolites with about 73% of a dose appearing in the urine and about 20% in
feces. The elir half-life 6to 7 hours. Itis distributed into breast milk.

INDICATIONS:
Quetan "

of schi i i witf
DOSAGE AND ADMINISTRATION:

SCHIZOPHRENIA: 50 mg on day one, 100 mg is given on day two, 200 mg on day three, and 300 mg on day four; daily doses are given in 2 divided
doses.

ipolar disorder

00 t daily, although 1

THE MAXIMUM RECOMMENDED DOSE 50mg dally The usua\ initial daily dose is increased in days two and three in increment of 50 to 150 mg, as
tolerated, to a target of 300 to 400 mg daily by day four. The daily dose on the first day is given in 2 divided doses, but may be given in 3 divided doses
thereafter. The daily dosage may be further adjusted as necessary in increment or decrement of 50 to 100 mg at intervals of not less than 2 days toa
usual range.
ACUTE MANIC EPISODES: Associated with bipolar disorder 50 mg twice daily on day one, 100 mg twice daily on day two, 150 mg twice daily on day
three, and 200 mg'wiceda\\yun dayfcu

,although, I tsin d hould b than 200mg
daily. Queﬂapme should be given in reduced doses for elderly, a recummended slamng dose is 25 mg daily which may be increased everyday in

D

Oras prescribed by the physician.
CCONTRAINDICATIONS:

k i ive anyof

Q X

f Queti the risk of ,including nausea, vomiting, insomnia, and _
rebound psychoses, with abrupt cessation. Reduced d I in pat renalimpairment.
PREGNANCY: —
Q if
LACTATION:
ADVERSE DRUG REACTIONS:

The most frequent adverse effects with quetiapine are somnolence and dizziness. Mid asthenia, anxiety, fever, hinits, peripheral edema,

consnpanon dyspepsia, dry mouth, and raised hver enzyme values are also re\atwe\y common, Orthostatic hypotensmn assucnaled with d\zzmess
itial dose-ti fQTi

and of p \g diabetes have been reported rarely. Clinical monitoring for hyperg\ycemla has been recommended
especla\lym patients with, or at risk deeve\upmg dlabetes
Weightgain,partculry duringeary reatmen, Iso been reported. Other fiects h luded rises in pl iglycerid
i i and priapism.

DRUGINTERACTIONS:
The central effects of other CNS depressants including alcohol may be enhanced by quetiapine. Quetiapine should be used with caution in patients
receiving drug that QTinterva\sv

Q tagonize i d

CYP3A4is main ibe for P450- medlaled boll q p 'd caution is advised quetiapine is used with
potentinhibitors of CYP3A4 and lower doses of quetiapine should be used when given
with such drugs. Conversely, enzyme \nducers such as carbamazepme and phenytoin may decrease the p\asma concentrations of quetiapine, and
higher quetiapine, may be, necessary. h:

OVERDOSEAND TREATMENT:

Symptoms: In general, reported signs and symptoms were those resulting from an ion of the active known

effects, i.e., drowsiness and sedation, tachycardia and hypotension. Overdose could lead to QT-prolongation, seizures, status epilepticus,
rhabdomyolysis, respiratory depression, \mnary retention, confusion, delmum and/or agitation, coma and death. Patients with pre-existing severe

drisk of the effects
Management of overdose There is no spec\f ic antidote to Ouetlapme Whl\st the prevention of absorption in overdose has not been investigated,
di should b hourofingestion. Th factivated
be considered.
CAUTION:
Foods, Drugs, Devices, and C: i prohit D

“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.”

STORAGE CONDITION:
Store at temperatures not exceeding 30°C.
Keep all medicines out of children's reach.

AVAILABILITY:
Quetadin 25 mg Film-Coated Tablet ..................
Quetadin 100 mg Film-Coated Tablet.................

.Alu/Alublister pack of 10's (Box of 60's)
. Alu/Alu blister pack of 10's (Box of 60's)

Quetiapine (Quetadin)25mg

DRP-4183-01

Date of First Authorization: July 18, 2017

Date of Renewal of Authorization: May 24, 2019
Date of Revision of Package Insert: April 27, 2020
Quetiapine (Quetadin) 100mg

DRP-4180-01

Date of First Authorization: July 18, 2017

Date of Renewal of Authorization: July 7, 2019
Date of Revision of Package Insert: April 27, 2020

Manufactured by:

XL LABORATORIES PVT. LTD.

E-1223, Phase |, Ext. (Ghatal) RIICO Industrial Area,
Bhiwadi, Dist. Alwar, Rajasthan, India

PL00820-00

Imported by:

AMBICA INTERNATIONAL CORPORATION
No. 9 Amsterdam Ext., Merville Park Subd.,
Parafiaque City, Philippines

Distributed by:

MEDCHOICE CNS PHARMA CORPORATION
10F Unit 1001 88 Corporate Center Sedefio cor.
Valero Sts., Salcedo Village, Makati City, Makati
Metro Manila




