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i RLEINA

KE O CE INDICATIONS AND USAGE

(TRIHEXYPHENIDYL Trihexyphenidyl HCl is indicated as an adjunct in the treatment of
HYDROCHLORIDE all forms of parkinsonism (postencephalitic, arteriosclerotic, and
-trihexyphenidyl idiopathic). It is often useful as adjuvant therapy when treating
hydrochloride tablet, these forms of parkinsonism with levodopa. Additionally, it is
Bionpharma Inc., indicated for the control of extrapyramidal disorders caused by
2025 47 H) central nervous system drugs such as the dibenzoxazepines,

phenothiazines, thioxanthenes, and butyrophenones.

DOSAGE AND ADMINISTRATION

Dosage should be individualized. The initial dose should be low and
then increased gradually, especially in patients over 60 years of
age. Whether trihexyphenidyl HCl may best be given before or after
meals should be determined by the way the patient reacts.
Postencephalitic patients, who are usually more prone to excessive
salivation, may prefer to take it after meals and may, in addition,
require small amounts of atropine which, under such
circumstances, 1s sometimes an effective adjuvant. If
trihexyphenidyl HCI tends to dry the mouth excessively, it may be
better to take it before meals, unless it causes nausea. If taken
after meals, the thirst sometimes induced can be allayed by mint
candies, chewing gum or water.

Abrupt withdrawal of treatment for parkinsonism may result in
acute exacerbation of parkinsonism symptoms; therefore, abrupt
withdrawal should be avoided.

Abrupt withdrawal of treatment may result in neuroleptic
malignant syndrome (NMS) (see WARNINGS).
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FDA:Pregnancy Category C (201546 H)
2E O
+ FDA:Pregnancy Category

C : Animal reproduction studies have shown an adverse effect on the fetus and there are no adequate
and well-controlled studies in humans, but potential benefits may warrant use of the drug in

pregnant women despite potential risks.

|
AU TGA B1
[ARTANE (TRTHEXYPHENIDYL HYRDROCHLORIDE)

Pregnancy Category
TABLETS:

Arrotex Pharmaceuticals Pty Ltd , 2024 4 6 1]

ZE OB
+ AUTGA Pregnancy Category
B1 : Drugs which have been taken by only a limited number of pregnant women and women of
childbearing age, without an increase in the frequency of malformation or other direct or indirect

harmful effects on the human fetus having been observed.



Studies in animals have not shown evidence of an increased occurrence of fetal damage.

(2026 4 3 A KAL)
HR FLEINA
KE DO SGE PRECAUTIONS
(TRIHEXYPHENIDYL Pregnancy
HYDROCHLORIDE TERATOGENIC EFFECTS PREGNANCY CATEGORY C
-trihexyphenidyl Animal reproduction studies to evaluate teratogenic and
hydrochloride tablet, embryotoxic potential have not been conducted with
Bionpharma Inc., trihexyphenidyl HCI. It is also not known whether
2025 47 H) trihexyphenidyl HCI can cause fetal harm when administered

to a pregnant woman or can affect reproduction capacity.
Trihexyphenidyl HCI should be given to a pregnant woman
only if clearly needed.

Nursing Mothers

It is not known whether this drug is excreted in human milk.
Because many drugs are excreted in human milk, caution
should be exercised when trihexyphenidyl HCI is administered
to a nursing woman.

As with other anticholinergics, trihexyphenidyl may cause
suppression of lactation. Therefore, trihexyphenidyl should
only be used if the expected benefit to the mother outweighs
the potential risk to the infant.

(2) INRFICBT B15%R
AINCBT DRHEDE REATHEEICHETDIER 19.7 /MNEE) OFRLBIILLTOLEBY THY, FDA
CREWRMICE) L1382 5,

9.7 /MNR
BEEOEWRENGRMEEZ B S EHE SN2 G5 IC0RBETH 2, NNEEERIG L LT
RERBRIT S L Cuh7euy,

HR RN A

KE DO SGE Pediatric Use

(TRIHEXYPHENIDYL Safety and effectiveness in pediatric patients have not been

HYDROCHLORIDE established. (See also ADVERSE REACTIONS.)

-trihexyphenidyl hydrochloride | ADVERSE REACTIONS

tablet, Bionpharma Inc., In addition to adverse events seen in adults, the following

2025 7 H) adverse events have been reported in the literature in
pediatric patients: hyperkinesia, psychosis, forgetfulness,
weight loss, restlessness, chorea, and sleep alterations.
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