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RABUGEN (Suspension)

Each teaspoonful (5 ml) Suspension contains:
Domperidone 5 mg

I\l (Suspension)

Each teaspoonfil (5 ml) Suspension contains:
Domperidone ... § mg

4 Whatis RABUGEN (Suspension)?

Dopaminergic blocking avents; Gastrointestinal emptying (delayed) adjunct: peristaltic stimulane: The
gastroprokinctic properties of domperidone are related w s peripheral dopamine receptor blocking
propertics. Domperidone facilitates pasiric emptying and decreases small bowel transit time by
increxsing esophageal and gastric peristalsis and by Jow ering esophageal sphincicr pressure,

Anticmctic: The antiemetic properties of dopamine are relaied @ s dopamine receptor hlocking
activity at both the chemoreceptor trigger zone and at the gastnic bevel

Domperidone is S-chloro-1-[1-]3-{2,3- dihydro-2-ono- 1 -benzimidazal- | -1 jpropyl | piperidin-4-v |-
2. 3dihydro- | H-benzimidazol-2-one, The empirical formula of Domperidone & CrHa OIS0 and 115
malecular weight is 4259

L How much stremgth of RABUGEN (Suspension) is avallable?

RABUGEN {Suspension) is available at the strength of 5 mg per 5 ml - White colar Suspension, [t is
supplied as PET bonle of 30 mL

‘:% What is RABUGEN (Suspension) for?

Giastritis, chronic and subacute (mearment): Domperidone is indicated for treating svimploms associated
with upper gastrointestinal matility disorders caused by chronic and subacute gasmitis.

Gasroparcsis, diabetic (reament): Domperidone is indicated for treatmy symploms associated with
upper gastointestinal motility disorders caused by disbetic gastraparesis.

Liastrainfestinal sympioms due to dopamine agonist therapy (prophylaxis): Damperidane is indicated o
prevent gastrointestinal symploms associated with the use of dopamine aponist antiparkinsonian agems.

':’ When should you niot take RABUGEN (Suspension)?

Except under special circumstances, this medication should mot be wsed when the fallowing
medical problem exists:

Gastrointestinal hemorrhage, mechanical obsmuction or perforation (stimulation of gastromtestinal
nerility may aggravate these conditions)

Hepatic impairment (domperidane undergees extensive firstpass metabolism. Drrug accumulation may
oceur in patients with bepatic impairment)

Semsmtivity w0 domperidone, Prolactinons {domperidone may contribute to excessively high serum
conceiations of prolactin i patients with a prolactm-releasing pituitary tumor),

'@ How musch and how often should you use RABUGEN (Suspension)?

Oral
Usual Aduolt Dose

Upper gastrointestingl moriliny disorders:

2 teaspoonful (10 my base) 3 w0 4 times 3 day 15 10 30 minutes before meals and ai bedime. if
reguired

Mausen and vomiting agsociated with dopantne agonist antiparkinsonian agents:
4 teaspoonful (20 mg base) 2 1o 4 times 3 day.

Uswal adult prescribing limits

Up to 20 mg 3 to 4 times a day

Usual Pediatric Dase

Dasage has not been exdsi¥dig,

Usual Geriatrie Dose

Sec usual adult dose
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RABUGEN (Suspension)

Each teaspoonful (5 ml) Suspension contains;
Domperidone 5 mg

'¢' What are the possible side effects of RABUGEN [Suspension)?

Note: Some of the side effects associated with domgperidone are an extension of its dopamine
antagonist properties, Majonites of these side effects resolve spontameously during continwed therapy
or are tolermted, However, more senious ar froublesome side effects (e.g.. palacvorhea, gynecomastia.
or menstrual immegularities) can be dose-related and will respond to lowering the dose or discontinuing
therapy.

Those indicatmg need for medical anention only if they continue or are bathersome

Imcidence less frequent

CME effects (dry mouth: headache), conjuncuvitis(iching, redness, pam, or swelling of eye),
endocrinological effeces (hot Mushes; menstrual irregularities). galactorrhea (hreast mdlk Dowing fram
the mipple). gyneconustia (excessive development of the breast in the male). mamalgia (pain in the
breast), pranitus (itching). rash, stomatitis (swelling of the mowth), urticaria (ives)

Incidence rare

Asthenia (lack or loss of swength), CNS effects (dizziness; imiability; nervousness; thirst), change in
urimary frequency, edemai(swellmy of face, hands, lower legs, or feet ), extrapyramsdal effects
(diMicully in speaking: logs ol balance or muscle control), astramiestinal effects (abdominal cramps;
change in appetite: constipation; diarrhes; heartburmn), leg cramps, lethargy (drowsiness: mental
dullness : sluggishness: tiredness; weakness), palpitations {fast. iregular, pounding. or racing beartbean
or pulse), dysuria

(buming, difficuh, or paimful urination),

Mote: Extrapyramidal side effects will usually reverse spontaneously as soon as meatment is stopped

& ‘What other medicine ar food should be avoided while taking RABUGEN (Suspension)?

Note: Combmations contaming amy of the following dmug classes, depending on the amount present,
may also interact with this medication.

Anticholinergic drugs {concomitant adminisiration of anticholmergic agents may minimmize the effects
of domperidone)

Agole aptifumgals (the main metabolic pathway of domgperidone is through CYP3A4: as inhilkivors of
CYP3A4, azole antifungals can block the meabolism of domperidone, resaltng in increased plasma
concentrations of domperidone; caution is indicated in the combined wse of domperidone and azole
antifungals).

Human _immunodeficiency  virus (HIV) protease inhibitors (the  main- metabalic  pathway  of
domperidone 5 through CYP3A4; as inhibitors of CYPIAS, HIV prowease inhibitors can block the
metxhalism of donperidone, reswlting in increased plasma concentrations of domperidonc: caution s
indicated in the combined wse of domperidone and HIY protease inhibivors)

Macrolide antibiotics (the maim metabolic pathway of domperidone is through CYP3A4; as inhibitors
of CYPIA4, macrolide antibiotics can block the metabolism of domperidone, resalting in increased
plasmma concentrations of dompendone; caution s mdicated in the combined use of domperidone and
macrolide antibiotes).

Monoamine oxidase (M AQ) inkibiars (use caudon when using domperidone with MAD inhibitors)
Nefazodans (e main meabalic pathway of dompendone s through CVPIAL; as an inhibior of
CYPIA4, nefarodone can block the metabolism of domperidone, resulling in mercased plasma
concentrations of domperidome; caution is dicated in the combined wse of domperidone and
nefazodone)

Sastzined-release or enlenic-coated formulations of dmags (since domperidone enhances gastric and

small intestinal motility, it nay accclerate absomtion of drugs from the small bowel while slowing
ahsorptian of drugs aken up from stomach, partscularly those with sustained-release ar enteric-coated
Tarmulations)

‘} What should you o if vou miss a dose of RARUGEN (Suspension)?

Taking as soon as possible: not mking if alnsost time for pext dose; not doubling doses,

‘5‘ How should vou keep RABUGEN (Suspension)?

Store at tienperature nat exceeding 30°C, in a well-closed container.
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RABUGEN (Suspension)

Each teaspoonful (5 ml) Suspension contains:
Domperidone 5 mg

'@' What are the sipns and sympioms of RABUGEN (Suspension) overdose?

The following are the sympoms of Dompenidone overdosage: Arhythmia, drowsimess, disorientation,
extrapyamidal reactions, hypatension.
Note: Symptoms are sell Eniting and disappears within 24 hours.

’2' What to do when vou have taken mare than the recommended desage of RABUGEN
(Suspension)?

There is no specific antidate or specific agem for domperidone overdase. However, antichalinergic
agentd, antiparkimsonian medications, of antthistamines with amicholimergic properties may be usefil
in contralling the extrapyramidal reactions associaied with domperdone woxiciny.

To enhance elimination

Gasiric lavage as well as the administration of activased charcoal may be uscful in facilintng the
elimination of dompenidone

Suppanive care:

Close observation and supportive therapy are recommended

":’ What care that should be taken when taking RABUGEN (Suspension)?

Carcinogenicity/ Temarigenicity

Studses canducted in radents demonstrate that chromic admimistraton of dopamine receplor blockmg
apents result in an increase in mammary neoplasms. However, peitber clinical nor epidensiological
stdies conducied w dae have shown an association berween lomg-term adminismation of these
medications and mammary umorigenesis; the available evidence is considered w0 limited o be
conclusive at this time

Fregnamey

Smdies have not been done in humans. Mot recommended for used during pregmancy unless the benefin
outweighs the potential harard. Animal studies have not shown that domperidone has any weraiogenic
of primary embryowsie effects on the fems.

Breast-feeding

It is distnbuted into breast milk, Low concentrations of domperidone are found in the breasmmilk,
Therefore, nursmg 15 not recommended by mothers receiving dompendone unless the expecied henefits
outweigh any polential nsk

Pediatrics

The safery and efficacy in ¢libidren have nat been esablished.

@ When should vou consult vour dector?

see Care That Should Be Taken Section.

é'ft RABUGEN (Suspension) is manufactared by:

UNISON LABDRATORIES COMPANY. LIMITED
160 Soi Canuch Sukbumvit Bd..
Ladkrabung, Bangkok 10520 THAILAND

g‘ Imported and distribated by:
MEDMISPEC (M) SDN BHD

Mo, 55 & 57, Lorong Senlp:d:u. 2, (04T Boundary Foad)
11400 Aver ltam, Penang, MALAY SIA

MAL B42108
(USP M 127 & 24%)
AsIRALC (10F)
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