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Compaosition

Xepagan Elixir : Each Smi contains Promethazine Hydrochloride 10mag. Contains Sodium Benzoate 0.1% wiv
as preservative, Alcohol content: 0.19 % v/,

Xepagan-5 Elixir : Each 5ml contains Promethazine Hydrochloride Smg. Contains Sodium Benzoate 0.1% wiv
as preservative, Alcohol content: 0.86 % v/v.

Pharmacodynamics
Xepagan contains a long acting antihistamine which is used for its anti-allergic, anti-emetic, sedative and
hypnotic actions,

Pharmacokinetics
Promethazing is weli absorbed after oral doses and peak plasma wncenh'aﬂon occur2 o3 huws after dose. Metaholised
in the ler, then excreted mainly as metaboliles in the unine, f , mainly o

ffoxde, and also to Ao

- s excreted slowly via the unne and bile.

Indications
Xepagan |s indicated for symptomaric relief of allergy such as hay fever, urticana, treatment of nausea and
vomiting and motion sickness; and as a sedative for mild insomnia.

Dosage and Administration

For oral administration only.

Recommended Dose

Xepagan

Xepagan-5

Allergic Adults

conditions

Smil twice daily.

This may be increased
1o 10mi three times daily
if necessary.

10mi twice daily.

This may be increased
to 20mil three times daily
if necessary.

Children 6-12 years

Single dose atnight
Smi-12.5ml or

2.5ml-5ml twa times daily
{max 12.5ml daily)

Single dose at night
10mi-25mi or

Smi-10ml two times daily
{max 25m| daily)

Children 2-5 years

Single dose atnight
2.5ml-7.5ml o

2.5ml two times daily
(max 7.5mi daly)

Single dose at night
Sml-15ml or

Sml two times daily
{max 15mil dally)

Nausea and Adults 12.5mi every 4 to & hours 25ml every 4 ta 6 hours
Vomiting {max 50m) daily) {miax 100m| daily)
Children 6-12 years Sml every 4 to6 holrs 10mil every 4 to 6 hours
{max 12.5ml daily} {max 25m daily}
Children 2-5 years 2.5ml every 4 to 6 hours 5ml every 4 to 6 hours
{max 7.5ml daly) {max 15mi dally)
Travel Adults Single dose 12.5mi single dose 25mi
Sickness
(the night
befare
tra ueltana Children 6-12 years Single dose 5mi Single dose 10|
peated
after 6-8
hours if Children 2-5 years Single dose 2.5m| Single dose 5mi
required]

Contraindications
Xepagan should not be used in patients with jaundice induced by other phenothiazine derivatives or with known

hypersensitivity to phenothlazines as ¢ ity may occur.

Warnings

Xepagan is strictly not to be used for infants six months cf age and younger. It is also not recommended for children
below 2 years old because younger children are more prone te serious side-effects of pramethazine. This product
contains promethazine hydrochloride. It should not be used in pediatric patients less than 2 years of age because of
the potential for fatal respiratory depression, Xepagan is also to be used with caution in children 2 years and ol der,

Precautions

Xepagan should be used with caution in patients with cardiovascular disease and liver disease.

Asthep may cause dre adult patients should be advised against driving or operating machinery
and to avoid consuming alcahaolic drinks while on this medication.

Promethazine may cause the skin to be more sensitive o the sun especially if the patients have eczema or &
tendency to rheumatism.The skin shouid be protected from expaosure to bright sunlight.

To be used with cautions, and as advised by the physician/pharmacist for children age 2 1o 6 years.

Pregnancy and Lactation

As with all medicines, use in pregnancy and lactation is best avoided unless necessary, where close medical
supervision is required.

Drug Interactions

CNS Depressants- Xepagan may In:rease pm!nng, or intensify the sedative action of other central-nervous-system

depressants, such as alcohal, ypnotics (including barbi narcotics, narcotic analgesics, gereral
hetics, tricyclic antid, and Such agents should be avoided or administered in reduced

dosage to patients receiving promethazine HCI,

Epinephrine- Xepagan is potential to reverse epinephrine’s vasopressor effect, Epinephrine should NOT be used to
treat hypdtension associated with Xepagan.

Anticholinergics- Concomitant use of other agents with anticholinergic properties should be undertaken with
calition.

Monoamine Oxidase Inhibitors (MAOI)- Concomitant use of MACQH and phenothiazines have been reported ta increase
incidence of extrapyramidal effects,

Side Effects

For the doses recommended, side effects are usually mild and transient. The more commaon s:de effe:ts lncl'ude
drowsiness, tinnitus, lassitude, fatigue, dryness of mouth, dysuria, loss of nausea or i or
censtipation, restlessness, dizziness, blurred vision and gastrointestinal d'srurbances.Other side effects which have
bieen reported Include occasional hypotension, leucopenia, Less common but more serious side effects include fevey,
breathing difficulty, irregular heart beat, jaundice, tremor ar convulgions.

Overdosage

In cases of overdosage and poisoning, hospital admissionis strongly advised, Symptoms include convulsions and/or
tremors, hallucinations, ataxia, incoordination, difficulty in breathing, drowsiness and coma, Fixed dilated pupils with
@ Mlustied face and fever are common sigos of overdusage, As there is no specific antidote avallable, aspiration and
gastric lavage may be necessary followed by symptomatic and supportive treatment.

Shelf-life : The expiry date is indicated on the packaging,

Presentation
Yellowish brown colaur elixir with arange Ravour in packs of 60m,

Storage : Store below 30°C. Protect from fight

KEEP OUT OF REACH OF CHILDREN
JAUHI DARI KANAK-KANAK

For further information, please consult your pharmacist or physician.
Revision Date : 14-0ct-2015
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Please read this leaflet carefully before you start to take your medicine, This leafiet isa y of imp
about your medicine, If you have any of are not sure ab ything, ask your doctor or ph
What is in Xepagan?

Ihe active ingredient of Xepagan is Fromethazine Hydrochloride,

Xepagan Elixir contains Promethazine. Hydrochloride 10mg in each Smil of syrup. Also contains Sodium
Benzoate 0.1% w/v as preservative. Alcohol content is 0.19% viv.

Xepagan-5 Elixir comtains Pramethazire Hydrochloride 5mag in each Smi of syrup. Also contains Sodium
Benzoate 0.1% w/v as preservative, Alcohol content Is 0.86% w/v.

X preparations are yellowish brown colour elixir with arange flavour. This syrup liquid is available in
pack sizes of 60ml.

Xepagan belongs to a group of medicines called phenothiazines. 1t is an antihistamine that has anti-allergic,
anti-emetic and sedative actions.

What is Xepagan used for?

Xepagan is used for relief of allergy such as hay fever, rashes, hives, treatment of nausea and vomiting,
prevention of mation sickness, and as a short term sedative,

How much and how often sh

9 % 2
you use Xepag

Recommended Dose

When should you not take this medicine?

Da not take this medicine if you are allergic to promethazine or any of the ingredients in the product.

Xepagan should be used with caution In patients with medical conditions such as cardiovascular disease and liver
disease. If you are taking other medicines or stiffering from other medical conditions; consilt a doctor or pharmacist
before taking this medicine,

As with all medicines, use in pregnancy Is best avoided unless necessary, where close medical supervision is required.
Do not take this medicine during pregnancy or breast feeding, before consulting your doctor or pharmacist,

Special Warnings

Xepagan is strictly not to be used for infants six months of age and younger.

It is also not recommended for children below 2 years old because younger children are more prone to serious
side-effects of promethazine.

Xepagan is also to be used with caution in children 2 years and older.

As the preparations may cause d i adultp should be advised against driving ar operating machinery
and to aveid consuming alcoholic drinks while on this medication.

Promethazine may cause your skin to be more sensitive to the sun especially if you have eczema or a tendency to

rheumatism. You should protect your skin from exposure to bright sunlight.
To be used with cautions, and as advised by the physician/pharmacist for children age 2 to 6 years.

Does Xepagan have side effects?

A medicine may cause side effects in certain individuals. If you experience side effects and are concerned, you should
seek advice from your doctor or pharmacist.

For the doses recommended, side effects are usually mild and transient.

The more common side_effects include drowsiness, tinnitus, lassitude, fatigue, dryness of mouth, dysuria, loss of
appetite, nausea or vomiting, diarrhoea or constipation, restlessness, dizziness, blurred vision and gastrointestinal

Other side affects which have been reported include occasional hypotension, leucopenia.Less commaon but more
serious side effects include fever, breathing difficulty, imegular heart beat, jaundice, tremor or convulsions,

What other medicine or food should be avoided whilst taking Xepagan?

Avoid using alcohol, sleeping pills, medicines for reducing anxiety and tension or any sther medicines that suppress

What should you do if you miss a dose?

If you are taking this medicine regularly and miss a dose, take it as soon as possibie, However, if it s almost time for
your next dose, skip the missed dose and go back to your reqular dosing schedule. Do not take a double dose to

Always ensure the container is well closed, kept below 30°C and protected from light,
Keep Xepagan In a safe place and out of reach of children,

What are the symptoms of overdose and what to do when you have taken more than the

Symptoms of overdose include over-exciternent, shaky and unsteady movements, convulsions and/or tremors,
hallucinations, difficuity in breathing, drowsiness, unconscious, fixed dilated pupils with a flushed face and fever.

If you experience any of the symptoms, or if you have taken more than the recommended dose, seek immediate

«You experience commeon side effects that bother you and serious side effects that need urgent medical attention.
= ¥ou have taken this medicine for 7-10 days in a row and your condition [s not impreving.

o Rt Xepagan-s Elixir disturbances.
Allergic Adults Smil twice daily. 10ml twice daily.
conditions This may be increased This may beincreased
to 10ml three times daily o 20ml three times dajly
if necessary. if necessary,
Children 6-12 years Single dose at night Single doseat night S
smi-12.5ml or 10ml-25mi or reatiing,
2.5mi-5mil two times daily Smi-10ml two times daily
(max 12.5ml daily} {rmax 25mi daily)
Children 2-5 years Single dose at night Single dose at night
2.5ml-7.5ml or Smi-15ml o1 make up for the dose that you have missed.
2.5m| twa times daily Smi twn times daily
(max 7.5ml daily) (max 15ml daily) How should you keep Xepagan?
Nauseaand  Adults 125mlevery 4to 6 hours  25mi every 4 to 6 hours
Vomiting {max 50mi daity) (max 100mi daily)
Children 6-12 years Sml every 4 to 6 hours 10m| every & to & hours
{imax 12.5ml daily) {max 25mi daily) b
e $ |
Children 2-5 years 2.5ml every 4 to 6 hours Smil every 4to 6 hotrs
{max 7.5mi daily) {max 15mi daily)
Travel : " "
Sitkoait Adults Single dose 12.5m| Single dose 25m| oot SHeAbOR.
{the night d 7
bef When should you consult your doctor
ore - :
travel and Children 6-12 years Singre- oo S Singlatiose Oey You need to consult a doctar when:
peated
after 6-8
hours if Children 2-5 years Single dose 2.5ml Single dose 5mi
reguired) * You have taken an overdose of the medicine
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