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COMPOSITION:

Each tablet contains

Magnesium Hydroxide 200mg
Aluminium Hydroxide 200mg
Simethicone 20mg
PRESENTATION:

Flat, white, round tablet, 12.9mm in diameter, marked
KOTRA logo on one side.

INDICATIONS:

Axcel Eviline Tablet is an antacid / deflatulent for
symptomatic treatment of peptic ulcer, dyspepsia of
functional or organic origin, heartburn in hiatus hernia
or pregnancy, flatulence and abdominal distension,
gastritis oesophagitis and other conditions where
hyperacidity or flatulence may be present.

PHARMACOLOGY:

Mechanism of Actions:

Axcel Eviline Tablet is an antacid used to prevent and
relief pain in the symptomatic management of gastric
and duodenal ulcers and gastrointestinal reflux by
neutralising hydrochloric acid in the gastric
secretions. It does not reduce the volume of HCL
secreted and may increase it but by increasing the
gastric pH which will diminished the activity of pepsin
in the gastric secretions. However if the increase of
gastric pH is slight, there may be an increase in
pepsin activity. Therefore, Axcel Eviline Tablet
indirectly suppress peptic activity when given in
sufficient quantity to elevate the pH of human gastric
contents above 5. Between pH 7 and 8, pepsin is
irreversibly inactivated. The presence of antacid
increases the volume of gastric juice secreted and
the output of HCL. Both aluminium and magnesium
hydroxide are classified as non-systemic antacids
which neutralise the gastric contents but do not
cause systemic alkalosis, because the cationic
moiety in the intestine form insoluble basic
compounds that are not subsequently absorbed.
Both aluminium and magnesium hydroxides react
with hydrochloric acid in the stomach to form
aluminium chloride and magnesium chloride
respectively. The insolubility of both the hydroxide
compounds is a desirable property in that fractions of
sedimented unreacted excess remain in the stomach
to yield a sustained effect. Therefore, the product has
a prolonged duration of action. The cathartic effect of
magnesium hydroxide is minimized by the aluminium
hydroxide, which have constipating effects.
Aluminium hydroxide is an effective absorbent and
interacts with many drugs in the gastrointestinal tract.
Polymethyl siloxane, or simethicone, is an

antifoaming agent with water-repellent properties. It is an adjunct in
the treatment of conditions in which gas is a problem, such as
flatulence, functional gastric bloating and postoperative gaseous
distension.

Pharmacokinetics:

Aluminium hydroxide has a very low equivalent weight and hence a
high theoretical neutralising capacity. Proteins, peptides, amino
acids and certain dietary organic acids greatly impair the
neutralising capacity of Aluminium hydroxide. Although both the
hydroxide compounds are classified as non-systemic, some
absorption from the gastrointestinal tract does not take place, 5-10%
of the magnesium can be absorbed. 17-31% of dietary aluminium is
excreted in the urine and a considerable amount is distributed to
bone and lung. In renal failure, the administration of aluminium
hydroxide can elevate the plasma aluminium concentration. Among
the compounds formed in the intestine from aluminium hydroxide
are insoluble aluminium phosphates which pass through the
intestinal tract unabsorbed, and excreted in the faeces. Ordinarily
the absorbed magnesium ion is rapidly excreted by the kidney. The
urine may be alkalinized, which can decreased the excretion of
various weakly basic drugs e.g. quinidine.

DOSAGE & ADMINISTRATION:

For oral administration only.

Two to four tablets, well chewed, four times a day, taken twenty
minutes to one hour after meals and at bedtime, or as directed by a
physician.

Axcel Eviline Tablet are not recommended for children.

CONTRAINDICATION:

Hypersensitivity to the active substances or to any of the excipients.
- Patients with porphyria.

- Severe renal insufficiency (creatinine clearance less than 30
mL/min).

- Generally contraindicated in children.

- Cachexia.

PRECAUTIONS:

Do not take more than 16 tablets in a 24-hour period or use the
maximum dosage for more than two weeks or use if you have
kidney disease except under the advice and supervision of a
physician.

Aluminum hydroxide may cause constipation and magnesium salts
overdose may cause hypomotility of the intestine; large doses of this
medicinal product may trigger or aggravate intestinal obstruction
and ileus in patients with higher risk, such as those with renal
impairment, primary constipation, impaired intestinal motility, infants
(0 to 24 months) and the elderly.

Aluminum hydroxide is not well absorbed from the gastrointestinal
tract, and systemic effects are therefore rare in patients with normal
renal function. However, excessive doses or long-term use, or even
normal doses in patients with low-phosphorus diets or in infants (0
to 24 months), may lead to phosphate depletion (due to
aluminum-phosphate binding) accompanied by increased bone
resorption and hypercalciuria with the risk of osteomalacia. Medical
advice is recommended in case of long-term use or in patients at
risk of hypophosphatemia.

In patients with renal impairment, plasma levels of aluminium and
magnesium tend to increase, which causes hyperalbuminemia and
hypermagnesemia respectively.

In these patients, long-term exposure to high doses of aluminium
and magnesium salts may lead to encephalopathy, dementia,

microcytic anemia or it may worsen dialysis-induced osteomalacia.
Medical monitoring is required in patients with mild to moderate
renal failure.

Prolonged use of antacids in patients with mild or moderate renal
failure should be avoided.

Administration of this medicinal product is contraindicated in patients
with severe forms of renal failure.

Aluminium hydroxide may be unsafe for patients with porphyria who
are undergoing hemodialysis.

Pediatric populations

Use of magnesium hydroxide in small children, particularly those
with  kidney impairment or dehydration, may result in
hypermagnesemia.

PREGNANCY AND LACTATION:

There are no available data on use in pregnant women. No
conclusion can be drawn regarding whether or not this product is
safe for use during pregnancy.

Pregnancy

The medicinal product should only be used if absolutely necessary,
under direct medical supervision, after having evaluated the
expected benefits for the mother compared with the possible risk to
the fetus or infant.

Breast-feeding

Because of the limited maternal absorption when taken in
accordance with the indicated dosage regimen, aluminium
hydroxide and its magnesium salt combinations are considered
compatible with breast-feeding.

SIDE EFFECTS:

The frequency of the undesirable effects listed below is defined
using the following conventions:

Common (21/100 to <1/10); uncommon (>1/1 000 to <1/100); rare (2
1/10 000 to <1/1 000); very rare (<1/10 000); not known (cannot be
estimated from the available data).

Immune system disorders:
Frequency not known: angioedema, anaphylactic reactions,
hypersensitivity reactions, urticaria, pruritus.

Gastrointestinal disorders:
Uncommon: diarrhea or constipation.
Frequency not known: abdominal pain.

Metabolism and nutrition disorders:
Very rare: hypermagnesemia, which has been observed with
prolonged use in patients with kidney impairment.

Frequency not known: hyperaluminemia, hypophosphatemia, in
prolonged use or at high doses, or even normal doses of the
medicinal product in patients on low-phosphorus diets, or in infants
(0 to 24 months), which may result in increased bone resorption,
hypercalciuria or osteomalacia.

DRUG INTERACTION:

Because aluminium and magnesium salts reduce the
gastrointestinal absorption of tetracyclines, the use of this product
should be avoided during oral tetracycline therapy.

The use of antacids containing aluminium can reduce the absorption
of H2 antagonists, atenolol, cefdinir, cefpodoxime, chloroquine,
tetracyclines, diflunisal, digoxin, bisphosphonates, ethambutol,

fluoroquinolones, sodium fluoride, glucocorticoids, indomethacin,
isoniazide, kayexalate, ketoconazole, levothyroxine, lincosamides,
metoprolol, phenothiazine neuroleptics, penicillamines, propranolol,
rosuvastatin and iron salts.

-Polystyrene sulfonate (Kayexalate)

Caution is advised when this medicinal product is used
concomitantly with polystyrene sulfonate (Kayexalate) due to the
potential risk of reduced effectiveness of the resin in binding
potassium, of metabolic alkalosis in patients with renal impairment
(reported with aluminium hydroxide and magnesium hydroxide) and
of intestinal obstruction (reported with aluminium hydroxide).

-Aluminium hydroxide and citrates may cause hyperaluminemia,
especially in patients with renal impairment.

As magnesium hydroxide administration results in urine alkalization,
increased excretion of salicylates has been observed in the event of
concomitant use.

An interval of at least 2 hours should be allowed (4 for
fluoroquinolones), before taking this product to avoid interactions
with the other medicinal drugs. Concomitant use with quinidine may
increase the serum levels of quinidine and lead to a quinidine
overdosage.

Concomitant use of aluminium hydroxide and citrates may result in
increased aluminium levels, especially in patients with renal
impairment. Urine alkalization following magnesium hydroxide
administration may affect the excretion of some drugs; increased
excretion of salicylates has been observed.

OVERDOSAGE & TREATMENT:

There is very limited experience with deliberate overdose. Cases of
overdose with aluminum salts are more likely to occur in patients
with severe chronic renal impairment, with the following symptoms:
encephalopathy, seizures and dementia, hypermagnesemia. The
most frequently reported symptoms of acute overdose with
aluminum hydroxide and in combination with magnesium salts
include diarrhea, abdominal pain and vomiting. Large doses of this
medicinal product may cause or aggravate intestinal obstruction and
ileus in patients at risk. Treatment should be symptomatic and
include general supportive measures. Aluminum and magnesium
are eliminated through the urinary route; treatment of magnesium
overdose consists of rehydration and forced diuresis. In case of
renal function deficiency, hemodialysis or peritoneal dialysis is
necessary.

EFFECTS OF ABILITY TO DRIVE AND USE MACHINE:
Axcel Eviline Tablet has no influence on the ability to drive and use
machines.

STORAGE:
Store below 30°C. Protect from light.

KEEP OUT OF REACH OF CHILDREN
JAUHI DARI KANAK-KANAK

PACK QUANTITIES:
Available in blister pack of 10 x 10’s and 100 x 10’s.

Further information can be obtained from pharmacist, physician or
the manufacturer.

Manufacturer and Product Registration Holder :
W Kotra Pharma (M) Sdn. Bhd.
foTo) (90082-V)
V&'d No.1,2&3, Jalan TTC 12,
Cheng Industrial Estate,
5&1&? 75250 Melaka, Malaysia.
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