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Patient Leaflet According to the Pharmacists’ Regulations
(Preparations) — 1986

This medicine is sold with a doctor’s prescription only

Acrose 50 Acrose 100
Tablets

Active ingredient:
Each tablet of Acrose 50 contains: Acarbose 50 mg.
Each tablet of Acrose 100 contains: Acarbose 100 mg.
For a list of inactive ingredients, please see section 6.
Read this entire leaflet carefully before using this medicine.
This leaflet contains concise information about the medicine. If you have any further
questions, refer to the doctor or pharmacist.
This medicine has been prescribed for treating your illness. Do not pass it on to
others. It may harm them, even if it seems to you that their illness is similar to yours.

1. What is the medicine intended for?

Acrose is used for treatment of type Il diabetes (non-insulin dependent diabetes) in
patients inadequately controlled by diet alone, or by diet and other orally administered
diabetic medicines.

Acrose reduces the increase in blood sugar levels by inhibiting digestion of
carbohydrates in the intestine and slowing absorption of sugar after meals.
Therapeutic Group: alpha-glucosidase enzyme inhibitors.

2. Before using the medicine
Do not use the medicine if:

+ You are sensitive (allergic) to the active ingredient or to any of the other
ingredients this medicine contains (for a list of inactive ingredients, please see
section 6).

Do not use the medicine if you suffer from intestinal ulceration or inflammatory
bowel diseases, such as ulcerative colitis or Crohn's disease.

Do not use if you have an intestinal obstruction (including partial obstruction) or
risk of such an obstruction.

Do not use if you suffer from intestinal diseases causing problems with digestion
or food absorption.

Do not not use in conditions that might worsen as a result of excess production of
gas in the digestive system (e.g. severe groin hernia or hiatal hernia, or elevation
of the diaphragm as a result of intestinal bloating [Roemheld syndrome]).

Do not use if you suffer from severe kidney dysfunction.

+ Do not use if you suffer from severe liver dysfunction.

+ Do not use if you are pregnant or breast-feeding.

Special warnings regarding the use of this medicine:

« If you are sensitive to any type of food or medicine, inform the doctor before taking
this medicine.

Sometimes when the medicine is taken in addition to other anti-diabetic
medicines, hypoglycemia may be caused (sharp fall in the blood sugar level). If
acute hypoglycemic symptoms develop, such as rapid pulse rate, sweating and/
or trembling, consume glucose immediately (grape sugar) and not domestic sugar
(cane sugar) for rapid treatment of this manifestation.

Before starting the treatment with Acrose tell your doctor if you suffer or have
suffered in the past from impaired function of the kidneys.

rescription medicin nd nutrition lemen I Il r or
pharmacist. Especially inform your doctor or pharmacist if you are taking the following
medicines (it should be noted that the following list mentions the active ingredients
of the medicines. If you are unsure whether you are using one of these medicines,
please consult with your doctor or pharmacist):
« Additional medicines for treatment of diabetes (e.g. medicines from the sulfonylurea

group, metformin, insulin).
« Digestion-assistance enzymatic preparations (e.g. amylase or lipase), activated
charcoal preparations and medicines absorbing intestinal gas.

« Cholestyramine, Digoxin, Neomycin (antibiotic).
Use of this medicine and food:
During treatment with this medicine you should adhere to a diet suitable for diabetic
patients.
Strictly adhere to the diet recommended by your doctor. If you experience side effects
despite following the diet, refer to your doctor, who may recommend reducing the
dosage (see 'Side Effects’ section).
Consumption of domestic sugar (cane sugar) or foods containing this sugar during
treatment with Acrose is liable to cause severe abdominal discomfort and diarrhea
(see 'Side Effects’ section).
Take the medicine with food at the beginning of the meal. See also Section 3
'Directions for Use'.
Pregnancy and breast-feeding: Do not use the medicine if you are pregnant
or breast-feeding. Inform the doctor if you are planning a pregnancy or if you think
you might be pregnant.

The standard dosage is usually:

The initial dosage is 50 mg three times daily. In certain patients, a gradual increase
in the dosage helps to reduce intestinal-related side effects. In these cases, the initial
dosage should be 50 to 100 mg a day.

Afterwards the doctor will increase the dosage gradually, according to the blood sugar
levels, up to a dosage of 100 mg three times daily. Sometimes a dosage of up to
200 mg three times daily will be necessary.

If troublesome intestinal-related side effects develop (see 'Side Effects' section), even
though you maintain the diet designed for you, the dosage must not be increased,
and if necessary, it can be reduced.

Use this medicine at set intervals as determined by the attending doctor.

Do not exceed the recommended dosage.

Directions for

Take the tablet |mmed|a1e|y atthe beginning of the meal. You can swallow it with water
immediately before the meal or chew it with the first bite.

The 100 mg tablet may be halved, using the scored line.

Tests and follow-up: the liver enzymes should be monitored in the first 6 to 12
months of the treatment.

If you have accidentally taken a higher dosage: if you have taken an overdose
orif a child has accidentally swallowed the medicine, proceed immediately to a hospital
emergency room and bring the package of the medicine with you. Avoid foods and
drink containing carbohydrates for the next 4 to 6 hours. If you have accidentally taken
a higher dosage, you may suffer from diarrhea, stomachache or gas accumulation
in the digestive system.

If you forgot to take the medicine at the set time, wait for the next meal and
take the next dose. Skip the missed dose. Do not take the medicine between meals.
Never take two doses together!

How can you contribute to the success of the treatment?

The action of the medicine is conditional on it being taken with food.

The efficacy and tolerance of the medicine vary greatly from one person to another.
Therefore, be sure to maintain constant contact with the doctor and to follow his/
her instructions.

You should adhere to proper nutrition (maintaining a diet designed for diabetics) during
the treatment with this medicine.

Continue with the treatment as recommended by the doctor.

Even if your state of health improves, do not stop the treatment with this medicine
without consulting your doctor.

Do not take medicines in the dark! Check the label and the dose each time you take
a medicine. Wear glasses if you need them.

If you have any further questions regarding the use of the medicine, consult the
doctor or pharmacist.

4. Side Effects

Like any medicine, the use of Acrose may cause side effects in some users. If the

side effects persist or they are bothersome or get worse, consult your doctor. Do not

be alarmed while reading the list of side effects, you may not suffer from any of them.

Refer to the doctor in the following cases:

« Ifthe following side effects (that appear in the first two - three days of the treatment)
continue or get worse: flatulence, feeling of rumbling in the stomach (‘stomach
noises'), feeling of fullness or abdominal cramps.

« If you suffer from diarrhea.

Additional side effects:

Very common side effects (appear in more than one user out of ten): flatulence.

Common side effects (appear in 1-10 users out of 100): pains in digestive system

(including abdominal pains), diarrhea.

Uncommon side effects (appear in 1-10 users out of 1,000): nausea, vomiting,

indigestion, increase in liver enzymes in blood.

Rare side effects (appear in 1-10 users out of 10,000): edema (swelling), jaundice

(yellowing of the skin or the white of the eye).

Side effects of unknown frequency (effects whose frequency has not yet been

determined): Decrease in number of platelets (thrombocytopenia), allergic reactions

(e.g., rash, urticaria, redness, itching); rash with blisters or festering sores; partial/

full bowel obstruction and decreased bowel movement; inflammation of the liver

(hepatitis); accumulation of gas in the intestinal wall; liver disorders including abnormal

liver function and liver damage.

If you experience any severe side effects or any side effects that are not mentioned

in this leaflet, or if there is any change in your general feeling, consult the doctor

immediately!

5. How to store the medicine?

Avoid poisoning! This medicine, and any other medicine, must be stored in a safe
place out of the reach of children and/or infants, to avoid poisoning. Do not induce
vomiting unless explicitly instructed to do so by the doctor.

Do not use the medicine after the expiry date (exp. date) stated on the package.
The expiry date refers to the last day of that month.

Storage conditions: Store below 25°C.

6. Additional information:
In addition to the active ingredient, the tablets also contain the following inactive

Driving and use of machinery: Itis reasonable to assume that this medicine will not
have an effect on your ability to drive, but the use of this medicine together with other
medicines for treatment of diabetes may cause low blood sugar (hypoglycemia).
Therefore caution should be exercised when driving a vehicle, operating dangerous
machinery and any activity that requires alertness. As for children, they should be
warned against riding a bicycle or playing near roads etc.

g :
Maize starch, microcrystalline cellulose, magnesium stearate, silica colloidal anhydrous.

What does the medicine look like and what does the package contain?

Acrose 50: round white-yellowish tablets packed in blisters; package of 30 tablets.
Acrose 100: round white-yellowish tablets with a scored line on one side, packed in
blisters; package of 30 tablets.

Use in children:

The medicine is not intended for children and adolescents under 18 years of age,
since the safety and efficacy of the medicine in this population group have not been
established.

3. How to use this medicine

Always use according to the doctor's instructions. Check with the doctor or pharmacist
if you are not sure.

The dosage, the manner of treatment and the length of treatment will be determined
by the doctor only.

M : Bluepharma Industria Farmaceutica S.A., Portugal.
Reglstratlon holder Rafa Laboratories Ltd., P.O.Box 405 Jerusa\em 9100301.

Medicine registration number in the National Medicines Registry of the Ministry
of Health:

Acrose 50: 1427831978

Acrose 100: 1427931979

This leaflet was checked and approved by the Ministry of Health in December 2014.
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