diosmin + hesperidin
MPFF (Micronized Purified Flavonoid Fraction)

daflon® 1000
900mg / 100mg Film-coated Tablet
Vasoprotective

Description of the Product
Film-coated tablets.

The drug product is a salmon colored, oblong,
film-coated tablet of 23.3mm in length and 8.3 mm
in width, scored on both faces and finished to a mass
of 1378 mg.

The score line is only to facilitate breaking for ease
of swallowing and not to divide into equal doses.

What is in the Medicine?
The active substances are:

Micronized purified flavonoid fraction ..... 1000 mg
Corresponding to:

Diosmin 90 percent .......cccceveveveveiennns 900mg
Flavonoids expressed as

hesperidin 10 percent ...........cccceevvevennene 100mg
Mean moisture .........ccocevevieveveiece e, 40mg

For one film-coated tablet.

What is this Medicine used for?

This medicine is a venotonic (it increases venous
tone) and a vasculoprotector (it increases resistance
in small blood vessels).

This medicine is recommended for the treatment of
venous circulation disorders (heavy legs, pain,
restless legs) and functional symptoms related to
acute hemorrhoidal attack.

If the hemorrhoid symptoms do not disappear within
15 days, talk to your doctor.
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How much and how often should you use

this Medicine?

Always take this medicine exactly as your doctor or
pharmacist has told you. Check with your doctor or
pharmacist if you are not sure.

Venous insufficiency: 1 tablet daily, at mealtime.

Hemorrhoidal attack: The recommended dose is
3 tablets per day for 4 days and then 2 tablets per
day for the next 3 days, at mealtimes.

Oral route.

When should you not take this Medicine?

If you are allergic (hypersensitive) to micronized
purified flavonoid fraction or any of the other
ingredients of this medicine.

Care that should be taken when taking

this Medicine

Warnings and precautions

Talk to your doctor or pharmacist before taking this
medicine.

The administration of this product for the symptomatic
treatment of acute hemorrhoids does not preclude
treatment for other anal conditions. The treatment
must be short-term. If symptoms do not subside
promptly, a proctological examination should be
performed and the treatment should be reviewed.

Children
Not applicable.
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Pregnancy and breast-feeding

If you are pregnant or breast-feeding, think you may
be pregnant or are planning to have a baby, ask your
doctor or pharmacist for advice before taking this
medicine.

Pregnancy: As a precautionary measure, it is
preferable to avoid the use of this medicine during
pregnancy.

Breast-feeding: In the absence of data in breast-
feeding women, it is preferable to avoid breast-
feeding while taking this treatment.

Sports
Not applicable.

Driving and using machines
Not applicable.

Undesirable Effects of this Medicine
Like all medicines, this medicine can cause side
effects, although not everybody gets them.

The frequency of the possible undesirable effects

listed below is defined using the following system:

e \lery common (affects more than 1 user out of 10)

e Common (affects 1 to 10 users out of 100)

e Uncommon (affects 1 to 10 users out of 1,000)

e Rare (affects 1 to 10 users out of 10,000)

e Very rare (affects less than 1 user out of 10,000)

e Frequency not known (cannot be estimated from
the available data)

Nervous system disorders
Rare: dizziness, headaches, discomfort.

Gastrointestinal disorders

Common: diarrhea, dyspepsia (indigestion),
nausea, vomiting.

Uncommon: colitis (inflammation of the large
intestine).

Frequency not known: abdominal pain.

Skin and subcutaneous tissue disorders
Rare: rash, pruritus (itching), urticaria (hives).
Frequency not known: isolated face, eyelids and lips
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edema (swelling). Exceptionally, Quincke’s edema
(swelling of the face, lips, mouth, tongue or throat
which could cause breathing difficulties).

Reporting of Adverse Drug Reaction

For suspected adverse drug reaction, report to the
FDA at www.fda.gov.ph

Seek medical attention immediately at the first sign
of any adverse drug reaction.

What other medicine or food should be avoided
while taking this Medicine?

Other medicines

Tell your doctor or pharmacist if you are taking, have
recently taken or might take any other medicines
obtained without prescription.

No clinically relevant drug interaction has been
reported since the marketing of the product.

Food and drink
Not applicable.

What should you do if you miss a dose?
Not applicable.

Signs and Symptoms of Overdose

The experience of overdoses with this medicine is
limited but reported symptoms include diarrhea,
nausea, abdominal pain, pruritus and rash.

What to do when you have taken more than the
recommended dosage?
Consult your doctor or pharmacist immediately.

Management of overdose should consist of treatment
of clinical symptoms.

How should you keep this Medicine?
Store at temperatures not exceeding 30°C.

Keep this medicine out of the sight and reach of
children.

Do not use this medicine after the expiry date which
is stated on the box. The expiry date refers to the
last day of that month.
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Do not throw away any medicines via wastewater
or household waste. Ask a pharmacist how to throw
away medicines you no longer use. These measures
will help protect the environment.

When should you consult your doctor?
Talk to your doctor or pharmacist before taking this
medicine.
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Manufactured by:

Les Laboratoires Servier Industrie
905 route de Saran

45520 Gidy — France

Imported by:

Servier Philippines, Inc.

Unit AD, 11F, 8 Rockwell

Hidalgo Drive, Rockwell Center

Brgy. Poblacion, Makati, Metro Manila

Distributed by:

Zuellig Pharma Corporation

Km. 14 West Service Road

South Super Highway cor. Edison Ave.
Sun Valley, Parafiaque City

Reg. No.: DR-XY46549

Date of First Authorization: 8 April 2019

Date of Revision of Patient Information Leaflet:
24 November 2021
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