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For local treatment of rheumatic disease, pain and non-infected inflammation
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Diclofenac sodium 1%
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Purified water, propylene glycol, diethylene glycol monoethyl

ether, coco-caprylate/caprate, macrogol cetostearyl ether,

carbomer, essence lavender, methyl hydroxybenzoate, propyl
hydroxybenzoate, strong ammonia solution.
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Purified water, propylene glycol, diethylene glycol monoethyl

ether, coco-caprylate/caprate, macrogol cetostearyl ether,

carbomer, essence lavender, methyl hydroxybenzoate, propyl
hydroxybenzoate, strong ammonia solution.
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PATIENT PACKAGE INSERT IN ACCORDANCE WITH THE
PHARMACISTS’ REGULATIONS (PREPARATIONS) - 1986

DiclorenGel
Gel

For local treatment of rheumatic diseases, pain and
non-infectious inflammations.

Read this package insert carefully
in its entirety before using this medicine

Composition:
The active ingredient: Diclofenac sodium 1%

Inactive ingredients:

Purified water, propylene glycol, diethylene glycol monoethyl
ether, coco-caprylate/caprate, macrogol cetostearyl ether,
carbomer, essence lavender, methyl hydroxybenzoate, propyl
hydroxybenzoate, strong ammonia solution.

Therapeutic group:
Non-steroidal anti-inflammatory drugs (NSAIDs).

This medicine is intended for:
Local treatment of rheumatic diseases, pain and non-infectious
inflammations.

When should this preparation not be used?

Do not use this medicine if you are pregnant or
breastfeeding.

Do not use this medicine if you are sensitive to any of its
ingredients or to other medicines for treatment of pain,
fever or inflammation, such as: aspirin, ibuprofen or other
NSAIDs.

Do not use this medicine on open wounds, in the eyes
or mouth.

Do not use this medicine if you are supposed to undergo
bypass surgery.

Do not use this medicine concomitantly with other NSAIDs
taken orally, or with medicines containing diclofenac (see
also “Drug interactions” section).

Do not use this medicine without consulting a doctor
before starting treatment:
If you are suffering, or have suffered in the past, from impaired
function of the heart, the liver or the digestive system (e.g.
ulcer).
If you are suffering or have suffered in the past from
hypertension, asthma.

Warnings:

If you are sensitive to any type of food or medicine, inform your
doctor before commencing treatment with this medicine.
Do not use this medicine frequently, or for more than a two
week period, without consulting a doctor.

During treatment, periodic liver function tests should be
performed. Elevation of liver enzymes requires cessation of
treatment unless otherwise instructed by the doctor. Consult
your doctor in order to avoid severe liver damage.

During treatment avoid exposing the treated area to natural
sunlight or to UV tanning lamps.

The use of DiclorenGel on large areas without consulting a
doctor is not recommended.

In order to avoid side effects use the smallest amount of
DiclorenGel that provides the desired effect, for the shortest
period of time.

Drug interactions:

If you are taking another medicine, or if you have just finished
treatment with another medicine, including non-prescription
medicines and food supplements, inform the attending doctor
in order to prevent hazards or lack of efficacy arising from

drug interactions. This is especially important regarding
medicines from the following groups: aspirin, salicylates and
other non-steroidal anti-inflammatory drugs (NSAIDs), oral
steroids, anticoagulants, antibiotics, antiepileptics, diuretics,
medicines to treat hypertension from the ACE inhibitors group,
lithium, methotrexate, cyclosporine.

Side effects:

In addition to the desired effect of the medicine, adverse
effects may occur during the course of treatment with this
medicine, for example: skin irritation.

Side effects that require special attention:

Signs that could indicate possible liver damage: nausea,
elevated transaminases, diarrhea, fatigue, drowsiness,
weakness, itching, jaundice (yellowing of the skin and eyes),
excessive tenderness in the right upper side of the abdomen,
flu-like symptoms - in these cases stop treatment and refer
to the doctor immediately.

When applied to large areas and over a prolonged period,
there may be absorption to the blood stream and, rarely,
side effects characterizing the medicine when given orally
may occur e.g.: nausea and gastrointestinal disturbances
(including bleeding), dizziness, headache, skin rash, liver
function disturbances - in such a case, stop treatment and
refer to the doctor immediately.

Shortness of breath or difficulty breathing (rare), swelling of
the face, lips, tongue or throat (rare) — stop treatment and refer
to the doctor immediately.

In the event that you experience side effects not mentioned
in this leaflet, or if there is a change in your general health,
consult your doctor immediately.

Directions for use and recommended dosage unless
otherwise prescribed by the doctor:

Apply a small amount of DiclorenGel to the affected area,
3-4 times a day and rub it into the skin. Wash your hands
after use.

This medicine is not intended for children.

If there is no improvement in your condition within 7 days refer
to your doctor. Avoid concomitant use with other preparations
for application on the treated area.

Attention:
Do not swallow the medicine! This medicine is intended for
external use only.

Avoid poisoning!

This medicine, and all other medicines, must be stored in a
safe place out of the reach of children and/or infants, to avoid
poisoning. In case of overdose, or if a child has accidentally
swallowed the medicine, proceed immediately to a hospital
emergency room and bring the package of the medicine with
you. Do not induce vomiting unless explicitly instructed to do
so by a doctor! Do not take medicines in the dark! Check the
label and the dose each time you take your medicine. Wear
glasses if you need them.

Storage: Store in a cool place below 25°C. Do not freeze.
Even if kept in their original container and stored as
recommended, medicines may be kept for a limited period only.
Please note the expiry date of the medicine! In case of doubt,
consult the pharmacist who dispensed the medicine to you.
Do not store different medications in the same package.

License number: 062-35-27823-00

The format of this leaflet was determined by the Ministry of
Health and its content was checked and approved by it.
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