PATIENT INFORMATION LEAFLET
SCHEDULING STATUS: SO
FLUGON COLD AND FLU DAY & NIGHT
Complementary Medicine: Discipline-Specific Traditional Claims
This unregistered medicine has not been evaluated by SAHPRA (South African Health Products

Regulatory Authority) for its quality, safety or intended use.

The active ingredients are:
Each Day tablet contains:

Ingredient Per tablet
Sambucus nigra (Elderberry) [powder extract] 1,59
Salix alba (white willow) [dry stem bark extract] 19
Armoracia rusticana (Horseradish) [dry root 19
extract]

Each Night tablet contains:
Ingredient Per tablet

Valeriana officinalis (Valerian) [dry root extract] 1,89
Sambucus Nigra (Elderberry) [powder extract] 1,59

Armoracia rusticana (Horseradish) [dry root 19
extract]

Sugar free.
Read all of this leaflet carefully because it contains important information for you

FLUGON COLD AND FLU DAY & NIGHT is available without a doctor’s prescription to help you
maintain your health. Nevertheless, you still need to use FLUGON COLD AND FLU DAY &
NIGHT carefully to get the best results from it.

Keep this leaflet. You may need to read it again.

Do not share FLUGON COLD AND FLU DAY & NIGHT with any other person.

Ask your healthcare provider or pharmacist if you need more information or advice.

A varied diet is the most effective and safe way to achieve good nutrition, health, body
composition as well as mental and physical performance.

What is in this leaflet

What FLUGON COLD AND FLU DAY & NIGHT is and what it is used for

What you need to know before you take FLUGON COLD AND FLU DAY & NIGHT
How to take FLUGON COLD AND FLU DAY & NIGHT

Possible side effects

How to store FLUGON COLD AND FLU DAY & NIGHT

Contents of the pack and other information
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1. What FLUGON COLD AND FLU DAY & NIGHT is and what it is used for

FLUGON COLD AND FLU DAY & NIGHT is traditionally used to help relieve day and night cold

and flu symptoms such as cough, sore throat, runny nose, nasal congestion, headache, body

aches and mild fever.

o Elderberry is an antioxidant with immunostimulant properties which help support the immune
system.

e Willow bark helps with pain and mild fever.



e Horseradish helps relieve cough.
e Valerian root helps with sleep and mental stress.

2. What you need to know before you take FLUGON COLD AND FLU DAY & NIGHT

Do not take FLUGON COLD AND FLU DAY & NIGHT:

e If you are hypersensitive (allergic) to any of the active or inactive ingredients contained in
FLUGON COLD AND FLU DAY & NIGHT.

¢ If you have a known allergy to acetylsalicylic acid or other anti-inflammatory medicines.

Warnings and precautions

Take special care with FLUGON COLD AND FLU DAY & NIGHT

If you suffer with an auto immune condition.

If you have a known allergy to aspirin or other anti-inflammatory medicines.
If you have kidney or liver dysfunction.

If you suffer from a blood clotting disorder.

Taking FLUGON COLD AND FLU DAY & NIGHT with food and drink
There are no known interactions with food.
Other medicines and FLUGON COLD AND FLU DAY & NIGHT

Always tell your health care provider if you are taking any other medicine. (This includes all
complementary or traditional medicines.)

Please consult your doctor, pharmacist, or other healthcare professional for advice prior to taking
FLUGON COLD AND FLU DAY & NIGHT if you are currently taking any of the following:

¢ Antiglaucoma medication such as acetazolamide. When used together with Elderberry may
increase the risk of experiencing side effects.

¢ Blood thinning medicines such as warfarin. When used together with Willow Bark may
increase the risk of bleeding.

¢ Anti-inflammatory medicines such as acetylsalicylic acid.

e Medicines used to supress the immune system. Elderberry stimulates the immune system
which may interfere with the action of medicines used for auto-immune conditions such as
rheumatoid arthritis and systemic lupus erythematosus.

e Thyroid medication: Horseradish may interfere with the effects of thyroid medication.

Pregnancy, breastfeeding and fertility

FLUGON COLD AND FLU DAY & NIGHT is not suitable for use during pregnancy and while
breastfeeding at the recommended dosage.

If you are pregnant, breastfeeding or planning to have a baby, please consult your doctor,
pharmacist or other health care provider for advice before taking this medicine.

Driving and using machines

It is not always possible to predict to what extent FLUGON COLD AND FLU DAY & NIGHT may
interfere with the daily activities of a patient. Patients should ensure that they do not engage in
the above activities until they are aware of the measure to which FLUGON COLD AND FLU
DAY & NIGHT affects them.



3. HOW TO TAKE FLUGON COLD AND FLU DAY & NIGHT

Always take FLUGON COLD AND FLU DAY & NIGHT exactly as described in this leaflet or as
your doctor or pharmacist has told you. You should check with your doctor or pharmacist if you
are unsure.

The usual dose is as follows:

Adults 18 years and older:

Day tablets: Take one beige tablet up to 3 times a day.

Night tablets: Take one or two blue tablets 30 — 60 minutes before bedtime.

Do not take more than the recommended dose.
Do not chew.

If you take more FLUGON COLD AND FLU DAY & NIGHT than you should:

In the event of overdosage, consult your doctor or pharmacist. If neither is available, contact the
nearest hospital or poison centre.

Symptoms of overdosage include nausea, diarrhoea, vomiting, abdominal pain, stomach
discomfort, constipation and/or heartburn.

Treatment is symptomatic and supportive.

If you forget to take FLUGON COLD AND FLU DAY & NIGHT

Do not use a double dose to make up for a forgotten individual dose.
4. POSSIBLE SIDE EFFECTS

FLUGON COLD AND FLU DAY & NIGHT can have side effects. Not all side effects reported for
this medicine are included in this leaflet. Should your child’s general health worsen or if he/she
experiences any untoward effects while using FLUGON COLD AND FLU DAY & NIGHT, please
consult your doctor, pharmacist or other health care professional for advice.

Possible side effects include nausea, diarrhoea, vomiting, abdominal pain and discomfort,
constipation, heartburn, headache, weakness, dizziness, numbness, drowsiness, skin rash and
itching.

If you notice any side effects not mentioned in this leaflet, please inform your doctor or
pharmacist.

Reporting of side effects

If you get side effects, talk to your doctor or pharmacist. You can also report side effects to
SAHPRA via the Med Safety APP (Medsafety X SAHPRA) and eReporting platform (who-
umc.org) found on SAHPRA website. By reporting side effects, you can help provide more
information about the safety of FLUGON COLD AND FLU DAY & NIGHT.

Alternately you can contact iNova Pharmaceuticals (Pty) Ltd at +27 11 087 0000.
Website: www.inovapharma.co.za.

5. How to store FLUGON COLD AND FLU DAY & NIGHT

Store all medicines out of the reach and sight of children.

Store at or below 30 °C. Keep bottle tightly closed to protect from sunlight and moisture.

Do not use FLUGON COLD AND FLU DAY & NIGHT after the expiry date stated on the bottle
and carton.


http://www.inovapharma.co.za/

Return all unused medicine to your pharmacist.
Do not dispose of unused medicine in drains or sewerage systems (e.g. toilets).

6. Contents of the pack and other information

Day tablets: calcium hydrogen phosphate (Anhydrous), carnauba wax, croscarmellose sodium,
crospovidone, hypromellose, magnesium stearate, microcrystalline cellulose, Opadry |l Beige,
polyethylene glycol 400, povidone, silica - colloidal anhydrous. SUGAR FREE

Night tablets: calcium hydrogen phosphate (anhydrous), carnauba wax, croscarmellose sodium,
crospovidone, hypromellose, macrogol 400, magnesium stearate, microcrystalline cellulose,
Opadry Il Blue, povidone, silica-colloidal anhydrous. SUGAR FREE

What FLUGON COLD AND FLU DAY & NIGHT looks like and contents of the pack

24 tablets in a carton, consisting of 2 blister packs.

Each blister pack consists of 9 oval, film-coated beige (Day) tablets and 3 oval, film-coated light
blue (Night) tablets in one blister. There are 2 blisters in a carton with a total of 18 “Day” tablets
and 6 “Night” tablets.
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ACCESS TO THE CORRESPONDING PROFESSIONAL INFORMATION FOR HEALTHCARE
PROFESSIONALS

Full professional information can be found at www.inovapharma.co.za or can be obtained upon
request from iNova Pharmaceuticals.
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