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Panadol

Cold&Flu

All In One
Film Coated Tablets

Each Film Coated tablet of Panadol Cold & Flu All in ONE contains:
Paracetamol 250 mg
Guaifenesin 100 mg
Phenylephrine Hydrochloride 5 mg

Other Ingredients:

Lactose, Microcrystalline cellulose, Maize Starch, Pregelatinised starch, Potassium Sorbate, Purified Talc, Stearic

acid, Colloidal Anhydrous Silica, Povidone, Opadry Il OY-LS-28913 white, Water Purified.

Film coating: Hypromellose E464, Titanium Dioxide E171, Polyethylene glycol 4000, Lactose monohydrate.

What is Panadol Cold & Flu All in ONE and what is it used for?

Panadol Cold & Flu All in ONE is white film coated tablet indicated for short term symptomatic relief of colds, chills

and influenza including chesty coughs

How to take Panadol Cold & Flu All In ONE Tablets?

~  For Oral administration ONLY.

~  Donot exceed the stated dose.

— Do not take continuously for more than 5 days without medical advice.

Adults (including elderly) and chidren aged 12 vears and over:

— Take two tablets. Repeat every four hours as necessary.

— Do not take more than 8 tablets (2000 mg Paracetamol, 800 mg Guaifenesin, 40 mg phenylephrine
hydrochloride) in 24 hours.

- Minimum dosing interval is 4 hours,

Children under 12 years:

Not to be given to children under 12 years except on medical advice.

- This medication should not be used for the treatment of cold and flu symptoms in children under 6 years of
age, multiple active ingredients cough & cold products containing Guaifenesin and Phenylephrine should not
be used OTC in children below 6 years.

Before you take Panadol Cold & Flu All In ONE Tablets:

. Do not take Panadol Cold & Flu All in ONE Tablets in case of:

—  Known or previous history of to Paracetamol, Guaifenesin, P or any other
constituent in the product.

- Concomitant use of other ic (such as appetite and
amphetamine like psychostimulants).

- Phaeochromocytoma.

- Closed angle glaucoma.

- Hepatic or severe renal impairment, hypertension, hyperthyroidism, diabetes, heart disease or those taking
tricyclic antidepressant or beta-blocking drugs and those patients who are taking or have taken within the
last two weeks, monoamine oxidase inhibitors,

b.  Take special care with Panadol Cold & Flu All in ONE in case of:

- Patients suffering from chronic cough or asthma should consult a physician before taking this product.

- Patients should stop using the product and consult a healthcare professional if cough lasts for more than
5 days or comes back, or is accompanied by a fever ,rash or persistent headache.

- Do not take with a cough suppressant.

Medical advice should be sought before taking this product in patients with these conditions:

- Anenlargement of the prostate gland.

- Occlusive vascular disease (.g. Raynaud’s phenomenon).

~  Cardiovascular disease.

- Use with caution in patients taking antihypertensive drugs.

- You have glutathione depleted states such as sepsis or you have a severe infection as the use of Paracetamol
may increase the risk of metabolic acidosis. Signs of metabolic acidosis include:

—deep, rapid, difficult breathing

~ Feeling sick (nausea), being sick (vomiting)

— Loss of appetite

— Contacta doctor immedately if you get a combination of these symptoms.

* This product contains Paracetamol. Should not be taken with other Paracetamol containing products at the same

time. Do not take with other flu, cold, or decongestant products.

* This product contains Lactose, patients with rare hereditary problems of galactose intolerance, the Lapp lactose

deficiency or glucose- galactose malabsoption should not take this medicine.

* Immediate medical advice should be sought in the event of an overdose, even if you feel well, because of the risk

of delayed, serious liver damage.

* If symptoms persist, worsen or new symptom arise consult your doctor.

* Keep out of the reach and sight of children.

c.  Taking other medicines:

Paracetamol

The anticoagulant effect of warfarin and other coumarins may be enhanced by prolonged regular use of

Paracetamol with increase risk of bleeding. Occasional doses have no significant effect. The hepato-toxicity of

Paracetamol may be potentiated by excessive intake of alcohol. The speed of absorption of paracetamol may

be increased by or and absorption reduced by colestyramine. Pharmacological
involving with a number of other drugs have been reported. These are considered to be of

unlikely clinical significance in acute use at the dosage regimen proposed.

f |
Phenylephrine Hydrochloride should be used with caution in combination with the following drugs as interactions
have been reported:
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IF urine is collected within 24 hours of a dose of this product, a metabolite may cause a color interference with

|aboratory of 5 acid (5-HIAA). And acid (VMA).

Guaifenesin:

No significant interaction with other drugs have been noted.

d.  Pregnancy and Lactation:

This product should not be use during pregnancy without medical advice.Epidemiological studies in human

pregnancy have shown no il effects due to paracetamol used in the recommended dosage, but patients should

follow the advice of their doctors regarding its use. The safety of phenylephrine hydrochloride and Guaifenesin in

pregnancy has not been established.

Paracetamol and phenylephrine are excreted in breast milk but not in a clinically significant amount. This product

should not be used whilst breast feeding without medical advice.

e.  Driving and using machines:

Patients should be advised not to drive or operate machinery if affected by dizziness

Possible side effects:

These reactions are very rare.

Stop taking Panadol Cold & Flu All in One tablet and consult your doctor immediately if.

Paracetamol:

- You experience allergic reactions such as skin rash or itching, sometimes with breathing problems or
swelling of the lips, tongue, throat or face.

— You experience a skin rash or peeling or mouth ulcers.

- You experience angiodema or Steven Johnson syndrome.

- You have previously experienced breathing problem or bronchospasm with aspirin or non steroidal
anti-inflammatory, and experience a similar reaction with this product.

— You experience unexplained bruising, bleeding or Agranulocytosis.

— You experience liver dysfunction related symptoms or signs.

—  You experience acute Pancreatitis.

Phenylephrine:

- Psychiatric disorders: Nervousness, irritability, restlessness, and excitability.

- Nervous system disorders: headache, dizziness, insomnia.

- Cardiac disorders :increased blood pressure, tachycardia, palpitations.

—  (Gastrointestinal disorders: Nausea, Vomiting, diarrhea.

- Eye disorders: Mydriasis, acute angle closure glaucoma, most likely to occur in those with closed angle

glaucoma,
- Skinand disorders: Allergic reactions (e.g. rash, urticaria, allergic dermatitis). Hypersensitivity
reactions including cross-: y with other

~  Renal and urinary disorders: Dysuria, urinary retention this is most likely to occur in those with bladder outlet
obstruction, such as prostatic hypertrophy.
Guaifenesin;
Adverse events from historical clinical trial data are both infrequent and from small patient exposure. The frequency
of the events is unknown but considered likely to be rare.
—  Immune system disorders: allergic reactions, angioedema, anaphylactic reactions.
- Respiratory, thoracic and mediastinal disorders: dyspnoea*
(*Dyspnea has been reported in association with other symptoms of hypersensitivity)
- Gastrointestinal disorders: nausea, vomiting, abdominal discomfort
- Skinand subcutaneous disorders: rash, urticaria
Overdose
Seek medical advice immediately in the event of over dose even if symptoms of overdose are not present.
Paracetamol:
Paracetamol overdose may cause liver failure. Immediate medical management is required in the event of overdose
even if symptoms of overdose are not present.
In massive over dosage exceeding 10 g of paracetamol may cause liver damage .Ingestion of 5 g or more of
paracetamol may lead to liver damage if the patient has risk factors (if the patient is on long treatment with
carbamzepine, phenobarbitone, phenytain, primidone, rifampicin, St John's Wort or other drugs that induce liver
enzymes). Or patients who regularly consume ethanol in excess of recommended amounts or in patients who are
likely to be glutathione deplete e.g. eating disorders, cystic fibrosis, HIV infection, starvation, cachexia).
Symptoms of paracetamol overdose in the first 24 hours are: pallor, nausea, vomiting, anorexia ,and abdominal
pain. Liver damage may become apparent 12-48 hours after ingestion. Abnormalities of glucose metabolism and
‘metabolic acidosis may occur. In severe poisoning , hepatic failure may progress to encephalopathy, haemorrhage,
hypoglycemia, cerebral oedema and death. Acute renal failure with acute tubular necrosis, strongly suggested by
loin pain, haematuria and proteinuria, may develop even in absence of severe liver damage. Cardiac arrhythmias
and pancreatitis have been reported.
Treatment: Overdose should be promptly treated by gastric lavage followed by intravenous N-Acetylcysteine or
‘methionine without waiting for the results of plasma paracetamol levels.
Additional antidote therapy is normally considered light of further plasma paracetamol levels and the time elapsed
since ingestion. In all cases of suspected overdose, prompt medical attention is critical for adults as well as for
children, even if you do not notice any signs or symptoms.
Phenylephrine:
Signs and symptoms :Phenylephrine overdosage is likely to resultin effects similar to those listed under adverse
reactions. Additional symptoms may include irritability, restless, hypertension and possibly reflux bradycardia .In
severe cases confusion, hallucination, seizures and arrhythmias may occur. However the amount required to
produce serious phenylephrine toxicity would be greater than required to cause paracetamol-related toxicity.
Treatment: Treatment should be as clinically as appropriate.Severe hypertension may need to be treated with an
alpha blocking drug such as phentolamine.
Guaifenesin:
Symptoms and signs: Very large doses of Guaifenesin cause nausea and vomiting.
Treatment: Vomiting would be treated by fluid replacement and monitoring of electrolytes if indicated.
How to store Panadol Cold & Flu All in ONE Tablets?
Store below 30°C.
Pack size : 24's (8's x 3 blisters )
This product is protected in a sealed blister. Do not use if blister or foil is broken.

Do not use this medicine after the expiry date which is stated on the carton, Blister. The expiry date
refers to the last day of that month.

THIS IS A MEDICINE

* Medicine is a product which affects your health, and its consumption contrary to instructions
is dangerous for you.

Follow strictly the doctors’ prescription, the method of use and the instructions of the
pharmacist who sold the medicine.

The doctor and pharmacist are experts in the use of medicines, its benefits and risks.
Do not by yourself interrupt the period of treatment prescribe for you.

Do not repeat the same prescription without consulting your doctor.

KEEP MEDICINE OUT OF REACH OF CHILDREN

Council of Arab Health Minist

Union of Arab Pharmacists

Trade marks owned or licensed by GSK.
by: Smithkline Beecham SA, Alcala -Spain.

Monoamine oxidase inhibitors (including Hypertensive interactions occur between

i amines such as and idase inhibitors
Sympathomimetic amines Concomitant use of phenylephrine with other sympathomimetic

amines can increase the risk of side effects.

Beta - blockers and other antihypertensive | Phenylephrine may reduce the efficacy of beta blocking drugs
(including debrisoquine, guanethidine, and antihypertensive drugs. The risk of hypertension and
reserpine, methyldopa) cardiovascular side effects may be increased
Tricyclic (e.9 May increase the risk of side effects with
Ergot alkaloids Increased risk of ergotism
Digoxin and cardiac glycosides Increased the risk of irregular heartbeat or heart attack.

MAH: GlaxoSmithKline Consumer Healthcare (UK) Trading Limited, Middlesex, UK.

Date of revision: July 2020 GV.2|
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