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Product information:

Description

Each 5ml of Children’s Panadol (5-12 years) contains: 240mg Paracetamol

Other Ingredients : Glycerol, Propylene glycol, Macrogol, Saccharin sodium, Potassium sorbate,

Sorbitol solution (70% crystallising), Water purified, Allura red AC, Benzoic acid, Raspberry flavour, imitation

candied sugar.

What is Children’s Panadol (5-12 years) and what is it used for?

Children’s Panadol (5-12 years) is an analgesic and antipyretic.

- It relieves mild to moderate pain and fever associated with: teething, toothache (pain after dental
__procedure), sore throat and childhood infections. __

- ltrelieves fever and pain after vaccination.

Children’s Panadol (5-12 years) has a raspberry flavour specially formulated to be pleasant tasting

and easy to administer to Children.

A measuring device is enclosed.

How to give Children’s Panadol (5-12 years) to your child?

For oral administration only.

- Donot exceed the stated dose.

- The lowest dose necessary to achieve efficacy should be used for the shortest duration of treatment.

Children aged 5 years and above:

A dose of 10-15 mg/kg to be repeated (please see table below).

- Do not give to your child more than 60 mg/kg presented in divided doses of 10-15mg/kg

throughout 24 hours.

- Donot give to your child more frequently than every 4 hours.

- Do not give to your child more than four doses in any 24 hours period

- Do not give to your child for longer than 3 days without asking a doctor

dol

Years) (Elixir)
(Analgesic/Antipyretic)

Weight (kg) Age Dose Vol (ml) *
18-20 5-6 years 5.5
20-23 6-7 years 6
23-25 7-8 years 7
25-28 8-9 years 7.5

_28-32 ____ 9-10years 85
32-36 10-11 years 10
36-41 11-12 years 1"

* Dose may be chosen based on weight or ag se wswght if you know it, otherwise use age.

Before you give Children’s Panadol (5-12 years) to your

a. Do not give Children’s Panadol (5-12 years) to your Chl| f-

Your child has hypersensitivity to paracetamol or any other ingredient in the product.

b. Take special care with Children’s Panadol (5-12 years):

Medical advice should be sought before giving Children’s Panadol (5-12 years) to your child if:

- Your child has been diagnosed with liver or kidney problem (because Paracetamol is metabolised in the
liver and excreted by the kidney in urine).

- Your child has hereditary problems of fructose intolerance must not take Children’s Panadol (5-12 years)
as this product contains Scrbltc\ liquid.

Check with your child’s doctor i
Your child isina g\utathlone depleted state such as those who are severely malnourished, anorexic,
have a low body mass index, or have sepsis or your child has 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

Contact your child’s doctor immediately if your child gets a combination of these symptoms.

- _Caution is advised if paracetamol is administered concomitantly with flucloxacillin due to increased risk
of high anion gap metabolic acidosis (HAGMA), particularly in patients with severe renal impairment,
sepsis, malnutrition, and other sources of glutathione deficiency (e.g. chronic alcoholism), as well as
those using maximum daily doses of paracetamol. Close monitoring, including measurement of urinary
5-oxoproline, is recommended.

- Please see your child’s doctor if symptoms do not improve, get worsen or new symptoms occur
because these could be signs of a serious condition.

- Paracetamol overdose may cause liver failure which may require liver transplant or lead to death.

- Contains benzoic acid. This may increase jaundice (yellowing of the skin and eyes) in babies

- contains 140 mg/ml sorbitol. Patients with rare hereditary problems of fructose intolerance should not

take this medicine.

Keep this and all medication out of sight and reach of children.

Do not exceed the stated dose.

- This Product contains Paracetamol. Do not use with other Paracetamol-containing products.

c. Taking other medications

The liver toxic effects of Paracetamol may be increased by the use of alcohol.

The anticoagulant effect of warfarin and other coumarins may be enhanced byrvolcnged regular daily use

of paracetamol with increased risk of bleeding; occasional doses have no significant effect.

Please inform your doctor or pharmacist if you are taking:

- flucloxaciliin (antibiotic), due to a serious risk of blood and fluid abnormality (high anion gap metabolic
acidosis) that must have urgent treatment, and which may occur particularly in case of severe renal
impairment, sepsis (when bacteria and their toxins circulate in the blood leading to organ damage),
malnutrition, chronic alcoholism, and if the maximum daily doses of paracetamol are used.

Possible Adverse Events:

SFp this product and consult your child’s doctor immediately if:
You notice allergic reactions such as skin rash or itching, somsllmes with breathing problems or
swelling of the lips, tongue, throat or face.

- Your child experienced angioedema or Steven Johnson Syndrome and Toxic epidermal necrolysis.

- You notice skin rash or peeling or mouth ulcers.

- Your child previously experienced breathing problems or bronchospasm with acetylsalicylic acid or non-
steroidal anti-inflammatory, and experiences a similar reaction with this product.

- Your child experienced unexplained bruising or bleeding.

- Your child experienced liver dysfunction related symptoms or signs.

These reactions are very rare.

Overdose:

Paracetamol overdose may cause liver failure which may require liver transplant or lead to death. Acute

pancreatitis has been observed, usually with hepatic dysfunction and liver toxicity. Immediate medical

management is required in the event of overdose, even if symptoms of overdose are not present.

In massive over dosage exceeding 10g of paracetamol may cause Liver failure. Early symptoms may include

pallor, nausea, vomiting, (diaphoresis) and general malaise.

Clinical and laboratory evidence of liver damage may not be apparent until 48-72 hours past-ingestion.

Overdose should be promptly treated by gastric lavage followed by intravenous N-acetylcysteine or

methionine without waiting for the results of plasma paracetamol levels. General supportive measures must

be available. Additional antidote therapy is normally considered in light of further plasma paracetamol levels
at 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. Activated charcoal may
reduce absorption of paracetamol if given within one hour after oral ingestion. In patients who are not fully
conscious or have impaireéd gag reffex, consideration should be given to administering activated charcoal
via a nasogastric tube, once the airway is protected.

How to store Children’s Panadol (5-12 years)?

Store below 30°C.

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 doctor’s 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 prescribed for you.
Do not repeat the same prescription without consulting your doctor.

KEEP MEDICINE OUT OF REACH OF CHILDREN

Council of Arab Health Ministers. Union of Arab Pharmacists

Trade marks are owned by or licensed to the Haleon group of companies.

Manufactured by: Aspen Pharma Pty Ltd, 286 - 302 Frankston-Dandenong Road, Dandenong South VIC 3175,

Australia. For Haleon Australia Pty Ltd, Australia

Updated based on GDS V7. Date of Revision May 2023
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AWP No:
7391027

CHAMPS No:
0000006388

Manufacturing Site:
Sigma (Aspen) (GTP1)

Site Component No:
NPA9020007

Approving Market:
United Arab Emirates-ARE

Site Change Control No:

Product Market Trade Name:
PANADOL CHILDREN

Component Type:
Leaflet

Technical Drawing No:
LFSRT_LEF110_V3_104.5x234.95mm

Material Spec No:

7. 8.

9. 10. 11. 12.

Total Special Finishes: 0

Print Process:
Offset - Lithography

Pharma Code No:

Barcode No:

Bar Width Reduction:

Formulation Code:

Body Text Size: 5.0pt

Studio Location: SGS

NA Leading: 4.8pt
Micro Text: Horizontal Scale: 90%
N Smallest Text Size: 5.0pt

AIP_HALEON_2022_Version 1

Page 1 of 1

>

39mm

PHARMA CODE
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Bar Height = 4mm

Distance from text box = 1mm

Please place your intials in each box:
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Batch & Expiry Area

Varnish Free Area

Size Dimension

Item Code Position

Pharmacode Read Direction / Position
Text Free Area

Packing Line

Production and Engineering Signed:

Date:

PRODUCT

Panadol DROP 3 mL Syringe Cherry 1MTH - 2YRS 20 mL AUS
Panadol DROP 1 mL Dropper Cherry  1MTH — 2YRS 20 mL AUS
Panadol Elixir Oral Liquid Raspberry 5-12YRS 100 mL ME

Prepared by Packaging Development & Innovation
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