Avadol®-Fast Tablet 500mg (Active ingredient; Paracetamol 500mg)

Product Description: Avadol®Fast tablet is a white to off-white, round tablet with
500 debossed on one side and plain on the other side.

Pharmacodynamics: Paracetamol is a centrally acting analgesic and antipyretic with
minimal anti-inflammatory properties.

Analgesic: The mechanism of analgesic action has not been fully determined.
Paracetamol may act predominantly by inhibiting prostaglandin synthesis in the central
nervous system (specifically cyclooxygenase (COX)-2) and, to a lesser extent, through
a peripheral action by blocking pain- impulse generation.

The peripheral action may also be due to inhibition of prostaglandin synthesis or to
inhibition of the synthesis or actions of other substances that sensitize pain receptors
to mechanical or chemical stimulation

Antipyretic: Paracetamol act centrally on the hypothalamic heat-regulating center to
produce peripheral vasodilatation resulting in increased blood flow through the skin,
sweating and heat loss. Paracetamol reduces fever by inhibiting the formulation and
release of prostaglandins in the CNS and by inhibiting endogenous pyrogens at the
hypothalamic thermoregulator center.

Pharmacokinetics: Following oral administration paracetamol is rapidly absorbed.
Paracetamol absorption takes place mainly in the small intestine and therefore the rate
of absorption is depending on the rate of gastric emptying. It has been shown that
drugs which delay gastric emptying also delay the absorption of paracetamol whereas
metoclopramide (a drug which increases the rate of gastric emptying) accelerates
absorption of the analgesic though the total amount absorbed does not increase.

The presence of food in the stomach has also been reported to reduce the rate of
absorption of paracetamol. Alterations in gastric pH have no appreciable effect on
paracetamol absorption. During absorption, the amount of paracetamol which is
inactivated is negligible and it has been shown that paracetamol does not affect gastric
mucosal permeability and does not produce mucosal bleeding. Peak plasma
concentrations are reached 1 hour after absorption. The plasma half-life is 1 to 3 hours.
Paracetamol penetrates the brain and is present in breast milk of human. Paracetamol
is metabolized by the microsomal enzyme system of the liver. This metabolism is
mainly to the glucuronide and sulphate conjugates, accounting for approximately 49%
and 26% of the ingested dose respectively. About 4% is excreted as free paracetamol.
Other minor pathways include the production of catechol derivatives and cysteine
conjugates (via glutathione). Paracetamol excretion is rapid and occurs via the urine.
Indication For the relief of fever, mild to moderate pain including: headache, migraine,
backache, musculoskeletal pain, myalgia, dysmenorrhea (period pain), pain of
osteoarthritis, toothache, and the discomfort from colds, influenza and sore throats.
Recommended Dosage: Adults: 1-2 tabs for 3 to 4 times a day. Maximum: 8 tablets
[day. Not recommended for children.

Mode of Administration: Oral

Contraindications: Hypersensitivity to paracetamol or any of the other
ingredients/components of the product. Taking other medicines containing
paracetamol. Severe and active hepatic impairment

Warnings and Precautions

This preparation contains PARACETAMOL.
Do not take any other paracetamol
containing medicines at the same time.

* Keep out of reach of children.

* Do not take if allergic to paracetamol.

+ Patients should contact their health care provider if symptoms persist (if the pain
lasts for more than 10 days, if there is redness or fever lasting more than 3 days).

+ Paracetamol should be given with care to patients with alcohol dependence,
impaired kidney or liver function.

+ Large doses should be avoided in patients with hepatic impairment. Paracetamol
overdose may harm the liver.

* Do not exceed recommended dose.

« Paracetamol provides symptomatic relief only, additional therapy to treat the cause of
the pain or fever should be instituted when necessary.

+ Allergy alert: Paracetamol may cause severe skin reactions, symptoms may
include skin reddening, blisters or rash. These could be signs of a serious
condition. If these reactions occur, stop use and seek medical assistance right
away.

Effects on Ability to Drive and Use Machines
Itis unlikely to impair a patient’s ability to drive or use machinery.

Interactions with Other Medicaments: The anticoagulant effect of warfarin and other
coumarins may be enhanced by prolonged regular daily use of paracetamol with
increased risk of bleeding; occasional doses have no significant effect.

Statement on Usage During Pregnancy and Lactation

Use in pregnancy:

*Considered to be the analgesic of choice in pregnant patients.

+Although it crosses placenta, paracetamol is considered to be safe in normal
therapeutic doses for short-term use as a minor analgesic/antipyretic in pregnancy.
Use in lactation:

*Excreted in breast milk.

*Maternal ingestion of paracetamol in normal therapeutic doses does not appear to
present a risk to the nursing infant.

Adverse Effects / Undesirable Effects: Adverse effects of paracetamol are rare and
usually mild, although haematological reactions have been reported. Cutaneous
hypersensitivity reactions including skin rashes, angioedema, Stevens Johnson
Syndrome/ Toxic Epidermal Necrolysis have been reported.

Overdose and Treatment

Symptoms: Toxic symptoms include vomiting, abdominal pain, hypotension and
sweating. The most serious adverse effect of acute overdose of paracetamol is a
dose-dependent, potentially fatal hepatic necrosis. Clinical and laboratory evidence of
hepatoxicity may be delayed for up to one week. Major manifestations of liver failure
such as jaundice, hypoglycemia and metabolic acidosis may take at least 3 days to
develop.

Treatment: In cases of overdose, methods of reducing the absorption of ingested drug
are important. Gastric lavage is essential even if several hours have elapsed. Prompt
administration of 50g activated charcoal and 500ml iced mannitol 20% by mouth, may
reduce absorption. If the history suggests that 15g Paracetamol or more has been
ingested, administer one of the following antidotes:

Acetylcysteine 20% i.v.: Administer intravenously, 20% acetylcysteine immediately
without waiting for positive urine test or plasma level results: initial dose of 150mg/kg
over 15 minutes, followed by continuous infusion of 50mg/kg in 500ml 5%
glucose/dextrose over 4 hours and100mg/kg in 1L 5% glucose/dextrose over 16 hours;
OR

Oral Methionine: 2.5g immediately followed by three further doses of 2.5g at four hourly
intervals; OR

Oral Acetylcysteine 5%: 140mglkg as a loading dose, then 70mg/kg every 4 hours for
a total of 17 maintenance doses. If more than ten hours have elapsed since the
overdosage was taken, the antidote may be in ineffective.

Storage Conditions: Store below 30°C.

Shelf-Life: Three years from the date of manufacture.

Dosage Forms and Packaging Available: Blister pack of 10’s per strip. Box of
Box of 3x10’s and 20x10’s
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Risalah Maklumat Ubat untuk Pengguna (RiMUP) - Avadol®-Fast Tablet 500mg (Bahan aktif: Paracetamol 500mg)

1. Apakah kegunaan Avadol-Fast: Avadol-Fast digunakan untuk melegakan demam, kesakitan dari ringan

kepada sederhana termasuk: sakit kepala, migrain, sakit belakang, sakit otot , myalgia, senggugut, sakit

osteoartritis, sakit gigi, ketidakselesaan dari selsema, dan sakit tekak.

2, Bagaimana Avadol-Fast Berfungsi: Avadol-Fast diserap dengan cepat melalui pengambilan dari mulut. la

diserap dalam usus kecil. Paracetamol juga dikumuh dengan cepat melalui urin.

3. Sebelum mengambil Avadol-Fast

Bila tidak boleh mengambil

Jika anda

« hipersensitiviti terhadap paracetamol atau bahan-bahan yang terkandung dalam produk ini.

« sedang mengambil ubat yang lain juga mengandungi paracetamol.

« menghadapi kemerosotan fungsi hati yang teruk.

Sebelum mula mengambil

Semak dengan doktor anda, jika anda

« menghidapi sebarang penyakit ginjal atau hati, termasuk penyakit hati alkohol.

« menghidapi artritis yang sederhana dan perlu mengambil ubat tahan sakit setiap hari.

* menpunyai buah pinggang atau hati yang lemah.

Jika mengambil ubat-ubat lain

Sila beritahu doktor atau ahli farmasi jika anda ada mengambil ubat-ubatan lain seperti

« Anti-pembeku (seperti warfarin) dan anda perlu mengambil ubat tahan sakit setiap hari.

« Ubat-ubatan lain yang anda sedang guna, seperti ubat dibeli tanpa preskripsi.

Hamil dan penyusuan anak

Penggunaan semasa hamil:

-Dianggap pilihan analgesic terhadap pesakit yang hamil.

- Walaupun ia akan melalui plasenta, paracetamol dianggap selamat dalam normal dos teraputik untuk tempoh
yang pendek sebagai minor fantipiretik dalam ilan.

Kegunaan dalam penyusuan:

- Didapatidalam susu ibu jika ibu menggunakan.

- Pengambilan paracetamol mengikut dos terapeutik oleh ibu, tidak akan membawa risiko kepada bayi yang
diberi susu.

Memandu kereta dan mengendali mesin

Paracetamol mempunyai potensi yang kecil untuk menjejas keupayaan seseorang pesakit mengendali mesin

atau memandu.

4. Cara mengambil Avadol-Fast

Berapa banyak harus digunakan
Dewasa: Ambil 1-2 biji untuk 3 atau 4 kali sehari. Maksimum: 8 biji sehari. Tidak sesuai untuk kanak-kanak.

Ubat ini mengandungi PARACETAMOL.
Jangan mengambil ubat lain yang mengandungi
Paracetamol pada masa yang sama.

Bagaimana boleh diambil: Avadol-fast tablet patut ditelan dengan air.

Berapa lama perlu diambil: Tempoh rawatan ditentukan oleh doktor anda.

Jika terlupa mengambil: Ambil dos yang seterusnya. Jangan mengambil dos berganda untuk menganti dos
yang terlupa ambil.

Jika mengambil berlebihan: Hubungi doktor anda dengan segera atau pergi ke Jabatan Kecemasan hospital
terdekat , jika terambil dos berlebihan. Ini perlu dilakukan walaupun tiada sebarang kesan keracunan atau
rasa tidak selesa. Anda mungkin memerlukan perhatian perubatan segera.

5. Semasa mengambil Avadol-Fast

Perkara yang periu dilakukan: Simpan RiIMUP, anda mungkin perlu membaca semula.Jika anda ada sebarang
pertanyaan, sila tanya doktor atau ahli farmasi.

Perkara yanq tidak boleh dilakukan: Ubat ini adalah preskripsi untuk anda sahaja. Jangan bagi orang lain. la
mungkin tidak sesuai untuk orang lain walaupun mereka mempunyai simpton-simpton yang sama.

Perkara yanqg perlu diberi perhatian: Jangan mengambil melebihi dos yang disyorkan. Jika simptom-simptom
kekal (jika kesakitan tesebut mengekal 10 hari ke atas) atau sakit kepala kekal, sila jumpa doktor anda.

6. Kesan-kesan Sampingan: Kesan-kesan sampingan paracetamol adalah jarang dan biasanya ringan,
walaupun reaksi hematologic pernah dilaporkan. Tindak balas hypersensitiviti kulit termasuk ruam kulit,
angioedema,Stevens Johnson Syndrome/ Toxic Epidermal Necrolysis telah dilaporkan.

Amaran alahan: P babkan reaksi kulit yang serius. Simptom-simptom
termasuk kemerahan kulit, lepuh dan ruam. Ini merupakan 5|mpton-5|mpton keadaan yang serius.
Jika berlaku tanda-tanda but, sila berhenti dan segera.

Anda boleh melaporkan sebarang kesan sampingan atau kesan advers ubat kepada Pusat Pemantauan
Kesan Advers Ubat Kebangsaan melalui laman web npra.gov.my

[Consumer-—Reporting Side Effects to Medicines (ConSERF)or Vaccines (AEFI)]

7. Cara Penyimp dan F Simpan bawah 30°C. Jangan menggunakan jika tarikh yang
dicetak pada komponen pembungkusan telah luput Ubat tidak boleh dilupuskan melalui air buangan atau
buangan isi rumah. Sila bertanya kepada ahli farmasi anda bagaimana untuk melupuskan ubat yang tidak lagi
diperlukan. Langkah-langkah ini akan membantu melindungi persekitaran.

Jauhi dari kanak-kanak

8. Maklumat Lanjut

Rupa and wama produk: Avadol-Fast tablet berbentuk bulat, berwarna putih dengan 500 pada satu
permukaan, dan licin pada permukaan belakang.

Bahan-bahan kandungan

Bahan Aktif: Paraceramol 500mg

Nombor Pendaftaran: Avadol-Fast Tablet 500mg (MAL15125042XZ)

9. Pengilang & pemegang pendaftaran produk

AV Manufacturing Sdn. Bhd. (667760-v)

Lot 10621 (PT16700), Jalan Permata 2, Arab Malaysian Industrial Park, 71800 Nilai, Negeri Sembilan, Malaysia.
Nombor siri : NPRA(R2/1) 220726/923
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