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LION BALL MEDICATED OIL

Composition: Methyl Salicylate 25% w/v, Menthol 16% w/v, Camphor 5% w/v, Eucalyptus Oil 20 % w/v, white oil up to 100 % w/v

Description: A transparent colour oily liquid with menthol smell, packed in a glass bottle.

Indication: For temporary relief of minor aches and pains of muscle and joint associated with arthritis, strains and sprains.

Direction of Use: Apply the oil on affected part with rubbing, 3 — 4 times daily.

Route of Administration: Topical

Pharmacodynamics

Camphor is a stimulant, rubefacient, antipruritic and feebly antiseptic. When in combination with other ingredient like menthol, methyl salicylate, it
becomes ideal for neuralgia and other painful areas.

Menthol dilates the blood vessels causing a sensation of coldness, followed by an analgesic effect. Menthol also acts as a penetration enhancer,
increasing the penetration of drugs when applied on the skin, to give a faster onset of action.

Methyl Salicylate is a salicylic acid derivative. Salicylates inhibit cyclooxygenase, thereby reducing the formation of prostaglandins and cause
platelet dysfunction. Methyl salicylate is used topically as a counter irritant. Upon application, it is absorbed through the skin and is applied for the
relief of the pain in rheumatic conditions and painful muscle or joints.

Pharmacokinetics

Camphor is readily absorbed from all administration sites. Camphor is well absorbed after dermal exposure. It is hydroxylated in the liver to yield
hydroxycamphor metabolites which are then conjugated with glucuronic acid and excreted in the urine. Camphor crosses the placenta.

After absorption, menthol is excreted in the urine and bile as a glucuronide.

Methyl Salicylate may be absorbed through intact skin. The absorption of topical salicylates is proportional to the surface area involved, duration of
exposure, concentration and skin integrity. Absorption characteristics of salicylates vary with the dose, formulation and route of administration.
Percutaneous absorption is enhanced by exercise, heat, occlusion or disruption of the integrity of the skin or application to large areas of skin. Both
the rate and extent of absorption increases after repeated application, increasing the bioavailability. Methyl salicylate is extensively metabolised to
salicylic acid in the dermal and subcutaneous tissues after topical application. At therapeutic levels, the half-life of salicylates is 2— 4 hours. As
salicylate level increase into the toxic range, the half- life can be greater than 18 hours.

Contraindications:

Do not use in patients with aspirin or salicylate idiosyncrasy.

Patient with known hypersensitivity to any of the ingredients in the product.

Warnings and Precautions:

This product is contraindicated in children below 2 years of age. Caution must be exercised when older children are treated. It is dangerous to place
any camphor containing product into the nostril of children. A small amount applied this way may cause immediate collapse.

Topical analgesic preparations containing methyl salicylate should be used with caution in patients at an increased risk of developing salicylate
adverse effects.

Initially apply a small amount to a limited skin area and observe whether there is discomfort or itch before applying it to a larger skin area.
Discontinue use if irritation develops. Avoid contact with the eyes and mucous membranes. Do not apply to open wounds or damaged skin. Avoid
excessive use during pregnancy and lactation. Do not apply over large areas of the body or bandage or use with heating pads. If symptoms persist,
consult your doctor.

For external use only. Keep out of reach of children.

Effects on Ability to Drive and Use Machines: Not known

Interactions with Other Medicaments: Warfarin

Statement on Usage During Pregnancy and Lactation: Safety for use in pregnancy has not been established; therefore the potential benefit of
the product should be weighed against the possible risks to the mother and child.

Adverse Effects/ Undesirable Effects:

If severe irritation such as redness and burning sensation occurs, discontinue use immediately and consult a physician.

Symptoms and Treatment of Overdose:

Symptoms of methyl salicylate overdose

Salicylate intoxication can occur after ingestion or topical application of methyl salicylate. Mild chronic salicylate intoxication or salicylism, usually
occurs only after repeated use of large doses. Salicylism can also occur following excessive topical application of salicylates. Symptoms include
dizziness, tinnitus, deafness, sweating, nausea and vomiting, headache and confusion and may be controlled by reducing the dosage.

Symptoms of more severe intoxication or of acute poisoning following overdose include hyperventilation, fever, restlessness, ketosis and respiratory
alkalosis and metabolic acidosis. Depression of the CNS may lead to coma; cardiovascular collapse and respiratory failure may also occur.
Symptoms of camphor/ menthol overdose

Ingestion of significant quantities is reported to cause symptom: severe abdominal pain, nausea, vomiting, vertigo, ataxia, drowsiness and coma;
instant collapse in infants after the local application of menthol or camphor to their nostrils.

Seizures may be the first clinical sign of severe toxicity of camphor; however, seizures are usually self- limited. Severe toxicity of camphor can result
in delirium, visual hallucinations, cerebral edema and status epilepticus. Systemic toxicity may include hypotension, tachycardia, respiratory failure
and death.

Treatment

The stomach should be emptied by gastric lavage or administration of oral activated charcoal. Fluid and electrolyte management is the mainstay of
treatment with the immediate aim of correction of acidosis, hyperpyrexia, hypokalemia and dehydration if present.

Any convulsion must be controlled first through supportive care including anticonvulsant therapy.

Storage Conditions: Store at room temperature below 30°C.

Shelf Life: Please refer to the packaging. Do not use beyond the expiry date.
Dosage Form: Liniment

Packing: 3 ml, 5 ml, 10 ml, 45 ml, 56 ml, 90 ml

The information contained in this leaflet is limited. For further information, please consult your doctor or pharmacist.

Product Registration Holder: Manufacturer:
GAB Sdn Bhd (Co. No. 863197A) Wellmetech Pharmaceutical Industries Sdn Bhd
No. 24, Jalan BPU 4, Bandar Puchong Utama, Lot 8058, Samarahan Industrial Park,

47100 Puchong, Selangor. 94300 Kota Samarahan, Sarawak, Malaysia. Date of Revision: Oct 2024



MINYAK ANGIN BOLASINGA

Komposisi: Metil Salisilat 25% w/v, Mentol 16% w/v, Camphor 5% w/v, Minyak Kayu Putih 20 % w/v, white oil tambah ke 100 % w/v
Deskripsi: Cecair berminyak warna jernih dengan bau mentol, dibungkus dalam botol kaca.

Indikasi: Untuk kelegaan sementara sakit otot dan sendi yang ringan akibat artritis, terseliuh dan ketegangan.
Cara Penggunaan: Sapukan pada bahagian yang terbabit sambil menggosok 3 - 4 kali sehari.

Laluan Pemberian Ubat: Topikal

Farmakodinamik: Sila rujuk kepada penerangan Bahasa Inggeris.

Farmakokinetik: Sila rujuk kepada penerangan Bahasa Inggeris.

Kontraindikasi: Jangan gunakan pada pesakit dengan idiosyncrasi aspirin atau salicylate. Pesakit yang diketahui hipersensitif kepada mana-mana
ramuan dalam produk.

Amaran dan Perhatian:

Ubat ini kontraindikasi pada kanak- kanak di bawah umur 2 tahun. Perhatian perlu diberikan kepada kanak- kanak berumur 2 tahun ke atas apabila
menggunakannya. Sapu ubat yang mengandungi camphor pada hidung kanak- kanak adalah merbahaya kerana boleh menyebabkan pengsan.
Persediaan analgesik topikal yang mengandungi metil salisilat harus digunakan dengan berhati-hati pada pesakit pada peningkatan risiko
mengembangkan efek salisilat.

Pada mulanya sapu kuantiti yang kecil pada kawasan kulit yang terhad dan memerhati sama ada ketidakselesaan atau gatal berlaku sebelum sapu
pada kawasan kulit yang lebih besar. Jika iritasi kulit berlaku, sila berhenti gunakannya. Elakkan bersentuhan dengan mata dan membran mukus.
Jangan sapu pada luka terbuka atau kulit yang rosak. Elakkan penggunaan yang berlebihan semasa kehamilan dan penyusuan. Jangan gunakan di
bahagian besar badan atau pembalut atau gunakan dengan pad pemanasan. Sekiranya gejala berterusan, merujuk kepada doktor anda.

Untuk kegunaan luar sahaja. Jauhi daripada capaian kanak- kanak.

Kesan ke atas Keupayaan Memandu dan Penggunaan Mesin: Tidak diketahui

Interaksi dengan ubat lain: Warfarin

Kehamilan dan Penyusuan: Keselamatan untuk kegunaan semasa kehamilan belum dimantapkan; Oleh itu potensi manfaat produk terhadap
kemungkinan risiko kepada ibu dan anak harus ditimbang.

Kesan Sampingan: Jika kerangsaan seperti kemerahan dan rasa terbakar berlaku, hentikan penggunaan serta merta dan rujuk kepada doktor.
Simptom dan Rawatan untuk Kelebihan Dos: Sila rujuk kepada penerangan Bahasa Inggeris.

Keadaan Penyimpanan: Simpan pada suhu bilik kurang daripada 30°C.

Jangka Hayat: Sila rujuk kepada bungkusan. Jangan guna selepas tamat tarikh luput

Bungkusan: 3 ml, 5 ml, 10 ml, 45 ml, 56 ml, 90 ml

Maklumat terkandung dalam risalah ini adalah terhad. Untuk maklumat terperinci, sila rujuk kepada ahli farmasi atau doktor anda.
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