RANCANGAN BROSUR BALSEM GOSOK - BALSEM MERAH
CAP BETET 7,5 g dan 17,5 g EM

SISI DEPAN
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Composition/Kandungan :

Methyl Salicylate 10% w/w
Camphor 10% w/w
Menthol 9% wi/w

Bentuk Dosej : Salep.

Descripsi Produk : Salep yang berwarna merah dan berbau mentol.
Farmakodinamik : Sila rujuk kepada penerangan Bahasa Inggeris.
Farmakokinetik : Sila rujuk kepada penerangan Bahasa Inggeris.
Indikasi : Untuk melegakan sakit otot, sakit sendi, sakit urat dan terseliuh.

Arahan Penggunaan : Sapu ubat ini pada bahagian berkenaan 3 kali sehari. Jangan balut bahagian tersebut.

Cara Penggunaan : Topikal.

Kontraindikasi : Produk 1ni1 tidak sesuai untuk pesakit yang hipersensitif kepada bahan aktif.

Amaran dan Perhatian : Produk ini boleh menyebabkan sawan, tidak sesuai untuk bayi bawah umur 2
tahun. Perhatian diberikan kepada kanak-kanak berumur 2 tahun ke atas bila menggunakannya. Sapu ubat
yang mengandungi camphor pada hidung kanak-kanak adalah merbahaya kerana boleh menyebabkan
pengsan.

Produk ini mengandungi methyl salicylate dan ia mungkin boleh diserap masuk ke dalam darah melalui kulit.
Penyapuan yang berlebihan oleh pesakit yang mengambil warfarin mungkin meningkatkan risiko pendarahan.

Tidak boleh disapu pada bahagian mata, permukaan mukus, luka terbuka atau kulit yang rosak. Elakkan
penggunaan yang berlebihan semasa mengandung dan penyusuan. Jangan sapu secara meluas pada bahagian
badan atau membalut. Jika iritasi kulit berlaku, sila berhenti guna.

Interaksi dengan ubat lain : Warfarin.

Kehamilan dan Penyusuan : Keselamatan penggunaan oleh wanita hamil tidak dapat dipastikan. Oleh itu
produk in1 harus digunakan dengan berhati-hati supaya tidak mandatangkan risiko kepada ibu dan anak.

Kesan Sampingan : Iritasi kulit, kemerahan, bengkak, rasa pedih berlaku. Reaksi buruk jarang berlaku,
simptom pening, loya boleh berlaku.

Simptom dan Rawatan Overdos : Sila rujuk kepada penerangan Bahasa Inggeris.

SISI BELAKANG

Dosage Form : Ointment.
Product Description : A red colour ointment with menthol smell.

Pharmacodynamics
Camphor 1s 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 1s a salicylic acid derivative. Salicylates inhibit cyclooxygenase, thereby reducing the
formation of prostaglandins, and cause platelet dysfunction. Methyl salicylate 1s used topically as a
counter-irritant. Upon application, it 1s absorbed through the skin and 1s applied for the relief of pain in
rheumatic conditions and painful muscle or joints.

Pharmacokinetics

Camphor 1s readily absorbed from all administration sites. Camphor is well absorbed after dermal exposure.
It is hydroxylated in the liver to yield hydroxycamlg)hor metabolites which are then conjugated with glucuronic
acid and excreted in the urine. gamphor crosses the placenta.

Menthol 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.

Indication : For the relief of muscle pain, joint pain and sprain.

Direction for use : Apply on the affected area, 3 times daily. Do not bandage.
Route of Administration : Topical application.

Contraindication : Patient with known hypersensitivity to the active ingredients.

Warning and Precaution : This product can cause convulsion and is contraindicated in infants 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.

This product contains methyl salicylate and when applied or rub on the skin, can be absorbed through the skin
into the blood. For patients taking warfarin, excessive application on to the skin for muscle or joint pains may
increase the chances of bleeding.

Avoid contact with the eyes and mucous membrane. 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.
Discontinue use if irritation develops.

Drug Interaction : Warfarin.

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.

Side Effects : Skin irritation, redness or swelling, burning or stinging sensation. Adverse reaction is rare,
symptom of dizziness, nausea may occur.

Symptoms and Treatment of Overdose : 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 may be controlled by reducing the dosage.

Storage/Penyim anan :
Store below 30°C. Keep out of reach of children.
For external use only. Not to be taken.

Simpan di bawah 30°C. Jauhkan daripada kanak-kanak.
Untuk kegunaan luar sahaja. Tidak boleh dimakan.

Packing/Bungkusan : 7.5gand 17.5 g
Shelf Life/Tempoh Hayat : 5 years

Date of revision : January 2025

Dikilang oleh Pemilik Produk : Pemegang Produk, Pengimport dan Pengedar :
PT IRAWAN DJAJA AGUNG Pasir Mas-Indo Trading Sdn Bhd.

Jalan Raya Sukodono, Kecamatan Sukodono, No.52 (GF), Lorong Kelasah 3,

Sidoarjo, Jatim, Indonesia. Taman Kelasah,

13700 Perai, Pulau Pinang, Malaysia.




