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Package Insert 3. Do not use this medication if you have sensitive skin or if you are sensitive to
— - benzoyl peroxide. This product may cause irritation, characterised by redness,
I Enzoxid burning, itching, peeling, or possible swelling
ju— Anti-acne 4. If itching, redness, burning, swelling or undue dryness occurs, discontinue use.
—— i ENZOXID 5/2.5 ANTI-ACNE GEL (Benzoy! peroxide gel) is for external use only.
j— (Benzoyl Peroxide Gel BP 5.0% & 2.5%) Avoid contact with your eyes, nose, lips, or throat. If the drug does touch these
— areas accidentally, rinse with water.
5. ENZOXID 5/2.5 ANTI-ACNE GEL (Benzoyl peroxide gel) can bleach or discolor
Description: hair or coloured fabric. Keep this and all medications out of the reach of children.
Enzoxid 2.5% & 5% anti acne gel is a White, soft, smooth, homogeneous gel 6. Stay outofthe sun as much as possible, and usea sunscreen.
W;trEeSItli%Te: characteristics inherent odour & no coarse particles visible or Pregnancy:
perceptible. Pregnancy Category C: Animal reproduction studies have not been conducted with
Each gram of Enzoxid 2.5% & 5% Anti Acne Gel ( Benzoyl peroxide gel BP benzoyl peroxide. It is also not known whether benzoyl peroxide can cause fetal
2.5% &5%) contain 25mg & 50mg of Benzoyl peroxide in water soluble base. harm when administered to a pregnant woman it can affect reproductive capacity.
Benzoyl peroxide has antibacterial, Oxidizing and Keratolytic properties. Benzoyl peroxide should be given toa pregnant woman only if clearly needed.
Clinical Pharmacology: Nursing Mothers:
The mechanism of action of benzoyl peroxide is not totally understood but its Itis notknown whether benzoyl peroxide is excreted in human milk. Many drugs are
antibacterial activity against Propionibacterium acnes excreted in human milk, so caution should be exercised when benzoyl peroxide is
is thought to be a major mode of action. In addition, patients treated with administered to a nursing woman.
benzoyl peroxide show a reduction in lipids and free fatty acids and mild Pediatric Use: Safety and effectiveness in children less than 12 years of age have not
desquamation (drying and peeling activity) with a simultaneous reduction in been established.
comedones and acne lesions.
The percut tration of benzoyl peroxide in rat, rabbit, monkey and Querdose:
© percutaneous penetration of benzoyl peroxide In rat, raboit, monkey an If excessive scaling, erythema of edema occurs discontinue the use of this 3
man is \ow: The r_na]onty of the pepetrgted benzoyl pgro><|_de is gonverted |}nto preparation. When symptoms and signs subside, re-start treatment using a o
benzoic acid which after absorption in the systemic circulation is rapidly reduced dosage schedule, if the reaction is judged to be due to excessive use and 3
eliminated by the kidney. notallergy. 3
Thereis no evidence of any tissue accumulation. There is no evidence that .
cutaneous application of the proposed clinical doses of Benzoyl Peroxide Packing:
preparations should be associated with any systemic adverse reaction in ENZOXID 5%w/w Anti-Acne Gel and ENZOXID 2.5%w/w Anti-Acne Gel are
humans. available in 20g tube.
Indication: Store below 30°C. Do not freeze.
Fortreatment of mild to moderate acne vulgaris.
i : ! vulgart Enzoxid 2.5 Anti-acne Gel: Regn. No. MAL XXXX
Dosage and Administration : Enzoxid 5 Anti-acne Gel: Regn. No. MAL XXXX
1. Cleanse the skin thoroughly before applying Enzoxid 5/2.5 Anti-Acne gel. =
Cover the entire affected area with a thin layer of one to two times daily. Date of Revision: July. 2023
Because excessive drying of thin skin may occur, start with one application . . .
daily, then gradually increase to two or three times daily if needed or as Product Registration Holder & Importer:
directed by doctor. If bothersome dryness or peeling occurs, reduce f“lm gha(rjmagyTSdn. Bl'\lllﬂll 23‘5‘23/\'
application to once a day or every other day. alan Bandar 3, laman Melawati,
2. Wash hands af 53100 Kuala Lumpur, Malaysia.
. Wash hands after use. Tel - 03 - 41072061
Contraindication: + +
Hypersensitive to the components of Enzoxid 5/2.5 Anti-Acne Gel is a orren
contraindication to the use of this product. PHARMA
Adverse Effects: Manufactured by :
Irritation, erythema, peeling, dryness and contact dermatitis may occur during TORRENT PHARMACEUTICALS LTD.
Gyness occrs aduee i Hoquenc of spolaton. rynessoan e convalad 1oL No. 810, Sector I, Industral Area,
e e quency of application. By Pithampur, District Dhar - 454 775 (M.P.) INDIA
Drug interactions: A
There are no known interaction with other medications which might be used
cutaneously and concurrently with benzoyl peroxide gel or lotion; however,
drugs with desquamative, irritant and drying effects should not be used
concurrently with benzoyl peroxide gel or lotion. ©
0
Warning and Precautions : %
1. If you are pregnant or breastfeeding, talk to your doctor before using this ]
medicine. %
2. While you are using benzoy! peroxide, avoid using things that may irritate your g
skin, such as sunlight, sun lamps, cleansers with alcohol in them, or other acne %
lotions.






