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Revision of PRECAUTIONS

Ibuprofen/Pseudoephedrine hydrochloride/Chlorpheniramine
maleate/Dihydrocodeine phosphate/Caffeine Anhydrous (OTC drugs) and
Ibuprofen/Pseudoephedrine hydrochloride/L-Carbocisteine/d-Chlorpheniramine
maleate/Dihydrocodeine phosphate/Caffeine anhydrous (OTC drugs)

July 8, 2014

Non-proprietary Name

a. Ibuprofen/Pseudoephedrine hydrochloride/Chlorpheniramine maleate/Dihydrocodeine
phosphate/Caffeine Anhydrous (OTC drugs)

b. Ibuprofen/Pseudoephedrine hydrochloride/L-Carbocisteine/d-Chlorpheniramine
maleate/Dihydrocodeine phosphate/Caffeine anhydrous (OTC drugs)

Safety measure
Precautions should be revised in the package inserts.

In Consultation section, the following texts should be added (underlined parts are revised):
The following symptoms may be adverse reactions, therefore if the following symptoms are
observed after administration of this drug, immediately discontinue this drug and contact a

physician, pharmacist, or registered salesperson for a consultation with this package insert.

The following serious symptoms occur infrequently. Immediately seek medical aid if you
experience any of these signs and symptoms.

Oculomucocutaneous syndrome (Stevens-Johnson syndrome), toxic epidermal
necrolysis, acute generalised exanthematous pustulosis:

Hyperthermia, ocular hyperaemia, eye discharge, lip erosion, pain throat, widespread skin
rash/redness, small pimples (small pustules) on reddened skin, general malaise, anorexia, etc.

may persist or suddenly worsen.

Pharmaceuticals and Medical Devices Agency
Office of Safety 1
3-3-2 Kasumigaseki, Chiyoda-ku, Tokyo 100-0013 Japan
E-mail: safety.info@pmda.go.jp



mailto:safety.info@pmda.go.jp

