This document is an English-translated version of an attachment of a notification for Revision of PRECAUTIONS issued by the Ministry of Health, Labour and Welfare.

[Therapeutic category] Gastrointestinal medicine

Attachment 15
July 14, 2026

[Non-proprietary name] Preparations containing omeprazole (guidance-mandatory drugs)

[Safety measure] PRECAUTIONS should be revised.

A revised description is underlined.

Current

Revision

CONSULTATION

If the following symptoms are observed after taking this drug, they may be
adverse reactions, so immediately discontinue the use of this drug, and show
this document to your physician or pharmacist for a consultation.

CONSULTATION

If the following symptoms are observed after taking this drug, they may be
adverse reactions, so immediately discontinue the use of this drug, and show
this document to your physician or pharmacist for a consultation.

Relevant region Symptoms

Relevant region Symptoms

Headache, drowsiness, abnormal sensations such as

Neuropsychiatric |numbness, dizziness, trembling, insomnia, depression,

system temporary drowsiness, decreased consciousness, 10ss
of consciousness
Blurred vision, fever, swelling, gynecomastia (male
breasts becoming enlarged like a female's), hair loss,
Others general fatigue, joint pain, abnormal taste, menstrual

irregularities, muscle pain, sweating, muscle
weakness, muscle twitching in the face and limbs,

stiffening of the limbs and trembling

Neuropsychiatric | Headache, drowsiness, abnormal sensations such as

system numbness, dizziness, trembling, insomnia, depression
Blurred vision, fever, swelling, gynecomastia (male
breasts becoming enlarged like a female's), hair loss,
Others

general fatigue, joint pain, abnormal taste, menstrual

irregularities, muscle pain, sweating, muscle weakness

This English version is intended to be a reference material to provide convenience for users. In the event of inconsistency between the Japanese original and this English translation,

the former shall prevail.




The following serious symptoms may occur in rare cases. In such cases,

immediately seek medical aid:

The following serious symptoms may occur in rare cases. In such cases,

immediately seek medical aid:

(N/A)

Name of symptoms Symptoms

Symptoms such as nausea, vomiting, Loss of

appetite, feeling of weariness, muscle twitching in

the face and limbs, temporary drowsiness,

Hypomagnesaemia

decreased consciousness, stiffening of the limbs

and trembling, numbness, dizziness, palpitations,

loss of consciousness may occur.

N/A: Not Applicable. No corresponding description is included in the current PRECAUTIONS.

This English version is intended to be a reference material to provide convenience for users. In the event of inconsistency between the Japanese original and this English translation,

the former shall prevail.




