
  

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, 
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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. 
 

Attachment 3 
October 27, 2026 

【Therapeutic category】Other agents for epidermis 

【Non-proprietary name】Tacrolimus hydrate (pediatric ointment) 

【Safety measure】PRECAUTIONS should be revised. 

A revised description is underlined. 

Current Revision 

2. CONTRAINDICATIONS (This drug is contraindicated to the following 

patients.) 

Low birth weight infants, neonates, infants, or children under 2 years of age 

 

7. PRECAUTIONS CONCERNING DOSAGE AND ADMINISTRATION 

The following table should be used as a guide for the maximum amount per 

application. 

Age (body weight) Maximum amount per application 

2 to 5 years (less than 20 kg) 1 g 

6 to 12 years (20 kg or more and less 

than 50 kg) 

2 to 4 g 

13 years or older (50 kg or more) 5 g 

Reference: Doses used in clinical studies 

 

 

2. CONTRAINDICATIONS (This drug is contraindicated to the following 

patients.) 

Low birth weight infants, neonates, or infants under 6 months of age 

 

7. PRECAUTIONS CONCERNING DOSAGE AND ADMINISTRATION 

The following table should be used as a guide for the maximum amount per 

application. 

Age (body weight) Maximum amount per application 

6 months to under 2 years (less than 

10 kg) 

0.5 g 

2 to 5 years (10 kg or more and less 

than 20 kg) 

1 g 

6 to 12 years (20 kg or more and less 

than 50 kg) 

2 to 4 g 

13 years or older (50 kg or more) 5 g 
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9. PRECAUTIONS CONCERNING PATIENTS WITH SPECIFIC 

BACKGROUNDS 

9.7 Pediatric Patients 

This drug should not be used in low birth weight infants, neonates, infants, or 

children under 2 years of age. No clinical studies have been conducted in 

children under 2 years of age. 

Reference: Doses used in clinical studies 

 

9. PRECAUTIONS CONCERNING PATIENTS WITH SPECIFIC 

BACKGROUNDS 

9.7 Pediatric Patients 

This drug should not be used in low birth weight infants, neonates, or infants 

under 6 months of age. No clinical studies have been conducted in infants 

under 6 months of age. 

 
 


