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] 249 Hormones-miscellaneous

Attachment 3
July 14, 2026

[Non-proprietary name] Insulin aspart (genetical recombination) (Fiasp Injection 100U/mL)

[ Safety measure] PRECAUTIONS should be revised.

A revised description is underlined.

Current

Revision

(N/A)

8. IMPORTANT PRECAUTIONS 8. IMPORTANT PRECAUTIONS

Gelling of this drug may occur when exposed to high temperatures

exceeding 37 degrees C. Use of a portable insulin pump at high temperature

may cause gelling of insulin to cause occlusion in the insulin pump, which

may prevent the pump from appropriately delivering this drug and

consequently serious hyperglycaemia, diabetic ketoacidosis, etc. may

occur. Patients should be instructed as follows:

* Avoid use of a portable insulin pump in an environment of high

temperature exceeding 37 degrees C.

* Check the inside of the insulin pump, and if there is any change in the

appearance of the injection solution, do not use it.

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.




