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Johngon & Johnson Middle East FZ-LLC Lebanon Branch
Sin B Fil, General Chehab Avenue, Paul Habbouche Bldg
Mear Cliniques du Levant

Johnson&dJohnson PO Box 55-325  Beirtt LEBANON

Phone +961 1 518700

Ministry of Health & Medical Education 29 January 2026
Iran

Subject: Externally Identified Significant Safety Issue (5SI) Notification for Zavesca (Miglustat)

Abiding by the pharmacovigilance regulations in Iran, We, Johnson & Johnson, would like to notify
your estee med organization about the following externally identified Significant Safety 1ssue (S51) for
our product Zavesca [ Miglustat).

Source/forigin of important safety information: Health Authority Que ry from ANIVSA (Brazil)
Date/time of receipt 551 by Johnson & Johnson: 28 Jan 2026 - 10:00 am (Brazilian time ) or
1300 GMT

+ Summary of Significant Safety Issue:

Contraindications: Include a phrase related to the incompatibility of the use of the drug during the
breastfeeding or donation of human milk, as provided for in Article 11 (ii) of the RDC 770/2022 and
alert phrase 109, as provided in Mormative Instruction In No. 200/2022, ensuring alignment with the
contraindication described in the patient leaflet.

ANVISA ask for the inclusion of the following phrase, in accordance with the new artwork and |abel
regulations:

“This medication is contraindicated during breastfeeding or milk donation, as it may be excreted in
hurman milk and can cause undesirable reactions in the baby. Your doctor or dentist should provide
alternative options for your treatment or for the baby’s feeding”

The Company Core Data Sheet states the following:

Breast-feeding

It is not known if TRADENAME is secreted in breast milk. TRADENAME should not be used during breast
feeding (see Non-Clinical Information - Reproductive Toxicology and Fertility).

Please do not hesitate to contact me if you have any specific questions or concerns.

Sincerely,

Amani Ghadban

Country Safety Head, NEMA



