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June 2026
Direct Healthcare Professional Communication (DHPC) Letter

Metoject® (Methotrexate) — Correction of Numerical Formatting in the Arabic Patient
Information Leaflet (PIL)

Dear Healthcare professional,

Medac GmbH in agreement with the Saudi Food and Drug Authority (SFDA), would like to inform
you of the following:

Summary

e This DHPC is issued to inform healthcare professionals of inaccuracies identified in the
Arabic Patient Information Leaflet (PIL) for Metoject®, where certain numerical values were
displayed incorrectly due to a formatting issue.

e The issue is limited to the PIL Arabic text and does not affect the product itself, including its
formulation, quality, safety profile, or efficacy.

e Healthcare professionals are advised to rely on the approved prescribing information and
the corrected Arabic PIL attached to this communication.

Further Information and Recommendations

A review identified formatting errors affecting the display of certain numerical values within the Arabic
Patient Information Leaflet (PIL) for Metoject®. These errors may result in incorrect representation of
dose strengths, quantities, or numerical information and could potentially lead to medication errors.

The identified errors included:

e The product strength was displayed as "05 mg/ml" instead of "50 mg/ml"

e Under the male fertility subsection, the dose was displayed as "03 mg/week" instead of "30
mg/week"

e The sodium content was displayed as "32 mg" instead of "23 mg"
Storage instructions stated "below 52°C" instead of "below 25°C"

e content information displayed syringe volumes as "02,0 ml", "03,0 ml", "04,0 ml", "05,0 ml",
and "06,0 ml" instead of "0.20 ml", "0.30 ml", "0.40 ml", "0.50 ml", and "0.60 ml"

e Adverse reaction frequency categories were incorrectly presented as "more than 1 in 01" instead
of "more than 1 in 10" and "up to 1 in 01" instead of "up to 1 in 10" "1 in 001" instead of "1 in
100", "1 in 0001" instead of "1 in 1,000", and "1 in 000,01" instead of "1 in 10,000".

The issue is limited to the Arabic PIL and does not affect the medicinal product itself, product quality,
efficacy, or safety.

Healthcare professionals are advised to review the corrected Arabic PIL attached in the Annex and use
the approved prescribing information when counselling patients.

This document is approved by The Executive Directorate of Pharmacovigilance at SFDA/V1.0/June 2026
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Background

Metoject® is indicated for the treatment of active rheumatoid arthritis in adult patients, polyarthritic
forms of severe, active juvenile idiopathic arthritis, when the response to nonsteroidal anti-
inflammatory drugs (NSAIDs) has been inadequate, severe recalcitrant disabling psoriasis.

Reporting of adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal product is important. It
allows continued monitoring of the benefit/risk balance of the medicinal product. Healthcare
professionals are asked to report any suspected adverse reactions to the marketing authorization
holder or to the Saudi Food & Drug authority.

Call for reporting, or to report any suspected adverse reactions associated with the use of
Metoject®in accordance with the national requirements via the national spontaneous reporting
system to:

The National Pharmacovigilance Center: E . E
Unified Contact Center: 19999 "

Fax: +966112057662

Email: npc.drug@sfda.gov.sa

Website: http://ade.sfda.gov.sa/ or scan the above QR code

Adverse events may also be reported directly to ZIMMO Trading Company Ltd, using the same
contact details provided below:

Email: pv.zimmo@zimmo.net

Mobile: +966 53 995 3033

Yours sincerely,

Muath Almutairi — LQPPV

This document is approved by The Executive Directorate of Pharmacovigilance at SFDA/V1.0/June 2026
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ANNEXES

Annex 1: Corrected Arabic Patient Information Leaflet (PIL)

The corrected Arabic Patient Information Leaflet (PIL) for is provided below:
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