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IMPORTANT 

MEDICINE SAFETY INFORMATION 

18 May 2023 

RE: Synthroid® range of tablets: Typing error in the Professional Information (Pl) and 

Patient Information Leaflet (PIL) 

Dear Healthcare Professional, 

Abbott Laboratories SA (PTY) Ltd, as directed by the South African Health Products 

Regulatory Authority (SAHPRA), wish to inform you about the typing error in the Pl and PIL of 

Synthroid® range of tablets, listed in the table below. The tablets are debossed on one side 

with the word "FLINT", while the Pl and PIL indicates the word "SYNTHROID" instead of the 

correct word "FLINT" in the tablet description. The Synthroid® products with the Pl and PIL 

typing error will not be distributed in the country for human use. Thus, Abbott applied for a 

Section 36 exemption which allows supply of Synthroid® range of tablets sourced outside of 

South Africa (SA). To prevent treatment interruptions in patients on Synthroid® tablets and 

allow distribution of the products, SAHPRA has granted Abbott's request for Section 36 

exemption. 

The Pl and PIL are currently being updated for the next batches. The correct Pl and PIL can 

be accessed from SAHPRA PI/PIL repository (https://pi-pil-repository.sahpra.org.za) 

Summary 

• Synthroid® is a prescription medicine (Schedule 3) and is indicated for hypothyroidism

and pituitary thyroid stimulating hormone suppression.

• The are packs of Synthroid® range of tablets in which the tablets are debossed on one

side with "FLINT", however the Pl and PIL do not indicate this information.

• There is no patient impact in terms of safety and efficacy, as all clinical and safety

related information on the Pl and PIL are correct.

• Abbott has obtained a batch specific, Section 36 exemption to supply Synthroid® range

of tablets sourced outside of South Africa.
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