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Sulfadiazine  Essential medicine status 

ATC codes: J01EC02EMLc

Indica t ion   Toxoplasmosis ICD11 code: 1F57.Z

INN Sulfadiazine

Medicine t ype  Chemical agent

Ant ibiot ic groups    ACCESS

Lis t  t ype    Core (EML)
(EMLc)

Formula t ions   Oral > Solid: 500 mg 

EML s t a t us  his t ory        First added in 2009 (TRS 958)

Sex All

Age Also recommended for children

Thera peut ic 
a lt erna t ives   

The recommendation is for this specific medicine

Pa t ent  informa t ion      Patents have expired in most jurisdictions
Read more about patents. 

Wikipedia Sulfadiazine 

DrugBa nk  Sulfadiazine 

Summary of evidence and Expert Committee recommendations

Sulfadiazine wad added to the core list of the EML and the EMLc for the treatment of toxoplasmosis in 2009. The EMLc

Subcommittee considered the review of sulfadiazine for the treatment of toxoplasmosis in children. It had been noted in 2007 that

sulfadiazine was not licensed for the treatment of toxoplasmosis in children, and therefore a review of its use in children with

particular regard to the treatment of toxoplasmosis was requested. Evidence cited in the Secretariat’s review to support the

efficacy of sulfadiazine in the management of toxoplasma encephalitis included a Cochrane Review (1) and several other

randomized controlled trials involving adults with HIV (2), however there was limited evidence for its superiority over

trimethoprim–sulfamethoxazole for this indication. Studies of the management of congenital toxoplasmosis included several

longitudinal cohort studies (3, 4, 5), which demonstrated sulfadiazine to be an efficacious and safe treatment for infected neonates.

An improved outcome was seen in the majority of infected infants who were treated with combination sulfadiazine therapy;

however outcome was shown to be dependent on the duration of treatment and the degree of disability at birth. The Subcommittee

noted that there was no evidence to support the use of sulfadiazine in the treatment of nocardia or other infections. Sulfadiazine

treatment appeared to be well tolerated, with adverse reactions reported in approximately 5% of patients. No systematic reviews

comparing oral versus intravenous sulfadiazine were identified, however it was noted that the majority of guidelines, including the

CDC and the British National Formulary 2006, recommend oral sulfadiazine in the management of toxoplasmosis. The majority of

an oral dose is rapidly absorbed from the gastrointestinal tract and therefore no justification for an intravenous form could be

made. The Subcommittee agreed that there was sufficient evidence for the clinical efficacy and safety of oral sulfadiazine in

children for the treatment of congenital toxoplasmosis. It was decided that intravenous sulfadiazine should be removed from the

EMLc and the oral tablet formulation should be deleted from Section 6.2.2 of the EMLc and moved to Section 6.5.4

(antitoxoplasmosis medicines). The need for an oral liquid formulation of sulfadiazine was also identified. 1. Dedicoat M et al.

Management of toxoplasmic encephalitis in HV-infected adults (with an emphasis on resource-poor settings). Cochrane Database
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