RIVAROXABAN
Oral Suspension

Designed for patients

with swallowing

difficulties or those
requiring nasogastric tube
administration

Indicated for the prevention and treatment of deep
vein thrombosis, stroke, pulmonary embolism, and other

thromboembolic events. Ready-to-use suspension

Posology: Administer with food following the same guidelines as for adult use
for Rivaroxaban tablets.

Convenient dosing using
Available strength: 5mg/ml in 200ml bottle an oral syringe

Easy to swallow
The product is suitable for older patients with swallowing difficulties.
It is also appropriate for administration via nasogastric tube.
Convenient administration with a pleasant strawberry flavor. P ! l
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Pediatric use:
Treatment of venous thromboembolism in children and adolescents weighing

more than 30kg. 1hl

Simplified treatment
Coverage of three tablet strengths within one suspension simplifies freatment and " | i
prevention of deep vein thrombosis and pulmonary embolism. i M w ‘ '
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Regulatory pathway
Reference medicinal product: Xarelto, film-coated tablets
Legal basis: Article 10(3) hybrid application
CE-marked syringe enables precise dosing

Development status
Prototypes have been developed, and stability data is available.
The pivotal bio-equivalency study has been completed.
The EU dossier was submitted in December 2022.

Partnership options

The product is available for out-licensing in select European markets.
The dossier can be customized for markets outside Europe upon request.

DISCLAIMER: Any disposal with the product, including but not limited to the development, sale and offer for sale of products and related processes identfified within this
catalogue is performed by Zentiva only in those ferritories where it is permissible by applicable patent law; in particular, but not limited to Art. 10 EC Directive 2001/83. This
catalogue shall not constitute an offer for sale of products and processes for the territories where an offer for sale or sale is not permissible by law. Zentiva expressly disclaims
any liability for damages resulting from or arising out of the unauthorised use of such products and related processes.
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