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Acute myeloid leukaemia (AML) :

Rydapt is indicated in combination with standard induction and consolidation chemotherapy followed
by single-agent maintenance therapy for adults with newly diagnosed acute myeloid leukaemia (AML)
who have an FLT3 mutation.

Advanced systemic mastocytosis (advanced SM) :

Rydapt is indicated for the treatment of adult patients with advanced systemic mastocytosis
(advanced SM)
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1. NAME OF THE MEDICINAL PRODUCT
Rydapt® -25 mg seft-capsules

4. CLINICAL PARTICULARS

4.2 Posology and method of administration

Paediatric patients (under 18 years)

Fhe-safety-and-efficacy-of Rydapt in-paediatricpatients{0-tois not indicated for children and adolescent under
18 years)-have notbeen-established{seesection5-2)- old.

4.4  Special warnings and precautions for use

Excipients

RydaptThis medicinal product contains macrogolglycerol hydroxystearate, which may cause stomach
discomfort and diarrhoea.

A-100-mg-dese-of RydaptThis medicinal product contains approximatehr666 mg of alcohol (ethanol) in each
200 mg dose (maximum daily dose), which is equivalent to 14 vol. % ethanol anhydrous;which-correspends-te

333-mg-alecholThis-, The amount in a 200 mg dose of this medicine is equivalent to 8:416.9 ml beer or

3.57.0 ml wine._The small amount of alcohol in this medicine will not have any noticeable effects. Alcohol may
be harmful in patients with alcohol-related problems, epilepsy or liver problems or during pregnancy or
breast-feeding.

4.8 Undesirable effects

Reporting of suspected 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.

Any suspected adverse events should be reported to the Ministry of Health according to the National Regulation
by using an online form

{http://fermssideeffects.health.gov.il
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5. PHARMACOLOGICAL PROPERTIES

5.2  Pharmacokinetic properties

6. PHARMACEUTICAL PARTICULARS

6.1  List of excipients

Printing ink
Carmine (E120)
Hypromellose 2910
Propylene glycol

7. REGISTRATION HOLDER AND IMPORTER AND ITS ADDRESS

Novartis Israel Ltd.
36-Shacham-st:
Petach-Tikva-49250;
POB 7126, Tel Aviv

Israel

8. -MANUFACTURERREGISTRATION NUMBER

forNovartis-Pharma-AG,Basel-SwitzerlandRydapt 25 mg: 160-65-35320-00

Revised in May 2021 according to MOHSs guidelines.
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Macrogolglycerol hydroxystearate, gelatin, Maeregelmacrogol 400, glycerol 85%, Etharelethanol
anhydrous, corn oil mono--di--triglycerides, titanium dioxide (E171), all-rac-a-tocopherol, keniron
oxide yellow (E172), keniron oxide red (E172), carmine (E120), hypromellose 2910, propylene glycol,
purified water.
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