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Translarna 125 mg a'"n 125 nnn70110
Translarna 250 mg a"n 250 n1n70110
Translarna 1000 mg a"n 1000 n»70110

Granules for oral suspension

Translarna 125 mg, granules for oral suspension.
Each sachet contains 125 mg ataluren.

Translarna 250 mg, granules for oral suspension.
Each sachet contains 250 mg ataluren.

Translarna 1000 mg, granules for oral suspension.
Each sachet contains 1000 mg ataluren.
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Translarna is indicated for the treatment of Duchenne muscular dystrophy resulting from a
nonsense mutation in the dystrophin gene, in ambulatory patients aged 2 years and older.
The presence of a nonsense mutation in the dystrophin gene should be determined by genetic

testing.
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4, CLINICAL PARTICULARS

4.1 Therapeutic indications
Translarna is indicated for the treatment of Duchenne muscular dystrophy resulting from a
nonsense Mutation in the dystrophin gene, in ambulatory patients aged 2 years and older

(see section 5.1). =Heasoopelbocncomenclniod v non cpbulolon ool

The presence of a nonsense mutation in the dystrophin gene should be determined by genetic
testing (see section 4.4).

4.2 Posology and method of administration
Special populations

Non-ambulatory
Efficacy has not been demonstrated in non-ambulatory patients.
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Medison Pharma LTD.

10 Hashiloach st. P.O.B 7090, Petach-Tikva 4917002, Israel
Tel.: +972 3 925 0250, Fax. : +972 3 922 5740

. www.medisonpharma.com
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