MA (EU) number (Invented) name Strength Pharmaceutical
Form

EU/1/08/481/001 Kuvan 100 mg Soluble tablet

EU/1/08/481/002 Kuvan 100 mg Soluble tablet

EU/1/08/481/003 Kuvan 100 mg Soluble tablet

EU/1/08/481/004 Kuvan 100 mg Powder for oral
solution

EU/1/08/481/005 Kuvan 500 mg Powder for oral
solution
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Route of
Administration

Immediate

Packaging

Oral use
Oral use
Oral use
Oral use

Oral use

bottle (HDPE)
bottle (HDPE)
bottle (HDPE)
sachet
(PET/alu/PE)
sachet
(PET/alu/PE)

Pack size

30 tablets
120 tablets
240 tablets
30 sachet

30 sachet



