Annex A



MA (EU) number

EU/1/23/1743/001

EU/1/23/1743/002

(Invented)

name
Ztalmy

Ztalmy

Strength

50 mg/ml

50 mg/ml

Pharmaceutical Form

Route of

Oral suspension

Oral suspension

Administration

Oral use

Oral use

Immediate

Packaging
bottle (HDPE)

bottle (HDPE)

Content

(concentration)
110 ml

110 ml

Pack size

1 bottle + 2 dosing
syringes of 3 ml, 2
dosing syringes of
12 ml + 1 bottle
adaptor

5 bottles + 5 dosing
syringes of 12 ml +
5 bottle adaptors





