
TABLA 1 con EJEMPLOS
	Medicinal Products with paediatric use
EXAMPLE OF A TABLE WHICH SHOWS DIFFERENT EXAMPLES

	MAH: 
	<MAH> 

	EU-MS/EEA: 
	Austria 

	Name of the medicinal product
	Strength
	Pharmaceutical form
	Active Substance(s) Herbal MPs should be indicated (HERB)*
	Marketing Authorisation Number
	MRP/DCP-No.
	Paediatric use for specific age groups (neonate, infant, child, adolescent) (SPC 4.1 and/or 4.2) Y/N - see footnote **
	ATC-Code (7-digit)
	Studies already submitted Y/N
If YES -provide a declaration (Annex I)
	Studies not yet submitted Y/N if YES -complete the next 2 columns
	Studies not yet submitted Study title
	Studies not yet submitted Study number

	Fentanyl "MAH" 
	12 μg/h 
	Transdermal patch 
	Fentanyl 
	1-77777 
	XX/H/0123/01 
	Y 
	N02AB03 
	Y 
	Y 
	Transdermal fentanyl in children with cancer pain 
	20XX-0X-XXX-8 

	Risperidon "MAH" 
	1 mg 
	film coated tablet 
	Risperidone 
	1-66666 
	XX/H/0111/01 
	Y 
	N05AX08 
	Y 
	N 
	-
	-

	Ondansetron "MAH" 
	1 mg/ml 
	solution for injection 
	Ondansetron hydrochloride dihydrate. 
	1-55555 
	XX/H/0122/01 
	Y 
	A04AA01 
	N 
	Y 
	Ondansetron in children with postoperative nausea and vomiting (PONV) 
	20XX-0X-XXX-9 

	Paracetamol "MAH" 
	200 mg/5 ml 
	oral solution 
	Paracetamol 
	1-88888 
	XX/H/0129/01 
	Y 
	N02BE01 
	N 
	N 
	-
	-

	Diclofenac "MAH" 
	3% 
	gel 
	Diclofenac sodium 
	1-33333 
	XX/H/0777/01 
	N 
	M02AA15 
	N 
	Y 
	Mild to moderate pain and inflammation of muscles, joints, periarticular structures in children 
	20XX-0X-XXX-6 

	Finasterid "MAH" 
	5 mg 
	film coated tablet 
	Finasteride 
	1-99999 
	XX/H/0222/01 
	N 
	G04CB01 
	N 
	N 
	-
	-


*In case of a herbal MP, further information is needed
.** If information about paediatric use is available in 4.1 and/or 4.2 please enclose the relevant wording in annex II.

