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Variation	guideline	eu	2013

Eu	variation	guidelines	august	2013.
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therefore,	the	marketing	authorisation	holder	deems	it	necessary	to	update	the	product	information	based	on	the	paediatric	studies,	the	marketing	authorisation	holder	must	apply	for	a	variation	under	category	C.1.4.	Marketing	authorisation	holders	must	apply	for	a	type	IB	variation	for	studies	in	the	context	of	an	environmental	risk	assessment
(ERA)	for	medicines	for	human	use	since	these	study	reports	do	not	contain	any	information	which	would	affect	the	quality,	safety	and	efficacy	of	the	medicinal	product.	The	following	medicinal	products	are	exempted	from	this	regulation:	Homeopathic	marketing	authorisations	granted	before	1	January	1998	Homeopathic	medicinal	products	subject
to	Section	38	AMG	Traditional	herbal	medicinal	products	subject	to	Section	39	a	-	d	AMG	Standard	marketing	authorisations	subject	to	Section	36	AMG	Parallel	imports	For	variations	to	the	terms	of	marketing	authorisations	for	these	medicinal	products	and	variations	not	covered	by	Commission	Regulation	(EC)	No	1234/2008,	such	as	changes	of	the



marketing	authorisation	holder	or	co-distributor,	Section	29	of	the	German	Medicines	Act	(AMG)	remains	applicable.	On	10	February	2014,	the	European	Medicines	Agency	(¢ÃÂÂEMA¢ÃÂÂ)	published	a	revised	Questions	&	Answers	document.	The	aim	of	the	document	is	to	address	questions	that	marketing	authorisation	holders	may	have	in	relation
to	the	new	categories	of	variations	to	the	terms	of	marketing	authorisations	for	centrally	authorised	medicinal	products,	and	the	manner	in	which	the	new	categories	of	variations	are	handled	by	the	EMA	in	practice.	The	document	supports	the	implementation	of	the	European	Commission	Guidelines	on	the	details	of	the	various	categories	of
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