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Container	closure	integrity	test	european	pharmacopoeia

Www.istockphoto.com	The	primary	objective	of	integrity	Container	closure	(CCI)	is	to	maintain	the	sterilità	and	the	quality	of	products	of	parenteral	biopharmaceutical	products	for	their	entire	duration	of	conservation	and	use.	Guidelines	that	specify	the	initial	qualifying	requirements	of	the	CCI	and	validation	have	been	defined	and	can	be	found	in
Chapter	US	Pharmacopeia	1207	(USP	)	(1).	The	guidelines	described	in	USP	can	be	applied	to	any	common	Test	method	(CCIT)	to	obtain	a	suitable	method	for	the	expected	use	within	a	life	cycle	of	the	medicinal	product.	CCI	is	not	a	single	time-point	event,	but	rather	an	integral	and	holistic	process.	It	is	calculated	and	stressed	throughout	the
production	cycle	of	a	sterile	pharmaceutical	product	(for	example,	during	primary	package	development,	advertising	qualifications,	manufacturing	products	such	as	qualifications,	stability	tests,	control	change	process,	and	transport	studies)	and	tested	when	required.	Within	the	pharmaceutical	industry,	the	Technological	panorama	CCIT	is	changing
rapidly,	and	new	technologies	are	emerging	to	create	a	wide	range	of	test	methods	and	applications.	However,	is	the	availability	of	new	technologies	for	a	sufficient	reason	for	their	implementation	at	all	phases	of	a	drug	product	life	cycle?	In	other	words,	if	a	new	CCIT	technology	doesn't	improve	product	quality	/	security	guarantee	significantly,	t
IsNa	enough	for	most	filling	lines,	or	WONA	T	with	many	containers	and	devices,	which	would	be	The	advantage	to	implement	this	technology?	There	are	benefits	for	the	use	and	implementation	of	new	and	more	sensitive	technologies	as	appropriate,	but	how	to	develop	a	new	technology,	if	influencing	regulatory	guidelines	and	industry	expectations?
In	the	end,	the	goal	of	CCIT	should	be	to	demonstrate	the	integrity	of	a	container	closure	system	(CCS),	guaranteeing	the	quality	of	the	product	and	patient	safety.	The	goal	should	not	be	to	demonstrate	the	ability	to	resolve	a	specification	unnecessarily	narrow	simply	because	a	method	has	this	capacity.	Because	many	technologies	can	be	applied	to
the	CCI	tests,	it	is	important	to	understand	that	no	single,	universal	test	method	is	appropriate	or	practical	for	all	loss	test	applications	within	a	CCI	life	cycle	and	for	all	products	and	Presentations	(2).	Although	many	companies	represented	in	the	Biophorum	Operations	Group	(Biophorum)	finish	Filla	CCIT	Workstream	currently	have	experience	with
new	and	/	or	more	sensitive	technologies,	some	practical,	technical	implementation,	and	regulatory	obstacles	have	prevented	such	technologies.	Degree	of	methods	are	still	widely	used	and	generally	accepted	throughout	the	sector	for	CCIT	in	almost	all	phases	of	the	life	cycle	of	a	pharmaceutical	product.	Most	marketed	products	have	been	developed
or	manufactured	with	dyeing	entrance	as	a	CCIT	method	of	choice,	and	those	marketed	products	remain	safe	to	use.	Tinge	input	(liquid	tracer	test)	is	still	the	most	used	CCIT	method	throughout	the	biopharmaceutical	industry	(3).	As	part	of	a	physical	limit	test	thatÃ	¢	s	method	of	a	well-defined	global	approach	and	executed	a	cci,	penetration	test
dye	can	provide	product	quality	parity	and	safety	guarantee	for	the	integrity	of	the	sealed	package	compared	to	microbial	contamination,	Compared	to	the	application	of	deterministic	methods	(1).	Here	we	provide	guidelines	and	best	practices	for	qualifying	and	/	or	validation	and	use	of	a	coloring	test	method	input	within	a	company	¢	s	holistic
approach	to	the	CCI.	About	BIOPHORUM	THE	BIOPHORUM	OPERATIONS	GROUPA	S	(BIOPHORUM)	Mission	is	to	create	environments	where	the	industry	Global	can	collaborate	and	accelerate	their	progress	rate	for	everyone's	benefit.	Growing	up	from	a	group	of	end	users	in	2008,	Biophorum	now	includes	71	workstream	manufacturers	and
suppliers	who	distribute	their	top	2,000	executives	and	experts	in	the	field	of	working	in	six	focused	Phorums	A,	to	articulating	IndustryÃ	¢	s	driving	table,	defining	the	Memale	practices	of	the	future,	and	the	development	and	adoption	of	the	best	best	In	pharmacological,	finish	fill,	process	development,	and	IT	production.	In	each	of	these
concentrated	groups,	Biophorum	facilitators	bring	the	leaders	together	to	create	future	visions,	the	teams	mobilize	experts	on	opportunities,	create	partnerships	that	allow	change,	and	to	provide	the	shortest	route	for	implementation	so	that	the	actions	of	Sector,	learn,	and	builds	the	best	solutions	together.	Purpose	Our	goal	here	is	not	the	creation
of	a	new	method	or	approach	to	entry	tests,	but	rather	to	demonstrate	that	the	methods	of	infiltration	of	remain	an	important	and	necessary	part	of	Demonstrating	CCI	throughout	the	biopharmaceutical	industry.	Degree	of	methods	have	shown	that	they	can	easily	demonstrate	the	required	sensitivity	and	the	robustness	needed	in	our	sector	today.
These	methods	are	still	necessary	for	devices	and	a	number	of	other	products	with	which	other	physical	CCI	methods	are	not	a	practical	option.	Some	factors	that	support	the	IndustryÃ	¢	S	Continued	constant	application	methods	of	Incress	Methods	are	shown	below.	Products:	some	products	do	not	require	technologically	sophisticated	approaches	to
demonstrate	the	integrity	of	their	CCSS.	Some	types	of	products	can	cause	problems	with	specific	methods	Ã	¢	Example,	powders	or	proteins	â	€
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