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1.	PROCESS	VALIDATION	PRESENTED	BY-	SALMAN	LATIF	ROLL	NO.-27	M.	PHARM	DR.	D.Y.PATIL	COLLGE	OF	PHARMACY	1	2.	DE	DEFINITION	IMPORTANCE	AMPOULES/VIAL	VALIDATION	i.	WASHING	ii.	FILLING	iii.	SEALING	iv.	STERILIZATION	v.	INSPECTION	vi.	PACKAGING	2	3.	.VALIDATION	OF	OINTMENT	"	CREAM	i.	SAMPLING	ii.
TESTING	iii.	MOITORY	VALVALIDATION	OF	LIQUID	ORALS	I.	CLASSIFICATION	ii.	TESTING	iii.	SAMPLING	4.	VALIDATION	REPORT	3	REFERENCE	3	4.	DEFINITION	›	The	validation	of	the	process	is	the	establishment	of	documents	tests	that	provide	a	high	degree	of	security	that	are	specific	processes	will	consistently	produce	a	product	that
meets	its	default	specifications	and	quality.	›	The	concept	was	first	proposed	by	Food	and	Drug	Administration	(FDA)	in	1970	to	improve	the	quality	of	pharmaceutical	products.	4	5.	›	The	definition	can	be	simplified	and	explained	by	three	main	points:	›	Documented	Tests	›	Guarantee	›	Consistent	quality	5	6.	6	7.	IMPORTANCIA:	›	Quality	assurance	›
Process	optimization	›	Security	›	Cost	reduction	›	Compliance	›	Time	frame	7	8.	JUSTIFICATION	OF	THE	PROCESS	›	Identify	Critical	Quality	Attributes	(CQA)	and	Critical	Process	Parameters	(CPP).	›	To	confirm	that	the	process	of	filling	of	blisters/viles	consistently	produces	quality	finished	products.	›	To	ensure	that	the	sterile	product	after
sterilization	8	9.	VALIDATION	REQUIREMENTS	›	Equipment	calibration	›	Cleaning	Validation	›	Equipment	classification	›	Raw	materials	testing	methods	›	Change	control	›	Operator	training	9	10.	PROTOCOL	The	protocol	should	include	the	critical	specifications	and	the	operating	parameters	›	that	were	identified,	such	as	the	following:	›	a.	Purpose
of	validation	›	b.	Operation	validated	›	c.	Heavy	equipment	involved	›	d.	Used	components	›	e.	Parameters	and	ranges	›	f.	Sample	and	test	›	g.	senoicaivseD	senoicaivseD	.h	ºâ	ozahcer/n³Ãicatpeca	ed	›	i.	Review	and	adoption	›	j.	Measures	to	be	taken	by	failure	›	k.	Responsible	personnel	and	their	function	10	11.	AMPOULES	›	The	primary	packaging
material	for	injectors	is	the	ampoules.	›	Ampoules	can	be	clear	or	amber,	made	of	type	I	glass,	type	C	(acc.	to	ISO	9187-2).	›	Ampollas	glass	must	meet	the	requirements	of	European	Pharmacopea	for	type	I	glass	containers	and,	if	manufactured	with	amber	glass,	it	must	also	meet	the	transmission	of	light.	11	12.	Ampollas	Wash	›	Ampollas	washing
machine	is	made	in	a	rotary	washing	machine.	These	CPP	machines	are:-	›	Water	temperature	–	This	parameter	can	influence	the	efficiency	of	the	washing;	›	Water	pressure	–	this	parameter	will	influence	the	correct	and	efficient	washing	of	the	ampoules;	›	Washing	hood	–	this	parameter	can	influence	the	efficiency	of	the	washing	as	well	as	efficient
processing,	as	if	the	washing	machine	is	too	fast,	more	ampoules	can	break	in	the	process	12	13.	REHING	VIAL	›	High-pressure	water	series	wash	and	pressure	should	be	maintained	throughout	the	process.	›	Pressure	less	=	incorrect	washing.	›	Pressure	more	=	breakage.	›	The	compressed	air	is	used	to	dry	the	washed	roads	and	moves	to	the	tunnel.
13	14.	Ampollas	and	frascos	Depyrogenation	›	After	washing,	the	ampoules	are	continuously	transmitted	to	the	tunnel,	sterilized,	depyrogenated	and	then	cooled	before	being	transferred	to	the	filling	and	sealing	station.	The	key	parameters	are:	›	1)	Speed	of	the	conveyor	belt	–	this	parameter	can	influence	the	stability	of	the	ampoules	in	the	tunnel
and	also	in	the	time	they	pass	in	the	tunnel,	affecting	exposure	to	sterilization	temperature.	›	(2)	Camera	temperature	–	temperature	should	be	high	enough	for	the	ampoules	to	be	effectively	sterilized	and	depirogenated	and	the	value	of	FH	is	high	enough	to	ensure	realization	.51	.51	41	.osecorp	›	After	cooling,	the	blisters	are	directed	to	the	filling
and	sealing	line.	The	filling	process	can	be	influenced	by:	›	1)	Solution	flow	–	the	solution	should	flow	correctly	to	be	filled	in	the	blisters.	The	filler	needles	depend	on	the	product	flow.	›	(2)	Filling	volume	–	The	volume	correction	will	influence	the	intended	use	of	the	dosing	form,	as	it	may	influence	the	dosing	uniformity	15	16.	Sealing	›	The	sealing
process	can	be	influenced	by:	›	Flame	temperature	–	the	flame	will	melt	the	glass	and	seal	the	blistering.	If	the	flame	temperature	is	not	adequate,	the	sealing	can	be	compromised.	›	Ampollas	Altura-	is	determined	by	the	height	of	the	flame	and	will	influence	the	ease	of	opening.	16	17.	Sterilization	›	Ampoules	are	now	placed	in	trays	and,	depending
on	the	product,	they	can	be	sterilized	in	the	autoclave	by	hot	steam.	This	step	ensures	the	use	of	the	finished	product.	Time...	This	parameter	determines	the	time	the	product	remains	under	temperature	121oC.	Along	with	the	temperature	will	influence	the	Fo	of	the	sterilization	process.	According	to	the	European	Pharmacopea	(EP),	the	process
should	take	at	least	15	minutes.	›	Temperature–	This	parameter	is	the	key	to	the	sterilization	process,	as	high	temperatures	ensure	the	absence	of	microorganisms.	According	to	the	EP	it	must	be	at	least	121oC,	unless	it	is	proved	that	the	process	has	the	same	rate	of	letality.	17	18.	Visual	inspection	›	Visual	inspection	is	performed	on	an	automated
machine.	The	machine	contains	a	dual	light	transmission	control	system	to	detect	particles	in	blisters.	18	1	•Static	Division	system	2	•Divides	photo-detection	system	into	individual	parts,	detection	is	done	from	base	of	ampoule.	3	•The	container	rotates	at	specified	speed.	4	•Liquid	forms	a	vortex	imparts	movement	of	the	insoluble	part	5	•	Virtual
stops	,	vortex	aditimsnart	aditimsnart	zul	al	ne	n³Ãicairav	noc	atceyorp	es	negami	19.	This	minor	inspects	the	following	defects:	particles,	volume	and	cosmatic	defects	in	the	head	of	the	ampoule.	The	inspection	process	can	be	influenced	by:	rotation	speed:	this	paragraph	is	defined	so	that	it	can	optimize	the	particles	to	suspend.	Brake	position:	This
signal	affects	the	recovery	of	the	meniscus	and	the	moment	between	the	end	of	the	rotation	and	the	inspection.	Ã	¢	â‚¬	°	Light	intensity:	this	paranester	defines	the	intensity	of	the	light	that	will	illuminate	the	solution.	Ã	¢	â‚¬	âº	Sensitivity:	This	parameter	defines	the	particle	detection	threshold,	differentiating	the	signal	from	the	noise.	19	20.
Integrity	inspection	The	integrity	inspection	is	carried	out	in	an	automated	machine	by	detecting	high	voltage	leaks	(HVLD).	20	High	voltage	is	applied	to	the	container.	If	the	crack	is	present,	the	current	will	flow	and	detect	by	the	detector.	The	difference	in	conductivity	is	measured.	21.	Labeling	The	labeling	is	performed	on	an	automated	macho	that
prints	the	lot	of	lots	and	the	expiration	date	on	the	label,	as	well	as	a	sensor	that	detects	the	color	of	the	ring	code	and	the	presence	of	the	label.	The	parameters	that	can	influence	the	labeling	process	are:	`°	-ã	¢	â‚¬	â	Â‚¬	-The	correction	of	the	location	of	the	label	is	essential	for	the	identification	of	the	product,	influencing	its	quality.	Ã	¢	â‚¬	â	º
Quality	and	quantity	of	the	creature:	the	correction	of	the	ring	color	of	the	ring	is	essential	for	the	identification	of	the	product	to	be	label,	since	the	color	of	color	is	exclusive	to	a	product.	21	22.?	Ã	¢	â‚¬	â	º	-Batch	&	ExpiRY	Print	date	22	23.	Packaging	ã	¢	â‚¬	The	blisters	in	the	ampoule	tray	and	place	the	trays	in	the	cartoon	box	with	the
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sortem¡Ãrap	soL	ºâ	ºâ	ºâ	sanosreP	ºâ	etneibma	oideM	ºâ	odnoF	ºâ	.odadilav	res	ebed	odoT	ºâ	PMGc	osecorp	led	n³Ãicadilav	al	ne	sodiulcni	setnenopmoC	.23	13	elbatpeca	odatluser	le	natcefa	euq	serotcaF	laboratory	›	raw	materials	›	equipment	›	procedures	›	process	32	33.	semisolids	manufacturing	consideration	33	34.	34	35.	unit	operation	for
semisolid	system	›	five	unit	operation	›	mixing	of	liquid	›	mixing	of	solid	›	mixing	of	semisolid	›	dispersing	›	milling	and	size	reduction	of	solid	and	semisolid	35	36.	Filling	and	packaging	operation	›	the	following	critical	aspects	should	be	evaluated	and	controlled	during	the	operations	of	validation	and	large-scale	manufacturing	›	proper	control	of	the
temperature	of	the	product	to	help	the	flow	of	the	product	and	maintain	the	consistency	of	the	product	before	and	during	the	filling	and	packaging	operations	›	proper	agitation	in	holding	tanks	and	filling	heads	with	the	purpose	of	uniformity	and	homogeneity	of	the	main	product	during	the	operation	of	filling	and	packaging	›	the	use	of	the
atmosphere	Product	testing	›	bulk	product	validation	tests	and	finishes	should	be	based	on	standard	release	test	criteria	and	process	test	criteria	›	routine	qc	release	tests	should	be	performed	on	a	routine	sample.	›	these	samples	should	be	taken	separately	from	validation	samples.	›	sample	validation	and	testing	is	typically	3	to	6	times	the	usual	qc
sampling.	37	38.	Bulk	amplification	›	take	10	samples	of	the	mixture,	tank	or	during	the	transfer	of	products	to	the	storage/filling	container.	›	samples	must	represent	the	upper,	middle	and	lower	part	of	the	container	›	if	the	sampling	of	the	mixture/tank	using	a	specific	equipment,	the	samples	should	be	taken	immediately	adjacent	to	the	blades,
baffles	and	axes	where	the	movement	of	the	product	during	the	mixture	can	be	restricted.	›	the	bottom	of	the	tank	and	the	possible	dead	points	should	be	sampled	and	senorcim	senorcim	02	-2,0	ed	ognar	le	ne	ratse	ebed	sosrepsid	sametsis	sol	ed	aÃroyam	al	arap	salucÃtrap	sal	ed	o±Ãamat	led	n³ÃicubirtsiD	-n³ÃicaredisnoC	salucÃtrap	ed	o±ÃamaT	ºâ
aicnaligiv	ed	otcudorP	.93	83	elbisop	res	ed	,odalczem	on	lairetam	arap	Viscosity:	the	viscosimeter	calibrated	to	measure	the	apparent	viscosity	of	the	system	dispersed	to	balance	at	a	given	temperature	to	establish	the	reproducibility	of	the	system.	â€	or	Uniformity	of	uniformity/formulation	of	cream	depends	more	on	particle	size,	cutting	speed	and
mixing	efficiency	to	reach	and	maintain	the	uniformity	of	the	active	drug	component	39	40.	meet	the	release	limit	for	the	trial.	â€	or	The	usual	sample	size	for	test	ranges	between	0.5	and	1,5	g	per	sample	test.	â€	or	Reserving	effect-incorporation	of	a	conserving	test	procedure	antimicrobial	USP	or	microbial	limit	test	in	the	formal	validation	of
aqueous	dispersion.	Dissolution	tests:	primary	use	as	a	quality	control	procedure	to	determine	the	uniformity	of	the	product.	Secundario	as	a	means	to	evaluate	the	in	vivo	absorption	of	the	drug	in	terms	of	a	possible	in	vitro/live	correlation.	â€	or	For	cream/single,	the	in	vitro	flow	of	Franz	through	the	diffusion	cell	has	been	modified	by	the	use	of	a
silicon	rubber	membrane	barrier	to	stimulate	the	percutaneous	dissolution	unit	for	the	purpose	of	test	40	41.	Validation	report	â€¢	Standard	format	1.	Discussion	2.	Discussion	Discussion	3.	Conclusions	and	recommendation	4.	Attachment	list	The	item	must	be	presented	in	the	order	in	which	they	appear	in	the	protocol.	The	deviation	of	the	ïezas
protocol	is	explained	and	justified	completely.	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	ï	The	report	is	signed	and	dated	by	designated	representatives	of	each	unit	involved	in	the	validation	of	the	water	system	41	42.	Oral	fluids	are	the	homogeneous	or	heterogeneous	preparation	of	liquids.	â€	or	consisting	of	solution,	emulsion	or
suspension.	â€	in	which	one	or	more	medications	have	been	dispersed	in	a	suitable	vehicle.	42	43.	Class	43	44.	Manufacture	of	biphasic	liquids	44	.osecorp	.osecorp	led	lareneg	n³Ãicpircsed	anu	anoicroporp	n³Ãicaunitnoc	a	anoicroporp	es	euq	n³Ãicamrofni	aL	osecorp	led	n³ÃicpircseD	.64	54	n³Ãisnepsus	y	n³Ãislume	ed	sabeurP	information	for
manufacturing	will	be	provided	separately	in	the	batch	manufacturing	record.	›	DISPENSING	OF	MATERIAL	›	SUGAR	PREPARATION	SYRUP	›	MANUFACTURATION	BULK	›	ADJUSTMENT	›	VOLUME	MAKE	UP	›	FILTRATION	›	REHING,	FILLING	AND	SEALING	46	47.	Validation	of	the	process	refers	to	the	following	operations	47	48.	1.RAW
MATERIAL	48	49.	2.	Production	monitoring	I.	Aspect	II.	pH	III.	Viscosity	IV.	Specific	gravity	V.	Microbial	account	VI.	Content	uniformity	VII.Evaluation	of	the	dissolution	49	50.	rate	Sedimentation	rate	your	sizeResuspendability	Particle	size	and	distribution	deZeta	Potential	measurement	or	search	parameter	for	the	solution	deClarity	decolour	oTest
parameters	specific	to	the	suspension	50	51.	oTest	specific	parameters	for	emulsion	LaThe	dilution	test	deThe	conductivity	test	deDye	solubility	test	deCOCL2	filter	paper	test	deFluorescence	test	oTest	for	filling	and	packaging	LaThe	packaging	test	for	full	bottle	CapCap	sealing	test	de	Volume	Wa	Sample	Places:	52	53.	›	Sampling	site:	-	Top	(A),
Middle	(B),	Bottom(C)	position;	use	the	sample	tube	for	A	pestB	and	the	lower	valve	for	position	C	›	sampling	Quantity:	-	About	100	ml	of	each	sample	site	›	Sampling	time:	-	While	the	mixture	is	in:	-	After	____	minutes,	after	____	minutes,	After	_____	minutes.	53	Protocol	validating	analytical	methods	54	55.	References	›	Lieberman	H.	A.	,	Rieger	M.	M.
and	Banker	G.	S.	“Pneumatic	dosing	systems:	dispersion	system”	,vol.3;	Second	edition,473-511	›	R.	A.	Nash	and	A.	H.	Wachter	“Pneumatic	process	validation”	Third	edition	›	Agalloco	James,	Carleton	J.	Fredric	“Validation	of	Pharmaceutical	Processes”;	Third	edition,417-428	55	56.	›	Ana	Rita	Correia	Cabaço,	A	Master	Plan	of	Validation	for	small
volume	participations,	Pg.	No.	1-89	›P.	Anjard,	SELECTION	PROCESS	OF	GRALES	SPC,	Microelectron.	Reliab.,	Vol.	35,	No.	II,	Pages.	1445	1447,	1995	28	â	€	º	PQRI,	Robustness	Robustness	Process	A	white	book	PQRI,	the	official	manazine	of	ISPE,	November/December	2006,	vol.	26,	No.6	29	ã	¢	â‚¬	â	º	Chien-Wei	Wu	et	al,	a	general	vision	of	the
theory	and	the	practice	about	The	process	of	process	capacity	for	quality	guarantee.	Journal	of	Production	Economics	Volume	117,	number	2,	February	2009,	pages	338	â‚¬	-	359	30	`°	Susan	Haigney,	QBD	in	manufacturing	this,	pharmacist	technology	Europe,	December	2013	vol	25	No.	No.	12	pp	32	56	57.	57	57	57	57	57	57
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