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15.	of	Must	use	the	same	L-designation	of	the	USP	41	NF	36	column	through	the	First	Supplement	-	Official	until	1	December	2018	-	Significant	changes	in	the	General	Chapter	Chromatography	in	August	2014	USP	37	NF	32	22.	©2018	Waters	Corporation	42•	CONFIDENTIAL	COMPANY	Gradientes	Escalation	Results	HPLC	Alliance	for	ACQUITY
Arc	UHPLC	Time	(min)	Solution	B	0.0	100	0.0	11.90	100	0.0	28.57	29.3	70.7	28.62	100	0.0	32.38	100	0.0	34.00	100	0.0	UHPLC	Gradient	in	scale:	–	Inj	Vol:	5.7	μL	–	Flow	rate:	0.893	mL/min	–	Run	time:	34	minutes	–	Column:	XBridge	BEH	C8,	2.5	μm,	3.0	μL	–	L/dp:	40,000	Alliance	HPLC	ACQUITY	Arc	UHPLC	Scaled	1	2	3	4	1	2	3	4	4	34	minutes	70
minutes	USP	Res	=	7.0	USP	Res	=	6.7	42.	His	last	manager	at	USP	was	the	scientific	management	of	the	content	development	and	teaching	of	USP	Education	courses	for	stakeholders	worldwide.	It	has	a	Ph.D.	degree	in	analytical	chemistry	and	has	an	MBA	degree.	Dr.	Davani	has	over	28	years	of	experience	in	industry,	science	and
compendial/regulatory	training.	There	are	no	acceptance	criteria	applied	to	relative	retention	times.	©2018	Waters	Corporation	44•	COMPANY	CONFIDENCIAL	Water	Columns	HPLC	Calculator	Column:	XBridge	BEH	C8,	5	μm,	4.6	mm	x	250	mm	UPLC	Column:	ACQUITY	UPLC	BEH	C8,	1.7	μm,	2.1	mm	x	75	mm	Climbing	conditions	Original	HPLC
System	Dwell	Volume:	1.100	ML	takes	into	account	the	volume	of	the	systems	being	used	and	the	volume	of	the	columns	being	used	44.	Dr.	Davani	is	also	editor	and	author	of	a	recent	book:	"Pharmacical	Analysis	for	Small	Molecules",	published	by	Wiley	in	2017.	Pharmacopecial	Modernization:	How	will	your	chromatography	benefit	the	workflow?	If
you	have	any	further	questions,	email	sarah@selectscience.	net	Pharmacopeial	Modernization:	How	Will	Your	Chromatography	Workflow	Benefit?	•	5	•	©	2018	USP	)htgnertS(	)htgnertS(	dohteM	YASSA	aifargonom	o£Ã§Ãazinredom	ed	All	impurities	(purity)	replace	obsolete	chromatogrontal	columns	(columns	compacted	by	GC	or	HPLC	columns	not
commercially	disposed	of).	VI,	title,	etc.)	Add	identification	tests	(s)	replace	thin	layer	chrom.	He	has	a	vast	experience	as	a	college	for	the	development	and	teaching	of	Vanos	Courses	of	composition	and	CGMP,	both	nationally	and	internationally,	for	the	USP	global	education	program.	Adjustment	of	Mother	©	All	the	way	of	USP.	The	length	of	the
column,	the	internal	dictation,	the	composition	of	the	mother	phase	can	be	modified?	Â	Â	ours	Corporation	30	¢	â	Â	¢	Confidential	Company	Waters	Columns	Original	Calculator	Original	Conditions	Conditions	of	the	Mother	©	All	conditions	the	user	enters	the	motto	The	HPLC	Column:	Xbridge	Beh	C8,	5	Â	ANTOS,	4.6	mm	x	250	mm	UHPLC:	Xbridge
Beh	C8,	C8,	3.5	to	Â	ANTOS,	3.0	mm	x	150	mm	USP	Critent	for	L/DP	:	-25	%	A	+50	%	30.	Â	©	2018	Waters	Corporation	40	¢	â	Â	Â	¢	Company	Waters	Confidental	Columns	HPLC	Column:	Xbridge	Bebe	C8,	3.5	Â	ANTOS,	4.6	mm	x	150	mm	column	UHPLC:	Xbridge	Beh	C8,	2.5	Â	ANTOS,	3.0	mm	x	100	mm	Original	conditions	climbing	condition	40.
These	tools	are	not	official	and	do	not	affect	the	interpretation	of	any	developed	compartment.	by	USP.	Access	the	USP	database	creates	and	continually	reviews	USP	'NF	standards	through	a	private	collaborative	process	-	which	involves	pharmacoms	of	the	stage,	gym,	academy	and	government	and	other	stakeholders	from	anywhere	in	the	world.	Â
©	2018	Waters	Corporation	22	¢	â	Â	¢	Confidential	of	the	USP	Company	The	chromatography	defines	"allowed	adjustments"	adjustments	"for	a	USP	Mother	can	be	made	to	meet	the	system	adjustment	requirements	only	allowed	when:	""	Proper	standards	are	disposedable	for	all	compounds	used	yields	results	that	meet	all	system	suitability
requirements	specified	in	official	procedure.	Ã©Â2018	Waters	Corporation	45¢ÃÂ¢Â	COMPANY	CONFIDENTIAL	¢ÃÂÂ	Inj	Vol:	2.1	ÃµÂL	¢ÃÂÂ	Flow	Rate:	0.644	mL/min	¢ÃÂÂ	Run	Time:	17	minutes	¢ÃÂÂ	Column:	ACQUITY	UPLC	BEH	C8,	1.7	ÃµÂm,	2.1	mm	X	75	mm	¢ÃÂÂ	Pre-Injection	Volume:	285	ÃµÂL	¢ÃÂÂ	L/dp:	44,118	Time	(min)	Solution	A
Solution	B	0.0	100	0.0	6.07	100	0.0	14.57	29.3	70.7	14.60	100	0.0	16.51	100	0.0	17.00	100	0.0	Quetiapine	Fumarate	Impurities	Method	USP	40	NF35	S1	Alliance	HPLC	to	ACQUITY	UPLC	H-Class	PLUS	UPLC	Scaled	Gradient:	Alliance	HPLC	ACQUITY	UPLC	H-Class	PLUS*	Scaled	1	2	3	4	1	2	3	4	17	minutes	70	minutes	*Blank	Subtraction	Applied	Due
to	Solvent	UV	Absorbance	Artifacts	USP	Res	=	7.0	USP	Res	=	5.4	45.	Santos,	Ph.D.,	Director	of	the	Chemical	Medicines	Department,	United	States	Pharmacopeia	(USP)	Dr.	Horacio	Pappa,	Director	of	the	General	Chapters	Department,	United	States	Pharmacopeia	(USP)	Amanda	Dlugasch,	Applications	Chemist	II,	Waters	Corporation	Webinar	Host:
Sarah	Thomas,	Editorial	Team,	SelectScience	2.	Related	Resources	and	Products	Compendial	Tools	are	informational	resources	that	may	aid	user	in	the	application	of	USP	standards.	Speakers:	Leonel	M.	etc.)	¢ÃÂ¢Â	General	Chapter	dependencies	and	changes	in	General	Notices	¢ÃÂ¢Â	Update	Description	and	Solubility	Monograph	modernization:
Identification,	Assay,	Organic	Impurities,	other	sections	5.	2.	Ã©Â2018	Waters	Corporation	18¢ÃÂ¢Â	COMPANY	CONFIDENTIAL	Defining	the	Categories	of	LC	Separation	Systems	Dispersion	>	30	ÃµÂL	Columns	accepted:	¢ÃÂ¢Â	3.0	¢ÃÂÂ	4.6	mm	ID	¢ÃÂ¢Â	3	-	10	ÃµÂm	particles	¢ÃÂ¢Â	75	-	250	mm	length	Optimal:	¢ÃÂ¢Â	4.6	mm	ID,	5	ÃµÂm
Typical	operating	pressure:	¢ÃÂ¢Â	<	6,000	PSI	Dispersion	12	-	30	ÃµÂL	Columns	accepted:	¢ÃÂ¢Â	2.1	-	4.6	mm	ID	¢ÃÂ¢Â	1.7	-	5	ÃµÂm	particles	¢ÃÂ¢Â	50	mm	-	100mm	length	Optimal:	¢ÃÂ¢Â	3.0	mm	ID,	2.x	ÃµÂm	Typical	operating	pressure:	¢ÃÂ¢Â	6,000	¢ÃÂÂ	15,000	PSI	Dispersion	<	12	ÃµÂL	Columns	accepted:	¢ÃÂ¢Â	1.0	-	4.6	mm	ID	sodatsuja
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