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Parameter | HPLC conditions (5 pm) | Scaled conditions (3.5 ym)
Systems » Alliance HPLC System Arc HPLC System
with 2998 PDA Detector with 2998 PDA Detector,
« Arc HPLC System with column heater/cooler
2998 PDA Detector, with passive pre-heater

column heater/cooler
with passive pre-heater

Column XSelect CSH C,q, 4.6 X 150 mm, 5 um XSelect CSH C,g, 4.6 X 100 mm, 3.5 pm
L/dp 30,000 28,571
Flow rate 2,90 mL/min 2,90 mL/min
Gradient %A | %B | Curve

1 Initial 95.0 5.00 6 1 Initial 95.0 5.00

2z 1500 | 40.0 60.0 6 2 ‘ 10.00 40.0 60.0 6

737 16. ?07 n 470.07 75007757 73717 n 007 4(}0 6007767

4 16.80 95.0 5.0 6 4 ‘ 1.20 95.0 5.0 6

5 21.00 95.0 5.0 6 5 14.00 95.0 5.0 6
Injection 10.0 uL 6.7 uL

volume

Columntemp. | 45°C

Mobile phase A: 0.1% Formic acid in water

B: 0.1% Formic acid in methanol

Detection Arange: 210-400 nm, Derived at 270 nm
Sampling rate: 10 pts/sec

Wash solvents | Purge/sample wash: 50:50 water/methanol
Seal wash: 90:10 water/acetonitrile

Sampletemp. |10°C
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%RSD of %RSD of USP usp

retention times peak areas resolution peak tailing

Alliance Arc HPLC | Alliance | ArcHPLC | Alliance | ArcHPLC | Alliance | Arc HPLC

Imp. 1 0.10 0.05 0.3 0.15 n/a n/a 1.2 11

API| 0.08 0.07 0.16 0.24 76 7.8 1:2 11
Imp. 2 0.07 0.07 0.16 0.28 35 4.2 1.2 11
Imp. 3 0.08 0.06 0.20 0.10 < 3.6 172 11!
Imp. 4 0.06 0.04 0.17 0.10 13.4 12.9 11 11
Imp. 5 0.06 0.03 0.19 0.10 7. 8.0 1.2 11
Imp. 6 0.06 0.03 0.25 0.10 1T W 11 1.2
Imp.7 0.06 0.03 0.22 0.07 1.0 1.9 11 11
Imp. 8 0.06 0.04 0.16 0.22 171 73 11 11
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Arc HPLC
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1 Reduced run
1 A time to 10 min
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N 2. Arc HPLC ¥ AT L TRITT 3. F—D 9D BEEE (L/dp tb) DHIFRES
um 15 3.5 um O H S LADDHEDIRRMYE

%RSD of %RSD of UspP USP
retention times peak areas resolution peak tailing
5pum 3.5um 5um 3.5pm 5um 3.5pm 5pm 3.5um
Imp. 1 0.05 0.10 0.15 0.15 n/a n/a 11 11
API 0.07 0.04 0.24 0.22 7.8 8.6 11 12
Imp. 2 0.07 0.04 0.28 0.06 4.2 4.4 ] 11
Imp. 3 0.06 0.04 0.10 0.12 3.6 3.8 11 1.2
Imp. 4 0.04 0.04 0.10 0.21 12:8 n7 11 11
Imp.5 0.03 0.05 0.10 0.08 8.0 7.6 1l 1.2
Imp. 6 0.03 0.04 0.10 0.12 17 256 1.2 11
Imp.7 0.03 0.02 0.07 0.10 1139 2.9 11 ilil
Imp. 8 0.04 0.00 0.22 0.08 17.3 18.6 11 11
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USP Resolution Between Peaks Peak Heights for Impurities
5 and 3.5 pm particle columns 5 and 3.5 pym particle columns
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= 5um = 3.5 um = 5um = 3.5 ym
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1. USP General Chapter <621> Chromatography, United States Pharmacopeia Convention, Official 1-
August-2017.

2. Column Calculator 2.0, Download:
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Arc HPLC > R 7 L <https://www.waters.com/waters/nav.htm?cid=135068659>
Alliance HPLC & X 7 L\ <https://www.waters.com/534293>
2998 74 R A A —R 7L (PDA) #&H28 <https://www.waters.com/1001362>

Empower3 ZVOYX ~J 574 —F—4&Y 7 b x7 <https://www.waters.com/10190669>
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