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Robustness Parameters X
Acquision  F Design  Pr and Criteria
Criteria: Exact | Experiment Design Type: | Full Factorial i
Levels: 1" Resolution

v ez - ]
Factors: Ij% Preparations/Experiment: l:[r“

Factor Levels: [ZZIh Center Pﬁ Injections/Preparation: 1 %J
Certer Point Preparations: E}; Injections: 19
Injections Used: [ <] [JAlow Both Multiple Preparations and Multiple Injections
Repeatabilty Reference: =
]?I Factor Label | Factor Name ‘ Lower Value (1) | Upper Value (+1) | Nominal Value ({
1A ColumnTemp_degC = 42.0 46.0 440
2|8 FlowRate2 1.100 1300 1.200
3(c PercB_GriStart 50 20 70
41D PercB_GrEnd 83.0 87.0 850
< >

Ok | Cancel || Hep |

B. SRERGHE

Robustness Parameters X

Acquistion Experiment Design  Processing and Acceptance Criteria

Experiment Design Table:
‘}; ColumnTemp_degC FlowRate2 Perch_GriStart PercB_GrtEnd
1 | 420 1100 50 830
T 420 l1|W ‘50 87.0
T 420 [ 1.100 9.0 830
Ts |20 | 1100 30 870
s | 420 | 1300 |50 810
T 420 1.300 50 87.0
7 | 420 1300 90 830
"8 | 420 1300 30 70
T 460 1.100 50 830
10 | 450 1.100 50 870
e 1100 30 830
? 460 1.100 90 870
13 | a0 1300 50 810
e 1300 50 870
? 460 1.300 9.0 83.0
16 | 460 1200 9.0 7.0
@® Standard Experiment Plan: O () () 1 Experiment Plan:

Ok || Cacel || Heb |
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B & W =% %0l 24 5B | o TablePrefererces  [Robusiness -]
Method Set/

} SampleName Sample Preparation | Experiment Name Function Ex;n:ﬂpn: :rmn Robustness. c"m"" RF:L;; c::rsfrl gfé':;

| Equilibrate Robust_StudyS_CP

2 | Blank | Inject Samples ' Robust_StudyS_CP r

2 | AP wrOugmLRS _CP1 | Preparation 1 Center Faint hjsct Samples | Robust_Study$_CP W 440 1200 7.0 850
| 4 | APSRS foughil_CP2 | Preparation 2 CemerPoint | hject Samples Robust_StudyS_CP = 140 1200 7.0 850
5 | aPk100ugmi_cPs | Preparaton3 | CemerPont | hectSempes | RebustStdyscP | R | 440 1200 7.0 8.0
N s

7 | aPis witougRS _1 Preparation 1 ‘ Experimenti | hjectSamples | Robust_StudyS_t v 420 1.100 50 830

8 APls w/10ug RS _2 Preparation 1 Experiment 2 . Inject Samples Robust_StudyS_2 F 420 ‘ 1.100 50 870
N -
[ 10| AP wiougRS 3 Preparaton 1 ‘ Experiment3 | injectSamples | Robust_StudyS_3 ~ 20 1.100 9.0 830

11 | APs wHOUGRS 4 | Preparation 1 | Experiment4 | Iject Samples Robust_StudyS_4 = 420 1100 8.0 87.0
g prUEapeTeTSS

13 | APls w/1OugRS _5 Preparation 1 | Experiment 5 et Samples | Robusi_Study5_5 v 120 | 1300 | 50 £3.0
34 | APl witougrs & | Praparatias ‘ Experiment 6 hject Samples | Robust_Study5_6 o 420 1300 [ 50 870
- R o

16 | AP w/t0ugRS_7 Freparation 1 Experiment7 | Inject Samples | Robust_StudyS_7 v 420 1300 8.0 830

17 | APs wiOugRS _8 Preparation 1 ‘ Experiment 8 hject Samples | Robust_Studys_8 V 420 1.300 0 &m0

19 | APs wiOug RS _9 Preparation 1  Experiment s hjsct Samples | Robust_Study5_9 ~ %0 - 1400 50 230
20 | AP WAQUGRS 10 Preparation 1 | Experiment10 | njectSamples | Robust_StudyS_10 o 460 1.100 50 a0

22 | APswiiOugRS 11 Preparaton 1 | Experiment 11 | inject Samples Robust_Studys_11 7 480 1.100 9.0 830
23 | APswiOugRS_12 | Preparation 1 Experiment 12 | Inject Samples Robusl_StudyS_12 2 460 1100 9.0 87.0

24 Equilibrate Robust_StudyS_13

25 | APis wiMOugRS _13 | Preparation 1 Experiment 13 [ Inject Samples . Robust_StudyS 13 F 460 ‘ 1.300 20 83.0

2 | APswiDugRS 14 Freparation 1 Experiment 14 | ijectSamples  Robust_Study5_14 Vv %0 | 1300 50 870

28 | APl w/OugRS_15 Freparation 1 Experiment15 | Inject Samples Robust_StudyS_15 Vv 460 1.300 3.0 83.0

29 | AP wit0ugRS _16 Preparation 1 Experiment15 | hjsctSamples | Robust StudyS_16 W 0 | 130 9.0 8.0
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CBE-oTWELE (H6) o

Summary_USP Rs_Components

~ Sample SetID: 1108 Result Set ID: 1816
Processed Channel Descr.: 2998 PDA 260.0 nm (2998 (210-400\nm)

i PR

USP Resolution Summarized by Name

Channel: 2998

SampleMName Maleate PHE-Imp A  PHE-Imp B | NAPH NAPHImp D NAPH-Imp A | NAPH-Imp B | NAPH-ImpC
1 APls wi1Oug RS _1 6.2 2.1 Ja| 27 1.2 23 16.0 18
2 |APIs wi1Qug RS _2 6.2 2.0 34| 286 T 23 15.6 18
3 APIs w1OugRS_3 T3 1.7 34 3.0 7.3 23 16.6 1.9
4 APls wiil0ug RS _4 7.2 1.6 j4| 28 T2 2.4 16.0 1.8
5 |APls wiOug RS _5 5.4 3.0 . 34 31 7.4 2.0 16.9 2.0
6 APls w10ug RS5_56 5.4 2.8 3.4 3.0 73 2.0 16.4 20
7 | APlz wi1lug RS _7 6.8 23 34 33 f 21 17.4 21
& APIs w1QugRS_8 6.7 22 J.4 32 T4 2.1 17.0 2.0
9 APls w1Oug RS _9 39 38 4.0 1.4 T 22 15.5 2.1
10 | APls w10ug RS _10 3.9 = 4.0 1.2 70 22 151 2.1
11| APls wi10ug RS _11 5.0 3.2 4.1 16 7.2 22 16.0 22
12 | APls w1Oug RS _12 5.0 32 4.1 14 71 23 15.7 22
13 | APls w10ug RS _13 3.0 47 4.0 1.8 73 19 16.5 2.4
14 | APls w1Oug RS _14 31 4.5 4.0 16 T2 19 16.0 23
15 | APIs w1Oug RS _15 48 38 4.1 19 T4 2.0 16.9 2.4
16 | APIs wi1Oug RS _16 4.5 38 4.1 1.8 3 2.0 16.5 2.4
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4| » |\ Effects Plot 4 Variance Plot

} Component Experiment Factor A | Factor B | Factor C | Factor D | Data Faulits | Assessed Field ASSES:E: P
1 | NAPH Experiment 1 420 1.100 50 83.0 r USP Resolution 27
2 | NAPH Experiment 2 42.0 1.100 5.0 87.0 r USP Resolution 26
3 | NAPH Experiment 3 420 1.100 9.0 83.0 r USP Resolution 3.0
4 | NAPH Experiment 4 420 1.100 9.0 87.0 r USP Resolution 28
5 | NAPH Experiment 5 420 1.300 5.0 83.0 r USP Resolution 3.1
6 | NAPH Experiment 6 420 1.300 5.0 87.0 r USP Resolution 3.0
7 | NAPH Experiment ¥ 420 1.300 9.0 83.0 r USP Resolution 33
8 | NAPH Experiment 8 420 1.300 9.0 87.0 r USP Resolution 32
9 | NAPH Experiment 9 46.0 1.100 5.0 83.0 v USP Resolution 14
10 | NAPH Experiment 10 = 46.0 1.100 5.0 87.0 v USP Resolution 1.2
11 | NAPH Experiment 11 | 46.0 1.100 a0 83.0 r USP Resolution 1.6
12 | NAPH Experiment 12 46.0 1.100 9.0 a7.0 v USP Resolution 14
13 | NAPH Experiment 13 | 46.0 1.300 5.0 83.0 r USP Resolution 1.8
14 | NAPH Experiment 14 = 46.0 1.300 5.0 87.0 r USP Resolution 16
15 | NAPH Experiment 15 46.0 1.300 9.0 83.0 r USP Resolution 19
16 | NAPH Experiment 16 = 46.0 1.300 9.0 87.0 r USP Resolution 1.8
B. ZRIABEFROZEHOVE
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Robustness_Effects Plot_Report
StudyName: Robustness_Studyb

Robustness Effects Plot

T T T TT

T T T T
020 0.00 020 040 060 0.0
Effects

PHE-Imp A; Assessed Field: USP Resolution;
Validation Result id: 1561

Robustness Effects Plot

NAPH-Imp D; Assessed Field: USP Resolution;
Validation Result Id: 1565

Robustness Effects Plot

NAPH-Imp B, Assessed Field. USP Resolution;
Validation Result ld: 1569

Robustness Effects Plot
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S AD 1 T AD
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w - = w

g CH g C-{mmm

@ B [E—— @ 1

B A ] B s

T T T T T

T T
0.00 0.10 0.20 0.30
Effects

PHE-Imp B; Assessed Field: USP Resolution;
Validation Result id: 1563

Robustness Effects Plot

w CD- m o CD
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o D EEEE—— ® D —
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E B e E B4 EEeeessssssee—
- A L | e
1 1 1 I I 1
-0.05 0.00 0.05 -0.10 -0.05 0.00
Effects Effects

NAPH-Imp A; Assessed Field: USP Resolution;
Validation Result Id: 1567

Robustness Effects Plot

w CD- I w CDA |
S B*D- [ S B'DA 1
S AD- [m] S ADA ]
g B*CH 1 g B*C
£ A £ A il
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@ D4 o— 3 D- o
S C- —————— o CH ——
E B —————————— s B EE——
L Al L A
T T T N T T T T e ] T T N S
-0.20 0.00 0.20 0.40 0.00 0.08 0.10 0.15
Effects Effects

NAPH-Imp C; Assessed Field: USP Resolution;
Validation Result Id: 1571
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