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__ Fusion QbD - Supports All Install Environments‘

Install Environment Fusion QbD
Standalone (Workstation) v
WorkGroup / Network v
Citrix Ready Certified ci;';gf v
Fully Qualifiable for GxP* v

* — Fusion QbD is operating in the GxP environments of

international pharmaceutical companies worldwide.
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Fusion QbD - Supports All Install Environments
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W& S Matrix Key Differentiators — Automation & Compliance‘
=y

@ 1T vV Eul Experiment Automation Support

® LC Systems

Fusion QbD® ®  Column/Solvent Valves

i ® Separation Modes

— " Automation Supports Data Quality

[ =

v’ Forced Degradation Studies
v’ Bi-directional Audit Trail Support

- Automation/Auditing Support Data Integrity
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Online Prep — pH, Salt AC, Buffer AC, Additive A‘

i e B Built-in pH Titration Curves for

Mo o Laweis [E =]

S = - = Quaternary Pump Modules!

( == W Or Use Your Own Buffer Curve.
Butter Selectar | ]
P e - PRI / Extremely Precise!

[ Fewmic Acid {20 mM) :
[ z
[ Amemonism Formats (20 mM} iii //

il T 5

0 10 20 3 40 0 E0 O &0 %0 10
Ammonaen Foemate [%]

Included |  pH Formic Acid %] Ammonéam Formate %] L2
B 275 100,00 0.00 =
b | Z.78 335.00 3.0:0
] 2.89 $0.00 10.00
E 3.16 820.00 2000
] 338 70,00 30.00
= 3.54 60.00 S0.00
¥ 370 30.00 50.00
= 3.88 %0.00 60.00
b | £.06 0.60 70,00
- #0.00
s 491 10.00 000
¥ 5.42 5.00 95,00
- e = e
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Hs watei Fusion QbD - LC System Automation

)\- ‘/ Solvent Selection Valves

(Ernpower'"
‘/ Column Switching Valves

Alliance HPLC Alliance iS HPLC Acquity Binary Acquity H-Class Acquity Arc Acquity UPC?

2
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Hs watei Fusion QbD - LC System Automation

el @ N
.'..?..'. :Eb ’;Hﬁﬂ.ﬂw?z (Empower
ChemStation % v Solvent Selection Valves
OpenLab
‘/ Column Switching Valves
Agilent 1100s Agilent 1260 Agilent 1260 Agilent 1290 Agilent 1290
And 1200s Infinity Series Infinity || Series Infinity Series Infinity || Series
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Fusion QbD — LC System Automation

Q ‘/ Solvent Selection Valves

=y -
‘#‘ CHROMELEON 72

dur

‘/ Column Switching Valves

UltiMate LCs Vanquish Horizon
And Flex LCs
'—‘”‘8"."8 /lll\-;- l‘;j‘: .r'!.\-_?-.

\idis SR
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Fusion QbD - Study Parameter Flexibility

C= — =
E o e —
—— ————

—

Full utilization of Quaternary Pumps, Solvent Selection Valves, and Column Switching Valves.

Study any combination of LC parameters which can interactively effect method performance!

* |socratic and Gradient Methods Column Temperature

* Strong Solvent Type Column Type

* Any pump program steps — e.g. Flow Rate

o Equilibration Time & % Injection Volume
o Isocratic Hold Time & % * pH
Mobile Phase Blends

Salt, Buffer, Additive — Type & AC

o Gradient Time / Slope
o Initial / Final Hold Time & %

0 Re-equilibration Time & % Wavelength
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A 5 Matrix Fusion QbD Automation with Empower

=

Supports All These Separation Modes

Reversed Phase

Normal Phase /\
Chiral s N_

HILIC (Ernpower“‘

lon Exchange —
Size Exclusion

SFC

10
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Maximum Efficiency + Maximum Data Quality:

Copyright © 2025 S-Matrix Corporation. All Rights Reserved.

Experiment Automation Intelligence

v
v

N

S X

Automates Mobile Phase Preparation.

Maximizes use of reservoirs and
solvent selection valves.

Incorporates column conditioning.
Ramps on pH.

Ramps on Temperature.
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— Fusion QbD - Export to CDS

CDS Software oo, N

Y < o (Empower’

ChemStation
OpenLab

B o e PSP
Ee Ede liew Help
B g e Y T E B ek TPl |5l Sel Metod

Export Method | tlln-ln]

Regort of
D2 Dptiezation 091_0
A2 Optemizaton 031_001 | ™)
RO2 Opeezation 001_001 1760 000 150
RO Dptezaton (91,002 am
L2 Opteization 001_002 980 o0 1%
ROZ Opemizaton 091_003 a5
ROZ Optmazaton 021_003 e L 3150
MEI? Otz ation D31_008 T
02 Opeecration 001_004 980 L1 158
AL Dptemzaton $01_005 00
ROZ Dptenzaton 001_00% BE 008 150
RO2 Optmzation 001_006 am
ROZ Optmaaton 001_006 e 0 50
RO Optmuzation 031_007 L1
OS2 Oyptmization B31_00T wes| o 3%

Generates QbD-aligned
DOE Experiment

1 = — ""’ Automated, Audited Data Exchange

ROZ Optemraton 091032 | 660
ROZ Opemization 091_008 400

Us-001-010 10

e Under User E-signature Credentials
Automatically Builds 5 s
Sequence and All Preserves Data Integrity and Traceability
Instrument Methods o
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Auditing assures Data Integrity and Traceability

(E15-Matrix\Test as System/Administrator - Project - o X
Eile Edit View Tools Database Help Method Properties X
: < [AIEVE g = 2 | § '
|Iﬂ_:|:| \j|||||fg@| '_|| @Eﬂr i~ Method Information
- = Name: Add_Demo
Type: Sample Set

Last Modified By:  System
. Locked By:
Filter By: | Default ;I EditView | Updatd - | Being Edited By:

4| | sample Sets | injections |Channels| Methods |Resuilt Sets |Results| - method History

ﬁ Method Name Method Type 1 E] R Method Type ~
1 AAA_De TH7I20 1 | Aaa_Demo Sample Set Created by Fusion QbD: C:\Program Files
2 AAA_Demo 001_001 Method Set 777201
1
Automated, Audited Data Exchange — oo vsent | 117201
1
1 il 001_002 Method Set 7171201
Preserves Data Integrity and Traceability [=*- ‘
5 AAA_Demo 001_002 Instrument TN7201 - =
6 AAA_Demo 001_003 Method Set 7171201 — I Piint Methods | Piint History | wve As Cunient | skt Tra |
7 AAA_Demo 001_003 instrument TNT201
ok | Cancel | Hep |
8 AAA_Demo 001_004 Method Set TNTR01 oo
9 AAA_Demo 001_004 Instrument THT7/2018 8:28:16 AM POT
10 | AAA_Demo 001_005 Method Set 71772018 8:28:20 AM POT
11 | AAA_Demo 001_005 instrument 7772018 8:28:19 AM POT
A4
166 total y/
13
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-@S'Mam"' Fusion QbD — Import from CDS

CDS Software == &, o

: * | CHROMELEON 72 w
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Automatically Retrieves All
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Automated, Audited Data Exchange

Under User E-signature Credentials

Preserves Data Integrity and Traceability
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Auditing assures Data Integri

ty an

d Traceability

File Edit Activity Tools Window Help

@ Method Development - FMD Tuterial - Optimization - Part 2 - 991 533.smae

0O me

.-| @ ||E| @ Generate Audit Log @

Design of Experiments

': + Create a Design
+ Design Reports.

Data Entry / Analysis

|: + Data Entry
+ Data Analysis
BestAnswer Searches
+ Best Overall Answer
E + Acceptable Performance Region
+  Point Predictions
Visualization Graphics
': + Single Response Series
+ Multiple Response Series
Repaorting Toolkit
': + Fusion Reporter

Automated, Audited Data Exchange —
Preserves Data Integrity and Traceability

Copyright © 2025 S-Matrix Corporation. All Rights Reserved.

Name: Administrator
Company: S-Matrix Corporation
Project: Project 1

Date: 07 MAY 2022 15:13:56 PDT [UTC-07:00]

Audit Log

20 JUN 2021 10:13:51 PDT [UTC-07:00] - Administrator

Event Type: Import Responses

Import Response Settings

S-Matrix.

Setting Value

Target CDS EMPOWER

Empower Version Empower 3 Software Build 3471 SPs Installed: Service Release 3 DB ID: 2434307300
Empower Database (localy

Empower User system

Project Name

RD2 - Optimization -9_9_0

Result Set(ID} ROZ Optimization (3001)

Processed Channel PD& Ch1 225nmi@4.8nm, Time offzet by 0.020 mins.
Activate PeakTracker Checked

Raws PDA Channel Unchecked

Raw M5 Channel

QDa Positive Scan

MS Time Offset(min)

n.02

MS Intensity Threshold

100000

Processed MS Channel

QDa Positive Scan M3 TIC, Smoothed by 59 point Savitzky-Golay Fitter. (QDa Positive(+)
Scan (100.00-1250.00)Da, Centroid, CW=15)

Track Non-absorbing Peaks

Checked

Aute-imported Response(s)

Height, RetentionTime, WidthAt50Pct, USPTailing, WidthAtTangentUSPResolution, Area

Import Chrematogram Trace Data Checked
Import Prediction Chromatogram Data Checked
Total Import Time: 00:06:42

Locale

English (United States)

Imported Data Source

UV-Spectra (IDType)
Sample Name |ResultiD MS ResultlD TIC {IDiType) MS-Spectra (IDiType)
1 9155 8153 MS_TIC (3004/2D) QDa Positive Scan (TO36/30MS)
10 9048 9188 MS_TIC (8050/2D) QDa Positive Scan (T083/30MS)
1 Eakell 9153 MS_TIC (8055/2D) QDa Positive Scan (TOS6/30MS)
12 8058 8185 MS_TIC (8060/20) QDa Positive Scan (706%/30MS)

Fieady
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Why Audit Trail is Important !

Where did this data
come from?
Which Project?
Which Results Set?
Which Chromatograms?

a 77,

+ Q

<«

i
—

-

Who imported this

data — was the data
modified?
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Audit Log Filter Options

Date
[~ Enable
Starting D ate Awailable:; Included:
Administrator
KR March 2020 n
23 24 25 26 27 28 29
1 2 3 4 5 & 7
g 9 10 11 12 13 14
15 16 17 @ 19 20 21
22 23 24 25 26 27 28
29 30 N 1 2 3 4
~Events
Ending Date [v Enable
| March 2020 g || et It
Print Reports Import Responses
Experiment Setup Create/Edit Response Data
23 24 25 26 27 28 29 Enable User Defined Option
Pk | 4 s ] ] el 0 4 Generate DESUI _l
1 2 3 4 5 6 7 Expart Experiment Design
g 9 10 11 12 13 14 Export Testing Design
Matrix Master ‘Wizard
15 16 17 @B 19 20 21 R N, Lakek k]
22 23 24 25 26 27 28 Eﬁbfl?esf S“E;llafﬂ
5 : reate Testing Design
28 30 31 - . 4 Delete Testing Design
Response Reductions

Cancel
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——.___ End of Presentation

Fusion QbD is the Only LC Method Development Software Which Completely
Supports the AQbD / APLM Workflow in the Regulatory Guidances

B e e Key Elements in Stage 1 of the Analytical Procedure Lifecycle Workflow ““"’""“?“ Proiile J
0 o o @ o Optimized LC Optimized Sample Optimized Replication
—_— ~ Method Prep Method Strategy
Analytical Analytical Robust Replication Robust Sample . - g [R5 —
Target — Procedure —) LC Method — Strategy = | Prep Method 1 [_‘ I_[ [_l Mg e |
Profile Selection Optimization Optimization Optimization [ i= !

i

ICH Q2(R2) / ICH Q14 / USP <1210> / USP <1220> / EP 11.60

WWww.smatrix.com
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