More Efficiency and Fail-Safe Reliability With
SARTORILS

QApps for Your Cubis® Il Laboratory Balance
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Expand the Application Range of Your Cubis® Il MCA
Laboratory Balance Licensing QApp Software Solutions

On the premium laboratory balance Cubis® [l MCA, essential QApp
software solutions covering a broad range of different applications
like mixing, weighing with statistics, totalization, density deter-
mination of solids, percentage weighing, multiplication, averaging,
checkweighing, highest peak value, counting, interval print and
barcode print are factory installed and licensed. The applications
focus on weighing activities often required in everyday life.

Of course, the essential applications can not cover all requirements.

Every Cubis® Il MCA balance offers pre-installed additional weighing
applications or function extension for special applications.

These QApp software applications are grouped into the packages
pharma, advanced, utilities and connectivity and can be perma-
nently licensed on demand. Either one or more packages can be
purchased with the balance and will be factory licensed or a license
for packages or individual QApps can be acquired after installation.
In addition to the packages for very advanced applications addi-
tional special QApps are pre-installed. These QApps must be
purchased and licensed individually.

For all QApps a descriptive text inclusive formulas used for results
calculation plus selected screenshots are shown in the balance
QApp Center and each QApp can be licensed 30 days for trial.
So before paying for a license users can test the pre-installed
software applications.

Purchased software licenses remain valid for the total balance
lifetime. If Sartorius publishes a new QApp version no additional
licensing costs have to be paid. By this licensing concept our
customers can be sure that their applications are future proven.



Introduction

Indiviual Customer Solutions

Package Overview

Individual Customer Solutions

Pre-installed standard applications on Cubis® balances and QApps
cover a wide variety of laboratory applications. In addition, Sartorius
is able to cover special applications using customer-specific soft-
ware modules. Based on your SOP, we create workflows that depict
your process and can also help to make these processes more
efficient.

To use QApps in a regulated environment, they must be validated.
For the validation of computer-assisted systems, the GAMP® Guide-
line of the International Society for Pharmaceutical Engineering
(ISPE) has established itself as the generally recognized standard
regulation in the pharmaceutical industry in recent years. The
GAMP® guide was first published in 1994 and has been available
since 2008 in the 5" version.

Based on the GAMP® 5 guideline, Sartorius developed the
Product Development Life Cylce (PDLC). It forms the basis for all
development activities and thus also for the conception, creation
and validation of QApps. In order to meet the highest quality
requirements, the PDLC is implemented via workflows in a soft-
ware-supported application lifecycle management system (ALM).
This guarantees the adherence to the process and thus the
quality-assured procedure.

The Sartorius PDLC therefore guarantees the customer a
GAMP®-compliant development of GxP-relevant QApps and
a complete life cycle documentation.
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Special QApps

All-Inclusive Package QP99
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QApp Name Material Package Keywords Short Description
Number
Averaging No material Essentials Animal weighing, unstable conditions, nutrition, Weighing of animals orin
number medication instabile enviroments
Multiplication No material Essentials Multiplication, factor Multiplies the weight value by
number a user-defined factor
Checkweighing  No material Essentials Check weighing, tolerance, pack weight, filling, Checks if a sample weight is
number finished good check within a specified tolerance
Counting No material Essentials Particles, objects, number of pieces, quantity Number of objects of
number approximately equal weight
Density of solids  No material Essentials Reference liquid, water, alcohol, ethanol, octane, Density of solids using
number density, volumetric mass density, weight per unit buoyancy method
volume, buoyancy, relative density, specific gravity,
homogenity test, hydrostatic weighing, bulk density,
thermal expansivity, compressibility
Mixing No material Essentials Compounds, mixing, recipe Weighing of recipes
number (w/o database)
Highest peak No material Essentials Highest peak value Captures the highest positive
value number stable or unstable weight value
Percentage No material Essentials Percentage weighing, percentage share Percentage share of an unknown
weighing number sample in comparison to a
reference weight
Statistics No material Essentials Mean, max, min, standard deviation Statistical evaluation of weight

number

values
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QApp Name Material Package Keywords Short Description
Number
Weighing No material Essentials Weighing Weighing of samples
number
Totalization No material Essentials Sum, total weight Calculates the sum of weight
number values
Interval print No material Essentials Duration, interval, with stability, without stability, Collection of weight values at
number CSV export set intervals and export to CSV
Barcode print No material Essentials Output format, QR code, barcode, printout, Printing of barcodes or QR codes
number data transfer
Weighing with No material Essentials Weighing, SBI output, data transfer Weighing of samples with SBI
SBI output number output of acquired data
User QAPP100 Pharma 21 CFR part 11, user management, user role, LDAP, 21 CFR part 11 compliance
management identity management, access management, user group,
password management, security, Pharma & Biopharma
Electronic QAPP101 Pharma 21 CFR part 11, electronic signature, digital signature, 21 CFR part 11 compliance
signature cryptography, data integrity, user identification,
checksum, authentification, data safety, Pharma &
Biopharma
Audit trail QAPP102 Pharma 21 CFR part 11, audit trail, data integrity, electronic 21 CFR part 11 compliance

records, data modification, Pharma & Biopharma

>
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QApp Name Material Package Keywords Short Description
Number

Minimum weight QAPP103 Pharma minUSP, SQmin, USP Chapter 41, Ph.Eur. Chapter2.1.7,  Monitors compliance of the
EURAMET, minimum weight, operating range, repeat-  permitted working range acc. to
ability, accuracy, standard deviation, operating starting  different guidelines
point, minimum sample quantity

USPAdvanced QAPP104 Pharma USP Chapter 41 or Ph.Eur. Chapter 2.1.7, minimum Determination of the starting
weight determination, operating range, repeatability, point of the permitted working
accuracy, standard deviation, operating starting point, ~ range acc. to USP chapter 41 or
minimum sample quantity Pr.Eur. Chapter2.1.7

Measurement QAPP105 Pharma Measurement uncertainty, repeatability, random error,  Dynamic display of measurement

uncertainty systematic error, readability, sensitivity, EURAMET cg18 uncertainty
non-linearity, eccentricity, DAKKS certificate, SURE

User calibration  QAPP106 Pharma User calibration, external calibration, EURAMET External calibration process
Calibration Guide, NIST Handbook 44, OIML, ASTM,
hysteresis, linearity, multiple calibration weights

Density of solids QAPP200  Advanced Particles, objects, number of pieces, quantity, reference Density of solids using the

with statistics weight, preset reference weight, reference weight buoyancy method
optimization, piece weight, statistics

Density of liquids QAPP201 Advanced Liquid density determination, liquid sample, solvent, Density of liquids using a glass

solution, volumetric mass density, weight per unit
volume, buoyancy, relative density, specific gravity,
homogenity test, hydrostatic weighing, bulk density,
thermal expansivity, compressibility, reference
plummet, volume participation, glass sinker

plummet

>
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Number
Density with QAPP202  Advanced Reference liquid, water, alcohol, ethanol, octane, Density of powders, liquids
pycnometer density, volumetric mass density, weight per unit and pasty substances using a
volume, buoyancy, relative density, specific gravity, pycnometer
homogenity test, hydrostatic weighing, thermal expan-
sivity, compressibility, pycnometer, pasty substances
Percentage QAPP203  Advanced Percentage weighing, reference weight, initial weight, Percentage share or difference in
weighing with DIN 1310, percentage share, percentage difference comparison to a reference weight
reference
Counting with QAPP204  Advanced Particles, objects, number of pieces, quantity, reference  Number of parts with
reference weight weight, preset reference weight, reference weight approximately equal weight
optimization, piece weight
Counting with QAPP205  Advanced Particles, objects, number of pieces, quantity, reference  Number of parts plus check if
checkweighing weight, preset reference weight, reference weight number is within limits
optimization, piece weight, check weighing, good
counter, bad counter
Counting with QAPP206  Advanced Particles, objects, number of pieces, quantity, reference  Number of parts plus statistical
statistics weight, preset reference weight, reference weight evaluation
optimization, piece weight, statistics
Backweighing QAPP207  Advanced Backweighing, initial weight, back weight, final weight,  Differential sample weighingincl.

residue, atro, moisture, dry weight, residual weight,
dry mass, lut

initial & back weight
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Package

Keywords

Short Description

Residual dirt
analysis

QAPP208

Advanced

Backweighing, initial weight, back weight, final weight,
residue, dry weight, residual weight, dry mass, dirt,
machine parts, particles, VDA19, filter, solvent, blank
value, extraction, methods, sonication, rinsing, shaking,
filtration, gravimetry, residual dirt, DIN EN ISO 16232,
hydac, automotive industry

Residual dirt according to VDA19

Residue on igni-
tion

QAPP209

Advanced

DIN EN ISO 53568, backweighing, crucible, silica,
platinum, quartz, porcellane, desiccator, residue,
percentage residue, furnace, inorganic impurities,
thermographic analysis, loss on drying, water content,
sulfated ash, dry weight, USP 221, USP 40.281

Differential weighing incl. initial &
back weight & residue on ignition

Loss on drying

QAPP210

Advanced

USP Chapter 42 <731>, backweighing, sample drying,
residue, percentage residue, Pharma & Biopharma,
contract manufacturers

Loss on drying acc. to USP
Chapter 42 <731> and PhEur

Filter particulate
matter

QAPP211

Advanced

FDA, 40 CFR86.1310, pm 2.5, pm 5, pm 10, borosilicate
filter, ultra-micro balance, micro balance, humidity,
climate control exhaust gas sampling, emission of
enginers, diesel enginesparticulate emission, Highway
vehicles, test procedure, gaseous emission, particulate
sampling, ambient conditions, weighing chamber,
reference filters, buildup of static charges, Po-210
sources, filter cassette, buoyancy correction, air density
calculation, Magnus formula

Differential weighing of filters
with individual sample ID

>
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Number
Checkweighing QAPP212 Advanced Checkweighing, tolerance, pack weight, filling, finished Checks if a sample weight is within
with counter good check, cGMP, good and bad statistics, verification  a specified tolerance & counting
Manual or QAPP213 Advanced Totalization, bulk product, bulk material, balance Summation of weight values
automatic capacity, sum, summation, components, number of for up to 100 components
totalization components
Flexible QAPP214 Advanced Compounds, mixing, pharmacy, tablet, capsule, pill, Weighing of recipes with defined
formulation emulsion, formulation the number of components
Formulation QAPP215 Advanced Compounds, mixing, pharmacy, tablet, capsule, pill, Weigh in recipes in one single
single vessel emulsion, formulation, single vessel, single vial, single vessel

flask

Formulationin QAPP216 Advanced Compounds, mixing, pharmacy, tablet, capsule, pill, Weigh in recipes in multiple
different tare emulsion, formulation, multiple vessels, multiple vials, vessels
vessels multiple flasks
Averaging QAPP217 Advanced Animal weighing, unstable conditions, nutrition, Animal weighing plus
with factor medication, factor multiplication by the factor
Averaging QAPP218 Advanced Animal weighing, unstable conditions, growth function, ~Animal weighing plus statistics
with statistics statistics
Averaging with QAPP219 Advanced Animal weighing, unstable conditions, growth function, ~Animal weighing plus check
checkweighing checkweighing of the average values
Averagingwith  QAPP220  Advanced Animal weighing, unstable conditions, growth function, Animal weighing with tare-,

backweigher

backweighing

initial and up to 3 back weights
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Number
Colorscheme QAPP301 Utility Color scheme, design, user interface User interface color scheme
Free formula QAPP302 Utility Free formula, calculation, plus, minus, multiplication, Applies user-defined free formula
division, square, square root, formula library to the weight value
Diameter QAPP304  Utility Diameter determination, round wire, metal thread, Diameter of round wires and
determination filament, density, rho metal threads
Paper weight QAPP305  Utility Paperweight, paper type, paper size, area detemination, Area or grammage of irregularly
irregular shape, grammage, filter weight cut pieces of paper
Air buoyancy QAPP306  Utility Air buoyancy, density, rho, calculated mass, nominal Weighing error correction that
correction mass, reference weight, unknown weight can arise due to air buoyancy
Statistics manual QAPP307  Utility Components, average mean weight, standard deviation, Manual acquisition of weight
variation coefficient, sum of all weights, lowest value values and statistical evaluation
(min), highest value (max), minimum value (min),
maximum value (max), variance, number of components,
manual data capturing
Statistics QAPP308  Utility Components, average mean weight, standard deviation, Automatic acquisition of weight
automatic variation coefficient, sum of all weights, lowest value values and statistical evaluation

(min), highest value (max), minimum value (min),
maximum value (max), variance, number of components,
automatic data capturing

>
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Number
Windows file QAPP400  Connectivity Windows File Server, client, server, data transfer, LAN File transfer from and to servers
server connector using the SMB protocol
Connectorto QAPP401 Connectivity FTPS, FTP/SSL, client, server, data transfer, File transfer from and to file
FTP/FTPS PDF printout FTP/FTPS servers
Connector QAPP402  Connectivity LIMS, STARLIMS, connectivity, calibration Calibration or weighing orders
STARLIMS from STARLIMS
Connector QAPP404  Connectivity LIMS, Methrom, titration, QC labs Interface to Methrom OMNIS
OMNIS
Sampling with QAPP406  Connectivity pH measurement, IDS gate & sensor, data transfer Weighing samples with IDS
IDS Sensor sensor integration
Standard QAPPOO1 Specials Standard, mixed standard, unknown, stock solution, Preparation of standards and
preparation buffer preparation, dosing, dispenser, compound, buffers
solvent, Chromeleon, Chromatography Data System,
CDS, HPLC, sample, QC labs preparation
Tablet Checker QAPPOO0O2  Specials Tablets, pills, capsules, sachets, Pharmacopeia, Average weight control of tablets
tolerance, dynamic tolerance, plausibility, Pharma & and capsules
Biopharma
Average QAPPOO3  Specials Average weight control, 76/211/EEC, FPVO, tolerance,  Average weight control of solid

weight control

plausibility, Food & Beverage, checkweighing

and liquid samples
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Filterability Index QAPPO0O4  Specials Filterability Index, Clogging Index, Vmax, Beverages, Filterability Index dermination of
Wine, Sterile Filtration beverages

Pipette Check QAPPOO5  Specials Pipette check, DIN EN ISO 8655, quick check, fixed Testing of piston stroke pipettes

Advanced volume, adjustable volume, piston pipette, single acc.to DIN EN ISO 8655
channel, multi channel, nominal volume, maximum
permissible systematic error, maximum permissible
random error, z-factor, moisture trap, climate module,
environmental data

Average Weight QAPPOO0O6  Specials Average weight control, 76/211/EEC, FPVO, tolerance, Average weight control of solid

Control F&B plausibility, Food & Beverage, checkweighing and liquid samples with

successive measurement of tare
vessels

Fogging Test QAPPOO7  Specials DIN EN ISO 75201, volatile and semi-volatile substances, Fogging test acc.to DIN EN
SVOC, VOC, DIDP, automotive industry 1ISO 75201

Pharma Filling QAPPOO8  Specials Peristaltic pump, liquid transfer, filling of bags or flasks,  Filling of pharma products into
Smartlink RS module, Pharma & Biopharma bags or flasks

MYCAP CCX QAPPO0O9  Specials Peristaltic pump, cell expansion, transfer of incolum or ~ Cell culture expansion using

Processing media, MYCAP consumables, Pharma & Biopharma MYCAP CCX flasks
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Essential Package

Included in every Cubis® balance — no license needed
Every Cubis® Il balance includes a number of native apps for scientists in R&D and 'W'
analytical laboratories needing the most reliable lab weighing results. These applications e k
cover the following: T

Density of Solids Percentage Weighing Multiplication
CheCkweighing ngheSt pesicelue
o ' Available languages:
Weighing with SBI output English, German, Chinese, French, Italian,

Japanese, Korean, Russian, Spanish and
Portuguese <
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Essential Package - Mixing

Weighing of recipes (w/o database)

With this application, up to 100 components of a recipe are successively weighed into
avessel. The balance is automatically tared after each component. The weight values of
allindividual components as well as the total weight values are recorded and documented.

Package Overview

Special Q-Apps

All-Inclusive
Package QP99

A

& Pt proview Administratos
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isoCAL isoCAL [ 21373 g

Gross Weigh in component and press [ Net1 Weigh in component and press [ G i
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Essential Package - Statistics

Statistical evaluation of weight values 'I
This application saves up to 100 weight values (components) and statistically evaluates them.

Statistical results are: Number of components, Average mean weight, Standard deviation, ’.
Variation coefficient, Sum of all weights, Lowest weight value (min.), Highest weight value

(max.), Difference between min. and max.

T o Adminisirato T o Administrato .
E 5 Statistics soie120s 1401 DGR E = Statistics sois1208 1400 B £ Statistics
Result
isoCAL isoCAL
Number of components  n 1
Gross Place component on balance and press [ Gross Place component on balance and press [ Mesn value . nameg
Sum of all values Sum 213749
Lowest componertvalue  Min nang
. + 2 I 7 .
|| | | Highest component vaive  Max 213749
(max)
Oifferencemin andmax.  Diff a.00g
Componemt 1 Componemt 1
0 T B} -0+ 1 B
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Essential Package - Totalization

Calculates the sum of weight values

This application calculates the sum of weight values (totalization) of up to 100 components
that must be weighed in various containers, vials or vessels. With this application, weight
values from successive, mutually independent weighing steps can be summed up to a total
that exceeds the capacity of the balance. The result can be exported (serial communication,
PC-Direct) or printed by a line or label printing device.

The operator can switch the display between two modes:

= “normal mode”: the display shows the current weight on the balance

= “sum mode”: the display dynamically shows the sum of “current value” +
“sum of all stored values”

Package Overview

Special Q-Apps

All-Inclusive
Package QP99

q

isoCAL isocAL [}

Gross ‘Weigh in component and press ) 10 store weight value Gross ‘Weigh in component and press ) 10 store weight value
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Package QP3

Essential Package - Density of Solids

Density of solids using buoyancy method

This application determines the density of solids using the buoyancy method. The sample
is first weighed in air and then submerged in liquid. Based on the two weight values the

application calculates the sample density.

Connectivity
Package QP4

Package Overview

All-Inclusive

Special Q-Apps Package QP99

P
%

Administrato
we1200 1407 |

E 5 P Densityof solids

isoCAL
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Essential Package - Percentage Weighing

Percentage share of an unknown sample in comparison to a reference weight | 0/
This application is used to determine the percentage share of an unknown sample in com- y Y
parison to a reference weight. In the initial step the reference weight (initial weight value) ‘_'

is determined which corresponds to a defined percentage. In the following step an unknown

sample is weighed and the percentage of the weight compared to the reference is calculated.

=y ministoto o Administsto L it Adminisrstos
= Percentage weighing a1z 1415 IR Percentage weighing ng1203 1414 | Previ {Printer YOP30 (only weight 20181208 1416 | L

wocAL [ is0CAL il 213749
Percent 100.00 %

Prc Gross Place reference sampie on balance and press ) value

reference

weight

A © 21769
+ % 9
" | | G 121769
Porcent valu reforence weight 100 % s i a0 ¢ saass0g
Reference weight  21.37 ) A
- -
.0~ R B .0~ T o] < () =
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Essential Package - Multiplication

Multiplies the weight value by a user-defined factor

This application multiplies the weight value by a user-defined factor between 0.0000001
10 99999999. The last three multiplication factors are permanently stored in the memory.

Connectivity
Package QP4

Special Q-Apps

Package Overview

All-Inclusive
Package QP99

Administratos

Multiplication 061200 1478 |

Administratos

_ax Print proview Adminisirato

Ini

socAL [ socAL [ Mul 0.5000000

s Gioes Place sample on balance and press ) . e
Res wio

A
i 6 1 ¢ :
[ ] ||
Factor  0.5000000 Factor  0.5000000
-0: T B 0 T 2] B < < =]
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Essential Package - Averaging

Weighing of animals or in instabile enviroments ,‘A

This application is used for moving samples (e.g. live animals) and for weighing in unstable i

environments. Multiple individual measurements without stability are averaged and this f -:’ __.k
average is displayed as the result.

I Adminisirato ™ Administrato e Print preview Administrato
‘3, n S 20161203 1430 | % A ST O 20161209 1432 | % S8 Preview 1 of 1 (Printer YOP30 (only weight 20161209 1432 | %
Ini
isocal B isocal B mbef 1
Gross Place sample on balance and press ) Gross Measurement active e
|| ||
10
Messwements Measurements
- -
0 T B X < ¢ =]
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Package QP3

Essential Package - Checkweighing

Checks if a sample weight is within a specified tolerance
Checkweighing checks if a sample weight is within a specified tolerance.

The result is visualized through color changes in the tolerance bar:

= yellow (below min.)

= green (between or equal to min. and max.)

= red (above max.).

Connectivity
Package QP4

Package Overview

All-Inclusive

Special Q-Apps Package QP99

sery [yme— sery Aariistrotor e Adriistrotor
= 17 Checkweighing retiie E 17 Checkweighing 20181208 1434 | [ o1 1 (Printer YDP30 (only welght 20181209 143 | [*
Init
I30CAL. isocaL B MinTol 20009
‘MaxTol 15.000 9
— Star checkoweighing with & — P P — i i
G +33.550
[ I n I ; I
G 21377 g
' = !
Minimam ower tolerance) 2000 g Minimam fower tolerance) 20009
Masimum {upper tolerance)  15.000 g Masimum (upper tolerance)  15.000 g
.0 T B B ik T B B (] =
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Essential Package - Highest Peak Value

Captures the highest positive stable or unstable weight value
This application captures and stores the highest positive stable or unstable weight value (peak).

Package Overview

All-Inclusive

Special Q-Apps Package QP99

—N\
L

=y Administiato =y Administiato _ A Printpreview Administiato
Hi4 a7
isoCAL isocAL B
Gross Press 13 to start measurement Hold Press (3, then remove sample from balance i wEir
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Essential Package - Counting

Number of Objects of Approximately Equal Weight

This application is used to determine the number of objects which each have approximately
equal weight. In the first step a reference weight with a defined quantity is weighed, and in
the second step a sample with an unknown quantity is weighed. The Counting application
calculates the quantity and the piece weight.

Special Q-Apps

Package Overview

All-Inclusive
Package QP99

%
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Essential Package - Interval Print

Collection of weight values at set intervals and export to CSV | - @
This application exports weight values to a *.CSV file at set intervals. The print interval and

maximum duration are set in days, hours, minutes and seconds to define the frequency |_‘

and duration of the export. Depending upon the settings either all weight values or stable

weight values only are acquired and collected in a print queue and for data export the
decimal separator can set to point or comma. Depending on the set connector (FTP, FTPS,
Windows® File Server, etc.) collected data is saved as *.CSV file by Date; Time;WeightValue;
Unit to the selected target directory.

(] Interval Print interval in seconds 15 Maximum duration in seconds 0
Wait for stability Yes Print interval in minutes 0 Maximum duration in minutes 0
Decimal separator Print interval in hours o Maximum duration in hours o
Connector USB stick Print interval in days o Maximum duration in days 1

x Parameters for Interval print > x Parameters for Interval print < > x Parameters for Interval print < >
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Essential Package - Barcode Print

Printing of barcodes or QR codes

This application prints barcodes (code 128-N) or QR codes on continuous paper or labels.
Depending upon the settings either all weight values or stable weight values only above
a set minimum load are acquired manually or automatically. The values are printed as

barcode or QR code only or with sample or lot IDs and net, tare, gross or preset tare value
as additional text element.

Package Overview

All-Inclusive

Special Q-Apps Package QP99

E =™ Weighing with Barcode / QR-Co... el Type of code v Barcode content v
e Code128 Net
Gross Press (3 0 print label.
QR Gross
+ mg

- EAN13 Tare

EAN8 Preset tare

L @ Samople ID1
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Essential Package - Weighing With SBI Output

Weighing of samples with SBI output of acquired data | SBI
This application will output the current weight value in the SBI-Format (ASCII Protocol) '

on all interfaces that are configured for SBI output after taking over the value. The SBI I_‘

format can be configured via the menu \Connections\ ->\SBI protocol\. This QAPP does

not support any print profile.

E =™ Weighing with SBI output < Bl protocol #P 192.168.189.3 - PUTTY

®  isecAL Format Value with header

Gross Press (3 for 581 outpiat .
Output Without stability
-+ 9 9 9 9 7 0 g Automatic output Off (trigger via ESC P)

| ]
Display SBI error messages Off
Formatting output values Cut off to a 20 character line
T L
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Pharma Package QP1

The Pharma software application package contains applications concerning the topic
compliance with pharmaceutical-relevant guidelines, such as 21 CFR Part 11 and USP 39,
Chapter 41. The Pharma package includes applications such as user management,
digital signatures, audit trail, USP minimum weight.

Package Overview

All-Inclusive

Special Q-Apps Package QP99

User Management Electronic Signature Audit Trail
QAPP100 QAPP101 QAPP102
minUSP USP Advanced Measurement Uncertainty
QAPP103 QAPP104 QAPP105

User Calibration
QAPP106
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Pharma Package QP1- User Management

21 CFR part 11 compliance

The function extension user management enables user accounts and access management to be set up as per
guidelines in Directive 21CFR Part 11.

Virtually any number of user accounts can be configured and are assigned freely definable roles with specific
access rights.

A user account can be used either without a password, with a local password, or with a network password

(single sign-on with LDAP). All settings, as well as login and log-out actions, are logged in the audit trail.

User accounts, roles and access management are configured in the Settings menu. Rules for logging in, logging out
and the local password assignment can be fully configured in line with Directive 21CFR Part 11.

Login method v £ Rules £ Local password rules
Autom. logout after inactivity S minutes Password length (characters) (4)
Local password
Maximum retries 5 Password minimum length 8
After maximum failed password. Deactivate user account Password validity period 30 days
LDAP
Prevent password reuse Last3

No password

Material No. QAPP100 .
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Pharma Package QP1- Electronic Signature

21 CFR part 11 compliance eSIG
The function extension electronic signature enables an electronic report or printout to be signed using Q

electronic signatures.

The electronic signature process complies with Directive 21CFR Part 11 and is conducted in the workflow
by entering the user password immediately before creating a report. All signature actions and results are
logged in the audit trail, as well as on the electronic report or printout.

In order to use electronic signatures, separate user accounts and passwords are mandatory as per
21CFR Part 11. It is not possible to use accounts without a password.

The electronic signatures can be activated | deactivated in the Settings menu under Device settings.
This setting affects all tasks.

The permitted user accounts and password must also be set up in User management.

£ Audit trail

Data

Electronic signature 0 263
Datetime 2019-02-13  10:25:14
User: Administrator User Administrator

Event Electronic Signature
Module ACCESSCONTROL

Operation Wrong Password

Back T < <10 10> >

Material No. QAPP101 .
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21 CFR part 11 compliance E
The function extension audit trail enables the activities on the device to be logged in an audit trail as per guidelines

in Directive 21CFR Part 11. The audit trail charts all relevant results and modifications on the device, for example:

= Creation | modification | deletion of tasks, users or roles - Login, logout, electronic signature

= Modifications to clock, apps, settings menu

= Leveling, calibration and adjustment

= and much more.
The audit trail can be viewed in the Settings menu under Device information and can be filtered and sorted by
several criteria. These functions are also available on the network via the website for the balance. It is possible to
export as a PDF. The audit trail is a ring buffer with 150,000 entries and cannot be manipulated.

< Audit trail (Y Y = Filter b4 v < Audit trail

2019-02-13  10:12:45  Administrator Created QAPPMANAGEMENT Data

TASKMANAGEMENT D 250
2019-02-13  10:06:35  System Login ACCESSCONTROL Date/time 2019-02-13  07:55:46
ACCESSCONTROL vser Systam
2019-02-13  10:06:34  Administrator Logout ACCESSCONTROL Event Login
Module ACCESSCONTROL
v vimimarns
2019-02-13  09:11:28  Administrator Is0CAL CALIBRATIONADJUSTM| QAPPMANAGEMENT
2019-02-13  08:50:53  Administrator IsoCAL CALIBRATIONADJUST? Calibration/adjustment
e ] < <10 10> >

Material No. QAPP102
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Pharma Package QP1-Minimum weight

Monitors compliance of the permitted working range acc. to different guidelines

The function extension Minimum weight monitors compliance of the permitted working range as per US
Pharmacopeia (USP) Section 41 or European Pharmacopeia Chapter 2.1.7and alerts the user when weighing values
fall below the working range. The Minimum weight function can be activated | deactivated in the Settings menu
under Device Settings. The starting point of the working range must be entered as the parameter in line with US
Pharmacopeia (USP) Section 41. To calculate the valid starting point, you can either use QApp USPAdvanced or
contact Sartorius Service. The Minimum weight function is also able to mark measuring values outside the working
range as invalid, thus preventing impermissible values from being transferred.

The Minimum weight function can also be used to monitor working ranges in line with other regulations by
calculating and entering the starting point accordingly.

All-Inclusive
Package QP99

minWeight

< minUsP E Q™ Weighing W onlmnl] < Audit trail

minUSP function On isoCAL Data
0 n
Gross

Starting point of operating range 0.125g Datestime 20190213 11:28:10

A User Administrator
Event Changed
Mark weight valuss < minUSP a... on - . ang
Module 'MENUHANDLER
]
12509

Operstion Meny irem minUSP
Starting point of 0.1250
epersting range

minUse 0.

o

Bl
a
&
~

<10 10>

Material No. QAPP103
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All-Inclusive

Special Q-Apps Package QP99

Pharma Package QP1-USP Advanced

Starting point of the permitted working range acc. to USP Chapter 41 or Ph.Eur. 2.1.7 m i n
The USP Advanced application determines the value for the starting point of the permitted working range

according to US Pharmacopeia (USP), Chapter 41 or European Pharmacopeia Chapter 2.1.7. The procedure starts T

with the repeatability test where 10 weight values of the same weight are measured and the balance is zeroed/tared ‘
automatically between the measurements. The second test segment is the accuracy test, which uses an OIML or

ASTM weight or a calibrated weight to acquire one weight value. The USP Advanced application calculates the

standard deviation, minimum operating range (ORmin), maximum operating range (ORmax) and determines if the

result of the repeatability and accuracy test meets the requirements of USP Chapter 41 or Ph.Eur. Chapter 2.1.7.

— 3 smith — 1 Smith
E 1 USP Advanced 20181204 0926 | L E 1 USP Advanced 20181204 0928 | L UUSP Advanced
B

wocaL B 150CAL

Starting point of the allowed working range (minUSP).
Test

Repeatability
Remove all samples from balance Repeatability test

Press [ 1o start repeatabilty test Gross Remove test weight 100g from the balance henier oot o

0.000 - +100.000 -

—_— Gross: Nominal value 100000000
+100.000 g

500009
Enabled
100g

Gross

oL M2

Centificate number 764536599
Numbes Deviation 0.500000 mg
Number of test weighing 10 o 310 2
es
Certificate date 2018-10-05

x Parameter overview < (Ve

Material No. QAPP104 .
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Pharma Package QP1- Measurement Uncertainty

Dynamic display of measurement uncertainty U (W)

This application is used to ensure that the measurement uncertainty is displayed dynamically so that it 9
conforms to the data documented on the DKD calibration certificate. The measurement uncertainty can

be displayed as an absolute value (U), a relative value (U*) or as process accuracy (PA) in relation to the
maximum capacity of the balance.

- v, > Administrator
< DKD uncertainty of measurement £ Displayed value v = i “  Weighing 2020 u; 26 '7;]2 E->

Active on

isoCAL

Absolute uncertainty
Displayed value Relative uncertainty

Gross

Process accuracy factor 1.00000
+ 9
Relative uncertainty [
‘Summand a(1) 0.00002 g
Uroo s

Factor b(1) 1.16000

Process accuracy

Exponent b(1) (e} 4

Material No. QAPP105 .
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Package Package QP1 Package QP2 Package QP3 Package QP4 pecia pps Package QP99
Pharma Package QP1- User Calibration

External calibration process UserCAL

ASTM weights. The user is guided through the complete calibration process and gets a comprehensive report

if the calibration is passed or failed. Additionally the application for each calibration weight offers a long time
evaluation of results based on the user defined warning and action limit. If the warning limit is reached or exceeded
the user gets a warning message, if the action limit is reached or exceeded weight values become invalid and the
user calibration procedure must be repeated.

—n Adminisirato =
= 1 User Calibration sie1204 cosr NS = 1

isoCAL s NomVal 100,000 g
ol Dev 50.000 mg

1 ERROR e
CWgr 100050000 g
Remove all samples from balance oWt 100
Conv. weight value 1 9
Gross Execute Internal ad). with & s L @ P +100.000 g

100.050000 g Action limit exceeded. Weight values will be set Wi e

Walght 10 Invalid e
0- 00 0 9 1 Please contact administrator to unlock user Resuli  PASS

Warning limit I roc: r
0.100% calibration and repeat procedure

The application user calibration features a guided external calibration process with up to 5 different OIML or T

Administiatos
061204 1010 |

Action it
0200%

Material No. QAPP106 .
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The Advanced software application package includes various complex weighing applications A

incl. evaluation. This includes applications used for density determination, percentage )

weighing, counting, backweighing, residual dirt analysis, residue on ignition, loss on drying, . _/-/

filter weighing, checkweighing, formulation, averaging, etc.

Density of Solids Density of Liquids Density with Pycnometer

QAPP200 QAPP20 QAPP202 >
Percentage Weighing Counting with Reference Weight Counting with Checkweighing

QAPP203 QAPP204 QAPP205

Counting with Statistics Backweigher Residual Dirt Analysis

QAPP206 QAPP207 QAPP208

Residue on Ignition Loss on Drying Filter Particulate Matter

QAPP209 QAPP210 QAPP211
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Package Package QP1 Package QP2 Package QP3 Package QP4 P PP Package QP99

Checkweighing with Counter Manual or Automatic Totalization Flexible Formulation
QAPP212 QAPP213 QAPP214

Formulation in Single Vessel Formulation in Different Tare Vessels Averaging with Factor
QAPP215 QAPP216 QAPP217

Averaging with Statistics Averaging with Checkweighing Averaging with Backweigher
QAPP218 QAPP219 QAPP220



Introduction Indiviual Customer Solutions Package Overview

Essential Pharma Advanced Utilities Connectivity R All-Inclusive
Package Package QP1 Package QP2 Package QP3 Package QP4 P PP Package QP99

Advanced Package - Density of Solids

Density of solids using the buoyancy method |
This application determines the density of solids using the buoyancy method and the formula with correction E |
forwires and air buoyancy. It supports the measurement of water temperature with temperature sensors, E

if such a sensor is connected to the balance. The sample is first weighed in air and then submerged in liquid.

Based on the two weight values the application calculates the sample density.

o)

[} - i Administrotos [} - i Adeinistroto [} - i Adeinistrotos
E 5 Density of solids (incl. statistics) 2181204 1016 | L 4 Density of solids (incl. statistics) 81204 1017 | L* 4 Density of solids (incl. statistics) izl
isocAL [ isocAL [ N isocAL [ N
SampleNo SampleNo
1 3
pr pr Place sample no. 1 on balance Mecium o Remave sample no. 3 from liquid fudin
Check temperature, then press > ‘Accept weight n alr with . — Press 5 for next sample —
I E Temperature medium A Temperature medium
+ 24 1 56 2000°C + 1 7 joms  2000°C
0 - 0 0 0 e b - b - L
—— Bensity of liquid Bensity of liquid
059620 g/em* 059620 g/em*
Vieight in oir
+241579
Temperature medium | 20,00 °C - Temperature medium ~ 20.00 *C - Temperature medium ~ 20.00 *C -
-0- - T- B > -0 - T- B -0- T ™ >

Material No. QAPP200
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Advanced Package - Density of Liquids

Density of liquids using a glass plummet p

The application determines the density of liquids using YDKO3MS or YDKO4MS with glass plummet. It supports 1 l

the measurement of water temperature with temperature sensors, if such a sensoris connected to the balance. '

In the first step the glass plummet is fixed on the frame of the density kit, placed in the center of a glass vessel and

the setup is tared. In the second step the liquid to be measured is filled in the glass vessel until the glass plummet
is covered and the weight is measured. Because of the buoyancy the glass plummet weight in liquid is a negative
value and from this negative weight the liquid density is calculated.

Adrinistrato Adrinistrato Adrinistrato
E 5 P | Density of liguids 20150297 1402 HES = il P | Density of liguids 20201015 1500 HES E 5 P | Density of liguids s
isocaL B

isocaL B isocaL B

Fasten the glas plummet, input liquid name

Gross Press [ 10 tare and start sample welghing Net

Fill glas with liquid (~ 10mm above plummet)
Check temperature and press » P

. 99.9998 5= b 499999 . & 055 i

Remove sample from the balance

Name of liqus | Walter. Name of liquia Water

- Liquid temperature | 20,00 °C

0= ~T- ig] 0. ~T- > -0 T« +

Material No. QAPP201 .
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Density of powders, liquids and pasty substances using a pycnometer p

This application determines the density of powders, liquids and pasty substances using a pycnometer. It supports J.

the measurement of water temperature with temperature sensors, if such a sensoris connected to the balance. )

The sample is first weighed in air and then submerged in liquid. Based on the two weight values the application
calculates the sample density.

B 2 J— P 2 J— p . Printpreview J—
20161204 1024 201861204 1025 Preview 1 of 1 (Prner YDP30 (only weight 201861204 1026
G Density with Pycnometer [~ G Density with Pycnometer [~ G [~
Ini
isocAL B isocAL B e Medium  Water
o ems
st w 0201110 giem
Please check the temperature Remove sample R RefTemp 2000°C
Gross Start sample welghing with [ [ Press 4 for next sample i Rholiq 295820 gieme
win 24,1579
A Bensity of liquid Wa w1629
0 00 0 7 + 77.9 gem  ommosem e i
- . ° 77.9 glomt
Vieight of liquid
+241579
Sampie weight
+a7629
Temperature medium | 20,00 °C - -
0 T B 0 T + < ¢ @

Material No. QAPP202 .
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Advanced Package - Percentage Weighing

Percentage share or difference in comparison to a reference weight | (y
The application determines the percentage share or the percentage difference of a sample in comparison 0

to a reference weight.

=y Administiatos =y Administiatos P Administiatos
E Percentage weighing with refere. 061204 1029 | E Percentage weighing with refere. 61204 103 | Pre 1 (Printer YDP0 (only weight 61204 103 |
init

isoCAL isoCAL [ phel 100.0%
Waek 241550000 g

Tare the balance n 1
Gross Place reference on balance and press [ PRC Place sample on balance and press [ < 497619
Res +404%

A \ i 2
- 9 + . % G +15.8609
Res 57 %

n 3
< 0017 g
Reference mpercent 100.0% 100.0% Res 41657 %

®  24.1550000g
0 T B 0 i g < e

Material No. QAPP203
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Advanced Package - Counting with Reference Weight

Number of parts with approximately equal weight 'I
The application determines the number of parts with approximately equal weight. In the first step the reference

weight value is determined and divided by the quantity to calculate the weight of one piece. With this reference ’.
piece weight, the application then calculates the unknown number of pieces within samples. The balance displays

the number of parts and the piece weight.

] Acminisnotor 1 Acminisnotor 1P ew Acminisnotor
is0CAL isocAL B nRef 5 pes
wRel 1952000009
Tare vessel, then place 5 pcs on balance - ¢ +6.096 9
Gross Finally press & Counting Place sample on balance and press [ Counting s3pes
.
», %3,
e A s +8.1509
.; + pos Coumtog o
-
s s g
Counting +pes
Reforence quanily 5§ pes Reforence weight 1,95200000
.0- T B ) .0- e £ ¢ (=1

Material No. QAPP204 .
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Advanced Package - Counting with Checkweighing

Number of parts plus check if number is within limits 'I
This application determinates the number of parts with approximately equal weight and checks if the number of

pieces is within defined limits. The weight of counted reference sample is calculated to the weight of one piece. ’.
With this reference piece weight the application calculates the number of parts of a unknown piece count weight.

The balance displays the number of parts and the piece weight. The user can change the setpoint and limits for
checkweighing.

E '.‘ Counting with checkweighing mmg;";:}'i“:'j‘j: [~ E '.‘ Counting with checkweighing mmg;";:}'i“:'j‘j: [~ E '.‘ Counting with checkweighing mmg;";:}'i“:'j‘;; [~
isoCAL isocal B isocal B
Tare vessel, then place 10 pes on balance Place sample number 1 on balance .
Gross Finally press [ Check Confirm weight value with [ Qnt Remove sample from balance
=5 A L8y A
+ 10.0000 = + 100 = + 100 =
— — mlm
Minimum (lower 1olerance) 99 pes
Reference quantty 10 pes Masimun (upper tolecance) 101 pes Reterence weignt 099997000 =
-0 »T+ [E -0~ »Te ™ -0~ »Te =

Material No. QAPP205 .
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Advanced Package - Counting with Statistics

Number of parts plus statistical evaluation 'I

The application determines the number of parts with approximately equal weight and statistically evaluates the

results. In the first step the reference weight value is determined and divided by the quantity to calculate the weight ’.

of one piece. With this reference piece weight, the application then calculates the unknown number of pieces within

samples. The balance displays the number of parts and the piece weight.

E ‘.‘ Counting with statistics uﬂ|u:;1nam‘f:c!:,1 [~ E ‘.‘ Counting with statistics mm:;lm‘"“‘:'c’; [~ <€ Eval.: Result (Graph)

isoCAL. isocaL  [@ _
Sampietio

2

Tare vessel, then place 10 pes on balance

Gross Finally prass Qnt Take sampla from balsnca

DaterTime
2018-12-04 10:39:08

0.000 & — + 3 m

— Result
3pes

Reference quantity 10 pes Reference weign  2.41570000 g -

-0 T =) B 0 T i} -

Material No. QAPP206 .
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Differential sample weighing incl. initial & back weight A

The Backweighing application is used for simple differential weighing with lot tracking (alphanumeric).

First the initial weight (with tare) is measured and then up to three back weights per sample. i \_/'/

The application calculates the difference between the initial and back weight of samples.

E A0 Backweigher e E 40 Backweigher s < Result o

isoCAL isoCAL 2018-12-04 12:08:06

+241569
G Zera balance, then place sample on balance
ross inally press [

0.000 = - 0.000 - L3

+i138g

Init: Place tare container on pan Gross Backweight 1
Administrator
2018-12.04 12:08:54
4211409

97520

SempleNo 1 SempleNo 1 4037%

Samgle 0 sample - Sample 0 sample — Lossing 14.40d g

-0- T > -0- T <

Material No. QAPP207 .
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Advanced Utilities
Package Package QP1

Package QP2 Package QP3

Connectivity
Package QP4

Advanced Package - Residual Dirt Analysis

Residual dirt according to VDA19

This application is used to gravimetrically determine the residual dirt according to VDA19. In the workflow a tare-,
initial- and back weighing are performed and the difference between the corresponding initial and back weight
is calculated to determine the residual dirt. The back weighing can be repeated as often as desired and previous
back weights overwritten and the software will always use latest value to calculate the residue.

Special Q-Apps

Package Overview

All-Inclusive
Package QP99

A

Administrator Administrator
E A Residual dirt analysis st I E A4 Residual dirt analysis st e .

isoCAL isoCAL

< Selection for Test

Initial weights

Zero alance, then place sample on balance

Gross Finally press [3 Net

Vielgh in sample, then press 3 Backweights

+ 50.0004 - v + 50.0002 - -

Sample numbe: 1 Sample numbe: 1

Sample i Test-1 - Sample D  Test-1

-0- - T- < -0« -T-

=]

3/100

Material No. QAPP208
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Advanced Package - Residue on Ignition

Residue on Ignition A
The application residue on ignition is used to determine the sample initial weight, back weight and residue on ignition. J

Based on the first back weight, the remaining substance weight (rest) before drying is determined and based on the \ \_/
second back weight the residue on ignition after drying. The first and second back weighings can be repeated as often

as desired and previous back weights overwritten, and the most recent values are always used by the software to

calculate the rest and the residue on ignition.

Administrator Administrator )
E ;4| Residue on ignition 20150524 03:45 HIEES E ;84| Residue on ignition 20150524 03:45 NS £ Selection for Test

10CAL

=]
]

i30CAL Initial weights 37100

Zero balance, then place sampie on balance et §
Net Weigh In sample, then press [ Gross Finally press ) Backweights 1 (residue) 213

- 50.0002  _w ©49.9999 . T | |

Sample numbe z Sample numbe 2
SamplelD Test-2 - SamplelD Test-2 -

0- T B 0- T <

Material No. QAPP209 .
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Advanced Package - Loss on Drying

Loss on drying acc. to USP Chapter 42 <731> and PhEur A
The loss on drying application is used for differential weighing according to USP Chapter 42 <731> and European 4
Pharamacopoeia (PhEur). First the initial weight (with tare) is measured and then up to three back weights per \ \_/
sample. The application calculates the difference between the initial and back weight of samples and determines if

the weight difference is within the range allowed by USP Chapter 42 <731> or European Pharamacopoeia (PhEur).

Aominististos Aominististo
= ;84 Loss ondrying 20100z 1343 = ;84 Loss ondrying 20zo100z 1600 R < Result

Result sample no. 1
isoCAL isoCAL

Eb

Drying 12345
Net

Zera balance, then place sample on balance

Loss on drying according to USP
Finally press

Weigh In sample, then press Gross Tablet/Bulk material

+1.63997 . o + 3.28083 . o .

User Administrator

Dateftime 2020-10-02 15:59:46

Sample number 1 Sample number 1 Net +163988 9

Semple D Sample 1 = Semple D Sample 1 = Tore +1.650329

~T- -0- 4

Material No. QAPP210 .



Introduction Indiviual Customer Solutions Package Overview

Essential Pharma Advanced Utilities Connectivity

Sl GAes All-Inclusive
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Advanced Package - Filter Particulate Matter

Differential weighing of filters with individual sample ID

This application is used for the differential weighing of filters with individual sample ID. During the process A
the initial and back weighing of filters is performed and difference between the initial and back weight.

Administrator Administrator s
E ..4 Filter particulate matter 20001005 0950 HEE E ..4 Filter particulate matter 20001008 09:44 HEE £ Evaluation: Result (Graph)

130CAL mocaL [

Gross Place the reference filter on the filter holder. Gross Place the filter no. 2 on the fiter holder,

- 41598 ~ + 415.89 =

Fiter name  Reference filter Fitername  Filter 123

Material No. QAPP211 .
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Checks if a sample weight is within a specified tolerance & counting V
This application is used to check whether a weight value falls in a specified tolerance. The application works with o
a target weight value, minimum and maximum tolerance values in absolute values or as a percentage and makes
it easy to fill sample materials to a specified target weight range. Tolerances (min., max.) can be modified during —
= R o | Rl 2 comevincnciveanog e W - e el
isoCAL isocAL [ E’;: ‘:2 ::
Gross T e X ety e © 1 ant [p—— G pop—
legal A 5::?\ ok 100 pes
+ 10.0000 = + 100 - . “hses
= ' - ' - - Result 100 pes
2 : +99.9999 g
Reference quantty 10 pes Reference weignt  0.99997000 g - ‘T‘:;"" - 100 pos
-0 T B B 0 T L] < < @

Material No. QAPP212 .
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Special Q-Apps

Package Overview

All-Inclusive

Advanced Package - Manual or Automatic Totalization

Summation of weight values for up to 100 components Z
This application totalizes weight values for up to 100 components. The application allows you to save components g

that must be weighed in various containers, and each container can be tared before a component is added.
With this application, values from successive, mutually independent weight values can be added up to a total that

exceeds the capacity of the balance.

/

= £% Manual or automatic Totalization

Administrotor

5 Adeinistato Administratos
81204 1228 | LF = v Manual or automatic Totalization 281204 1230 | L vinter YOP30 (only weight p1204 123 | L
isoCAL. isocAL B v 1
ol +13.41
3 124129
1ol Mo 2
e Tare vessel, then press (5 Gross Remave sample from balance Simof Mo o sar4829
60654 g
0 000 * 9 61 2 :
G +9.760
. 9 Sl . 7 9 a
Result
n ]
Samplenc. 3 Sum 60.654 g
0 T B B 0 i [iL] [ =

Material No. QAPP213
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All-Inclusive
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Advanced Package - Flexible Formulation

Weighing of recipes with defined the number of components
This application is used to weigh in recipes. The user defines the number of components to be weighed in and
starts the process. The application documents the name and weight of each component and calculates the sum of

7' 3

the total weight.

Administiatos
we204 123 |

E & - Flexible formulation

isoCAL

Please place vessel
Press [ o start formulation

0.000 = -

Gross

E & - Flexible formulation

isoCAL

Net

B

Place component no. 3 from 3 on the balance.
Press buttan [ o take over
+ 4.083 -
Componenud ~ Component
vl ]

Administratos
20181204 1234

Number of Comp.
a

Sample No
2

m
211329

[»

£ Result: Formulation Report

Result

Def. number of items

3
Cemponent
+1n372g
Cemponent
+9.7600
Component
+40839
252150

Material No. QAPP214
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Advanced Package - Formulation in Single Vessel

Weigh in recipes in one single vessel ‘

This application is used to weigh in recipes in one single vessel and uses the databases SQLite or Postgres. o

In the database recipes with up to 50 components are stored and used by a single balance (local SQLite database) /

or multiple balances (central Postgres database). Recipes stored in the database can be used by this application

(QAPP215) or the application Formulation in different vessels (QAPP216). The user defines the components, compo-
nent target weight and permissible tolerances for each recipe. During the weighing process the target weight of each
component is displayed, highlighted with a yellow/green/red bar graph and the weight value can be acquired auto-

matically or manually. The application documents the measured component weights, determines the difference from
the set target weight and calculates the sum of the total weight.

i Administeator Administrator
X Select action E . Formulation single vessel izt 1a| E % Formulation single vessel iz 102

Start recipe isoCAL [} isoCAL [}

/ Place component 1/5 on the balance Place component 5/5 on the balance
Create/modify/delete recipe Gross bl Net b 4 ali e
+ 50.0009 - » »
' . i —_—
Componeni 110 Compound 1 Gomponent 510 Compound §
Component 1 weight s0g - Component 5 weight 04g -
-T- ~PT1 -T- -PT1 (=

Material No. QAPP215 .
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Advanced Package - Formulation in Different Tare Vessels

Weigh in recipes in multiple vessels ‘
This application is used to weigh in recipes in multiple vessels and uses the databases SQLite or Postgres. In the data-  _

base recipes with up to 50 components are stored and used by a single balance (local SQLite database) or multiple /
balances (central Postgres database). Recipes stored in the database can be used by this application (QAPP216) or

the application Formulation single vessel (QAPP215). The user defines the components, component target weight

and permissible tolerances for each recipe. During the weighing process the target weight of each component is

displayed, highlighted with a yellow/green/red bar graph and the weight value can be acquired automatically or

manually. The application documents the measured component weights, determines the difference from the set

target weight and calculates the sum of the total weight.

isocAL [} isoCAL [} isoCAL [}
Place tare vessel for component 3/5 Place component 1/5 on the balance Place component 5/5 on the balance
Gross Press > totare and start Gross Press [ to take over Gross Press [ to take over
+ 14.9865 + 49.9987 + 0.4153
. 9 = . 9 w . 9 w
' - ! —_—
Component 310 Compound 3 Component 110 Compound 1 Comgonent 510 Compound 5
Component 3 weight 1009 - Component 1 weight 509 - Component S weight 049 -
T - PT1 = > -T- »PT1 0 =T« -PT1 =

Material No. QAPP216 .
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Advanced Package - Averaging with Factor

Animal weighing plus multiplication by the factor ‘A
This application calculates the average weight value over a defined period and calculates the value (x-Net), ;
which is multiplied by the factor (x-Res) and shown as a result. The application is used for measuring y : k

moving samples (e.g. live animals) and for weighing in unstable environments. A measurement cycle is
automatically carried out with a defined number of measurements for each object to be weighed.

The individual measurements are averaged and the average weight value and the calculated value
(average x factor) are displayed as the result.

" ; Adrinistrato " ; Adrinistrato dr - Preview 1 of 1 JE—
e e e
= N Averaging with factor 2201008 1428 | L = N Averaging with factor 2201008 1428 | L = “B. ° Printer YDP30 (only weight volues) 2201008 1430 | L
Initi
isocaL [ isocaL [ mbef 10
Fal fact
o Facval 10000000
n 1
Gross Place mov. sample on balance and press [3 X-RES  pamove sampie fram batance for next measurem. L i
X-Res 14999839 0
A % +49.99839 9
o 49 99842 9 L——j o 49 99841 ° L“‘J p :
- - 2020-10-08 14:30:20
xeRes 44999837 0
% +19.99837 g
Messurements 10 Aversge  +49.99841¢
- Calculation factor value 1.0000000 -
T B T < ] =

Material No. QAPP217 .
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Advanced Package - Averaging with Statistics

Animal weighing plus statistics

This application calculates the average weight value over a defined period. The application is used for 4 v
measuring moving samples (e.g. live animals) and for weighing in unstable environments and for storing i : k
results in statistics. A measurement cycle is automatically carried out with a defined number of measure-

ments for each object to be weighed. The individual measurements are averaged and the average weight
value is displayed as the result.

= L5 Averaging with statistios ol = L5 Averaging with statistios ol £ Result (graph)

isocal B

isocal B

Gross Place mox. sample an balance and press [ RERIEER romova saniple vom bulance for nest méasinain.

- 4999846« L + 59.99815 + Ll

Messurements 10

Aversge  +49.99846 g
- Calculation factor value 1.2000000

T [} Te -

Material No. QAPP218 .
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Advanced Package - Averaging with Checkweighing

Animal weighing plus check of the average values NA
This application is used for measuring moving samples (e.g. live animals) and for weighing in unstable ’
environments. A measurement cycle is automatically carried out with a defined number of measurements y : A

for each object to be weighed. The individual measurements are averaged and this average is displayed as
the result. The application multiplies the average weight value by a defined factor and shows the result as a
calculated value. The checkweighing only checks the averaged weight values, not the calculated values.

A : Administrator ,.‘ : Administrator
E g~ Averaging with checkweighing 20100 1436 NS E g~ Averaging with checkweighing 2100 1457 IS £ Result (graph)

isocal B isocal B

Gross Place mox. sample an balance and press [ CRBCK| Romove sample from balsnce for next measuram.

- 4999843 s L - 49.99842 s lad
e r.-n-m:n owertolersnce) 4800000 g . .

- Maximum (upger tolerance)  52.00000 g -

T [} Te -

Material No. QAPP219 .
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Advanced Package - Averaging with Backweigher

Animal weighing with tare-, initial and up to 3 back weights ‘A
This application is used for moving samples (e. g. living animals) and for weighing in unstable environments. ;
A measurement cycle is automatically carried out with a defined number of measurements for each object 4 : k

to be weighed. The individual measurements are averaged and this average is taken for initial weight.

Tare-, initial and up to 3 back weighings are performed. The process determines the difference between the
corresponding initial and final weighing.

E A . Averaging with backweigher | . E A Averaging with backweigher | E A I ra i Wt B ekaar el [

20201008 1201

isoCAL isoCAL isoCAL

Net Zero balance, then place sample on balance Remove everything from pan

Finally press 13 ® Press (3 to take over the sample.
L N

- 49.99836 . L - 23.64072 - +49.99834 ¢ lal

Sample D Sample 1

Measurements 10 -

Place mov. sample on balance and press [ Gross

Ko 10 - oo Somple 1

B < B

Material No. QAPP220 .



Introduction Indiviual Customer Solutions

Essential Pharma Advanced Utilities Connectivity
Package Package QP1 Package QP2 Package QP3 Package QP4

Utilities package QP3

The Utility software application package contains weighing applications and function
extensions such as bootscreen, color scheme, free formula, fiber coarseness,
diameter determination, air buyoancy correction, paper weight, statistics and printing
of QR | bar codes.

Package Overview

All-Inclusive

Special Q-Apps Package QP99

@
- N

Color Scheme Free Formula Diameter Determination
QAPP301 QAPP302 QAPP304

Paper Weight Air Buoyancy Correction Statistics Manual
QAPP305 QAPP306 QAPP307

Statistics Automatic
QAPP308
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Utilities package QP3 - Color Scheme

User interface color scheme

This function extension enables the color scheme of the user interface to be selected.

There are five different default settings to choose from.

The color scheme can be selected in the Settings menu under Device settings | Display parameters.

& Color scheme v

Sartorius default

e F)

Black
Paper weight Weighing
Determines the area or

‘grammage of pape.
Yellow

Grey

Material No. QAPP301

Package Overview

All-Inclusive

Special Q-Apps Package QP99

e )

Paper weight
Determines the area cr
gramimage of paper.
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Utilities package QP3 - Free Formula

Applies user-defined free formula to the weight value
This application applies user-defined free formula to the weight value.
Operations: plus, minus, mul, div, (), square, square root, 2 variables.

Up to 100 formulas are permanently stored in memory.

Package Overview

Special Q-Apps

All-Inclusive
Package QP99

. F

+=

Adminisrato
Free formula o Tr

= e

B oo

Administrator

Decimal places of result

We204 133 | wieizes 133 L Formula name
isocaL B mocaL [
Formula
Gross B Res
Zeroftare the balance and press Calculation active — Resuit heaer
+ 95.3 ‘
0_000 9 - po2 Result Unit
Printout
0 T o] 0 gl 2]

X Parameters for calculation

Material No. QAPP302

Power of 2

w2

Res

po2

1 decimal place

Calculated value and measurem...

>
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Utilities package QP3 - Diameter Determination

Diameter of round wires and metal threads

X
This application is used to determine the diameter of round wires and metal threads (cylindrical solid bodies) 7 e f( )
based on the density and length of the samples. The density and length must be known and entered by the nE

user. The density of the sample can be determined, for example, with the application Density of solids or —

Density of solids with statistics (QAPP200).

Administrator » Administrator
Ut o vie e = = fl . Diameter determination i u:‘az [~ = /= fiu's Diameter determination et u:‘az [~
isocAL [} socaL [
Density of wire 8.300 g/cm*
Gross Please zero and press 7 to start determ, d Place sample on balance
0.0000 = 19.583 —
3 20mm 20mm
i 8.300 g/em? e 8.300 g/om®
X Parameters for diameter determinaton v -0- T B o] -0- T B

Material No. QAPP304 .
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Utilities package QP3 - Paper Weight

Area or grammage of irregularly cut pieces of paper

ea or grarr . . | | | fox
This application determines the area of irregularly cut pieces of paper if the grammage of the respective A 'S ( )
paper type is known or determines the grammage of the respective paper type if the area of paper 3 H
(e.g.A4, A5, ) is known.
E " Peperweight proeryearrl 2 E " Peperweight preri=arrrll 2 E " Peperweight proery=arryl 2
isocAL B isocAL B isocAL B
Gross Please zer0 and press [ to start determ. m* Place sample on balance GSM Place sample on balance
A A
0.00000 = + 0.624981 ~ + 802 o
Grammage 80 g/m* Grammage 80 g/m* Ares 623,70 cm®
0 B 1F 1F

Material No. QAPP305 .
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Utilities package QP3 - Air Buoyancy Correction

Weighing error correction that can arise due to air buoyancy

fix
This application corrects weighing errors that can arise due to air buoyancy when working with weights ( )
of different densities. The air density value is required when calculating the air buoyancy correction. |

my Administrato my Administrato my Administrato
E = ™| Air buoyancy correction sazo1008 0051 N E = ™| Air buoyancy correction sazo1000 0o5e N = ™| Air buoyancy correction szotnos 123 B

isocal B isocal B isocal B

[ ]
Gross

Please tare and press [ o start calculation mCorr Place sample on balance mCorr Remove sample from balance

0.00000 = - + 100.10561 n + 50.05100 2

Densityof somple | 0,998 glem®

ample  0.9985 g/em® Density of sample  0.9985 g/em®

Material No. QAPP306 .
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Utilities package QP3 - Statistics, Manual

Manual acquisition of weight values and statistical evaluation j\
This application manually takes over weight values of samples and statistically evaluates them. The number R
of components, average mean weight, standard deviation, variation coefficient, sum of all weight values,

lowest weight value (min.), highest weight value (max.) and difference between min. and max. are shown
as the result.

A . [— oA B Administiatos
E L Statistics manual s zatizo | L Statistics manual s zatisi | £ Result (Graph)
isoCAL. isocAL B
Number of components
3
Gross 8 Gross AT
Tare balance, then press. Remave sample trom balance s
Standard deviation
o 1 24 056 Bane
0-000 i ol - o =
Varlation coefficient
3558%
Sum of all values
samplena 3 2m2031g
-0- - T- B [E -0 =T (] -

Material No. QAPP307 .
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Utilities package QP3 - Statistics, Automatic

Automatic acquisition of weight values and statistical evaluation j\

This application automatically takes over weight values of samples and statistically evaluates them. R
The number of components, average mean weight, standard deviation, variation coefficient, sum of all =
weight values, lowest weight value (min.), highest weight value (max.) and difference between min.

and max. are shown as the result.

- e Acminististos - e Acminististos
= » Statistics automatic anie1208 1340 ES » Statistics automatic anie1208 1345 HES <€ Result (Graph)

isoCAL isocAL B
Numbser of components
2
s ) Gross Mean value
Tare balance (with vessel) Take sampla from balanca 6202850

0.000 & +100.000 - =

n coefficient

2.

Sum of all valses
Sampleno. 2 124.057g

=
-
=
=
&
-
=l

™ -

Material No. QAPP308 .
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Connectivity Package QP4

The Connectivity software application package includes applications for data exchange,
for example to Windows® file server, FTPS, STARLIMS™, etc.

Connector Windows® File Server Connector FTPS
QAPP400 QAPP401
Connector STARLIMS™ Omnis
QAPP402 QAPP404
Sampling with IDS Sensor

QAPP406

Package Overview

Special Q-Apps

All-Inclusive
Package QP99
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Connectivity Package QP4 -
Connector Windows® File Server

File transfer from and to servers using the SMB protocol
The connection to the Windows?® file server facilitates the file transfer from and to servers
using the Server Message Block (SMB protocol).

This function enables the transfer of electronic reports and other data outputs (e.g. backups)
to an SMB server. It is also possible to perform data imports and install software updates.

The connector is configured in the Settings menu under Connections | Data transfer.
Itis then possible to use as an input and output interface with other device functions.

Package Overview

All-Inclusive

Special Q-Apps Package QP99

Windows File
Server

>
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Example: Configuration of an electronic report to a Windows?® file server in three steps:
1. Create a connector with settings for Windows® file server (address, path, port, login)
2. Create a print profile and select the pre-configured connector
3. Create a task and select the pre-configured print profile
& File transfer Name smb.
uss P address Hgon01tmp/temp Print process
ST Sub-directory @ Launching process...
S User test.user Generate report
Report sent 100% @
Password

Material No. QAPP400 .
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File transfer from and to file FTP | FTPS servers FTPS
The connection to the FTP | FTPS facilitates the file transfer from and to file servers using the FTP or FTPS
protocol. This function enables the transfer of electronic reports and other data outputs (e.g. backups) to .al]
an FTP | FTPS server. It is also possible to perform data imports and install software updates. The connector
is configured in the Settings menu under Connections | Data transfer. It is then possible to use as an input
and output interface with other device functions.
Example: Configuration of an electronic report to an FTP server in three steps:
1. Create a connector with settings for FTP | FTPS server (address, path, port, login)
2. Create a print profile and select the pre-configured connector
3. Create a task and select the pre-configured print profile.

Name Test FTP GLP print on Print profile 1 v

PN TURaU (OLE prin weighs vaes)
IP address 17212.24132 Date/time on
Printer YDP30 (GLP print, all data)

Port 21 Blockprint (N.T,6C) oOn

Sub-directory Data Storage Device ID on PDF document on USB

L Ll o f Connectors Test FTP

Passwod e

Material No. QAPP401 .



Introduction Indiviual Customer Solutions Package Overview

Essential Pharma Advanced Utilities Connectivity okl O All-Inclusive
Package Package QP1 Package QP2 Package QP3 Package QP4 pect PP Package QP99
.o . ™

Connectivity Package QP4 - Connector Starlims

Calibration or weighing orders from STARLIMS™ STARLIMS
This application receives and saves calibration or weighing orders from STARLIMS™. The application offers

a settings menu for connecting the balance to STARLIMS™ using the STARLIMS™ IP address, user and pass- '2.3

word and in multiple steps checks the connection between balance and STARLIMS™ and the integrity of
the transferred orders (JSON files). Furthermore it is checked if the user logged in to the balance is allowed
to start the STARLIMS™ calibration or weighing process.

The STARLIMS™ user calibration procedure features a guided external calibration process. The user is guided
through the complete calibration process and obtains a comprehensive report if the calibration is passed or failed.
The calibration results incl. metadata are transferred to STARLIMS. During the weighing process each measured
weight value inclusive metadata is transferred to STARLIMS and a record is created in the alibi memory.

ot SARTORIS
= C tor STARLIMS il
E 2 e 90519 1500 | B> STARLIMS IP address 17216821 X Select action

150CAL
STARLIMS user testuser

Test'Loss on Drying

Gross Analyte name Weight Bafore’ 3/10 T
+ 322.7 -
-

Somple 0 A00D00022002
Repetition 1

-0- T X Parameters for STARLIMS connector o

Material No. QAPP402 .

STARLIMS password

Configuration
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Connectivity Package QP4 - OMNIS

Connection to Metrohm OMNIS software OMNIS
This application establishes the connection to the OMNIS software, which must be installed separately on

the computer. The OMNIS software is an analysis system with which devices can be controlled, methods

created, work systems configured, determinations carried out and results calculated.

All results are linked to the corresponding sample. After installing this application, workflows for weighing
in, weighing back and querying partial sample data can be carried out directly on the scale without any
action on the software. It is also possible to run automated processes from the OMNIS software.

The application offers 3 work processes: \ “Weigh in partial samples \": You can select a sample list on the
balance and weigh all partial samples on it. \ “Weighing in by REQUEST \": You can query partial sample
data orvariables for ongoing determinations using a REQUEST command. \ “Control by OMNIS software \":
You can control the balance automatically using the OMNIS software.
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Access to the application is checked via the settings for user management on the OMNIS software, so that
it is ensured that the user has the necessary authorizations. The work on the OMNIS software complies with
FDA 21 CFR Part 11 and Eudralex, Volume 4, Annex 11. All interactions between the scale and the OMNIS
software are recorded in the software’s audit trail. The application can only be used with an Ethernet
connection.
{ Batch2 ¢ gel = E Q"""‘ OMNIS Software connection @ 001-NBK-02292 =
Name of subsample Rack info Weight IsoCAL S E. Welgh in subsamples
E Subsample 1 Rack1/1 +0.000g paent
Gross R — L (@ Weighing by REQUEST
B Subsample2 Rack1/2 +3015g 0 i EEZ‘Z"“‘_:':‘::EMJ . o e Eee
E Subsample 3 Rack1/3 +0.000g Method
ey
E Subsample 4 Rack1/4 +0 e
K Subsample & Rack1/5 +0 -0 < £

Material No. QAPP404
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Connectivity Package QP4 - Sampling with IDS Sensor

Sampling with IDS Sensor
This application is used to record and report a series of samples (generally liquids or solvents). Each sample

exists of an ID and optionally a weight. Additionally, measured values (e.g. pH, temperature) from a ? Xylem
connected IDS sensor can be acquired and added to each sample. The Cubis® MCA balance can g
communicate with an IDS sensor via the IDS Gate, which must be located in the same network. Tagged \_\
values, which are stored internally inside the IDS system, can also be read out and reported by this

application.

IDS Gate IP 192.168.66.30 < SensorMenu Sensors

D Protocol HTTPs

Smpi 1-1

PH Press . to confirm pH value of sample H(173509) Report recorded samples
A 5518
Sample ID: Smpl 11
+ 5. 51 8 AP| authentification Yes Ampe mp
e T iia Read out tagged values from IDS Gate memory...
emperature 21.9¢*
Last calioraion 2020-01-28 11:47:41 e Unpair sensor from IDS Gate

Material No. QAPP406 .
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Standard Preparation Tablet Checker ~v m
QAPPOO1 QAPPO0O02 ’/
Average Weight Control Filterability Index

QAPPOO3 QAPPO0O4

Pipette Check Advanced Average Weight Control F&B

QAPPOO5 QAPPO06

Fogging Test Final Pharma Filling

QAPPOO7 QAPPOO8

Mycap® CCX Cell Passaging

QAPPO0O9
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Special QApps - Standard Preparation

Preparation of standards and buffers mol/L
The application standard preparation is used to prepare standards or buffer solutions of known concen- —

tration. During the task setup, for documentation purposes the system devices (balance, thermometer,

density meter and printer) can be set. Furthermore, the permissible sample weight tolerances in percent U

and the mode for samples out of tolerances can be defined. If the sample weight is below or above the

set tolerance, the user either a) cannot accept the weight value, or b) must enter the set password to take

over the weight value, or c) can accept any value, even if the weight is out of tolerance. >

Users with the role right to create or modify tasks have access to the application's sample management.
The sample management offers a solvent, component and sample library that can be edited by this user
group. Solvents are defined by name and density and components by name, molecular weight, and purity.
Newly created solvents or components are added to the corresponding libraries and by combining a
solvent and at least one component, as well as entering the desired final concentration, the composition
for the standard solution can be defined and saved in the sample library. The target concentration can be
selected as a weight unit per volume or molar concentration. For the preparation of mixed standards or
buffers, up to 20 components can be selected for each sample.
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The user without the right to create or change tasks may only prepare standard solutions from stored
samples. The user selects a sample from the library and is guided through the process by the software.

On the basis of the volume entered by the user, the software automatically calculates the quantities of
components to be weighed in and provides direct visual feedback by means of a graphic tolerance bar as
to whether or not the weight is within the specified tolerance. Based on the components weights measured
by the balance, the software application calculates the amount of solvent required to achieve the desired
target concentration. Finally, the effective added solvent weight is determined gravimetrically, converted >
to volume using the density, and using this value the effective final concentration of the standard solution

is calculated.

Finally, the software application creates a comprehensive report that can be printed out in standard or GLP
format including a list of the system devices used during the procedure. In addition, the application allows
the printing of labels that can be attached to the used vessels.
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Utilities Connectivity All-Inclusive

Essential Pharma Advanced Special Q-Apps
2pecialie-Apps Package QP99

Package Package QP1 Package QP2 Package QP3 Package QP4

i, Administrator et Administrator
E Standard preparation smpine 1232 S E Standard preparation smow 1zee S
Process preparation
isoCAL Cac0a (1705129) isoCAL Water (93 67604rm)
Sample name Butfer 12345
Net1 Processing sample Vol Please pipette 99.67504 mi of solvent to sample. f Totalrecuired voluma 100.00 mt
et Press [3 to weigh in Component (1.70512 g). olume Press 3 to confirm. ¥
Calcutated componart amount
A 1 cacoa 1705.11536 ma
Mgen2 3417.08543 ma
sl — Nac! 5100.51005 ma
' = ' - !
Minimum (lower toierance)  1.67102 g Minimum (lower tolerance)  97.68154 mi
Maximum (upper tolerance) 173922 g - Maxim rance)  101.66854 ml -
x e

Material No. QAPPOO1
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Special QApps - Tablet Checker

Average weight control of tablets and capsules j\
This application is for average weight control of tablets and capsules according to Pharmacopoeia and

includes an administrator and a user level. The administrator can define products (definition of weight, type, ’.
tolerances and ratings) or modify or delete stored products. All products are stored in a product database

and can be accessed by the user if required.

The workflow provides a quick test option and testing of a stored product. The quick test option can be >
used to test products that were not previously saved. For the quick test, all product data must be entered

before starting the test, while when selecting a stored product, all relevant settings can be loaded from
the product database and tested according to the specified specifications.

The application offers different procedures for the test of tablets and capsules. To test tablets their weight
is determined and whether this is within the defined tolerances. For capsules, first the empty capsule
weight is determined or entered by the user and then the weight of filled capsules is measured. Again,
there is a check to see if the total weight of the capsules is within acceptable tolerances.
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Package QP1

Advanced
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Package QP2

Utilities
Package QP3

In terms of tolerance consideration, the application offers three different modes:

1. Fixed tolerances (dynamic tolerance off). The permissible tolerances do not change during the

measurement and each sample is evaluated based on the fixed limits.
2. Tolerances calculated on the total mean value (dynamic tolerance on). The tolerances are applied
to the calculated average of the weights of all samples at the end of all measurements.

3. Tolerances calculated on the current mean value (dynamic tolerance on). The tolerances are

Connectivity
Package QP4

Package Overview

Special Q-Apps

recalculated after each measurement on the basis of the current mean value of the weighing values
and the samples are evaluated.

All-Inclusive
Package QP99

A
Tablet Checker
E %

Administrator
0190524 0945 L

Eval.: Counter

Eval.: Result (graph)

wocAL [
Check Place sample 1 of 20.0n balance
A
+ 100000 - —
. I
Min.tolerance 2%
Max tolerance 4%
-0- T B i = -

Material No. QAPP0O02



Introduction Indiviual Customer Solutions Package Overview

Essential Pharma Advanced Utilities Connectivity Special Q-Apps All-Inclusive
Package Package QP1 Package QP2 Package QP3 Package QP4 Specialte-Apps Package QP99
Special QApps - Average Weight Control

Average weight control of solid and liquid samples f\

This application serves for average weight control of packaged goods according to the 76/211/EEC and

is used to optimize filling processes and to document compliance with legal requirements. The software ’.

offers an administrator and a user level. The administrator can create products or edit or delete saved prod-

ucts. All products are stored in a product database and called up by the user to test a product according

to the specified paragraph. Before starting the average weight control, the software application checks

for safety whether the used balance is verified and whether the verification scale interval e for measuring >
the product corresponds to the minimum requirement according to 76/211/EEC. If one of the requirements

is not fulfilled, the software application displays a warning message and the average weight control
measurement cannot be started.

The application offers the test of products with tolerances according to 76/211/EEC and with freely definable
tolerances. You can choose between destructive and non-destructive methods for testing products. With
the destructive measurement, the filled packaging is measured in the first step and the empty weight of the
packaging (tare) is determined in the second step, with the non-destructive measurement this process is
reversed, i.e. first the empty weight of the packaging is measured and then the weight of the filled packag-
ing. To simplify matters, the mean tare weight can also be entered. In this case, only the filled packaging is
weighed and the filling weight is automatically calculated by subtracting the mean tare weight.
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Based on the nominal filling quantity and the selected paragraph, the permissible tolerances according

to 76/211/EEC are automatically applied by the software. The number of samples inside and outside the
tolerances (TU, TU1, TU2 and TO, TO1, TO2) and outside the plausibility limit (OOP) is counted and displayed
dynamically on the weighing screen.

TU = nominal filling quantity - internal, lower tolerance limit

TU1 = nominal filling quantity - tol. S. >
TU2 = nominal filling quantity - 2 * tol. S.

TO = nominal filling quantity + internal, upper tolerance limit

TO1 nominal filling quantity + tol. S.

TO2 = nominal filling quantity + 2 * tol. S.

OOP = nominal filling quantity outside the set plausibility limit
Tol. S = permissible minus deviation

The statistics for each measurement is saved by the average weight control software application and can

be used to generate shift and lot statistics. For the shift statistics, all results that were measured for a lot
between a defined shift start and end time are saved and for the lot statistics, the result of selected measure-
ments are summarized in a single statistic. Users with the role right to create tasks can finish the lot statistics.
All measurement results for a lot are summarized in a report and can be printed for documentation.
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| Joa—
E 9@ Average weight control e o R Eval.: Result (graph) New X Select action
T
B Test stored product
Please place sample on balance.
Check . pﬂ“,pm e Create/edit/delete product

i
A
+ 50 . 0 0 0 1 9 Create shift statistics
o—— | —

I I I Finish lot statistics
Measurement  1/2 : . \
8 it Y g i View result

Material No. QAPPOO03



Introduction Indiviual Customer Solutions Package Overview

Essential Pharma Advanced Utilities Connectivity Special Q-Apps All-Inclusive
Package Package QP1 Package QP2 Package QP3 Package QP4 Specialte-Apps Package QP99
This software application provides a method for identifying wines that have the potential to be problematic @
during sterile filtration and could foul the membrane by particulate and colloidal materials. Particulates can "
include microbes and crystals whereas large colloidal particles can be associative colloids and )
macromolecular colloids.
The software application offers to determine the filterability index according to the Italian and French
method. For the Italian method the software measures the time for the initial flush and three set volumes to
calculate the Filterability Index (IF), modified Filterability Index (IFM) and Vmax1. For the French method
additionally, the volume (weight) filtered at two set time points is determined to calculate Vmax2.
= L Fiterabilty index S| Product name Merlot DOC Result: Product report cisan
isocaL B Mathod Htaly VEO‘W:u
Net Tagelwaig - 236503 el teme e ey o
+ 1 01 _98 a0 = First targat waight 200.00g ;::"“q
Second target weight 400.00 g HHortos

el 249.63
MCI 100.90
Third target weight 600.00 g Vmax 19

X X Parameters for product v

Material No. QAPP0O0O4 .
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Special QApps - Pipette Check Advanced

Testing of piston stroke pipettes acc. to DIN EN ISO 8655 ~F V
The Pipette Check application is used for the simple and reliable testing ofpiston stroke pipettes with

fixed or variable volume type A or D1. In the application, the pipette and climate data can be recorded,as

well as the used measuring instruments and pipette tips documented. For 140 different Sartorius pipettes,

templates are stored in the software,of which the data is automatically adopted after selection. Created

pipettes and used measuring instruments are stored in a database. On base of the nominal volume speci-

fied for a pipette, the software automatically determines the permissible tolerances for the random and >
systematic error in accordance with DIN EN ISO 8655 and by the climate data temperature and barometric

pressure determines the z factor used to convert the measured weight values into volume values.
There are two test methods available:

1. The “Quick check” is based on a number of 1to 9 measurements, for pipettes with variable volume
setting per volume range, and is used to quickly check a pipette.
2. The “according to ISO8655” method requires 10 measurements per volume range to be tested

Depending on the selected test method, the software guides the user through the entire process.

For visual support, a tolerance bar with the permitted tolerances is displayed to the user. The software
immediately evaluates the measurement result after each measurement and produces a summary report
after completion of all measurements. In addition, a bar chart is displayed for each measured volume,

in which the number of measured values within and outside the tolerance is graphically displayed.
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rotor

porll Result Graph Volume 1 X Select action

E J ¥ = Pipette Check

isocAL B Test stored pipette acc. to
DIN EN IS08655

Pipette 1000 pl into the beaker Create/modify/delete
Press 3 to acquire value pipette

+ 997.08 ~ = ke

Show results
Testvoume  10%
Repetition  1/10 =

-0- 9P B -

Gross
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Special QApps - Average Weight Control F&B

This application serves for average weight control of packaged goods according to the 76/211/EEC and is f\
used to optimize filling processes and to document compliance with legal requirements. The software
offers an administrator and a user level. The administrator can create products or edit or delete saved \J
products. All products are stored in a product database and called up by the user to test a product. Before

starting the average weight control, the software application checks for safety whether the used balance is

verified and whether the verification scale interval e for measuring the product corresponds to the

minimum requirement according to 76/211/EEC. If one of the requirements is not fulfilled, the software >
application displays a warning message and the average weight control measurement cannot be started.

The application offers the test of products with tolerances according to 76/211/EEC and with freely
definable tolerances. You can choose between destructive and non-destructive methods for testing
products. With the destructive measurement, the filled is measured in the first step and the empty weight
of the vessels is determined in the second step, with the non-destructive measurement this process is
reversed, i.e. first the empty weight of the vessels is measured and then the weight of the filled vessels. To
simplify matters, the mean tare weight can also be entered. In this case, only the filled vessels are weighed
and the filling weight is automatically calculated by subtracting the mean tare weight.

Based on the nominal filling quantity, the permissible tolerances according to 76/211/EEC are automatically
applied by the software.
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The statistics for each measurement is saved by the average weight control software application and can be
used to generate For the lot statistics, the result of measurements for a lot are summarized in a single
statistic. Users with the role right to create tasks can finish the lot statistics. All measurement results for a lot
are summarized in a report and can be printed for documentation.

< E = Average Weight Control F&8 . E = Average Weight Control F&8 . < Evaluation: Tolerances

Fullsamples Fullsamples

10044 mi 10039 mi
Gross Please put on full sample 6201 St Dev: Gross Please clear welghing pan! St Dev:
0.56mi 050mi
Tolerance vialations Tolerance vialations
aqz o * - 9 Tz o
<Tui: o — <Tut: o
— oK . oK 5
sT01: 0 sT01: 0
oz o oz o
Womina filng quandty  100.000ml gy 1 Womina filng quandty  100.000ml gy 1 .
Density  0.9984 g/ml - Density  0.9984 g/ml -
T Skip i) x T = i

Material No. QAPPO06
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Special QApps - Fogging Test

Fogging test acc. to DIN EN ISO 75201

The application Fogging test measures the weight of semi-volatile organic compounds (SVOC)
according to the procedure described in standard DIN EN ISO 75201 method B. High surface and
interior temperatures cause the polymers, textiles and natural materials used in automotive interiors
to outgas volatile and semi-volatile organic compounds (VOC and SVOC) at accelerated rate.

The SVOCs can condense onto the cooler surface of the windshield potentially creating a visibility and

safety problem for the driver. The purpose of the fogging test is to assist manufacturers of materials

used in the interior of vehicles and the companies that use the products in identifying and developing

products that outgas SVOCs at a reduced rate.

The fogging test procedure as described in DIN EN ISO 75201 helps to recreate automotive interior

outgassing in a timely, measurable and repeatable way. During the gravimetric test procedure the initial

and back weight are measured. The amount of fogging condensate is determined by subtracting the
initial weight from the back weight (Gj = G1- GO) and the degree of divergence v% is calculated.

Package Overview
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All-Inclusive
Package QP99
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Feaell G All-Inclusive

X selecttest procedure

Acc. to DIN 75201:2011

Other norms/SOPs

A i Administrator
= v} Fogging 20201002 1408 |

isoCAL

Gross Place the foll on balance and press [}

+ 0.41596 -

Foil na. 1
Foil 1o Foil 1 Sample 1 -

- Administrator
E 589 Fogging w100z 1412 LF
isoCAL
Zero balance, then place the foll on balance,
Gross Inally press [
+ 0.43034 -
-
Foil o 1
Foilln Foil 1 Sample 1 -
.0- <
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Special QApps - Final Pharma Filling

Final filling of pharma products @ <
This application is used to fill liquid products using peristaltic pumps. By means of the pump, the liquid H—

is transferred from a reservoir into vessels or bags and the transferred weight is checked gravimetrically.

The application can control and regulate Rotarus pumps from Hirschmann and the pump models

323Du, 530Du and 630Du from Watson-Marlow via a serial communication.

When filling products, product data and pump settings are stored in a product database. The start, fill >
and end speeds of the pump can be set product-specifically. In addition, a reverse run can optionally

be defined to pump liquid back in the feeding hose so that this portion is not counted as fill weight.
The filling process is repeated according to the set number of samples and the results are calculated
automatically. The filling weight in each vessel or bag, the minimum, maximum and average filling
weight, as well as the standard deviation are determined in the statistical evaluation and are stored
batch-specific in the product database. In addition, for filled vessels or bags labels can be printed,
including information such as sample number, filling weight and expiry date.
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> Main menu

Start filling
Pump selection

Create/modify filling program

E ® . Final Pharma Filling
socaL [}
Pump Is running.
Gross ‘Walt until pump stops automatically.
0.00000 -
-
ser 1
mt 100.000000 g
-0-

Administrator
201007 1548 | P

E ® . Final Pharma Filling
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Special QApps - Mycap® CCX Cell Passaging

Cell culture expansion using Mycap® flasks @ <
TThis application is for the aseptic transfer of media orinoculum between Mycap® CCX flasks using
peristaltic pumps. By means of the pump, media or inoculum is transferred from a donor flask into
arecipient flask and the amount transferred is checked gravimetrically. The application can control and (e
regulate the pump models 323Du, 530Du and 630Du from Watson-Marlow via a serial communication.

To define an experiment, there is an administrator and a user menu in which various parameters are >
recorded. The most important parameters are information on the cell density in the donor flask and the

desired cell density in the target flask, as well as information on the available and desired volume of the
medium in the target flask. In addition, the pump speed for different process steps can be defined in
rom. All settings are stored in an experiment database.

From the concentration and volume data, the application automatically calculates the target weight of
the inoculum or medium to be transferred and controls the peristaltic pump accordingly. The pumping
procedure includes an optional priming step of the tube, the rapid transfer of medium orinoculum

to a defined percentage of the target weight and finally the running of the pump at slow speed until
reaching the target weight. The process is repeated according to the number of flasks to be filled u

ntil all samples have been processed.
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The results including the final volume and the effective final cell density are automatically calculated
for each sample and can be documented by means of a printer connected to the balance. You can

also optionally print labels with cell line information, lot number, passage number, cell density, and the
volume to label the filled flasks.

i Result T
X Main menu Experiment name Example experiment X
Add Media and Inoculum Administrator
Receiving flask size 5.000 ml 2019-11-18
Add Media e
Media density 1.00 g/mi 0
abe
Add Inoculum
Target vol. in rec. flask 10.000 mi 10.000 mi
k) 1.0010% cla/mi
Pump Selection . o
Target cell dens. (rec. Nlask) 1.00 10°6 cls/ml s.(prorfl) - 10.0010°% la/m
Task a.000mi
Create/Edit MYCAP CCX Experiment - Ton i $000.00000 g
ell line

abc

X\/

Material No. QAPPO09
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All-Inclusive Package QP99

The software application package All-Inclusive includes 4 different sub-packages for compliance
(Pharma (QP1)), complex weighing applications (Advanced (QP2)), weighing applications and helpful
tools (Utilities (QP3)) and connectors for data exchange (Connectivity (QP4)). The All-inclusive

package QP99 is available by factory licensing, means for new balances, only. QP99 is not available
for after sales licensing.
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Request an Activation Code

To continue using your QApp on your Cubis® balance over the long term, you will need to activate this
app as a permanent download. The activation code required for this purpose will be displayed online
and e-mailed to you at the e-mail address you specified once you have sent the completed form below
and a plausibility check has been performed.

Package Overview
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