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Quick Reference User Guide

1. Starting the software

Start the ‘QuickStep Apo-ldent’ software by double-clicking on the
desktop icon. This will open the Apo-Ident user interface.

Note: If the device’s internal temperature is too low, a warm-up phase
will start automatically. Once a temperature of at least 20°C has been
reached, the system will be ready to start.

2. Selecting the configuration profile

Choose your stored pharmacy under Configuration profile, if you
have more than one configuration profile.

Note: Our detailed instructions on page 7 explain how to create a confi-
guration profile.

3. Selecting the substance

Under Substance selection, enter the name of the raw material due to
be tested in the search field, e.g. Sodium citrate.

The name of the substance, the Latin name and the classifier that will
process the spectrum will be shown.

Note: The software will start providing suggestions once you enter the
first letter. Select the correct substance from these suggestions

Help: If the NIR analysis can provide an unambiguous result for the
selected substance, the search field will turn green. All information on
colour-coding is available on page 11.

4. Measuring by substance category

4.1. APIs & excipients (solid) and narcotic substances
(solid)

Starting the measurement

First place your sample cup containing the substance (fill height
2 - 4 mm) and the adapter ring onto the measurement point. Start
the measurement process by clicking the green button next to Start
measurement or by pressing the measurement button (green light) on
the top of the device.

Note: Some substances can also be identified using smaller quantities.
The relevant procedure can be found in our detailed instructions on page
12.

Referencing

After the first substance measurement, you will be asked to place the
reference standards onto the measurement point. Follow the software’s
instructions and place first the black reference, then the white reference,
on the measurement point.

Note: Please always use the black adapter ring. The software will
request the reference measurement after approx. 100 min.

& apo-ident

S

N
<

QuickStep Apo-ldent

o

Search:  Sodium citrate]
. Classifier  APls 8¢ excipients, solid
Substance selection

MName: Sodium citrate

Latin: Natrii citras

Start measurement . Apply the sample cup with the selected substance.

o

black reference white reference

black refert White refe’
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Quick Reference User Guide

4.2. APlIs & excipients (semisolid/liquid)

Transflectance reference measurement

Start with the transflectance reference measurement. Place the clean
transflectance insert feet-down into a clean, empty sample cup. Using
the adapter ring, place the cup, with the transflectance insert, onto
the Apo-ldent device’s measurement point. Start the transflectance
reference measurement by clicking the green button.

Important: Both the transflectance reference measurement and the
liquid/ointment measurement must be conducted using the same
transflectance insert and sample cup, otherwise identification may not
be possible.

Note: Once the transflectance reference measurement has been
successfully completed, start the substance measurement within 5
minutes. If no measurement is taken during this period, the transflectance
reference measurement must be repeated.

Referencing

After the transflectance reference measurement has been carried out,
you will be asked to place the supplied reference standards onto the
measurement point.

Please follow the referencing instructions under 4.1 of the Quick
Reference User Guide.

Starting the measurement

Place your sample cup containing the substance, the transflectance
insert and the adapter ring onto the measurement point. Start the
measurement process by clicking the green button next to Start
measurement or by pressing the measurement button (green light) on
the top of the device.

Note: Make sure you press the transflectance insert feet-down onto the
bottom of the sample cup properly so that no air bubbles are visible.

5. Result

After a few seconds, the device will show you whether the substance has
been identified.

Note: In the event of a negative result, please read the further information
on non-identification. Check/repeat your measurement process
accordingly.

6. Report details

Following successful measurement, complete all mandatory fields in
the Report details section. The fields Correction factor weighing,
Comment and Additional tests may be completed if necessary.

If you see a warning sign 44 in any of the input fields, it means input is
still missing and the report cannot yet be created.

7. Creating the report
You can now save the measurement result, view the test report as a PDF
file, or print it out.

Note: Once you select one of the icons, the measurement result will
be saved automatically. You may also print out a label using your label
printer (small printer symbol).

Transflectance insert

L
=

Transflectance reference . ease use the

Neme: Sodium citrate
nirsResut:  Mateh

Result
Volue: 99,9% (Limits 28% to 100%)

Validatiors ~ Available

Smith

Caelo

: 23456
PEN: 1234567

Report details Use-by date: December (2025 |
Corr. factor weighed portion:
Comment: |
Additional tests: (empty)

Test number: 190110084743

Create report E |E| é =
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1.1. Safety instructions

Please read the safety instructions carefully.
« Make sure the input voltage matches the voltage shown on the type plate.

» Environmental factors such as high temperatures and high air humidity should be avoided just as much
as dust, dirt and aggressive gases.

» The installation site should be well aerated and not exposed to direct sunlight. Set the device up on a
flat, non-flammable surface that does not transmit any vibrations.

* If the power cord is defective or damaged, please immediately replace it with a new one. Using a
defective cord can be extremely hazardous, as the device operates at 230 V~.

* Make sure no materials or liquids get into the device. If they do, immediately unplug the device and
contact the manufacturer.

* Do not open the device.
* Do not use the device in explosive or easily flammable environments.

» Apo-ldentis often used to identify hazardous substances. This type of work should only be performed by
qualified staff. If you are not totally sure, contact your supervisor or an expert.

1.2. Software installation

» Connect the provided USB stick to your computer.

» Drag the ‘Apo-ldent’ folder to your desktop and open the ‘Current software’ folder contained inside
it. Start the installation process by double-clicking QuickStep_*.exe. Read and accept the licensing
conditions, and follow the setup assistant.

» Then double-click the IdentModul_*.exe file. Read and accept the licensing conditions, and follow the
setup assistant.

« If the installation is successful, you will then be shown an update certificate. Save this in the ‘Apo-ldent/
Update certificates’ folder, stating the version or the date.

1.3. Connecting the analytical instrument

Apo-ldent needs a power connection and computer/laptop (see p. 24 for system requirements) installed with
Apo-ldent software.

Follow these steps:

 Insert the power cord into the socket on the back of the device and connect it to a 230-V earthed socket.
(The analytical instrument also operates on any other conventional earthed power supply from 100 V to
240 V~ and 50/60 Hz.)

» Connect Apo-ldent to a USB port on the computer/laptop using the USB cable provided. The Apo-Ident’s
USB port is located on the back of the device.

» Turn on the device. The power switch is also on the back.
» The indicator light on the top front panel will be red, signalling that Apo-ldent is now ready to use.
» Once you have selected a substance, the light will turn green, and you can start measuring.



1.4. Starting the software

Start the ‘QuickStep Apo-ldent’ software by double-clicking the desktop
icon. This will open the Apo-ldent user interface.

Note: If the device’s internal temperature is too low, a warm-up phase
will start automatically. Once a temperature of at least 20°C has been
reached, the system will be ready to start.

1.5. Apo-ldent settings

When the program starts for the first time, the settings will automatically
be displayed. A demo profile used for presentations is set as the default.
With this demo profile you won’t be able to create any valid test
reports.

1.5.1. Test-report settings

Configuration profile > Click on the ,T“ symbol on the right of the
configuration profile to create your own profile.

Enter your pharmacy’s name as your profile name, and confirm by
pressing <OK>.
This will open another window asking you to enter your licence key.

Note: If you are using Apo-ldent in more than one pharmacy, you will
need an individual licence key and an individual configuration profile for
every pharmacy.

For new customers, the licence key is entered by our sales staff upon
delivery.

Thereafter, you will find it on the desktop as a PDF under ‘Licence
documents’ in the ‘Apo-ldent’ folder or on the USB stick provided.

You will need your licence key again in the following cases:

e New installations
e Achange of computer

Existing customers will have received their licence key from us by e-mail.
Copy the licence key from the PDF file and enter it.

Note: Existing customers from before 06/2017 will not have received
a licence key with their Apo-Ident delivery. We can provide this to you
upon request via e-mail at kundenservice@apo-ident.de.

Confirm this by clicking <OK>. This will store your address data for the
test report in your profile.

Note: If your pharmacy name or address changes, a new key will have
to be requested.

N
N

QuickStep Apo-ldent

&

Conhiguration prefile Deme protile
Customer numben:
Company/Name:

Street name with number.

ZIP code and name of town:

¥ New profile

JJJJJ

Enter the name of the configuration profile: | Your pharmacy namé

& Import licence key

Pleace enter license key:

oK

Cancel



File name starts with > This is where you can select whether the
‘Primary substance name’ (English) or ‘Latin substance name’, if
available, is to be used in the test-report file name.

Archive location > If one profile has been created, the software
automatically saves the archive (test reports) on the desktop at:
Desktop/Apo-Ident/Archiv/Profile_Name1

If a second profile has been created, the software also automatically
saves the second archive at: Desktop/Apo-Ident/Archiv/Profile_Name?2

This prevents multiple profiles from being saved in the same archive,
and safeguards against errors when retrieving archives.

Note: During initial installation by our sales staff, the ‘Apo-Ident’ folder
structure will be created for you. The archive is integrated into this. If
you wish to set a different storage location, move the entire ‘Apo-ldent’
folder from your desktop to the new location beforehand. This new
location could be a local drive or a network drive on your computer.
You can change the archive directory by clicking the folder icon in the
settings. On the left, select the relevant drive in the ‘Select archive
directory’ window that appears, and on the right the folder to which you
wish to move the ‘Apo-Ident’ folder. Your changes will be applied when
you close the settings. The ‘Archive’ button in the menu bar enables
you to check whether the new path has been implemented.

Report version > Use this function to select the language/format of
the test report for the selected profile. The setting applies to the report
heading, printed label and rankings list (PDF).

Note: If you realise that the report version needs to be changed after
the report has been checked and saved, make the necessary changes
under Settings and re-save the report. This avoids you having to repeat
the measurement.

& apo-ident

S

¥ Apo-Ident Preferences X

E Report Settings

Configuration profile] Your pharmacy A+ ==

Customer numher: 10034

36 Apo-ident Preferences X

&l Report Settings

Configuration profile| Your pharmacy |+ =2

Customer number:
Company/Name:
Street name with number:

ZIP code and name of town:

=

Archive location: C:\Users\localuser\ Desktop\ Apo-Ident\Archive\Your_pharmi [}

& Select Archive Directory

74| localuser [~ Desktop | Apo-Ident || Archive |Your_pharmacy

Places Mame

Filename starts with:

“ Search

& Recently Used

Reoort version: Great Britain E] ‘

Show difference of back-orojections: Germany k

Austria

IcentModule Settings Great Britain

=] Label Printer Settings Switzerland



1.5.2. Ident-Modul settings

Leave the settings with their defaults (ID: ‘Local Ident module’).

1.5.3. Label-printer settings

Installing driver software

First install the drivers, which can be found under Useful/Brother drivers
on the USB stick supplied. Select your model and launch the D_SETUp.
exe application. Follow the installation instructions. Alternatively, the
latest drivers can also be found online in the Brother Solution Centre.

Setting up the Apo-ldent software

Once you have successfully installed the drivers, you can select your
printer from the list of Standard label printers (Brother QL-700 or older
models) under Label printer settings.

Settings with continuous DK-22205

Select the following settings:

* Page size: 62 mm

*  Orientation: Rotate 0°
Advanced Layout settings

e Label width / mm: 62.0

* Label height / mm: 35.0

+  Xoffset/ mm: 0.0

* Y offset/ mm: 0.0

* Scale factor: 1.00

Click the ‘Open printer settings’ tool icon on the left. Enter the following
data in the dialogue box that appears:

* Paper size: 62 mm

* Length: 35.0

*  Feed: 3.0

*  Orientation: Portrait

e Quality: Give priority to print quality 300 x 300 dpi

First click <Apply> and confirm by clicking <OK>. This will take you back
to the Apo-ldent software settings.

Note: You can check your settings by starting a test print. To do so, click
the ‘Print test label’ icon in the middle.

If your test print was successful, click <Close>. Your settings will now be
applied and saved.

Desktop »

Apo-ldent >

useful »

Mame

64
%86

€3 D_SETUP.exe
D dsetuph.dat k

dsetuph.exe
=} p

Brother_driver >

QL-700

=] Label Printer Settings

Standard label printer: |Brother QL-700

Page size:

(=) Label Printer Settings

Standard label printer: Brother QL-700

Page size: 62mm

Orientation:

MNone

Rotate 0%

& Advanced Layout Settings

Label width / mm: | 620 2
K-offset / mm: 00 [

Scale factor: 1.00 £

Reset printer settings

| | EN )

Label height / mm: | 35.0 =
V-offset / mm: 00

|

Basic  pdvanced Other

Paper Size: E2mm
Width; B2.0 mm
Length ®0  =om
Feed: 3.0 = mm
Orisntation: (®) Portrait () Landscape
Bt |:1 a [ Collate

Gl 1A

[ Rewverse Order

Quality Give pricrity to print qualite 300 = 300 dpi
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Settings with single labels DK-11201

Select the following settings:

£ Label Printer Settings

+ Page size: 29 mm x 90 mm S e i 0 Jx & @
+  Orientation: Rotate 90° clockwise o e 3
Advanced Layout settings e RN
- Label width / mm: 29.0 M - e
* Label height / mm: 89.9
+ Xoffset/ mm: 0.0
* Y offset/ mm: 0.0
» Scale factor: 1.00
Click the ‘Open printer settings’ tool icon on the left. Enter the following
data in the dialogue box that appears: E' | @
* Paper size: 29 mm x 90 mm
+  Orientation: Portrait il Ciezd @l
«  Quality: Give priority to print quality 300 x 300 dpi Zomm » Somm -
o [©5 e
First click <Apply> and confirm by clicking <OK>. This will take you back Fesd a0
to the Apo-ldent software settings. Ottt e ORetel @ ik
. . . . s 2l o DO
Note: You can check your settings by starting a test print. To do so, click [ Reverse Order
the ‘Print test label’ icon in the middle. sl five prerty 1o prnt sty 30 % J00 di -

If your test print was successful, click <Close>. Your settings will now be
applied and saved.
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Measurement

2. Measurement

Enter the raw material due to be tested in the search field Substance
selection. The search field will recognise both English and Latin
substance names.

Notes: The sofware will start providing suggestions once you enter the
first letter. Please select the correct substance from these suggestions.

Green dot: NIR-analysis can confirm the identity of this substance with
an unambiguous result — Section 2.1./2.2.

Yellow dot: A yellow dot next to the name means only an ambiguous
test result can be achieved for the substance, i.e. the identity is limited to
few options, but more than one. After entering the substance, the search
field turns yellow — Section 2.3.

Red dot: The substance cannot be identified using Apo-ldent. But these
substances are pre-set in order to document the results of other tests in
the test report. After entering the substance, the search field turns red.
— Section 2.4.

Grey dot: You can generate substances yourself in the substance ma-
nagement area to create a test report for user-defined substances and
document other test results. These substances cannot be identified by
Apo-ldent. After entering the substance, the search field turns grey.
— Section 2.5.

2.1. APIs & excipients (solid) and narcotic substances
(solids) clearly identifiable using Apo-ldent

Starting the measurement

First place your sample cup containing the substance with the adapter
ring onto the measurement point. Start the measurement process by
clicking the green button next to Start measurement or by pressing the
measurement button (green light) on the top of the device.

Advice: ‘Filling sample cups (solid substance) correctly’
Pour around 2 - 4 mm of the test substance into the sample cup. Make
sure the bottom of the cup is covered evenly. The transflectance insert is
not used for solid substances.

Note: Some substances can also be identified using smaller quantities.
See Section 2.1.1. for instructions.

Substance selection

Substance selection

Substance selection

Substance selection

Start measurement

Search:

Classif

Name:

Latin:

. Apply the sampl

Search: Sodium citrate|
Classifier  APIs & excipients, solid
Mame:  Sodium citrate

Latin: Natrii citras

Cooling cream DAE|

e APIs & excipients,liquid)/semi-solid (with analysi cerifcate)

Cooling cream DAB

Unguentum leniens

Search:  Phosphoric acid 25%
Classifier: Userdefined Substances
Neme:  Phosphoric acid 25%

Latin:  Acidum phosphoricum 25 %

search: | Aerosil
Classifier: Userdefined Substances
Name:  Aerosil

Latin: n/a

le cup with the selected substance.

%
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Measurement

Referencing

After the first substance measurement, you will be asked to place the
reference standards onto the measurement point. Follow the software’s
instructions and place first the black reference, then the white reference,
on the measurement point.

Note: Please always use the black adapter ring. The software will re-
quest the reference measurement after approx. 100 min.

Result

After a few seconds, the device will show you whether the substance has
been identified.

Note: Inthe eventofanegative result, please readthe furtherinformationon
non-identification. Check/repeat your measurement process accordingly.

Report details

Following successful measurement, complete all mandatory fields in
the Report details section. The fields Correction factor weighing,
Comment and Additional tests may be completed if necessary.

If you see a warning sign £ in any of the input fields, it means input is
still missing and the report cannot yet be created.

Create report

You can now save the measurement result, view the test report as a PDF
file, or print it out.

Note: Once you select one of the icons, the measurement result will
be saved automatically. You may also print out a label using your label
printer (small printer symbol).

2.1.1. Measurement using sample insert for small
substance quantities

Some substances in the APIs & excipients (solid) and Narcotic
substances (solids) categories can also be identified using smaller
quantities. This requires a sample insert and the associated white
reference for sample insert, which is mandatory for referencing.

An overview of all substances which can be measured using the sample
insert can be found under <Help — Subscribed substances with
sample insert>.

Enter the substance due to be tested with the sample insert in the
search field. Under Starting the measurement, the Use sample insert
checkbox appears on the right-hand side. Tick the box if you are using
the sample insert.

First place your sample cup containing the sample insert and
substance, as well as the adapter ring, onto the measurement point.
Start the measurement process by clicking the green button next to Start
measurement or by pressing the measurement button (green light) on
the top of the device.

S

black reference

black refert

4

Result

Report details

ﬁgpr

d

po-ident

white reference

White refef
Neme: Sodium citrate
niesresu: NMateh
Value: 99,9% (Limit: 98% to 100%)
Volidation: ~ Available
ap Smith
Man Caelo
Batch 2346
b 234567
Use-by date: December  v|(2025  +|

Corr. tactor weighed portion:

Additional tests: (em

pty)

Test number: 190110084743

Create report

Substance selection

BB &a

Transflectance reference @

Start measurement @ v e ssmpiecopwin the seected subtance

Use Sample Insert

)

®

L

B

\f 5
& apo-ident



Measurement

Advice: ‘Filling sample cups (solid substance) correctly’

The sample should be poured into the sample insert to a height of
approx. 4 mm.

Referencing

After the first substance measurement, you will be asked to place

the references onto the measurement point. Please use the black
reference and corresponding white reference for sample insert, as it
will otherwise not feasible to identify the substance

Note: The software will automatically re-request reference
measurements after approx. 100 min.

After a few seconds, the device will show you whether or not the
substance has been identified. Then proceed as per usual.

2.2. APIs & excipients (semisolid/liquid) clearly identifiable
using Apo-ldent

Transflectance reference measurement

Start with the transflectance reference measurement. Place the clean
transflectance insert feet-down into a clean, empty sample cup. Using
the adapter ring, place the cup, with the transflectance insert, onto
the Apo-ldent device’s measurement point. Start the transflectance
reference measurement by clicking the green button.

Important: Both the transflectance reference measurement and the
liquid/ointment measurement must be conducted using the same
transflectance insert and sample cup, otherwise identification may not
be possible.

Note: Once the transflectance reference measurement has been
successfully completed, start the substance measurement within 5
minutes. If no measurement is taken during this period, the transflectance
reference measurement must be repeated.

Referencing

After the transflectance reference measurement has been taken,
you will be asked to place the supplied reference standards onto the
measurement point.

Please following the referencing instructions under 2.1 for this.

black reference

black refert

4

Transflectance insert

i |

4

Transflectance reference . Plez
c

white reference for si

—
White refer!

S
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Measurement \vl apO—ident
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Starting the measurement

Place your sample cup containing the substance, the transflectance
insert and the adapter ring onto the measurement point. Start the
measurement process by clicking the green button next to Start
measurement or by pressing the measurement button (green light) on
the top of the device.

Advice: ‘Filling sample cups (semi-solid substance) correctly’
Once the transflectance reference measurement is complete, remove
the transflectance insert from the sample cup and hold it up from its feet.
Use a thin spatula to take about a hazelnut-size amount of the substance
and scrape it on one of the transflectance insert’s straight edges.

Place the empty sample cup over it, and spread the substance over the
entire area. To finish, press the insert into the substance until all three
of its feet visibly touch the bottom of the cup. Make sure there are no air
bubbles under the transflectance insert.

Advice ‘Filling sample cups (liquid substance) correctly’

Once the transflectance reference measurement is complete, remove
the transflectance insert from the sample cup. Pour a bit of liquid into the
cup so that the bottom is fully covered. Place the transflectance insert
feet-down into the sample cup. A part of the substance should visibly rise
up between the sample cup and transflectance insert. Hold the glass up
and make sure there are no air bubbles under the transflectance insert.

Result

After a few seconds, the device will show you whether the substance
has been identified.

Note: In the event of a negative result, please read the further infor-
mation on non-identification. Check/repeat your measurement process
accordingly.

Result

Report details

Report details
Following successful measurement, complete all mandatory fields in

the Report details section. The fields Correction factor weighing,
Comment and Additional tests may be completed if necessary.

If you see a warning sign £ in any of the input fields, it means input is
still missing and the report cannot yet be created.

Create report

You can now save the measurement result, view the test report as a
PDF file, or print it out. Create report

Note: Once you select one of the icons, the measurement result will
be saved automatically. You may also print out a label using your label
printer (small printer symbol).

Name: Ethanol 70% pure / denatured

NRSResul: - Match

Value: 99.1% (Limits s8% 0 100%)

Validation: ~ Available

Smmith

23456

Batch number: 1234567

PPN: 1234567

Use-by date: December  ~|[2025 |
Con. factor weighed portion:

Comment:

Additional tests: (empty)

Test number: 190110105409

HE&sa




Measurement

o-ident

2.3. How to deal with substance that lead to ambiguous test
results?

There are groups of substances with similar NIR-spectra, so NIR-analysis
cannot safely discriminate between them. Such substances are marked
with a yellow dot in front of the substance name. In this case Apo-ldent
can only confirm that the substance under test is one of the substances
in the list. Additional test may lead to an unique/unambigous test result.

Click on the warning sign 41 to the right of the selected substance for

Search: | Cooling cream DAB]

more information. A ——
Substance selection Name:  Cooling cream DAB

Click <Show as PDF> if you wish to print this information. [ ———

Starting the measurement

Proceed as normal with your measurement (see Section 2.1. or 2.2.) W Cooling cream / Cooling cream with rose oil

. . . nrskesut: - Match (Additional Tests required)

Following successful measurement, complete all mandatory fields in Result s 99.5%Lmusssi 0%

the Report details section. The fields Correction factor weighing, ———

Comment and Additional tests may be completed if necessary. o

If you see a warning sign 44 in any of the input fields, it means input is s

Report details Usecby date: December v|[2025 |

still missing and the report cannot yet be created.

(empty)

Test number: k 190118090956

& Additional tests (Method and Result) X

Using the software to document additional tests

An additional test and test results can be entered in the software using Fllowly it pass, odour gty The oz o
the Additional test function.

If the result of the additional test is available at the time of measurement,
this may be documented by clicking the <Identified> checkbox. Your
data will be applied by clicking <OK>.

The text input and final result will then appear directly in the test report.

Final result: [] Identified Cancel oK
i\

LS

Result NIRS: The sample has been identified as a substance within the group Cooling
cream ! Cooling cream with rose oil*.

If the additional test is performed later on, methods and the final test e 995 (Imfs 90 0% o 100%)

All other substances of the database have been excluded on the basis of the NIR

Manually entering results onto the printed report

spectrum. The test resultis only conclusive with additional tests which

result will be manually noted on the printed test report afterwards. Do difrantats witin th goup
. e . . * Cooling cream DAB 6 (stabilised, contains rose oil); Cooling cream DAB
not tick <Identified> checkbox in this case.

Complementary tests: Yellowly white paste, odour slightly like rose oil
(Method and results)

Conclusion: Cooling cream DAB has been clearly identified

> Attach test certificate here or on the following page <

15
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2.4. Particularities for substances not identifiable using
Apo-ldent

Not identifiable: Substances which cannot be identified using Apo-
Ident, e.g. because they do not have a sufficient signature in the NIR,
are highlighted immediately after the name has been (partially) entered
(a red dot appears next to the name. After entry, the search field turns
red and an information window appears).

Identifying this substance requires a different test method.

But the Apo-ldent software enables reports to be created without a
measurement. To do this, click <OK> and complete the mandatory
information on the substance.

Note: The method and result can be entered directly in the software
(under Identity tests) or manually onto the report. This requires ente-
ring details of the final result.

Entering the identity test using the software

The identity test method and test result may be entered in the software
via the Identity tests function.

If the result of the identity check is already available at the time the report
is created, it may be documented by clicking the <Identified> checkbox.
Your data will be applied by clicking <OK>.

The text input and final result will then appear directly in the test report
(see also Section 2.3.).

Manually entering the result on the printed report

If the Identity test is performed later on, the method and final test result
has to be manually noted on the printed test report afterwards. Do not
tick <Identified> checkbox in this case.

— >

& apo-ident

S

Search: | Phesphoric acid 25%

Classifier. Userdefined Substances

Substance selection Name: Phosphoric acid 25%

Latin:  Acidum phosphoricum 25 %

Search: Phosphoric acid 23%
Claczifier  Ucerdefined Substances
Mame: Phosphoric acid 25%

Latir: Acidum phosphericum 23 %

¥ou have chosen a substance of the Classifier
‘Userdefined Substances'. In thic mode you can create

[+ ] a pretocol without NIR measurement. Please fill in the
mandatory input fields for this substance.

Name: Phosphoric acid 25%
neskesu: N ot NIR-active

Result

Smith

Caelo

Batch number: 23456
PPN 1234567
Report details Use-by date: December  v|[2005 |
Corr. facter weighed portion: ||
Comment

Identity tests: (empty)

Teﬂnumbevk 190111115511

Identity tests:
(Method and results)

Conclusion: Phosphoric acid 25% has been clearly identified
Cves  [ONo

> Attach test certificate here or on the following page <

Approved by

Name DateiSignature,




Measurement

2.5. Substance Management

The Substance Management function is a new feature in the Apo-Ident

software. It enables you to manage or create additional substances for iail T
which you can still create reports, despite them not being testable via Substance Management  Help Infa
NIR. You can also define which additional substances are available for k

selection as part of the classic identity check.

You will find the <Substance Management> function in the menu bar — «
at the top.

The Additional Substances window will open. The Substance Manage-
ment must be individually adjusted for each configuration profile.

Predefined additional substances

Substances not identifiable using Apo-Ident, but which are often re-
quested, are predefined by default. The Apo-Ident software can create
a report without a NIR measurement using all selected substances (see
Section 2.4.).

If a substance is not required in order to create the report, it may be
deselected by unticking the box. The box can be re-ticked as soon as
the substance is required again.

SHH!HHHH!HHHH!;
. b
©000000000000:

;;;;;

4

The blue info circle next to the tick shows alternative English and Latin
substance names.

Self-defined additional substances

The <Add> function enables you to create new substances for which
you wish to create test reports. The substance name must be specified;
the Latin name is optional. Re-clicking <Add> displays the newly cre-

& Add New Substance X

Substance name: | Acrosil

Latin name:

ated substance in the substance list with a grey dot. Close the window =
via <OK>. \
A report can now be created for the self-defined substance even with- il ‘
out a measurement (Method as per Section 2.4.) @ e
Search: Aerosil
Classifier  Userdefined Substances
Mame: Aerosil
Latin: n/a
pm <1
You have chosen a substance of the Classifier
'Userdefined Substances'. In this mode you can create
= | a protocol without NIR measurement. Please fill in the
A mandatory input fields for this substance. L

17
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S

2.6. Cleaning/Using sample cups, transflectance inserts and sample inserts

Sample cups

« After measuring, pre-clean the sample cups with a paper towel. This is particularly advisable after
measuring ointment and emulsions

+  Clean with detergent, warm water and a soft cloth
*  Then rinse the sample cups with clean water, and rub dry with a lint-free cloth

» Before using the sample cups, disinfect them with isopropyl alcohol 70%, and dry with a disposable
paper towel

Before measuring, particularly check that the bottom of the cup is clean and not greasy. No water
marks should be visible.

If you use the sample container to prepare a pharmaceutical product please ensure that all surfaces that
come into contact with the substance is free from any microbial contamination.

Transflectance insert

Scratches between the insert feet or severe discolouration can affect the identification process, so please
treat the transflectance insert with care.

* Never clean the insert with scourers, spatulas or other aids

* Do not put it in dishwashers!

* Roughly wipe the transflectance insert down with a paper towel

*  Clean it with detergent, warm water and a soft cloth

* Then rinse the insert with purified water, and rub dry with a lint-free cloth

» Before using the transflectance insert, disinfect it with isopropyl alcohol 70%, and dry with a
disposable paper towel, in case you do not dispose the sample

Sample insert for measuring small substance quantities

« After measuring, lightly tap the sample cup to rid the sample insert of any residual powder
» Clean it using detergent, warm water and a soft cloth

* Then rinse the sample insert with clean water, and rub dry with a lint-free cloth

+ Before using the sample insert, clean it with isopropyl alcohol 70%, and leave to dry, if you are going
to retain the sample

Measurement point / Sample window

Please ensure the Apo-ldent device’s measurement point (sample window) is kept clean. We recommend
cleaning it with a cloth soaked in isopropyl alcohol 70%.



Additional functions

3.1. Consistency percentage + threshold value

The consistency between the sample spectrum and the stored reference
spectrum is shown as a percentage. The permitted assessment range
is shown after this. If the sample spectrum is below the threshold, the
substance could not be identified (‘No match’).

Clicking NIRS result will show the spectrum measured.

3.2. Display showing the difference between the reference
and sample spectrum

If necessary, you can display the difference between sample and
reference spectrum in the test report graph (only possible for spectra of
samples which could be identified). Please note that the right-hand scale
is used for the difference line to ensure the differences are clearly visible.

Under Settings, tick the <Show difference in back-projections> option
to display the line in the report. The input is applied by pressing the
<Close> button.

3.3. Search function (query) by substance, expiration date
or other criteria

This function enables you to re-display or reprint older reports or labels.
To do this, click Query in the menu bar. This opens the archive query.

Adjust the configuration profile at the top for the search query if
necessary. Under the Substance tab, enter the name of the substance
(or test number/PPN) whose test reports you wish to search for. Click
<Execute>. This will show all test reports matching the search criteria.

To search by expiration date, click the Use-by Date/Shelf Life tab and
enter the relevant data.

After performing the query, you can select the relevant substance in the
results window and view information on the measurement/report.

You can also search by user, supplier or a batch number under the
Advanced tab.

And you can use the Timestamp query to request all measurements
from 1/1/2010, for example.

'apo-ident

Neme: Sodium citrate
neskesu:  Match

Value: 99,9% (Limits 98% to 100%)

Validatiors ~ Available

Result

Graph without display of difference

& Absorbance Spectra x

J

L

ccccc

# Achive Query b3

Configutior profile Your pharmazy v

Substarce Use-by Date/Shelf ‘e Advanced

Operatorname:

Manufacturer/Supalier or batch number:
Comment:

Timestamp: 0 [y |20 |03t o] Decemoer  -|[a3s |

Uss-by dite/Shef ife bay |0~ Decemoe | 1035 |
———

Manufacturey/Supplier Batch Nurrber Test numoer PRI Timestamo. Use-by Date/Shelf L
246 101TIB137 1234567 11/01/2019 133137 December 2005
246 19011115511 1234567 11/01/2019 115511 December 2005

19
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Additional functions

Exporting query results in CSV Format

The query results can be stored in CSV format by clicking <Save>.
Open this in a suitable program (e.g. MS Excel) to print or re-use the
list.

Copying files to individual saving locations
(e.g. on a USB stick)

If you wish to copy the selected files to a specific location, please click
the <Copy to...> button and select the desired storage location. All data
meeting the search criteria will be copied.

3.4. Display validation documents
Click on <Help>, <Validation Documents> in the menu bar at the top.
Select the relevant validation document.

After successfully completing the measurement, you can also retrieve
the validation document for the tested substance directly via the Apo-
Ident interface. To do this, click Validation in the results area.

3.5. Data backup

To send your measurement reports to the Apo-Ident customer service or
save them for data backup, click on <Help> in the menu bar at the top
and select <Data Backup>.

You can now choose whether you wish to perform a <Backup> or ex-
port data for our <Customer service>.

If you wish to change computers or perform a new installation, we
recommend backing up your data (export incl. log files, licence key,
profile).

By clicking <Save>, the relevant information will be saved in a Zip
archive on the desktop by default.

If you export the data for the customer service, your spectra will be
compressed and saved in a ZIP file. You can set how many measu-
rement days you wish to include into the archive and send or save as
follows:

o -1 = all days

e 0 = only log files
o 1 =1 day

o« 2 = 2 days

o etc.

By clicking <Save>, the relevant information will be saved in a Zip archive
on the desktop by default. You can now send it to us using our uploader
https://hiperscan-download.de/upload.

& apo-ident

S

[7) TCM - Granulated herbal extracts (PhytoComm)

() Narcotic substances, solid

=] ry

Help Into

[ User Manual
[ Service Center Online Help

Validation Documents 4
[ Data Backup

Data Export for
@ Backup O Customer service Included days: (-1 =

Data Export for:

O Backup ® {Customer senvice| Included days: -1 %




Additional functions

3.6. Identification details (rankings)

Apo-ldent compares the measured spectrum with all samples stored in

the reference database. 20 results with the highest match will be shown :‘;R‘t :::::m cltrate

in the rankings list. To display the rankings, click on Value in the Result Result e 99,9% L
section. .

This will show the identification details. Selecting the <Show as PDF>

button will export the displayed table in PDF format, and enable you to + entesion s 8
print and store it together with the report.

Sodium citrate 0662 09995 LE::]

Sodium citrate 2859 09720 09791
Gentamicin sulfate 21081 0.8642 07533

Position 1 (#1 rank) shows the reference sample displaying the highest
match with the sample. If the criteria for identifying the substance have

Gentamicin sulfate 22857

2

3

) Gentamicin sulfate 22604 08507 05621
5 06552
6

been met, this will be shown in green. L e i
The nearest reference samples are marked in red, and are not directly B
taken into account when rating the measured sample spectrum. For S
substances combined in groups, please be aware that the name listed T T

in the ranking (classification) may differ from the substance name. The T
group name will be shown in this case (e.g. ‘Triglycerides’). S

19 Beclometesone diprapionats, <nh

This view enables the user to understand and assess the identification
result.

The list shows the calculated statistical results of the analysed sample
spectrum for the next 20 reference samples. The individual terms are
explained on page 23.

3.7. Help

The software’s <Help> menu item offers you different support methods

for safely using Apo-ldent. isi o
Help Info

Operating Manual > The detailed operating instructions for the Apo- [ Operating Manual

Ident analysis device.
y @ Service Centre Online Help

Service Centre Online Help > You will be redirected to the Apo-ldent I BT e aT S ’
Service Centre. This requires Internet access. There you will find the [ Data Backup

latest instructions, substance lists and software. You can also download Additional Tests ;
information material and order forms, and retrieve previous validation [ Subscribed Substances

documents and the open-source code. D Subscribed Substances with Sample Insert

Validation Documents > The validation documents are each divided [ Update Changes
into substance categories. You can retrieve the entire document here,

or jump straight to the validation report for the respective raw material

after each measurement — Section 3.4.

Data backup > see Section 3.5.

21
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Additional functions

Subscribed substances > This is where you will find an overview of
the substances that can be measured using Apo-ldent.

Subscribed substances with sample insert > This is where you will
find an overview of the substances that can also be measured in small
quantities by using the sample insert.

Update changes > The latest update changes will be shown.

3.8. Info

This is where you can obtain information on the installed versions,
organise a team-viewer session under <Start Online Support> or view
the <Certificate> for installed software updates.

S

L

-ident



Definitions

Term

Explanation

Assesment

Rank

Classification

Sample-ID

Significance

Confidence

Correlation

Distance

Rating

Specificity
(only for the PhytoComm
substance group)

Recognition rate
(only for the PhytoComm
substance group)

Calculated ranking of consistency (match) between the measurement and the

reference samples stored in the database

Substance or substance group clear-
ly distinguishable using Apo-ldent; a
substance group represents multiple
substances not clearly separable using

Apo-ldent, but which are available for the Classifications are marked yellow (non-

measurement (e.g. ,triglycerides®).

unique result)

HiperScan GmbH identification number assigned to reference samples whose
spectra are used to build the Apo-Ident reference database. Detailed information
on all reference samples can be found in the validation documentation.

Measure of the distance between the
measurement result and the mean
value of sample/classification reference
measurements.

Outlier evaluation

A statistical measure of the similarity
between the back-projection of

the stored reference spectra mean
value and the back-projection of the
measured sample spectrum.

A measure of distance between the
mean value of a reference sample
stored and the measured spectrum as
a function of the principal component
space (Mahalanobis distance).

The overall rating (regarding the
aforementioned criteria) of the
measured spectrum, as shown (or
would be shown) on the screen and in
the report.

The higher the value (maximum 1), the
closer the measured sample spectrum
is to the stored reference values.

The higher the value (maximum 1), the
better the measured sample spectrum’s
fit in the distribution of the stored
reference values.

The higher the value (maximum 1),
the higher the correlation of the back-
projections.

The smaller the value, the closer
the sample spectrum is to the stored
reference values.

The higher the value (maximum

100 %), the closer the sample is to the
stored reference values. The defined
minimum value for identification is 98%.

The specificity of a classification is the true negative rate. It denotes the
percentage of the spectra truly classified as non-identified during the validation.

This is the true positive rate. It denotes the percentage of the spectra truly
classified as identified during the validation.
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Technical data and disposal

5.1. Technical data

Analysis method

S

Near-infrared spectroscopy

¥ ano

-ident

Measuring time

< 15 seconds

Spectral range

1000 - 1900 nm

Spectral resolution 10 nm
Wavelength accuracy +1nm
Wavelength reproducibility £0,3nm

Automatic recalibration/equipment check

Integrated wavelength and white standard

Operating temperature

15-35°C

Dimensions 232 x 210 x 282 mm
Weight 5.2 kg
Interface USB, Type B

Operating voltage

Software

100 - 240 V~/50/60 Hz/60 W

QuickStep Apo-ldent

System requirements

+ EMC Directive 2014/30/EU

¢ PC with Windows 7 SP1, Windows 8.1,
Windows 10

Ubuntu Linux 16.04., 18.04. operating system

¢ min. 1 GB RAM
¢ min. 1,6 GHz Pentium
* 0,5 GB disk space

c € The device complies with the following EC regulations

» Low-voltage Directive 2014/35/EU
* RoHS-Directive 2011/65/EU

5.2. Disposal

In accordance with the European Directive, electric and electronic devices should not be
disposed of as household waste. Their components need to be recycled or disposed of
separately, as toxic and hazardous components may cause long-term damage to health and
the environment if not disposed of correctly.

I According to the WEEE directive 2012/19/EU (in Germany ElektroG), you are obliged to

appropriately dispose of electrical and electronic devices at the end of their life. If you have not
implemented any such process at your company, HiperScan GmbH as manufacturer, will recall the device.

HiperScan hopes you enjoy using Apo-ldent! We will be glad to assist if you have any questions.

HiperScan GmbH
Weilderitzstralle 3
01067 Dresden
Germany

y‘ hiperscan

+49 351 212496 0
+49 351 212 496 99

www.hiperscan.com
info@hiperscan.com




