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About Gradient

» The current team at gradient in Proof and KV Solutions department
consists of 55 people. The whole group is about 1100 employees.

» Developing software solutions to meet the exact specifications of our
clients is a constant challenge, which we approach with great
motivation and enthusiasm.

* Gradient.Systemintegration GmbH has clients all over the world and
this internationality is reflected in the composition of our staff.

gradient.

* Close customer contact is something we take literally: our
headquarters is in South Germany but we also have employees
working all over Germany.

* Allarge number of our clients come from the health care sectorand
the printing industry.
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Request

for new packaging
P I ao D U CTS FA M I LY Department for approving
pharmaceutical products PIXEL Pﬁoggoﬁ ARTWORKPLUS
IN THE PRODUCTION

PROCESS s
This w orkflow is typical and show s all steps from initial request for a new

PDF from
pharmaceutical company PIXEL PROOF TEXT PROOF
packaging or a change of an existing until the shipment to the end customer
—the patient

WORKFLOW

Prepress

Print

Further processing
PIXEL PROOF

WORKFLOWY

Outgoing goods

Incoming goods

Quality control

Packing

Despatch

End customer

Artwork Lif e Cycle Management| 8



Artwork Life Cycle Management

Critical points in the workflows are present
and can lead to serious conseguences
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Errors on pharmaceutical packaging
causes product recalls

* Wrong text flow

* Wrong word separation

* Text deviation

* Logos

» Barcode error (printing quality, content)

* Braille deviation (missing dots, height dots)
+ Colour deviation

* efc...

Errors in pharmaceutical packaging| 10
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Artwork Life Cycle Management
Errors on pharmaceutical packaging causes productrecalls
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SYSTEMINTEGRATION

ARTWORKPLUS

by gradient

(Bl Pixel Prot Woddlow (Worflow: Complete wordlow)

Fully-automated Artwork creation

Load References +

Layers

+ Design of folded boxes,

tubes, labels etc. within minutes
* Minimizes the number of errors
and correction runs

* Intuitive usability
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TEXT PROOF

by gradient

Digital pre-press text checking

» Checks documents for differences within seconds

» Saves time-consuming manual proofreading
» Compatible with Microsoft Office,
OpenOffice, PDF and RTF filesy

and so on do not have any influence on the examination result

been entirely developed in our company. We are at your

brn ein innovatives Produkt entwickelt, um ihnen die
eneingangskontrolle bzw. Warenausgangskontrolle zu

rolle mittels Blaufilm wird durch ein schnelles und absolut
rsetzt. Die fehlerbehaftete und zeitintensive manuelle Priifung

.g. protocol print out as well as data transfer into other systemsj
ompliance with GAMP 5 and 12 CFR Part 11 regulations.

der Pharmaindustrie gerecht zu werden und eine sichere sowidj
trolle zu erreichen, hat unser Entwicklungsteam in enger

gradient.

changes of lighting conditions and so on do not have
any influence on the examination results.

Special solutions

This examination software has been entirely
developed in our company. We are at your

disposal for adjustments like e.g. protocol print out
as well as data transfer into other systems like SAP.

Validation
PixelProof was developed in compliance with GAMP
5 and 21 CFR Part 11 regulations.

PRODUKTBESCHREIBUNG

Einleitung

Um den hohen Anforderungen der Pharmaindustrie
gerecht zu werden und eine sichere sowie
nachvollziehbare Qualitatskontrolle zu erreichen, hat
unser Entwicklungsteam in enger Zusammenarbeit
mit Anwendern ein innovatives Produkt entwickelt,

lhnen j

Validie
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PIXEL PROOF

WORKFLOW

A new era in the Packaging Control




PIXELPROOF (PP)

the story

v' 14 years ago - PlxelProof (32 bit version)

v’ 13 years ago — Braille analysis was integrated in PP

v 12 years ago - PP2 (64 bit version)

v Year 2007 — Barcodes (PP could now analyze and check also barcodes)
v Year 2008 — Bralille heightanalysis according to ISO (DotScan)

v Year 2009 — 2D Codes ( barcode quality analysis according to ISO)

v' The next improvement was that PP was now able to support all kinds of

scanners.

v StepAndRepeat function. Printing sheet proofing.
v Year 2012 ISO certification

v Year 2015 Spectrometer support - color measurement

PPWF - ANEW ERA IN PACKAGING CONTROL

Pixel Proof Workflow | 15
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For over 15 years was our team working hard to make
our system as perfect as possible. We gathered
specific knowledge and tremendous experience. We
never stopped analyzing the requirements of modemn

market, which we to be honest created by ourselves 10

years ago ©. We were inspired by our clients and

striving for more perfectness. And nowwe would like to

present you the result of our efforts
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PIXELPROOFW ORKFLOW (PPWF)

the story of success

v PPWF is a process driven system based on WorkFlowEngine
(specialized WorkFlow configurated in accordance with customer's
process)

v Multiuser possibility in project collaboration

v Multiple increase in performance due to multiprocessing and
multicomputing

v New modern user interface — leads user through the system
(workflow), allows to avoid routine mistakes, provides more effective
guality control process validation

v Developed more powerful comparison engine, e.g. based on edge
comparison, which allows to detect mistakes in low contrast areas
(also color independent)

v Multiple error processing

v Innovative customizable Reports

PPWEF is the most powerful system on the market
v GAMP5, FDA part 11 conform, audit trail, digital signature

allowing to solve any known for today problems, Which

v’ Data Base and Documents signed with certificate
can be easily called a new era in automatization in
v’ Fully fulfil Data Integrity requirements
quality control process.

PPWF - ANEW ERA IN PACKAGING CONTROL

Pixel Proof Workflow | 16
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Workflow Step by step
to avoid any mistake by user

The system leads the user through the entire process step-by-step, which eliminates
the risk of skipping a stage. Introducing authorized access for trained staff avoids mistakes caused by faulty operation.

G =

Home Load documents

Pixel Proof Workflow| 17
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Detailed explanation of Pixel Proof Workflow

» With Pixel Proof Workflow you can perform a digital Proofreading Pixel
by Pixel on either a PDF file before it is printed or you can use Pixel
Proof Workflow for the inspection of incoming printed packaging
material before it is going into production.

* You compare a master file with a new PDF or with a scanned image of
packaging material like cartons, leaflets, foils, labels etc.

* Pixel Proof Workflow is the main product of gradient.Systemintegration
and the standard in digital proofrading with more than 200 installations
worldwide.

The following slides will explain the workflow of Pixel Proof

Pixel Proof Workflow | 18



PIXEL PROOF

WORKFLOW

Proofreading of all printed
Packaging materials

* Folded boxes leaflets, foils etc.
are checked for their accuracy

» Checks braille and barcodes as well as
the quality of the printing and embossing

* Modular system — adjustable
to customer requirements

* PDF : PDF check without additional hardware
PDF : Scan check with additional hardware
(Scanner)

Products | 17
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Functionalities gradient,

» Evaluation of text deviations
» Evaluation of Braille and code results

- @® 000D

Text: 5 mg

»
}ii ‘)‘, 3. Braille result
A The text willbe decode and willbe displayed as clear text.

The height of each Braille dot will be displayed in decimal
milimeters.

y - ) Extremely low dots willbe marked in red.
£
}i '

2. Textdeviation
In the result image, deviation willbe
displayed in color and can be evaluated EAN13

806104"05016 8806104050161

4. Coderesult

1. Automated recognition
of Barcodes, Braille, PDF Layers

Pixel Proof Workflow | 20
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YSTEMINTEGRATION

Checking workflow with Pixel Proof Workflow
(Layout and Pre-press)

A.  Customer Ready

PDF to print PDF
as reference

Comparison 11 . Evaluate the . Print out the ‘
PDF to PDF Iin ® deviations — protocol >
n:n =

Pre-Press PDF k

(Assembly) PDF

Pixel Proof Workflow | 21
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YSTEMINTEGRATION

Checking workflow with Pixel Proof Workflow
(Production & Incoming Goods inspection)

A.  Customer Ready

PDF to print PDF
as reference

Comparison 11 . Evaluate the . Print out the ‘
PDF toscan Iin ® deviations — protocol >
n:n =

Scan of printed

packaging

Pixel Proof Workflow | 22
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Innovative Solution

Packaging material check

» Complete Layout

* Pixel by Pixel

» Barcode 1D / 2D verification
* Braille

* Colors (Spectrometer)

» Missing text

» Missing logo

* Wrong barcode 1D / 2D

* Wrong Braille

* Braille dots height

gradient.

SYSTEMINTEGRATION
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WORKFLOW
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WORKFLOW

VALIDATED CHECK SYSTEM
EXCELLENT SERVICE
INDIVIDUAL SOLUTIONS
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Report

Any deviation found, Barcode results, Braille result are clearly shown in the report

Proofsample image 1
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With the new representation of deviations found during the analysis, the new
Pixel Proof’s Inspection Report willbe much more intuitive and easy to read.
Any deviations detected by the user, willbe more detailed and easy to
understand.

It can be digital signed and exported as PDF file. Audittrail for each project
included.
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Technique

cH

PIXEL PROOF

WORKFLOW

PC with Pixel Proof to check PDF : PDF

Technique | 26

For use in Layout department and Pre Press department.
Database local orin Company Netw ork, User management local
or in Company Netw ork

gradient

SYSTEMINTEGRAT
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Technique Badiants

G

PIXEL PROOF

>
WORKFLOW
_ EPSON XL 11000, 12000 A3
Flatbed
] 1
PC with Pixel Proof to check PDF : Packaging up to size A3 For use to check packaging up to a size of A3 format. Incoming goods

or production.
Database local orin Company Netw ork, User management local

or in Company Netw ork

Technique | 27
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Technique

PIXEL PROOF

WORKFLOW

contex (8 FLEX

Contex HD iFIEX A2Flatbed

PC with Pixel Proof to check PDF : Packaging up to size A2 For use to check packaging up to a size of A2 format. Incoming goods
or production.
Database local orin Company Netw ork, User management local

or in Company Netw ork

Technique | 28
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Technique

TR Fi77

PIXEL PROOF

WORKFLOW

[ - .

Contex HD ultraAORollfed

PC with Pixel Proof to check PDF : Packaging up to size AO For use to check packaging up to a size of AO format. Incoming good
or production.
Database local orin Company Netw ork, User management local

or in Company Netw ork

Technique | 29
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Technique

TR Fi77

G

PIXEL PROOF

WORKFLOW

[P - .

Contex HD ultraAORollfed

PC w ith Pixel Proof to check PDF : Packaging up to size AO DotScan Braille height
and content + height of Braille Measurementsystem

For use to check packaging up to a size of AO format. Incoming

goods or production.
Database local orin Company Netw ork, User management local

or in Company Netw ork

Technique | 30



Technique gradient.

Possible installation with 4 clients, no limit to workstations.

Pow er Workstation Pow er Workstation Pow er Workstation DotScan Braille
iMac 27“ 3,2Ghz measurement

r—] . chas [ chaa [ @

PIXEL PROOF PIXEL PROOF PIXEL PROOF PIXEL PROOF

WORKRLOW

Dell Pow erEdge T110 I
(Linux or Window s)

for PP Database,
Fileserver and User

GRAPHTEC

Management

or o L2

Any existing PC with Contex HD Light Media Scan/ Epson A3 50000
large Hard Drive. CSX 530-09 or 12000

Technique | 31



Validation

IQ, OQ, PQ — Tests during the integration
into the end user environment

1Q
Check systemrequirements
Documentation of installation

Check of the correctinstallation

0oQ
Witness tests for checking
the correct functionality

in the end user environment

PQ

Tests inthe real
production situation

Pixel Proof is compliant to CFR Part 11

» Program login on 3 user levels

* Windows user access protection

« Digital signature

* Program with integrated audit trail

* Proven system in GMP environment
* Integrated Database

Validation | 30
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Thank You

For further questions please contact Frank Gilsebach
Sales Director of gradient.Systemintegration
frank.gi ch@qradient.de

mobile: +49 172 613 4713

gradient

SYSTEMINTEGRATK
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mailto:frank.gilsebach@gradient.de
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SYSTEMINTEG RATION
PART OF THE
DAVASO GROUP

gradient.Systemintegration GmbH
part of the DAVASO Group

Weiherstrasse 10
78224 Singen | Germany

t+49 /7731 /79772-0
f+49 /7731 /79772-16

info@gradient.de
www .gradient.de
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