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Traceable Quality System

In pursuit of the new EU regulations -
TQS: the modern way of serialization.
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9 About one in two medicines
are counterfeited

DIECWELT

Jedes zweite Medikament aus dem
Netz ist gefalscht

Jedes zweite im Internet verkaufte Medikament ist gefalscht. Das
schatzt ein Internisten-Verband. Der illegale Handel ist lukrativ. Die
Gewinnspanne bei illegalem Viagra liegt bei 47.000 Prozent.
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Source: Die Welt /
2013-04-09

Foto: piciure-alfance’ dpaGefélschte Viagra-Tabletten haben eine hohe Gewinnspanne
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Compliance Requ

Cyprus - Denmark -
2010 2011
Product Code Product Code Product Code

France - 2011
Batch Variable

i
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Netherlands - 2012

Turkey - 2010
NVZ Product code

Track & Trace

Europe — Q2 2011
European Legislation

v

Serbia - Q4 2010
Traceability regulation
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Denmark - 2012 England/NHS -

Slovenia - 2015
Product code &
Batch/Expiry date

2012
Product Code
Europe - 2016

European Compliance
to Pharma Directive

J

Denmark - 2014 & 2015
AMGROS : DataMatnx or

barcode
on injection & infusion

Europe - 2014
Delegated acts

finalised

— L3> Regulated requirement
~ L—> Tender requirement
— 1

Michaela Hdhn | G51 Germany GmbH | 26.09.2012 | 7

Important development

Source: GS1 Healthcare 2011
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Germany - securPharm

Neues Sicherheitssystem
Die Echtheit von Arzneimitteln in der Apotheke soll dberprifbar werden

Pharmazeutischer GroBhandler Apotheke f Klinik Patient -
Unternehmer T mit Rezept ( i

g 3 E—\l Ja‘,_*.‘ ~ :

Speicherung der Optional ¥erifizierung
Seriennummer Verifizierung jeder Packung
jeder Packung mit einzelner &
'U_)' DataMatrix-Code Packungen
(@4 Y
= t o
: : Keine Abgabe,
% ! : = Untersuchung!
+— E 1
2, : ‘)
0p)] i !
2 v e v
T 1.: Anfrage v :
- |
(% i 2. Antwort
Q 3.: Ausbuchung
O
o
5 Hersteller- Apotheken- [l sccurPharm-System
9 Datenbanksystem Datenbanksystem
l_

Quelle: Securpharm, Das End-to-End-Kontrollsysterm zur Abwehr gefilschter Arzneimittel, 10/2011
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Europe — eTACT (EDQM)
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weTACT e aweTACT
EDQM ANTI-COUNTERFEITING TRACEABILITY I !ﬂl!!l‘.i.'- A
SERVICE FOR MEDICINES £,
1- MANUFACTURERS e ;]

2- DISTRIBUTORS . \
3- RE-PACKAGERS § c
4- INTERNET PHARMACIES
5- HOSPITAL PHARMACIES
6- RETAIL PHARMACIES
7- PATIENTS

33

8- AUTHORIT

-’—

Source: EDQM
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Europe - ESM (efpia)

Pharma Pharmacist/
Manufacturer Wholesaler Wholesaler Hospital Patient

N_.,m_.,m_.,:‘:‘
| |

\ f
\ /

Unique Randomised \ / ]
Serialisation \ Verification y = X
- Verification
o -
' \1 K{ Dispensing
Datamatrix on 2™ pack |
Eﬁ Database
Data Transfer

Traceable Quality System [TQS]

Source: efpia
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Different Countries
- Different Codes

«H: cIP 3400930000120
: EXP 12/2013
LOT A12345

France: CIP 13 Code without s/n number

+ (01) 08691234567890
:. 21 111111111123

i g (17) 131231

~ (10) A12345

Turkey: GS1 Data Matrix Code
with s/n number

09612 01700 00010 00001
BiEEE: 95001111

AEERE: 106695001111
PMZEER:  www.drugadmin.com

China: Code 128 C
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Bundle Wipotecin 20mg

(01) 08691234567890  EXP: 131231
1) 111111111123 LOT: A12345

(MR

Aggregation: GS1 128 Code
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15" TFT color \
P REO display to tilt /
// ~ ,/
o ~
I User friendly Seae___=--"
\ operator interface
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Stainless steel ‘\
cabinet covers !
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% all components .
9 = S~ -— - - -
=
(3 _ -
g\ ) ——l——.—
0p) - = ~~
42\ ” — oy
s ,7 Secure product - S~
| transport for high Compact & space- N
% \ grade Coding & saving machine I\
5 No inspection design _
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@ TOS-HC-A By
Serialization and Weighing [ —
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e RN // Single point of \\
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[ Integrated tamper \ 4 operation for, |
\ evident labeler \ printer, camera, /
N \ I 7/
Sel - checkweigher P

e B ~ - - _ - -
- - i -
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N 7 Stainless steel S \
N cabinet covers ;
S all components /
~ v
/ S~ ==
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/
- - l — = -~y —
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4 ompact & space- \
{ N e - saving machine 1
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@ TQS-BP Aggregation for
Bundle Packs

—-— . oy
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- —— ~ P .
e S y Pneumatic N
’ Integrated label (  rejectsystemfor 1
\ printer/applicator Mo faulty bundles _ - 4
o 0 ~
« Wwith code checking S—— -
S 7 _ - -
S o - _ - _ - -
— oy o - -
/ -, -~ - RN ~
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- P -, S transport _
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o | resolution Reject lane with \'
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@ Fully integrated layouter

- Unique OCS user
Interface “WYSIWYG”

- Creating layout with
oo1zsese7ss0r; N 1 automatic plausibility

. Ti1126 check

0000000000

- No proprietary coding-
and camera-software
- No additional HMI’s or

controllers to be
operated
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~ Fully Integrated Layouter
e o | |VE
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1
Artikelnummer (GTIN) Charge gestoppt ‘
Antikelname

Charge NIO 0 &
Ablaufdatum lO

Produktion

Kamera vorne

s
R e R
Kamera oben ';‘.' .I:I.I.I.I'!.l-lll'
i R
Drucker vo

Drucker obe

Zahler Gesamt

Bandgeschwindigkeit

Druchsalz
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9 Track & Trace
= TQS Principle

* Standard Interface

;
g‘ :i!-\- rUTH PASEY

r ~ Standard Interface

4 Line Manager

Single Pack Bundle Pack Case
Serialisation Serialisation Serialisation

Serialisation
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ERP
(e.g. SAP)

BAPI/XML

(e.g. Werum)

Standardized Webservice
Interface (XML)

| TQS Line Manager

Standard Interface
(OPC, XML)

TQS Device Controller
Printer, Camera and RTPC

IT-Operation

uolljewoiny
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@ Time-Saving and
Cost-Reducing

~ Cost-reducing first year - EUR 420.000,00 »
~ EUR 5.000,00 (Communication) ‘ F
~ EUR 6.000,00 (1Q/0Q) -
~ EUR 3.000,00 (Service)
~ EUR 2.000,00 (Training printer subsystem)
~ EUR 3.000,00 (Training camera subsystem)
~ EUR 1.000,00 (Subsystem troubleshooting)
~ EUR 400.000,00 (Layouter)
~ Cost-reducing per every following year > EUR 11.000,00 p
~ EUR 5.000,00 (Communication) .J E
~ EUR 2.000,00 (Training printer subsystem) "
~ EUR 3.000,00 (Training camera subsystem)
~ EUR 1.000,00 (Subsystem troubleshooting)
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Thank you for your attention!

In case of any questions, please do not hesitate to get in contact with us:

Reto Gianotti
Business Manager Pharma
reto.gianotti@madosystemy.com

Wiodzimierz Cie Slar
Sales Manager
wlodzimierz@madosystemy.com
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