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3. What do transportation companies do to work GDP-compliant?

4. What could happen in reality?

5. Conclusion
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' . Certificate GDP
Managing Director 2014/15/16
and co-owner:

Thomas Schleife, -

> 25 years of
experiencein
pharmalogistics

Since 2012 S
continuous in TRANSCO

operation according Www.tran
to GDP qualified
processes

20 own GDP-
compliant trailers

46 GDP-qualified
subcontractors

2nd BME Global Pharma
Supply Chain Congress



1. TRANSCO Berlin-Brandenburg TRANSCO

Profile

= TRANSCO Berlin Brandenburg (T BB) operates as:
a) pharmaceutical carrier
b) pharmaceutical freight forwarder

» Transports in Europe, all CIS countries, Mongolia, Turkey and Iran
= GDP guidelines implemented in 2011

= Own QMR and corporation with
pharmacist to support GDP-compliant
process

2nd BME Global Pharma
Supply Chain Congress
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= Ensure controlling of the supply chain and
integrity of pharmaceuticals

accordingly maintain quality anc

= Further legal guidelines
= WHO GMP-Guideline (Good Manufacturing Practice)
= Medicinal Products Act (German Law)
= PIC (Pharmaceutical Inspection Convention)
= AMWHYV (Arzneimittel- und Wirkstoffhandelsverordnung / Germany)
= DINENISO

n obal Pharma
Supply Chain Congress
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Pharmaceutical
customer

1. Level
Pharmaceutical service
provider / forwarder

Audit

2. Level
first carrier

Stop!

,Cargo-Nirvana“ 2. carrier
3. carrier
4. carrier
5. carrier

n obal Pharma
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GPD

pharmaceutical quality
under one roof

equipment
hygiene
personnel
temperature
security
documentation

Supply Chain Congress
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Valid ATP-certificate

= Calibration of sensors by qualified
specialist workshop (at least 1x per year)

= Calibration record of reference device

= Sufficient number of
safety bars / cargo bars

= Regularly inspection of
vehicles

2nd BME Global Pharma
Supply Chain Congress
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» L[oaded goods have to be in good
condition

» Take care at loading
place that there is
enough space for air
circulation

2nd BME Global Pharma
Supply Chain Congress 9
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» Training of personnel including
success control

n obal Pharma
Supply Chain Congress
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Temperaturdaten des Fahrzeugs KN-1 8864 fir den Zeitraum von 16/02/2017 07:00 bis 28/02/2017 1
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= Doors are opened by
disposal via telematics

= Sidewall and roof is
equipped with alarm system

= Driver is equipped with
mobile phone

Fahrzeug s Kommunikationssystem System Status Typ Status Letztes Kommando Befehlsstatus Sendezeit

TF DV 83 (FO34 1553 Vanioxx) Torversoriuss S G Kommando senden ’) Q°l w7 & b b e b b kg b Verschiusssystem Deskioffnung ~ 08.03.2017 05:48

2nd BME Global Pharma

Supply Chain Congress 14
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/1\ Alarme

Filter:. ) Axtiv [} sende E-Mail [} sende sms

Name des Alarms L) i Sende E-Mail  Sende SMS  Letzter Zeitstempel
11! Temperaturabweichung !!! 20.10.2018 17:.00
11! KOHLAGREGAT 11! 07.03.2017 18:08
111 TirGffnung 11! v 03.03.2017 04:44
Berettet dhe Dokumente vor, de Fahrer sind gleich bet uns im Boro !!! : y 21.02.2017 09:08

SeittenwandUberwachung 22.03.2016 10:28
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over the entire transportation perioc
» Recording of temperature data at least every 15 min.
» Vehicle has to be pre-tempered before loading

= Position
» Constant monitoring of product — GPS / geofencing

= Automatic message when truck arrives at
loading/unloading place

= Security
» Doors must be closed during entire period of transport
= Door locking system has to be activated
= Fuel level of cooling unit
e e e

2nd BME Global Pharma
Supply Chain Congress 17
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I |ng\ Tracking-Liste Berichte i THERMO KING ‘F" X

—  Meine gespeicherte Tracking-Liste

Kurzbericht ~ Anzeigen 20 -~ Filter ~ Exportieren & Spalten - Alle anzeigen/verbergen m

- Status Fahrzeugbetrieb Letzte bekannte Position Datum SP1 St S2 Dieselmotorstunden Batteriespannung Tur 1 Kraftstoffstand ~ Umgebungstemperatur

KN-18864 Bobr, Minskaja Voblasts', BLR 09/03/17 14:48:29 19°C 18.9°C  184°C 631 14 geschlossen 172 (in Litern) 13.8°C

Status

K RY R SN SR AR SR SR SRy SR VE 1553 Vankoo) E30MSMESED, Turiatovo, RU

Temp 2= 2.00°C

7 = -y <
09.03.2017 14:00 TF DV 63 (F0841553) Temp 3:250°C  Temp 4: 2.00°C

E30MSAMSEID, Ryazanskiy. RU

Supply Chain Congress
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Documentation

Qualitats-Umweltmanagement

TRANSCO Berfin Brandenburg GmoH
VA-$-02-FO-1_Notallplan Arzneimitteltranspont
Glvg ab: 01.11.2014

Notfaliplan Arzneimitteltransport aligemein
1. Fahrer / Untemehmer meldet sofort nach Bekanntwerden der Abweichung an TRANSCO
(via Notfall Handy-Nr.).
2. TRANSCO informiert umgehend den Kunden (siehe Liste Notfalinummern Kunden).

3 A ber A

4. Wenn Kunde nicht erreichbar ist (z.8. Wochenende), werden entsprechende MaBnahmen
zum Schutz der Ware durch TRANSCO eingeleitet.
Abweichungen sind u.a. (nicht ausschlieflich):

a. Bei Temperaturabweichungen im Fahrzeug ist umgehend die nachstgelegenen
Werkstatt aufzusuchen,

| | Tral n I n g SC h ed u I e Falls Reparatur nicht innerhalb von 3 Stunden maglich,

- Suche nach Ersatzfahrzeug

= Documents have to be archived e e .

Zollamt erfolgen.
b. Bei potentiellen Diebstahlen umgehende Information an die nachste

= Positive impact: Polzedenssite

c. Bei Verkehrsunfallen umgehend die zustandige Polizei informieren.

= Avoid errors, which could slip in 5. Dazu sinoe Abstrmung zwschende Geschang e Disoston von

TRANSCO und dem entsp

Ve rbal CO m m u n I Catl O n 6. MaBnahmen, die durch TRANSCO eingeleitet wurden, .werden dem Kunden paraliel

schriftlich mitgeteilt.

u Trace ab I I Ity 7. Nach Transportende wird eine abschlieBende Auswertung der Abweichung gemeinsam
mit dem Kunden durchgefuhrt.
> evil, Pr gen definiert

» Fault prevention

Supply Chain Congress 19
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= Quality Agreements with customers

= Self-assessment form for subcontractors : ——
=  Audits — certificates ;—: ______
] RIS [ |

Supply Chain Congress 20
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Camels
= Sand-track

= First aid

2nd BME Global Pharma
Supply Chain Congress
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= ...but sometimes it is the truth — security?

2nd BME Global Pharma

Supply Chain Congress 25



4, What could happen in reality? TRANSCO |
N —————

Security

= Wrong securing of cargo is also possible in Europe

» Bad road conditions or customs inspection — this is the result

2nd BME Global Pharma
Supply Chain Congress
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you never thought about
= Breakfast on trailer

= Dirty trailer / unsuitable
equipment

= “Declaration of love”

2nd BME Global Pharma
Supply Chain Congress
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4. What could happen in reality?

Hygiene

= transport companies are using modern
technique but there are non-GDP-
compliant situations

2nd BME Global Pharma
Supply Chain Congress
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» find solutions - optimize processes together
» not only delegate responsibility and insurance risk

= price dumping and minor priority of quality of pharmaceutical customers
are not the best way to act in a good cooperation

» Relations: customer to service provider and service provider to
subcontractor — sending paper is not enough; you have to check regular on
site and provide open communication

ORGSR
2nd BME Global Pharma
Supply Chain Congress 31
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Qualification of transport process, equipment and personnel
Keeping temperature in range all the time
Keep goods secure over the entire transport

Documentation should be written in clear, unambiguous language

2nd BME Global Pharma

Supply Chain Congress 32
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mail: thomas.schleife@de.transco.eu
Quality Manager Soéren Bankrath

phone: +49 3378 51930 25

mail: soeren.bankrath@de.transco.eu

TRANSCO Berlin Brandenburg GmbH
Brandenburgische Str. 51/53
D-14974 Ludwigsfelde
www.transco-logistik-berlin.com

D T
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