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GDP for APIs
4 -5 December 2018, Berlin, Germany

Objectives

Programme

This course is intended to provide guidance on the pro-
visions laid down in the EU GDP guidelines for APIs. You
will get to know the key aspects of these guidelines and

you will [earn about

B What has to be considered regarding GDP-compliant
storage and transportation of APIs

B How the exchange of information between agents,
traders and pharmaceutical manufacturers should
work

B Which risk assessment approaches are suitable and
should be applied

B What authorities expect regarding GDP-compliant
storage, transportation and distribution of APls

Background

In March 2015, the “Guidelines on principles of Good
Distribution Practice of active substances for medicinal
products for human use” were published in the Official
Journal of the European Union.

Since September 2015, the provisions of these Guide-
lines have been obligatory. The driving force behind
these Guidelines is the combat against falsified drug sub-
stances and drug products. It is intended to control the
entire supply chain and thus to mitigate the risk associ-
ated with complex distribution pathways. From now on,
distributors are required e.g. to have a complete devia-
tion management in place and to maintain a change
management system as well as a CAPA system based on
risk assessments. Moreover, a GMP-compliant complaint
and recall management has to be established and a well
trained staff has to ensure that all the requirements of the
guidelines are met. In several sections of the Guidelines,
itis pointed out that a thorough training of the employ-
ees is important.

Target Audience

This education course is designed for all persons from
companies involved in the distribution and supply of
pharmaceutical products. The course will be of interest
to managers and executives from the pharmaceutical in-
dustry, APl manufacturers as well as distributors and trad-
ers.

EU Legislation on Distribution of APIs

B Directive 2110/83/EC and 2011/62/EU (Falsified
Medicines Directive)
- Which authorizations/registrations are required?
- Supervisions and sanctions

B EU GDP Guideline for APIs (Overview)

B EU GMP Guideline Part Il

B Annex15

B Annex16

Quality System Elements for API Distributors

B Manufacture, Importation, Distribution - what does
your company do?

B Elements of the Quality System for API Distributors

B Technical Standards for Distribution of API

Application of Risk Management Principles in Planning
and Surveillance of the API Distribution

B Responsibilities, INCOTERMS, QA-Agreements

B Key elements in planning and monitoring distribution
routes

B Risk-based qualification of distribution routes/ risk
mitigation activities

Workshop
~Risk Analysis of Transportation Routes - Practical
Exercise”

In this workshop participants will work on specific
cases regarding transportation of APls by performing
risk assessments for different scenarios.



GDP and the role of agents and traders within the

supply chain

B Types of intermediates

B Key points of an agent’s quality system

B Communication and exchange of information with
the pharmaceutical manufacturer

B Traceability of APIs and how to document it accord-
ing to the new GDP guidelines

B Key aspects of quality agreements

Conducting GDP audits at APl suppliers’ sites - key

points to be considered

B Preparing a GDP audit

B Key factors of success

B GDP audits at suppliers’ sites in Far East - what has to
be considered?

B Frequent findings in audits

Implementation of GDP at an APl manufacturer’s site
- case study

Authority’s expectations and other API GDP topics
Hot spots from EU GDP Guideline for APls
Outsourcing of GDP activities

APl import: Written Confirmation

QP Declaration

GDP necessary or not?

Social Event

In the evening of the first course day, you are cordially
invited to a social event. This is an excellent opportu-
nity to share your experiences with colleagues from
other companies in a relaxed atmosphere.

Speakers

Fred Bauer

Boehringer Ingelheim Pharma GmbH & Co.
KG, Germany

Fred Bauer started his professional career
as Corporate Auditor and Quality Man-
ager at Milupa. Since 2007 he is Senior
Lead and Corporate Auditor in the Global
Quality Services department of Boehringer Ingelheim
in Germany.

Dr Rainer Gnibl

GMP Inspector for EMA and local Govern-
ment, Germany

Dr Rainer Gnibl is pharmacist and GMP
Inspector for the District Government of
Upper Bavaria and the EMA and performs
GMP inspections worldwide. Before that, he was work-
ing for the Bavarian Ministry of Environment and
Health. Rainer Gnibl also holds a lectureship at the Uni-
versity of Erlangen-Nirnberg.

Dr Martin Melzer

Chemgineering Business Design GmbH,
Germany

Dr Martin Melzer is Senior Consultant
GMP Compliance. Before that he was
GMP -Inspector in a German Field Inspec-
torate in Hannover. During that time he was represent-
ing the German inspectorates in EMA and PIC/S Work-
ing Groups for the preparation of the new
GDP-Guidelines.

Dr Bernd Renger

Bernd Renger Consulting, Germany

Dr Bernd Renger started at Hoechst AG.
Since then, he has held several quality
management positions at Mundipharma,
Byk Gulden (now Takeda) and Baxter Bio-
Science in Vienna and Vetter Pharma-Fertigung. He was
a member of the European Compliance Academy
(ECA) Advisory Board and is Inmediate Past Chair of
the European QP Association.



Easy Registration

www.gmp-compliance.org
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Q

(=4

@
e BT
Edg o
gL
FMW:%
c =
SE23
tD-XH
aEO-/
WCBO
vZ =
172}
200 &
20 ©

Germany

<
= =
e «
o=
o
T8 v
) &%
SO . %
) 7| © [}
S 55 c ) —_
o0 M N = o £ _Aln
.l&r Q _n_.u V
S = %.m )
N V9
58 E g 288 2
25 | i_8%E =
o 9 SRLTER 9
m 5] a3m3 -
gEC 2598 %
O T Vsgo=s o
Qc = TE5 2L o
o © S0 < ¢ -
=] S g * = g
ST n T o g (3]
s QO )
S22 gleggre_ &
21 e%T | 5§=52c5% 8
URW 9| L5 < E )
ol = >l FO=aw &

ECA Members €1,590

wv)

ke

c € g
S o E 3,
3] = SRS
£ Ty 5 2 %o
© Y s O x0T
ge=2¢< 395 &

ve=2

S 0 = > o2 YE
S g8 .® 0 & o
> 4= T O U%hb
dntd c = >
S0 B2 2z
£ Y<E g TE X3
e%eC .ﬁWﬂO
n =35< 9 > 95
o =29s5=Z E3<c?
N © = c C “Van..
N @ g oo ©”, 79
o— =45 ToU9 3
QWYL »wTc L0 2

© - 2 s € ¢ c O
— 2 © v g .E3 g9
wlS 9T« c| $ 949
n O v D ° rmmR
mume 006 c . S| 2§ 5¢
202 c325G4 s| =229
2 PESsStc 3 L c s
mAI Ow =0 O = I~ =
Q5o E OO0 -~ E £ =]
@] n..L >~ Eca
MEM Opmam mcewe
VO 3329 S| Z<c o=
HOU mcomfvh COtSrn
<zm EFESoE? <| O£ e

: 5}
. <
IS 5 =
S =
Iu] o0 =
L ] 2
L2 @ oo
c 2 o
° |M =2
=] [}
<
2 & 2 >
(] < 12} o
[72) S T [o°] ()
o &0 5 gEo T
—
= S .m O = oY+ ¥
= — 8 O C &) G43e
& v| ¥ E|l SO g T < O
S g g 5|85 £ w33%
g S|g Zcez & 2R3E
T = ()
2 @l L £ 2F% Axga~<
m c < »n Sz =0 590 L
e _— o c = el E7.l\ﬂlu/2p
= ) 5 c T— 9= )
= ] it =] = T 6C
= 9l ©| 58 L -ox3
< . c | .S 2l o E~nN%oc<
'S O Q ©Q 0 »n o Xo + <X ©
20 SIE €| 2 02502 K
> Q o) & | < <€ NBgnA‘ﬁ@
T3 5| ¢ PISH 5598 %9
19, S| < O = A< I E
E OlF OlXo OxOo=x £.E

www.concept-heidelberg.de

WA/19062018

Mr Rouwen Schopka (Organisation Manager) at

For questions regarding content please contact
+49 (0)62 21/84 4413, or per e-mail at

Dr Gerhard Becker (Operations Director) at

+49 (0)62 21/84 44 65, or per e-mail at

becker@concept-heidelberg.de.
For questions regarding reservation, hotel,

organisation etc. please contact:
schopka@concept-heidelberg.de.
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