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Highlights

= Understanding the US/EU Pharmacopeial Requirements
= Ensuring GMP Compliance in Manual Inspection
l@I = (Categorisation of Defects
Stay informed with the GMP
Newsletters from ECA

= Handling of Test-Kits

= Setting up a Qualification Strategy for Automated Systems

The ECA offers various free of charge
GMP newsletters for which you can sub-
scribe to according to your needs.

= Assessing and Trending of Inspection Data

= GMP-compliant Routine Operation of Automated Systems
To subscribe, simply scan the

QR code on the right or visit
www.gmp-compliance.org/
gmp-newsletter

= Meaning of AQL Tests

= Re-Inspection




Programme

Objective

The training course on visual inspection gives you an understand-
ing of the fundamentals of visual inspection of injectable prod-
ucts, applicable to manual and automated inspection. This cov-
ers the following aspects of visual inspection: organisation,
validation, conduct and evaluation of the results. You will also
learn how to implement an automated system on the basis of
manual inspection.

Background

The 100% visual inspection of sterile injectable products is a
requirement originating from the Pharmacopoeias, e.g. from the
US USP or the European PharmEur. But there is still confusion
within the global pharmaceutical industry with regard to the
requirements for testing for visible particles. After the USP chap-
ters <790> and <1790> were published, things have become
much clearer, at least for the US. In Europe the new chapter
5.17.2 of the European Pharmacopoeia now also gives further
advice. However, many questions remain, e.g. concerning train-
ing, re-inspection, detection capabilities and revalidation of
inspection systems.

Furthermore, there has been a recognisable trend towards auto-
mated inspection machines in the last years. The challenge for
pharmaceutical companies is to find a suitable machine for their
products and to determine reasonable inspection parameters
during qualification and validation. But questions also arise dur-
ing routine processes like, for example, the usage of test-sets,
doing AQL-Testing as well as the adjustment of parameters of
the vision systems.

We will address those topics during the conference and discuss
and answer questions on:
= The latest compendial requirements concerning particu-
late matter
= Compliance with the revised Annex 1
= Training and qualification of operators in the manual

inspection

= Validation and operation of an automated inspection
system

= Setup of test kits for training, qualification and routine
inspection

= Trending and monitoring of visual inspection data
= Correct AQL testing as part of the batch release
= Re-inspection of defect fractions

Target Audience

This one-day training is directed at everybody involved in the
100% inspection of sterile injectables. As the fundamentals are
explained in a very comprehensive way, the course is very popu-
lar with beginners and medium experienced staff.

Programme

General Requirements

= Requirements of the different Pharmacopeia
= Defect categorisation
= Test kits for training, qualification and routine

Manual Inspection

= Qualification of personnel

= Training of personnel

= Standardisation of working conditions
= AQLin the manual inspection

From Manual to Automated Inspection

= Usage of the Knapp and the modified Knapp test
= Detection rates
= Cross validation during the PQ phase

Automated Inspection

= Importance of particle detection rates

= System-Suitability, Requalification and revalidation
= Defect and reject fractions

= Routine inspection

= Trending of inspection data

= AQL testing as part of the release process

= Impact of visual inspection data on batch release

Image: Seidenader
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Speakers

Speakers
: Felix Krumbein, Head ECA Visual Inspection
. Group

. Dr Helmut Gaus, WinSol, previously
Boehringer Ingelheim
Former Director Quality Control

Dr Gaus was Head of Quality Control Service at Boehringer Ingel-
heim, Biotechnology. He has also been working as Vice President
Quality Control and Qualified Person for Novartis Generics,
Vetter-Pharma and Rentschler Biotechnologie where he gained

Mr Krumbein studied optotechnics and image processing and
was head of Inspections-Systems-Support at Roche for many
years. From 2022 he headed the Visual Inspection division at In-
spectifAl. Mr Krumbein is Head of the ECA Visual Inspection

an extensive knowledge in the field of visual inspection. In 2018
he founded his own company WinSol. He also is member of the
ECA Visual Inspection Group.

Group.

The ECA Visual Inspection Group

The ECA Visual Inspection Group was founded to assemble knowledge on visualinspection of parenterals, for example by con-
tinuously developing a Best Practice Guidance on visual inspection. This guidance paper is available for all members of the
group. It contains practical solutions on how to organise and carry out the visual inspection of parenterals. Find out more about
the group - and join as member. Registration is for free on the group’s website at https://visual-inspection.gmp-compliance.
org/. There you also get access to the members’ area where you will find guidelines for download, the forum and much more.

Your Benefits

Internationally Acknowledged Certificate from
ECA Academy

The EU GMP Guide requires: ,,...All person-
nel should be aware of the principles of -
Good Manufacturing Practice that affect =2z
them and receive initial and continuing
training,...". This is why you receive an ac-
knowledged participant certificate, which
lists the contents of the Live Online Train-

ing in detail and with which you docu-

ment your training.

CERTIR 117
—

This could be of interest for you
as well

Would you like to train a larger group of
participants in your company?

We offer practice-oriented GMP/GDP training courses on:
= Basic GMP
- APIs (ICH Q7)
- Medicinal Products
- Biopharmaceuticals
= Quality Assurance

Quality Control
Validation/Qualification
Regulatory Affairs

Sterile Manufacturing

IT / Computer Validation

Good Distribution Practice (GDP)
Data Integrity

Packaging

Medical Devices

Technical Operations

You will find a time schedule for each training course at
https://www.gmp-compliance.org/training/gmp-gdp-in-
house-trainings.

Why not online?
GMP/GDP Training Courses/Conferences,
Webinars and E-Learning

Take advantage of the wide range of ,on demand” training
opportunities offered by the ECA Academy. You can use vari-
ous online offers at any time without software installation.
There is an extensive selection of courses available. Simply
book online - with a certificate of completion, of course. Find
out more at https:/www.gmp-elearning.com and https:/
www.gmp-compliance.org/recording-on-demand.
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ing
09.00 - 17.00h

ini

All times mentioned are CET.

Date Live Online Tra
Thursday, 12 February 202

nars. At www.gmp-compliance.org/training/online-training-
technical-information you will find all the information you
need to participate in our events and you can check if your
system meets the necessary requirements to participate. If
the installation of browser extensions is not possible due to
your rights in the IT system, please contact your IT depart-
ment. Webex is a standard nowadays and the necessary in-

We use Webex for our live online training courses and webi-
stallation is fast and easy.
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Via the attached reservation form, by e-mail or by fax - or
search and register directly at www.gmp-compliance.org un-
der the number 22301. To avoid incorrect information, please
give us the exact address and full name of the participant.
The presentations will be made available to you prior to the
Live Online Training as PDF files. After the event, you will au-
tomatically receive your certificate of participation.
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Dr Robert Eicher (Operations Director) at

GZOTEOBT/HM

(0)62 21/84 44 12 or per e-mail at
eicher@concept-heidelberg.de.

(0)62 21/84 44 13, or at

For questions regarding organisation please contact:
schopka@concept-heidelberg.de.

Mr Rouwen Schopka (Organisation Manager) at
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