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The GMP MANUAL is a comprehensive, peer-reviewedHfo-do document for daily
business in the pharmaceutical and related in@sstiti combines regulatory guidelines and
their interpretation in practice. It is published approx. 3,500 pages in a series of 5 files plus
CD-Rom or as GMP MANUAL Online atww.gmp-manual.corwith access for all
employees.

The content consists of two parts: “GMP in practered “GMP regulations”. One of our
biggest advantages is that the GMP MANUAL is updatace a year, which keeps you and
your staff up-to-date with the continuously chamgg®MP requirements and interpretations.

GMP in Practice (part I)

This part of the manual consists of 18 detailed melwritten by a team of more than 40
international specialists from industry, authostand suppliers. The following topics are
included on more than 1,800 pages e.g.: Qualityddament, Personnel, Quality Control,
Documentation, Contract Manufacturing, Quality Tdtremises, Qualification, Process
Validation, Cleaning Validation, Computer Systemidation, Production, Equipment,
Packaging and Inspections, Pharmaceutical Waten|&Production, Research and
Development, Active Pharmaceutical Ingredients.

GMP Regulations (part I1)

This part covers the most important GMP guideliineshn EU, FDA, ICH, PIC/S and WHO,
and includes a complete index. Although a lot atiglines can be downloaded from the
internet, we provide a complete set with index amiaranteed update.

There are hyper-linked cross-references throughotit parts. This useful way of moving
around the document gives details of where reletapits can be found and is especially
easy to use in the digital version (CD-Rom or agllirAll information can be obtained from
one single source. For example: References are toagiedelines and regulatory documents,
including those from EU, PIC/S and FDA.

This compendium is the most extensive GMP knowletigabase worldwide. An
international advisory board takes care of the bgreent and improvement of the contents.
All subjects are dealt with logically and in greatail. Particularly the use of checkilists,
examples and how-to-do descriptions facilitate impibn of GMP in daily work.

Price: GMP MANUAL plus CD-Rom: 695.- €, two updafes year, each approx. 160 €
(excluding shipping and tax)

GMP MANUAL Online company licence (floating licenc®,100 € installation cost,
Subscription fee: 950 €/year
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