


Services

The consulting mind of
the Chemgineering
Group has a new
name: Chemgineering

Pharmaconsuilt.

Thanks to extensive
experience gained

in past projects in

the pharmaceutical
industry, our consul-
tants offer efficient
and flexible services
covering the life cycle

of pharmaceutical

operations.

Capital Expenditure Analysis Product Cost Calculation
Internal Rate of Return / Net Present Value

Integrated Conceptual Design Fermentation
Upstream Processing
Downstream Processing
Blood-Derived Products
Liquid Forms
Solid Forms
Active Pharmaceutical Ingredient Synthesis
Highly Potent Drugs
Sterile Filling
GLP Laboratories
Logistics
Infrastructure



Our consulting ser-
vices cover the entire
range from Initial
Conceptual Designs,
through production
and qualification and
on to Information

Systems.

GxP compliance is a
special focus of our
consultants, in oper-
ations as well as in IT.
Information systems
are key to an efficient
and GxP-compliant
pharmaceutical
business. Therefore we
specialize in validation
of ERP and process
control systems,
laboratory equipment
software and in

21 CFR Part 11

compliance.

Quality and GxP Compliance
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Regulations Covering Drugs for Human Use

Schematic chronology of the development of legislative regulations for drugs since
1927. Initiatives towards harmonization of regulations in the three largest pharma
markets (USA, Europe, Asia) have been undertaken since the 1990's.

2004 — EU-Extension, 2004 EU-Extension, 2004 Risk based Chemgineering AG
ICH 6, 2003 approach, 2003
FDA Modernization Headquarters:
2000 — ICH 5, 2000 Common Technical & Accountability Act Eptingerstrasse 41
Document, 1995 1997 4132 Muttenz
International European Agency for the  Bundesinst. flr Arzneimittel
Conference on Evaluation of Med. Prod. 1995 u. Medizinprod., 1994 .
Harmonization European Economic Area  European Economic Area Postal address:
1990 — 1990 Switzerland 1990 1990 PO. Box 159
4132 Muttenz 1
Conciliation Procedure 1987 Switzerland
Mutual Recognition Tel.: +41-61-4675454
Procedure + Committee
1980 — for Proprietary Medicinal
Products, 1976 Arzneimittelgesetz, 1976 (/8) Chemgineering GmbH
Inst. f. Arzneimittel im Bun-
desgesundheitsamt, 1975 Headquarters:
Arzneimittelprufrichtlinien Kreuzberger F'%ing 13
— 1971 ;
1970 65205 Wiesbaden
Harmonization Kefauver-Harris
1965 Amendment Postal address:
Arzneimittelgesetz 1962 PO. Box 12 02 65
1960 — Ieie 65080 Wiesbaden
Germany
Tel.: +49-611-77887-0
1950 — Chemgineering
Planung GmbH
Headquarters:
1940 — Food Drug & Perfektastrasse 45
Cosmetics Act 1230 Wien
1938 (40) Austria
Tel.: +43-1-2557413
1930 — Food and Drug
?‘g;n'suat'o” www.chemgineering.com
info@chemgineering.com
1920 —
International EU Germany USA
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