


The consulting mind of

the Chemgineering

Group has a new 

name: Chemgineering

Pharmaconsult.

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.

Business Process and Risk Management

Production Strategy Production Optimization
Site Master Planning
Supply Chain Management
Logistics Simulation
Process Simulation

Process Analysis / URS Development Production Processes
Document Management Systems
Archiving Systems
Maintenance Management Systems
Calibration Management Systems

Risk Management GxP
Structure and Organization
Commercial and Project Risks
HAZOP / FMEA

Technology Transfer Site to Site
Client to Supplier

Investment Initiation

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

Services



Quality and GxP Compliance

cGMP Consulting

Qualification/Validation

SOP's

Quality Audits/Mock Inspections

Gap Analysis

Zoning Concepts

Cleaning Concepts incl. CIP

Sanitisation/Sterilisation Concepts

IS in Pharma Covigilance

IS in GMP Maintenance

Quality Systems

GMP Change Control

IS in Regulatory Affairs

Variants Analysis

Critical Systems

Start-up Consulting

Validation Concepts CSV

MVP CSV

IQ Protocols and Execution CSV

OQ Protocols and Execution CSV

ERP CSV (Planning)

ERP Protocols and Execution

Qualification/Validation Concepts (non-IS)

IQ Protocols and Execution

OQ Protocols and Execution

PQ Protocols and Execution

Cleaning Validation (Planning)

Cleaning Validation Protocols and Execution

Process Validation Planning

Process Validation Execution

SOP Structures CSV

SOP Structures Non-CSV

SOP Development CSV

SOP Development Non-CSV

In-house

Suppliers

Part 11

cGxP

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.



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.
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Harmonization
1965

Mutual Recognition 
Procedure + Committee
for Proprietary Medicinal
Products, 1976

International 
Conference on 
Harmonization
1990 Switzerland

ICH 5, 2000

ICH 6, 2003

Common Technical
Document, 1995

Conciliation Procedure 1987

European Agency for the 
Evaluation of Med.Prod.1995

Germany

Arzneimittelgesetz
1961

USA

Food and Drug 
Administration
1927

Food Drug & 
Cosmetics Act
1938 (40)

Kefauver-Harris 
Amendment
1962

FDA Modernization 
& Accountability Act
1997

Risk based 
approach, 2003

Arzneimittelprüfrichtlinien
1971

Inst. f. Arzneimittel im Bun-
desgesundheitsamt, 1975

Arzneimittelgesetz,1976 (/8)

Bundesinst. für Arzneimittel
u. Medizinprod., 1994

Regulations Covering Drugs for Human Use
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