
25 years of experience and competence in

Pharma Technology and Pharma Service

 Made in Germany

GMP ENGINEERING - GMP PLANNING - GMP CONSULTING
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WFI storage and distribution system

The manufacture of pharmaceutical products has to comply 
with various laws, regulations and the GMP guidelines of 
WHO, PIC, EC, FDA. Authority acceptance is of prime 
importance for pharmaceutical companies and hospital 
pharmacies.

With 25 years of experience and many national and international 
references CONCEPT GMP ENGINEERING is the reliable 
partner of the pharmaceutical industr y. Our services 
include the planning, construction and validation of 
pharmaceutical production plants and clean-room systems. 
Convince yourself!

Pharma Equipment and Water Systems

CONCEPT GMP ENGINEERING offers the planning, delivery and 
validation of complete production lines for the manufacture of 
Purified Water and Water for Injection (WFI).

- water treatment systems: raw water softeners, reverse-
osmosis plants, deionizers, membrane filters

- distillation plants as single- and multi effect pressure 
column systems

- storage and distribution systems for Purified Water and 
WFI: tanks, pumps and pipings in stainless steel

- ultra clean steam generators
- mixing and pressure tanks, distilled water storage tanks 
- filling machines for infusion solutions 
- steam sterilizers: autoclaves with hot water spraying, 

short sterilization times
- washing machines for infusion bottles, pressure-

controlled
- maintenance, repair, spare parts

ENGINEERING

Clean-Room Systems

CONCEPT GMP ENGINEERING has also specialized in the 
planning, delivery and construction of clean rooms for sterile 
production. On the basis of an interdisciplinary approach we 
aim at efficiency, security of function and operation, and 
acceptance by the authorities. 

Our services include: 
- inspections of buildings and rooms: actual analysis
- master plans for construction, rebuilding and 

enlargement
- feasibility studies, basic and detail planning
- delivery and assembly of ceilings, walls, air-locks, 

air-conditioning, laminar flow, plants ventilation
- construction supervision
- qualification and documentation
- personnel training
- support in authority acceptance

0

5

25

75

95

100

0

5

25

75

95

100

0

5

25

75

95

100

0

5

25

75

95

100

GMP-Internet

Dienstag, 10. Dezember 2002 11:25:41



Water treatment

Technology

Class C

Lock CLock D

Material
lock

LF

LF

Steri

Product
outward transfer

Class C

Clean room for the production of cardiac catheters

PLANNING AND CONSULTING

Planning of Pharma Factories and Pharma Projects

for the sterile production of parenteralia, zytostatica, liquida, 
ointments, cremes. The planning extent includes complete 
turn-key factories as well as rebuilding and modernisation, 
capacity extension and enlargement of production range. 

Our procedure:
- actual analysis and definition of planning task
- general planning: layout plan of production and 

storage areas
- determination of clean room areas and air conditioning
- proposals for personnel and material flow
- specification of prices, time and terms of delivery
- detail engineering until the final realization in 

GMP compliance

Validation, Maintenance and Repair

CONCEPT GMP ENGINEERING has developed an extensive 
validation program for all phases: Design Qualification (DQ), 
Installation Qualification (IQ), Operational Qualification (OQ), 
Performance Qualification (PQ). Together with the customer 
we elaborate all documentations necessary for calibration, 
qualification and validation:

- validation master plan
- qualification plans for DQ, IQ, OQ, PQ
- protocols and Standard Operation Procedures (SOPs)

In addition to the elaboration of documents, our skilled 
qualification engineers implement calibration and qualification 
according to the given plans. 

Maintenance is the most important condition for a plant's 
validation and for the manufacturing process. CONCEPT GMP 
ENGINEERING helps you to "keep the qualified status" by 
offering

- routine and preventive maintenance
- re-qualification
- maintenance plans and SOPs
- repairs and spare parts

Technical Auditing

Different international guidelines define the criteria for the 
production and examination of pharmaceutical dosages. They 
form the basis of internal and external inspections. 
CONCEPT GMP ENGINEERING offers technical auditing to 
support the customer in quality management and in the 
preparation of inspections by the authorities. Our experienced 
consultants investigate whether the existing or planned status 
corresponds to the requirements of the GMP guidelines and 
also to other criteria, e.g. DIN-ISO norms, safety regulations 
etc. The audit refers to

- rooms and equipment
- personnel and processes
- documentation

The inspection and the final audit report contain not only the 
determination of the present status with its weak points, but 

also suggests concrete measures and practice-corresponding 
solutions to achieve GMP conformity.
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Our activities

Our Team

 

 

Pharma Engineering Pharma Planning and Consulting

Competent and experienced

pharma equipment and water systems planning of pharma factories and projects

clean-room systems validation and maintenance

maintenance and repair technical auditing

pharmacists

engineers and technicians

external advisors and auditors

Goslar, Kaiserpfalz

CONCEPT GMP ENGINEERING GmbH & Co. KG
Head office: 

www.gmp-engineering.com

Ottostraße 9    D-38644 Goslar
Phone +49 (5321) 37 33-0    Fax +49 (5321) 37 33-37
info@concept-goslar.de    

Office Berlin: Regensburger Str. 16    D-10777 Berlin
Phone +49 (30) 21 45 86-97    Fax +49 (30) 21 45 86-98
tt@concept-goslar.de 
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