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Design and completion in line with GMP 

� Design qualification (DQ)

� Installation qualification (IQ)

� Operational qualification (OQ)� Operational qualification (OQ)

� Performance qualification (PQ)



Pharmacy entrance 

Visitors have to register here

Pharmacy premises and equipment: DQ, IQ, OQ, PQ



Cleanroom garments
Underwear (long sleeves and long trousers)

Material: microfiber

Overall

Detachable hood

Over-boots



Cleanroom classes (figure source: comprei.com, March 2012)



Cleanroom classes (figure source: EU Guidelines to Good Manufacturing Practice  Medical 
Products for Human and Veterinary Use Annex 1 )



Monitoring system in the clean rooms
On-line monitoring: Validated software

Particles (0,5µm and 5µm), down-flow, temperature, humidity, pressure differentials



Clean room in Steyr

Material and waste pass-throughs

Laminar air flow safety work bench



Cleanroom in Steyr

2nd workplace



Commencing the project

Validation master plan (VMP) 

• Type

• Scope and frequency 

of validation activities

Risk assessmentRisk assessment

Site master file (SMF)

• Detailed operational descriptions

• Organisational diagram

Work station descriptions

Standard operating procedures (SOPs) 



Conducting process validation (media fills)

- Plan when to conduct the media fills, plan for new colleagues

- Annual revalidation



Computer software CATO

For the compounding of cytotoxic drugs the software was also validated. 



Keeping certified status

• Maintenance 

• Annual calibration

• Revalidation/requalification

• Guarantee of environmental standards

• Trend analysis

Training of employees/ new employees/technical staff/ cleaning staffTraining of employees/ new employees/technical staff/ cleaning staff

Documentation system

• Annual review of SOPs

• Change controls (CC)

• Risk assessment

• Deviation reports

• Audits



Miscellaneous

• Access and key concept: Make sure you define WHO gets 
WHAT access rights

• Plan enough room for storage • Plan enough room for storage 

• A separate cleaning room can be very useful

• Make sure you have defined a way for your product 
approval

• Provide detailed plans for actions to be taken in event of a 
system failure

• Make sure you have appropriate IT/technical support





Working on the LAF



Cytostatic drugs are sealed in foil
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Thank you very much for your 

attention!
Source photos: Pharmacy LKH Steyr


