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ANNEX 1 – REVISION 
Proposals  

Expertenfachgruppe ‚Herstellung steriler Arzneimittel‘ - EFG 3 
German Expert Group on Sterile Manufacturing 
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ZLG – LAENDER  
e.g. Schleswig-Holstein 

Short Introduction 
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German Drug-Law 

Laender 
GxP Inspectorates 

Federal 

Manufacturing/importation + 
wholesalers authorisation 

Routine Inspections/ 
GMDP-Certificates   

Sampling, Testing 

Marketing authorisation 

Pharmacovigilance 

Approval of clinical trials 

Management of product 
defects (Rapid Alert System) 
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Management of product 
defects (RAS) 
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Laender Boards / Committees 

AG AATB 

Laender board of the AOLG 
for medicinal products, 
pharmacies, transfusion 

medicine and 
narcotic substances  

AG TAM 

Laender board 
of the LAV 

for veterinary 
medicinal 
products  

AOLG (human drugs) 

Committee of the Laender 
Health Ministries  

LAV (animal drugs) 

Committee of the Laender 
Veterinary Ministries  

GMK / AMK 

Conference of the Laender Ministers Ministers 

Members: 

Heads of Departments 

Heads of Units / ZLG 

Guests: 
Federal Ministries, competent higher Federal authorities,  
EDQM (European Directorate for the Quality of  
Medicines & Health Care), German Armed Forces 

AGTT 

Laender board 
of the LAV 

for veterinary 
vaccines 

Inspectors / ZLG 14 Expert Groups 
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GERMAN PROPOSALS  
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Definitions and more Guidance 

Isolator Technologies 
RABS Technologies 
Closed Systems 

 
Small Scale Aseptic Manufacturing Sites 
    Aseptic Manufacturing using LAF-Cabinets 
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Certain Clarifications 

Personnel Training  
 especially training in aseptic procedures 
 

Microbial Monitoring  
 
Aseptic process validation for very small 
batches or individually prepared products 
like ATMP 
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Thank you  

Dr. Beate Reutter 
Landesamt für sozial Dienste Schleswig-Holstein  
Arzneimittelüberwachung 
Adolf-Westphal-Straße 4 
24143 Kiel 
 
beate.reutter@lasd.landsh.de 
Tel. +49 431 988 5549 
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