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536/2014 in conjunction with Sect 13 para 5 AMG 
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SCOPE OF AUTHORISATION
Name and address of the site: 
HWI pharma services GmbH, Weismüllerstraße 50, 60314 Frankfurt am Main

lnvestigational Medicinal Products for Human Use

AUTHORISED OPERATIONS

Manufacturing Operations (according to part 1)

Part 1 - MANUFACTURING OPERATIONS 

1.1 Sterile Products 

1.1.2 Terminally sterilised (processing operations for the following dosage forms) 

1.1.2.3 Small volume liquids 

1.1.2.4 Solids and implants 

1.1.3 Batch certification 

1.2 Non-sterile products 

1.2.1 Non-sterile products (processing operations for the following dosage forms) 

1.2.1.5 Liquids for external use 

1 .2.1.6 Liquids for internal use 

1.2.1.11 Semi-solids 

1.2.2 Batch certification 

1.3 Biological medicinal products 

1.3.1 Biological medicinal products 

1 .3.1 .5 Biotechnology products 

1.3.2 Batch certification 

1.3.2.5 Biotechnology products 

1.4 Other products or manufacturing activity 

1.4.1 Manufacture of: 

1.4.1.1 Herbal products 

1.5 Packaging 

1.5.1 Primary Packing 
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1.5.1.5 Uquids for external use 

1 .5.1.6 Liquids for internal use 

1 .5.1.11 Semi-solids 

1.6 Quality control testing 

1.6.3 Chemical/Ph ysical 

Anv restrictions or clarifvina remarks related to the scooe of these Manufacturina ooerations 

- refer to 1.1 till 1.5: For list of products and manufacturing steps see current annex 8.;
- refer to 1.1.2.4: powder;
- refer to 1.2.1.11 and 1.5.1.11: gel and ointment;
- refer to 1.6.3: Partial testing in contract laboratories according to sect 14 para 4 German Medicinal
Product Act (see annex 4).
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