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CERTIFIED TRANSLATION FROM THE GERMAN LANGUAGE 
of the Manufacturing Licence issued to Formula Pharmazeutische und Chemische Entwicklungs 

GmbH by Landesamt fuer Gesundheit und Soziales Berlin on 10 February 2016 
[Translator’s notes are in square brackets] 

 

[Coat of arms of the German Länder state Berlin] 

 

Landesamt für Gesundheit und Soziales Berlin  
[State Office for Health and Social Affairs] 

 

MANUFACTURING LICENCE 

 

 

1. Licence/reference no. 

 

2. Name of licence holder 

 

 

3. Address/es of manufacturer’s/ importer’s 

operational site/s 

 

 

4. Licence holder's registered address 

 

 

5. Licence scope and  

forms of administration 

 

6. Legal basis of licence grant 

 

7. Name of the responsible official of the  

competent authority of the licence-granting  

member state 

 

8. Signature 

 

9. Date 

 

10. Enclosures 

DE_BE_01_MIA_2016_0004/5373/1-Formula/12 

 

Formula Pharmazeutische und chemische 

Entwicklungs GmbH 

 

Formula Pharmazeutische und chemische 

Entwicklungs GmbH Goerzallee 305 b 

acc. to site plan of 21 JAN 2016 

14167 Berlin 

 

Goerzallee 305 b 

14167Berlin 

 

APPENDIX 1 and APPENDIX 2 

 

 

Sec. 13 Subsec. 1 of the German Drug Law (AMG) 

as amended. 

 

Carla Heldt 

By order 

[Seal of the Landesamt für Gesundheit und Soziales 

Berlin (State Office for Health and Social Affairs)] 

[Signature] 

 

10 FEB 2016 

 

Appendix 1 and Appendix 2 

Appendix 4 (Addresses of Contract Testing 

Facilities) 
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LICENCE SCOPE  APPENDIX 1 

Name and Address of Permanent Establishment: 

Formula Pharmazeutische und chemische Entwicklungs GmbH, Goerzallee 305 b, acc. to 

site plan of 21 JAN 2016, 14167 Berlin 

 

Human medicinal products 

 

AUTHORIZED ACTIVITIES: 

Manufacturing Activities (acc. to Part 1) 

 

Part 1 - MANUFACTURING ACTIVITIES 

- The authorized manufacturing activities comprise the full and partial manufacture (inclusive 

of various processes like filling, packaging or labelling) batch release and certification, 

warehousing and distribution of said dosage forms, unless stated otherwise; 

 

- Quality control and/or release and/or batch certification performed independently of any 

manufacturing steps should be specified under the respective points; 

 

- If the manufacturer makes products with special characteristics, e.g., radioactive medicinal 

products or medicinal products containing penicillins, sulfonamides, cytostatics, 

cephalosporins, substances with hormonal effects or other potentially hazardous active 

ingredients (applicable to all sections of Part 1, except 1.5.2 and 1.6), this should also be 

specified under the respective product type or dosage form. 

1.1 Sterile Products 

 1.1.3 Batch release only 

1.5 Packaging only 

 1.5.1 Primary packaging 

  1.5.1.1 Hard capsules 

  1.5.1.2 Soft capsules 

  1.5.1.13 Tablets 

 1.5.2 Secondary Packaging 

1.6 Quality Control 

 1.6.3 Chemical/Physical 

 

Restrictions on or clarifying remarks to the manufacturing activities: 

Ad fig. 1.5.: 

Packaging of SMALL QUANTITIES only (up to 2000 packages per batch) 

Ad fig. 1.5.1.13: 

The release of large-scale batches has also been authorized 

 

Ad fig. 1.1, 1.2 and 1.5: 

The batch release of medicinal products belonging to one of the groups of drugs specified in 

Sec. 15 Subsec. 3 or Sec. 15 Subsec. 3a AMG is explicitly excluded. 
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LICENCE SCOPE  APPENDIX 2 

Name and Address of Permanent Establishment: 

Formula Pharmazeutische und chemische Entwicklungs GmbH, Goerzallee 305 b, acc. to 

site plan of 21 JAN 2016, 14167 Berlin 

 

Clinical trial products for application in or on the human body 

 

AUTHORIZED ACTIVITIES 

Manufacturing Activities for clinical trial products (acc. to Part 1) 

 

 MANUFACTURING ACTIVITIES FOR CLINICAL TRIAL PRODUCTS 

 

- The authorized manufacturing activities comprise the full and partial manufacture (inclusive 

of various processes like filling, packaging or labelling) batch release and certification, 

warehousing and distribution of said dosage forms, unless stated otherwise; 

 

- Quality control and/or release and/or batch certification performed independently of any 

manufacturing steps should be specified under the respective points; 

 

- If the manufacturer makes products with special characteristics, e.g., radioactive medicinal 

products or medicinal products containing penicillins, sulfonamides, cytostatics, 

cephalosporins, substances with hormonal effects or other potentially hazardous active 

ingredients (applicable to all sections of Part 1, except 1.5.2 and 1.6), this should also be 

specified under the respective product type or dosage form. 

 1.1 Sterile Products 

  1.1.3 Batch release only 

 1.2 Non-sterile Products 

  1.2 Non-sterile Products 

  1.2.1.1 Hard capsules 

  1.2.1.13 Tablets 

 1.5 Packaging only 

  1.5.1 Primary packaging 

  1.5.1.2 Soft capsules 

  1.5.1.5 Fluid dosage forms for external administration  

  1.5.1.11 Semisolid dosage forms 

  1.5.2 Secondary Packaging 

 1.6 Quality Control 

  1.6.3 Chemical/Physical 
 

Restrictions on or clarifying remarks to the manufacturing activities: 
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Ad fig. 1.2.1.1: 

 

Exclusively permitted are 

- the manufacturing of placebo hard-gelatine capsules and 

- the blinding by encapsulation of unchanged solid oral dosage forms into hard-gelatine 

capsules. 

 

Ad fig. 1.2.1.1; 1.2.1.13: 1.5.1.2, 1.5.1.5, 1.5.1.11 

The manufacturing activities also comprise batch release. 

 

Ad fig. 1.2.1.13: 

Manipulation of small volumes of tablets by hand 

 

Ad fig. 1.1, 1.2 and 1.5: 

The batch release of medicinal products belonging to one of the groups of drugs specified in 

Sec. 15 Subsec. 3 or Sec. 15 Subsec. 3a German Drug Law (AMG) is explicitly excluded. 
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Appendix 4 

Addresses of Contract Testing Facilities Labor L+S AG  
Mangelsfeld 4 
97708 Bad Bocklet-Großenbrach 
- Microbiological quality controls: 
1. Testing of non-sterile medicinal products 
2. Testing for sterility 
 
- Testing for endotoxines (LAL test) 
 
- Testing for invisible particles 

 

[End of translation] 

 
 

Als in Bayern öffentlich bestellte und allgemein beeidigte Übersetzerin für die englische 

Sprache bestätige ich: 

Vorstehende Übersetzung der mir als pdf-Kopie vorgelegten, in deutscher Sprache 

abgefassten Urkunde ist richtig und vollständig. 

 

In my capacity as a translator of the English language, publicly appointed and sworn in 

Bavaria, I hereby certify: 

The above translation of the document written in the German language [Manufacturing 

Licence issued to Formula Pharmazeutische und Chemische Entwicklungs GmbH by 

Landesamt fuer Gesundheit und Soziales Berlin on 10 February 2016], the pdf copy of which 

was presented to me, is a full and faithful translation. 

 

A copy of the document presented to me (5 pages) is attached for information purposes. 

 

Aschaffenburg, 21 March 2017 

 
Christiane Wagner 
Diplom-Übersetzerin 
Graduate Translator 

www.uebersetzungen-wagner.de 
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