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MANUFACTURING-IMPORTATION AUTHORISATION 
1. Authorisation number/reference 

number 
DE_BW_01_MIA_2024_0070/DE_BW_01_PharmaKorell 
 

2. Name of the holder of the 
authorisation 

PharmaKorell GmbH  
(LOC-100047338) 
 

3. Address(es) of the manufacturer’s / 
importer’s place(s) of operation 

PharmaKorell GmbH  
Georges-Köhler-Str. 2 
79539 Lörrach  
(LOC-100047338) 
  

4. Registered address of the holder of 
the authorisation 

Georges-Köhler-Str. 2 
79539 Lörrach 

5. Scope of the authorisation and 
dosage forms 

ATTACHMENT 1 and ATTACHMENT 2 

6. Legal basis of the grant of the 
authorisation 

Paragraph 13 section 1 German Medicines Law (AMG) 
Paragraph 72 section 1 German Medicines Law (AMG) 
Article 61 sections 1 to 3 of Regulation EU No. 
536/2014 in connection with Paragraph 13 section 5 
German Medicines Law (AMG) 
Article 61 sections 1 to 3 of Regulation EU No. 
536/2014 in connection with Paragraph 72 section 2a 
German Medicines Law (AMG) 

7. Name of the responsible officer of 
the responsible authority of the 
Member State granting the 
authorisation 

 

8. Signature Under the authority of the Regional Council Tübingen  

 
(Signature) 
 

9.  Date 10/07/2024 

10. Attachments   Attachment 1 and Attachment 2 
     Attachment 4 (address(es) of contracting test centres) 
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This is to certify that the above translation is a true and complete translation of an original 
Manufacturing-Importation Authorisation issued in German language for the company PharmaKorell 
GmbH  
Schönau, 24/07/2024 
Ferdinand Kiefer, Dipl.-Übersetzer, sworn translator 

 

Baden-Württemberg
REGIERUNGSPRÄSIDIUM TÜBINGEN

LEITSTELLEARZNEIMITTELÜBERWACHUNG

HERSTELLUNGS-/EINFUHRERLAUBNIS

1. Nummer der Erlaubnis/Aktenzeichen

2. Name des Erlaubnisinhabers

3. Anschrift/en der Betriebsstätte/n des
Herstellers / des Einführers

4. Eingetragene Anschrift des
Erlaubnisinhabers

5. Umfang der Erlaubnis sowie
Darreichungsformen

6. Rechtsgrundlage der Erlaubniserteilung

7. Name des verantwortlichen Bearbeiters

der zuständigen Behörde des
Mitgliedstaates, der die Erlaubnis erteilt

8. Unterschrift

9. Datum

10. Anlagen

DE BW 01 MIA 2024_0070/DE_BW_01_PharmaKorell

PharmaKorell GmbH
(LOC-100047338)

PharmaKorell GmbH

Georges-Köhler-Str. 2
79539 Lörrach

(LOC-100047338)

Georges-Köhler-Str. 2
79539 Lörrach

ANLAGE 1 und ANLAGE 2

§ 13 Absatz 1 Arzneimittelgesetz (AMG)
§ 72 Absatz 1 Arzneimittelgesetz (AMG)
Art. 61 Absätze 1 bis 3 Verordnung (EU) Nr. 536/2014 in
Verbindung mit § 13 Absatz 5 AMG
Art. 61 Absätze 1 bis 3 Verordnung (EU) Nr. 536/2014 in
Verbindung mit § 72 Absatz 2a AMG

Suzan Akgüzel

Im Auftra

10.07.2024

^Gsfi^
^

'̂^/NG^

Anlage 1 und Anlage 2
Anlage 4 (Anschrift/en beauftragter Prüfbetriebe)
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Baden-Württemberg
REGIERUNGSPRÄSIDIUM TÜBINGEN

LEITSTELLEAR2NEIMITTELÜBERWACHUMG

Anlage 8 (Liste der Produkte, auf die sich die
Herstellungs-/Einfuhrerlaubn is erstreckt)

^
/
a:

^GSp^
'%.
c
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Commercial register A of the County court of Freiburg i. Br.   Retrieval of 05-05-2022 06-42 Number of the company     HRA 660156 

Page 6 of 6 
Entry 

number 
d) Company 
e) Place of business, domestic 

business address, branches 
f) Purpose of the enterprise 

a) General regulation of 
representation 
b) Owners, general partners, 
managing directors, board of 
managers, authorised 
representatives and special power 
of representation 

Proxy d) Legal form, beginning and 
articles of association 

e) Other legal relationships 
f) Limited partners, members 

c) Day of entry 
d) Remarks 

1 2 3 4 5 6 
   Dr. Tymister, Ulrike, Essen, *19-09-1962  a) 

22-05-2017 
Mueller 

23   
 

Proxy expired: 
Dr. Weitzel, Lothar, Weil am Rhein 
*21-04-1964 
 

 a) 
27-04-2021 
Hügel 

 
This is to certify that the above translation is a true and complete translation of an official chronologic printout of HRA 660156 of the commercial register maintained at the County 
court Freiburg im Breisgau, issued in German language. 
 
Schönau, 28th of November 2022 
 
Ferdinand Kiefer, sworn translator 
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     Attachment 8 (list of products covered  
     by the manufacturing/ importation authorisation) 
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This is to certify that the above translation is a true and complete translation of an original Manufacturing-Importation 
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Baden-Württemberg
REGIERUNGSPRÄSIDIUM TÜBINGEN

LEITSTELLEARZNEIMITTELÜBERWACHUNG

HERSTELLUNGS-/EINFUHRERLAUBNIS

1. Nummer der Erlaubnis/Aktenzeichen

2. Name des Erlaubnisinhabers

3. Anschrift/en der Betriebsstätte/n des
Herstellers / des Einführers

4. Eingetragene Anschrift des
Erlaubnisinhabers

5. Umfang der Erlaubnis sowie
Darreichungsformen

6. Rechtsgrundlage der Erlaubniserteilung

7. Name des verantwortlichen Bearbeiters

der zuständigen Behörde des
Mitgliedstaates, der die Erlaubnis erteilt

8. Unterschrift

9. Datum

10. Anlagen

DE BW 01 MIA 2024_0070/DE_BW_01_PharmaKorell

PharmaKorell GmbH
(LOC-100047338)

PharmaKorell GmbH

Georges-Köhler-Str. 2
79539 Lörrach

(LOC-100047338)

Georges-Köhler-Str. 2
79539 Lörrach

ANLAGE 1 und ANLAGE 2

§ 13 Absatz 1 Arzneimittelgesetz (AMG)
§ 72 Absatz 1 Arzneimittelgesetz (AMG)
Art. 61 Absätze 1 bis 3 Verordnung (EU) Nr. 536/2014 in
Verbindung mit § 13 Absatz 5 AMG
Art. 61 Absätze 1 bis 3 Verordnung (EU) Nr. 536/2014 in
Verbindung mit § 72 Absatz 2a AMG

Suzan Akgüzel

Im Auftra

10.07.2024

^Gsfi^
^

'̂^/NG^

Anlage 1 und Anlage 2
Anlage 4 (Anschrift/en beauftragter Prüfbetriebe)
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Commercial register A of the County court of Freiburg i. Br.   Retrieval of 05-05-2022 06-42 Number of the company     HRA 660156 

Page 6 of 6 
Entry 

number 
d) Company 
e) Place of business, domestic 

business address, branches 
f) Purpose of the enterprise 

a) General regulation of 
representation 
b) Owners, general partners, 
managing directors, board of 
managers, authorised 
representatives and special power 
of representation 

Proxy d) Legal form, beginning and 
articles of association 

e) Other legal relationships 
f) Limited partners, members 

c) Day of entry 
d) Remarks 

1 2 3 4 5 6 
   Dr. Tymister, Ulrike, Essen, *19-09-1962  a) 

22-05-2017 
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Proxy expired: 
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This is to certify that the above translation is a true and complete translation of an official chronologic printout of HRA 660156 of the commercial register maintained at the County 
court Freiburg im Breisgau, issued in German language. 
 
Schönau, 28th of November 2022 
 
Ferdinand Kiefer, sworn translator 
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Attachment 1 
SCOPE OF THE AUTHORISATION 
Name and address of the place of operation: 
PharmaKorell GmbH, Georges-Köhler-Str. 2, 79539 Lörrach 

 
Medicinal products for human use 

 
PERMITTED ACTIVITIES 
Manufacturing activities (according to part 1) 
Importation of medicinal products (according to part 2) 
 

Part 1 – MANUFACTURING ACTIVITIES 
1.1 Sterile products 
 1.1.3 Batch release 
1.2 Non-sterile products 
 1.2.2 Batch release 
1.3 Biological medicinal products 
 1.3.2 Batch release 
  1.3.2.5 Biotechnological products 
1.5 Packaging 
 1.5.1 Primary packaging 
  1.5.1.17 Others 

  Restricted to the manual primary packaging (also in the framework of  
  sampling) of small quantities in case of non-sterile solid dosage forms and  
  non-sterile active ingredients. 

 
Restrictions or clarifications regarding the manufacturing activities 
Included is the storage of medicinal products, investigational medicinal products and active ingredients 
which are subject to authorisation at Niedermattenstr. 6, 79238 Ehrenkirchen in accordance with the plans 
submitted to the authority. 
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This is to certify that the above translation is a true and complete translation of an original Manufacturing-Importation 
Authorisation issued in German language for the company PharmaKorell GmbH  
Schönau, 24/07/2024 
Ferdinand Kiefer, Dipl.-Übersetzer, sworn translator 
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Baden-Württemberg

Anlage 4

Anschrift/en beauftragter Prüfbetriebe Untersuchungsinstitut Heppeler
Marie-Curie-Straße 7

79539 Lörrach

- chemische/physikalische Prüfungen
- mikrobiologische Prüfungen (nicht-sterile Produkte)

Labor LS SE & Co. KG
Mangelsfeld 4, 5, 6
97708 Bad Bocklet-Großenbrach

-mikrobiologische Prüfungen (sterile und nicht-sterile
Produkte)
-Endotoxinprüfung

./
/
a:

^Gsp^-
\

DE_BW_01_MIA_2024_0070 Seite 7 von 8 10.07.202413:34:40

/,
°BINQ^

CERTIFIED TRANSLATION FROM THE GERMAN LANGUAGE 
 
Commercial register A of the County court of Freiburg i. Br.   Retrieval of 05-05-2022 06-42 Number of the company     HRA 660156 

Page 6 of 6 
Entry 

number 
d) Company 
e) Place of business, domestic 

business address, branches 
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managing directors, board of 
managers, authorised 
representatives and special power 
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d) Remarks 

1 2 3 4 5 6 
   Dr. Tymister, Ulrike, Essen, *19-09-1962  a) 

22-05-2017 
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23   
 

Proxy expired: 
Dr. Weitzel, Lothar, Weil am Rhein 
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This is to certify that the above translation is a true and complete translation of an official chronologic printout of HRA 660156 of the commercial register maintained at the County 
court Freiburg im Breisgau, issued in German language. 
 
Schönau, 28th of November 2022 
 
Ferdinand Kiefer, sworn translator 
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Part 2 – IMPORTATION OF MEDICINAL PRODUCTS 
2.2 Batch release of imported medicinal products 
 2.2.1 Sterile products 
  2.2.1.1 Aseptically manufactured 
  2.2.1.2 Sterilised in the final container 
 2.2.2 Non-sterile products 
 2.2.3 Biological medicinal products 
  2.2.3.1 Blood products 

  Other preparations originating from foreign blood 
  (Preparation with humane coagulation factor) 

  2.2.3.5 Biotechnological products 
2.3 Other importation activities 
 2.2.1 Operating site of physical importation  
 2.3.4 Others 

 Importation of gentamicin sulphate Ph. Eur. 
 (active ingredient of microbiological origin) 

 
Restrictions or clarifications regarding the importation activities 
 

Included is the storage of medicinal products, investigational medicinal products and active ingredients which 
are subject to authorisation at Niedermattenstr. 6, 79238 Ehrenkirchen in accordance with the plans 
submitted to the authority. 
 
Re 2.3.1 Refers to the storage sites in Lörrach and Ehrenkirchen 
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Baden-Württemberg

Anlage 4

Anschrift/en beauftragter Prüfbetriebe Untersuchungsinstitut Heppeler
Marie-Curie-Straße 7

79539 Lörrach

- chemische/physikalische Prüfungen
- mikrobiologische Prüfungen (nicht-sterile Produkte)

Labor LS SE & Co. KG
Mangelsfeld 4, 5, 6
97708 Bad Bocklet-Großenbrach

-mikrobiologische Prüfungen (sterile und nicht-sterile
Produkte)
-Endotoxinprüfung
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Attachment 2 
SCOPE OF THE AUTHORISATION 
Name and address of the place of operation: 
PharmaKorell GmbH, Georges-Köhler-Str. 2, 79539 Lörrach 
 

Investigational medicinal products for human use 
 

PERMITTED ACTIVITIES 
Manufacturing activities (according to part 1) 
Importation of investigational medicinal products (according to part 2) 
 

Part 1 – MANUFACTURING ACTIVITIES  
1.1 Sterile products 
 1.1.3 Batch release 
1.2 Non-sterile products 
 1.2.2 Batch release 
1.3 Biological medicinal products 
 1.3.2 Batch release 
  1.3.2.2 Immunological products 
  1.3.2.5 Biotechnological products 
1.5 Packaging 
 1.5.1 Primary packaging 
  1.5.1.15 Others 

  Restricted to the manual primary packaging (also in the framework of  
  sampling) of small quantities in case of non-sterile solid dosage forms and  
  non-sterile active ingredients. 

 1.5.2 Secondary packaging 
 

Restrictions or clarifications regarding the manufacturing activities 
Re 1.5.2: Secondary packaging is restricted to the (re)labelling of small lots 
 

External sites in accordance with § 14 (4) No. 2 AMG: Test centres can be used to change the expiry date 
of clin. investigational medicinal products. PharmaKorell provides the Control centre of Pharmacovigilance 
with a current list of the trial sites/test centres used. 
 

Included is the storage of medicinal products, investigational medicinal products and active substances 
which are subject to authorisation at Niedermattenstr. 6, 79238 Ehrenkirchen in accordance with the plans 
submitted to the authority. 
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Part 2 – IMPORTATION OF INVESTIGATIONAL MEDICINAL PRODUCTS 
2.2 Batch release of imported investigational medicinal products 
 2.2.1 Sterile products 
  2.2.1.1 Aseptically manufactured 
  2.2.1.2 Sterilised in the final container 
 2.2.2 Non-sterile products 
 2.2.3 Biological medicinal products 
  2.2.3.2 Immunological products 
2.3 Other importation activities  
 2.3.1 Operation site of physical importation 

 
Restrictions or clarifications regarding the importation activities 
External sites in accordance with § 14 (4) No. 2 AMG: Test centres can be used to change the expiry date 
of clin. investigational medicinal products. PharmaKorell provides the Control centre of Pharmacovigilance 
with a current list of the trial sites/test centres used. 
 
Included is the storage of medicinal products, investigational medicinal products and active substances 
which are subject to authorisation at Niedermattenstr. 6, 79238 Ehrenkirchen in accordance with the plans 
submitted to the authority. 
 
Re 2.3.1: Refers to the storage facilities in Lörrach and Ehrenkirchen. 
 
Included is the physical importation and storage of biotechnologically manufactured active substances for 
investigational medicinal products at the Lörrach operation site. 
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Attachment 4 
 
 
 

Address(es) of contracting test centres 
 

Untersuchungsinstitut Heppeler 
Marie-Curie-Strasse 7 
79539 Lörrach 
- Chemical/physical tests 
- Microbiological tests (non-sterile products) 
 
 
Labor LS SE & Co. KG 
Mangelsfeld 4, 5, 6 
97708 Bad Bocklet-Großenbrach 
- Microbiological tests (sterile and non-sterile 

products) 
- Endotoxin test 
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Baden-Württemberg

Anlage 4

Anschrift/en beauftragter Prüfbetriebe Untersuchungsinstitut Heppeler
Marie-Curie-Straße 7

79539 Lörrach

- chemische/physikalische Prüfungen
- mikrobiologische Prüfungen (nicht-sterile Produkte)

Labor LS SE & Co. KG
Mangelsfeld 4, 5, 6
97708 Bad Bocklet-Großenbrach

-mikrobiologische Prüfungen (sterile und nicht-sterile
Produkte)
-Endotoxinprüfung
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CERTIFIED TRANSLATION FROM THE GERMAN LANGUAGE 
 
Commercial register A of the County court of Freiburg i. Br.   Retrieval of 05-05-2022 06-42 Number of the company     HRA 660156 

Page 6 of 6 
Entry 

number 
d) Company 
e) Place of business, domestic 

business address, branches 
f) Purpose of the enterprise 

a) General regulation of 
representation 
b) Owners, general partners, 
managing directors, board of 
managers, authorised 
representatives and special power 
of representation 

Proxy d) Legal form, beginning and 
articles of association 

e) Other legal relationships 
f) Limited partners, members 

c) Day of entry 
d) Remarks 

1 2 3 4 5 6 
   Dr. Tymister, Ulrike, Essen, *19-09-1962  a) 

22-05-2017 
Mueller 

23   
 

Proxy expired: 
Dr. Weitzel, Lothar, Weil am Rhein 
*21-04-1964 
 

 a) 
27-04-2021 
Hügel 

 
This is to certify that the above translation is a true and complete translation of an official chronologic printout of HRA 660156 of the commercial register maintained at the County 
court Freiburg im Breisgau, issued in German language. 
 
Schönau, 28th of November 2022 
 
Ferdinand Kiefer, sworn translator 

 
 


