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1.8.1  PHARMACOVIGILANCE SYSTEM 

According to Article 8 (ia) of the Directive 2001/83/EC a pharmacovigilance system master file is 

available under the number . 

 

1.8.1.1. PROOF OF ESTABLISHING A QUALIFIED PERSON IN 

PHARMACOVIGILANCE 

Laboratoires Gilbert, holder of the following product: 

CHLORHEXIDINE ALCOOLIQUE GILBERT HEALTHCARE 2%, solution pour application 

cutanée 

have a qualified person responsible in pharmacovigilance : 

 

Pharmacien Responsable 

Directeur Général Délégué 

 

The registration proof in Eudravigilance base of  is presented in Appendix 1.8.1. 

 

1.8.1.2. MEMBER STATE WHERE THE QUALIFIED PERSON OPERATES  

The qualified person responsible in pharmacovigilance lives and operates in France. 

 

1.8.1.3. CONTACT INFORMATION OF THE QUALIFIED PERSON  

The contact information of the qualified person responsible in pharmacovigilance are: 

 

928 avenue du Général de Gaulle  

14200 Hérouville Saint-Clair 

. 

. 

 

1.8.1.4.  HOLDER ATTESTATION THAT CERTIFY THE NECESSARY 

RESOURCES TO UNDERTAKE THE RESPONSIBILITIES DESCRIBED 

IN TITLE IX  

The holder attestation is presented in Appendix 1.8.2. 

 

 

 



CONFIDENTIAL 
LABORATOIRES GILBERT  MODULE 1 : ADMINISTRATIVE INFORMATION 

Chlorhexidine alcoolique Gilbert Healthcare 2%, Solution pour application cutanée 
 

November 2018 2 F-Gt_541_1.8.1_pharmacovigilance system 

1.8.1.5. LOCALITY ADDRESS OF THE PHARMACOVIGILANCE SITE MASTER 

FILE  

The Pharmacovigilance Site Master File is kept in the head office of Laboratoires Gilbert: 

928 Avenue du Général de Gaulle,  

14200 Hérouville Saint-Clair. 
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Appendix 1.8.1 

REGISTRATION PROOF IN EUDRAVIGILANCE BASE OF  
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Appendix 1.8.2 

HOLDER ATTESTATION THAT CERTIFY THE NECESSARY RESOURCES TO UNDERTAKE THE 

RESPONSIBILITIES DESCRIBED IN TITLE IX 
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