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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 numbe N

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 ofj i N 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

I
I
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.
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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 O_—
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User Deciaration

Part A

Bd The undersigned QPPV/RP/trusted Deputy User or Individual User
declares that ha/she will:

* keep the password provided by the European Medicines Agency for the
access to EudraVigilance a secret, remember the password and destroy
the e-mail/slip on which it is printed;

* not write the password down in any way that it could be understooad by
anyone else;

+ never tell anyone the password or allow anyone else to use it, If it
happens, the user is responsible for any security breaches that may
occur to the data stored with EudraVigilance:

+ Inform the Agency immediately if the user suspacts that anyone knows
the password. The Agency administrators can be contacted during
normal office hours. In such case, the user must request a new
password immediately from the Agency;

+ inform the Agency immediately in writing of any changes in his contact
details as specified in the user registration form;

* Inform the Agency immediately in writing about any changes of
his/her access rights (e.g. end of employment with the registered
organisation, change of department within the registered organisation
atc) .

Part B
Bd The undersigned QPPV/RP or trusted Deputy User declares that he/she will:

* inform the Agency immediately in writing about any changes
affecting the access rights (e.g. end of employmeant with the
registered organisation, change of department within the registerad
organisation etc.) of any reglstered EudraVigilance user in relation to
the organisation as Indicated below.
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Please note that the access to EudraVigilance will be denied if the user enters the
incorrect password In the login process three times in a row on the same day.

The Agency can refuse the registration of a user for any valid reason,
The undersigned act in the following role:

X QpPPV/RP
] Trusted Deputy User
[[] 1ndividual User

Organisation name (Nca/ MaH/ Sponsor): LG HOMEO

Organisation type:

[] National Competent Authority
[[] Regional Pharmacovigilance Centre
(] Marketing Authorisation Holder

[] Applicant
] commercial Sponsor
[[] Non Commercial Sponsor

User details:
Street: Avenue du Général de Gaulle
City: Hérouville Saint-Clair

Postcode: 14200
Country: FRANCE

Date: 28/04/2016 Signature:

Sicbwmisted personal divta is processed in acoovdance with Regudation (EC) 432001 e the provection of individuals with regand
ta the processing of personal data by the Conmmminy institutions and boxdies and on the free movement af such date. These
personal dara are reguired to manage the Eudral igilance database. n accordance with art, § (1) (i of Regdavion (EC)
7262004, bt order to verify the identity of the users of the system and relared phaymacovigitance acivitles. Your address,
inclicting e-menil addvess, witl be wsed 1o sed yon eoiwical instractions and otfer pertinent communicalions They are
pracessed by the European Mediciies Agency and other Nartonal Competens Aurharities exelusively for e praprase for wiich
they are collected. You are emitled to aceess, recify and biock these dota n aecordince with the provisions of Regulation (£C)
452001 You may exercise these rights by comacting the Enropean Medicines dgency. Fow furve also the right of recoivse 1o the
Eirrvpean Data Protecrion Supervizor (www wdpe ewrope. et al any Hine
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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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Laboratoires

A GILBERT

DECLARATION DE MOYENS EN MATIERE DE PHARMACOVIGILANCE

Nous, le signataire :
LABORATOIRES GILBERT
928 Avenue du Général de Gaulle
14200 Hérouville Saint-Clair
France
Exploitant de 'Autorisation de mise sur le marché sulvante :
CHLORHEXIDINE ALCOOLIQUE GILBERT HEALTHCARE 2%, solution pour application cutanée

Nous attestons que nous disposons des mayens nécessaires pour s’acquitter des tiches et des
responsabllités énoncées au titre I1X de Ia Directive 2001/83/CE

Hérouville Saint-Clair, le 28 Novembre 2018

Pharmécien Responsable

Directedr Général Délégué

du Géndval de Gaulle 14200 Hirounlle Sant-Cheis - France / 306 062 944 RCS Caar,

LABORATOIRES GILBERT SAS au capital de § 048 000 surcs / S
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