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R1PUBLIQtJE FRANçAISE

Certificat I Certificate n° : HMFIFR13/2015

Certificat de conformité d’un fabricant aux BPF
Certificate of GMP compliance of a manufacturer

Délivré a Ia suite dune inspection conformément a ‘Art. 111(5) Issued following an inspection in accordance with Art.
de Ia Directive 2001/83/CE. 111(5) of Directive 2001183/EC.

L’Agence nationale de sécurité du médicament at des prodults
de sante (ANSM), autorité compétente francaise, confirnie les
éléments suivarits:

Le fabricant OSM Nutritional Products France
Situe Boulevard d’Alsace

BP 170
6812B VILLAGE NEUF
FRANCE

Eat un site de fabrication do substances actives qui a été
Inspecté conformément a i’Art. 111(1) do Ia Directive
2001/83/CE transpose dans le code do Ia sante publique
franis,

Vu les éléments constatés bra do I’inspection menéa dans cot
établissement du 24 novembre 2014 au 26 novembre 2014,
le forictionnement de l’établissement est conforrne aux
pnncipes des Bonnes Pratlques de Fabrication (BPF) des
substances actives (Partie II des BPF européennes). Ces
principes satisfont aux recommandations des BPF de lOMS.

Ce certificat refléte to statut do létablissement de fabrication a
Ia date de linspection mentionnée ci-dessus et ne devrait pea
étre utilisé pour reflétor le statul do conformité au-deià do lila
ans a compter de Ia date d’lnspection. Toutefois cette pérlode
do validité peut être réduite ou prolongée en utilisant des
principes de gestion du risque reglernentaire, ces Informations
sont renseignéos doris Ia rubrique restrictions ou clarifications.

The French National Agency for Medicines and Health
Products Safety (ANSM), the competent authority of France,
confirms the following:

The manufacturer DSM Nutritional Products France
Located at Boulevard d’Aisace

BP 170
68128 VILLAGE NEUF
FRANCE

Is an active substance manufacturer that has been lnspected
In accordance with Art. 111(1) of Directive 2001(83/EC
transposed in the French public health code.

From the knowledge gained during Inspection of this
manufacturer, (he latest of which was conducted from 24
November 2014 to 25 November 2014, it is considered that
it complies with the principles of Good Manufacturing
Practice (GMP) for active substances (EU GMP Part II).
These principles fulfil the GMP recommendations of WHO.

This certificate reflects the status of the manufacturing site at
the time of the inspection noted above and should not be
relied upon to reflect the compliance status if more than three
years have elapsed since the date of that inspection.
However, this period of validity may be reduced or extended
using regulatory risk management principles by an entry in
the restrictions or darifying remarks field.

L’authenticité de ce certificat pout étre vériflée auprès de The authenticity of thIs certificate may be verified with the
Iautorité competente. issuing authority.

Fabrication de substances actives I Noms des substances Manufacture of active substances / Names of substances
soumises a linspection: subject to inspection:

Voir ci-dessus

Nom at signature de Ia personne responsable
de l’autorité competente francaise (ANSM)
Name and signature of the authosised person
of the competent aufho,f’ of France (ANSM)

Date: 30 JAN.
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- CHOLECALCIFEROL
Restrictions : Vitamine D3
- BETA-CAROTENE (SUSPENSION HUILEUSE A 30%)
Restrictions Denomination: Bétacarotène 30% FS
Champ limité aux operations décritea dans Ia partie 3.2.S
du dossier d’enreglstrement numéro NLI 8272
uBETASELEN, géluleo
- D-BIOTINE
Restrictions : Vitamine H ou B8
- RIBOFLAV1NE PHOSPHATE SODIQIJE

- CHOLECALCIFEROL
Restrictions : Vitamin D3
- BETA-CAROTENE (30% OIL SUSPENSION)
Restrictions : Type: Betacaroterie 30% FS
Scope limited to operations described in the 3.2.S
section of the registration dossier number NL18272
aBETASELEN, gélulea
- D-BIOT1NE
Restrictions : Vitamine H ou B?
- RIBOFLAVIN SODIUM PHOSPHATE

Restrictions ou clarifications Hées au champ d’applicatlon du Any restrictions or clarifying remarks related to the scope
certificat: of this certificate:
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