l,-..mx'ﬂ Iily, f
o :

MINISTERUL SANATATII

<

& %, AGENTIA NATIONALA A MEDICAMENTULUI
$ 4}3 @ % S| A DISPOZITIVELOR MEDICALE
£ Z Str. Av. Sanatescu nr. 48, sector 1, 011478 Bucuresti
7 ) Tel: +4021-317.11.00

% & Fax: +4021-316.34.97

(r‘/}i" ANMDM :\‘\‘ . www.anm.ro

Certificat Nr./Certificate No: 192/2018/RO
Pag. nr./Page no.: 2

CERTIFICAT PRIVIND CONFORMITATEA CU BUNA PRACTICA DE DISTRIBUTIE
CERTIFICATE OF GDP COMPLIANCE OF A WHOLESALE DISTRIB UTOR

Emis in urma unei inspectii in acord cu art. 857 din Legea 95/2006, republicata — Titlul XVIII

Issued following an inspection in accordance with Art, 111 of Directive 2001/83/EC

Autoritatea competentd AGENTIA NATIONALA A MEDICAMENTULUI S1 A DISPOZITIVELOR
MEDICALE confirma urmitoarele:

The competent authority NATIONAL AGENCY FOR MEDICINES AND MEDICAL DEVICES confirms the
Sollowing:

Distribuitorul angro /The wholesale distributor: S.C. FIDELIO FARM S.R.L.

Adresa locului/Site address: Str. E.A. Bieltz nr. 17, Mun. Sibiu, Jud. Sibiu, cod postal 550031

A fost inspectat in cadrul programului national de inspectie referitor la autorizatia numirul 97D in
acord cu art. 77 (1) al Dircctivei 2001/83/EC transpusi in legislatia najional prin art. 800 alin. (1) din Legea
95/2006 privind reforma in domeniul sanatatii, republicatd, Titlul XVIII, Medicamentul.

Has been inspected under the national inspection programme in connection with autherisation
number 97D in accordance with Art. 77 (1) of Directive 2001/83/EC transposed in the following national
legislation: art. 800 (1) from Law 95/2006 regarding reform in the field of health, republished, Title XVIII,
Medicinal product.

Din informatiile acumulate in timpul inspectiei la acest distribuitor angro, ultima fiind efectuati in
2017/10/24 sc apreciaza ci acesta respecti cerinjele de Buna Practici de Distributie la care se face referire in
art. 807 din Legea 95/2006 privind reforma in domeniul sdndtdtii, republicata, Titlul XVI1I, Medicamentul.

From the knowledge gained during inspection of this wholesale distributor, the latest of which was
conducted on 2017/10/24, it is considered that it complies with the Good Distribution Practice requirements
laid down in Article 807 from Law 95/2006 regarding reform in the field of health, republished, Title XVIII,
Medicindl product.

Numele, titlul §i semnitura persoanei autorizate din Agengia Nafionali a
Medicamentului si a Dispozitivelor Medicale din Romania / Name and
signature of the authorised person of the National Agency for Medicines and
Medical Devices of Romania =
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Doctor Alexandru Velicu, Presedinte
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