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Certificat Nr./Certificate No: 006/2016/RO

CERTIFICAT PRIVIND CONFORMITATEA CU BUNA PRACTICA DE FABRICATIE
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
Partea 1/Part 1

Emis in urma unei inspectii in acord cu art. 111(5) al Directivei 2001/83/EC/Issued following an inspection
in accordance with Art. 111(5) of Directive 2001/83/EC.

Autoritatea competenti AGENTIA NATIONALA A MEDICAMENTULUI $I A DISPOZITIVELOR
MEDICALE din ROMANIA confirma urmatoarele/ The competent authority NATIONAL AGENCY FOR
MEDICINES AND MEDICAL DEVICES from ROMANIA confirms the following:

Fabricantul/The manufacturer: S.C. VIM SPECTRUM S.R.L.

Adresa locului de fabricatie/Site address.: Corunca nr. 409, Jud. Mures, cod 547367, Roméania

A fost inspectat in cadrul programului national de inspectie referitor la autorizatia de fabricatie nr. 11F in
acord cu art. 40 al Directivei 2001/83/CE consolidate transpusa in legislatia nagionald prin art. 755 din Legea nr.
95/2006 privind reforma in domeniul sanatatii, republicata, Titlul XVIII*, Medicamentul/ Has been inspected under
the national inspection programme in connection with manufacturing authorisation no. 11F in accordance with
Art. 40 of Directive 2001/83/EC transposed in the following national legislation: art. 755 from Law no. 95/2006
regarding the reform in the field of health, republished, Title XVIII, Medicinal product

Din informatiile acumulate in timpul inspectiei la acest fabricant, ultima fiind efectuatd in 2015/11/18, se

apreciazd cd acesta respectd cerintele de Buna Practicd de Fabricatie la care se face referire in Principiile si ghidurile
pentru Buna Practici de Fabricatie stabilite in Directiva 2003/94/CE'./From the knowledge gained during inspection
of this manufacturer, the latest of which was conducted on 2015/11/18 it is considered that it complies with the Good
Manufacturing Practice requirements referred to in The principles and guidelines of Good Manufacturing Practice
laid down in Directive 2003/94/E1*. ~

Acest certificat reflectd statutul locului de fabricatie la data inspectiei mentionatd mai sus si nu mai poate fi

luat in consideratie daca de la data acestei inspectii au trecut mai mult de trei ani. Aceastd perioada de valabilitate
poate fi redusd folosind principii de management al riscului in activitatea de reglementare, printr-o remarca
mentionatad la rubrica ,Restrictii sau observatii care si clarifice”. Acest certificat este valid numai dacéd are toate
paginile incluse precum si ambele Parti (1si 2). Autenticitatea acestui certificat poate fi verificatd in baza de date
EudraGMP. Dacid nu este inclus in aceastd baza de date, va rugam si contactati autoritatea emitentd./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 Clarifying remarks field. This certificate is valid only when presented with all pages and both Parts 1
and 2.The authenticity of this certificate may be verified in EudraGMP. If it does not appear, please contact the
issuing authority.

25/02/2016 Numele, titlul si semnétura persoanei autorizate din

Agentia Nationald a Medicamentului si a Dispozitivelor Medicale din
Romaénia
Name and signature of the authorised person of the National Agency for
Medicines and Medical Devices from Romania

Tel.: 004021317 11 02 Fax: 0040 21 316 34 97

Doctor Nicolae Fotin, Pres

Semnatura:

Stampila:

! Aceste cerinfe indeplinese recomandirile de bund practici de fabricafié\d
recommendations of WHO. [N



MINISTERUL SANATATII
AGENTIA NATIONALA A MEDICAMENTULUI

SI A DISPOZITIVELOR MEDICALE
Str. Av. Sanatescu nr. 48, sector 1
011478 Bucuresti

Tel.: +40-21.317.11.02

Fax: +40-21.316.34.97
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Partea a 2-a/Part 2

| @ Medicamente de uz uman/ Human Medicinal Products |

1. OPERATII DE FABRICATIE | MANUFACTURING OPERATIONS

1.2 | Produse nesterile/Non-sterile products
121 Produse nesterile (operatii de procesare peniru urmdtoarele forme dozate)/Non-sterile
products (processing operations for the following dosage forms)

1.2.1.1. Capsule / Capsules, hard shell

1.2.1.8. Alte forme solide dozate / Other solid dosage forms: pulberi undoza pentru solufii si suspensii
orale/ unit dose form powders for oral solutions and suspensions

1.2.1.13. Comprimate/Tablets

1.2.2. Certificarea seriei/Batch certification

1.5 | Ambalare/Packaging

1.5.1. Ambalare primard /Primary packing

1.5.1.1. Capsule/Capsules, hard shell

15.1.8. Alte forme solide dozate/Other solid dosage forms:pulberi undozi pentru solutii si
suspensii orale/ unit dose form powders for oral selutions and suspensions

1.5.1.13. Comprimate/Tablets
1.5.2. Ambalare secundard/Secondary packing

1.6 | Teste pentru controlul calitatii / Quality control testing
[ 1.6.3. Fizico-chimice /Chemical/Physical

Orice restrictii sau observatii care sa clarifice domeniul acoperit de acest certificat /Any restrictions or
clarifying remarks related to the scope of this certificate: pentru testele de control al calitatii se utilizeaza si
echipamentele existente in locatia L03 — punct de lucru al SC VIM SPECTRUM SRL in cladirea aparinand Centrului
de cercetare clinicd si analitica pentru industria farmaceutica /for quality control tests equipment located in Location
103 — site of SC VIM SPECTRUM SRL in the building belonging to Clinical Research and Analytical Center for
Pharmaceutical Industry are also used.
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