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Partea 1
Part 1

Emis in urma unei inspectii in conformitate cu prevederile art. 80 (5) al Directivei 2001/82/CE.
Issued following an inspection in accordance with Art. 80 (5) of Directive 2001/82/EC.

Autoritatea competentd AUTORITATEA NATIONALA SANITARA VETERINARA $I PENTRU
SIGURANTA ALIMENTELOR confirma urmatoarele:

The competent authority NATIONAL SANITARY VETERINARY AND FOOD SAFETY AUTHORITY
confirms the following:

Fabricantul: Institutul National de Cercetare-Dezvoltare pentru Fizici si Inginerie Nucleard
The manufacturer ,Horia Hulubei” (IFIN-HH), Departamentul de iradieri tehnologice IRASM

Adresa locului de fabricatie: Méagurele, Str. Reactorului, nr.30, Cladirea nr.1, 077125,
Site address Judetul lifov

A fost inspectat in cadrul programului national de inspectie referitor la autorizatia de
fabricatie nr. RO 18 in conformitate cu art. 44 al Directivei 2001 /82/CE, transpus in legislatia
nationald prin art. 47 al Normei sanitare veterinare privind Codul produselor medicinate
veterinare, aprobata prin Ordinul presedintelui A.N.S.V.S.A. nr. 187/2007, cu modificarile si
completarile ulterioare.

Has been inspected under the national inspection programme in connection with
manufacturing authorisation No. RO 18 in accordance with Art. 44 of Directive 2001/82/EC
transposed in the following national legislation: Art. 47 of the sanitary veterinary norm
regarding the code relating to veterinary medicinal products approved by the NSVFSA
President Order No. 187/2007 as amended.
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16-17/03/2021 [data], se apreciazd c3 acesta respectd cerintele 'efe Bu ‘
Fabricatie la care se face referire in Principiile si ghidurile pentru Buna\Practici

=,
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stabilite in Directiva 91/412/EEC’. G

conducted on 16-17/03/2021 [date], it is considered that it complies with The ples and
guidelines of Good Manufacturing Practice laid down in Directive 91/412/EEC:.

Acest certificat reflectd statutul locului de fabricatie la data inspectiei mentionatd mai sus i
nu mai poate fi luat in consideratie daca de la data acestei inspectii au trecut mai mult de trei
ani.

Aceasta perioada de valabilitate poate fi redusi sau extinsa folosind principii de management
al riscului in activitatea de reglementare, prin remarca mentionata la rubrica ,,Restrictii sau
observatii care sa clarifice”.

Acest certificat este valid numai dac3 are toate paginile incluse, precum si ambele Parti 1 si 2.
Autenticitatea acestui certificat poate fi verificatd in baza de date EudraGMP. Dacd nu este
inclus in aceastd bazd de date, va rugdm si contactati autoritatea emitenta.

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.

This period of validity can be reduced or extended using regulatory risk management
principles by the 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.

31/03/2021 [data] Numele, titlul si semnatura persoanei autorizate din cadrut
[date] Autoritatii Nationale Sanitare Veterinare si pentru Siguranta
Alimentelor din Romania:
Name and signature of the authorised person of the National
Sanitary Veterinary and Food Safety Authority from Romania:

Director at Directiei Coordonare Laboratoare si Produse
Medicinale Veterinare,

Dr. Valéntin VAICU

A

'Certificatul mentionat la alineatul 80 (5) din Directiva 2001/82/CE, se aplica si importatorilor.
The certificate referred to in paragraph 80(5) of Directive 2001/ 82/EC, is also applicable to
importers.
2 Ghidul privind interpretarea acestui format este disponibil in baza de date Eudra GMP
Guidance on the interpretation of this template can be found in the Help menu of EudraGMP database.
*Aceste cerinte indeplinesc recomandirile de buni practica de fabricatie ale Organizatiei Mondiale a Sanatatii.
These requirements fulfill the GMP recommendations of WHO.
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Partea a 2-a
Part 2

X]  Produse medicinale veterinare
Veterinary Medicinal Products
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1. OPERATII DE FABRICATIE PRODUSE MEDICINALE "\ iy
MANUFACTURING OPERATIONS - MEDICINAL PRODUCTS

1.4, Alte produse sau activitati de fabricatie
Other products or processing activity

1.4.2. Sterilizarea substantelor active/excipientilor/produselor finite:
Sterilisation of active substances/excipients/finished product:

1.4.2.5 Cu radiatii Gamma
Gamma irradiation

Orice restrictii sau observatii care s3 clarifice domeniul acoperit de acest certificat:

Sterilizarea substantelor active/excipientilor/produselor finite cu radiatii Gamma se efectueaza
numai pe baza de contract pentru alti fabricanti de produse medicinale veterinare.

Any restrictions or clarifying remarks related to the scope of this certificate:

Sterilisation of active substances/excipients/finished product is carried out only under contract
for other manufacturers of veterinary medicinal products.

31/03/2021 [data] Numele, titlul si semndtura persoanei autorizate din cadrul
[date] Autoritatii Nationale Sanitare Veterinare si pentru Siguranta
Alimentelor din Romania’:
Name and signature of the authorised person of the National

Sanitary Veterinary and Food Safety Authority from
Romania':

Director al Directiei Coordonare Laboratoare si Produse
Medicinale Veterinare,

'Semnitura, data si detaliile de contact trebuie si apara pe fiecare pagina a certificatului.
'The signature, date and contact details should appear on each page of the certificate.
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