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CERTIFICATE NUMBER: OGYEL/17002-4/2016

A

) GMP COMPLIANCE OF A MANUFACTURER '~

Issued following an insped
Art. 111(5) of Directive 2
Art, 15 of Directive 2001/

The competent authority 0
The manihfacturcr: Medi-1
Kft. (Medi-Radiopharina
Site adddess: Skte 2., Gydr
Has been inspected under
authorisation no. OGYEL
| Directive 2001/20/EC .
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R0/EC
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icsadd, Szolgdltats és Kereskedelmi

tadiopharma Egészségiigyi Szervezd, Tan
Kft.)/ Medi-Radiopharma Lid,
utea 2., Budairs, 2040, Hungary

the national inspection programme in conn}ectioh with manufacturing
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ed that it complies with
Llines of Good Manufacturing Practice laid down in Directive 2003/94/EC°

to reflect the compliance status if more than three years have €
er, this period of validity may be reduced or extended using regulatory risk

ot appear, please contact the issuing authority.
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status of the manufacturing site at the time of the inspection noted above and

an entry in the Restrictions or Clarifying remarks field. This certificate is valid
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Szilard Nagy

\ssuance Date; 2016-04-08  Signatory: Mr.
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Part 2

Human z\}dedicinal Products

|
Human [nvestigational Medicinal Products

1 MANUFACTURING OPERATIONS
1.6 Quality control testing
1] .6.3  Chemical/Physical

1.64 Biological

Any restrictions related to the scope of this certificate :

|
Quality conirol testing activities include radio-cliemical festing. Certificate applies to Human Medicinal
Products and Investigational Medicinal Products. ;

Clarifying remarks (for public users)

Quality control testing activities include radio-chemical testing. Certificate applies to Human Medicinal
Products and Investigationdl Medicinal Products.

2016-04-08 Name and signature of the authorised person of the
Competent Authority of Hungary
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