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‘
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Tel: +35 1 88 68-300

308, Fax: +361 8

imal Institute of Pharmacy and Nutrition
CERTIFICATE NUMBER: OGYEV17002-3/2016

- GMP COMPLIANCE OF AjMAMUFACTURER o

1: Issued folldwing
| Art. 111(3)|of Ditective 200

The compe#ent authority of

Site address: Site 1., Szamos

Has been i ‘spected under th
authorisation no. OGYEL/17
Directive 2001/20/EC .

an mspecti

Art. 15 of Ifirectilve 2001/20(

The manufacturer: Medi-Rai
Kft/Medi-Radiopharma Lid

1 in accordance with :
/83/EC as amended
EC

Hungary confirms the following:
liopharma Egészségiigyt Szerverd, Tandcesadd, ﬁzo{gd!taté és Kereskedehni
! i

u. 10-12., Evd, 2030, Hungary

. . , . L 3 .
> hational inspection programme 1n connection with manufacturing
002-2/2016 in accordance with Art. 40 of Dirac:tive 2001/83/EC and Art. 13 of

|

\
From the knowledge gained

2015-06-03', it is considered
+ The prinoiples and guideli
|

This cen‘iﬁd‘fatc reflects the st
should not be relied upon to
of that inspection, However,
management prineiples by a1
only when f)rcsentod with all
in EudraGMP. If it does not

turing inspection of this manufacturer, the latestjof which was conducted on
that it complies with : |
1es of Good Manufacturing Practice laid down in Directive 2003/94/EC”

atus of the manufacturing site at the time of the inspection noted above and
reflect the compliance status if more than three years have elapsed since the date
this period of validity may be reduced or extended using regulatory risk

1 entry in the Restrictions or Clarifying remarks field. This certificate is valid
pages and both Parts 1 and 2. The authenticity of this certificate ma verified
appear, please cbntact the issuing authority. e

f AF g -
The certificate referred 1o in puragra,
coming from thivd countries into a Mei

" Guidance on the interpretation of thi:

® These requirements fulfil the GMP re

sl 117(3) ufDEre'clivei200]f'<5’3/EC and 80(5) of Directive 2001/827EC, shall uz’{

2y e hadgs :
£y Al
1ber State. : | ry R AT S
template can be foun;d in the Help menu of EudraGMDP database. {oo ' o ¥ /
i ke <6p ( 4%
commendations of WHO. N 00 e,
] Doy, namun ™
Va, mun-&
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Part 2

i—luma‘n Medicinal Prod

Human Investigational

Lcts

Medicinal Products

1 MANUFACTURING OPERATIONS
1.1 Sterile produgts
1.1.1 Aseptidally prepared (processing operations for the following dosage forms)
1.1.1.2) Lyophilisates
Special Requirements
5 Radiopharmaceuticals
1.1.1.4  Small volume liquids
Special Requirements
5 Radiopharmaceuticals
1.1.1.6 Other; Technetium diagnostic kits(en)
Special Requirements
5 Radiopharmaceuticals
1.1.2 Terminally Sterilised (processing operations for the following dosage forms)
1.1.2.3  Small volume liquids I i
Special Requirements
5 Radiopharmaceuticals
1.1.2.3  Other: Technetium diagnostic kits(en)
Special Requirements
5 Radiopharmaceuticals
1.1.3  Buatch certification
1.5 Packaging o i A %
1.5.2  Secondary packing o \\\
1.6 Quality control testing s Yo, 3iE
1.6.3 Chemical/Physical '\\'%;-0"0,00 i Y °=f
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Any restrictions related o the scope of this certificate :

; i
All manufacturing actiyities listed in this certificate are applicable to Human Medicinal Products
including Investigationgl Medicinal Products.

Clarifying remarks (for public users)

All manufacturing activities listed in this certificate are applicable to Human Medicinal Products
including Investigational Medicinal Products.

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

1

Mpv. Szilard Nagy
National Institute of Phart
Tel: +36 1886 9305

Pax +36 1886 94611
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