[image: image1.jpg]i

CY=MSZI

National Institute for Quality- and Organizational
Development N Healthcare and Vledicines

National
INnstitute of
Pharmacy

Zrinyi utca 3., H-1051 Budapest
H-13/2 Budapest, PO Box 450.
Tel.: +36 1 886 S300
Fax: +36 1 886 9460
E-mail: ogyi@ogyi.hu
VVeb: www.ogyl.hu




Certificate No.:  OGYI/................................./2012



Importing (requesting) country :      
CERTIFICATE OF GMP COMPLIANCE (ACTIVE SUBSTANCE MANUFACTURER)
Part 1

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

The competent authority of Hungary confirms the following: 

The manufacturer: 

     
Site address: 


     
     
is an active substance manufacturer that has been inspected in accordance with Art. 111(1) of Directive 2001/83/EC transposed in the following national legislation:

The Act XCV of 2005 on medicinal products for human use and Decree of Ministry of Health No 44/2005 (X.19.) regulating personal and materials conditions for the manufacture of medicinal products.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on       it is considered that it complies with the principles of GMP for active substances referred to in Article 47 of Directive 2001/83/EC and fulfill the GMP recommendations of the WHO.
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, after which time the issuing authority should be consulted. The authenticity of this certificate may be verified with the issuing authority.

Part 2

Manufacturing operation: Manufacture of active substances
The scope of this certificate (e.g. names of substances subject to inspection):  FORMDROPDOWN 
  
     
Any restrictions or clarifying remarks related to this certificate:    FORMDROPDOWN 
      
Name and signature of the authorized person of the Competent Authority of Hungary:



Dr. Hilda Kőszegi Szalai

Deputy Director General
Date: 
Name and signature of the authorised person of the Competent Authority of Hungary:

Date:



Dr. Zsuzsanna Szepezdi



Director General
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