
FINAL SAMPLE PERMISSION REQUEST FORM 
FOR CENTRALLY AUTHORISED MEDICINAL PRODUCTS
Applicant (name, address):

…………………………………………………………………………………

…………………………………………………………………………………

The product:

· Product name, strength, pharmaceutical form: …………………………………………………………………………………
· Marketing Authorisation No., pack size: …………………………..................
· Holder of the Marketing Authorisation in Hungary: …………………………………………………………………………………
The final sample:

· Manufacturing No.: …………………………………………………………...
· Date of Manufacture:………………………………………………………….
· Date of Expiry:………………………………………………………………...
Antecedents:

· The date of the former final sample permission:……………………………...               
· The reason of requesting for a new final sample permission (in case of a former one):




- change(s) concerning the Labelling




⁭



- change(s) concerning the Patient Information Leaflet

⁭

- change(s) concerning the outer packaging of the product 

  (except for change(s) concerning the Labelling)



⁭ 



- change(s) concerning the data shown in the „blue box”

⁭

- other:………………………………………………………………
Attached annexes:

· A sample or the assessable colour pictures of the sample or the outer and inner packaging and the medicinal product itself. The pictures should be sent electronically as well to veglegminta@ogyi.hu (in a zipped file if possible).
Other:

               Date
Signature
