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APPLICATION FOR VARIATION OF A

PRODUCT LICENCE (PARALLEL IMPORTING)

_______________________________________________________________________________________________

1
Product Name:  _____________________________________

_________________________________________________________________________________________

2
PL number allocated by MHRA:  ____________________________________________________________

_______________________________________________________________________________________________

3
Bulk Variation:    YES / NO

(if yes, give product details of lowest PL number above and attach details of all licences to be varied in ascending numerical order of licence number)

Number of licences to be varied =   _________________________

_______________________________________________________________________________________________

3
Full name and address of licence holder:                   __________________________________________

                                                                                            __________________________________________

                                                                                            __________________________________________

                                                                                            __________________________________________


Name and address for communication if different from above:

                                                                                           ___________________________________________

                                                                                           ___________________________________________

                                                                                           ___________________________________________

                                                                                           ___________________________________________

_______________________________________________________________________________________________

4 REASON for variation: 

_______________________________________________________________________________________________

5
I hereby make application the above licences to be varied in accordance with the proposals given herein and certify that those changes will not adversely affect the quality, efficacy or safety of the product.

Date:   ____________________________
Signature:   ________________________________________

Name of signatory:                      ________________________________________________________________

State capacity in which signed:   ________________________________________________________________

Tel:   _____________________________
Ext:   _____________________________________________

_______________________________________________________________________________________________

5 FOR MHRA USE ONLY:

Received:






FEE:



Stats Number:

_______________________________________________________________________________________________

6
FEES

· No Charge

[48]
(
Imported MA number change

[49]
(
Urgent amendment to label or PIL for safety reasons at the written request of the MHRA

[50]
(
Other

(
PLPI Administrative Fee 

( + ______________ half Administrative Fees if Bulk)

[1]

(
Change in the name and / or address of holder of the Product Licence (Parallel Import)

[51]
(
Change in imported MA holder name and / or address

[52]
(
Change in name of manufacturer

[53]
(
Change in suppliers details

[54]
(
Change in importers/distributors
[55]

(
Deletion of sites of importation, supply, manufacture, assembly, batch release, 




storage, distribution.

[56]

(
removal of product details ( e.g  pack size, product name)

[57]

(
Change in PL number and / or name and address of the cross referenced UK

product

[61]
(
Nomenclature Change from BAN to rINN

(
PLPI Standard Fee 

( + ______________ half Standard Fees if Bulk)

[58]
(
Site of manufacture of imported product

[8]

(
Change in Assemblers/batch release/storage sites

[2]

(
Change in product name

[40]
(
Change in description/or appearance of dosage form

[59]
(
Change in packaging

[41]
(
Change in pack size

[60]
(
Change to Excipients

[42]

(
Change in shelf life or storage conditions

[65]
(
Others
(
Leaflet/Label PLPI Fee 

( + ______________ half Leaflet/Label Fees if Bulk)

[62]
(
Change in labels with no other change

[64]
(
Change in information leaflet

_________________________________________________________________________________________

7. Detail all the proposed changes.  Attach amended labels, leaflets, company functions lists, suppliers lists as appropriate:

Current:

Proposed:

________________________________________________________________________________

8. FOR MHRA USE ONLY:

The Licensing Authority consents to the request to vary the Product Licence (Parallel Import)

Signature:   ________________________________________Date:   ____________________________


Pharmaceutical / Scientific / Administrator

