
Implementation process for certain administrative 
variations to marketed medicinal products



Change of name or address of the MAH or representative (Type IAIN)

27 JUNE 20162

Application/notification

S
ta

rt

Implementation period of a maximum 
of 2 years

• With the notification, the MAH signals that the 
implementation of the new packages can start

• DKMA updates the SPC and DKMA’s other data for the 
entire D.Sp.No. 

• Implementation of the new packages in the market at 
package level can take place gradually in the 2-year period

• Subsequently, both new and old packages can be available 
in the market

After expiry of the 
implementation period

E
n
d

When the MAH’s/REP’s notification 
of the change to Medicine Prices at 
D.Sp.No. level takes effect

When all the new packages have 
been marketed or at expiry of the 
2-year implementation period at 
the latest  

• Only new packages can 

be released

• Withdrawal of old 

packages is not required 

because the new and old 

packages have the same 

product number

• Submission of 

application/notification 

immediately after completion

• DKMA sends an 

acknowledgement



New representative or removal of representative (Type IB)

27 JUNE 20163

Authorisation 
period

S
ta

rt

Notification period 

maximum of 6-12 months

After expiry of the 
implementation 

period

E
n
d

Authorisation of 
application

When the notification 
to Medicine Prices 

takes effect 

• Only new packages 

can be released

• Withdrawal of old 

packages is not 

required because the 

new and old packages 

have the same product 

number

• DKMA receives 

application

• DKMA authorises 

application

Implementation period 

maximum of 2 years
E

n
d

When all the new packages have 
been marketed or at expiry of the 
2-year implementation period at 
the latest

S
ta

rt

Implementation

• Implementation of new packages 

in the market at package level. 

This can take place gradually in 

the 2-year implementation period

• Both new and old packages in 

the market

• Before expiry of the notification 

period, the MAH/REP must notify the 

change at D.Sp.No. level to Medicine 

Prices

• In this way, the MAH signals that the 

implementation of the new packages 

can start

• DKMA updates the SPC and DKMA’s 

other data for the entire D.Sp.No.



4

New MAH – mergers and sale of MA (Type IB)

4

Authorisation 
period

S
ta

rt

Notification period 

maximum of 6-12 months

After expiry of the 
implementation 

period

E
n
d

Authorisation of 
application

When the notification 
to Medicine Prices 

takes effect 

• Only new packages 

can be released

• Withdrawal of old 

packages is not 

required because the 

new and old packages 

have the same product 

number

• DKMA receives 

application

• DKMA authorises 

application

Implementation period 

maximum of 2 years
E

n
d

When all the new packages have 
been marketed or at expiry of the 
2-year implementation period at 
the latest

S
ta

rt

Implementation

• Implementation of new packages 

in the market at package level. 

This can take place gradually in 

the 2-year implementation period

• Both new and old packages in 

the market

• Before expiry of the notification 

period, the MAH/REP must notify the 

change at D.Sp.No. level to Medicine 

Prices

• In this way, the MAH signals that the 

implementation of the new packages 

can start

• DKMA updates the SPC and DKMA’s 

other data for the entire D.Sp.No.

27 JUNE 2016



Change of medicinal product name (Type IB)

27 JUNE 20165

Authorisation period

S
ta

rt

Notification period 

maximum of 6-12 months

• Before expiry of the notification period, the MAH/REP 

must notify the change at D.Sp.No. level to Medicine 

Prices

• In this way, the MAH signals that the implementation of 

the change can start

• DKMA updates the SPC and DKMA’s other data for the 

entire D.Sp.No.

• Old product numbers covered by the relevant D.Sp.No. 

will be removed from Medicine Prices

• New packages with a new product number can be 

notified to Medicine Prices

After expiry of the 
notification period

E
n
dAuthorisation of 

application

Notification of the 
change to 
Medicine Prices 
takes effect

• Withdrawal of old packages 

because the new and old 

packages do not have the 

same product number

• Only new packages can be 

released in the market

• DKMA receives 

application

• DKMA authorises 

application


