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Legislation backround:

Medicines Act No 140/1998

Act No 119/2000 – Ammendment of the Medicines Act No 140/1998

Future Holder of Marketing Authorisation:

· Holder of the Manufacturing Authorisation lokal manufacturer)

· Foreign legal or physical person holder of Marketing Authorisation







or







  holder of the Manufacturing Authorisation

APPLICATION FOR MARKETING AUTHORISATION

· Name (identification) of the applicant
· Manufacturing location
· Brand name
· Qualitative and Quantitative content of the product
· Manufacturing procedure
· Expire date
· Theapeutic indication
· Pharmaceutical Testing
· Pre-clinical and clinical Testing
· SPC
· Samples of the packaging
· PIL
· Manufacturing Authorisation
· Marketing Authorisation (if any)
· Samples
· GMP, GLP and GCP declaration
Generics Application

Data Exlusivity

Essencial Similarity 

New Composition

New Indication

· Patent Protection evidence
APPLICATION EVALUATION

S I D C :

· efficacy, safety and quality

· brand name

· classification

· GMP, GLP and GCP requirements

· SPC and PIL

· Labeling

Timing:


  30 days - administrative evaluation


180 days – experts evaluation

Ministry of Health:


  30 days – decission

Refusal of MA if:

· Application do not meet the legislation requirements

· Clock stop (180 days)

· Safety, efficacy and quality

· No claimed content

· labeling

Intelectual Property Rights and Pharmaceuticals





Patent Protection



Date Protection





Law No 527/1990



Ammendment of the 

Law No 140/1998

Law No 527/1990

In force from 1.1.1991 introduces:

· product protection

· before only procedures

· protection time 20 years
· before 15 years

· retroactivity

· allowed the applicants from abroad to have the product protection

· have used 234 applicants

Law No 527/1990




1986

France





accepted priotity

5 years

1991 ČSFR

11 years

max .16 years





2002








patent protection expire

Law No 527/1990

· Patent protection of the pharmaceutical products

· at the predicted accession in EU in 2004 it will be in force for 13 years

· similar quality like in EU( some member states introduced this protection after 1991

· in some countries – no retroactivity

· other CEECs after Czechoslovakia

Supplement Protection Certificate

For Pharmaceuticals (SPC)

· Directive No 1768/92

· Will be implemented in the Patent Protection law in 2001

· Hungary

· Poland



require introduce SPC

· Slovenia


in the day of accession

· Granting SPC only for the patents according the Law 527/1990

No retroactivity?

European Patent Certificate Agreement

· SR may be the member European Patent Organisation in 1.7.2002

· EU accession in 2004?
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