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Monitoring farmaceutického prava
Pharmaceutical and Medical Law Update

Vazeni Ctenari,

pfindsime Vam jiz paté vydani newsletteru v tomto roce, ve kterém jako tradicné monitorujeme novinky z farmaceutického prava.
Doctete se v ném mimo jiné o nasledujicim — (i) Ufad pro ochranu hospodéatské soutéze prepracoval metodiku pro ukladani pokut,
kterd by nyni méla byt spravedlivéjsi, (ii) Generalni advokat Soudniho dvora EU vydal stanovisko k podminkam pro ziskani
dodatkového ochranného osvédceni, (iii) Ve sporu lékarky s VZP rozhodl Nejvyssi soud o tom, Ze zvySeni bodového ohodnoceni
zdravotnich vykon{ neopodstatiiuje prekroceni limitu, (iv) Ministerstvo zdravotnictvi predloZilo novelu vyhlasky o vyrobé a distribuci
léciv, kterd broji proti nezadoucim reexportlim, a dvé novely zakona o Iécivech, kdy jedna provadi tzv. protipadélkovou smérnici a
druha fesi hlaseni cen a e-recepty, (v) Slovensky parlament schvalil novelu zakona o lécich, kterda predevsim implementuje
evropské nafizeni o klinickém hodnoceni humannich Iécivych pfipravkd. Pfejeme Vam prijemné cteni!
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Dear readers,

We bring you the fifth issue of newsletter this year, in which we regularly monitor news from pharmaceutical law.
Among others you will read the following — (i) The Office for the Protection of Competition revised the methodology of
imposing fines, which should now be fairer, (ii) The Advocate General of the EU Court of Justice issued an opinion on
the conditions for obtaining a supplementary protection certificate, (iii) The Supreme Court decided that the increase
in the point assessment of health care does not justify exceeding the limit, (iv) The Ministry of Health presented an
amendment to the Decree on Production and Distribution of Pharmaceuticals which struggle with reexport, and two
amendments to the Pharmaceutical Act, one of which implements the so-called Counterfeit Directive and the other
one deals with price notification and e-prescriptions, (v) The Slovak Parliament approved an amendment to the Act on
Pharmaceuticals, which mainly implement the European Regulation on Clinical Trials on Medicinal Products for Human
Use. We wish you a pleasant reading!
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