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Monitoring farmaceutického prava
Pharmaceutical and Medical Law Update

Vazeni ¢tenafi,

prindsime Vam jiz Sesté vydani newsletteru v tomto roce, ve kterém jako tradicné monitorujeme novinky z
farmaceutického prava. Doctete se v ném mimo jiné o nasledujicim — (i) Méstsky soud v Praze potvrdil, Ze snizeni
Uhrad stomickych pomdcek z roku 2013 bylo nezakonné, pojistovny musi vratit vysi Ghrad na stav pred 1.1.2013,
(ii) Statni ustav pro kontrolu léCiv zpfisfiuje sankce, lékarné udélil pokutu 2 miliony K¢ za poruseni zakazu distribuce
léCivych pripravkl uréenych k prodeji v 1€karné, (i) Soudni dvir EU vyjasnil podminky, za nichz majitelé dodatkového
ochranného osvédceni mohou branit paralelnimu dovozu lécivych pfipravkd z nové pristupujicich statl, (iv) Evropska
komise navrhuje vyjimku z dodatkového ochranného osvédceni. Ta umozni tfetim subjektdm vyrabét 1éCivé pripravky
chranéné dodatkovym ochrannym osvédcenim jiz v dobé jeho platnosti, pokud budou urceny pro vyvoz mimo EU,
(v) Prijeti novel provadécich vyhlasek k zakonu o léCivech se pozdrzi diky posuzovani jejich znéni Evropskou komisi.
Pfejeme Vam prijemné Cteni!
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Dear readers,

we bring you the sixth issue of newsletter this year, in which we regularly monitor news from pharmaceutical law.
Among others you will read the following (I) The Municipal Court in Prague confirmed that the reduction in the
reimbursement of ostomy devices from 2013 was illegal, the insurance companies must return the amount of
reimbursement to the state before 1.1.2013, (ii) The State Institute for Drug Control tightens sanctions and imposed a
fine of CZK 2 million for infringement of the prohibition on the distribution of medicinal products intended for sale in a
pharmacy (iii) the EU Court has clarified the conditions under which holders of the supplementary protection
certificate may defend parallel imports of medicinal products from the new acceding states; (iv) the European
Commission proposes an exemption from the supplementary protection certificate. This will allow the manufacture of
medicinal products protected by the supplementary protection certificate already in the period of its validity if products
will be intended for export outside the EU; (v) Amendments to the implementing decrees to the Act on
Pharmaceuticals have been delayed by the European Commission's assessment of their wording. We wish you a
pleasant reading!
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