Potvrzujeme, Ze naSe spitest §méno spolénostis> zasila od datunt> elektronicky
vSechna hlaSeni nezadoucicinigt ze tetich zemi do databaze EudraVigilance v EMEA dle
platné legislativy. V souladu s pokynem PHV-4 (kelai 3.4) je tim splkna naSe zakonna
povinnost a tedy nezasilame tato hlaseni SUKL.

We confirm that our companyname of company is from <date> reporting electronically
all third country adverse drug reaction reportsdaiabase EudraVigilance in EMEA in
accordance with national and European legislationaccordance with guideline PHV-4
(chapter 3.4) this fulfils our obligation to repdtose reports to State Institute for Drug
control (SUKL) and therefore we do not send therB{HL.



