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In compliance with the Act No 378/2007 on Pharmaceuticals and its
implementing Regulation No 228/2008 on Marketing authorisation ISCVBM
requests for ensuring quality, safety and efficacy of veterinary medicinal
products observance rules that are detailed described in some legal
regulations concerning the marketing authorisation area. General

guidelines : See
Czech version

- REG-3/ 2009 Templates for preparation of SPC,
labeling and pe}ckage leaflet

- Kriteria USKVBL pro povoleni vydavat
leCiveé pfipravky pro pouziti bez predpisu
veterinarniho lekare ( Vestnik ¢.1/ 2001 )

- REG — 1/2007 Pokyn, kterym se
stanovi kriteria pro vyjmuti nekterych VLP
urcenych pro zvirata, od kterych jsou
ziskavany produkty urcene k vyzive
Cloveka z pozadavku na vydaj na
veterinarni predpis

Guidelines for particular parts of
dossier are listed under references to
for these parts

- Part Il — Pharmaceutical tests
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- Part lll — Safety and
residue tests

- Part IV — Pre-clinical and
clinical trials




