Pharmaceutical Documentation Assessment r ’
Department (OPF) ® ' SU KL

Marketing Authorisation Section (REG)

PHARMACEUTICAL DOCUMENTATION ASSESSMENT DEPARTMENT (OPF)

Assessment of pharmaceutical documentation in applications for marketing authorisation, variations to and

renewals of marketing authorisation, and in applications for clinical trials

Director: Ing. Blanka Hirschlerova

+420 272 185 205

blanka.hirschlerova@sukl.cz

Department Assistant

opf@sukl.cz

monika.sojkova@sukl.cz

CHEMICAL AND HERBAL PRODUCTS ASSESSMENT UNIT (PFCHR)

Assessment of pharmaceutical documentation of chemical and herbal products in applications for marketing

authorisation, variations to and renewals of marketing authorisation

Head of Unit: Ing. lvana Tasevska

+420 272 185 220

ivana.tasevska@sukl.cz

VARIATION ASSESSMENT AND PARALLEL IMPORT UNIT (PFZD)

Assessment of pharmaceutical documentation in applications for minor variations to marketing

authorisation; assessment of applications for parallel import

Head of Unit: Mgr. lva Strnadova

+420 272 185 214

iva.strnadova@sukl.cz
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UNIT OF BIOLOGICAL PRODUCTS ASSESSMENT, INCL. CLINICAL TRIALS (PFBKH)

Assessment of pharmaceutical documentation of biologicals in applications for marketing authorisation,
variations to and renewals of marketing authorisation and in applications for clinical trials

Head of Unit: Mgr. Barbora Ladinova

+420 272 185 235

barbora.ladinova@sukl.cz

CHEMICAL PRODUCTS IN CLINICAL TRIALS ASSESSMENT UNIT (PFKH)

Assessment of pharmaceutical documentation of chemical products in applications for clinical trials

Head of Unit: Ing. lvana Pravdova

+420 272 185 988

ivana.pravdova@sukl.cz
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