EUROPEAN MEDICINES AGENCY

SCIENCE MEDICIMES HEALTH

Curriculum Vitae

Personal information Dace Peiseniece

Work experience

1. Employer: State Agency of Medicines of Latvia
e Start date: 10. 2004
e End date: 09. 2011
e Position: Senior expert
e Activities: Quality Assessment (active substance, finished product) of marketing
authorisation and variation dossiers of medicinal products for human use containing mainly
chemical substances.
e Country: Latvia

2. Employer: State Agency of Medicines of Latvia
e Start date: 09. 2011
e End date: 02. 2015
e Position: Deputy Head of Evaluation Department of Human Medicines
e Activities: Organisation of evaluation of quality documentation of medicinal products for
human use; assessment of quality documentation of medicinal products for human use;
assessment reports preparation
e Country: Latvia

3. Employer: State Agency of Medicines of Latvia
e Start date: 02. 2015
e End date:
e Position: Deputy Head of Medicines Marketing Authorisation Department _ Head of
Pharmaceutical Information Division
e Activities: Organisation of evaluation of quality documentation of medicinal products for
human use; assessment of quality documentation of medicinal products for human use;
assessment reports preparation
e Country: Latvia

Education and training

1. Subject: SUKL
e Start date: 03. 2019
e End date:
e Qualification: QWP training
e Organisation: Learn to develop and draft regulatory documents on quality
e Country: Czechia
2. Subject: European Medicines Agency
e Start date: 06. 2017
e End date:
e Qualification: Quality Assessors Training
e Organisation: ICH Q11, dissolution testing, overview of QbD, DoE
e Country:
3. Subject: European Medicines Agency

e Start date: 11. 2016
e End date:
e Qualification: Continous manufacturing process/ webinar
e Organisation: Overview of continous manufacturing process
e Country:
4. Subject: European Medicines Agency
e Start date: 10. 2014
e End date:
e Qualification: Quality Assessors Training
e Organisation:
e Country: United Kingdom
. Subject: State Agency of Medicines
e Start date: 2011
End date:
Qualification: Quality Assessors Training
Organisation: Assessment of active substance master files, CEP procedure
Country: Latvia

wl

6. Subject:

e Start date: 2011

e End date:

e Qualification: Quality Assessors Training

e Organisation: Efficient and effective quality assessment

e Country: Austria
. Subject: Medical Academy of Latvia
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Start date: 1991
End date: 1996
Qualification: Pharmacist degree
Organisation:
e Country: Latvia
8. Subject: Turiba University
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e Start date: 09. 2011
e End date: 12. 2013
e Qualification: Master of Business Administration (MBA) and qualification Companies and
Institutions Manager
e Organisation: Business Administration and Management, General
e Country: Latvia
9. Subject: EDQM

e Start date: 09. 2015
e End date:
e Qualification: EDQM experts plenary meeting
e Organisation:
e Country: France

10. Subject: European Medicines Agency
e Start date: 04. 2016
e End date:
e Qualification: Quality Assessors Training
e Organisation: ICH Q3D
e Country: United Kingdom

11. Subject: European Medicines Agency
e Start date: 09. 2018
e End date: 09. 2018
e Qualification: Quality Assessors Training
e Organisation: Guideline on the selection of sterilisation processes for active substance, drug
products, primary packaging. GMP related aspects. Quality overview
e Country:

Additional information

Publications
Projects

Memberships

Other Relevant Information EDQM external expert for the procedure for the certification of suitability to monographs of the European
Pharmacopoeia.
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