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We hereby certify that

Mrs. Khodko S.V

Has successfully attended a course for “GxP in Biomedicine” by Univ. - Prof. Dr. rer. nat. habil.
Harald G. Schweim (RFWU-Bonn) at the occasion of the PHYTOPHARM 2015, jointly co-
organised with Prof. Dr. Jurgen Pomp (Hochschule Bonn Rhein-Sieg) and Direktor und Professor
Dr. Usfeya Muazzam (former “Federal Institute for Drugs and Medical Devices” Bonn).

Content of the course:

A01 GRP Introduction in Regulatory Topics in Biomedical Research

B02 GMP  What? Why? How? Directives. ICH Q7, Q9, Q10

BO3 GMP  Quality without compromise - how? Quality improvement

B04 GMP  Compliance. Inspections. Deficiencies

C05 GLP  Basics (laws, regulations, focus)

C08 GLP  Test facility (Laboratory, units, roles and responsibilities)

C07 GLP  SOP system (Establishing and maintenance of the SOPs)

C08 GLP  Training and mentor system

C09 GLP  Planning and conduct of GLP studies (from study protocol to archive)
C10 GLP  Testing equipment and computers under GLP, incl. practical examples
C11 GLP  Documentation and archiving (good documentation practice), incl. practical examples
C12 GLP  Audits and inspections (internal, external, authority inspection)

12 hours of 60 min. plus 4 hours regulatory program of the PHYTOPHARM 2015 (21.- 22.07.)

Jurgen Pomp Harald G. Schweim Usfeya Muazzam

Prof, for Quality Assurance and Forensic Analysis  Univ.=Prof. for Drug Regulatory Affairs  Dep. Head of Dep. Pharm. Quality al BIArM (ret.)



