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OUR PROCESSES

in the Life-Cycle of Medicinal Products
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Scientific / . o
Regulatory Advice Manufacturing Authorisation

PRIME (GMP-Inspections)

Assessment of Clinical Trials
GLP- & GCP-Inspections

PRE-AUTHORISATION

MARKETING
AUTHORISATION

Market Surveillance
OMCL Batch Release

POST-AUTHORISATION

Safety Signals & Risk Management

Variations / Renewals of periodic GMP-Inspections
Marketing Authorisation PV-Inspections

Suspension of Marketing
Authorisation

L_MEA_SGB_00QM_A120_06 | Valid from: 20.03.2020 2



‘4% Bundesamt fir
IS\ Sicherheit im
Gesundheitswesen
BASG

OUR PROCESSES

concerning Blood & Tissues

Manufacturing Authorisation
(Inspections acc. to Medicinal Product Act or
Tissue Safety Act)

aemo- & Tissue Vigilance
periodic Re-Inspections

Variations of Manufacturing B
Authorisation OrganTransplant-Register by GOG

(www.goeg.at) Gesundheit Osterreich

GmbH * * *
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OUR PROCESSES

concerning Medical Devices

Authorisation & Inspections
of Clinical Trials

Vigilance, Market Surveillance _ .
Inspections of e.g. Manufacturers, Distributors, Manufacturer Register by GOG
Operators etc. (www.goeg.at)

Gesundheit Osterreich
GmbH = **
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