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Swissmedic mission

Our competence — for therapeutic products you can trust

We are the Swiss authority for the authorisation and monitoring of therapeutic
products. We perform the mandate conferred upon us by law and work with partner
authorities at home and abroad.

We ensure that the therapeutic products we approve are of faultless quality, effective
and safe. In doing so we make a significant contribution to safeguarding human and
animal health and to maintaining Switzerland’s role as a location for business and

research.
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Federal Act on Medicinal Products and Medical Devices

(TPA SR 812.21)

Swissmedic

FSVO

VMP Licensing,
Authorisation & Market
Surveillance

Authorisation
Market Surveillance
Pharmacovigilance

Pharmacopoeia

Use of VMP

* Supply of veterinary
medicinal products

* Antibiotic resistance & VMP

* Residues in food (MRL)

+ Statistics on AB use

P VMP immunologicals
N «  Vaccinovigilance
+ Batch release

GMP / GDP

IVI

Authorisation
Market Surveillance
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Key areas O
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e Integration of immunological VMP

e Revised EU VMP regulation

e Reduction of submission gap

e International cooperation (partner authorities, VICH, etc.)

e National collaboration
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Programme for Breakout Session

14.00 — Transfer of immunological veterinary medicinal products  Barbara Wieland (I1VI)

15.00 from VI to Swissmedic Rosa Stebler

Peter Schmid
15.00 — Revised VMP legislation Stefan Herrli
15.30 Peter Schmid
15.30 — International collaboration Catharina Lany
16.00

swissmedic
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