Vertraulich-Confidential

H MSD Animal Health
icensing Europe / International Innovation GmbH

Zur Propstel

55270 Schwabenheim
(Germany

T +49 6130 948 128

F +48 6130 948 508
www.msd-animal-health.com

Veterinary Applications 4 MSD

Veterinary Medicines Sector ‘ Animal Health
European Medicines Agency

Domenico Scarlattilaan 6

1083 HS Amsterdam

The Netherlands

3 Aug 2021

Our ref.: -

Re. Withdrawal of variation application EMEA/
tablets for dogs

WICID025261TH004T for Bravecto oral

Dear Madam/Sir,

For the withdrawal of a Type Il variation of a medicinal product already authorised, |
would like to inform you that, at this point in time, Intervet International BV has taken the
decision to withdraw the application for a new indication for Bravecto tablets.

This withdrawal is based on the reason that the CVMP considers the data provided do
not allow the committee to conclude on a positive benefit risk balance.

We reserve the right to make further submissions at a future date in this or other
therapeutic indication, if applicable.

| agree for this letter to be published on the EMEA website.
Sincerely yours,

MSD ANIMAL HEALTH INNOVATION GMBH

Regulatory Affairs Manager

Sitz dar Gesellschaft: Schwabanheim Amisgericht Mainz, HRE 28 168 Geschifisfiibrer: Dr. Rainer Ripka



