Ref: C.8728 of 09.02.2018

Dear Sirs/Madams,

With reference to the C.8728 of February 9, 2018, on behalf of the State Office for Inventions and
Trademarks of Romania (OSIM), | have the pleasure to submit, for your kind consideration, the
following below input for the preparation of the 2™ draft reference document on exception
regarding acts for obtaining regulatory approval from authorities (SCP/28/3 — Annex 1):

Article 80 of the Implementing Regulations to the Patent Law No.64/1991 (Official Gazette of
Romania, Part |, NO.456/18.VI1.2008)

(1) Inthe application of Art. 34 paragraph (1) letter e) of the Law, the following shall not
constitute an infringement of the rights provided for in Art.32 and 33 of the Law:

a) the carrying out of the tests and studies necessary for obtaining the authorization for
placing a medicament on the market, as well as the practical requirements resulting
therefrom;

[...]
[...]

Hoping that current delayed input will be positively considered by the Secretariat, | look forward for
further fruitful cooperation.

Sincerely,

Viorica Duca

International Cooperation Expert
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