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Regulation of Prime Minister

of 29 July 2003

on lodging and processing of applications for grant of a supplementary right of protection

for medicinal products and plant protection products


By virtue of Article 7510 of the Act of 30 June 2000 – Industrial Property Law (OJ 2003 No 119, text 1117) the following is decreed:


§1. In this Regulation  the following is specified:

(i) the detailed conditions needed to be satisfied by an application for the grant of a supplementary right of protection;

(ii) the detailed extent and procedure of processing applications;

(iii) the place and manner of publishing a notification of the application;

(iv) the procedure of making entries in the patent register;

(v) information to be contained in a supplementary protection certificate.

§2.  References in this Regulation:

(i) to the Act – shall mean the Act of 30 June 2000 – Industrial Property Law;

(ii) to the Patent Office – shall mean the Patent Office of the Republic of Poland;

(iii) to an application – shall mean an application for the grant of a supplementary right of protection;

(iv) an authorisation to place the product on the market – shall also mean a permission to put the medicinal product into circulation.

§3. 1. The application shall contain:

(i) the name and address of the applicant;

(ii) the name and address of the representative, if any;

(iii) a request for the grant of a supplementary right of protection;

(iv) the number of the basic patent and the title of the invention;

(v) the number and date of the first authorization to place the product on the market and, if this authorization is not the first authorization to place the product on the market in the European Union, the number and date of the first authorization in the European Union;

(vi) the signature of the applicant or representative, if any.

     2.  The application shall also contain:

(i) where there are two or more applicants and they have not appointed a common representative - the indication of the person to whom any correspondence is to be addressed;

(ii) a list of the annexed documents.

     3.  The application shall be accompanied by:

(i) a copy of the first authorization to place the product on the market containing the date and number of the authorization;

(ii) a statement containing information regarding the identity of the product thus authorized and the legal provision under which authorization procedure took place, together with a copy of the notice publishing the authorization in the appropriate official publication, if any, or in case of a plant protection product, if the authorization is not the first authorization to place the product on the market in the European Union, any other document proving that the authorization has been issued, the date on which it was issued and the identity of the product authorized;

(iii) the characteristics of the medicinal product or the summary of the information concerning the plant protection product;

(iv) power of attorney, if the applicant has appointed a representative.

§4. 1. Notification of the fact that the application has been lodged shall be promptly published by the Patent Office in the official gazette “Wiadomości Urzędu Patentowego”. The notification shall contain the information specified in the provisions on the creation in the European Union of supplementary protection certificates for medicinal products and plant protection products, as well as the number and date of the application.

     2. Mention of the application shall be recorded by the Patent Office in the Patent Register under the register number of the basic patent, in column F.

§5. 1.  Upon receipt of the application the Patent Office shall establish the date of receipt and check whether it has been lodged in due time, whether it is complete and duly drawn up.

      2.  If the particulars referred to in §3. 2 are missing, the Patent Office shall itself put in the request the information on the list of the annexed documents and transmit the correspondence to the applicants according to the procedure under Article 241(1) of the Act.

§6.  Mention of the final decision on the discontinuance of the proceeding or on refusal to grant a supplementary right of protection shall be recorded in the Patent Register in column F.

§7. 1.  The Patent Office shall issue the supplementary protection certificate to the holder of the right. The certificate shall contain:

(i) the name and address of the right holder;

(ii) the number of the basic patent and the title of the invention;

(iii) the number and date of the authorization or authorizations (§3.1(v)) and the name of the issuing authority, as well as the product identified in that authorization;

(iv) the date on which the supplementary right of protection takes effect and the duration of the certificate.

       2.  The copy of the authorization referred to in §3.1.(i) shall constitute a component part of the supplementary protection certificate.

       3.  A copy of the supplementary protection certificate shall be made open by the Patent Office to the public inspection at the Office’s library.

       4.  Entry of the supplementary protection certificate, together with the number and date of the authorization and the issuing authority shall be made in the Patent Register in column E and published in the official gazette “Wiadomości Urzędu Patentowego” together with the information specified in section 1 of this paragraph.

§8. Decisions on the termination of the decision on the grant of the supplementary right of protection, on the lapse of the supplementary right of protection or on the invalidation of that right in whole or in part shall be recorded in the Patent Register in column G.

§9.  The provisions of the regulation on making entries in the Patent Register shall apply accordingly to the Patent Register kept by the Patent Office under the provisions existing prior to the date of entry into force of the Act.

§10.  This Regulation shall enter into force as from the date of accession of the Republic of Poland to the European Union.

