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Patents and Supplementary Protection Certificates 8. Chapters 16 and 17 of this Order 
are dedicated to SPCs.  

 I NSTITUTIONAL ASPECTS  

The patents and SPCs granting authority in Denmark is the Danish Pate nt and 
Trademark Office (hereinafter DKPTO), which is part of the Danish Ministry of Business 
and Growth (previously called Ministry of Economic and Business Affairs). 9 

The DKPTO is headed by a Director and the Board of Appeal for Patents and 
Trademarks. 10  The latter is in charge of the examination of appeals from the decisions 
of the DKPTO pursuant to the Patent Act and pursuant to the Designs Act, the Trade 
Marks Act, etc. The Board of Appeal consists of no more than 18 members, appointed 
for a term of fiv e years. Two of the members, one of whom is the chairman, must 
possess the general qualifications for appointment to the office of high court judge, 
whereas the other members combined must possess the best possible expert 
knowledge on patents. They must be  graduates from the Technical University of 
Denmark (Danmarks Tekniske Universitet) or another institute of higher education or 
have acquired the necessary expert knowledge in another way. 11  Considering the 
circumstances of each particular case, the chairma n decides which and how many of 
the members of the Board are to participate in the examination of the case. 12  

The examiners of the DKPTO have a technical background and undertake substantive 
examination of patent applications. At the DKPTO, the technical ex aminers work in 
close collaboration with the legal department. 13  

In Denmark, applicants have the possibility of applying for a national patent before the 
DKPTO pursuant to national law or for a European patent before the EPO under the 
EPC rules. In addition , the DKPTO can act as receiving and designated office for patent 
applications internationally filed under the PCT procedure. 14  

 FILING OF THE APPLICA TION AND PUBLICATION  

An application for an SPC and/or the extension of its duration (with regard to 
medicina l products for paediatric use) must be filed by the owner of the basic patent 15  
before the DKPTO 16  in Danish or English 17  and upon fee payment. 18  The application 

                                                 

8 The Patent and Trademark Office, Order No. 25 of 18 January 2013, http://www.dkpto.org/media/183780/ 
the%20patent%20and%20trademark%20office%20order%202013%20no%20%2025.pdf.  

9  See: Order No126 of 19 February 2009 on Reference of Certain Rights to the Patent and Trademark 
Office.  

10   Patent Act No 221, Section 7(1).  
11   ibid, Section 7(2).  
12   ibid, Section 7(3).  
13   MPI's Questionnaire for National Patent Offices of the EU Member States, answer to questions No 52 

and 54 by the DKPTO.  
14   Patent Act N o 221, Section 28.  
15   MPI's Questionnaire for National Patent Offices of the EU Member States, answer to question No 3 by 

the DKPTO.  
16   Order No 25 of 18 January 2013 on Patents and Supplementary Protection Certificates, Section 70(1).  
17   Ibid, Section 71.  
18   Ibid, Section 70(4).  

http://www.dkpto.org/media/183780/the%20patent%20and%20trademark%20office%20order%202013%20no%20%2025.pdf
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There is no specific practise if it is process patent , h owe ver, where the method of 
production defines the nature of the product the method may be included in the 
product definition.  

In the case of a biological product, DKPTO would admit a definition that include in 
some form possible future biosimlars if the basi c patent is bio -product and biosimilar 
thereof.  

In the case of second medical use  is not accepted  in the SPC product definition.  

The SPC application is published once the formal examination is completed.  

 FORMAL EXAMINATION  

If the applicant has not complie d with the requirements prescribed under Article 8 of 
the SPC Regulations at the date of filing of the application, the DKPTO will notify him 
accordingly and invite him to correct the application within a specified time limit. If the 
applicant fails to cor rect the application within the given time limit, the application will 
be shelved. However, the examination and other processing of the application will be 
resumed if the applicant takes steps to correct the application within four months after 
the expiry of the specified time limit and pays the prescribed resumption fee. 23  If, 
after having received the applicant's reply, the DKPTO still has objections to the 
acceptance of the application, and if the applicant has had an opportunity to file 
observations on t he objections, the application will be refused, unless the DKPTO feels 
called upon once more to invite the applicant to file observations or correct the 
application. 24  25  The applicant must demonstrate through these observations that all 
the necessary inform ation and facts that the DKPTO requires are provided in order for 
the DKPTO to start the substantive examination of the application.  

 SUBSTANTIVE EXAMINATI ON 26 

The DKPTO will examine the requirements under Article 3(a), (b) and (c) of Regulation 
469/2009/EC or Article 3(1)(a), (b) and (c) of Regulation 1610/96/EC. However , it will 
not verify whether the condition of Article 3(d) of Regulation 469/2009/EC or Article 
3(1)(d) of Regulation 1610/96/EC (i.e. that the authorisation to place the product on 
the marke t in Denmark is the first authorisation granted for that product in the EEA) is 
complied with. Therefore, the DKPTO may grant the SPC in absence of this condition. 
The examination is performed by an examiner and double -checked by a second 
examiner.  

Danish guidelines are compli ant with both the Medeva  and Neurim  case, however ,  
there has not yet been final national practice regarding Eli Lilly.  

                                                 

23   Similar to the right to further processing under Article 121 EPC.  
24   Order No 25 of 18 January 2013 on Patents and Supplementary Protection Certificates, Section 74, in 

conjunction with Section 15(2) and (3) and Section 16 of Patent Act No 191 of 1 March 2016.  
25   An application may be refused if no further arguments are provided or if the DKPTO believes that no 

further  arguments can be provided.  
26   Order No 25 of 18 January 2013, Article 73(1) and (2).  
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decision. If the observation was not regarded, the third -party will also receive a short 
explanation of why. Further, the third -party will be informed about the possibility of 
requesting administrative re -examin ation of the SPC.  

 GRANTING OR REJECTION  OF THE SPC.  APPEAL AND 

REVOCATION PROCEDURE S 

The grant of the SPC is published in the Danish Official Patent Gazette, including the 
information required pursuant to Article 11(1) of the SPC Regulations, 31  in addition to 
the number and date of filing of the SPC application, as well as the SPC registration 
number. The same applies to the publication of the grant of an extension of the SPC 
duration with regard to medicinal products for paediatric use (hereinafter paediatr ic 
extension). 32  There is no certain time for such publication set by law and the Danish 
Official Patent Gazette is updated weekly.  

The DKPTO keeps a register of applications for SPCs and paediatric extensions, 
containing the information required for public ation under Article 9(2) of the SPC 
Regulations. If the applicant or the holder is represented by an agent, the name or 
firm name and postal address of the agent will also be included in the register. 33  In 
addition, the SPC Register will include the informa tion contained in the Patent Register 
regarding the basic patent. 34  35  

The refusal of an application for an SPC or a paediatric extension will also be 
published, indicating the number and the filing date of the application, as well as the 
information referre d to in Article 9(2) of the SPC Regulations including the identity of 
the product. 36  

The SPC applicant can appeal the decision of the DKPTO before the Danish Board of 
Appeal for Patents and Trademarks 37  not later than two months from the notification 
of the decision and upon fee payment. 38  

                                                                                                                                                    

30   See Order No 25 of 18 January 2013 on Patents and Supplementary Protection Certificates, Section 
73(1).  

31   The name and address of the SPC holder, the number of the basic patent, the title of the inventio n, the 
number and date of the first authorisation to place the product on the market in the EEA -when the 
marketing authorisation for the territory of Denmark was not the first one in the EEA - , the number and 
date of the first marketing authorisation to pl ace the product on the market in Denmark and the 
duration of the SPC.  

32   Order No 25 of 18 January 2013 on Patents and Supplementary Protection Certificates, Section 75(1).  
33   ibid, Section 76(1).  
34   ibid, Section 76(2) in conjunction with Section 42.  
35   i.e. the date of the grant of the patent; the number of the application and the registration number of 

the patent; the classes of the patent; the name or firm name and postal address of the proprietor of 
the patent; if the proprietor of the patent is repre sented by an agent, the name or firm name and 
postal address of the agent; the name and postal address of the inventor; the title of the patent; the 
application's filing date, information as to where the application serving as a basis for claiming priority  
was filed and the date of filing and number of that application; the number of the parent application; 
the date on which the files of the application were made available to the public; if the patent comprises 
the deposit of a sample of biological material , information to that effect; and the cited documents.  

36   Order No 25 of 18 January 2013, Section 75(3) in conjunction with Section 70(5).  
37   Patent Act No 221, Sections 7(1) and 24(1).  
38   Patent Act No 221, Section 25(1).  
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The above -mentioned under this section applies mutatis mutandis to the amendment 
of the duration of a paediatric extension. 51  

 PAYMENT OF FEES  

The maintenance of the SPC is subject to a renewal fee, to be paid for each year 
commenced after the expiry of the term of the basic patent. The renewal fee falls due 
on the last day of the month in which the fee year begins and may not be paid earlier 
than three months before the due date. If the applicant fails to pay the renewal fee  
within the prescribed time limit, he has the possibility to pay it with surcharge within 
six months after its original due date. 52  

 ENFORCEMENT OF THE SPC 

A published SPC application grants provisional protection to the applicant, which 
entitles him to clai m damages for infringement during the transition period. The 
applicant must make the files of the application available to the public (in Danish or 
English) before he can assert his right. 53  The national Maritime and Commercial Court 
is to decide whether or  not the applicant should receive damages.  

Once the SPC has been granted, any person who intentionally or grossly negligently 
infringes the exclusive right conferred by an SPC will be punished with a fine. In such 
a case the proceeding will be instituted b y the injured party.  

If the infringement has been committed intentionally and under aggravating 
circumstances, the penalty may increase to imprisonment of up to one year and six 
months, unless a heavier penalty is provided for by Section 299b 54  of the Penal  
Code. 55  Aggravating circumstances will be considered to exist in particular if a 
significant and obviously unlawful profit is intended by the infringement. In this case, 
proceedings will be instituted only at the request of the injured party unless the 
ins titution of proceedings is required in the interests of the public. 56  

  

                                                 

51   ibid, Section 83.  
52   ibid, Section 77.  
53   Patent Act No 221, Section 60.  
54   Imprisonment for  up to six years, in case of patent infringement of a particularly serious nature.  
55   Justitsmin, j nr 2016 -730 -0967.  
56   Patent Act No 191, Section 91(3) in conjunction with Section 57.  





https://www.legifrance.gouv.fr/affichCodeArticle.do?cidTexte=LEGITEXT000006069414&idArticle=LEGIARTI000006279404&dateTexte=&categorieLien=cid
https://www.legifrance.gouv.fr/affichCodeArticle.do?cidTexte=LEGITEXT000006069414&idArticle=LEGIARTI000006279404&dateTexte=&categorieLien=cid
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If a corresponding self -declaration by the applicant is ticked on the form, this will be 
accepted by the DPMA.  

 SUBSTANTIVE EXAMINATION   

Applications for a certificate should, if possible, be handled in such a way that an 
intermediate office action or the decision on grant will be provided within eight months 
after receipt of the request for grant of a certificate. The decision on the request for 
grant of a supplementary protection certificate shall be taken, if possible, before the 
expiry of the basic patent to avoid a delay in the certificate becoming effective.  

Substantive examination at the DPMA includes an assessment of compliance with the 
requirements of Articles 3(a), 3(b), 3(c), and (to a limited extent) 3(d).  

 Article 3(a)  

Pursuant to Article 3(a) of Regulation (EC) no. 469/2009 or Article 3(1)(a) of 
Regulation (EC) no. 1610/96, the product for which an application for the grant of a 
certificate is filed, must be protected by a basic patent in force at the date of filing the 
application for a certificate. That means that the basic patent must not have lapsed, 
withdrawn or declared invalid at the time of filing the application for the certificate. 
Even where the marketing authorisation has been granted only after the lapse of the 
basic patent, an application for a certificate cannot be filed. Usually, the staff of the 
upper grades of the civil service in charge of the matter will ch eck whether the basic 
patent indicated in the application for the certificate was in force in Germany, at the 
time of filing the application for the certificate.  

The patent division must perform an additional examination of the legal status or 
procedural status of the basic patent concerned by inspecting the respective patent 
registers (DPMAregister; European patent register).  

At the time of the grant of the certificate, it should be considered and verified, with 
regard to the grounds of invalidity stated  in Article 15(1)(b) of the Regulations that 
the basic patent has not lapsed before its lawful term expires. In that case, the 
application must be rejected.  

However, if, after the regular expiry of the term of the patent, the basic patent is no 
longer in force at the date of the grant of the certificate, it is nevertheless possible to 
grant a certificate.  

If the outcome of pending opposition, limitation or revocation proceedings, if any, in 
respect of the basic patent is known when the certificate is gran ted this shall also be 
taken into consideration. This may retroactively affect the scope of protection of the 
basic patent to such extent that the scope of protection no longer covers the 
authorised product. In that case, the application for the certificat e shall be rejected 
due to non -compliance with the requirement of Article 3(a) of Regulation (EC) no. 
469/2009 or Article 3(1)(a) of Regulation (EC) no. 1610/96, as the case may be. The 
same applies in case of the revocation of the basic patent. A certific ate may be 
granted in spite of opposition, limitation and revocation proceedings if these 
proceedings have not yet been completed.  











https://register.dpma.de/DPMAregister/uebersicht
https://register.dpma.de/DPMAregister/uebersicht
https://register.dpma.de/DPMAregister/blattdownload/pat?lang=en
https://register.dpma.de/DPMAregister/uebersicht
https://register.dpma.de/DPMAregister/pat/einsteiger?lang=en
https://register.dpma.de/DPMAregister/pat/einsteiger?lang=en
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be extended upon a request by the applicant stating the reasons. For reasons of legal 
certainty, this must be done in writing. Hence, an intermediate communication must 
be iss ued.  

The number of intermediate communications is determined by the obligation to clarify 
the facts, to grant the right to be heard and the special circumstances of each 
individual case.  

The intermediate communications must be drafted in a neutral and cle ar style. The 
formal and substantive deficiencies must be noted so concretely that the applicant is 
not left unclear as to what kind of deficiency has been noted.  

The intermediate communications serve to prepare the grant of a certificate or the 
rejection  of the application for a certificate pursuant to Section 49a of the Patent Act. 
In case that the rejection of the application for a certificate is intended, this possibility 
will be pointed out in the intermediate reply.  

The intermediate communication can also be issued by the reporting examiner alone. 
In this case, this must be noted in the records.  

  Hearing  

Pursuant to Section 49a(5), second sentence, of the Patent Act, Section 46 of the 
Patent Act (further examination, hearing, minutes) shall apply mutatis mutandis to the 
examination procedure for certificates before the patent division. The patent division 
may summon and hear the parties at any time, may examine witnesses, experts and 
parties and may undertake further examination as necessary to exa mine the matter.  

Generally, a hearing can be expedient for conducting the procedure speedily. 
However, deficiencies regarding the application requirements and conditions for the 
grant of a certificate may as a rule be noted and rectified in the procedure conducted 
in writing.  

The hearing is chaired by the head of the patent division; the hearing is not public. 
Third parties may only attend the hearing with the consent of the applicant.  

The applicant shall be heard upon request (Section 46(1), second sent ence, of the 
Patent Act shall apply mutatis mutandis ). The request must be submitted in writing. If 
the request is not submitted in the requisite form, the request will be refused (Section 
46 (1), fourth sentence, of the Patent Act shall apply mutatis muta ndis ). The decision 
to refuse the request is not independently contestable.  

Minutes shall be drawn up of the hearings (and taking of evidence, if any) by a 
member of the patent division or a recording clerk. The minutes contain the essentials 
of the proce edings and the relevant statements made by the parties. Sections 160a, 
162 and 163 of the Code of Civil Procedure shall apply mutatis mutandis (Section 
49a(5), second sentence, Patent Act in conjunction with Section 46(2), second 
sentence, Patent Act). The  following, inter alia , shall be included in the minutes: place, 
date, persons attending, course of the hearing, new circumstances and aspects as far 
as necessary to understand the course of the hearing or are conducive to the grant of 
the right to be hear d and the relevant statements made by the parties. The latter 
comprises everything substantively altering the subject matter of the application (for 
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the product on the market in the Community as well as the duration of the certificate 
and the period of extension of the duration, if any.  

Furthermore, a declaration instructing the applicant on the possibility to appeal shall 
be attached (Section 49a(5), second sentence, in conjunction with Section 47(2) 
Patent Act).  

The grant is published in the Patent Gazette.  

 Decision to reject the application  

The patent division shall reject the application for a certificate pursuant to Section 
49a(2), third sentence, of the Patent Act, if the application does not c omply with the 
Regulations as well as Section 16a of the Patent Act. The applicant shall be given 
sufficient opportunity to be heard.  

In analogy to opposition proceedings, the decision shall be taken in a session or in lieu 
of a session by way of a writte n procedure. If a session is held, the form P 2543 shall 
be completed.  

The decision to reject the certificate shall be reasoned, executed in writing and served 
on the applicant ex officio , pursuant to Section 49a(5), second sentence, in 
conjunction with S ection 47(1) of the Patent Act. In accordance with Section 47(2) of 
the Patent Act, the written execution copy shall be accompanied by a declaration 
instructing the applicant about the possibility to appeal.  

In case that decisions must be taken on several  requests (main request and subsidiary 
requests) in an application for a certificate, one decision on all requests shall be taken 
in analogy to the patent examination procedure and the opposition proceedings. This 
decision shall contain the rejection of th e main request and the subsidiary requests as 
well as, if appropriate, the grant pursuant to a subsidiary request.  

4. 9 A . CALCULATION OF THE PATENT AND SPC  DURATION  

Pursuant to Section 16 of the Patent Act the patent term is 20 years beginning with 
the day following the application and ending on the same day as the application 
(Sections 186 and 188 German Civil Code). So e.g. a patent filed on 15 October 2015 
ends on 15 October 2035. This calculation is in line with Rule 131 EPC.  

The start date of an SPC in the example above would be 16 October 2035, the 
maximum expiry date (five years) 15 October 2040, with paediatric extension 15 April 
2041.  

Pursuant to Article 13 of the Regulations, the certificate takes effect at the end of the 
lawful term of the basic pa tent for a period equal to the period which elapsed between 
the date on which the application for a basic patent was lodged and the date of the 
first authorisation to place the product on the market in the Community, reduced by a 
period of five years. The maximum duration of the certificate may not exceed five 
years.  
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4.9 B.   CALCULATION OF TERMS ;  RELIEF BEFORE THE DPMA  FOR 

MISSED DEADLINES  

Terms are calculated at the DPMA according to  Section 222(1) of the German Civil 
Procedure Code with Section 187 et seqq. of the German Civil Code, which 
corresponds to Rule 131 EPC. The sole difference lies in Section 193 German Civil 
Code, which states that if a declaration of intent is to be made or an act of 
performance to be done on a particular day or within a period, and if the particular 
day or the last day of the period falls on a Sunday, a general holiday officially 
recognised at the place of the declaration or performance, or on a Saturday,  the next 
day takes the place of this day.  

In case of a paediatric extension, the latest date for filing the application for an 
extension of the duration is two years before expiry of the certificate. The period has 
to be calculated backwards. It ends at t he beginning (0:00) of the day of the year 
before the previous year whose date is equivalent to the day when the certificate 
expires.  

Example:  

If the duration of the certificate ends on 14 September 2025, the application for an 
extension must have been l odged by 0:00 on 14 September 2023.  

The re -establishment of rights for a failure to comply with a time limit, which cause a 
legal disadvantage (e.g. in respect of the six -month period for filing the application or 
in respect of the period for payment of th e annual fee) is possible pursuant to Sections 
16a(2) and 123 of the Patent Act under the conditions mentioned in these provisions.  

Although Section 16a(2) of the Patent Act lacks a corresponding reference, further 
processing is possible in case of a fail ure to comply with a time limit fixed by the office 
due to legal similarity by applying Section 123a of the Patent Act mutatis mutandis .  

It is noted that all substantive requirements, as specified in Article 3 of the 
Regulations, must be satisfied at the t ime of filing and no re -establishment of rights or 
further processing is possible in these cases.  

For missing documents in an application for a paediatric extension according to Article 
8(1)(d) of Regulation (EC) no. 469/2009 see section 4, letters k, l ab ove.  

 APPEAL PROCEDURE  

Pursuant to Section 73(1) of the Patent Act in conjunction with Section 16a(2) of the 
Patent Act, the decisions of the patent divisions may be appealed.  

Appeals are possible against decisions by the DPMA regarding  

a)  a rejection of an S PC application,  
b)  a rejection of an application for the extension of the duration, (both Art.10 Reg. 

(EC) no. 469/2009 ),  
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 ENFORCEMENT OF THE SPC 

The protection provided by an SPC may be enforced by action for infringement as if 
the SPC were a patent. Consequently infringement proceedings must be started at a 
Regional Court ( Landgericht ), with subsequent appeals possible to a H igher Regional 
Court ( Oberlandesgericht ) and the Federal Supreme Court ( Bundesgerichtshof ).  

Typical venues for infringement proceedings are e.g. the Düsseldorf, Munich and 
Mannheim Regional Courts.  

  









Hungary  
 

 

 
47  

If the application meets the conditions for according a filing date, the HIPO will publish 
in the Gazette of Patents and Trademarks 100  the information on the SPC application 
required under Article 9(2) of  the SPC Regulations. A notification on the SPC 
application is also recorded, referring to its basic patent, in the Patent Register.  

The HIPO will then examine whether the SPC application meets the substantive 
requirements of the SPC Regulations and the co nditions lay  down in Act No XXXIII and 
in Decree No 26/2004. Three patent examiners with a technical background are in 
charge of carrying out the examination of SPC applications.  

During the substantive examination all of the requirements of Article 3 of Re gulation 
469/2009/EC and Article 3(1) of Regulation 1610/96/EC are verified, including 
confirming with the medicine regulatory authorities (e.g. through online databases), 
whether information provided by the applicant on the first marketing authorisation i s 
correct. However, the HIPO only partially verifies whether the marketing authorisation 
provided by the applicant is indeed the first one. The HIPO checks the data available in 
International Patent Documentation database (INPADOC) and on the websites of s ome 
national patent offices to ascertain which marketing authorisations were submitted as 
being the first in other Member States, but does not carry out further verification.   

If the application meets the substantive requirements of the SPC Regulations and the 
conditions laid down in Act No XXXIII and in Decree No 26/2004, the HIPO will grant 
an SPC for the subject of the application and a notification of the grant will be 
published in the Gazette of Pa tents and Trademarks, in accordance with Article 11 of 
the SPC Regulations. The grant of the SPC will also be recorded in the Patent Register, 
referring to its basic patent, and in the SPC Register.  

If the application does not meet the above -mentioned subs tantive requirements, the 
applicant will be invited to rectify it or to submit his comments within a given time. 101  
The application will be rejected if it still does not meet the prescribed requirements 
after rectification of the irregularities or the submis sion of comments. If the applicant 
fails to comply with the HIPO's invitation within the given time limit, the application 
will be considered withdrawn. The rejection or withdrawal of the SPC application will 
be published in the Gazette of Patents and Trad emarks, in accordance with Article 11 
of the SPC Regulations.  

 FILING AND EXAMINATIO N OF A REQUEST FOR P AEDIATRIC 

EXTENSION 102  

A request for extension of the SPC duration with regard to medicinal products 
addressed to the infant population (hereinafter paedia tric extension) must be filed 
before the HIPO in accordance with the requirements of Article 8(1)(d) of Regulation 
469/2009/EC in conjunction with Article 36 of Regulation 1901/2006/EC. A filing fee, 
determined by special legislation, must be paid within t wo months of the date of filing 
of the request for a paediatric extension.  
                                                 

100   Act No XXXIII, Article 56.  
101   The application may not be modified to the effect that the certificate extends to a product, to an 

authorisation to place a product on the market, or to a basic patent different from the ones designated 
at the filing of t he application.  

102   Decree No 26/2004, Articles 4/A and 4/B.  
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Gazette of the State Patent Bureau, which is available in electronic form every  two 
weeks 129  and i n the online patent database .130  There is no SPC application file 
inspection available in the database.  

Patent Law of the Republic of Lithuania does not establish a possibility to request the 
re -establishment of rights in case the SPC application is not filed within the time limit, 
prescribed by Article 7 of Regulation 469/2009.  

 FORMAL EXAMINATION .  COPY OF THE MARKETING  

AUTHORIS ATION  

Copy of the marketing authorisation is required by the State Patent Bureau, and 
failure of the applicant to provide it woul d result in rejection of the application, 
according to the Rules on Granting Supplementary Protection Certificates.  

 SUBSTANTIVE EXAMINATI ON  

According to the Rules on Granting Supplementary Protection Certificates, the State 
Patent Bureau examines, in the  scope of Article 3 of the Regulation 469/2009, 
whether the product, for which SPC protection is sought is covered by the basic patent 
indicated in the application, whether the product has not yet been the subject of an 
SPC, also if a copy of the first MA was furnished. The Rules establish that the State 
Patent Bureau does not check if the MA provided by the applicant is the first MA; the 
applicant is responsible for the truthfulness of the documents he/she provides with the 
application.  

National law does not provide any additional regulation on cases where the MA is not 
valid at the date on which the SPC application is filed, in comparison with the 
Regulation 469/2009, and there were no such situations noticed in practice.  

The State Patent Bureau follows t he case law of EUCJ on Article 3 on a case by case 
basis, treating similar situations in a similar fashion as much as possible.  

Concerning the practice following the EUCJ Neurim  judgment, there has been an 
appeal brought to the Appeals Division of the Stat e Patent Bureau, where the SPC 
application was based on a different dosage of the same medical product, which has 
already been granted an SPC. The examiner and Appeals Division have stated that 
different dosage does not constitute a different therapeutic a pplication; therefore a 
second SPC was not issued.  

 THIRD PARTY OBSERVATI ONS  

Possibility to file third party observations is not established by national law. If the 
examiner received information from third parties, that is relevant to the examination 
proces s, he/she would consider it in the scope of the requirements of the examination.  

                                                 

129   <http://www.vpb.lt/index.php?l=en&n=245>.  
130   <http://www.vpb.lt/index.php?l=en&n=238>.  
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Regulation 1901/2006/EC to include in the national law special procedural provisions 
on SPCs. Nonetheless, the St ate Office for Inventions and Trademarks (hereinafter 
OSIM) has enacted guidelines both for applicants and for the examination of SPC 
applications, under Instruction No 146 of 28 December 2006. 162   

 I NSTITUTIONAL ASPECTS  

OSIM is a specialised body of the cent ral public administration, subordinated to the 
Ministry of Economy, 163  with legal personality and authority in the field of industrial 
property protection within the territory of Romania. 164  

Applicants have the option to apply for national patents before the O SIM pursuant to 
the national law 165  or for European patents before the EPO under the EPC rules. The 
OSIM can also act as receiving office for patent applications internationally filed by 
Romanian applicants under the PCT procedure. 166  

The OSIM is an examining office. It undertakes a substantive examination of patent 
applications with respect to all requirements for protection. 167  The examination takes 
place upon request and is subject to fee payment. 168  

The examiners involved in the examination of SPC applications have a technical 
background in the field of Chemistry, Biochemistry or Pharmacy. 169  

 FILING OF THE APPLICA TION AND PUBLICATION  

The patent owner or his successor in title 170  must file the SPC application before the 
OSIM in Romanian language. 171  

The SPC application  must contain an application form designed according to the formal 
requirements stipulated under Article 8 of the SPC Regulations, including the following 
information:  

i.  The name and address of the applicant and his representative -when 
representation is re quired - ; 172  

                                                 

162   Instruction Conc erning the Supplementary Protection Certificate for Medicaments and the 
Supplementary Protection Certificate for Plant Protection Products, issued by the Director General of 
the State Office for Inventions and Trademarks and Based on Art. 6(3) of the Gover nment Decision No. 
573/07.09.1998 Concerning the Organisation and Functioning of the State Office for Inventions and 
Trademarks, published in the Romanian Official Gazette no.345 of 11 September 1998.   

163   Government Decision No. 63 of 23 February 2017 for the modification of Government Decision No. 
573/1998 concerning organisation and functioning of the OSIM.  

164   Law 64/1991, Article 65.  
165   Law 64/1991, Article 66(b).   
166   Law 64/1991, Article 66(d).  
167   MPI's Questionnaire for National Patent Offices of the E U Member States, answer to question No 52 by 

the OSIM.  
168   Law 64/1991, Article 24(1), in conjunction with its Implementing Regulations, Article 42(1).  
169   MPI's Questionnaire for National Patent Offices of the EU Member States, answer to question No 54 by 

the OSIM.  
170   Instruction No 146/28.12.2006, Article 2(7) and (8). The SPC application can be filed by the registered 

licensee; MPI's Questionnaire for National Patent Offices of the EU Member States, answer to questions 
No 3 and 4 by the OSIM.  

171   Instructio n No 146/28.12.2006, Article 2(1).  
172   See heading 15.2.7.6 below.  
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product in the territory of the EEA (should it be earlier than the marketing 
au thorisation granted in Romania) have not been filed or the application fees 183  have 
not been paid, the OSIM will invite the applicant by a written notification to submit the 
missing documents and pay the corresponding fees within the time limit of one month.  
If the applicant does not comply with such invitation within the given time limit, the 
application will be considered withdrawn. 184  

The OSIM will then examine whether the application was filed on time and it included 
all the required information and documen tation. In addition,  the OSIM will examine 
whether the basic patent was in force on the date of the application for an SPC and 
that the SPC applicant is the same person as the holder of the basic patent or his 
successor in title (in the latter case, a document proving succession must be 
submitted together with the SPC application). 185  If the OSIM finds any deficiency in 
this regard, it will inform the applicant accordingly and invite him to remedy such 
deficiency within 60 days from the date of the notifi cation. If the applicant fails to 
comply with said invitation within the time limit, the application will be rejected. 186  
After the date of filing of the SPC application, the OSIM will not allow the applicant to 
change neither the basic patent nor the produc t covered by the SPC. 187  

Once the above -mentioned requirements have been met, the OSIM will publish the 
SPC application in the Official Industrial Property Bulletin, mentioning at least the SPC 
application number and date; the applicant's identification data ; the number of the 
basic patent; the title of the invention; the name of the product for which the SPC is 
requested; the number, date and authority of the first marketing authorisation 
granted in Romania; and, where appropriate, the number, date and count ry of the 
first authorisation to place the product on the market in the EEA. 188  

 SUBSTANTIVE EXAMINATI ON  

Subsequently, the OSIM will examine whether the requirements of Article 3, letters 
(a), (b) and (c) of Regulation 469/2009/EC or Article 3(1), letters (a ),(b) and (c) of 
Regulation 1610/96/EC have been met (i.e. that the product for which the SPC is 
requested is protected by the basic patent, the authorisation to place the product on 
the market in Romania is valid and the product has not already been the s ubject of an 
SPC in Romania). 189   

The OSIM will not examine whether the requirement of Article 3(d) of Regulation 
469/2009/EC or Article 3(1)(d) of Regulation 1610/96/EC (i.e. that the authorisation 
to place the product on the market in Romania is the first authorisation granted for 
that product in the EEA) is met. However, the OSIM is able to check in the national 
authorisation whether it is the first one or it is a re -authorisation. If the marketing 
authorisation has been granted by the EMA through the cent ralised procedure, the 

                                                 

183   The fees for filing and examining the SPC application, and for issuing the SPC. See Instruction No 
146/28.12.2006, Article 6(1).  

184   In struction No 146/28.12.2006, Article 3(4) and (5).  
185   Indstruction No 146/28.12.2006, Article 4(1).  
186   Instruction No 146/28.12.2006, Article 4(2).  
187   Instruction No 146/28.12.2006, Article 4(3).  
188   Instruction No 146/28.12.2006, Article 4(4), and SPC Regulations, Article 9(2).  
189   Instruction No 146/28.12.2006, Article 4(5).  





Romania  
 

 

 
81  

The OSIM follow the same approach in case of a pending opp osition procedure against 
the patent,  considering the opposition of the basic patent as a prejudicial cause, 
because the patent can be revoked or altered in such a way that the product is no 
longer protected by the basic patent. In case of a European paten t for example, the 
OSIM will suspend the SPC analysis until the EPO comes to a final decision.  

 GRANTING OR REJECTION  OF THE SPC.  APPEAL AND 

REVOCATION PROCEDURE S 

The decision of the OSIM's Examination Board regarding the grant or rejection of the 
SPC can b e appealed before the OSIM within three months from its communication to 
the applicant. 194  

Within six months from the date of publication of the mention to grant, any person 
may apply for the revocation of the SPC pursuant to the invalidity grounds indicated  in 
Article 15 of the SPC Regulations. 195  

 CALCULATION OF THE PA TENT AND SPC  DURATION .  

CALCULATION OF DEADLI NES .  RELIEF BEFORE THE OSIM  

 Calculation of the patent and SPC duration  

The patent term is of 20 years as from the filing date of the patent application, 
meaning that the date of filing counts as day one of the 20 -year period. 196  197  

According to the practice of the OSIM, the date of the first marketing authorisation in 
the EEA as referred to in Article 13 of the SPC Regulations for the calculation  of the 
SPC term is the date of grant of the marketing authorisation written down in the 
respective national marketing authorisation, 198  which must be indicated by the 
applicant in the SPC application. In case of a European MA, OSIM applies Seattle 
Genetics  to art. 13 Reg. 469/2009, considering the date of the notification  as the 
relevant date of the MA  for calculation of duration of the SPC. 199  

 Calculation of terms  

Regarding the general calculation of time limits, Article 3 of Law 64/1991's 
Implementing Regula tions states that:  

(1) The time limits shall be expressed in days, months or years.  

                                                 

194   Instruction No 146/28.12.2006, Article 9(2).  
195   Instruction No 146/28.12.2006, Article 9(3).  
196   Law 64/1991, Article 30(1).  
197   MPI's Questionnaire for National Patent Offices of the EU Member States, answer to question No 44 by 

the OSIM.  
198   In Romania, a marketing authorisation issued by the National Agency of Medicines and Medical Devices 

takes effect on the date of gra nt. MPI's Questionnaire for National Patent Offices of the EU Member 
States, answer to question No 15 by the OSIM.  

199   MPI's Questionnaire for National Patent Offices of the EU Member States, answer to question No 13 by 
the OSIM.  
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of 16 July 1992, of Industry; 226  General Tax Law 58/2003, of 18 December 2003; 227  
and by any other legal provision applicable to the autonomous agencies of the Central 
State's Administration. 228  

The SPTO is an autonomous agency  within the Spanish Ministry of Industry  of  Energy , 
Tourism  and Digital Agenda 229  It has legal personality, as well as economic and 
administrative autonomy for the attainment of its objectives and the management of 
its assets and the funds assigned to it. 230  

Law 24/2015 introduced for the first time in Spain substantive examination as the only 
available system for the concession of patents. 231  The substantive examination, also 
called preliminary examination of novelty and inventive step, is undertaken by the 
SPTO's patent examiners, who have a technical background and also a legal training 
on industrial property.  

The SPTO is also the authority competent pursuant to Article 9 of the SPC Regulations 
to grant SPCs. A substantive examination is provided also for SPC a pplications. The 
examiners concerned are graduated in chemistry or biology and have also a legal 
training on industrial property. 232  

 FILING OF THE APPLICA TION  

In Spain, an SPC application must be filed before the SPTO by the owner of the basic 
patent. 233  If th e patent is owned by more entities, the SPC application must be filed by 
an elected common representative, usually an industrial property agent officially 
accredited by the SPTO.  

The application must be accompanied by an application form designed accordin g to 
the formal requirements stipulated under Article 8 of the SPC Regulations, 234  including 
the following information:  

i.  The name and address of the applicant and his representative -when 
representation is required - ;  

ii.  The number of the basic patent and title o f the invention;  
iii.  The number, date and Member State of the first authorisation to place the 

product on the market in the EEA -when the marketing authorisation for the 
territory of Spain was not the first one in the EEA - ; and the number and date 
of the firs t marketing authorisation to place the product on the market in 
Spain, accompanied by a copy either of both authorisations or a copy of the 
Spanish authorisation together with a copy and a translation of the publication 
of the EEA authorisation  in the corr esponding official gazette.  

                                                 

226   BOE Núm 176, of 23 July 1992, p 25498 -2550.  
227   BOE Núm 302, of 18 December 2003, p 44987 -45065.  
228   Royal Decree 903/2017, Article 2(1).  
229   Royal Decree 903/2017, Article 2(1).  
230   Law 17/1975, Articles 1(2) and 8.  
231   Under its predecessor, Law 11/1986 of Patents, substantive examination was an optional system rarely 

used by the national applicants; transferring the burden of invaliding the pat ent to the competitor. See 
Explanatory Memorandum to Law 24/2015, Section I, paragraph 9, and Section IV, paragraph 5 and 6.  

232   MPI's Questionnaire for National Patent Offices of the EU Member States, answer to question No 54 by 
the SPTO.  

233   MPI's Questio nnaire for National Patent Offices of the EU Member States, answer to questions No 3 and 
4 by the SPTO.  

234   Law 24/2015, Article 45(1) in conjunction with Royal Decree 316/2017, Article 54(1).  













Spain  
 

 

 
93  

 REPRESENTATION BEFORE  THE SPTO  

Pursuant to Article 175 of Law 24/2015, the representation of the applicant before the 
SPTO is only mandatory if he is not resident in an EU Member State. If the applicant 
has his residence outside the EU, he must be represented by an industrial property 
agent  officially accredited by the SPTO pursuant to Article 179 of Law 24/2015 and 
according to the requirements of Articles 176 and 177 of the same Law.  

 POST - GRANT AMENDMENT OF T HE SPC  DURATION .  POST -
GRANT LIMITATION OR REVOCATION OF THE PA TENT  

 Post -grant amen dment of the SPC duration  

According to the reply of the SPTO to question No 65 of MPI's Questionnaire for 
National Patent Offices of the EU Member States, the post -grant amendment of the 
SPC duration is not contemplated under the Spanish Patent Law or its Implementing 
Regulation and thus, this possibility currently does not exist in Spain.  

 Post -grant limitation or revocation of the patent  

According to Article 105 of Law 24/2015, the patent owner can file a request before 
the SPTO to post -grant limit the patent - through the amendment of the patent claims -  
or to revoke it, at any point during the life time of the patent and also during the SPC 
term. 259   

The SPTO will grant the request for limitation of the patent as long as the modified 
patent claims are clea r and concise and the limitation does not extend the protection 
conferred by the patent. 260  

The SPTO will reject the request for limitation or revocation of the patent if there are 
existing rights in rem, call options, seizure rights or licences inscribed in  the Patents 
Register and the owners of those rights have not given their consent to such limitation 
or revocation. The SPTO will also reject the post -grant limitation or revocation of the 
patent if there is a judicial action claiming the ownership of the patent or other 
property rights over the patent are inscribed in the Patents Register and the clai mant 
has not given his consent.  

If there is a pending judicial proceeding regarding the validity of the patent, the 
request to limit the patent must be author ised by the court seized  of the case.  

Pursuant to Article 107 in conjunction with Article 104 of Law 24/2015, both the 
limitation and the revocation of the basic patent have retroactive effect. The amended 
claims will determine the protection conferred by the patent, which will determine the 
protection conferred by the SPC to the extent that the limitation of the basic patent 

                                                 

259   This was not possible before the entry into force of Law 24/2015, since its predecessor Law 11/1986 
did not allow it.  

260   Law 24/2015, Article 106(1) in conjunction with Articles 28 and 48(6). See also Articles 84 and 123(3) 
EPC. 
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In addition, as foreseen by Article 12 of the SPC Regulations, the maintenance of the 
SPC is subject to fee payment. Before the SPTO, this fee must be paid in one 
instalment  and its amount is determined according to the duration of the SPC. 266  

The time frame  for the payment of the maintenance fee for the SPC or its extension 
starts on the date of its  entry into force. If such a date is earlier than the date of 
publication of the grant of the SPC or  of  its extension  in the Spanish Official Industrial 
Property Gazette , the payment must be made within three months from  such a 
publication  date. If the date of entry into force is the same  or later than the 
publication date  of the grant , the payment must be completed with in three months 
from the date of entry into force. 267   

If the deadline for payment of the maintenance fee has expired without its amount 
having been made effective, it can still be paid with a 25 percent surcharge within the 
first three months of delay and w ith a 50 percent surcharge within the following three 
months, until a maximum of six months of delay. 268  

 ENFORCEMENT OF THE SPC 

According to Article 5 of the SPC Regulations, a granted SPC confers the same rights 
as conferred by the basic patent but limited to the product covered by the marketing 
authorisation. Under Law 24/2015, this includes the rights to stop others from making 
or selling the product 269 , right to compensation for damages, seizure of the infringing 
product, etc. 270  

In addition, pursuant to Arti cle 67.1 of Law 24/2015:  

From the date of its publication, the patent application confers on its holder the right to a 
provisional protection, consisting on the right to request a compensation, reasonable and 
adequate to the circumstances, from any third p arty that, between the date of publication of the 
patent application and the date of publication of the patent grant, has made use the invention in 
a way that would be forbidden after such period by virtue of the patent.  

Accordingly, a published SPC appli cation creates an expectation of a future right in the 
same way as a published patent application provides a provisional protection.  

The national C ivil and  Criminal  Courts  according to the scope of their respective 
competences -  will hear all disputes rose  as a consequence of the enforcement of 
actions derived from the provisions contained in Law 24/2015. 271  

  

                                                 

266   Law 24/2015, Article 47 and Annex 2.1.1.  
267   Law 24/2015, Article 184(5).  
268   Law 24/2015, Article 185(2).  
269   Law 24/2015, Article 59(1). Please note that the so -called experimental use exception a nd the Bolar 

exemption are foreseen under Law 24/2015, Article 61(b) and (c).  
270   Law 24/2015, Articles 70 -78.  
271   Law 24/2015, Article 116.  
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applications and patents are also applicable on SPCs as specified in Article 19 of the 
Regulation (EC) 469/2009 and Article 18 of the Regulation (EC) 1610/96.  

 I NSTITUTIONAL ASPECTS  

PRV was created in 1885, financing has changed over time.  From January 1, 2017  PRV 
is a government financed authority under the supervision of the Ministry of Enterprise 
and Innovation.  

PRV employs around 350 persons and has two offices, one in Stockholm and one in 
Söderhamn.  

PRV is the government authority for intellectual property rights in Sweden including 
the examination and granting of applications for said rights, namely trademarks, 
designs and patents. Copyright issues also fall within our area of operation. PRV is also 
the national competent authority to examine and grant SPCs according to Article 9(1) 
of the SPC regulations.  

PRV is a patent search and examination authority that performs all the steps in the 
patent process. Under the national patent procedure, PRV, after a first 
administrative/formal exami nation, directs the application to the relevant technical 
department, within the authority, for a substantive examination. Our patent examiners 
all have a technical background with an expertise in the technical field they work.  

Since PRV is the authority for examining and granting both patents and SPCs we have 
the advantage of having highly experienced and technically qualified personnel to 
examine the SPC applications. Examination of SPCs is entrusted to a small group of 
examiners (2 lawyers and 4 patent examiners). The lawyers and patent examiners 
work closely together, the lawyers handling all the legal aspects of the application and 
the examiners doing the substantive examination. The four  examiners are all senior 
patent examiners with many years of exp erience (two are specialized in organic 
chemistry / medicinal chemistry and two are specalized in biotechnology).  

 FILING OF THE APPLICA TION  

It is the owner of the basic patent, or an authorized representative, that is eligible to 
file a SPC application in  Sweden. If there are several proprietors they must all have a 
common representative in the SPC application. The requirements in Article 8 of the 
SPC regulations must be fulfilled and the application must also contain information on 
where, in the basic pat ent, the product is protected. If the application is submitted by 
a representative, we also need a duly signed Power of Attorney from the proprietor(s).  

The application must be filed within 6 months from the date on which the patent is 
granted or within 6  months from the date on which the market authorization is 
granted (Article 7 of the SPC regulations). As mentioned above many of the 
procedural rules applicable to patents and patent applications are also applicable to 
SPC applications. Thus for example a n applicant may ask for a re -establishment of 
rights if said time limit has lapsed and no application has been filed. However they, of 
course, need a legitimate reason.  
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 THE NETHERLANDS  

Dr.  M.W. Martijn de Lange *  Peter R. Slowinski **  

 I NTRODUCTION :  THE SOURCES OF LAW  

The Netherlands is one of the contracting states to the European Patent Convention. 
Furthermore the Netherlands is a member of the European Union and signed on to the 
Agreement o n the Unitary Patent Court Agreement. Although it is possible to apply for 
an SPC on the basis of a national patent granted under the Dutch Patent Act, this has 
seldom happened and practically all basic patents have been issued by the European 
Patent Offic e.  

Articles 92 to 98 of the Dutch Patent Act contain a few provisions on SPCs. In 
particular they designate the Netherlands Patent Office as the authority to process SPC 
applications and allow fees to be levied on the filing of an SPC application and 
maint enance fees after grant of the SPC.  

The General Administrative Law Act (Dutch: Algemene Wet Bestuursrecht) is also 
relevant when it comes to procedural provisions which the SPC regulation does not 
provide.  

 I NSTITUTIONAL ASPECTS  

The Netherlands Patent Offi ce is part of the Netherlands Enterprise Agency (Dutch: 
Rijksdienst voor Ondernemend Nederland or RVO), which is part of the Ministry of 
Economic Affairs.  

There are currently 4 technical examiners and 1 legal examiner involved in SPCs. They 
all devote onl y a minor part of their time to SPCs. The technical examiners all hold a 
doctorate in chemistry, biology or biotechnology. Although a Dutch national patent 
cannot be refused or invalidated by the Dutch Patent Office on substantive grounds, 
the examiners wi ll write search opinions on patent applications and invalidity opinions 
on granted patents, and therefore are still experienced in this area. Decisions at first 
instance are always taken by a technical examiner. The appeals division consists of 3 
members o ne of whom is the legal examiner.   

The Netherlands Patent Office has not issued any guidelines on the examination of 
SPCs.  

                                                 

*   Dr. M.W. Martijn de Lange -  Netherla nds Patent Office.  
**   Peter R. Slowinski, J.S.M. (Stanford) -  doctoral student and junior research fellow, Max Planck Institute 

for Innovation and Competition.  
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MPI has posed us the specific question if the marketing authorization must still be in 
force at the date on which the SPC application is filed or is it sufficient that it was 
granted before this date.  

Our answer is that this is not required under article 3, but we may warn the applicant 
that the office may, aft er grant, immediately declare the SPC to have lapsed under 
article 14(d) of the SPC Regulation.  

 THIRD PARTY OBSERVATI ONS  

Third parties may file observations. In practice the objections will be similar to what 
the examiner has already put to the applicant.  

 EFFECT ON THE SPC  GRANTING PROCEDURE O F PENDING 

REVOCATION OR OPPOSI TION PROCEDURES AGAI NST THE 

PATENT  

The applicant usually asks for a stay of the SPC proceedings if the patent is under 
attack, which the Netherlands Patent Office will grant.  

 GRANTING OR R EJECTION OF THE SPC.  APPEAL AND 

REVOCATION PROCEDURE S 

Leading up to a decision at first instance there may be a first office action setting out 
the objections, a written response from the applicant followed by a hearing.  

The applicant can file an appeal a gainst the grant or refusal of the application within 6 
weeks of the decision, a term set by the General Administrative Law Act. The appeal 
will be handled by a three member panel of the Office. It usually also includes a 
hearing.  

The decision on appeal h as to be appealed to the Administrative Court of the Hague. 
Finally the decision of the Administrative Court may be appealed to the Administrative 
division of the Council of State.  

The specialised patent chambers of the Court of The Hague and the Appeals Court of 
the Hague have the exclusive authority in the Netherlands to handle patent and SPC 
invalidity actions.  
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 PAYMENT OF FEES  

There are fees for filing an SPC application or SPC extension application (544 Euro 
each) and maintenance fees for granted SPCs ranging from 1,600 Euro in year 1 to 
2,400 Euro in year 5 and 1,300 Euro for a p aediatric extension in year 6.  

 ENFORCEMENT OF THE SPC 

The SPC may be enforced on the basis of the same provisions that exist for patents.  

There is no specific provision in the Dutch Patent Act that confers a right on a 
published SPC application.   
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