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REGULATORY APPROVAL FROM AUTHORITIES

COMPILATION DE DIVERSES DISPOSITIONS JURIDIQUES CONCERNANT L'EXCEPTION RELATIVE AUX
MESURES PRISES EN VUE D'OBTENIR L'APPROBATION REGLEMENTAIRE DES AUTORITES

COMPILACION DE LAS DIFERENTES DISPOSICIONES LEGALES SOBRE LA EXCEPCION RELATIVA A LOS
ACTOS REALIZADOS PARA OBTENER LA APROBACION REGLAMENTARIA DE LAS AUTORIDADES
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ARGENTINA

Articulo 8°of Ley N° 24.766 de Confidencialidad sobre Informacion.

8° Cuando se trate de un producto o procedimiento protegido por una patente de invencion,
cualquier tercero podra utilizar la invencién antes del vencimiento de la patente, con fines
experimentales y para reunir la informacién requerida para la aprobacion de un producto o
procedimiento por la autoridad competente para su comercializacién con posterioridad al vencimiento
de la patente.

AUSTRALIA

Section 119 A of the Patent Act 1990, consolidated as of February 24, 2017.

119A Infringement exemptions: acts for obtaining regulatory approval of pharmaceuticals

(1)  The rights of a patentee of a pharmaceutical patent are not infringed by a person exploiting an
invention claimed in the patent if the exploitation is solely for:

(a)  purposes connected with obtaining the inclusion in the Australian Register of Therapeutic Goods
of goods that:

(i) are intended for therapeutic use; and
(i)  are not medical devices, or therapeutic devices, as defined in the Therapeutic Goods Act 1989; or

(b)  purposes connected with obtaining similar regulatory approval under a law of a foreign country
or of a part of a foreign country.

(2)  Subsection (1) does not apply to the export from Australia of goods for purposes described in
paragraph (1)(b) unless the term of the patent has been extended under Part 3 of Chapter 6 and the

goods consist of or contain:

(a) apharmaceutical substance per se that is in substance disclosed in the complete specification of
the patent and in substance falls within the scope of the claim or claims of that specification; or

(b)  apharmaceutical substance when produced by a process that involves the use of recombinant
DNA technology, that is in substance disclosed in the complete specification of the patentand in
substance falls within the scope of the claim or claims of that specification.

(3)  In this section: pharmaceutical patent means a patent claiming:

(a)  apharmaceutical substance; or

(b)  a method, use of product relating to a pharmaceutical substance, including any of the following:
(i) a method for producing a raw material needed to produce the substance;

(i) a product that is a raw material needed to produce the substance;

(iii) a product that is a pro-drug, metabolite or derivative of the substance.
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1198 Infringement exemptions: acts for obtaining regulatory approval (non-pharmaceuticals)

(1) A person may, without infringing a patent, do an act that would infringe the patent apart from this
subsection, if the act is done solely for:

(a) purposes connected with obtaining an approval required by a law of the Commonwealth or of a
State or Territory to exploit a product, method or process; or

(b) purposes connected with obtaining a similar approval under a law of another country or region.

(2) This section does not apply in relation to a pharmaceutical patent within the meaning of subsection
119A(3).

AUSTRIA

Section 22 of the Austria Patent Act 1970, as last amended by Federal Law Gazette (BGBI) |
No. 135/2009.

22 (1)

[...]

The effect of the patent shall not extend to studies and trials as well as to the consequential practical
requirements, as far as they are necessary to obtain a permission, authorisation or registration for
putting on the market pharmaceutical products.

BELGIUM

Article 6bis of the Belgium Medicines Act, 1964.

6bis § 1er.

[..]

La réalisation des études, des tests et des essais nécessaires en vue de satisfaire aux conditions et
modalités prévues dans les alinéas 1er a 7 et les exigences pratiques qui en résultent, ne sont pas
considérées comme contraires aux brevets et aux certificats complémentaires de protection pour les
médicaments a usage humain.

[...]

BOLIVIA (PLURINATIONAL STATE OF)

Articulo 53 of Decision N° 689 de 13 de agosto de 2008, sobre la Adecuacidn de Determinados Articulos
de la Decision 486 por la que se establece el Régimen Comtin sobre Propiedad Industrial, para permitir el
Desarrollo y Profundizacion de Derechos de Propiedad Industrial a través de la Normativa Interna de los
Paises Miembros.
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53  Incluir la facultad de usar la materia protegida por una patente con el fin de generar la
informacién necesaria para apoyar la solicitud de aprobacién de comercializacion de un producto.

(Footnote to the Article: Los Paises Miembros entienden esta facultad como la Excepcion Bolar que
facilita el otorgamiento de registros sanitarios.)

BOSNIA AND HERZEGOVINA

Article 73(b) of Patent Law of 2010.

73 The patent holder’s exclusive right shall not apply to:

[...]

(b)  acts performed for research and development purposes, and for experiments relating to the
subject matter of the protected invention, including the acts necessary for obtaining registration or
marketing authorisation for the product which is a medicine intended for humans or animals or a
medicinal product,

[..]
BRAZIL

Article 43 (VII) of the Industrial Property Law No. 9.279 of 14/05/1996, as last amended by
Law No. 10.196 of 14/02/2001.

43  The provisions of the previous Article do not apply:

[.]

VIl to acts practiced by unauthorized third parties related to the invention protected by a patent, for
the sole purpose of producing tests results, information and data in order to obtain the
commercialization registration in Brazil or abroad for the exploitation and commercialization of the
product that is the subject matter of the patent, after expiration of the terms set forth in Article 40..

BULGARIA

Article 20 (7) of the Law on Patents and Utility Models Registration No. 27/2 of 1993, as last amended by
Law no. 59/20 of July 2007.

20 The effect of a patent shall not extend to:

[...]

7. (new, State Gazette No. 64/2006, in force as from 09.11.2006; deleted, State Gazette
No0.31/2007, in force as from 13 April 2007) conduction of necessary researches and tests for the
purpose of filing a marketing authorisation request for a generic medical product to be used in the
human medicine or a generic medical product to be used in the veterinary medicine, as well as any
other act related to subsequent practical requirements in connection with the filing of the request.
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CANADA
Section 55.2 (1) of the Patent Act (R.S., 1985, c. P-4).

55.2 (1) Itis not an infringement of a patent for any person to make, construct, use or sell the
patented invention solely for uses reasonably related to the development and submission of
information required under any law of Canada, a province or a country other than Canada that regulates
the manufacture, construction, use or sale of any product.

CHILE
Article 49 of Law No. 19.039, as last amended by Law No. 20.160.

49

[

The patent shall not confer the right to prevent third parties from importing, exporting, manufacturing
or producing the subject matter protected by a patent for the purpose of obtaining the registration or
health authorisation for a pharmaceutical product. The above shall not entitle those products to be
marketed without the authorisation of the patent owner

CHINA

Article 69 (5) of the Patent Act of 12/03/1984, as last amended on 27/12/2008.
Article 69 None of the following shall be deemed an infringement of the patent right:
[..]

(5)  any person who produces, uses, or imports patented drugs or patented medical apparatus and
instruments, for the purpose of providing information required for administrative examination and
approval, or any third party who imports patented drugs or patented medical apparatus and
instruments especially for that person.

COLOMBIA

Articulo 53 of Decision N° 689 de 13 de agosto de 2008, sobre la Adecuacién de Determinados Articulos
de la Decision 486 por la que se establece el Régimen Comtin sobre Propiedad Industrial, para permitir el
Desarrollo y Profundizacion de Derechos de Propiedad Industrial a través de la Normativa Interna de los
Paises Miembros.

53  Incluir la facultad de usar la materia protegida por una patente con el fin de generar la
informacion necesaria para apoyar la solicitud de aprobacién de comercializacién de un producto.

(Footnote to the Article: Los Paises Miembros entienden esta facultad como la Excepcion Bolar que
facilita el otorgamiento de registros sanitarios.)
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Articulo 3° of Decreto 729 de 2012.

3¢ Excepcion al derecho conferido por la patente. Ademas de los actos previstos en el articulo 53 de
la Decisién Andina 486, el titular no podra ejercer el derecho que le confiere la patente, respecto de los
actos realizados con el fin de generar la informacién necesaria para presentar una solicitud de
aprobacion requerida, para que un producto entre al mercado una vez expire la patente. En tal sentido,
los terceros estaran facultados para fabricar, utilizar, vender, ofrecer en venta o importar cualquier
objeto de la invencion patentada exclusivamente para el fin antes mencionado.

Paragrafo. Si un producto es fabricado, utilizado, vendido, ofrecido en venta o importado bajo la
excepcion del parrafo anterior, s6lo podra ser exportado con el propdsito de cumplir los requisitos de
aprobacion en Colombia.

COSTA RICA

Article 16 (2) (e) of the Law on Patents, Industrial Designs and Utility Models No. 6867 of 25/04/1983, as
last amended by Law No. 8632 of May 25, 2008.

16.2 Provided that the following exceptions do not unjustifiably harm the normal working of the

patent, or cause undue harm to the legitimate interests of its owner or its licensee, the rights conferred
by the patent shall not extend to:

[..]

(e)  the uses necessary to investigate or process or any other requirements to obtain health approval
for the purpose of commercializing a product after the patent protecting it expires.

CROATIA

Article 63(2) of the Patent Act No. 173 of 2003, as last amended by Act No. 76/2013.

63  The patent owner’s exclusive right of exploitation of the invention shall not apply to:

[::]

2. acts done for the purposes of research and development and for experiments relating to the
subject-matter of the protected invention, including where such acts are necessary for obtaining
registration or authorisation for putting on the market a product comprising a medicine intended for
people or animals, or a medicinal product,

[

CZECH REPUBLIC

Section 18(e) of the Patents Act No. 527 of 1990.

18  The rights of the proprietor of the patent shall not be infringed by use of the protected invention:

(-]
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(e) in acts relating to the subject-matter of the invention done for experimental purposes including
experiments and tests necessary, pursuant to the special legal regulation, before placing a medicine on
the market.

DENMARK
Section 3(3)(iv) of the Consolidated Patent Act No. 221 of February 26, 2017.
3(3) The exclusive right shall not extend to

(]

(iv)  acts delimited to the subject-matter of the patented invention which are necessary for obtaining
a marketing authorisation for a medicinal product for humans or animals in the EU, in an EU member
state or in other countries or

]

DOMINICAN REPUBLIC

Article 30(g) of the Law on Industrial Property No. 20-00 of 18/04/2000, as amended by Law No. 424-06
on Implementation of the Dominican Republic-Central America-United States Free Trade Agreement
(CAFTA-DR).

30 A patent shall not confer the right to prevent
[...]

(8)  those uses necessary in order to obtain health approval and to market a product after the expiry
of the patent that protects it.

ECUADOR

Articulo 53 of Decision N° 689 de 13 de agosto de 2008, sobre la Adecuacién de Determinados Articulos
de la Decision 486 por la que se establece el Régimen Comun sobre Propiedad Industrial, para permitir el
Desarrollo y Profundizacion de Derechos de Propiedad Industrial a través de la Normativa Interna de los
Paises Miembros.

53 Incluir la facultad de usar la materia protegida por una patente con el fin de generar la
informacion necesaria para apoyar la solicitud de aprobacién de comercializacién de un producto.

(Footnote to the Article: Los Paises Miembros entienden esta facultad como la Excepcién Bolar que
facilita el otorgamiento de registros sanitarios.)

EGYPT
Article 10 (5) of the Intellectual Property Law 82 of 2002.

10

[...]
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The following shall not be considered as infringements of that right when carried out by third parties:

[..]

(5)  Where a third party proceeds, during the protection period of a product, with its manufacturing,
assembly, use or sale, with a view to obtaining a marketing license, provided that the marketing starts
after the expiry of such a protection period.

[.-.]
EL SALVADOR

Article 116 (e) of Law on the Promotion and Protection of Intellectual Property Rights (Legislative Decree
No. 604 of 15 July 1993), as inserted by Legislative Decree No. 912 of December 14, 2005.

116 The effects of the patent shall not extend

[-]

(e)  To the use by a third party of protected materials that are the subject of a valid patent, in order to
generate the necessary information to support an application for a health certificate for a
pharmaceutical or chemical-agricultural product submitted to the Supreme Council on Public Health or
the Ministry of Agriculture and Livestock, an application that may be submitted once the patent
protection term has expired; and if the product is exported outside the national territory, this export
shall be permitted only to satisfy the requirements for marketing approval in El Salvador.

FINLAND

Section 3(3)(4) of the Patent Act No. 550 of 15/12/1967, as last amended by Act 101/2013 of
31 January 2013.

Section3  The exclusive right conferred by a patent shall imply, with the exceptions stated below,
that no one may exploit an invention, without the proprietor’s consent, by:

(-]

(3) offering, putting on the market or using a product obtained by a process protected by the patent
or importing or possessing such product for these purposes.

[...]
The exclusive right shall not apply to:
(4)  examinations or experiments or measures arising from practical demands which are needed for

an application to obtain a marketing authorisation for a medicinal product and which relate to the
invention concerning that medicinal product (21.4.2006/295); or

[...]
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FRANCE

Article L613-5 (d) of the Intellectual Property Code, Law No. 92-597 of 01/07/1992, as last amended by
Law No. 2007-1540.

5(d) The rights conferred by the patent shall not extend to the studies and tests required with a view
to obtaining a marketing authorisation for a medicine, or also to the acts necessary for them to be
carried out or the authorisation to be obtained.

GERMANY
Section 11(2b) of the Patent Act, as last amended by Act of April 4, 2016.

11  The effects of a patent shall not extend to:

[.0]

2b.  studies, experiments and the practical requirements resulting therefrom which are necessary for
obtaining authorisation to place medicinal products on the market in the European Union, or which are
necessary for obtaining authorisation to place medicinal products on the market in the Member States
of the European Union or in third countries;

GREECE

Article 11 par. 6 of Ministerial Decision No. DYG3 (A)/83657, Harmonization of the Greek legislation with
that of the Community in the Field of Production and Marketing of Medicinal Products for Human Use, in
Compliance with No. 2001/1983/EC Directive “on the Community Code for Medicinal Products for
Human Use”, as amended by No. 2004/27/EC, 2004/24/EC Directives on Traditional Herbal Medicinal
Products and Article 31 of No. 2002/1998/EC Directive on setting Standards of Quality and Safety for the
Collection, Testing, Processing, Storage and Distribution of Human Blood and Blood Components (2006).

11 (6) The realization of studies and the tests that are required for the application of paragraphs 1, 2,3
and 4 and the consequential practical requirements are not considered to infringe the rights which are
protected by patents patent or supplementary certificates of protection for the medicines.

HUNGARY

Article 19(6)(b)of the Law on the Protection of Inventions by Patents No. XXXIII of 1995, consolidated text
of 17.06.2017.

19 (6) The exclusive right of exploitation shall not extend to:

[.]

(b)  acts done for experimental purposes relating to the subject matter of the invention, including
experiments and tests necessary for the marketing authorisation of the product constituting the subject
matter of the invention or the product obtained through the process constituting the subject matter of
the invention;
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ICELAND

Article 3(3) of the Patents Act No. 17/1991, as last amended by Act No. 126/2011.

[=]

The following are excepted from the exclusive right:

[-]

3. use of the invention for experiments which relate to the invention itself, [i.a. studies and trials
and other related procedures that are necessary to make possible an application for marketing
authorisation for e.g. a generic medicinal product and an improved pharmaceutical form];

INDIA

Section 107A(a) of the Patent Act of 1970, incorporating all amendments till 23-06-2017.

107A For the purposes of this Act,

(a)  any act of making, constructing, using or selling or importing a patented invention solely for uses
reasonably relating to the development and submission of information required under any law for the

time being in force, in India, or in a country other than India, that regulates the manufacture,
construction, use or sale of any product;

[...]
shall not be considered as an infringement of patent rights.
IRELAND

Section 42(1)(g) and Section 42(1)(h) of the Patents Act 1992, consolidated unofficial version up to
19 May 2017.

42(1) The rights conferred by a patent shall not extend to —

(]

(g)  acts done in relation to the subject matter of the relevant patented invention which consist of

(i) acts done in conducting the necessary studies, tests and trials which are conducted with a view to
satisfying the application requirements of paragraphs 1, 2, 3 and 4 of Article 10 of Directive 2001/83/EC
of the European Parliament and of the Council of 6 November 2001 (as last amended by Directive
2004/27/EC of the European Parliament and of the Council of 31 March 2004) for a marketing
authorisation in respect of a medicinal product for human use, or
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(i) acts done in conducting the necessary studies, tests and trials which are conducted with a view to
satisfying the application requirements of paragraphs 1 to 5 of Article 13 of Directive 2001/82/EC of the
European Parliament and of the Council of 6 November 2001 (as last amended by Directive 2004/28/EC
of the European Parliament and of the Council of 31 March 2004) for a marketing authorisation in
respect of a veterinary medicinal product, or

(ii)  any other act which is required as a consequence of the acts referred to in subparagraph (i) or (ii)
for the purposes specified in those subparagraphs, as appropriate.

(h)  insofar as paragraph (g) does not apply, acts done in relation to the subject matter of the relevant
patented invention which consist of —

(i) acts done in conducting studies, tests, experiments and trials (including clinical trials and field
trials) with a view to satisfying the application requirements for a marketing authorisation or similar
instrument (howsoever described) that is required by the law of the State or of any other state in order
to sell or supply or offer to sell or supply—

(1) a medicinal product for human use, within the meaning of subsection (2), or

(1 a veterinary medicinal product, within the meaning of subsection (2),

or

(i)  any other act done which is required as a consequence of the acts referred to in subparagraph (i)
for the purposes specified in that subparagraph, as appropriate.

(2)  Inthis section (other than paragraph (g) of subsection (1))—
“medicinal product for human use” means—

(a)  any substance or combination of substances having or purporting to have properties for treating
or preventing disease in human beings,

or
(b)  any substance or combination of substances which may be used on or be administered to human
beings with a view either to restoring, correcting or modifying physiological functions by exerting a
pharmacological, immunological or metabolic action, or to making a medical diagnosis;

“substance” means any matter of—

(a)  human origin (including human blood and human blood products),

(b)  animal origin (including micro-organisms, whole animals, parts of organs, animal secretions,
toxins, extracts and blood products),

(c)  vegetable origin (including micro-organisms, plants, parts of plants, vegetable secretions and
extracts), or

(d)  chemical origin (including elements, naturally occurring chemical materials and chemical products
obtained by chemical change or synthesis);
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“veterinary medicinal product” means—

(a)  any substance or combination of substances having or purporting to have properties for treating
or preventing disease in animals, or

(b)  any substance or combination of substances which may be used on or be administered to animals

with a view either to restoring, correcting or modifying physiological functions by exerting a
pharmacological, immunological or metabolic action, or to making a medical diagnosis.

ISRAEL
Section 54a of the Patents Law 5727-1967.

54A An experimental act, which is part of an effort to obtain a license to market the product after the
patent has lapsed, does not constitute “exploitation of an invention”, if the following two conditions are
met:

(1)  the effort to obtain a license is made in order to obtain a license in Israel or in a country, in which
an experimental act on a patent protected invention for the purpose of obtaining a license is permitted
before the patent lapses;

(2)  any product produced under the terms of this section is not used-both while the patentisin
effect or thereafter-for any purpose other than obtaining a license as aforesaid;

for purposes of this section, “license”-certification, permit or any other document required under Law in
order to market the product.

ITALY
Article 68 of the Industrial Property Code, Legislative Decree No. 30 of 10/02/2005.
68  Limitazioni del diritto di brevetto

1. La facolta esclusiva attribuita dal diritto di brevetto non si estende, quale che sia I'oggetto
dell'invenzione:

(-]

b) agli studi e sperimentazioni diretti all’ottenimento, anche in paesi esteri, di un’autorizzazione

allimmissione in commercio di un farmaco ed ai conseguenti adempimenti pratici ivi compresi la
preparazione e |'utilizzazione delle materie prime farmacologicamente attive a cio’ strettamente
necessarie;

JAPAN
Article 69(1) of the Japanese Patent Act, as last amended by Act No. 55 of July 10, 2015.

69 (1) A patent right shall not be effective against the working of the patented invention for
experimental or research purposes.
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JORDAN
Article 21 C of Law No. 32 of 1999 on Patents, as last amended by Law No. 28/2007.

21

[...]

G- Notwithstanding the provisions of this Law or any other legislation, carrying out research and
development, and submitting applications for obtaining approvals to market a product prior to the
expiry date of the patent protection shall not be considered an act of civil or criminal infringement.

KENYA

Section 54 (2) of the Industrial Property Act No. 3 of 27/07/2001, as last amended by Act No. 11 of 2017.

54 Rights of owner of patent

[...]

(2)  The rights conferred on the owner of the patent under this section shall not apply to acts by third
parties necessary to obtain approval or registration of a product from the Institute, for the purpose of
commercializing the product after expiry of the patent.

LATVIA

Section 20(3)of the Patent Law adopted on 15/02/2007.

20 The exclusive rights resulting from the patent shall not extend to:

[-..]

(3)  examination of the subject-matter of a patent, as well as to the research of patented or protected
with a supplementary protection certificate medicinal products or plant protection means, which is
carried out in order to obtain a permission for the placing on the market thereof;

LITHUANIA

Article, 11, part 13 of The Law on Pharmacy of the Republic of Lithuania (22 June 2006 No X-709; as last
amended on 22 June 2011 No. XI-1506).

Article 11. Submitting an Application for Marketing Authorisation

(-]

13. The performance of necessary studies and trials in order to submit an application for the marketing
authorisation in the Republic of Lithuania of a medicinal product according to paragraphs 5, 10 and 11
of this Article or in the Community Code of Medicinal Products according to the requirements laid down
in Regulation (EC) No 726/2004 or in other states according to legal requirements of those states and
the related practical needs shall be without prejudice to the rights granted by the medicinal product
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patent or by a supplementary protection certificate provided for in the Patent Law of the Republic of
Lithuania and in other legal acts regulating the protection of industrial property.

MALAYSIA
Section 37 (1A) of the Patents Act of 1983, as last amended in 2006.

37  Limitation of rights.

[...]

(1A) The rights under the patent shall not extend to acts done to make, use, offer to sell orsell a
patented invention solely for uses reasonably related to the development and submission of
information to the relevant authority which regulates the manufacture, use or sale of drugs.

MALTA

Article 27(6)(d) of the Patents and Designs Act, Chapter 417, of 01/06/2002, as last amended by Acts IX
of 2003 and XVIII of 2005.

27(6) Notwithstanding subarticles (1) and (2), the proprietor of a patent shall have no right to prevent
third parties from performing the acts referred to in subarticles (1) and (2)(b) in the following
circumstances:

[...]

(d)  when an act is done for purposes which can reasonably be related to the development and
presentation of information required by the law of Malta or any other country that regulates the
production, use or sale of medicinal or phytopharmaceutical products;

MEXICO

Article 167bis of the Reglamento de Insumos para la Salud (Regulations on Health-Related Consumable
Goods).

167 bis

[.]

Sin perjuicio de lo establecido en los dos parrafos anteriores, se podra solicitar el registro de un
genérico respecto de un medicamento cuya sustancia o ingrediente activo esté protegida por una
patente, con el fin de realizar los estudios, pruebas y produccion experimental correspondientes, dentro
de los tres afios anteriores al vencimiento de la patente. En este caso, el registro sanitario se otorgara
solamente al concluir la vigencia de la patente.

MOROCCO

Article 55(d) of Loi n° 17-97 relative & la propriété industrielle, telle que modifiée et complétée par les
lois n® 31-05 et n® 23-13.

55  Les droits conférés par le brevet ne s'étendent pas:
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[...]

d. aux etudes et essais requis en vue de I'obtention d’une autorisation de mise sur le marché d’un
medicament, ainsi qu’aux actes nécessaires a la réalisation de ces études et essais et a 'obtention de
I'autorisation;

NAMIBIA

Article 43 of the Namibia Industrial Property Act, 2012 (Act No. 1 of 2012).
[l

43.(2) Itis not an infringement of a patent for any person to carry out acts, including testing, making,
constructing, importing or using the patented invention solely for uses reasonably related to the
development and submission of information required under any law of Namibia or any other country
other than Namibia that regulates the manufacture, construction, distribution, use, import or sale of
any product; except that it is not permitted to stock any products of the patented invention in any
substantial quantities for any purpose other than for the development or submission of the information
required.

NETHERLANDS

Section 53 (4) of the Kingdom Act of 15/12/1994, containing rules in respect of patents (the Dutch
Patents Act).

53.4 The performance of necessary studies, tests and experiments in connection with the application
of Article 10(1) to (4) of Directive 2001/83/EC on the Community Code relating to medicinal products for
human use (Official EC Journal L 311) or Article 13(1) to (5) of Directive 2001/82/EC on the Community
Code relating to veterinary medicinal products (Official EC Journal L 311) and the ensuing practical
requirements shall not be deemed to constitute an infringement of patents relating to medicinal
products for human use or medicinal products for veterinary use, respectively.

NEW ZEALAND

Section 145 of the Patent Act 2013.

145 Itis not an infringement of a patent for a person to make, use, import, sell, hire, or otherwise
dispose of the invention solely for uses reasonably related to the development and submission of
information required under any law (whether in New Zealand or elsewhere) that regulates the
manufacture, construction, use, importation, sale, hire, or disposal of any product.

NORWAY

Section 3(3)(5) of the Act No. 9 of 15/12/1967 on patents (The Norwegian Patents Act), as last amended
by Act No.80 of 29/06/2007.

3(3)
[...]

The exclusive right shall not include
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[.]

(5)  Trials, experiments and similar of a patented medicine that are required to obtain a marketing
authorisation for a medicine in a state that is a contracting party to the agreement of 15 April 1994 on
the establishment of the World Trade Organization (The WTO Agreement).

OMAN

Section 11(4)(e) of the Royal Decree 67/2008: Promulgating the Law on Industrial Property Rights.

11

[...]

4 The rights under the patent shall not extend

[.-]

e. to the acts of making, constructing, using, or selling the patented invention solely for uses
reasonably related to the development and submission of information required under any law of Oman
or a country other than Oman that regulates the manufacture, construction, use or sale of any product,
provided that any product produced under such authority shall not be made, used, or sold in Oman
other than for referred purposes, and that the product shall only be exported outside Oman for
purposes of meeting marketing approval requirements of Oman.

PAKISTAN

Section 30(5)(e) of the Patents Ordinance, 2000.

30(5) The rights under the patent shall not extend to

]

(e)  acts, including tests, necessary for the approval of a product for its commercialization after the
expiration of the patent;

PARAGUAY

Articulo 34(d) of Ley N° 1.630/2000 de Patentes de Invenciones, modificada por tltima vez por la Ley
N° 2.593/2005.

34  La patente no dard el derecho de impedir:
[...]
(d) la utilizacién de la invencién desde treinta dias antes del vencimiento de la patente con fines

experimentales y con el objeto de reunir la informacion requerida para la aprobacion de un producto
por la autoridad competente, para la comercializacion con posterioridad al vencimiento de la patente; vy,

[...]
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PERU

Articulo 53 of Decision N° 689 de 13 de agosto de 2008, sobre la Adecuacion de Determinados Articulos
de la Decision 486 por la que se establece el Régimen Comtn sobre Propiedad Industrial, para permitir el
Desarrollo y Profundizacién de Derechos de Propiedad Industrial a través de la Normativa Interna de los
Paises Miembros.

53  Incluir la facultad de usar la materia protegida por una patente con el fin de generar la
informacion necesaria para apoyar la solicitud de aprobacién de comercializacién de un producto.

(Footnote to the Article: Los Paises Miembros entienden esta facultad como la Excepcién Bolar que
facilita el otorgamiento de registros sanitarios.)

Article 39 of Resolution approving the Complementary Provisions to Decision 486 of the Andean
Community Commission establishing the Common Regime on Industrial Property (Legislative Decree
No. 1075 of June 27, 2008).

39  The patent holder shall not exercise the rights conferred by the patent where a third person uses
the subject matter protected by the patent in force to generate the necessary information to support
the application for approval to market a pharmaceutical product or agricultural chemical.

Any product produced in accordance with the preceding paragraph may be manufactured, used, sold,
put up for sale, or imported into national territory for the generation of information for the purposes of
meeting the requirements for the approval to market the product once the patent expires. Likewise, the
product may be exported only for the purposes of meeting the requirements of the approval for
marketing.

PHILIPPINES

Article 72.4 of Intellectual Property Code of the Philippines (Republic Act No. 8293) as amended by
Section 7 of the Universally Accessible Cheaper and Quality Medicines Act of 2008 (Republic Act
No. 9502).

72 The owner of a patent has no right to prevent third parties from performing, without his
authorisation, the acts referred to in Section 71 hereof in the following circumstances:

L]

4. In the case of drugs and medicines, where the act includes testing, using, making or selling the
invention including any data related thereto, solely for purposes reasonably related to the development
and submission of information and issuance of approvals by government regulatory agencies required
under any law of the Philippines or of another country that regulates the manufacture, construction,
use or sale of any product

Provided, that, in order to protect the data submitted by the original patent holder from unfair
commercial use provided in Article 39.3 of the Agreement on Trade — Related Aspects of Intellectual
Property Rights (TRIPS Agreement), the Intellectual Property Office, in consultation with the appropriate
government agencies, shall issue the appropriate rules and regulations necessary therein not later than
one hundred twenty (120) days after the enactment of this law;
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POLAND

Article 69 (1)(iv) and Article 69(5) of the Industrial Property Law of 30/06/2000, as last amended by
Act of 29/06/2007.

69  The following shall not be considered acts of infringement of a patent:

[...]

(iv) the exploitation of an invention to a necessary extent, for the purpose of performing the acts as
required under the provisions of law for obtaining registration or authorisation, being, due to the
intended use thereof, requisite for certain products to be allowed for putting them on the market, in
particular those being pharmaceutical products;

PORTUGAL

Article 102(c) of the Industrial Property Code, as last amended by Law No. 46/2011 of June 24, 2011.
102 The rights conferred by a patent do not extend to:

[...]

(c)  Acts performed exclusively for trial or experimental purposes, including experiments for the
preparation of the administrative processes required for the approval of products by the competent
official bodies, though industrial or commercial exploitation of these products may not commence
before expiry of the patent protecting them;

REPUBLIC OF KOREA

Article 96(1) of Korean Patent Act, as last amended by Act No. 11690 on March 23, 2013.

96(1) The effects of the patent right shall not extend to the following

1 Working of the patented invention for the purpose of research or experiments (including item

permission or reporting on medicines under the Pharmaceutical Affairs Act, and research or
experiments for registration of agrochemicals under the Agrochemicals Control Act):

[
SERBIA
Article 21(2) of the Law on Patents.

21 The exclusive rights of a right holder referred to in Articles 14 and 15 of this Law shall not apply to:

[...]

2) research and development activities relating to the subject matter of a protected invention,
including activities that are necessary for obtaining an authorisation from the competent authority for
placing on the market a product which is a drug intended for use on humans or animals, or a medicinal
product or plant protection products defined by the law regulating plant protection products;
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SINGAPORE

Section 66(2)(h) of the Patents Act (Chapter 221), as last amended by the Statutes (Miscellaneous
Amendments) Act 2014.

66.2 Anact which, apart from this subsection, would constitute an infringement of a patent for an
invention shall not be so if —

[...]

(h) it consists of the doing of anything set out in subsection (1) in relation to the subject-matter of
the patent to support any application for marketing approval for a pharmaceutical product, provided
that anything produced to support the application is not —

(i) made, used or sold in Singapore; or

(i)  exported outside Singapore,

other than for purposes related to meeting the requirements for marketing approval for that
pharmaceutical product;

SLOVAKIA

Article 18 (2)(f) of the Act No. 435/2001 Coll. on Patents, Supplementary Protection and Amendment of
Some Acts (Patent Act), consolidated version in 2009.

18  Rights of a patent owner shall not be infringed if an invention is exploited:

[...]

(f)  inactivity conducted for experimental purposes which shall also be studies, exams

necessary for registration proceedings pursuant to a special regulation. (According to footnote 8a this is
Act No 140/1998 Coll. on Medicines and Medical Devices)

SLOVENIA

Article19(b) of the Industrial Property Act (ZIL-1-UPB3), as amended up to December 6, 2013.

19  The rights conferred by a patent within the meaning of Article 18 shall not extend to:

(]

(b)  acts done for research and experimental purposes of any kind relating to the subject matter of
the patent irrespective of their final purpose;

SOUTH AFRICA

Section 69A of the Patents Act No. 57 of 1978, as last amended by Act No. 20 of 2005.

69A Acts of non-infringement.
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(1) It shall not be an act of infringement of a patent to make, use, exercise, offer to dispose of,
dispose of or import the patented invention on a non-commercial scale and solely for the purposes
reasonably related to the obtaining, development and submission of information required under any
law that regulates the manufacture, production, distribution, use or sale of any product.

(2) It shall not be permitted to possess the patented invention made, used, imported or acquired in
terms of subsection (1) for any purpose other than for the obtaining, development or submission of
information as contemplated in that subsection.

SPAIN
Articulo 61(1)(c) of Ley N° 24/2015, de 24 de julio, de Patentes.
Articulo 61.1 Los derechos conferidos por la patente no se extienden:

[...]

(c)  Alarealizacion de los estudios y ensayos necesarios para obtener la autorizacion de
comercializacion de medicamentos en Espafia o fuera de Espafia, y los consiguientes requisitos practicos,
incluida la preparacion, obtencion y utilizacion del principio activo para estos fines.

SWEDEN
Article 3(2) 2nd paragraph, 4 p of Patents Act (1967:837).
3 From the exclusive right are excluded the following acts

[sie]

2. studies, tests, examination activities and practical measures that refer to a reference medicine to
the extent that these are necessary for obtaining a approval for the sale of a medicine pursuant to
Article 8 a of the Act (1992:859) on Medicinal Products or for other proceedings for approval based on
Article 10. 4 of the Directive 2001/83/EC of the European Parliament and of the Council of 6 November
2001 on the Community Code relating to Medicinal Products for Human Use, as last amended by
Directive 2004/27/EC, of the European Parliament and of the Council, or Article 13.1 — 13.5 of Directive
2001/82/EC of the European Parliament and of the Council of 6 November 2001 on the Community
Code Relating to Veterinary Medicinal Products, as last amended by Directive 2004/28/EC of the
European Parliament and the Council

[...]

SWITZERLAND

Article 9 (1)(c) of the Patent Law of 25/06/1954, version as on 01/01/2017.
9 Exceptions to effects of the patent

1. In general
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The effects of the patent do not extend to:

[.]

(c)  acts necessary for obtaining marketing authorisation for a medicinal product in Switzerland or in
countries with equivalent medicinal product control;

THAILAND

Section 36(4) of the Patent Act B.E. 2522 of 11/03/1979, as last amended by Patent Act (No.3) B.E. 2542,
36

[--]

The preceding paragraph shall not apply to:

[.]

(4)  any act concerning an application for drug registration, the applicant intending to produce,
distribute or import the patented pharmaceutical product after the expiration of the patent term;

THE FORMER YUGOSLAV REPUBLIC OF MACEDONIA

Article 91(2) of the Law on Industrial Property adopted on 12/02/20089.

91  The right of the patent holder laid down in Article 89 of this Law regarding the exclusive
utilisation of the invention shall not relate to:

]

(2)  undertaking activities for research and development of the subject of the protected invention, in
particular

manufacture, use, offer for sale, export or import of the protected invention, including also activities for

obtaining approval for placing medications for human and veterinary medicine and products for
protection of plants on the market; and

[]

TUNISIA

Article 47 (e) of the Patents Law No. 2000-84 of 24/08/2000.

47  The rights conferred by the patent shall not extend to the following:
[...]

(e) acts necessary for the manufacture of generic drugs, provided that the commerecial exploitation of
the product of those acts may not be engaged in until the term of patent protection has expired;
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TURKEY

Article 85(3) of the Law No. 6769 of December 22, 2016, on Industrial Property.
85

[s]

(3) The following acts are beyond the scope of patent rights:

[...]

Acts for experimental purpose relating to the subject matter of the invention subjected to ma rket
approval including the market approval of medicines and the tests and experiments required therefore.

UNITED KINGDOM

Section 60(5)(b) and Section 60 (5) (i) of the Patents Act of 1977, as amended, Unofficial consolidation
up to 1 October 2014.

60(5) An act which, apart from this subsection, would constitute an infringement of a patent for an
invention shall not do so if -

[..]

(b) itis done for experimental purposes relating to the subject-matter of the invention;

[...]

(i) it consists of —

(i) an act done in conducting a study, test or trial which is necessary for and is conducted with a view
to the application of paragraphs 1 to 5 of article 13 of Directive 2001/82/EC or paragraphs 1 to 4 of
article 10 of Directive 2001/83/EC, or

(i)  any other act which is required for the purpose of the application of those paragraphs.

[..]

Section 60(6D)

For the purposes of subsection (5)(b), anything done in or for the purposes of a medicinal product
assessment which would otherwise constitute an infringement of a patent for an invention is to be
regarded as done for experimental purposes relating to the subject-matter of the invention.

Section 60(6E)

In subsection (6D), “medicinal product assessment” means any testing, course of testing or other
activity undertaken with a view to providing data for any of the following purposes—
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(a)  obtaining or varying an authorisation to sell or supply, or offer to sell or supply, a medicinal
product (whether in the United Kingdom or elsewhere);

(b)  complying with any regulatory requirement imposed (whether in the United Kingdom or
elsewhere) in relation to such an authorisation;

[--]

Section 60(6F)

In subsection (6E) and this subsection—

“medicinal product” means a medicinal product for human use or a veterinary medicinal product;

“medicinal product for human use” has the meaning given by article 1 of Directive 2001/83/EC(2)

“veterinary medicinal product” has the meaning given by article 1 of Directive 2001/82/EC(3).

(-]

UNITED REPUBLIC OF TANZANIA

Section 12(4)(a) of the The Zanzibar Industrial Property Act, 2008 (Act No. 4 of 2008).
12(4)(a) The rights under the patent shall not extend

[...]

to an infringement of a patent for any person who make,construct, use or sell the patented invention
solely for uses reasonably related to the development and submission of information required under
any law of Zanzibar or a country other than Zanzibar that regulates the manufacture, construction, use
or sale of any product.

UNITED STATES OF AMERICA
35USC§271(e)(1).
§271. Infringement of patent

[...]

(e)(1) It shall not be an act of infringement to make, use, offer to sell, or sell within the United States or
import into the United States a patented invention (other than a new animal drug or veterinary
biological product (as those terms are used in the Federal Food, Drug, and Cosmetic Act and the Act of
March 4, 1913) which is primarily manufactured using recombinant DNA, recombinant RNA, hybridoma
technology, or other processes involving site specific genetic manipulation techniques) solely for uses
reasonably related to the development and submission of information under a Federal law which
regulates the manufacture, use, or sale of drugs or veterinary biological products.
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URUGUAY
Article 39(D) of the Industrial Property Law No. 17.164 of 02/09/1999.

Articulo 39 El derecho que confiere una patente no alcanzard a los siguientes actos:

[..]

D) Los realizados exclusivamente con fines de experimentacion, incluso preparatorios de una futura
explotacidén comercial, realizados dentro del afio anterior al vencimiento de la patente.

VIET NAM
Article 125 (2)(a) of the Intellectual Property Law No. 50/2005/QH11 of 29/11/2005.
125 Right to prevent others from using industrial property objects

[..]

2. Owners of industrial property objects as well as organizations and individuals granted the right to
use or the right to manage geographical indications shall not have the right to prevent others from
performing the following acts:

a) Using inventions, industrial designs or layout-designs in service of their personal needs or for
noncommercial purposes, or for purpose of evaluation, analysis, research, teaching, testing, trial
production or information collection for carrying out procedures of application for licenses for
production, importation or circulation of products;

ZIMBABWE

Article 24(5) of the Patents Act.

24 Extent, effect and form of patent

[...]
(5) The rights granted in subsection (4) shall not be construed as prohibiting any person from making,
constructing, using or selling the patented invention solely for uses reasonably related to the

development and submission of information required under any law that regulates the manufacturing,
construction, use or sale of any product.

EUROPEAN UNION

Article 13(6) of Directive 2001/82/EC of the European Parliament and of the Council of 6 November 2001
on the Community code relating to veterinary medicinal products.

Article 13

[...]
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6. Conducting the necessary studies and trials with a view to the application of paragraphs 1, 2,3
and 4 and the consequential practical requirements shall not be regarded as contrary to patent rights or
to supplementary protection certificates for medicinal products.

Article 10(6) of Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001
on the Community code relating to medicinal products for human use.

Article 10
[...]
6. Conducting the necessary studies, tests and trials with a view to the application of paragraphs 1

to 5 and the consequential practical requirements shall not be regarded as contrary to patent-related
rights or to supplementary-protection certificates for medicinal products.

[End of Appendix and of document]



