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*Article 28 (1) A patent shall confer on its owner the foliowing exclusive rights: (a)
where the subject matter of a patent is a product, to prevent third parties not having the
owner’s consent from the acts of: making, using, offering for sale, selling, or importing
for these purposes that product;”

®“Article 6 For the purposes of dispute settlement under this Agreement, subject
to the provisions of Articles 3 and 4 nothing in this Agreement shall be used to address

the issue of the exhaustion of intellectual property rights.”
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1.3.1 uann13 Free Movement of Goods
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Free Movement of Goods IWe@519Aa1af9NmA Article 14 Paragraph 2 484 EC Treaty9
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(common custom tariff)
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W1 ngRaiadTununisudn@uAn (Quantitative Restrictions on imports)' n1ganin
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*Article 14 Paragraprh 2 “The internal market shall comprise an area without
internal frontiers in which the free movement of goods, persons, services and capital is
ensured in accordance with the provisions of this Treaty.”

“Article 23

1. The Community shall be based upon a customs union which shall cover all
trade in goods and which shall involve the prohibition between Member States of
customs duties on imports and exports and of all charges having equivalent effect, and
the adoption of a common customs tariff in their relations with third countries.

2. The provisions of Article 25 and of Chapter 2 of this title shall apply to products
originating in Member States and to products coming from third countries which are in
free circulation in Member States.

"Article 28. Quantitative restrictions on imports and all measures having
equivalent effect shall be prohibited between Member States.

“Article 29. Quantitative restrictions on exports, and all measures having

equivalent effect, shall be prohibited between Member States.
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PArticle 30 The provisions of Articles 28 and 29 shall not preclude prohibitions or
restrictions on imports, exports or goods in transit justified on grounds of public morality,
public policy or public security; the protection of health and life of humans, animals or
plants; the protection of national treasures possessing artistic, historic or archaeological
value; or the protection of industrial and commercial property. Such prohibitions or
restrictions shall not, however, constitute a means of arbitrary discrimination or a

disguised restriction on trade between Member States.
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" Centrafarm B.V. v. Sterling Drug (1974), Case 15/74 ECR 1147, OJ No. C41/9.
European Court Reports 1974. Page 01147.
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®Ibid.

®Ibid.

21 U.S.C. § 381 (d) Reimportation

(1) Except as provided in paragraph (2) and section 384 of this title, no drug
subject to section 353(b) of this title or composed wholly or partly of insulin which is
manufactured in a State and exported may be imported into the United States unless the

drug is imported by the manufacturer of the drug.
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*21 U.s.C. § 381 (d) (2) The Secretary may authorize the importation of a drug the
importation of which is prohibited by paragraph (1) if the drug is required for emergency
medical care. ‘

“Peter S. Reichertz and Melinda S. Friend, “Hiding Behind Agency Discretion: the

Food and Drug Administration’s personal use drug importing policy”, 9 Cornell J. L. &

Pub. Pol'y 503 (winter, 2000).
® Helkei Tinsley, “Prescription without borders: America looks to Canada for
answer to solve the prescription drug pricing predicament in the US but is importation

really the solution?”. 25 Hamiine J. Pub. L. & Pol'y 461, (2004).
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*21 U.S.C. § 353(e)(2)(A) “...(2)(A) No person may engage in the wholesale
distribution in interstate commerce of drugs subject to subsection (b) of this section in a
State unless such person is licensed by the State in accordance with the guidelines
issued under subparagraph (B).”

35“Ongoing relationship means an association that exists when a manufacturer and

‘distributor enter into a written agreement under which the distributor is authorized to
distribute the manufacturer’s products for a period of time or for a number of shipment. If
the distributor is not authorized to distribute a manufacturer's entire product line, the
agreement must identify the specific drug products that the distributor is authorized to

distribute.” 21 CFR Section 203.3 Definition.
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*«Authorized distributor of record means a distributor with whom a manufacturer
has established an ongoing relationship to distribute such manufacturer's product”,
“Unauthorized distributor means a distributor who does not have an ongoing relationship
with a manufacturer to sell or distribute its products” 21 CFR Section 203.3 Definition.,

“Robert T. Angarola, “the Prescription Drug Marketing Act: A solution in search of

problem?”. 51 Food & Drug L. J. 41-42 (1996).
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Section 1 Sherman Act Humityajain aaffunsindennaaiienisanianisén el

“Section 1: Every contract, .combination in the form of trust or otherwise, or
conspiracy, in restraint of trade or commerce among the several States, or with foreign
nations, is declared to be illegal. Every person who shall make any contract or engaged
in any combination or conspiracy hereby declared to be illegal shall be deemed guilty of
a felony, and, on conviction thereof, shall be punished by fine not exceeding [$ 10
million] if a corporation, or if any other person, [$ 350,000], or by imprisonment not
exceeding [3years], or by both said punishments, in the discretion of the court.”
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Sherman Act

Suvertical Restraint often served to protect the smaller retailer from being put out
of business by the larger concems and thereby promote equality of economic

opportunity ", Stephen F. Ross, Principles of Antitrust Law (Westbury, New York: the

Foundation Press Inc., 1993). p. 226.
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Article81, the EC Treaty fiumityafifizafiunaindennaaitanisdrianisén ﬁqf’?
“1. The following shall be prohibited as incompatible with the common market:
all agreements between undertakings, decisions by associations of undertakings and
concerted practices which may affect trade between Member States and which have as
their object or effect the prevention, restriction or distortion of competition within the
common market, and in particular those which:

(a) directly or indirectly fix purchase or seliing prices or any other trading
conditions;

(b) limit or control production, markets, technical development, or
investment;

(c) share markets or sources of supply;

(d) apply dissimitar conditions to equivalent transactions with other trading
parties, thereby placing them at a competitive disadvantage;

(e) make the conclusion of contracts subject to acceptance by the other
parties of supplementary obligations which, by their nature or according to commercial
usage, have no connection with the subject of such contracts.

2. Any agreements or decisions prohibited pursuant to this article shall be

automatically void.

3. The provisions of paragraph 1 may, however, be declared inapplicable in
the case of:
- any agreement or category of agreements between undertakings,
- any decision or category of decisions by associations of undertakings,

- any concerted practice or category of concerted practices,
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which contributes to improving the production or distribution of goods or to
promoting technical or economic progress, while allowing consumers a fair share of the
resulting benefit, and which does not;

(@) impose on the undertakings concerned restrictions which are not
indispensable to the attainment of these objectives:;

(b) afford such undertakings the possibility of eliminating competition in
respect of a substantial part of the products in question.”

Article 81 EC Treaty Paragraph 1 ﬁ’méﬂ?:ﬂﬂﬂﬂ’]ﬁ‘ﬂﬂﬂﬁ"‘lﬂ%ﬂiﬂL‘I’f’]ﬁ’]ﬁtyty’] VG
Tannaala finasanisudediulunann® nMssiunisfigeasunnuuntioaia Article
81 (1) 1&un Wi &oyeyn demnas saus LLmﬁﬁwammmé’ﬂiznﬂun'\s NIDUUIN
ﬂﬁﬁﬁﬁﬂﬂmﬂﬁmﬁumméﬂ?:n@umsﬁﬁ’imqﬂs:mﬁ Wiainu 37a Deufleu (the
prevention, restriction or distortion of competition) N7 UIUARA WhansnITNAEING
iui®  Femnaciiddnmousanm Aricle 81 (1) az1@el4 (shall be automatically void)

AMArticle 81 (2)%
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L4879, 1. 3-50 e 51

®Michael Dean, “International distribution overview of relevant distribution laws:
Europe”, SK068. ALI-ABA, 256-260 (2005).

*'Commission Notice Guideline on Vertical Restraints [2000] O.J. C291/1, Marc
Van Der Woude and Christopher Jones, E.C. Competition Law Handbook 2002/2003

Edition, (London: Sweet & Maxwell, 2003), pp. 253-255.
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szt Tudszananglal meussded§miausifesdidonlutuiiuanansainld
nelidesniiusiungu (Block Exemption) 303 Vertical Agreement Block Exemption
(VBE) 2790/1999  atiwlsfinnumsdniniufinissmningaesdndniuliansnsoinlélag
auysol é’uammmmmnmﬁwumﬁuﬁmﬁmmﬂﬁ’usjlﬁmﬂ’xmmiﬁmétﬁmmmmu us
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vise Aransiddudnfisnelulssmeniisluganussmanield  Alvaudfanalaad
SmheusiesdiFer sz auginufsamnsameaanilinlssmanasu duldans

WaNNT Free Movement of Goods Fuiflundnnisiugiuretlszaangisl asanananals

“Ibid.
®Article 4 1849 Vertical Agreement Block Exemption (VBE) 2790/1999 “The
exemption provided for in Article 2 shall not apply to vertical agreements which, directly
or indirectly, in isolation or in combination with other factors under the control of the
parties, have as their object:
(a)
(b) the restriction of the territory into which, or of the customers to whom,
the buyer may sell the contract goods or services, except:
- the restrict of active sales in to the exclusive territory or to exclusive customer
group reserved to the supplier or allocated by supplier to another buyer, where such a

restriction does not limit sales by the customers to the buyers”
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“Section 2 Sherman Act “Every person who shall monopolize or attempt to
monopolize, or combine or conspire with any person or persons, to monopolize any part
of the trade or commerce among the several States, or with foreign nations shall be
deemed guilty of felony [and is similarly punishabie]”

"Section 82 The EC Treaty “Any abuse by one or more undertakings of a dominant
positio‘n within the common market or in a substantial part of it shall be p_rohibited as
incompatible with the common market in so far as it may affect trade between Member
States. Such abuse may, in particular, consist in:

(a) directly or indirectly imposing unfair purchase or seiling prices or other

unfair trading conditions;

(b) limiting production, markets or technical development to the prejudice of

consumers;
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(c) applying dissimilar conditions to equivalent transactions with other
trading parties, thereby placing them at a competitive disadvantage;

(d) making the conclusion of contracts subject to acceptance by the other
parties of supplementary obligations which, by their nature or according
to commercial usage, have no connection with the subject of such

contracts.”
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N1TRAITUITAULIARAIALALARIANINLITES NSIHARA IR UFaENaINNNS
HansaunataeanTnEien (product market) WASAAIANINGYNANARAT (geographic market)

FupsinisiiaiaimusreursaaanNnguinelsrianglsl Taaaia ECY 13 Asll

3.3.1  AAIARWANARS TN

MIfMNATELIARATALAZ AR AT IRE TN diNARTouaTaN Usingnisiiainees
Ana ECJ luAfk Case No. IV/M.072 Sanofi/ Sterling Drug (10/06/1991) %58 AR Sanofi %ld
wWuntgsaunanig (Merger) 351919 1559 Sanofi TurfaAauaziisgm Sterling Drug Inc 11
AR ANA ECJ IearsaunmaIa@udn (product market) TBNNARAIATEIAINATUANHLL 28
HARAUI InefnisansBanisdanguanau fierivTns3nm (Therapeutic Indication) A
WUIN N8N WHO ﬁ@ﬂﬂ'ﬁ’] Anatomical Therapeutic Chemical (ATC) Classification %

Anatomical Therapeutic Chemical (ATC) Classification vi?a ATC/DDD system (AR
AINNITREMUITTULNITAANNIANY 881189 WHO  Tnainddagaiauafiad ATC
Classification Lﬁmm?ﬂ?"uﬂﬁ;aLmzﬁmm?:uumﬁmmmm‘nmamﬂuLﬁ@ﬂﬁﬁfiﬂmmm
Namﬁm‘ﬁmqti‘ﬂ (the European Pharmaceutical Market Research Association) e

dsrlaniluniswmuiguninnisldeuasuanaanFaunaunisuitnaen lussdusiieg

®uabout the ATC/DDD system”, < http://www.whocc.no/atcddd/ >, 11 January
2006. '
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NQuUNISLAR NANITINHILATAMANLRANIE1 (chemical/pharmacologicalitherapeutic
o o v o ' o 8 oo o al al
subgroup) warsTAUNAI tunsdanguinednsiall TaRAAUAINATIREANGA

o [l ] . . 3 nﬂ! . 3 o o/ d"
2NAIDENTU ATC Classification PEINJHEUTD metformin LUATNTEALIAGY

A Alimentary tract and metabolism (1St level, anatomical group)

A10 Drugs used in diabetes (2"d level, therapeutic subgroup)

A10B Oral blood glucose lowering drugs (3“’ level, pharmacological
| subgroup) 7

A10BA Biguanides (4th level, chemical subgroup)

A10BA02 Metformin (5" level, chemical substance)

AnFat nsinmlatungu Metformin A3isa ATC Classification #1 A10BA02
\Wasan ATC lunisdanguananupuantialunsl4inm (therapeutic property)
Mudnsananinlunisifiuseswdnsaaianiasdaliidudud Audedusulunann

o 3 H o ) o/ 1 :l/ i U A
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Iunisueniulundisian un®

®'Case No. IV/M.072 Sanofi/ Sterling Drug (10/06/1991) <http://feuropa.eu.int/

comm/competition/mergers/cases/decisions/m72_en.pdf >
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“Ibid.  Ananaafadulull .4, 1901 Feluansdudalifszuunisaeayyan
ﬁﬂuﬁ’mﬂwmﬂﬁ‘:m'\ﬂuﬁLﬂui:uunmq

Buif from a pricing point of view market in the EU remain essential national, the
situation is different with respect to R&D. From the point of view of medical Research and
Development of new medicines, pharmaceutical firms compete on a wider basis and
generally have a world-wide R&D strategies. For the above reasons the impact of this
concentration has to be assessed in relation to national markets and, in the area of R&D,
to European Union or even World-wide markets” <http://europa.eu.intycomm/competition

/mergers/cases/decisions/m555_en.pdf>
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