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IIuranna npaBa TOBapHHMX 3HAKiB, IIOB’SI3aHi 3 MepenakyBaHHAM JIKapCHKUX 3ac00iB
y €Bponeiickkomy Corozi. CrarTss mpucBsiueHa MpodJieMi mepenakyBaHHSA JiIKApChbKUX 3aco-
0iB mpu ix mapasieabHOMy immopTi B Mexxax €C, IPUUYMHOIO SKOr0 € PisHUil piBeHb IIiH Ha
JikapchbKi 3acobu B KpaiHax-uieHax €C. [Ias mapaieIbHOrO iMIIOPTY JIiKapchbKUX 3acobiB
moTpibHe OTPUMAHHSA BiAMOBIAHOIrO M03BOJIy B KpaiHi-iMmopTepi. OCKiJbKM B 3aKOHOJABCTBi
kpaiu-uwieniB €C y cdepi mapasieabHOro iMmopry (apMaleBTUYHUX IperapaTiB MOKYTh Mic-
TUTHUCSA BiAMiHHI ofHa Bim ommoi BUMOTru, B 6araThboxX BUMNAAKAX HEOOXiHe IepemaxkyBaHHS
JiKapCchKMX 3aco0iB MapajieIbHUM iMioprepoM. Y IIifi cTaTTi aBTOp 3’sCOBYE, B SIKUX BU-
majKax Take IepelakyBaHHs € MOPYIIEeHHSM IIPaB BJIAaCHUKIB ToBapHUX 3HaKiB y €C.

Cr. 7 Hupextusu Ne 2008/95/EC «IIpo 361uKeHHsT 3aKOHOIABCTB IePiKaB-uJIeHiB 1100
TOBapHUX 3HaAKiB i 3HaKiB obcayroByBamHs» Bim 22.10.2008 poKy BCTaHOBJIIOE IIPUHIIUAI
perioHaysibHOTO BUYepnaHHsa mpaB y €C: BJIaCHUK TOBApHOTO 3HAKa He MOKe 3a00pOHATH
MOr0 BUKOPUCTAHHS JIs TOBapiB, SAKi HiJ MMM 3HaKoM OyJi BBeJeHI B TOPTrOBUH 00ir y
CaiBTroBapucTBi BracHUKOM abo 3a itoro 3rozoio (m. 1), Kpim BUIagKiB, KOJIU JJIA BJIACHUKA
icHYIOTh HpaBOMipHI mizcTaBm 3alepedvyBaTH IIOJAJBINNI 30yT TOBapiB, 30KpeMa, AKIIIO
mmicjis BBeeHHS TOBapiB y TOProBuii o0ir ix crad 3mMiHuBcsa abo moriprmuses (m. 2).

BunaTok, 110 MicTuThCs B II. 2 BuUIeBKasaHOl cTaTTi [[MpeKTHUBU, YaCTO BUKOPUCTO-
ByBaBCsS BJACHUKaMMU TOBapHUX 3HaKiB y €C masa MoKauBoi 3a00pOHU NepernarkyBaHHSA
aikapcbkux 3aco0iB. Ile mpusBeso B 1974-2011 pokax [0 MOABU I[iJIOI HUBKU CKJIAJHUX
IJIS TIyMAadeHHs PillleHb 3 IILOTO IIPUBOAY, BUHECEHUX cyaoBuMHu iHcTaHIiamu €C.

3okpema, B pimenni Cyny €C y cupasi Bristol-Myers Squibb v Paranova BCTaHOBJIEHO
II’ATh OCHOBHUX YMOB, 3a IKWX BJIACHUK TOBApPHOTO 3HAaKa He MO’Ke 3a00POHATHU IIepera-
KYBaHHA JIKapCbKUX 3aco0iB: HEOOXiTHICTL IlepenaKyBaHHA [JiA BUBEINEHHS HA PUHOK
y KpaiHi-iMmoprepi; BificyTHiCTh YIIMBY IIepellaKyBaHHSA HA MEePBUHHUIN CTaH JiKapChbKO-
ro 3aco0y B YIaKOBIIi; UiTKa BKasiBKa Ha HOBill yHaKOBIIi ITepeHaKiBHUKA Ta BUPOOHUKA;
BiZicyTHiCTL PMBUKY B3aBAAaHHA IIKOAU PEIyTallii TOBApHOTO 3HAKa YW MOr0 BJIACHUKA
Ipe3eHTAalli€l0 ITePenakoBaHOro 3ac00a; CIOBIIeHHA BJaCHUKA TOBAPHOTO 3HaKa iMIopre-
POM 10 BUBEJIEHHA JIIKapPChKOTO 3ac00y HAa PUHOK.

HaJji B cTaTTi aBTOP IPOIIOHYE CUCTEMHY Ta AeTaJbHY KJacudikalliro BUMOr, AKi Mmic-
TATHCA B PiBHUX PiIlleHHAX cymoBuX iHcraHIin €C, BiAmoBigHO A0 II’ATHOX YMOB, Ilepepa-
XOBaHUX BUIIE, a TAKOXK BIAETHCS 0 aHAJIZY IIUX YMOB.

VY pesynbTaTi MpoBeneHOTO AOCTiMKeHHA 3P00JIEHO BUCHOBOK IIPO Te, IO, He3BaYKalo-
Yy Ha YHCJIEHHI pillleHHA cymoBux imcraHiiint €C 3 muTaHHA IIepelakyBaHHA JiKapChbKUX
3ac00iB, 3aJIMINIAETHCA 3aHAATO OaraTo pU3MKiB HEPIiBHOMipPHOrO 3aCTOCYBAHHSA IIPeIeIeH-
TiB HamioHadbHUMEU cymamu nep:xkaB-uieniB €C. Kpim mporo, Taxi pimenHs smamoTbca
OiIbIIl CHOPUATIUBUMU [Jis [apajeJbHUX IMIOPTEpiB, aHiXK A BIACHUKIB TOBApPHUX
3HaKiB, Ha MIKOAY 3aXWCTy IpaB iHTeJeKTyaJbHOI BJACHOCTI i, I10 € HabaraTto cepiosHi-
UM, Ha IIKOAY 340POB’I0 CIOKUBAUiB.

Kawuosi crosa: ToBapui sHaku, €C, Jikapcbki 3acobu
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Introduction. The EU pharmaceuti-
cal market has significant differences
in drug prices. In fact, based on the EU
healthcare policy of keeping drugs avail-
able to general public, each EU Member
State fixes the prices of drugs sold in its
territory which leads to price differ-
ences across the EU. These differences,
in turn, create business opportunities
for parallel importers [1, 783].

Traditionally, the most attractive
parallel import markets within Europe
were the UK, Scandinavia and Germany,
while the predominant exporting markets
are Spain and Greece which have general-
ly strict government drug price controls
to keep the prices down [2, 489].

In order to parallel import a pharma-
ceutical product into a country, the im-
porter should obtain an authorization
from the relevant national drug control
authority to release the product on the
market complying with a certain num-
ber of conditions (i.e. a parallel import
licence). This procedure is similar to ob-
taining a marketing authorization for
placing a drug on the market.

There may exist differing national
regulations concerning e.g. the box
sizes, the number of pills in one box,
the information leaflet to be attached
to the drug, the language used for the
accompanying instructions, etc. The
packaging and labelling of pharmaceuti-
cals are strictly regulated on the EU and
Member State level. Therefore, in order
to import pharmaceuticals in a market
that is different from the one where
they were originally intended to, their
packaging often needs to be altered.

Changes that may be necessary
to carry out when importing a pharma-
ceutical product could generally be
grouped into the following categories:
repackaging — replacing the original
container in which the products were
sold, and reaffixing the original trade-
mark before marketing; re-labelling —
replacing the outer packaging and reaf-
fixing another trademark, under which
the same product is sold in the import-

ing Member State; re-boxing — retain-
ing the original internal packaging but
adding a new exterior carton printed in
the language of the Member Sate of im-
portation; over-stickering — retaining
the original internal and external pack-
aging but adding an additional external
label printed in the language of the
Member State of importation; de-brand-
ing — selling the goods after their orig-
inal trademarks have been removed
without being replaced [2, 489-490;
3, 12]. Additionally, we may also think
of cases where the parallel importer
adds an extra-article to the product.

The legality, as such, of parallel im-
ports depends on the regime of trade-
mark exhaustion (international, regional,
national) that the country of destination
applies. Further, even if the regime of
exhaustion allows parallel imports,
repackaging may still be liable to inter-
fere with the trademark rights of the
original manufacturer of the product.

In the EU Article 7(1) of the Direc-
tive 2008/95/ECof 22.10.2008 to ap-
proximate the laws of the Member
States relating to trademarks (TMD) [4]
enunciates the principle of regional ex-
haustion of trademark rights: the
owner of a trademark right is not enti-
tled to prohibit its use in relation to-
goods that have been put on the market
in the Community under the trademark
by the owner or with his consent
(para. 1) unless there are legitimate
reasons for the proprietor to oppose
further commercialisation of the goods,
especially where the condition of the
goods is changed or impaired after they
have been put on the market (para. 2).
Equivalent provisions exist in the Com-
munity Trademark Regulation (Article
13 CTMR).

Thus, in principle, trademark rights
of drug manufacturers are regionally ex-
hausted inside the EU and drugs, which
have been legally put into commerce in
one Member State, can be parallel im-
ported into another Member State and
repackaged (which may include reaffix-
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ing the mark) even without the autho-
rization of the trademark owner, so long
as a specific repackaging does not fall
under the exemption of Article 7(2) TMD.
The argument advanced by the drug
manufacturers that it is only the right
to resell which is exhausted under article
7(1) TMD has not been accepted by the
Court of Justice of the European Union
(CJEU) [5, para. 32—-37].

Relevance of the topic. The issue of
drug repackaging carried out by paral-
lel traders — the area where the CJEU
developed most of its case law on re-
packaging for parallel importations-
continues to be an actual and recurrent
topic before the CJEU [1, 783]. Drug
manufacturers strongly oppose repack-
aging as it can break the link between
themselves, their product and their
trademark [6, 513]. Since the very first
CJEU judgement on the repackaging
of pharmaceuticals rendered in 1974
in the Case 16/74 Centrafarm v
Winthrop, national courts, guided by
the CJEU, have been moving towards
establishing common practice on this
issue and a single comprehensive ap-
proach. The CJEU has responded with
rulings that are rather complex and at
times, create more questions than an-
swers [7, 721]. Even though certain
CJEU judgements seemed to crystallize
the conditions justifying parallel im-
portations of repackaged products, the
so-called pharmaceutical repackaging
saga still continues and the most recent
CJEU judgement dates 2011".

The whole generation of complex
legal decisions regarding repackaging
and the abundance of conditions provid-
ed for in this field set out the aim
of this research which is to systematical-
ly present and discuss the relevant case
law applicable in the European Union.

Main part. In the landmark case
Bristol-Myers Squibb v Paranova the
CJEU interpreted Article 7(2) TMD and
laid down that a trademark owner could
not oppose the subsequent marketing
of a repackaged product if five cumula-
tive [8, para. 60] conditions were ful-
filled [5, para. 79]:

1) repackaging is necessary to market
the product in the country of im-
portation (i.e. the exercise by the
owner of its trademark rights, hav-
ing regard to the marketing system
he has adopted, should not con-
tribute to the artificial partition of
the markets between Member
States);

2) it does not affect the original condi-
tion of the product inside the packag-
ing;

3) the new packaging clearly states
the repackager of the product and
the name of the manufacturer;

4) the presentation of the repackaged
product is not likely to damage the
reputation of the trademark or its
owner;

5) the importer gives notice to the
trademark owner before the repack-
aged product is put on the market.

! List of all cases in chronological order: Case 16/74 Centrafarm BV et Adriaan de Peijper
v WinthropBV (31.10.1974), Case C-102/77 Hoffman La Roche v Centrafarm (23.05.1978), Case
C-3/78 Centrafarm BV v American Home Products Corporation (10.10.1978), Case C-1/81 Pfizer
Inc. v Eurim-Pharm GmbH (03.12.1981), Joined Cases C-427/93, C-429/93 and C-436/93 Bristol-
Myers Squibb (11.07.1996), Case C-232/94 MPA Pharma GmbH v Rhéne-Poulenc Pharma GmbH
(11.07.1996), Joined Cases C-71/94, C-72/94 and C-73/94 Eurim-Pharm Arzneimittel GmbH v.
Beiersdorf AG and Others (11.07.1996), Case C-379/97 Pharmacia & Upjohn SA v Paranova A/S
(12.10.1999), Case C-443/99 Merck, Sharp & Dohme GmbH v Paranova Pharmazeutika Handels
GmbH (23.04.2002), Case C-143/00 Boehringer Ingelheim KG and Boehringer Ingelheim Pharma
KG and Others v Swingward Ltd and Others (23.04.2002), Case E-3/02, EFTA Court, Paranova
AS v Merck & Co., Inc. and Others (08.07.2003), Case C-348/04, Boehringer Ingelheim KG and
Others v Swingward Ltd and Others (incl. Dowelhurst) (26.04.2007), Case C-276/05 The
Wel come Foundation v Paranova (09.10.2008), Joined Cases C-400/09 and C-207/10 Orifarm
A/S and Others v Merck & Co. Inc. and Others (28.07.2011).
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As regards various types of repack-
aging, according to the CJEU, the con-
cept of repackaging includes relabeling
(in fact, overstickering), i.e. attachment
of an additional external label to the
original packaging of the imported
product without altering the same [8,
para. 28, 31-32]. Therefore, the above-
mentioned five conditions apply to both
re-boxing of the product in a new pack-
age and to over-stickering [8, para. 32].

The first BMS criterion (necessity
test) serves to establish whether the
parallel importer is, as a matter of fact
in a given case, entitled to repackage
the product, while the remaining four
conditions determine the framework for
the exercise of this right so that the le-
gitimate interests of the trademark
owner are safeguarded [9, para. 41].

The CJEU has expressly stated that
the burden of proof of these conditions lies
with the parallel importer [8, para. 52]
with, however, certain nuances of appli-
cation with respect to the 2™ and the 4™
conditions where the standard of proof
is somewhat lower.

1. Necessity. Imagine a situation
where the trademark owner places an
identical pharmaceutical product on the
market in several EU Member States
using various types of packaging and
the parallel importer cannot market the
product in one Member State in the
packaging used in another one because
of national regulations. In this case, ex-
ercise by the owner of its trademark
rights would, in theory, contribute to
the artificial partition of the markets
between Member States [5, para. 52].
That means that the trademark owner
may prohibit parallel importation of re-
packaged products only if the repackag-
ing was not necessary in order to mar-
ket the product in the Member State
of importation [5, para. 56]. The condi-
tion of necessity is satisfied if, without
repackaging, effective access to the

markets of the Member State of impor-
tation is hindered [10, para. 43—44] by
“the conduct of the trademark propri-
etor, and factual or legal trade barri-
ers” [9, para. 44].

The importer is not required to
demonstrate that, “by putting an iden-
tical product on the market in varying
forms of packaging in different Mem-
ber States, the trademark owner deliber-
ately sought to partition the markets be-
tween Member States” [5, para. 57]. By
using the term “artificial” the CJEU in-
tended to stress that the trademark
owner may always rely on his rights to
oppose distribution of the repackaged
goods each time it is justified by the
need to safeguard the essential function
of the mark, in which case the parti-
tioning cannot be considered artificial
[5, para. 57]. Thus, the CJEU imposes
objective interpretation of the necessity
condition by national courts in the light
of the circumstances prevailing at the
time of marketing in the importing
Member State [10, para. 45—46].

According to the CJEU, the condi-
tion of necessity will not be satisfied if
marketing the product in the country of
destination is possible a) by simply af-
fixing to the original packaging new la-
bels in the language of the Member
State of importation®?, or b) by adding
new user instructions or information in
the language of the Member State of
importation, or c¢) by replacing an addi-
tional article not capable of gaining ap-
proval in the member state of importa-
tion with a similar article that had ob-
tained such approval [5, para. 55].
Another example of absence of necessi-
ty would be the case when,by repackag-
ing the products, the parallel importer
only attempts to secure a commercial
advantage (e.g. charging higher prices,
making products more attractive, in-
creasing sales figures, etc.) [10,
para. 44; 11, para. 39].

? 1. e. over-stickering. This is, however, limited by the CJEU’s considerations with respect to pos-
sible strong resistance to relabelled pharmaceuticals on a given market (see below).
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Still, in case there exists on the mar-
ket or its substantial parta strong resis-
tance from a significant proportion of
consumers to relabelled drugs, their
repackaging cannot be only explained
by the attempt to secure a commercial
advantage but rather by achieving an
effective market access [12, para. 31]
which complies with the objective ne-
cessity requirement [12, para. 33].
However, any resistance to relabelled
drugs is not automatically sufficient to
make repackaging necessary; resistance
should be so strong that, without
repackaging, the access to the market in
the importing country would be hindered
[12, para. 30]. The factual circumstances
should be determined in each case by na-
tional courts [12, para. 32].

Nevertheless, it remains unclear how
a decision could be taken as to whether
there is a strong enough resistance,
how to evaluate a significant proportion
of consumers and what is the identity
of these consumers (i.e. patient and/or
pharmacists) [13, 501-502 ; 7, 740]. The
so-called “consumer resistance test” ap-
pears to be rather disconnected from the
realities of the market [13, 501-502].
Parallel importers could envisage collect-
ing consumer data (e.g. conducting con-
sumer surveys) showing that repackag-
ing is necessary to overcome consumer
resistance to relabelled products, i.e. con-
duct consumer surveys [7, 746] which
are however quite expensive.

The CJEU has ruled that, conversely,
repackaging passes the threshold of the
necessity test if, inter alia, without
repackaging marketing of the drug in the
Member State of importation is impossi-
ble because of a) a rule authorizing
packaging only of a certain size or a
similar national practice, b) sickness in-
surance rules making the reimburse-
ment of drugs dependent on the size of
their packaging, or c) well-established
medical prescription practices based,
inter alia, on standard sizes recommended
by professional groups and sickness in-
surance institutions [5, para. 53].

It should be observed that the neces-
sity test concerns only the mere fact of
repackaging of the product, as well as
the choice between re-boxing and over-
stickering, and not the manner or style
in which it has been repackaged [8,
para. 38—39]. The presentation of the
repackaged product may be assessed only
against the condition of avoiding dam-
age to the reputation of the trademark
or its owner [14, para. 29] as long as the
repackaging itself proves necessary.

There is no objective difference be-
tween reaffixing the same trademark
after repackaging and replacing the
original mark by another one (under
which the drug is sold by the trademark
proprietor in another Member state) [10,
para. 37] because in both cases there is
use by the parallel importer of a trade-
mark which does not belong to him [10,
para. 38] and the condition of necessity
should also objectively apply to replace-
ment of the trademark used in the ex-
porting Member State. Such replace-
ment may, for instance, be necessary
where a consumers’ protection rule pro-
hibits use in the Member State of impor-
tation of the trademark used in the Mem-
ber State of exportation on the ground
that it is liable to mislead consumers
[10, para. 43].

The burden of proving necessity lies
with the parallel importer, who is oblig-
ed to provide the trademark owner with
sufficient and necessary information
enabling the latter to determine
whether repackaging is necessary [14,
para. 37]. Information to be furnished
by the parallel importer must include
the disclosure of the exportation Mem-
ber State only in case when without
disclosure the trademark owner would
be prevented from evaluating the need
to repackage [14, para. 35].

2. Effect on the original condition
of the product. The CJEU has expressly
limited the application of this condition
to the product inside the packaging [5,
para. 58]. The trademark owner may op-
pose repackaging if there is a real risk

58
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that the product inside the package is ex-
posed to tampering or to influences af-
fecting its original condition, taking into
account the nature of the product and
the method of repackaging [5, para. 59].

In particular, the CJEU found that
the condition of the product is not auto-
matically affected in cases of: a) market-
ing of the product in a double packaging
and the repackaging only affects the ex-
ternal packaging, leaving the internal
packaging intact [15, para. 10]; b) re-
placing the outer packaging without
touching the internal one so thatthe
original trademark affixed by the owner
on the internal packaging be visible
through the new external wrapping [16,
para. 10]; c) inspection of the repackag-
ing by a public authority for the pur-
pose of ensuring that the product was
not adversely affected [15, para. 10];
d) removal of blister packs, flasks,
phials, ampoules or inhalers from their
original external packaging and their
replacement in new external packaging
[6, para. 61]; e) fixing of self-stick la-
bels on the inner packaging of the prod-
uct (e.g. on flasks, phials, ampoules or
inhalers) [5, para. 64]; f) addition to the
packaging of new user instructions orin-
formation in the language of the Mem-
ber State of importation [5, para. 64];
g) insertion of an extra article from
a source other than the trademark
owner (e.g. a spray) [b, para. 64, 79];
h) insertion in the external packaging of
a leaflet containing information of the
pharmaceutical product [16, para. 12].

In this manner, the CJEU has intro-
duced a presumption of absence of direct
affectation of the product’s condition in
the above-mentioned situations [3, 13].
Such activities may, nevertheless, in
practice present danger to public health
because they are prejudicial to the trace-
ability and quality of drugs [17, 12].

The original condition of the product
inside the packaging might be indirectly
affected where, for example: a) the ex-
ternal or inner packaging of the repack-
aged product (or a new set of user in-

structions or information) either omits
important information or gives inaccu-
rate information concerning the nature,
composition, effect, use or storage of
the product[5, para. 65]; b) an extra ar-
ticle inserted into the packaging by the
importer and designed for the ingestion
and dosage of the product does not com-
ply with the method of use and the
doses envisaged by the manufacturer
[5, para. 65].

In any case it is for the national court
to assess the above-mentioned facts (with
respect to both direct and indirect affec-
tation of the product’s condition) by
making a comparison of the repackaged
product with a product marketed by the
trademark owner in the Member State of
importation [5, para. 66]. The parallel
importer may be requested to provide
additional information facilitating the
comparison; this information should be
taken into consideration if it does not
contradict the one provided by the
trademark owner in the importing Mem-
ber State [5, para. 66].

As it is the case with the rest of the
conditions, it is for the parallel im-
porter to prove that the original condi-
tion of the product is not affected by
repackaging. However, it is sufficient
to furnish evidence leading to the “rea-
sonable presumption” that the require-
ment has been met [8, para. 53]. Practi-
cally, this appears relatively easy to
fulfil [18, p. 19].

3. Identification of the manufac-
turer and importer. This requirement
isaimed at protection of the trademark
owner’s interest that the consumer or
end user should not be led to believe
that the trademark owner is responsible
for the repackaging [5, para. 70].

The indication must be clearly shown
on the external packaging of the
repackaged product [15, para. 12; 16,
para. 11]. This implies that the identifi-
cation should be printed “in such a way
as to be understood by a person with
normal eyesight, exercising a normal
degree of attentiveness” [5, para. T1].
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It is not necessary to make a further
express statement on the packaging
that the repackaging was carried out
without the authorization of the trade-
mark owner as such a statement could
be viewed as an indication of a not en-
tirely legitimate product [5, para. 72].
Further, if the parallel importer has
added to the packaging an extra article
from a source other than the trade-
mark owner, he should indicate the
origin of this article so as to avoid cre-
ating the impression that the trademark
owner is responsible for it [5, para. 73].
In the recent case of 2011, the ECJ
held that the trademark owner cannot
oppose parallel importations of a re-
packaged product just because the new
packaging indicates as the repackager
not the undertaking which actually car-
ried the repackaging further to the paral-
lel importer’s instructions, but the under-
taking holder of the marketing author-
isation which has instructed the
repackaging and which assumes liability
for it [19, para. 36]. In particular, the
undertaking indicated as the repackager
is responsible for any damage caused by
the entity which actually repackaged the
products, even if the latter acted con-
trary to the instructions [19, para. 30].
4. Protection of the reputation of the
trademark and its owner. Generally, in
assessing the risk of damage to reputa-
tion of the trademark and its owner, ac-
count should be taken of the nature of
the product and the market to which it
is intended [5, para. 75]. The CJEU has
stated that pharmaceuticals are “a sen-
sitive area in which the public is parti-
cularly demanding as to the quality and
integrity of the product, and the pre-
sentation of the product may indeed be
capable of inspiring public confidence
inthat regard” [5, para. 76]. Therefore,
defective, poor quality or untidy carton
or label can be opposed by the trade-
mark owner [5, para. 76].
The CJEU has drawn a distinction be-
tween products sold to hospitals and
those sold to consumers through pharma-

cies. In hospitals drugs are administered
to patients by medical professionals and
in this case the presentation of the pro-
duct is less important [5, para. 77]. How-
ever, the presentation of the product is
more important to consumers, even
though prescription of drugs by a doctor
gives them more confidence in the quali-
ty of the product [5, para. 77]. Still, we
do not see any objective reason to justify
such distinction as presentation of drugs
should be viewed as of equal importance
to all consumer circles.

The CJEU has clarified the scope of
this condition by giving the following
examples of activities which are, in
principle, liable to damage the trade-
mark’s reputation: a) failing to affix
the trademark to the new exterior car-
ton (“de-branding”); b) applying the
parallel importer’s own logo or a house-
style, or a get-up used for a number of
different products (“co-branding”);
¢) positioning the additional label which
wholly or partially obscures the owner’s
trademark; d) failing to state on the ad-
ditional label that the trademark be-
longs to the owner; or e) printing the
name of the parallel importer in capital
letters [8, para. 47]. These are however
mere examples, as the reputation of the
trademark or its owner may also be
damaged if, due to the presentation of
the repackaged product, the trade-
mark’s value is affected by “detracting
from the image of reliability and quali-
ty attaching to such a product and the
confidence it is capable of inspiring in
the public concerned” [8, para. 41-43].

The assessment of whether any of the
above activities actually damages the
trademark’s reputation is a question of
fact and is carried out by national courts
on a case-by-case basis [8, para. 46]
which might lead to a further litigation
and divergence of opinion. There is no
requirement of minimum intervention
with respect to the presentation of the
new packaging [14, para. 27]. This, how-
ever, may sound contradictory to the
principle of proportionality and appears
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more favourable to parallel importers
than to trademark owners [17, 13].

Apart from the packaging itself, the
damage to the reputation of the mark
or its owner may be caused by “circum-
stances outside the actual package de-
sign such as advertisements” promoting
the repacked product [9, para. 52].

As regards the burden of proof, here
again the parallel importer may limit it-
self to establishing a “reasonable pre-
sumption” that the condition relating to
the reputation of the trademark owner
and its proprietor is fulfilled [8,
para. 53]. If the importer furnishes
such initial evidence, the burden of
proof shifts to the trademark proprietor
as he is best placed to assess whether
the repackaging is likely to damage his
reputation and that of the trademark
[8, para. 53].

5.  Prior notice. The fifth BMS con-
dition was first established by the CJEU
in the Hoffman-La Roche case [15,
para. 14] and further clarified in the
Bristol-Myers Squibb and other cases.

The parallel importer must give prior
notice to the trademark owner of the
repackaged products being put on sale
[15, para. 14; 5, para. 78]. The owner
may also require a specimen of the
repackaged product before it goes on
sale, so that he can check that neither
the original condition of the product is
directly or indirectly affected by repack-
aging, nor his reputation risks being
damaged [5, para. 78]. This requirement
also provides the trademark owner with
a better possibility of protecting himself
against counterfeiting [5, para. 78].
Trademark owners should react within
a reasonable time to the notice and both
parties are supposed to make sincere ef-
forts to respect each other’s legitimate
interests [11, para. 62].

The CJEU has stressed that the re-
quirement to give notice must be ful-
filled “in any event” and by the parallel
importer itself, even if the trademark
owner might receive notification from
other sources such as the authority is-

suing parallel import licences to the im-
porters [11, para. 58, 63—64].

The notice should be given with a rea-
sonable time before the sale of the prod-
uct so that the trademark owner can
carry out necessary examination of the
product [11, para. 66]. The CJEU has
held that a period of 15 working days ap-
pears reasonable provided that the paral-
lel importer simultaneously supplies the
manufacturer with a sample of the
repackaged product [11, para. 67]. This
term is only indicative and can be as-
sessed by national courts [11, para. 67].
From our point of view, if the notifica-
tion is given without sending a specimen
of the product, there should be an addi-
tional period allowing the trademark
owner to request and receive a sample,
as was advanced by the EU Commission
in one of the cases [11, para. 60].

The failure to give prior notice has
as consequence that the parallel im-
porter infringes trademark rights of the
owner on the occasion of any subsequent
importation of that product, so long as
the notice is not given [8, para. 56].

Conclusion. Undoubtedly, clearer
framework conditions of drug repackag-
ing legality have been set down in the
above-discussed CJEU rulings. However,
even after such a high number of legal
decisions there appears to be still too
much room for national courts to de-
cide, which might lead to non-uniform
application of the CJEU’s case law
across the EU differing from one Mem-
ber State to another [18, 19]. The CJEU
will likely have to address in future a
number of issues which still remain
unanswered [7, 745]. Further, the
CJEU appears to be more favourable to
parallel importers than to trademark
owners and shows itself too much pre-
occupied by the free movement of goods
within the Community, at the expense
of IP rights and, what is more serious,
public health [17, 10]. ®
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Haginimua no pepakmii 27.05.2014 poky

0. SAmnoanckasa. Bompockl mpaBa TOBapHBIX 3HAKOB, CBSI3aHHbIE C IePeyMaKOBKOM
JeKapcTBeHHBIX cpencTB B EBpomeiickom Coroze. B craTbe mcciiefoBaHbl BOIIPOCHI IIpaBa
TOBapHBIX 3HAKOB, CBA3aHHBIE C IapaIIeJIbHBIM MMIIOPTOM IE€PEyIaKOBAaHHBIX JIEKAPCT-
BeHHBIX cpencTB B EC. Ha ocHOBe aHanmms3a MHOTOYMCJIEHHBIX DEIIEHUI CyneOHBIX WH-
craunuii EC m myb6iaukanuii mo JaHHOMY BOIPOCY, aBTOP CHUCTEMHO KJacCHUPUIIUPYeT
YCJIOBUSI ITPABOMEPHOCTH IEePEYHAKOBKU JIEKAPCTBEHHBIX CPEJCTB IS WX IIOCJIENYIOIIEeTO
mapaJjieJIbHOTO MMIIOPTA B rpaHuIiiax crpaH-uieHoB EC.

Kawuesvie caoga: Topapuble 3HaKu, EC, ieKapCTBEeHHBIE CPEAICTBA

0. Yampolska. Trademark law issues related to repackaging of pharmaceutical
products in the European Union. This article examines trademark law issues related
to parallel imports of repackaged medicines in the EU. Further to the analysis of nu-
merous decisions rendered by the EU courts and publications on this subject, the au-
thor systematically classifies the conditions applying to legality of drug repackaging-
with a view of subsequent parallel imports thereof in the EU Member States.

Key-words: trademarks, EU, pharmacutical products
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