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(Markalar - 89/104/EEC (Avrupa Ekonomik Toplulugu®) sayili Yonetmelik- Madde 7(2) - Farmasotik Grinler -
Paralel ithalat - Markayi tasiyan driiniin yeniden paketlenmesi - Uriiniin yeniden paketlenmesini talimatlariyla
diizenleyen pazarlama ruhsat sahibinin yeni ambalajda yeniden paketleyen olarak gdsterilmesi - Ayri bir
tesebbis tarafindan ydrdtilen fiziksel yeniden paketleme)

Kararin Ozeti

Kanunlarin birbirine yakinlastiriimasi - Markalar - 89/104 sayili Yénetmelik - Yeniden
paketleme ve markanin yeniden basilmasinin ardindan medikal (rlinlerin paralel ithalati-
Pazarlama ruhsati sahibini yeniden paketleyen olarak gdsteren yeni ambalaj - Ayri bir
isletme tarafindan ydiriitiilen fiziksel yeniden paketleme - Marka sahibinin itirazi - izin
verilemez

(89/104 sayili Konsey Y6netmeligi, 7(2). Madde)

89/104 sayili markalar ile ilgili Birinci Yonetmelik'in 7(2) Maddesi, paralel ithalata tabi
olan bir farmasotik Grline ait marka sahibinin, aldigi talimatlar dogrultusunda gercekte
Grind yeniden paketleyen ve buna yetkili olanisletmeyi dedgil, pazarlama ruhsatina sahip
olan ve yeniden paketleme islemini talimatlariyla diizenleyen ve yeniden paketleme
isleminin sorumlulugunu kabul eden isletmeyi, yeniden paketleyen olarak géstermesi
gerekgesiyle, drindn yeniden paketlenmis haliyle tekrardan pazarlanmasina itiraz
etmesine olanak tanimadigi seklinde yorumlanmalidir'.

1 89/104 sayili Konsey Direktifi Md.7 (1) Marka, sahibine Topluluk dahilinde o marka altinda marka sahibi
tarafindan ya da onun izniyle piyasaya sunulmus mallarla ilgili olarak markanin kullaniminin yasaklanmasi

* Avrupa Ekonomik Toplulugu ceviride orijinal hali olan EEC olarak birakilimistir.



Marka ile dogan haklarin tiikenme kosulu ile ilgili olarak, yeni ambalaj Grtini yeniden
paketleyeni acik bir sekilde belirtmelidir, bu gereklilik tlketicinin veya nihai kullanicinin,
marka sahibinin yeniden paketlemeden sorumlu olduguna inanmasina mahal
verilmemesinin marka sahibinin menfaatlerinikoruyacak olmasiyla gerekgelendirilmistir.

Yeniden paketleme islemi emir ve talimatlari dogrultusunda gerceklesen ve yeniden
paketleme isleminin sorumlulugunu kabul eden isletmenin ismi yeniden paketlenmis
drindn ambalajinda acik bir sekilde gdsterilmesi ile mal sahibinin menfaati de timuyle
korunmustur. Béyle bir gésterge, genel olarak dikkatli bir kisi icin anlasilir olacak sekilde
basildigi slirece, tiiketicide veya nihai kullanicida Uridnidn marka sahibi tarafindan
yeniden paketlendigi gibi yanhs bir izlenimin uyanmasini énleyecektir.

Ayrica, isletme yeniden paketleme isleminin tiim sorumlulugunu kabul ettiginden,
ambalajli Gridndn orijinal durumu yeniden paketlemeden etkilendiyse veya yeniden
paketlenmis Grdnlin sunumu markanin itibarinin zedelenmesinden sorumlu ise, marka
sahibi hak talebinde bulunabilir ve uygun oldugu hallerde tazminat alabilir. Boyle bir
durumda, yeniden paketlenmis bir Grinin yeni ambalaji Gzerinde yeniden paketleyen
olarak belirtilen isletme, gercekte yeniden paketleme islemini gerceklestirmis olan
isletmenin neden oldudu herhangi bir zarar icin hesap vermek zorunda olacaktir ve
Ozellikle de bu isletmenin kendi talimatlarina aykiri hareket ettigini ileri slrerek
sorumluluktan kaginamaz.

Bu sartlar altinda, yalnizca yeniden paketlemenin, Urdnin orijinal durumunun
bozulmasindan ve dolayisiyla da mal sahibinin marka haklarina zarar verilmesinden
sorumlu olmasi, marka sahibine, Urlinl gercekte yeniden paketleyen isletmenin adinin
ambalajin Uzerinde yer almasini gerektiren herhangi bir mesru hak (menfaat) tanimaz.

Marka sahibinin, ambalajin icindeki Grtnin orijinal durumunun korunmasi ile ilgili
hakki, yeniden paketlemenin Griinn orijinal durumunu etkilemeyecedinin gosterilmesi
gerekliligi ile yeterli derecede korunmaktadir. Uriinlerin yeniden paketlenmesini
talimatlariyla diizenleyen ve bu islemin sorumlulugunu Ustlenen pazarlama ruhsat
sahibi durumun bu sekilde oldugunu gostermelidir.

(bkz. fikra 28-32, 36, gecerli bdlim)

yetkisini vermez. (2) Ozellikle piyasaya sunulduktan sonra mallarin durumunun degistirildigi ya da bozuldugu
hallerde, marka sahibinin mallarin daha fazla ticarilestirilmesine karsi ¢ikmasi icin hakli nedenlerin oldugu
durumda 1. Paragraf uygulanmaz.
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ATAD BIiRINCi DAIRE'NIN ORIFARM A/S ve DIGERLERI iILE MERCK SHARP&
DOHME CORP., 6nceki, MERCK & CO.INC. ve DIGERLERiI ARASINDAKI
BIRLESIK DAVADA MAHKEMENIN KARARI

28 Temmuz 2011(27)
(Markalar - 89/104/EEC sayil Yonetmelik- Madde 7(2) - Farmasoétik drdnler -
Paralel ithalat - Markayi tasiyan Griiniin yeniden paketlenmesi - Uriiniin yeniden
paketlenmesini talimatlariyla dizenleyen pazarlama ruhsat sahibinin yeni ambalajda
yeniden paketleyen olarak gosterilmesi - Ayri bir tesebbUs tarafindan yurtilen fiziksel
yeniden paketleme)

C-400/09 ve C-207/10 sayili Birlesik Davada,

7 Ekim 2009 ve 22 Nisan 2010 tarihli kararlar ile Hgjesteret (Danimarka) tarafindan,
EC'nin 234. Maddesi ve Avrupa Birligi'nin isleyisine Dair Anlasma'nin (TFEU) 267.
Maddesi uyarinca 6n karar icin yapilan ve 19 Ekim 2009 ve 30 Nisan 2010 tarihlerindeki
adli kovusturmalarda kabul edilen BASVURULAR,

Davacilar: Orifarm A/S,

Orifarm Supply A/S, (Orifarm Yan Sanayi)

Handelsselskabet af 5 Ocak 2002 A/S, (Tasfiye halindeki ticaret sirketi)

Ompakningsselskabet af 1 Kasim 2005 A/S (Dava: C-400/09)

(Yeniden Paketleme Sirketi)

ve

Paranova Danmark A/S,

Paranova Pack A/S (Dava: C-207/10)

Davalilar: Merck Sharp & Dohme Corp., dnceki Merck & Co. Inc.,

Merck Sharp & Dohme BV,

Merck Sharp & Dohme,

DiVAN (Birinci Daire),
Birinci Daire Baskani A. Tizzano, Hakimler- J.-J. Kasel, M. IleSi¢ (Raportor), E. Levits ve
M. Safjan'dan olusmaktadir,
Hukuk Sozciisii: Y. Bot,
Katip: C. Strémholm, Y&netici,

Yazil usul dikkate alinarak ve 7 Nisan 2011 tarihli celseye istinaden,
Orifarm A/S, Orifarm Supply A/S, tasfiye halindeki Handelsselskabet af
5. januar 2002 A/S, ve Ompakningsselskabet af 1. november 2005 A/S' vyi
temsilen, avukatlar J.J. Bugge ve K. Jensen,
Paranova Danmark A/S ve Paranova Pack A/S'yi temsilen, avukat E.B. Pfeiffer,
Merck Sharp & Dohme Corp., 6nceki Merck & Co. Inc., Merck Sharp & Dohme

2 http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:62009CJ0400:EN:HTML
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BV ve Merck Sharp & Dohme'yi temsilen, avukatlar Subiotto QC ve T. Weincke,
Cek HukUimeti'ni temsilen, vekil sifatiyla, M. Smolek ve K. Havlickova,
italyan Hiikiimeti'ni temsilen, vekil sifatiyla, G. Palmieri, ve kamu avukati, S.
Fiorentino,
Portekiz Hiklimeti'ni temsilen, vekil sifatiyla, L. Inez Fernandes ve P.A. Antunes,
Avrupa Komisyonu'nu temsilen, vekil sifatiyla, H. Kramer, H. Stgvibaek ve F.W.
Bulst,

adina sunulmus gordslerin degerlendirilmesinin ardindan,

Hukuk S6zclsli'nin 12 Mayis 2011 tarihli oturumdaki Goris'U dinlendikten sonra,

asagidaki karari vermektedir:

Hiikiim

1

Bu 6n karar basvurulari, Uyeler'in markalar (0J 1989 L40, p.1) ile ilgili kanunlarinin
yakinlastiriimasini amaclayan 21 Aralik 1988 tarihli ve 89/104/EEC sayili Birinci
Konsey Yonetmeligi'nin 7(2). Maddesi'nin ve Divan'in, bilhassa, Dava 102/77
Hoffmann-La Roche [1978] ECR 1139, Dava 1/81 Pfizer [1981] ECR 2913, Birlesik
Dava C-427/93, C-429/93 ve C-436/93 Bristol-Myers Squibb ve Digerleri [1996]
ECR 1-3457, ve Dava C-232/94 MPA Pharma [1996] ECR 1-3671 ile ilgili birlesik
dava hukukunun yorumlanmasi ile ilgilidir. Alinan kararlarda, Divan, bir paralel
ithalatcinin markayi tasiyan yeniden paketlenmis medikal Gridnleri hangi kosullar
altinda, marka sahibininitiraz etme hakki olmadan, pazarlayabilecegini belirtmistir.
Bu basvurular, paralel ithalati yapilan medikal Urinlerin yeni ambalaji Gzerinde
Urinin asil yeniden paketleyeninin yeterince gosterilmemesi ile ilgili, Orifarm
A/S (‘Orifarm’), Orifarm Supply A/S (‘Orifarm Supply’), Handelsselskabet af 5.
januar 2002 A/S, tasfiye halinde, (‘Handelsselskabet’) ve Ompakningsselskabet
af 1. november 2005 A/S (‘Ompakningsselskabet’) arasindaki Dava C-400/09 ve
Paranova Danmark A/S (‘Paranova Danmark') ve Paranova Pack A/S (‘Paranova
Pack’) ve Merck Sharp & Dohme Corp., 6nceki Merck & Co. Inc., Merck Sharp &
Dohme BV ve Merck Sharp & Dohme (hepsi ‘Merck’ olarak anilacaktir) Dava C-
207/10 sirasinda yapilmistir.

Hukuki Cerceve

3

89/104 sayili Yonetmelik, Avrupa Parlamentosu’'nun ve 28 Kasim 2008'de
yirirluge giren, Uyeler'in markalarla ilgili kanunlarinin (OJ 2008 L 299, p. 25)
birbirine yakinlastirilmasini amaclayan 22 Ekim 2008 tarihli Konsey'in 2008/95/
EC sayil Yonetmelik'i ile yUrirlikten kaldiriimistir. Bununla birlikte, olaylarin vuku
buldugu zaman dikkate alinarak, esas yargilamalardaki intilaflar yine 89/104 sayil
Yonetmelik'e gbre yonetilecektir.

4 89/104 sayili Yonetmelik'in ‘marka ile verilen haklar' hakkindaki 5. Madde'si, sunlari

ongoérmektedir:
1. Tescillimarka, sahibine bu hususta minhasir haklar verecektir. Marka sahibiizin
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vermedigi bltln Gclncl kisilerin ticaret sirasinda asadidakileri kullanmasini
engelleme hakkina sahiptir.

(a)

tescilli markanin tescili kapsamindaki mallar veya hizmetlerle ayni olan
mallari veya hizmetleri iceren, marka ile ayni olan tiim isaretler;

(b) marka ile ayni ya da benzer olmasi sebebiyle ve marka ve isaret

kapsamindaki mallar veya hizmetlerin ayni veya benzer olmasi nedeniyle,
isaret ve marka ile iliskilendirilmesi ihtimalini icerecek sekilde karistiriima
ihtimalinin bulundu@u tim isaretler.

2. Ayrica, Uye devletler marka sahibinin bitin Ug¢lncd kisileri; markanin Uye
devlette taninmis oldugu hallerde ve séz konusu isaretin hakli neden olmaksizin
kullaniminin haksiz kazanc sagladigi veya markanin ayirt edici niteligine veya
itibarina zarar verdigi durumlarda, marka sahibinin Gclincl sahislara onay
vermeyerek, markanin tescili kapsamindakilerle ayni ya da benzer olmayan
mallar ve hizmetlerle ilgili olarak marka ile ayni veya benzer tim isaretlerin
ticaret sirasinda kendi izni olmadan kullaniimasini engelleme hakkinin olmasini
ongorebilirler.

3. Digerlerine ilaveten asadidakiler 1. ve 2. fikra kapsaminda yasaklanabilir:

(@
(b)

(@)
()]

isaretin s6z konusu mallara ya da bunlarin ambalajlarina basilmasi;

bu isaret altinda mallari sunmak veya piyasaya sirmek ya da bu amaclarla
mallari stoklamak veya buisaret altinda hizmet sunmak veya tedarik etmek;
bu isaret altinda mallarin ithalatini veya ihracatini yapmak

isareti ticari evraklarda veya reklamda kullanmak.

5. Buyonetmeligin, ‘'marka ile verilen hakkin tiikenmesi' ile ilgili 7. Maddesi'ne gore:

1.

Marka, sahibine, Topluluk dahilinde o marka altinda marka sahibi tarafindan
ya da onun izniyle piyasaya sunulmus mallarla ilgili olarak markanin
kullaniminin yasaklanmasi yetkisini vermez.

Ozellikle de piyasaya siiriildiikten sonra mallarin durumunun degistirildigi
ya da bozuldugu hallerde, marka sahibinin, mallarin daha fazla
ticarilestirilmesine itiraz etmek icin mesru nedenlerinin oldugu durumlarda
1. flkra uygulanmayacaktir.’

Esas yargilamalardaki yasal islemler ve bir 6n karar icin deginilen sorular

Dava C-400/09

6. Orifarm, Orifarm Supply, Handelsselskabet ve Ompakningsselskabet, Orifarm grubunda
yer alan sirketlerdir. Bu grup iskandinav {ilkelerinde medikal triinlerin en biiyiik paralel
ithalatcisidir ve 2008 yilinda Danimarka'daki eczanelerin en blylk medikal Grin
tedarikgisi olmustur. Grubun merkez ofisi Odense'de (Danimarka) yer almaktadir.

7 Dunyanin medikal Urlnler Ureten en bilylk gruplarindan biri olan Merck, esas
yargilamalara konu olan ve Orifarm grubu tarafindan Danimarka pazarina paralel
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ithalati yapilmis medikal drunleri Gretmistir. Merck, ayni zamanda, s6z konusu
medikal drtnlerle ilgili marka haklarinin sahibidir veya marka haklari sahipleri ile
yapilan lisans anlasmalari uyarinca yasal yollara basvurma yetkisine sahiptir.
Yeniden paketleme islemini gerceklestiren Orifarm Supply ve Ompakningsselskabet
yeniden paketleme yetkisinin simdiki veya gecmisteki sahibi oldugu halde, Orifarm
ve Handelsselskabet pazarlama yetkisinin simdiki veya gecmisteki hamilleridir ve
bu medikal drtnlerin satisini yapmislardir.

Esasyargilamalarakonuolanmedikal Gridnlerinsatinalinmasi, yeniden paketlenmesi
ve satilmasi ile ilgili tim kararlar, yeni ambalajlarin tasarlanmasi ve etiketlenmesi
ile ilgili olanlar da dahil olmak Uzere, Orifarm veya Handelsselskabet tarafindan
alinmistir.  Ompakningsselskabet ve Orifarm Supply, Lagemiddelstyrelsen
(Danimarka Medikal Uriinler Ajansi) tarafindan belirlenen yeniden paketlemenin
gerekliliklerine uygun bir sekilde bu islemin sorumlulugunu kabul ederek, so6z
konusu tibbi Grdnleri satin almis ve yeniden paketlemistir.

Medikal Urdnlerin ambalajinda, duruma gore, Orifarm veya Handelsselskabet
tarafindan yeniden paketlenmis oldugu belirtilmistir.

Merck, gercekte yeniden paketleyenin adinin séz konusu medikal Urdnlerin
ambalajinda belirtilmedigi gerekcesiyle, biri Orifarm ve Orifarm Supply'a karsl,
digeri ise Handelsselskabet and Ompakningsselskabet'e karsi olmak lzere Sg- og
Handelsret (Deniz - Ticaret Mahkemesi) (Danimarka) huzurunda iki dava acmistir.
Sirasiyla, 21 Subat ve 20 Haziran 2008 tarihlerinde alinan kararlarda, Se- og
Handelsret, davalilarin gercekte yeniden paketlemeyi gerceklestiren isletmenin
adinin ambalaj Uzerinde belirtilmesinde basariz olarak Merck'in marka haklarini
ihlal ettigine karar vermis ve davalilarin Merck'e parasal tazminat ddemesini
buyurmustur.

Orifarm, Orifarm Supply, Handelsselskabet ve Ompakningsselskabet'in S@- og
Handelsret'in kararlari karsisindaki temyiz davasina bakan Hgjesteret (YUlksek
Mahkeme) (Danimarka), davanin askiya alinmasina ve bir 6n karar icin asagidaki
sorularin Divan'a ydneltilmesine karar vermistir:

‘(1) Adalet Divani'ndan, [Bristol-Myers Squibb ve Digerleri ve MPA Pharma]l'nin,
paralelithalatiyapilan bir medikal Grinln pazarlamaruhsat sahibive bu hususta
bilgi sahibi olan, medikal dUrindn satin alinmasi ve yeniden paketlenmesi,
Urdnldn ambalajinin ayrintili tasarimi ve trinle ilgili dizenlemeler igin ayri bir
isletmeye emir veren, paralel ithalati yapilmis medikal Urdndn dis ambalaji
Uzerinde - Urlnd ithal eden ve marka sahibinin markasinin yeniden basiimasi da
dahil olmak Uzere, fiziksel yeniden paketleme islemini gergeklestiren, yeniden
paketleme yetkisine sahip bu ayriisletmeyidedil de - kendini yeniden paketleyen
olarak gosteren bir paralel ithalat¢i olarak mi yorumlanmasi gerektigi hususunu
acikliga kavusturmasi talep edilmistir.

(2) Adalet Divani'ndan, pazarlama yetki / ruhsat sahibinin fiziksel olarak yeniden



3)

()

5)
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paketleme islemini hamil icin gerceklestiren isletme yerine kendini yeniden
paketleyen olarak gdsterdiginde, tlketicinin/nihai kullanicinin, yeniden
paketlemeden marka sahibinin sorumlu oldugunu varsayarak yaniltiimasi gibi
bir risk olmadigi yéniinde bir varsayimda bulunmasinin, 1. Soru'nun yanitlanmasi
icin dnemli olup olmadidi hususuna aciklik getirmesi talep edilmistir.

Adalet Divani'ndan, fiziksel olarak yeniden paketleme islemini ylrtten isletme
yeniden paketleyen olarak belirtildiginde, tiiketicinin/nihai kullanicinin marka
sahibinin yeniden paketlemeden sorumlu oldugu seklinde yanlis yonlendirilme
riskinin olmadigi yéniindeki bir varsayimin 1. Soru'nun yanitlanmasi agisindan
onem arz edip etmedigi hususunu acgikhda kavusturmasi talep edilmistir.

Adalet Divani'ndan asadidaki hususlari acikliga kavusturmasi talep edilmistir; 1.

Soru'nun yanitlanmasinda énem arz eden tek risk, tiiketicinin/ nihai kullanicinin

yeniden paketlemeden marka sahibinin sorumlu oldugu varsayimiyla yanhs

yénlendirilmesi midir, yoksa marka sahibi ile ilgili baska hususlar da konuyla ilgili

olabilir mi, drnegdin

(a) imalati ve yeniden paketlemeyi Ustlenen ve Grinin dis ambalaji Gzerine
marka sahibinin markasini (yeniden) basan isletme, bu eylemiyle marka
sahibinin markasini kendi hesabina ihlal etmektedir, ve

(b) yeniden paketlemenin Grintn orijinal durumunu etkilemesi veya yeniden
paketlemenin sunumunun marka sahibinin itibarinin zedelendiginin
varsayllmasi gereken gibi unsurlarla baglantili olmasi halinde yeniden
paketlemeyi yiriten isletmenin sorumlu oldugu, (bkz, bu meyanda, ..
Bristol-Myers Squibb ve Digerleri ...)

Adalet Divani'ndan, bir kez yeniden paketlendikten sonra paralel ithalati
yapilmis olan medikal Urinin satis amaci bakimindan 6nceligi olan marka
sahibinin bilgilendirilmesi sirasinda, kendini yeniden paketleyen olarak gésteren
pazarlama ruhsat sahibinin, asil yeniden paketleyen ile ayni grup icinde yer
almasinin (kardes sirket olmasinin), 1. Soru'nun yanitlanmasinda dnem arz edip
etmedigi hususuna aciklik getirmesi talep edilmistir.’

Dava C-207/10

13 Paranova Danmark ve Paranova Pack, Paranova Group A/S'nin (‘Paranova Group')
medikal Griinlerin Danimarka, isvec ve Finlandiya'ya paralel ithalatini yapan bagli
ortaklaridir. Grubun merkez ofisi, bu iki yan kurulusun da yer aldigi Ballerup'ta
(Danimarka) bulunmaktadir.

. C-400/09 sayili Dava'da gerceklestirilenile ayni sekilde, Paranova Group séz konusu

medikal Grlnlerle ilgili marka haklarinin sahibi olan, veya marka sahipleriile yapilan
lisans s6zlesmesi uyarinca yasal yollara basvurma yetkisi olan Merck tarafindan
Uretilen, ve esas yargilamalara da konu olan medikal Grinleri Danimarka'ya paralel
olarak ithal etmistir.
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Paranova Pack yeniden paketleme isleminin gerceklestirirken ve yeniden paketleme
yetkisinin hamili iken, Paranova Danmark s6z konusu medikal Grinlerin pazarlama
ruhsat / yetki sahibidir.

Esasyargilamalarakonuolan medikal Griinlerin satinalinmasi, yeniden paketlenmesi
ve satilmasiile ilgili tim kararlar, yeni ambalajlarin tasarimi ve etiketlenmesi ile ilgili
olanlar da dahil olmak lzere, Paranova Danmark tarafindan alinmistir. Paranova
Pack Leegemiddelstyrelsen tarafindan belirlenen yeniden paketleyenin yerine
getirmesi gereken zorunluluklara uygun olarak medikal Urlnleri satin almis ve
gercekte yeniden paketlemis ve farmdsatik Grinlerle ilgili mevzuata uygun olarak
ve bu faaliyetlerin sorumlulugunu kabul ederek satisa sunmustur.

Medikal Urdnlerin ambalajinda Paranova Danmark tarafindan yeniden paketlenmis
olduklari belirtilmistir.

Merck, gercek yeniden paketleyeninadininséz konusumedikal Griinlerinambalajinda
yer almamasi gerekcgesiyle Paranova Danmark ve Paranova Pack'e iki kez dava
acmistir. Bu davalar sonucunda, gercekte yeniden paketlemeyi yiriten isletmenin
adinin medikal drtnlerin ambalajlarinin Gzerinde belirtiimemesi gerekcesiyle,
Paranova Danmark ve Paranova Pack'in - ilki 15 Agustos 2007 tarihinde S@- og
Handelsret tarafindan temyizde tasdik edilen, 26 Ekim 2004 tarihli Fogedret
i Ballerup’'un (Mahkeme icra Dairesi, Ballerup) emri ile, ikincisi ise 31 Mart 2008
tarihli Sg- og Handelsret'in karari ile - s6z konusu trunleri satmasi yasaklanmistir.
Hgjesteret, Paranova Danmark ve Paranova Pack tarafindan Sg- og Handelsret'in
kararlarina karsi acilan kararin iptaline ydnelik temyiz davasinda, durusmalara ara
vermeye ve asagidaki sorularin bir 6n karar icin Divan'a ydneltilmesine karar vermistir:

‘1) [89/104 sayili Yonetmelik'in] 7(2). Maddesi ve iliskili dava hukuku, bilhassa da
Adalet Divani'nin ... Hoffmann-La Roche ... ve ... Pfizer ... ve ... Bristol-Myers
Squibb ve Digerleri ... davalarinda almis oldugu kararlar, bir medikal Grindn
Uye Ulke'deki pazarlama ruhsat sahibi olan paralel ithalatcisina ait pazarlama
sirketinin, fiziksel paketleme islemini, pazarlama sirketinin bu Uriinin satin
alinmasi ve yeniden paketlenmesi, tGrinin ambalajinin ayrintili tasarimi ve
Grlnle ilgili diger hususlarda bu pazarlama sirketinin talimatlarina uyan, ve
yeniden paketleme yetkisine sahip ve yeniden paketleme islemi sirasinda
markayl ambalajin Uzerine yeniden basan baska bir yeniden paketleme
sirketine yaptirmis oldugu halde, Uriinin pazarlama sirketinin kendi tarafindan
yeniden paketlendigini belirterek satmasina marka sahibinin engel olabilmesi
icin dayanabilecedi hikimler seklinde mi yorumlanmalidir?

(2) Uriintin paralel ithalatcisi tarafindan yeniden paketlemeden sorumlu
isletmenin tanimlanmasi kadar ambalajin tizerinde Greticinin adinin belirtilmesi
vasitasiyla, tiketicinin veya nihai kullanicinin Griinin mensei hakkinda yanhs
yonlendirilmeyerek marka sahibinin yeniden paketlemeden sorumlu oldugunu
dislinmesine olanak taninmayacagi varsayimi 1. Soru'nun vyanitlanmasi
acisindan 6nem arz eder mi?
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(3) 1.Soru'nunyanitlanmasindadnemarzedentekrisk,tiiketicinin/ nihaikullanicinin

4)

(5)

(6)

yeniden paketlemeden marka sahibinin sorumlu oldugu varsayimiyla yanlis

yénlendirilmesi midir, yoksa marka sahibi ile ilgili baska hususlar da konuyla

ilgili olabilir mi, 6rnegin

(@) satin almadan, yeniden paketlemeden ve marka sahibinin markasinin
Grintn ambalajina yeniden basiimasindan sorumlu olan ve fiziksel yeniden
paketleme islemini ylrtten isletmenin sorumlu olabilecedi faktorlerle
baglantili olarak, bagimsiz bir sekilde marka sahibinin marka haklarini
potansiyel olarak ihlal eden bir isletme,

(b) yeniden paketlemenin Urlinin orijinal durumunu etkilemesi durumunda
veya

(c) yeniden paketlenmis Grtinin sunumunun, markanin veya marka sahibinin
itibarini zedeleyecek tiirden oldugu distndldiginde?

3. Soru yanitlanirken, Divan'in, yeniden paketleme sirketinin bagimsiz bir
sekilde marka sahibinin marka haklarini potansiyel olarak ihlal etmesinin
dikkate alinmasinin konuyla ilgili oldugu sonucuna varmasi halinde, Divan'dan,
paralel ithalat¢inin pazarlama sirketi ile yeniden paketleme sirketinin marka
sahibinin marka haklarinin ihlali ile ilgili ulusal hukuk cercevesinde mistereken
ve miteselsilen sorumlu olmalarinin bu sorunun yanitlanmasi agisindan énem
arz edip etmediginin belirtilmesi talep edilmistir.

Bir kere yeniden paketlendikten sonra paralel ithalati yapiimis olan medikal
Grlndn satis amaci bakimindan 6nceligi olan marka sahibinin bilgilendirilmesi
sirasinda, kendini yeniden paketleyen olarak goésteren pazarlamaya yetKkili
paralel ithalatginin, asil yeniden paketleyen ile ayni grup icinde yer almasi
(kardes sirket olmasinin), 1. Sorunun yanitlanmasinda 6nem arz eder mi?
Yeniden paketleme sirketinin brostrde Uretici olarak belirtilmesi, 1. Soru'nun
yanitlanmasi acisindan énem arz eder mi?’

20 Adalet Divani Birinci Daire Baskani'nin 31 Ocak 2011 tarihli emriyle, C-400/09 ve
C-207/10 sayih davalar s6zll usil ve hiikiim geredince birlestirilmistir.

ilgili Sorularin Degerlendirilmesi

Birlikte ele alinmasi gereken sorulariyla, basvurulan mahkeme esasinda, 89/104
sayill Yonetmelik'in 7(2). Maddesi'nin, paralel ithalata tabi olan farmasoétik Grinle
ilgili marka sahibinin, yeni ambalajin yeniden paketleyen olarak, aldi§i talimatlar
dogrultusunda, trlini gercekte yeniden paketleyen ve bu islem icin yetkisi olan isletme
yerine, talimatlariyla yeniden paketleme islemini diizenleyen ve yeniden paketlemenin
sorumlulugunu kabul eden, Urind pazarlama yetkisine sahip isletmeyi gostermesi
gerekgesiyle, yeniden paketlenmis haliyle Urlnln ileriki bir pazarlanmasina itiraz
etmesine olanak tanidigi seklinde mi yorumlanmasi gerektigini sormaktadir.

21
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Orifarm, Paranova Danmark, Cek ve Portekiz HiklUmetleri ve Avrupa Komisyonu,
yeniden formile edildigi bicimiyle, bu sorularin olumsuz bir sekilde yanitlanmasi
gérisiindeyken, Merck ve italyan Hikiimeti bu gériisiin tersini savunmaktadirlar.
Bekletici mesele olarak, hatirlatilmahdir ki, 89/104 sayili Yonetmelik'in 7(2).
Maddesi uyarinca markayi tasiyan trinlerin yeniden paketlenmesine marka sahibi
tarafindan itiraz edilmesi, mallarin serbest dolasimi agisindan bir istisna teskil
ettiginden, marka sahibinin bu hakkini uygulamasi, (TFEU) ABiiA’'nin 36. Maddesinin
ikinci ibaresi kapsami dahilinde Uye Ulkeler arasindaki ticarette ortiili kisitlama
tesis etmesi halinde, kabul edilemez. (bkz., Dava C-348/04 Boehringer Ingelheim
ve Digerleri [2007]1 ECR 1-3391, fikra 16 ve belirtilen dava hukuku).

24 Marka sahibinin yeniden paketlemeye itiraz hakkini kullanmasi Uye Ulkeler arasindaki

25

26

27

piyasalarin yapay bdlimlenmesine katkida bulundugunda ve ek olarak, yeniden
paketleme marka sahibinin mesru haklarina saygi gosterilerek yapildiginda, bu
hikmin kapsami dahilinde 6rtali kisitlama varhgini sirdirecektir (bkz., Boehringer
Ingelheim ve Digerleri, fikra 17 ve belirtilen dava ictihati).

ikinci hususa iliskin olarak, Divan, yeniden paketleme ambalajin icindeki Griiniin
orijinal durumunu etkilemeyen kosullar altinda yiratildiginde, Grinin menseinin
garantisi olarak, esas islevinin korunduguna karar vermistir. Tlketici veya nihai
kullanici Grinlerin menseiile ilgili yanlis ydnlendirilmemislerdir ve esasinda yalnizca
marka sahibinin gbzetimi altinda Gretilmis olan Grdnleri almislardir (bkz., Bristol-
Myers Squibb ve Digerleri, fikra 67, ve MPA Pharma, fikra 39).

Ancak, Divan, ayni zamanda, marka sahibinin marka ile dogan haklarini, normal
kosullar altinda marka sahibi icin korunmus olan bazi haklari ithalatciya vererek,
bu ithalat¢l tarafindan yeniden paketlenmis olan Urinlerin kendi markasi altinda
pazarlanmasina itiraz etmek icin kullanamayacagi sonucuna varmistir. Sonuc olarak,
marka sahibi olarak mal sahibinin ¢ikarlari dogrultusunda ve onu herhangi bir
kotlye kullanmaya karsi korumak amaciyla, bu haklar ancak, ithalatgi diger birtakim
gerekliliklere de riayet ettigi strece kabul edilmelidir (konuyla ilgili olarak, bkz.,
Bristol-Myers Squibb ve Digerleri, fikra 68 ve 69, ve MPA Pharma, fikra 40 ve 41).
Yerlesmis dava hukukundan hareketle, basvurulan mahkeme Divan'dan bir markanin
mal sahibinin -asadida belirtilen durumlarda- markayl yeniden basmis olan
ithalat¢r tarafindan yeniden paketlenen ve kendi markasini tasiyan bir farmasétik
GrGndn ileriki bir pazarlanmasina yasal olarak itiraz edemeyecedi ile ilgili kararlari
yorumlamasini bilhassa istemistir.

yeniden paketleme &zellikle ithalatin yapildigi Uye Ulke'de (iriiniin pazarlanmasi
icin gerekli oldugundan, bdyle bir itirazin Uye Ulkeler arasindaki piyasalarin
yapay bélimlenmesine katkida bulunacagi gésterilmistir;

yeniden paketlemenin ambalajin icindeki Urlndn orijinal durumunu
etkileyemeyecedi gosterilmistir;

yeni ambalaj Grlinin yeniden paketleyenini ve lreticisinin adini acik bir sekilde
belirtmektedir;



28

29

30

31

32

Hacettepe HFD, 4(1) 2014, 215-238

» yeniden paketlenmis drtGndn sunumu, ambalajin hasarh, distk kaliteli veya
imtizansiz olmamasi gerektigini bilhassa belirten markanin ve mal sahibinin
itibarinin zedelenmesinden sorumlu degildir; ve

+ ithalat¢iyenidenpaketlenmis Grtintsatisakoymadan énce markaninmalsahibini
bilgilendirir ve talep Gizerine, yeniden paketlenmis Griinlerin bir numunesini ona
arz eder (bkz., inter alia, Hoffmann-La Roche, fikra 14; Bristol-Myers Squibb ve
Digerleri, fikra 79; MPA Pharma, fikra 50; Boehringer Ingelheim ve Digerleri,
fikra 21; ve Dava C-276/05 The Wellcome Foundation [2008] ECR 110479, fikra
23).

Esas yargilamalara konu olan; yeni ambalajin Grini yeniden paketleyeni agik¢a
belirtmesi kosuluyla ilgili olarak, bu sart marka sahibinin tiiketicinin veya nihai
kullanicinin yeniden paketlemeden 6tird mal sahibinin sorumlu oldugu inancini
onleme hakki icin muhik gortlmustar.
(bkz., Bristol-Myers Squibb ve Digerleri, fikra 70, ve MPA Pharma, fikra 42).
Hukuk Sozclsi'nin Gorls'inin 34. ve 35. hususlarinda dederlendirdigi Gzere
mal sahibinin ¢ikarlari, emir ve talimatlariyla yeniden paketleme islemini yiriten
ve yeniden paketlemenin sorumlulugunu kabul eden isletmenin adinin yeniden
paketlenmis Urlinin ambalajinda acik bir sekilde belirtiimesiyle, timiyle koruma
altina alinmistir. Genel olarak dikkatli bir kisinin anlayabilecedi sekilde basildigi stirece,
boyle bir gdsterge, tiketicide veya nihai kullanicida Gridndn mal sahibi tarafindan
yeniden paketlendigi ydniinde yanhs bir izlenimin uyanmasinin éniine gececektir.
Ayrica, bu isletme vyeniden paketleme islemlerinin tim sorumlulugunu
Ustlendiginden, mal sahibi hak talebinde bulunabilir ve uygun oldudu hallerde,
ambalaj icindeki Urlnln orijinal durumu yeniden paketlemeden etkilendiyse
veya yeniden paketlenmis Grinin sunumu markanin itibarinin zedelenmesinden
sorumluysa, tazminat alabilir. Belirtilmelidir ki, bdyle bir durumda, yeniden
paketlenmis bir Grinln yeni ambalajinin Gzerinde yeniden paketleyen olarak
belirtilen bir isletme, gercekte yeniden paketleme islemini gerceklestirmis olan
isletmenin sebebiyet verdigi zararlar igin hesap vermek zorunda kalacaktir ve
bilhassa, bu isletmenin kendi talimatlarina aykiri bir sekilde davrandigini savunarak
sorumluluktan kaginmasi mimkin degildir.

Bu kosullar altinda, fiilen yeniden paketleme isleminin Grinin orijinal durumunun

etkilenmesinden sorumlu olmasi ve bdylece kendi markasina zarar verme ihtimali

olmasi gerekgesiyle, marka hakki sahibinin Grinl gercekte yeniden paketlemis olan
isletme adinin ambalajin Gzerinde yer almasini gerektirecek hicbir mesru menfaati
yoktur.

Marka hakki sahibinin ambalajin icindeki Grindn orijinal durumunun muhafaza

edilmesindeki menfaati, yukarida, 27. fikrada belirtilen, yeniden paketlemenin

Grindn orijinal durumunu etkileyemeyecedinin gosterilmesi sarti ile glivence

altina alinmistir. Esas yargilamalara konu olan ahvalde, durumun bdéyle oldugunu

gOstermesi gereken, yeniden paketleme islemini talimatlariyla diizenleyen, bunun
sorumlulugunu tasiyan pazarlama ruhsat sahibidir.
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33 Merck, yine de, tlketicinin korunmasi adina, fiilen yeniden paketlemeyi
gerceklestiren isletmenin adinin yeniden paketlenmis Uridnin ambalajinda
belirtilmesi gerektigini arz etmektedir. Tlketicilerin, yeniden paketlemenin neden
oldugu bir zarara ugradilarsa, bilhassa yalnizca pazarlama ruhsat sahibine dedgil,
yeniden paketleyene karsi da ulusal hukuklari cercevesinde dava acma hakki
bulundugunda, bu isletmenin adini bilme haklari vardir.

34 Ancakbuargliiman kabul edilemez. Bubadlamda, sunun belirtilmesiyeterli olacaktir;
89/104 sayili Yonetmelik'in 7(2). Maddesi'nin lafzindan agikca anlasilacagi tzere,
marka ile dodan haklarin tiikenmesi ilkesine bu hikimle yapilan istisna, marka
sahibinin mesru haklarinin korunmasi, tiketicilerin bagka hukuki araclarca garanti
altina alinan mesru haklarinin hususi olarak korunmasiyla sinirlanmistir.

35 Herhangi bir durumda, markanin sahibinin haklarinin tiketicinin haklariyla yalnizca
kismen cakistigi varsayildiginda dahi, Hukuk S6zclsi'nin Goéris'inidn 42. ve 43.
hususlarinda degerlendirdigi tizere, Grinlin ambalajinda yeniden paketlenmesinden
sorumlu isletmenin belirtilmesi, marka hukuku itibariyle, tiketicinin yeterince
haberdar edilmesine olanak tanimaktadir.

36 Yukarida belirtilenlerden hareketle, 89/104 sayili Yonetmelik'in markalar ile ilgili
7(2) Maddesi, paralel ithalata tabi olan bir farmasoétik triine ait marka sahibinin,
yalnizca, yeni ambalajin, aldigi talimatlar dogrultusunda gercekte Griini yeniden
paketleyen ve buna vyetkili olan isletmeyi dedil, pazarlama ruhsat sahibi olan
ve yeniden paketleme islemini talimatlariyla dizenleyen ve yeniden paketleme
isleminin sorumlulugunu kabul edenisletmeyiyeniden paketleyen olarak gostermesi
gerekcesiyle, Grinlin yeniden paketlenmis bicimiyle ileriki bir pazarlanmasina itiraz
etmesine olanak tanimadi§i seklinde yorumlanmaldir.

Masraflar

37 Buradaki adli muameleler, esas yargilamalardaki taraflar icin ulusal mahkeme
onlndeki derdest davada bir asama oldugundan; masraflar hakkindaki karar ulusal
mahkemeyi ilgilendirir. Divan'a gérids sunarken yapilan masraflar, bu taraflarin
masraflari hari¢ olmak Uzere, geri alinamaz.

Bu gerekcelerle, Divan (Birinci Daire) su sekilde karar vermektedir:

Uye Devletlerin Markalara iliskin Mevzuatlarinin Yaklastiriimasi Hakkinda

21 Aralik 1988 tarihli ve 89/104/EEC sayili Birinci Konsey Yénetmelidi'nin 7(2). Maddesi,
paralel ithalata tabi olan bir eczacilik Griintne ait markanin mal sahibinin, yalnizca, yeni
ambalajin, aldig talimatlar dogrultusunda gercekte trini yeniden paketleyen ve buna
yetkili olan isletmeyi dedil, pazarlama ruhsat sahibi olan ve yeniden paketleme islemini
talimatlariyla diizenleyen ve yeniden paketleme isleminin sorumlulugunu kabul eden
isletmeyi yeniden paketleyen olarak gostermesi gerekcesiyle, yeniden paketlenmis
bigimiyle tGrlnin ileriki bir pazarlanmasina itiraz etmesine olanak tanimadigi seklinde
yorumlanmalidir.
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Joined Cases C-400/09 and C-207/10
Orifarm A/S and Others
v
Merck Sharp & Dohme Corp., formerly Merck & Co. Inc., and Others

(References for a preliminary ruling from the Hgjesteret)
(Trade marks - Directive 89/104/EEC - Article 7(2) - Pharmaceutical products - Parallel
imports - Repackaging of the product bearing the trade mark - New packaging indicating
as the repackager the holder of the marketing authorisation on whose instructions the
product was repackaged - Physical repackaging carried out by a separate undertaking)
Summary of the Judgment
Approximation of laws - Trade marks - Directive 89/104 - Parallel imports of medicinal
products after repackaging and reaffixing of the trade mark - New packaging indicating
the holder of the marketing authorisation as the repackager - Physical repackaging
carried out by a separate undertaking - Opposition of the proprietor - Not permissible
(Council Directive 89/104, Art. 7(2))

Article 7(2) of First Directive 89/104 on trade marks must be interpreted as not
allowing the proprietor of a trade mark relating to a pharmaceutical product which
is the subject of parallel imports to oppose the further marketing of that product in
repackaged form on the sole ground that the new packaging indicates as the repackager
not the undertaking which, on instructions, actually repackaged the product and holds
an authorisation to do so, but the undertaking which holds the marketing authorisation
for the product, on whose instructions the repackaging was carried out, and which
assumes liability for the repackaging.

As regards the condition of exhaustion of the rights conferred by the trade mark
that the new packaging must indicate clearly the repackager of the product, that
requirement is justified by the trade mark proprietor’s interest in the consumer or end
user not being led to believe that the proprietor is responsible for the repackaging.

That interest of the proprietor is fully safequarded where the name of the
undertaking at whose order and on whose instructions the repackaging has been
carried out, and which assumes responsibility for the repackaging, appears clearly on
the packaging of the repackaged product. Such an indication, as long as it is printed
so as to be comprehensible to a normally attentive person, is such as to avoid the
consumer or end user being given the incorrect impression that the product has been
repackaged by the proprietor.

Moreover, because that undertaking assumes full responsibility for the repackaging
operations, the proprietor can enforce his rights and, where appropriate, obtain
compensation if the original condition of the product within the packaging has been
affected by the repackaging or the presentation of the repackaged product is liable
to damage the reputation of the trade mark. In such a case, an undertaking which is
mentioned as the repackager on the new packaging of a repackaged product will have
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to answer for any damage caused by the undertaking which actually carried out the
repackaging, and cannot avoid liability by arguing, in particular, that that undertaking
acted contrary to its instructions.

In those circumstances, the proprietor of the trade mark has no legitimate interest
in requiring that the name of the undertaking which actually repackaged the product
should appear on the packaging merely because the repackaging is liable to affect the
original condition of the product and might therefore cause harm to his trade mark
rights.

Theinterest of the trade mark proprietorin the preservation of the original condition
of the product inside the packaging is sufficiently protected by the requirement that
it must be shown that the repackaging cannot affect the original condition of the
product. It is for the holder of the marketing authorisation, on whose instructions the
repackaging has been carried out and who assumes liability for it, to show that that is
the case.

(see paras 28-32, 36, operative part)

JUDGMENT OF THE COURT (First Chamber)
28 July 2011 (*)
(Trade marks - Directive 89/104/EEC - Article 7(2) - Pharmaceutical products - Parallel
imports - Repackaging of the product bearing the trade mark - New packaging indicating
as the repackager the holder of the marketing authorisation on whose instructions the
product was repackaged - Physical repackaging carried out by a separate undertaking)

In Joined Cases C400/09 and C207/10,
REFERENCES for preliminary rulings under Article 234 EC and Article 267 TFEU from
the Hgjesteret (Denmark), made by decisions of 7 October 2009 and 22 April 2010,
received at the Court on 19 October 2009 and 30 April 2010, in the proceedings

Orifarm A/S,

Orifarm Supply A/S,

Handelsselskabet af 5. januar 2002 A/S, in liquidation,

Ompakningsselskabet af 1. november 2005 A/S (C-400/09),

and

Paranova Danmark A/S,

Paranova Pack A/S (C-207/10)

v

Merck Sharp & Dohme Corp., formerly Merck & Co. Inc.,

Merck Sharp & Dohme BV,

Merck Sharp & Dohme,

THE COURT (First Chamber),

composed of A. Tizzano, President of the Chamber, J.J. Kasel, M. lleSi¢ (Rapporteur),
E. Levits and M. Safjan, Judges,

Advocate General: Y. Bot,



Hacettepe HFD, 4(1) 2014, 215-238

Registrar: C. Strémholm, Administrator,
having regard to the written procedure and further to the hearing on 7 April 2011,
after considering the observations submitted on behalf of:

Orifarm A/S, Orifarm Supply A/S, Handelsselskabet af 5. januar 2002 A/S, in
liquidation, and Ompakningsselskabet af 1. november 2005 A/S, by J.J. Bugge
and K. Jensen, advokater,
Paranova Danmark A/S and Paranova Pack A/S, by E.B. Pfeiffer, advokat,
Merck Sharp & Dohme Corp., formerly Merck & Co. Inc., Merck Sharp & Dohme
BV and Merck Sharp & Dohme, by R. Subiotto QC and T. Weincke, advokat,
the Czech Government, by M. Smolek and K. Havli¢kovd, acting as Agents,
the Italian Government, by G. Palmieri, acting as Agent, and S. Fiorentino,
avvocato dello Stato,
the Portuguese Government, by L. Inez Fernandes and P.A. Antunes, acting as
Agents,
the European Commission, by H. Kramer, H. Stgvibaek and F.W. Bulst, acting as
Agents,
after hearing the Opinion of the Advocate General at the sitting on 12 May 2011,
gives the following

Judgment

1

These references for preliminary rulings concern the interpretation of Article 7(2)
of First Council Directive 89/104/EEC of 21 December 1988 to approximate the
laws of the Member States relating to trade marks (OJ 1989 L 40, p.1) and the
associated case-law of the Court, in particular Case 102/77 Hoffmann-La Roche
[1978] ECR 1139, Case 1/81 Pfizer [1981] ECR 2913, Joined Cases C427/93, C429/93
and C436/93 Bristol-Myers Squibb and Others [1996] ECR 13457, and Case
C232/94 MPA Pharma [1996] ECR 13671. In those judgments the Court specified
the conditions under which a parallel importer may market repackaged medicinal
products bearing a trade mark, without the proprietor of the trade mark being able
to object.

2 Thereferences have been made in proceedings between - in Case C400/09 - Orifarm

A/S (‘Orifarm'), Orifarm Supply A/S (‘Orifarm Supply’), Handelsselskabet af 5.
januar 2002 A/S, in liquidation, ('"Handelsselskabet’) and Ompakningsselskabet af
1. november 2005 A/S (‘Ompakningsselskabet’) and - in Case C207/10 - Paranova
Danmark A/S (‘Paranova Danmark’) and Paranova Pack A/S (‘Paranova Pack') and
Merck Sharp & Dohme Corp., formerly Merck & Co. Inc., Merck Sharp & Dohme BV
and Merck Sharp & Dohme (referred to together as ‘Merck’) concerning the lack of
an indication of the actual repackager on the new packaging of medicinal products
imported in parallel.
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Legal Context

3 Directive 89/104 was repealed by Directive 2008/95/EC of the European Parliament
and of the Council of 22 October 2008 to approximate the laws of the Member
States relating to trade marks (0J 2008 L299, p.25), which entered into force on 28
November 2008. However, having regard to the time at which the facts occurred,
the disputes in the main proceedings remain governed by Directive 89/104.
Article 5 of Directive 89/104, 'Rights conferred by a trade mark’, provided:

4

1.

The registered trade mark shall confer on the proprietor exclusive rights
therein. The proprietor shall be entitled to prevent all third parties not having
his consent from using in the course of trade:

(a) any sign which isidentical with the trade mark in relation to goods or services
which are identical with those for which the trade mark is registered;

(b) any sign where, because of its identity with, or similarity to, the trade mark
and the identity or similarity of the goods or services covered by the trade
mark and the sign, there exists a likelihood of confusion on the part of the
public, which includes the likelihood of association between the sign and
the trade mark.

Any Member State may also provide that the proprietor shall be entitled to
prevent all third parties not having his consent from using in the course of
trade any sign which is identical with, or similar to, the trade mark in relation
to goods or services which are not similar to those for which the trade mark is
registered, where the latter has a reputation in the Member State and where
use of that sign without due cause takes unfair advantage of, or is detrimental
to, the distinctive character or the repute of the trade mark.

3. The following, inter alia, may be prohibited under paragraphs 1and 2:

(a) affixing the sign to the goods or to the packaging thereof;

(b) offering the goods, or putting them on the market or stocking them for these
purposes under that sign, or offering or supplying services thereunder;

(c) importing or exporting the goods under the sign;

(d) using the sign on business papers and in advertising.

Under Article 7 of that directive, 'Exhaustion of the rights conferred by a trade
mark'":

1.

The trade mark shall not entitle the proprietor to prohibit its use in relation to
goods which have been put on the market in the Community under that trade
mark by the proprietor or with his consent.

Paragraph 1 shall not apply where there exist 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.'
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The Actions in the Main Proceedings and The Questions Referred For A
Preliminary Ruling
Case C400/09

6

Orifarm, Orifarm Supply, Handelsselskabet and Ompakningsselskabet are
companies in the Orifarm group. That group is the largest parallel importer of
medicinal products in the Nordic countries, and was in 2008 the largest supplier of
medicinal products to Danish pharmacies. The head office of the group is in Odense
(Denmark).
Merck, which is one of the world’'s largest groups producing medicinal products,
manufactured the medicinal products at issue in the main proceedings, which were
imported in parallel onto the Danish market by the Orifarm group. Merck is also the
proprietor of trade mark rights relating to those medicinal products, or is entitled
to bring judicial proceedings under licence agreements concluded with proprietors
of trade mark rights.
Orifarm and Handelsselskabet are or were the holders of authorisations to market
and sell those medicinal products, while Orifarm Supply and Ompakningsselskabet,
which carried out the repackaging, are or were holders of authorisations to do so.
All decisions concerning the purchase, repackaging and sale of the medicinal
products at issue in the main proceedings, including those relating to the design of
the new packagings and to the labelling, were taken by Orifarm or Handelsselskabet.
Ompakningsselskabet and Orifarm Supply purchased and repackaged the medicinal
products, assuming liability for compliance with the requirements for repackagers
laid down by the Leegemiddelstyrelsen (the Danish Medicinal Products Agency).
The packaging of the medicinal products indicated that they had been repackaged
by Orifarm or Handelsselskabet as the case may be.
Merck brought two actions before the S@- og Handelsret (Maritime and Commercial
Court) (Denmark), one against Orifarm and Orifarm Supply and the other against
Handelsselskabet and Ompakningsselskabet, on the ground that the name of the
actual repackager did not appear on the packaging of the medicinal products in
question. In judgments delivered on 21 February and 20 June 2008 respectively,
the S@- og Handelsret found that the defendants had infringed Merck's trade mark
rights by failing to indicate on the packaging the name of the undertaking which
had actually performed the repackaging, and consequently ordered them to pay
monetary compensation to Merck.

The Hgjesteret (Supreme Court) (Denmark), hearing the appeals on a point of law

brought by Orifarm, Orifarm Supply, Handelsselskabet and Ompakningsselskabet

against the judgments of the Sg- og Handelsret, decided to stay the proceedings
and refer the following questions to the Court for a preliminary ruling:

‘(1) The Court of Justice is requested to clarify whether [Bristol-Myers Squibb
and Others and MPA Pharmal] are to be interpreted as meaning that a parallel
importer which is the holder of the marketing authorisation for, and possesses
information on, a medicinal product imported in parallel, and which issues
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instructions to a separate undertaking for the purchase and repackaging of a
medicinal product, for the detailed design of the product’s packaging and for
arrangements in relation to the product, infringes the rights of the trade mark
proprietor by indicating itself - and not the separate undertaking which holds
the repackaging authorisation, has imported the product and has carried out
the physical repackaging, including (re)affixing of the trade mark proprietor’s
trade mark - as the repackager on the outer packaging of the medicinal product
imported in parallel.

The Court of Justice is requested to clarify whether it is of significance
in answering Question 1 that an assumption might be made that, where the
marketing authorisation holder indicates itself as the repackager instead of the
undertaking which physically carried out the repackaging to order, there is no
risk that the consumer/end user might be misled into assuming that the trade
mark proprietor is responsible for the repackaging.

The Court of Justice is requested to clarify whether it is of significance
in answering Question 1 that an assumption might be made that the risk of
misleading the consumer/end user into assuming that the trade mark proprietor
is responsible for the repackaging is excluded if the undertaking which
physically carried out the repackaging is indicated as being the repackager.
The Court of Justice is requested to clarify whether it is only the risk that
the consumer/end user might be misled into assuming that the trade mark
proprietor is responsible for the repackaging which is of significance in
answering Question 1, or whether other considerations regarding the trade
mark proprietor are also relevant, for example

(a) that the entity which undertakes the importation and physical repackaging
and (re)affixes the trade mark proprietor’s trade mark on the product’s
outer packaging potentially on its own account infringes the trade mark
proprietor’s trade mark by so doing, and

(b) thatit may be due to factors for which the entity that physically carried out
the repackaging is responsible that the repackaging affects the original
condition of the product or that the presentation of the repackaging is of
such a kind that it must be assumed to harm the trade mark proprietor's
reputation (see, inter alia, ... Bristol-Myers Squibb and Others ...).

The Court of Justice is requested to clarify whether it is of significance in
answering Question 1 that the holder of the marketing authorisation, which
has indicated itself as being the repackager, at the time of the notification of
the trade mark proprietor prior to the intended sale of the parallel imported
medicinal product once repackaged, belongs to the same group as the actual
repackager (sister company).’
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Case C207/10

13 Paranova Danmark and Paranova Pack are subsidiaries of Paranova Group A/S
(‘Paranova Group'), which carries out parallel imports of medicinal products into
Denmark, Sweden and Finland. The group has its head office in Ballerup (Denmark),
where the two subsidiaries are also located.

14 Inthe same way as was done in Case C400/09, Paranova Group imported in parallel
into Denmark the medicinal products at issue in the main proceedings, which were
manufactured by Merck, which is the proprietor of trade mark rights relating to
those medicinal products, or is entitled to bring judicial proceedings under licence
agreements concluded with the proprietors of the trade marks.

15 Paranova Danmark is the holder of a marketing authorisation for those medicinal
products, while Paranova Pack, which carried out the repackaging, is the holder of
an authorisation to do so.

16 All decisions concerning the purchase, repackaging and sale of the medicinal
products at issue in the main proceedings, including those relating to the design of
the new packagings andtothelabelling, were taken by Paranova Danmark. Paranova
Pack purchased and actually repackaged the medicinal products, in compliance
with the requirements laid down for repackagers by the Lagemiddelstyrelsen,
and released them for sale in accordance with the legislation on pharmaceutical
products, assuming liability for those operations.

17 The packaging of the medicinal products indicated that they had been repackaged
by Paranova Danmark.

18 Merck brought two actions against Paranova Danmark and Paranova Pack on the
ground that the name of the actual repackager did not appear on the packaging of
the medicinal products in question. As a result of those actions, Paranova Danmark
and Paranova Pack were prohibited - the former by order of the Fogedret i Ballerup
(Bailiff's Court, Ballerup) of 26 October 2004, confirmed on appeal by the Sg- og
Handelsret on 15 August 2007, the latter by judgment of the Sg- og Handelsret of
31 March 2008 - from selling those medicinal products, on the ground that their
packaging did not indicate the name of the undertaking which had actually carried
out the repackaging.

19 The Hgjesteret, hearing the appeals on a point of law brought by Paranova Danmark
and Paranova Pack against the judgments of the S@- og Handelsret, decided to stay
the proceedings and refer the following questions to the Court for a preliminary
ruling:

‘(1) Are Article 7(2) of [Directive 89/104] and the associated case-law, in particular
the judgments of the Court of Justice in ... Hoffmann-La Roche ... and ... Pfizer
...and ... Bristol-Myers Squibb and Others ... to be interpreted as meaning that a
trade mark proprietor may rely on these provisions in order to prevent a parallel
importer’'s marketing company, which is the holder of a marketing authorisation
for a medicinal product in a Member State, from selling that product with an
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indication that the product is repackaged by the marketing company, although
the marketing company has the physical repackaging carried out by another
company, the repackaging company, to which the marketing company gives
instructions for the purchasing and repackaging of the product, for the detailed
design of the product’s packaging and for other arrangements in relation to the
product, and which holds the repackaging authorisation and reaffixes the trade
mark on the new package in the course of repackaging?

Is it of significance in answering Question 1 that an assumption might be
made that the consumer or end-user is not misled with regard to the origin
of the product and will not be led to believe that the trade mark proprietor is
responsible for the repackaging through the indication by the parallel importer
of the manufacturer’'s name on the packaging along with the indication as
described of the undertaking responsible for the repackaging?

Is it only the risk that the consumer or end-user might be misled into assuming
that the trade mark proprietor is responsible for the repackaging which is of
significance in answering Question 1, or are other considerations regarding the
trade mark proprietor also relevant, for example

(@) that the entity which in fact undertakes the purchasing and repackaging
and reaffixes the trade mark proprietor's trade mark on the product’s
packaging thereby potentially infringes independently the trade mark
proprietor's trade mark rights, and that that may be due to factors for
which the entity that physically carried out the repackaging is responsible,

(b) that the repackaging affects the original condition of the product, or

(c) that the presentation of the repackaged product is of such a kind that it
may be assumed to harm the trade mark or its proprietor’s reputation?

If,inanswering Question 3, the Court finds that itis also relevant to take account
of the fact that the repackaging company potentially infringes independently
the trade mark rights of the trade mark proprietor, the Court is asked to indicate
whether it is of significance to this answer that the marketing company and
repackaging company of the parallel importer are jointly and severally liable
under national law for the infringement of the trade mark proprietor's trade
mark rights.

Is it of significance in answering Question 1 that the parallel importer which
holds the marketing authorisation and has indicated itself as being responsible
for repackaging, at the time of the notification of the trade mark proprietor
prior to the intended sale of the repackaged medicinal product, belongs to
the same group as the company which undertook the repackaging (sister
company)?

Is it of significance in answering Question 1 that the repackaging company is
indicated as the manufacturer in the package leaflet?’



20

Hacettepe HFD, 4(1) 2014, 215-238

By order of the President of the First Chamber of the Court of 31 January 2011,
Cases C400/09 and C207/10 were joined for the purposes of the oral procedure
and the judgment.

Consideration of the Questions Referred

21
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By its questions, which should be taken together, the referring court asks essentially
whether Article 7(2) of Directive 89/104 must be interpreted as allowing the
proprietor of a trade mark relating to a pharmaceutical product which is the subject
of parallel imports to oppose the further marketing of that product in repackaged
form on the ground that the new packaging indicates as the repackager not the
undertaking which, on instructions, actually repackaged the product and holds an
authorisation to do so, but the undertaking which holds the marketing authorisation
for the product, on whose instructions the repackaging was carried out, and which
assumes liability for the repackaging.

Orifarm, Paranova Danmark, the Czech and Portuguese Governments and the
European Commission take the view that those questions, as reformulated, should
be answered in the negative, while Merck and the Italian Government take the
opposite view.

It should be recalled, as a preliminary point, that under Article 7(2) of Directive
89/104 the trade mark proprietor's opposition to the repackaging of products
bearing the mark, in that it constitutes a derogation from free movement of goods,
cannot be accepted if the proprietor’s exercise of that right constitutes a disquised
restriction on trade between Member States within the meaning of the second
sentence of Article 30 EC (now the second sentence of Article 36 TFEU) (see Case
C348/04 Boehringer Ingelheim and Others [2007] ECR 13391, paragraph 16 and
the case-law cited).

A disguised restriction within the meaning of that provision will exist where the
exercise by the trade mark proprietor of his right to oppose repackaging contributes
to artificial partitioning of the markets between Member States and where, in
addition, the repackaging is done in such a way that the legitimate interests of the
proprietor are respected (see Boehringer Ingelheim and Others, paragraph 17 and
the case-law cited).

On the latter point, the Court has held that, if the repackaging is carried out in
conditions which cannot affect the original condition of the product inside the
packaging, the essential function of the trade mark as a guarantee of origin is
safequarded. The consumer or end user is not misled as to the origin of the products,
and does in fact receive products manufactured under the sole supervision of the
trade mark proprietor (see Bristol-Myers Squibb and Others, paragraph 67, and
MPA Pharma, paragraph 39).

However, it has also held that the conclusion that the proprietor may not rely on
the rights conferred by the trade mark in order to oppose the marketing under his
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trade mark of products repackaged by an importer amounts to conferring on the
importer certain rights which in normal circumstances are reserved for the trade
mark proprietor himself. Consequently, in the interests of the proprietor as owner
of the trade mark, and to protect him against any misuse, those rights must be
recognised only in so far as the importer also complies with a number of other
requirements (see, to that effect, Bristol-Myers Squibb and Others, paragraphs 68
and 69, and MPA Pharma, paragraphs 40 and 41).

It thus follows from settled case-law, in particular the judgments which the referring
court asks the Court to interpret, that the proprietor of a trade mark may not
legitimately oppose the further marketing of a pharmaceutical product bearing his
trade mark which has been repackaged by an importer who has reaffixed the mark if

it is shown that such opposition would contribute to artificial partitioning of
the markets between Member States, in particular because the repackaging is
necessary for marketing the product in the Member State of import;
it is shown that the repackaging cannot affect the original condition of the
product inside the packaging;
the new packaging clearly indicates the repackager of the product and the
name of the manufacturer;
the presentation of the repackaged product is not liable to damage the
reputation of the trade mark and its proprietor, which implies in particular that
the packaging must not be defective, of poor quality, or untidy; and

+ the importer gives notice to the proprietor of the trade mark before putting
the repackaged product on sale, and supplies him, on request, with a specimen
of the repackaged product (see, inter alia, Hoffmann-La Roche, paragraph
14; Bristol-Myers Squibb and Others, paragraph 79; MPA Pharma, paragraph
50; Boehringer Ingelheim and Others, paragraph 21; and Case C276/05 The
Wellcome Foundation [2008] ECR 110479, paragraph 23).

As regards the condition at issue in the main proceedings that the new packaging
must indicate clearly the repackager of the product, that requirement is justified
by the trade mark proprietor’'s interest in the consumer or end user not being led
to believe that the proprietor is responsible for the repackaging (see Bristol-Myers
Squibb and Others, paragraph 70, and MPA Pharma, paragraph 42).

As the Advocate General observes in points 34 and 35 of his Opinion, that interest
of the proprietor is fully safeguarded where the name of the undertaking at whose
order and on whose instructions the repackaging has been carried out, and which
assumes responsibility for the repackaging, appears clearly on the packaging of
the repackaged product. Such an indication, as long as it is printed so as to be
comprehensible to a normally attentive person, is such as to avoid the consumer
or end user being given the incorrect impression that the product has been
repackaged by the proprietor.
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Moreover, because that undertaking assumes full responsibility for the repackaging
operations, the proprietor can enforce his rights and, where appropriate, obtain
compensation if the original condition of the product within the packaging has been
affected by the repackaging or the presentation of the repackaged product is liable
to damage the reputation of the trade mark. It should be stated that, in such a case,
an undertaking which is mentioned as the repackager on the new packaging of a
repackaged product will have to answer for any damage caused by the undertaking
which actually carried out the repackaging, and cannot avoid liability by arguing, in
particular, that that undertaking acted contrary to its instructions.
In those circumstances, the proprietor of the trade mark has no legitimate interest
in requiring that the name of the undertaking which actually repackaged the
product should appear on the packaging merely because the repackaging is liable
to affect the original condition of the product and might therefore cause harm to
his trade mark rights.
Theinterest of the trade mark proprietorinthe preservation of the original condition
of the product inside the packaging is sufficiently protected by the requirement,
noted in paragraph 27 above, that it must be shown that the repackaging cannot
affect the original condition of the product. In circumstances such as those of the
main proceedings, it is for the holder of the marketing authorisation, on whose
instructions the repackaging has been carried out and who assumes liability for it,
to show that that is the case.
Merck submits, however, that it is necessary in order to protect consumers to
indicate on the packaging of the repackaged product the name of the undertaking
which actually carried out the repackaging. Consumers have an interest in knowing
the name of that undertaking, in particular where they are able under their national
law to bring proceedings not only against the holder of the marketing authorisation
but also against the repackager if they have suffered damage as a result of the
repackaging.
That argument cannot be accepted, however. It suffices to state in this respect that
it is clear from the wording of Article 7(2) of Directive 89/104 that the exception
in that provision to the principle of the exhaustion of the rights conferred by the
trade mark is limited to the protection of the legitimate interests of the trade mark
proprietor, the specific protection of the legitimate interests of consumers being
ensured by other legal instruments.
In any event, even it were supposed that the interests of the trade mark proprietor
coincide, if only partly, with those of the consumer, the fact remains that, as the
Advocate General observes in points 42 and 43 of his Opinion, the indication on
the packaging of the product of the undertaking responsible for its repackaging
enables the consumer to be sufficiently informed, from the point of view of trade
mark law.

It follows from all the foregoing that Article 7(2) of Directive 89/104 must be
interpretedasnotallowingthe proprietorofatrade markrelatingtoapharmaceutical

237



238

Cam

product which is the subject of parallel imports to oppose the further marketing
of that product in repackaged form on the sole ground that the new packaging
indicates as the repackager not the undertaking which, on instructions, actually
repackaged the product and holds an authorisation to do so, but the undertaking
which holds the marketing authorisation for the product, on whose instructions the
repackaging was carried out, and which assumes liability for the repackaging.

Costs
37 Since these proceedings are, for the parties to the main proceedings, a step in the

actions pending before the national court, the decisions on costs are a matter for
that court. Costs incurred in submitting observations to the Court, other than the
costs of those parties, are not recoverable.

On those grounds, the Court (First Chamber) hereby rules:

Article 7(2) of First Council Directive 89/104/EEC of 21 December 1988 to
approximate the laws of the Member States relating to trade marks must
be interpreted as not allowing the proprietor of a trade mark relating to a
pharmaceutical product which is the subject of parallel imports to oppose the
further marketing of that product in repackaged form on the sole ground that
the new packaging indicates as the repackager not the undertaking which, on
instructions, actually repackaged the product and holds an authorisation to
do so, but the undertaking which holds the marketing authorisation for the
product, on whose instructions the repackaging was carried out, and which
assumes liability for the repackaging.

[Signatures]

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:62009CJ0400:EN:HTML



