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ATIO®AZH TOY AIKAXTHPIOY
¢ 12nc NoeuPolov 1996

Ztnv vé0eon C-201/94,

mov €xeL wg ovuneipevo attnon tov High Court of Justice, Queen’s Bench Divi-
sion (Hvopévo Baotlelo), mog 1o Awaotriglo, ®ot’ epoguoyiiv tov dpboou
177 g ZvvOniung EK, pe v omoio Cnrelron, oto mAalolo twv Slogogdv mov
EXNQEUOTV EVATLOV TOV 0utoDvVTog Sivaotngiov petaEo

The Queen

HOL

The Medicines Control Agency,

ex parte: Smith & Nephew Pharmaceuticals Ltd,

%Ol UETOED

Primecrown Ltd

Ol

The Medicines Control Agency,

* TAdooo dodaolag: 1 ayyhw.
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SMITH & NEPHEW zat PRIMECROWN

1 éxdoor TEOSRAOTINYS OTOPECEWS WG TEOG TNV eounvelo. Tng odrnyiog
65/65/EOK tov Zvpfoviiov, 1ng 26mg Iavovogiov 1965, megl 15 moooeyyioemg
TWV VOUODETRMDYV, HOVOVIOTLR®OV %ot SLOKNTIKMV OLoTdEEWwY OXETRA UE TO
popponevind woonevdopata (EE ed. €xd. 13/001, o.25), émwg €xeL TOOTO-
mowBel, peraEd dAhwv, e Ty odnyia 87/21/EOK tov Supfoviiov, g 22ag
AexepPoiov 1986 (EE 1987, L 15, 0. 36), ®abds ®oL ®g TEOG TIS VITOYQEMDOELS
JTOV aQoQoyUv TNV Adela ®urRAOQOPLOS PUOUAHEVTIHDV LOLOOREVAOUGTOV,

TO AIKAZTHPIO,

ovyrelpevo amd toug G.C. Rodriguez Iglesias, [Ig6edgo, J. C. Moitinho de
Almeida, J.L. Murray (etonynt) »or L. Sevdn, mpoédgoug tpnipoazog, K. N,
Kanovgn, P.J. G. Kapteyn, D. A. O. Edward, P. Jann xor H. Ragnemalm, Sixo-
atéc,

yevirog ewooryyeréog: P. Léger
yooppotéag: D. Louterman-Hubeau, ®0gia vadAAniog Sowmioewe,

AapBavoviag vaoYn TG YQONTES TOQUINQY|OELS OV ROTEDETOV:

— 1 Smith & Nephew Pharmaceunticals Ltd, exmpocwmodpevny amné tovg Patrick
Elias, QC, wnow Christopher Vajda, barrister, eviohodoyovg tou dixnyoQirod
yoapefov Ashurst Morris Crisp, solicitors,

— 1 Primecrown Ltd, exmpoowsmovpevyy and tovg Michael J. Beloff, QC, xow
Andrew Nicol, barrister, gviohoddéyovg touv Sunyopwrot yoageioy R.R.
Sanghvi & Co., solicitors,

— 1 Kupéovnon tov Hvwpévou Baolhelov, exmgoowmovpev ané tov John E.
Collins, Assistant Treasury Solicitor, emxovgovpevo amé tov Richard Drabble,
barrister,

— 1 T'eppovinf] KvBéovnomn, exnpoowmotuevy amd tovg Emst Roder, Ministe-
rialrat oto opoonoviland Ymougyelo Owovoplog, »ow Bernd Kloke, Regie-
rungsrat oto [(BLo vmougyelo,
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— 1 Fodhur] Kupégvnon, exmgoommodpevry and tnv Catherine de Salins, vmo-
devOvvrora oty dievOuvon vourdv vmobBéoewy tov Ymovgyelov EEwteol-
ndv, now tov Philippe Martinet, yoopuotéo sEntegundv vmobéosmv otny (OLa
dLevBvvon,

— 1 Itohns) Kupégvnon, exmpoocwmovuevny amd tov Ivo M. Braguglia, avvocato
dello Stato,

— 1 Emtgonty twv Evpomaixdv Koivoifitov, exmgoowmmovuevy) amdé Ttov
Richard Wainwright, ®0gto vopuxd ovppovio, snow thyv Angela Bardenhewer,
uéhoc tne Nopinijc Ynneeoiog,

é&xovrag voyn v ExBeorn axngootnolov,

ool GrovoE TS TEOYOoOLrEs magatnetioels tns Smith & Nephew Pharmaceuti-
cals Ltd, exmgoowmovpévig and tovg Patrick Elias xow Christopher Vajda, tng
Primecrown Ltd, exmgoowmoupévnc and tovg Martin Howe zow Nicholas Shea,
barristers, tng Kvfepviioewg tov Hvopévou Baolkeiov, exmgoonmovpévng omnd
toug John E. Collins xow Richard Drabble, o t1g Emitoontc, EXTO00OTOVUEVTS
o6 tov Richard Wainwright, ®atd tn ouvedgloon tng 12ng Aexepfolov 1995,

ooU dxrovoe Tov Yevird eloayyehéo oV ovERTUEE TIC QOTAOELS TOU RATA TV
ovvedoioon g 301c Iavovagiov 1996,

exdideL TNV axndrlovoy

Andéopuon

Me diuaroEn g 4ng Moalov 1994, n omoio meQijhOe oto Aaotiigo ong 11
IovAiov 1994, to High Court of Justice, Queen’s Bench Division (Hvopévo Boot-
Aewo), vméPaie, nat’ epaguoyiv tov debgoov 177 tng SvvOixne EK, téooega
TEOBHOOTIRG, EQUTHUOTO W TEOS TNV egunveio Tng odnylog 65/65/EOK tou
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SMITH & NEPHEW xa: PRIMECROWN

Zvpfoviiov, g 26mg Iavouagiov 1965, meol tng mEooeyyloews Twv vopolbe-
TLADV, ROVOVIOTLRDV ROl SLoNTIXDV OLUTAEEWY OYETING [HE TO PUOUUAEVTLRG
loonevdopato (EE ed. éxd. 13/001, o.25), énwe éxeL toomonolndel, petogd
GAAwv, pe v odnyla 87/21/EOK tov Zupfovhiiov, tng 22ac Aexepfolov 1986
(EE 1987, L 15, 0.36), ®0L WG 7QOC TS VIEOYEEDTELS TOV aQOQoTV TNV ddel
KURAOQPORIOS TWV POQUOHEVTIRDV LOLOOKEVUOUATWOV.

Ta eggwtipote ovtd avéxvypov oto shalolo dvo diopoedv, medTov, petokd
¢ Smith & Nephew Pharmaceuticals Ltd (oto €Efic: Smith & Nephew), apevdc,
xoL TNG Medicines Control Agency (oto eEvjg: MCA) »on ing Primecrown Ltd (oo
€Evfg: Primecrown), opetégov, xal, Oebregov, PeToEU 1trg Primecrown %KoL TG
MCA, 6cov agopd 1 YoQ1ynon meog TNV Primecrown adelog eoaywyns evog
paQuoxeUTLnOD 10tooxevdopatos Pelyirtic mwpoeketioews, mwou @Egel v (Sio
ovopoofo pe éva mQolév yio To omofo 1 Smith & Nephew é£xer AaPer Gdeix
xwurhogoptog (oto eEric: AK) oro Hvopévo Baolheto xoL 10 0molo moQaoxevd-
Ceton xotémy ovpwviog pe v Buo enmyelonon mov xoofiynoe v adelo
eprogiog yua Tov TEOIOV TG Smith & Nephew.

H mowtn owtioroyinty oxéym tng odnylag 65/65 ogiler 6t «xd0e gv0OuLom otov
TOpéD TNG TAQAYWYNG KoL TNC SLavopnic TV POQUAREVTLRAV tOLOOHEVACUETWV
moémel vo. €xer wg Paowmd otéyo TN dwopvhakn tng dnpooiog vyelog». H
0ev1EQY] owtohoyiri| onépn ogller 6TL «o onomds avtéc mEEmeL va enttevyDel
ue péoo mov dev Oa epmodifouv tnv avamTuEn Tng oQuaxevtirc founyo-
viog oL TNV EUTTOQLO. TV PUOUAKEVTIXDV TEOot6vIwY evidg g Kowdtntogy.

To GpBgo 3 tng odnylug 65/65, mov elye epaguoyq ®OTd TO %QLOWO YEOVIKS
dudotnpa, oplCer 6t éva ogpoaneutind 0ooxevoopa dtvatol va tebel oe
wurhogoplo. oe xQdtog pérog pévov edv mponyovuévog €xel endobdel Gdeio
wuxrAopoglog amd v aguédia agyh tov ev Adyw nodtovg uéhoug. To dpbgo
1, mopdygopog 1, tng odnylog 65/65 dider tov €Efig 0QLOUG TOU QPUQUOXEVTL-
®0U LOLOOKREVAOUOTOG: «rA0E POQUONO TEHQUOHEVOAOUEVO EX TWV TIQOTEQWY,
mov tBetar oty wuxdogoplo vwd b ovopoofo xol oe €8] cvoxevo-
ofa». To Gebgo 4 g odnylag avtig megLhoufdver Tov ®oTdloyo TV TANQO-
pogLoxdv exOécewv noL eyypduv mov meEmel vo. guvodeliovy v altnon yio

™ xoefynon AK.
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To dpBoo 5 tng odnylag 65/65 opilel 6t m AK «dev Ba yopnyeitar epooov,
peTd omd emaAi|0suon TV TANQOPOQLUKMY EXOECEWY HOL TOV EYYQAPWVY TOV
amaLlOpotviar oto deBgo 4, ouvoybel 611 TO LOLOOKREVOOUA, VIO ARAVOVINES
ouvOfires yofioewg, eivar emiPhaPéc 7 Ot 1 Oegaumeviiny evéoyela tov tdLo-
OHEVAOPOTOG elval ovimoerTn 1) Oev artiohoyelton emaQxdg omd Tov awTovvio
1 6w to loonetoopa dev Exel T Onhwbelon wolotny xol woootny aUvOeo.
Ouolwg, 1 ddeto wurhoopiag dev o xognyelta, EPOToV 1 TEXUNEIMON %o oL
TANQooQLoKEs enBEoels OV TEooxoulfovtoL TEOS VTOOTHELEY THS QLTHOEWS
0ev avrosoxgivovtol Tog Tig SLaTdEES Tou G.eBgou 4».

Tnv 1In Iovovaplov 1995 téOnxe oe woxd €vo véo HOWOTLKG CUOTNUO OTOV
wopéo tne AK, notémv tng enddéoewg tng odnylas 93/39/EOK touv ZvpPou-
Aov, tng 14ng Iovviov 1993, yio v TQOTOTOMNOT TWV 00NYLdV 65/65/EOK,
75/318/EOK now 75/319/EOK oOxeTnd PE 10 QOQUOHEVTIRG LOLOOHEVAOUOTO
(EE L 214, 0.22), now tov novoviopot (EOK) 2309/93 tou Zuvpfoviiov, g
2205 Tovhiov 1993, yia T O€omion nowvoTLRdV SLodLHOOLDV EYROLONG KO ETO-
nTelog TV POQUOKEVTIXMV TTEOIGVIWV Yo ovOQ®MITLVY] HoL RTNVLOTOLRT KOTI0M
%O Yio TN 0U0TO0N EVQWTAIXOU 0QyaviopoD yio TNV aELOAGYNOT TWV PUQUa-
revTn®dv seotévrwv (EE L 214, o. 1). Iaviwg, Aéyw tng nuegopnviog vmopfo-
Mg tng entdinng autfjoewg AK, ou dwotdEelg autég dev €xouv epaguoyr otnv
vrté0eor g ®nloLog OlxMc.

H MCA eivar 1 aguédia agyf yio T xogrynon twv AK oto Hvopévo Baot-
Aeto, olppova pe Tig eOvinéc OLaTdEelg Yo T pETOQOEA TNg odnylag 65/65
oto eBvind dlxouo.

H MCA odnpooievoe eyrvrAlovg wg ®OC TOV TEOTO VIOPOATC TwV OLTHCEWV
odelog nvxhooplag 1y maQOAANAMG swooylpeva dopoxna. O eyriUxAloL
ovtég pégovv v €vdeiEn MAL 2 (PT) o tov T(tho «Notes on Application for
Product Licences (Parallel Importing) (Medicines for Human Use)» [Avoxolvwon
oxeTnn pe Tig OUTfioelg xoonynoews adelog yio oQopévo meoldv (magdhinin
gwoaywyt) (pdoupoxo mpoogliéuevo yio. xe1fon amd tov GvBgwmo)]. ‘Ocov
oPOQa TA (POQUANEVTIXA LOLOoOREVAOpNOT, TO €yyeagpo MAL 2 (PI) ogitel 61t
yioo v mpdxerton meQl «mapdAMANS ewoaywyisy meémer va mAngolviow §vo
6gol: 10 mEoldv vo. vronertar o AK evidg tov Hvopévou Boaaokelov xow o
ortdv vo emOupel vo ewoaydyer omd Ao nEAtog PEAOS TOQOAACYY TOU
mpotévrog owtod, yi Tto omofo £xer Mon xoonynOsl AK and diho xpdtog
uélog. v meplmrwon avtd, 1 MCA axolovBel pio amhovotevpévy dradino-
oo outrioewg, v nohovuevn «duadiwaoio PL (PD)». Zto mhaiolo tng Siaduno-
otag autrig, 1 omolo elvon yevirdg tayxttegn ond 11 dadiracio tng odnylog
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65/65, o artdv v AK mpémer va mopdoyelL Aydtepa otorxela amd T AmoL-
tovpeva yuwo T aftnorn mov viofdiietal Baoel g odnylag 65/65. Ilgoxel-
pévov va vroPAnfel ommv aslovotegn autiy Owodinoolo, TO QPOQUOXEVTIHG
looxevoopa ménel vo mAngol mheloveg mpoiimoBéoelg, dnhady, petaEd Gh-
Aov, va €xer magaonevaolel amd Tov TOQUOREVOOTT] TOV TTEOL6VIOS To 0molo
rohvmretol and 1) xoenynbeloa evidg tov Hvopévov Boaalkefov AK, 1 pe v
gyroLon} Tov 1j omd pélog tov L8iov OpiAoy ETAUQLOY LE TOV TAQUOREVUOTH TOU
EOI6VTOG, To omofo xalUmteTal amd TN YoonynOeico evidg tov Hvopévou
Baotkefov AK.

H Smith & Nephew egumogeletol 10 QooUOxeVTIXG WOLooredoopua «Ditropan»
oto Hvopévo Baothelo, notdmiv ovpugpuviag ovvapleioog to 1982 pe v ape-
ouovirt] etouplo Marion Merrell Dow (oto €Efig: MMD), »ou €xeL avadéoer tnv
magaoxevt} evios tov Hvwpévov Baothelov otnv Boots Pharmaceuticals Ltd. To
Ditropan meguéyel €va evegyd ovoTaTiNG OVOUUTOuEVO oEufoutivind vdooyhw-
o(do0, To omolo yemowpornoleltol yio. T Oggamelo OQLOUEVOV HOQYAV axQd-
TELOG 0VpwV. ATG T Otdtokn megl mogamopntic mEoxvTeL 6Tl 1 altnan YL
™ yoefiynon adelog moaypatomolfjoews *Avixdv doxudv Goov apogd To
Ditropan, petd tv omolo vmofMiOnxe altnon ywa ) xogfiynon AK, ool
Cotav oe dedopévo now Ao otouyela mov elxe mopdoyer 1 MMD. H aftmon
avtr] vroPAriOnxre otv MCA amnd tn Smith & Nephew 1o 1982. Emedi 1 MCA
Oepmoe 1L T oToLKElol autd Titov avemaprt}, Wlwg 600V Aol TNV ovayxn
vo. amodety0el otL to mEoldv dev elvor evdeyouévmg xogrivoyévo, 1 Smith &
Nephew vmoyed0nne vo TQAYUATOTOLOEL CUUTANQWUATIRES HALVLREC PEAETEC
HOL, HOTE TO OLTOUV OLXAOTHOLO, VO TQOIONOLCEL TOV TUMO TOU (POUOUUKEVTL-
#0V LOLOOREVAOUATOS O OXEon pe To iooxrelaopua mov wogoydtav ot Hvow-
uéves ITohrteleg amd v MMD. Yn6 tig ovvOfres avtég, 1 AK xoonynonxe
ot Smith & Nephew péhic tov Iavovdglo Tou 1991.

Zug 8 OntwPelov 1992 m Primecrown vnéfale altnomn yio ) xoeijynon odelog
rotd ) dodiraoio PL (PI), mooxepévou vo pofel oty magdAAnin elooywyn
sagadloyfic tov Ditropan, mwiotuevyg ot I'odMo amd ta Laboratoires Debat.
H aftnon avti] amopolpOnre oné tqy MCA ue to onentuxd 6t dev veplotato
xovévog ovvdeopog petald trg Smith & Nephew xon twv Laboratoires Debat.
Z1n ovvéxela, M Primecrown vaéPake, ong 22 defoovoplov 1993, omv MCA,
véo, aftnon yw ) xoenynon adelog notd ) Swadwmacia PL (PI), pe oxond v
elooyyh ®ot TV stdAnon oro Hvopévo Baaofhelo tov Ditropan to omolo gusto-
gevétav oto Béhylo 1) Marion Merrell Dow Belgium (oto eEtjg: MMD Belgium),
Baoer Perywniic AK.
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Me é&yyoago trg 28ng Iouviov 1993, 1 MMD emiofjpove 61t Ogv UitoQouvoe Vo
eyyun0el 6Tt ton Endoyo OV YENOWOTOLOBVTA YLO. TO TOQUOKEVALOUEVO OTO
Béhyio Ditropan fitov TavopolOTUTTO. PE OUTE TTOU YO OLUOTOLOTVIOV YIOL TO
nmoaoxevolopevo oto Hvopévo Baothelo.

Evtottolg, o 6woplolelc and tnv MCA QOQUOHEVTIROS EUTIELQOYVAOUOVAS, UE
gyyoopo to omoio vméypoye otg 8 IovAiou 1993, noatéAnge 61l To Pehyréd
Ditropan elxe tnv (8o obvBeon pe To Ditropan tng Smith & Nephew.

g 24 Avyovotov 1993 1 MCA yogfynoe tnv artnOeioo amd tnv Primecrown
adeln, OewpdvTog, ex TAGVNG, OTL VPIOTOTO O GITALTOVUEVOS YLOL TNV EPOQUOYT|
g owadinaoiog PL (PI) odvdeopos ueta€d tng Smith & Nephew xol tng MMD
Belgium. H MCA £xpive 6t modyuott dev avéxrvite novéva meloPAnuo dnué-
owag vyelog oty véOeon exnelvy).

Me éyypago tng g Zemreufoiov 1993 mpog tnv MCA, 1 MMD emofjuove 6tL
yvowoiCel pev xoL eA€yxer To YOQOXTNQLOTIXG TOU IJTOQOOREVOLOUEVOU OTO
Bélywo Ditropan, Oyl GG ®OL TO. OQUKTIQLOTIRG TOV TOQACREVOLOUEVOY OTO
Hvopévo Bagotlewo Ditropan. H MMD, vroypapuiCoviag 6t 1 Smith & Nephew
oroteAel vourd medowo ov Oev oviixelL otov Opho etougidv MMD, OLev-
®noivioe 6tL elye mpounOedael arn Smith & Nephew pévo to ovoratind oEufov-
Twiré vdpoxhweldio. Kotarjyovrog, emofjuove Ot aduvotovoe vo emiPe-
Bowboer 6tL TO XOQARTNOLOTIRG TOV TOQAOREVOLOUEVOU 010 Bélyio Ditropan
fiTov TOVOUOLOTUTIO. UE TO XOQOXTTQLOTING TOU Topaoxrevaiouévou oto Hvo-
uévo Bagothelo Ditropan.

€25 ex tovtou, 1 MCA, agol mAngogogtidnxe 6t 8ev vpiotato xavévag oov-
deopog, amd ) oxomid g Owadikaciog PL (PI), peta&d ing Smith & Nephew
®ar tg MMD Belgium, duonotyov g AK yio to Ditropan oto Béhyo, omé-
ovge TNV Gdela mwov elye xoeNyfoeL otnv Primecrown.
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SMITH & NEPHEW za PRIMECROWN

2xig 26 Iovouvagiov 1994 to High Court emétgeye otn Smith & Nephew vo
vitoPaleL TEOOQPUYT] arVEDCEWS ROTO TS amo@doewg g MCA, g 241n¢
Avyototov 1993, pe tnv omolo yoonyfHOnxe otnv Primecrown 1 Gdelo elocym-
v Tov Pehywot Ditropan oto Hvwpévo Boothewo. H Primecrown Critroe omnd
to High Court, Péoer Tov Medicines Act (vépov mepl pogudxwv) tou 1968,
GpOpo 107, mopdyoagog 2, vo oxvgdoel v andgaot tng MCA mepl avo-
wMjoewg g adelog,

Y6 g ouvlireg avtég, oL 0vo owvtés dogpopés vrofAOnrav oty xelon Tov
ortotivrog dtmaotngiov. To aitolv duwooriglo, goovdviog 6tL 1 Exfoon twv
vroBéoewv eEaptdroL and TV epunveio Tov zowvotikol dixalov, viéBale oo
Awxaotijglo ta andhoulo TéoooeQe TEOBLRAOTIRG EQUTIUNTOL

«1) AwonoUtoL o emiyelpnon, 1 omoto diobéter ddeio nurhogoplag, xoenyn-
Oeloo olpgwva pe TNv odnylo 65/65, Yoo RATOXUQWUEVO UE OTjLO. POQUO-
®EVTHO LOloonetoopo (mmeoldv X) va smuadeotel Tiv odnylo 65/65 o,
eldndtepa, to Gdgo 5 authg evdmiov eOvixol OuooTneloy, TQOKEUEVOU
va appLofntiosr to wigog (row va Cnrfoer Ty anlowar) GOeLs xuxrho-
poolug xoonyndeloag oe oviaywvioToLa ETMLLEQNON VL0 QOQUOKEVTLRG LOLO-
onevoopo wou el tnv (S ovopoaia (stgoiév Y);

2) Avvator 1 oppédia agyr tov xpdtoug pEAoug A va yoonyfoel ddewo
nurAooolas y to meoiév Y, tov omofov Cnreltar m eloaywyh amndé to
xngdrtog péroc B, evd to mpoidv Y dev mogooxevdleton ond 1o medowmo
mou OLadéter tnv ddelo xurhooglog eviég Tou npdtoug péhoug A (1 vmd
tov €heyxo outod) N and péhog tov dlov oplhov etaugldv (| v Tov
éheyxo avuTov);

3) e meQlmTwon ROTOQUTIRYG OITOVTNOEWS OTO EQ@TNUQ 2,

0) TmoLEs mEOoUTOOEoEL; TEEMEL VO TANQOTVTIOL (BOTE TO ®EATOC UEAOS A va
pitogel va yopnynoel Gdewo xunhopoplog Yo T OOV Y xal, edind-
TEQQ,
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B) moito otouyelo moémel vo OLab€teL TO %QATOC PEAOS A OYETMA ME TO
wEolov Y, mooxewuévou 1 cguodio agyr vo yognyriosl ddelo xuxrhogo-
olag Yo To mEOLGY AUTO;

Y) notd méoov pmogel 1 cguodia oyt vo Adfer véyn To otouxeln mov
mopéyovial and Tov Owmonovyo s adelac wurhopoglog TOU TEOIGVTOG
X, epéoov dev €xel sagéhOeL To yoovird didotnua tov dgbpou 4, magd-
yoogog 8, Tng odnylag 65/65 (6mwg €xeL TeomomoLnOel);

d) umopel n apudda apyh va xoenyfoer GOeL KUXRAOPOQLOS YLo TO TQOIGV
Y, tov omofov Intelton 7 ewgaywyr, epocov dev €yer ouynplvel Tig
modypatt epaguoldpevec pebédovg magoorevric Tov mEOLGVIog Y e
0UTéG TOU TEOLOVTOG X;

4) Emneedler TNV OmAVINON OT0 £QWTHUOTE 2 ®OL 3 TO yeyovlg OTL oL
ouarovyol adewdv wurhopopiog yia to mooidvio X not Y eviig Ttou xQd-
Toug péhovg A nou tou xmgdrtoug pélovg B, avilotolywg, elvar xor ol dbo
dutarovyol adeldv epmoglag mov Tovg £xeL magoywerioet 1 (dio emyelonon,
edpetovoa exntds g Evgwnainiic Kowvdintag»

Eni Tov deutégov ot Tov Toitov gowtTiipotog

Me t0 8¢0TEQO %OW TO TELTO EQMTNUA, TO omolo mEémeL vo. eEetacBoiv mphta,
TO UTOUV dKOOTHOO EQMTA ®at’ ovotov UMb moieg mEoUmoBEécels 1 oouodLa
oy nedrovg péhovg pmopel va xoonynioet AK yio poaguoxevtind dooxneva-
oua, tov omofov Tnrefton M ewoaywyq omé dAho xQdtog UELOG, EVIOG TOV
onofou to LiLoonebaope avtd rnohvmtetar and AK, tn onyus] mov 1 aouédia
0px7 Tou %pdtoug péhovug eloaywyns £xer 7idn yoomnyhoer AK vumég dhhov
QUOROAEVTLXOD OLOOREVAOUATOE HOoL TO. OV0 LOLOOKEVAOUATO TOQATKEVALO-
viar amd aveEdotnto medowra, Paoel ovppwviog cvvogleioas pe Ty dwo
emLyelpnon 1 omola. Ttoug xoEnynoe Aadela enmoglog.
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Koatogydg, moémer va vmopvnoOel 61t 1 odnyla 65/65 éxel, olpupovo pe Tnv
ety ®on TN deldtegn ortoloynt] g onéYn, g ouoLdON oxomd vo dLaoo-
Aoel 61, ®otd T OLG0e0n OQLOUEVOU (QUOUUKEVTLROTU LOLOOKEVAOIOTOS OTHV
ayopd, M Owptragn g dnudoiag vyelos Bo eEaopariletar pe péoa mov dev
0o epmoditouv TV avdamTuvEr g paouoxevTixic Pounyaviag xot To euméoLo
TOV QOQUAKEVTIRDY Jeotdviwv eviog tng Kowédtntag. Ilgog tovto, yio T
yooriynon AK m odnylo amortel vo mpooroplletar oelpd oxngpdv xoL Aewto-
pepdv eyyodpmv xoL otouxefwv, OrOUN HOL av TO &V ASY® QPUOUUXEVTLHO
rooretoopa xardmreror ond AK yoonynOeioa amd v appddia agyy dilov
updToug HEAOUG.

Evtoitow, M meootaoia tng dnuéoiag vyelag, tnv omola emdudueL 1 odnyla
65/65, dev Ouororoyel téao peydAn avotnedinta xagd udvov Gtav mToHETOL
YLOL QOQUOXEVTIRG OL0oXeVdopaTa oy OwatiBeviol otV oyopd YLo. mQEMTY)

QOQA.

Q¢ ex tovutov, oL dlatdEelg trg odnylag 65/65 mov agogotv T Siadiraocia
yoonynoewg AK 8ev pmogoUv va €Oouv EQOQUOYY OF (POQUAXEVTIXS LOLO-
onedoopa, to onofo nalimteTon and AK evidc opLopévou xgdtoug Héloug not
Tov omolov 1 ewooywyr] o GAAO %QGTOg WEAOG oUVIOTA TOQAAANAN EwoaywYY,
og ox€0n He QoguoxevTind LOlooneaopo To omolo xohdmrtetor fidn and AK
gvtég tov Oevutégou xgdrovg péhovs. IMpdypotl, oy meplntwon avuty To EL-
oayouevo aguaxevtind Wlooxredoopa dev pmoel vo. OewenBel 6t diatiBetTon
oOTNV ayoQd yio mEMTN QOoQd EVTOS TOV HQOTOUS PEAOUC ELOOYWYNG.

210 mvedpo ovtd, 1o AooTholo, pe TV omépoon g 20t Maiov 1976,
104/75, De Peijper (Zvhhoyrj tépog 1976, o. 241, ounéypeig 21 xow 36), éxgive O1L,
ov oL vyelovorés agyfs tou xEdTtovg pélovug elcoywyiis Owadétouv 1o,
ROTOTLY TEONYOVUEVNG ELOAYWYTIC, OAES TIG PaguoxevTinés evOelEels oL omoleg
aooltv To eV ASyw @douoxo ®oi €xouv %neilel amogaltntes yio tov €Aeyyo
g amoteheopaTRéTTag *oL Tov afAafoilc tov pogudxov, dev elval ovo-
yrafo, yio. TV pootooia tng avOpdmivng vyelag xat Lwrig, Vo aaLTHooUV oL
ev Aoyw oyéc oamd tov Oevtego emLyeleMuotion mov swnjyoye €vo nobola
6poo gdopaxo 1 évo @dopuoxo tou omofou oL Siapogés dev €xouv xrapia
OegaueyTirt eN(MTWOT VO TOUG VIOPGAEL EX VEOU TIS avotépw evOE(EELG.
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YmevOvpiCerow 6tL, otn onéyn 10 tng amopdoewg De Peijper, to AwaotiigLo
eEftace TV mwEQ(NTWON EVOC POOUUREVTIXOD LOLOOREVAOPATOS TAQOOREVALO~
uévov notd opopopyr diadiraoio, pe gogdc xabogLopévr moLoTLv oL
TOOOTIXY] OUVOEDT], TO OMOl0 HUKAOPOQOVOE VOUIWGS EVTOE TAELOVOV %QOTHV
uekdv, dedopévov 6Tl oL ATOLTOVUEVES a6 TIC VOUOOESIES AUTdY TWV HQOTOV
neAdv ddeleg #vnhogoplog Y To TQOLGV autd Efyov XopnynOel eite otov
moQoonevaoty| efte otov vrevbvvo yio T OLdOeon Tov mEOIGVTOS OTO EUTG-
0L0. AVT6 TO QOQUOAEVTIHG LOLOOKREVOOUC HTOV HOOOAO OUOLO UE POOUAKED-
TIHG LOLOOHREVOOUO Yi0 TO OO0 OL VYELOVOULKES OQYES TOU HQATOUC UELOVG
elooywyric OuéBetav Mdn €yyoopa oxetvd pue T néBodo TAQUOKREVTC, KOODG
%OL UE TNV JTOOOTLHY] ®OL TOLOTLXY] oUvOeon, To omolo toug &lxav vmoPinOel
TQONYOUREVIS GTTO TOV TOQUOKEVAOTH 1] TOV EEOVOL0D0TNUEVOD ELCAYWYED TOV,
7EOC OTHQILEY ouTioEwg Yyio. T Yoefiynon adelog epmopiag.

EEaAov, to emfpoxo otnv um60eon exeiv) QOQUOXEVTIXG LOLOOKREVEOUATO
elyov TOQUOHEVAOTEL otd ToV (L0 GULAO ETOUQLMDY %O, OUVETHG, EfYov %oV
TQOEAEVOT).

H voupoloyio. ovt] Uwogel vo eQOQUOCTEl OF TEQUITMOELS OmWG M EMUaYT
otnv wogiol 8inn, otV omofo wESGHELTOL TEQL OVEEQQTHTWV ETAULQLHV TTOV TTOQA-
YOUV QOQUOHEUTIXG LOLOOKEVAOUATO, TO omole Egouv mg otoixelo nowvrg
MEOEAEVOEWS TO YEYOVOS OTL TOQUOXEVALOVTOL RATOTLY CUUQOVIOV UE TNV
(dua emyelonon m omolo XoEYynoe Tig Gdeleg eumogiog. Ilodyuott, oe diago-
QETINY] TEQIMTWOT), OL ovpupwvies avtés Oo pmopotoav vo odnyfoovv oe OTe-
yavomoinon Twv edvindv ayopdv TV dopiuv #ooThv pHehdv.

Emonpaiveror eEGAov 6tL 1 aguédio. 0oy} Tou xQATovg UEAoVS eloaymynig
spéneL emiong vo eAEyEel av to 000 POQUAKEVTING LOLOOHEVEOUATO, LOAOVETL
Oev etval xa66ho GpoLa, TOQUOHEVAOTNHAY TOVAGKLOTOV GOUPOVO. UE TOV (dLo
TOTO %Ol e TN XETOM TOV [S10v eveQyol® cuotoTinoy %o, EMITAEOV, £XOUV TO
iduo BegumevTindg amoTEAECUATOL.

ITgog Tovto, N aeuédia agyf Touv #edToug PEAoVS eloaywyns Uitogel va Aafet,
OTWwg VITOYQOIMMOE TO AKaoTtiglo otn ouéyr 26 g moomogarefelcac amo-
@doewg De Peijper, vopoBeTind %o dtoixntind pétoa wovd va eEavayrdoovy
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TOV RUQUOXEVHOTY 1| Tov €Eovolodotnuévo avTiméomnd Tov 1§ TOV RGTOYO
odefag epmopiag Tov owelov Qogpoxevtirol WLlooxevdopnotog vo virofdhovv
o otoyela To omofo SiaBétovv %on ta omolu 1 agy} auti Oewgel avoyxala.
EEdAlov, 1 couodio 00yt [wogel va eAEyEeL Tov @axelo mov xatotédnxe gto
mhaloto g auwtijoews yio th xoptfynon AK tov 1dn eyxpl0évtog (qpoQuUanrEy-
TR0V LOLOOREVACKUTOC.

Télog, 6mwg £xer O emonudver To Awxaotiiolo pe ) oxéyn 27 NG TEOMA-
oatefeloog amopdoewg De Peijper, pior amAiy] ouvegyooio petad Tov agydv
Tov %patdv pehdv 0o toug mogelye T dvvardtnta va sgopndevioldv T
omaQalitnTa Y Tov EAeyX0 EYYQOPOL.

Edv, pe tov OeEoy0évia €heyyo, M agpodia oy’ Tou ®QATOVS UENOUC ELOO-
yoyiic Olamotdoet 6tL mAngovvror hec ot ovwtégw dwatuniwOeloeg mooio-
0éoelg, TO TEOC ELOAYWYT| PUOUOHEVTIHG WOLoonelopa mEémel va Oewonlel 6Tt
éxel 1107 dioteBel otnv ayopd eviog TOU HQATOUG UEAOUG ELOAYWYNG %alL, ®OTd
ouvénela, moémer vo xalvmtetar and v AK mou yxoonyniOnxe yioa to 16m
VQLOTGUEVO OTNV OyoQd qapopoaxevtind Ldrooxnelicopa, entdc av TovTo JTQO-
0%QOoVEL 08 AGYOUG TTOV O.POQOTV TNV CITOTEAEORATIXY TQooTaaio g ovOod-
mivng LoMc xon vyelos.

e meplnrwon émov 1 aguddio e0viny) apyr} SLamoTdoer GTL TO JTQOC ELOAYWOY
paguonrevtird Wiooxkevaopo dev mAngol Siec T mpoovagepleloeg mpoimo-
Ofoelg nou, natd ovvémela, 0ev pmoQel vo. OewonBel 6Tl O nuxhooeel oty
oyopd &viéc Tou npdtoug pEloug ewoaywyfic, M axy avty Oev pmopel vo
xoonyfioer ) véa AK mou omorteltor yio Tty gumoglo. TOU TTQOC ELTOYWYY|
Oroonevdopotog, magd pévov av mAngovvrol ol mpoimoBéoels Tng odnylag
65/65, 6mwe €xel toomomotnOel pe v odnyla 87/21. Zuvapds, vnevOuplleTon
61L M €Eovola exTuioews NG apuddLlog aEYig evOs ®edtoug uéhovuc, evidc Tov
mAiawolov e odnylag avtiic, elvar mohd megiogiopévr. H eEovalo ovtr Oev
meguhapfdver oe xnaplo meglmrwon 1n duvoatdtnio xoonyroewg AK, nat’
EQOOROYT Tov doBgou 3 tng odnylog 65/65, epdoov dev €xouv umoPAndel 6l
ta otoryelon Tou deOgov 4 ng odnylog owtrig »ow dev €xouv mooyportomomOel
oL doxnipés. H AK avti] pmogef va xognyeitar pévov oodxlg amodetnvietol 6t
éxouv tnendel Shec oL vmoxpedoels tig omoleg mooPAémer to dpOgo 4 (BA.
andépoon g 5Sng OxntwPolov 1995, C-440/93, Scotia Pharmaceuticals, ZvAloyi
1995, ©.1-2851).
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Zyvende, avufaiver otnv odnyla 65/65, 6mwg £xel teomomotOstl ue v odnylo
87/21, M exn péEouc TNS QUGBS OEYXNG HOL OTO TAOLOLO OCLTHOEWS YLoL TN
xooriynon AK, epnimtovoog oto medlo epoguoyns tng odnylas ovtic, xefon
TV oToelwv mov €xouv vmoPfinOel amd aveEdointn etouglo mEOg OTNELEN
ouTHoEWS Yo TN Yoehynon AK dilov @oguorevtiro? LOL00HEVAOUOTOS, Xwols
™V EynQLom Tng erougliag avTic.

Amd to mgoentediva moorvmteL OTL, 00dxIs 1 apoédia agyf xodroug uéhovg
OLomLOTMOVEL OTL OQLOPEVO PAQUOXEVTING LOLOOKEVOOUO. VLo, TO OTTOl0 €XEL OQN-
ynOel AK eviég dAlov xpdtovg KELOUG HOL OQLOUEVO QUQUOXEVTIHG LOLO-
oxevoopa yioo To omofo £xer avth 1dn xoenynioer AK magoaouevdlovial omd
aveEdotnteg etaigleg, ®aTtoémV cuupwvidv Pe TV Blo emLyelonon mov Toug
xoonynoe v Adelo Eumoglog, *oL 6Tt To. 010 OUTE POQUAKEVTIRG LOLOOKEVA-
oporta, ¥wels vo elvor zaboha Gpown, Exovv TovAGoTov Ttaguorevaodel odp-
pwvo e tov Bto THIo %o UE Xe1ion tov (Bov evepyol oUOTOTLHOD, EMLITAEOV
og, éxovv to (S0 BegomevTing AmOTEAECUOTO, 1} 0QXY] CUTH OgelheL va wod-
OXEL OTO ELOOLYOUEVO (POOUOHEVTIAG LOLOOHEVOOUO TO EVEQYETNUO OUTHS TNG
AK, extég av autd mQoorQoUEL 08 AOYOUS TTOU OPOQOTV TNV OTTOTEAECUOTIXT
mpoartooia tng avlgdmivng Cwfg #oL vyelog. Xe meglmtwon 6mov N aguddio
00YY] KOTAAHEEL OTO OUNMEQOOUO OTL TO TTQOC ELOUYWYT (PUOUOAEVTIHG 1OL0-
onevOop0 OEV AVIOTOXQIVETOL OTO TQOOVOPEQDEVTO noLTHoLY, OrtaLtelToL véo
AK. H AK avutf pmogel vo yoonynOel pévov epdoov mAngotvial oL Toimo-
Oéoelg Twv aBowv 3 xaw 4 tng odnylog 65/65, dmwg €xer ToomomoinOel ue Tnv
odnyla 87/21.

Eni tov terdotov ggotijuatog

Me 1o ggdTnua owtd, TO ALtovV OLXaoTHOLO0 EQWTA ®OT’ ovaiov OV TO YEYOVOG
6TL OL GOELEC TWOQUOKEVNIC YLO. TO (QPOQUOKEVTLXG LOLOOAEVAOUOTO EYOUV EV
moneluéve xonynoel and to (Bto voprd mEOCWIOo, EYRAUTECTNUEVO EXTOS TNG
Evgwmoizfic Kowvotntag, enngedlel 1 dobeloo moonyoupévog amdvinon.

Y6 10 @pwg Twv omoviiioewv oto 8eUTEQO ®0L OTO TEITO EQMTINUA, QQXEL 1
maQaTienon 61l To YeYovég OTL 1) ETLYElQNON OV X0Q1YNoE TNV GOEL0 EUTTO-
ofas yio Ta 8U0 ET{UONA POQUAXEVTIXG LOLOOKEVAORATO ELVOL EYROTEOTNUEVY
entoc g Evpwmaixts Kowdtnrog dev ennpedlel v mgonyovpuévag dobeloa
OITAVTNON.
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Eni Tov modtov sgotijpertog

Me 1o epdtnpa autd, To owtovv OLraotigio gowtd %o’ ovclov Oov 0
dumanobyxog tng agyuniis adelag, 1 omolo xoenyionxe ®xoTd T ovvi|dn SLadi-
noolo tng odnylog 65/65, pirogel vo emnakeotel tnv odnyia, 1Blwg de To
ap0go 5 avtiig, oe Oinn evdmov eQvinod dnaotnoiov, ROTA TNV OmOlo ApEL-
ofinrel To nugog adelag mov xoprynoe m aouddio dnuéola oEYN OE aviayw-
VIOTT| TOV, YLO. QOQUOXEVTIXG LOLOOKEVOONT TOV PEQEL TV (Ol ovopooia.

YrevOvulletor 611 o Awootiiglo, pe v andpoon g 26mg Iavovagtov 1984,
301/82, Clin-Midy x.Am. (Zvlhoyi 1984, o.251, oxéym 4), Otevnplvioe Ot oL
duatdEelg g odnylag 65/65 mov noBopifovv Tig mEovmoBEcels Yoo T1 Yoo~
ynomn, ovaotodr] 1 ovdxAnon tneg AK, xou diwg to deboo 21 avtiig, elvol
OVETLQPUAUATES HOL 0QROVVIWG OQQElG OTE TO EVOLUPEQOUEVO TRGOWTIA VO
UTogolv vo TS emrOAOVVIOL evdmlov TV eBvindv Ouaotngiwv, evovtiov
#a.0e vopoBetntig, novovioTirig 7 OrotknTixtg dtatdEewg Tov eBvinov dixalov,
aoupBifaotng meog v odnyla.

Mohovét 1 moomagotedeloo amdpoorn Clin-Midy #.An. dev avoagpépel ewdindg
to GBgo 5 ng odnylog 65/65, emonualvetal &1L t0 GgBQo avtd elvol avemL-
QUAOATO %OL QQUOUVTIG COPEs Dote vo Umogel vo meoPAn0el evdmov twv
eOvindv dunaotnolwy, pe oxomd v apgofitnon pog AK mov xopfynoe 1

oouodia agyh.

ITavtwg, enltxinon Twv dratdEewv g odnylog 65/65, 6mwg £xeL ToomormoLnOel
pe v odnyla 87/21, pumopel va ylvetor pévo mooxeévou va apgLoBnmdel to
®nvgog adelag yoonynbeloag Paoel Tng odnylag ouTyg.

Zvvendg, moémer vo 000el 1 amdvinon 6t o Swmawovyos e ooxrfg AK,
xoonynOeloog natd T dadiwaoio g odnylag 65/65, pmoel va emxorecOel
TS OLatGEeLs g odnylog autig, 6mwg €xel toomomolnOel, petaEd dAlwv, pe
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v odnylo 87/21, nou, edndteQa, To dEBEo 5 tng odnylag 65/65, oe dlun
evidmov €0vinov OLxooTnelov, TEOKELWEVOY va. OupLopnTiioeL To #wigog adelag
OV XoENYNON®E omd v oouddia oyf, Pdoel thg odnylog 65/65, 6mws £xel
Toomoowm0el, og avrtoywviotyi Tou, Yo LOooxEVAORO TOU @EQEL TNV (Ol
ovopaoia. To (B0 toyler oodxnig meoxerTon mepl adelog 1 omolo YoeNyHOn®e
oto mhoiowo GAAng, Oeomiopévng o eBvind emimedo, diadnooiog evd Empeme
va. €xeL xoemynoel Paoel tng odnylog.

Eni tov dunaotindv eE60my

Ta £50da oo omola vofAOnxov 1 Kupéovnon tov Hvopévov Baothelov, n
Teouovint], n Fahhud wow n Itahxt KuPéovnorn, xabdg »or n Emitgonyj twv
Evgpwmaindv Kowotiitwy, mov ratébecov mogaingrioels ato Awkootiiglo, dev
asnodidovtal. Asdopévov 611 M mogotoa daduracion Exer MC TEOG TOvg OLadl-
HOUG TNG %#VELOGS OIKNG TOV YOQOUTIQO TAQEUTIHTOVTOS OV AVEXVPE EVATILOV
Tou e0vinol duwaotngiov, o’ autd evamdxelton vo omopavOel ent Tov duxa-
OTIROV EEGDWV.

T'wo Tovg Adyoug owtovg,

TO AIKAXETHPIO

rnpivovtog enml twv eouwtnudtwv mov tov uméPaie to High Court of Justice,
Queen’s Bench Division, pe dudtaEn g 4ng Maiov 1994, amogaivetow:

1) o) Ocdxig 1 aguédie agylj xedrovg pélovg dantotdver 6TL ogLopévo pa-
poxevTnd 1d10oxebaone yio To omoio £xer yoonynoei ddere rurrogo-
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oiug evids Ghhouv npdroug néhovg %noL OQLONEVO QUONEXEVTIXG 110-
oxelaopa Yo 10 omoio &gl autii 10N yoonyijoer d&dera Rurdowogiog
nauoxrevalovion and aveEGQTITES ETOIQIES, HUTOTLY CUNLEOVLDY UE TV
idro emiyeipnon mov Tovg YOO YN 6E TNV (d&Le gpmogiag, ®oe 6L To OU0
oVUTE QUOUOXEVTIXG 1dl0oxevdopaTa, Wi vo eivar ®eBoAie Gpovo,
éyovv Tovhdylotov mogaoxevaclel obpgomve pe tov idlo TOmO HoL pE
y0o1o1 Tov idiov evegyod cvotatixol, emhéov O, £yovv Ta 0w Oego-
nevnivd amorehfonota, 1 coyl] avti oyeiker vo mopdoyeL oto £l6ay6-
[HEVO (QUOUOREVTING 0tooxeloope To svegyétnuo CuTis T GozLag
nurhoopivg, extdg ov oVTd TEOOREOVEL 68 AGYOUS IOV CPOQOVY TI}V
onrotsheopotini ngootacic g avledmvig Lunjg »o vyeiag.

B) Xe megintwon 6mov 11 oppddio oy ®oterijEer oto cuunépacpo 6t To
TEOG ELOOYWYT] (PUOUUXEVTIXG 1O100XeVoone, dEV OVTATOXQEIVETUL 0T
nooavapebivia xotioLe, axoteitor vée ddere xuxhogogios. H ddera
ouTi] ptogel vo yoenynOsi névov epdoov mAngoiviar ov mgoimobicerg
TV 49Bgwv 3 xnon 4 g 0dnyivg 65/65/EOK tov Xupfoviiov, g 26mg
Iavovagiov 1965, negi g mEooeyyiocewe Twv vopobetindy, xavoviote-
HAV ®OL OLOLRNTIRDY LATAEEMV OYETING NE TO. QUORAREVTLRE LOLOOKEVI-
opato, 6mg £yel tgononomOei, peragd dllov, pe Ty odnyie 87/21/EOK
Tou Xupfovriov, tng 2205 Asxenfoiov 1986.

2) To yeyovig 671 11 emLyEiQ61) OV YOPNYNOE TNV GdeLn epmogiog Yiw To dlo
emipoye QUONUKEVTIXG LOLOGHEVAGROTA EivOL EYHATECTINEVI] EXTOS TG
Evgorainis Kowétntog dev enneedler thv moonyovpéveg dodeica and-
vinon.

3) O duounovyog g aEyrils dderag wunhowpogiag, yoenyndeicos vatrd t do-
dwaoio Tng 0dnyiog 65/65, progei vo emixadeaei Tig dratdEers g 0dnyiog
ovtig, Ortwg &yl toororouOci, neroEd dAlov, pe v odqyie 87/21, xa,
etdwotega, to Gp0go 5 g 00nyiag 65/65, o dinn evirmiov edvirod duxa-
otnoiov, rpoxelévoy vo apgiefnrijoer 1o xdgog oadeiog mwov yoeny0nxe
ond v oeuédio agyl, facer tig odyiag 65/65, érwg £xer toomonom O,
OE QVIQY®VIOTH] ToVv, Yo Ltooxeloone mov @égel tnv idwe ovopaosio. To
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id10 woybeL oodnig modxerton el adeing 1) omoia yoENYOnxe 670 Mhaioro
g, Oeomiopuévig oe eBvind eminedo, dwdwmooiog evd émgene va éxel
yoonynOei fdoser 1ng 0dnyics.

Rodriguez Iglesias Moitinho de Almeida Murray
Sevon Kaxrotong Kapteyn
Edward Jann Ragnemalm

AnpooieliBnne oe dnuéolo ovvedplaon oto AovEgpfotoyo otig 12 Noepfolov
1996.

O Tooapuotéos O ITp6edgog

R. Grass G. C. Rodriguez Iglesias
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