B L L OB DN T
—H . TR IERAMOEGED, = F A~ —OF M OHIEIZ BV T —

20094E7H29H
EREF %
* FREE
1. iZL®ic
Sl L LComEIE, $ri2, SIHBHLE LT THITWICRREH I N8 THE =0 ofldEey
REMEIZ DWW COBUE F TOREILE L O HIF &2 =M Tl L TEET 5,
FLT, ZOFERUEROHEN, =F o FA~—DORFAOTFHRIEZ MW 25418\ T, &
SOOI HBAICRIT DY) T A~ —ORERREMEICB T AR OMED, EO X DI K
DITNDE, LT, KK, EOXHITHMYFbINDERENIZONWTELET D,

2. SIAHE LT Ml SN Th oo 0RE eI oWV T

Bk (RIE1T O4EE) ICBWTIL, fMHloBREL (R =Fi o G~FRE=RT ] (4%2%5)
R S, BRSNS LTl AR RR ORI, TRDICETE D L0 R# Thotz, BT
ETIIZNNHIBRSN TS 00, [LL Ik, BHICER USRS EEICEHSIL 0L
THLEWVEWIHRE TIE <, TOEEIZEHINTOAWVLOREE (HTEMR) NiEdInk
LIV Z VDT, BT AMBENRNERDENLTHAS, J L L. [THTBICRERIRTZHIN
TWAHT=OIZIE, BEENPFHIOBEZEST L2 L7, UEEAL2HEGEL © 2BREICEHINLTY
LZUMENBDH] LWV OREHRTH D BlzE, FIEEL - TEFTaHEE (1) Frafdk B 2 s
i, 2000) 126H) .

(1) FELEEICBT H50#H

WVERFFRIE N EA SN T THERR S iz, TV BRI L OSSN BT ) OF
—HE 1 I VIZBT D HEFEWEIHP O] OIIZEWT, [ 2. {b5WE oS 51k A
BIZHONZ R > TORWEA, ZOMEWEITRAE L TR LT ans oL LTERY# Y, |
LRt s, [RUEHFENSH O TRV HE. Yk bEWITRPIRTER E S TEBY ., RekiEH
IEBIHZEHICIT R R0 E W B WA STV,

Z LT, PR FEICHEI N SETHEELNE) OFIE FrEst: H2®  Ffn - #E5%
1. 3. 4 (3) Tk, [MTHUTHULFEHEL I FEERIC L 0B E R REH SN TV DS
IZEBWT, HETTY OBEAT R D HE %2 S L TH . Mt E A+ 5E4 5 2 L343
FILLSTHRETH D LTV 2RV & &3, YW EIE TTUTYICEHE S-S idh b2
W, J Liddk s, EAEE CERk 6 FFOSIERTREDEM) LB PRk 1 241 2 A AROKGETHF
HHMEEET) ICBWTCE, FRREEEIC B L T, [HDHIN, YEEDLHETTTH O
R OFATnafiis CERk 1 5461 2 A 2 4 HUBICEERBEHFICOWT, IRRBEHIER) L3457, )
DOEIFH T FESNT, MORAOLEITZOMEEN-- 25D THDLIZERHLNTHD L ST
ITICELH S LT W& Ei1X, 203 %Z T5IHZEY) L3562 LIXTE R, - T, BT,
FIT AL E R AT FREE I L0 Z O FED R STV DEEITB N T, BEFN Y
FTHUTH OMARE (F L) OHFFFE#HZSZHBILTH, Y%bFwEsE T2 2 LPHLTHD K
INCFH STV & XX, YW EE S5IR%H Lixe bz, (B, Ziud, 4%l
TN S L E 2 B O— 5 &+ ~— D v v 2 B ROFERELZHT 24 chH D L Lz
BRI, TOFRIEN 3 6 5% ATHDOEMATREEM 2T/ SRV LA TR LARW?) | ok icii#s
M, FIZ, BIREHY 295802 ° K13 9KICBVWTHLRBEOIHEA STV,

BN, TR B e OB EHNC B 2R YE | (BT D TRSEREH ) | [SGETHA ALY
BT D TARETH D LiFnx o] ROERIESIIEORELE 2B T 5 [TomElEh - 5 b0 T
HHZENPHLNTHD LTI E SN TR v ) FEHE o DERFES LIk
BMENFENEE 2RI, WIhokEL [5HEH) & L ComEEE e 5 5103,
BICFER T 2208, BUEAREMEOBLSICE W T TR X KM TIIRE T, TA (s o Teks
EAPICHRIERRE) | THHZEHERLTWDEEEZ D,

(2) FHFTizBT 23w
FP. RERFEHOFEW®RICOWTIE, FHRREE* IcB0 T, THMEDTERICIB W TRHEDOHMH
KRB, BERESNTELT, ZOBIRAIHCET 5 MEORMEET 5 HIC L > TEBIC

1



FEhta AT HE L IFFB OB TV E T I, ORI O FERITEMRANCRZRDO & D & U THIAEZ MR L 720
R LT T 7] L. THEFEDRRSICHEATRE S 1T OB T W 2 Rk &7 5,

—J5. 2 9413,

[PEEEFHT D ENTELHIEZ LTI, WICEBITHEAZRE . ZORIITOWVTHRT%
ZFHENTE S,

—  EEFFHRERTIC B AREN SUIANEIC B W TAKRE S - %W

= FFEFHIRERTIC B ARE N SUIAMNENC B W TARSEM 2 S v 381

= FrFHRERTC BARERNSUISEIC W T, A0 S U2 FATIC Rk S 7o 3 I SO X B RS E ]
WAL CARICFIHTREL 2o 7230 ] EHE S, AT T8 Thor L2845, it
ST, HATEAMN, RFRFEHDBEITIE, SRR MESE A2 THAT 5 5 RIS 220 2 LT
MIROZ L ThHY ., BIZIE, FOEHEFER1 3 425 (Bl 0% (IT5) 40 1 534 HIFE
WEHARE B E) 2BV, TolABIRARFEFBAIC T 2 %EPER S 2 AT 5 7-DIlix, %90
b RBINEBENCE T2 B2 - RATH D 2 L2 ET 5L DO TIZRWA, Bt B LIRT O R
E LT, BB TER Lz - R UM EICB RSN 2 28T 5, J LR L, £,
HWAREHPER 1 4 - 4 - 25 (CERRL 14F (IT4) $2 8 5 53F) 1X, [HXFEHA, RFERTH
S0 AIL OB CTEMARGETCH o720 TUE. ZNZBICTFEET Db O L U THRMENIE O
FEWRLT DI ENTERVDIIUREVIREITHE] LEHICHR L, Bio, FaEmEms - 1
020 (ERAE FT4) 100 2FHE (A2 F o5k ) "CloBnT. KEPEMHEA L
FBIX. HAWE THDEREILEW | a 255 120 BRI >EE R HEWE I a O RLE )71k
\ZOWT, ZORHOBET HEIOSBFICE T @O E AT 28 (L¥EHE) NESHICEizET
HILMNTELREICETHRLELDLWVS) Z LT TEP R, B LAY 1 a DRI L LTI,
WA NNBFE L CHRETHHMIREZRT D 2 LN TE HREICE TRARY - FER LD L
LTHERSNTWD EWND ZENRTERWDD, B REFEEICED 23O BN EO B 272 L
TEoT, HEFRTHE LOMRE LT, BHRTZROBIERH LD ENIRETHDL, ZOLHIC
fRENHLLE, SRR, KESTFHEAKROBIZES X Y K4 5BICED HELHETIEOR)
WEEZTDHIENTERNE W) RE T, LB ORFFHEL, AP ORFFHFEICR L, 5t
FEE LTCOHNEZRTHEWVW) Z LIETERN, CHIRTHERY TH D,

B> T, REMFEHOHE TDOEZFITBWTIX, YEENRESICFENTHE & 1 TR0 A 720 3EH
I, RIEMFEHATHY . BIHBEIALILITE R ZEIZhb,

ZO%OFIAFEAE LT TUTWICRE I NTZRY) Th Do ORIERTREMEIC O W TIE, HalE
PR 1T 1 - 3 - 2 CERR 9 (117) B3 3 0 5FH M) 2B\ T, TMLAWITRDREL., #ii-7z
ICFEDRIZEZARE LT D00, AL LTHRILTA720121F, 7 &b 2ofbEwESL (v
I FREED) ROF ORLE FENEFESNDZMNENH D, 1> T, AMERIFIZHONWT2 95K 2 %
WHT A 7-O1i%, CEIMEC, AMEHOEEMITH YT 2O WE L (BT bE5AE
HEX) ROZOREEFENZH SN TORTFIER SR, - ZNEARBIZONTHD & SCREIM
iz, RERROEBY ., X (1) 2T 5 6 LAY BRI F W E L Nt ST d
ZEFRELRDLEZATHD, WMo T, AR HONWT 295D 20 EEZEAT HZ L O
L, JeREHME SR ER RO 6 (LAY ORIE HIENTEH I N 0D @vid, sl ST bic
HELWVWERDLNDD) GEick D] &L, BEtE i -abR,  [HeRERE o8 HREY R, SeRE
METLHO—MHX (1) Lo TRHESNAILEMIT. RBTAFAETHLLDOE, RBT U —L
EThHorbot, 2LFA%EICEDODN TS ZERHLNTHY , 2o, LEHMETLHOE R (4 —
t =T FNT 2oV ANVR=) DT A X OBEERTEL, IR ML TWHEHITCTH D Z &3
bND, £HT DL, SFEHMEOETHICHE LI YEEIT. RET U —LETH D EmH & R,
RBWVWTING T IAFNIELTH DRER RO 6 (LA ORLENAIHETH 5 LR8I 2 O3 48R] & F5a
L. JCREBMEICIE, YEENRERECTH D ERMT 20N SR THD L o, REHENTE S
NTWBHDOT, FIHARHE L TCHEkTHD &5,

FLC, BEEHHEER 19 -3 -13 CERR1 74 (V) #1916 25FH) "4, [REANE
THEM BT 2B OMME AT 5H (YEE) UL TITY OFCHEN A K OVHFE Y I O H i
WISV TEGICZEONE (HER) 2FE+ 252 LN TE58HIT, FFe2 752208 T
e, EWRRICIR Y RIS, M EHERR 2 0 - 4 - 21 (G 9% (ITY) 101 20%
H=E) TIE, ZORMBEICOWTHRO THiERZE Z & LT, [REIZ. AMERHIIMOFRHATH L0 5,
AN 2 9K 1THI FITY =5 & T572012iE, FITIc L4 B ERB BRSO iE+5 T
HoT, FORELFEE CYUEITYICH R EN TV A MRETRVWE L, T—&IC, HHEEEZ2 9




K 1EFE 3 ZICHB T 2 TUTYICRE SR LW ) 72DI2id, ToRPENTEH S N-FITYICE
WTC, MEE N MHTUTY ORI O SE B YR O HEITE RISV ZORFIR LM%
BT 2 LA TELREOTHAENTVD Z ERMETH Y . BICHEH MM EDORA DS
WZiE. FUT®h UE B s T E S, FUTORE O 2 DAL WE O Rl )5 ik 2 2 25 )3 HL
T LREICEHPATREN TSI ENMNETH D] & LHFROHW A, 39 ThDH L TET
b, LB EZA, 295K 1IHIE, F35D TEFRFHIERNC - - -0 SN =TT R S 7= 360
WZOWTIX, BiFeZ 052N TERVWERET I OTHDLEZ A, [T I ORI
MEEHEINTVD LWV S 2DIiE, RTFUTYICSEDORFADORERPBE RSN TND Z L2ETH 2
EIFWV O FTH VN, EHPHIERAORAETH S Z L (20) ICEANE, MDD FI Ok
BB TR ENTVWSZ LICIEE O, YHFUTHICE LS EEN, BROoBEEZRL Z Ll &
G\ DT EAR A bt L 15 2 RIS, MO EAEN R SN TVWAZ L2 ET L H D
EWVWIRXTHDL, LT, BEWn, BIZIEHHOMFEME THL5E1C3, FHOFEWEIL.
— W HELE TEZ OO AT HEEZ AHTZ EARECTH L Z DR hunndb . FiTcE o8
RN RSN TV E W) iz, BEEHEZHER L E2EEORENHD L HETH L
LD ENDRTFIUER LR, | DX SIS, ok iz, BHFTL. FEILYE L RN
L, [HBIOREEZRD Z L7l BREICZOEMNMIERZ £ LS5 REIC, YT OENI
BB REINTWAZ e 2ET B v, HHOEZEEZRLZ L] O, LN REREZ D
RKROTWB,

Pk, B, T8I HEH) & Lotz i3 25810, M fettofsaicisn
T, TH) THhHZELEEERLTWAHEEZDLND,

(3) BIARRICEIT 2 85E rTaerE & Fh rl AR

A TE, KIE1T OFEICB W TH, £2, REMEHOEHEZED L2 OHBIICBNTYH, TR
GICHIECE D | ZEMNEHRLEINTWS, LL, BEEMETIH, [YEEFNYZTIITY O L
OFATHBEAEE OFITERICESN T, MORPAD L X FZZOMEENDI LD THDLZ ENRALNT
DI ICHITHICEEH I TV &S, HiTE#EBSE L LETo IYEENIEELZAL
INCHRCE | R APMEICROTEBY, g, [RHICETES] LLTWAEEbns,

— 7. ERARREMEIZOWVWTH, HENE, TRBICEMBTES) LWHXEEMEHT L OO, &
THEFE 3 6RFAHE 1 B, RBEEEEDTEDDLLEZAICLY, ZORBEOET D HIFO 5
CBITDEE OB ERT HENFOFE AT S Z LN TEBREICHE>H2IC, TR LZbD
ThHHI L) EHEL, B HMEHINTELT, FEEE BN TH, [HH) LW0WoXET
—HIHETZ 2V, FBEEECHEH I N TWDINAEE.,  THHMER O EIZEHER S NP0 EmHIZ
WTOHEUR & HBARFOEIN TR & 12T, BEEDBEALZEML LS & LIHEEIC, EDXHI
FRET H0NEFETE R0 EE (B2E, EOXIICEMTHNERATIHI-OIC, YEHFITHHL
D HFRE B D RATHASCHMES E R ERE AT OMER D H L &) 1T, YEENERTH L
MNTEDHEREICRHOFEMZRANTHIN TV NI L ERD, | EWVOIbDTHY, o 4%
FIWCHR L O DREZ B2 D2FRITHEROCEMS R EREAZITONE ] Binwl sz, [BH) &L
TWB I ENSND,

DlED X5z, WInd, Hflcks WX, THESHIZ) EETEDZ ERRD L, HiliEk e N
MEOB TNEZ MG E L THEHTE A2, EFREAREEAICEVTEL, FIT, YEEPERTIHIICH
7o T, BB HERNDZLE2HBETHIHOD, ZURERIIFEINTCND, B THIE,
SRR B REERIREME IR, B & BMEOBRTSNERZ IR E L THWEIEAID, YEHIZ
LoT, WETEXAZ EDRHONRIRMIZAR>TWAZ 2B A, G, FEELMEICR TS [
BEX] Thd ek, ., Y3%TITOR YR EDE 2 R EO—HM 3T 5~— v v 2K
DOFEREZET O L TH D L LA, FOFREAN 3 6 54 HOEM AR 22 72
WZ EEBERLZRWV] SV ) ET, Y ARFERIC L 2RI Y FhE R REEA I oW T
BIN2Z M2 LB EINTVWD ENR D,

B, WREHTER14 -4 - 25 CERRL 14 (T4) $£28 5 5% ) "PlckbnTid, 4%
RN, RERTHH-720 ., AL OHBH TERMAATRETH-72 0 THiE, ZhEBICHEETDI LD
ELUTCHBMAROEEL TR TERVDITIHEARLEVIRETHDI NG, ZOEWK T, [EfA
SNETUTYIC R SR AR5 70I0F, UEEEHANYEFRIC L TESIEDI LD TH
HZlEETH, LWVWH T LIFTEDL, LML, BHICERBLEAIMLEZIEL BV EDLEWVHI X T
o, I R, EEzTENTEL, BHICERLED ] HEITEWEHIRT DS, (Y3
A, RERTH-7-0 ., MO0 TERMATRETH-7-0 T UL, CHEBICHFEET LSO L

3



U CHBLIERIr O L 92 Z A TERVOIENEAR] EFRT 20 0, T 248N H L HA
BIFFRO TN D, BIRD X D12, FFFEUS O 72 O F2fi pREZAF: & 51 FFE B 00 F2 ki rlRENE & 1X[FIER IS
BTS2 ET 2, BOKOTBNEITFHEL., £, REREPIHRLIZ OFEMER, BHEOR
WRIZ BN TREMADBATANEL 53 B, FBIL SN TE LT TOEAN S EFIC I T %8 % Ok 4
AT HHEIZE > TRGIZFEMATRE L IFFRO N T2 &L, £ ORI O FIERITHEINAICKIEL] & H)
R D 2 LIZEARIUT, RIEHIEW 2RI ORI L 975 Z LN TE R0 & D HPRATE &
5y DI — DI TV D NTEEM TIEH 2 b OO IFEOEMOSRERERS RO N8I B N T,
BRG] FMTED Z & aRDDH & BAEMZEERHNRNEROTD &b, WTilZE &,
BUEDIER R OFEHICB N T, RS LT DRAT 720,

(4) BCKRIZH T 2B

M EZFT (EPO) OFBERLEICENTS, BAEORELEL FEORELZRT . ey
DAL FE DT CHRICFEH SN TV DA TH ., UL TR OER & . @Y 2581 SCHRATR
HIZHIT B — NS FI Al aE 72 ik 2 VT b UibEm e ild Lol cx vy (R D5
BIIIBEETE 2VY) O THIUTSZLEMIIANMTII ARV, | &35, AREEICIT, L
WCTEHI L) X TEHICHETEL L ok itz vwn, FlziX, T206,783 (19
S6HE3IH26H®KNR) . T158,791 (199 14FE7H30H%KNR) ""°T1026,/02 (2
004443 H5HER) "PICBVWTHRENTWAS LS, TEMATREMOHIBNIL, BF2RE L &
HETHHBEICEW TS, FIABRAOBEBEMHICEWTHRERETHY . ATHEM N ER fHE TR WG
WIEHTRMED 72D O 5 AT A TE 7oy, Tl rlgES T, BT, S0 O, 4%
HA DB c BT 2 H B BR%E FEiid 2 72 OB R EWHRITOREO R 5T, BRI EIL T
DERIFEM, A SR, ST 2 EIE RO X 5 REBITKFT 5 L&, 5B OE
it FTREMEIT., HFRFEUS T 5 L CoFE rTREEM: & FRICHEI SN D Z LD BARICHAAER T
HEMZR S TNWD EEX D,

AERFEETS, THALOMIETEZ L) X [RGICHE T2 L) O &9 ZeidibidZewn
23, THHRMAZAIT 2 & S5 HCEICE T ABRE. BRIE T2 FHEOEN AIHE/R R T2l
72 B0, b L, Yek 8, WEOFEE (undue experimentation) 72 LICHLET 5 Z & 23k
VDO THIUE, B4 TS TEORZHEH TITHo Ty, | EW ) RHEEZFR T TR, &
FEOERR LICHNET 5 Z ERHENE] DEETHAL L, EPOERERIC, FFEEUEL LS
& HFEIC I D FE ATREMED YWY, e THEN & L COmIEICB W THRBRICEH ST b
ZrEM LM THD O,

B, BAR'TEKEPICBW T, EATHMT O EMATREM IOV TR, Wb A A HAMIIRETH D
EWVOYRRDRH B,

2. TEIEBPAMOBEIIBIT D) T A~ —DHFEMEIZ OV T
(1) BRINCI T 2 Bk

BUERREMEIC W TCIE, EfE T1. | THRREZERZFOEFHEHAIND N, HH{LEMHN. Br
MEFLTND LW DL, Y A DMENNC R S 4L, o, ZeITH & Bk 4 Rl g
TEHZENTERINLTWD,

WoT, = F v FA~—0FHMMIT, T IMRICET L5 ARHICBIT D, Y%z F o FA~—IC
B4 2B RICIKTEL. MEDOE POIZBITA2FHFICHOWTIE, BIZIELL T X S IcE: 2458+ 25 2
LINTEX D,

Bic, T296,/87'IcB0TIE. T1ODORFRELATIAMOFLEEERN, & &S
T TR, FDOF U F A~ —0F RN E LREISE 0G0 (o0&, HbEWEIZ, 3 TE 5
NI A—H—IZB L, ANAWE EFETIVUIHIHRTH D, MEEEILX. TOLIBRRATA—X—Th
b, ATHRD, BEDO T Ih%E, MERNICERTHZLICED ., LV L TWAEAIC
B, TOZEHKETIE, HEOMNAKRRBEZB/RLIZZ S1I2i3 b0, BEXRFICAFRZBRF1H
i, BEOWE L, FEE 2< 0B HZREEZHRY 9D (D—KORL —xFrFA~—) , Lo
L. FEEZE., 2o ofidEss, @32 (individualised) BIRSINLTWAZ E 2B L2V, o
T, DKL —xForFA~—0FHHMHiE, 78 I RO TITAA L2y SHBTL. BiRD X
N, FIRMARAIT D720 D5 AL 2572012, Y LA E SN TWAZ &%
RKOTWBD,

() FArEc= T o FA~—ICBTBRNWVWEAIE, =T FA~—3HRTHD (B
T296,/87,. T1048,/92%% |




(m) JRATHANIZ, T o FA~—ICElT2REHEOAERH D 5/IE. = F T4~ —1THH
ThhH (B :T1046,/°97°") .

() =F o FA~—REEFEN, ATHIRC, WY eG4 T SCRARE B2 T 5 — IR A
FREZR AR D AR R WEAIZE, YT T A~ —OFREEEE L2 (B T206
83 (NHiE#: 198 74E5H) 22, T944,/0472%) 24,

(=) i, — M o FA~—ICElI2R#ENH Y, BPHRETOZF T F~—L %
DIREMEAET 5 LEHT 5, DEFEORRIIARVNN, Bk CTHINESEOFEICL Y HEI<T
X320k MEARKRTLIEAICE, = F v FA~—3FH TR (BB T658,791%°),
(FB) AT, 78 IKE, HEEO—RTHEETE 5 LRSI, SHIIFENEMTKEICH D
h, o F A —IEZEH R TR (BB T600,95%°%)

B, BMNTIE, IRk FA~—lcBWT, BITARL, BRARMEEND DA, 1
HHEEROD TV D,

(2) KEOEH

KREICBW TS, SIUABHEORBERREMEICOWTCIE, R M1, | TRREZENRTOFEFHEAS
NBHM, Inre MayHifh? "L 5 BATHMTICE T 2dAOBIRIE, 1 AROFBEMEZA L 20 E L,
¥rlZ. “The novelty of an optical isomer is not negated by the prior art disclosure of its racemate.” & .
HAEERC T o F A~ —OFHNEIL, 7' IEROFATHIMIZ L > TEEESNRNEHRT 5K
B 72 BB AT D72, 02 FRZOLGEITIX, FrlitEoRBEITRAE LR,

—J7 . HFEEEROFEMETIIRWGSE, BIb, [RELEY 7 2A0EWE Eil& s L TRRT
DHATHEAN (2 OfEOILEY) D, HUiLT T AZAE INDEL2 DALEMOFIRMEIL. £D{LEY
N BT E X TEME SN TV ARL T, JHAISH D L9 ) | Inre Petering=ift* ° =0, [4E1TH:
W+ RE SN ORI OREE A AT 2660 % EAAEE L L CRRT 256, YiBRI,
B4 TREE SN D L )12, 2 DILAMERIRT HH D EA7e7 ), 9%, Inre Schaumann
HEZORH Y PVRIED D OREEDLEMOTIRE VI FR L, T IERAMOBFAEDOTT o F
A —OFHHAMEL TR ERORMEE L TH->TETEY, L, LA, BEOHFN, FHIFEMEEEA
EERVEHRWE o TN D,

ek, mFrFAw—0IERPEICONTIE, FHIE LT, CAFCIX, 7&K/ 5. Prima facie
obvious & 9% 2 2, T IARLY 2 HERERE TITESEL Y LHEN A BALH L b,
T ORMEL, LB BRSO EMEATHLREIL TH D

ZOX D BT, RO K S REEEHEICE T DRFFEHORBKEICL Y . BHEIND A
BEMELH -T2, TR IEBAMOHEDO T T A~ —DRFFEICE LT, K S RO E#HIHRE
IZCAF CCHIW &7 34, HIt. Aventis v. Lupin®i4:° %, Forest Laboratories v. Ivax3f4:? ® L Ot
Sanofi Synthelabo v. ApotexFff: 7 “I2B W\ T, Wb, FltEEZRD, FFAPEICONTH, %
WZHONWTIE, BERREMELE NS v F A~ —D TR TEXRWHEROBLEN S, R L2 2 L IXFFES
REZEThDH, FIT, FHMEICE#ET D, JeAT80 & Bl E#RE BTG ao o4 ~—ofl
WERIREMEIC DWW T, % 1%, undue experimentz E3 25 L LCINEREL, =7 FA4~—0H
HMEZ O TN D (7B, W) OFME T, RO BIEER B EOAHMETIER < . £tk &, Tamixture
of 5(S) ramipril with its SSSSR stereoisomer] OAHWENRMEE 720 | ERFH1L, ZrbOIEAH
PThHoT-72, WindEmirInTuniwy)

WS &, e THET E LI O SI A & 72 5729121, undue experimentx EH 45 2 &
7o HRLAEWR G ISCHRIC I 1T D BR L Hf R b iETE 5 Z L ERO TN D,

7¢3%5. Sanofi Synthelabo v. Apotex = {FEDFE LWWNFIZLL T OHEY Th 5,

O FHMEIZoWT

T RN EATHFFICB R SN TE Y, BEOPlavixE i3 d — K2 4#79 5, Inre MaySF{EicB v
T, EFEEEEROFHMEL., 78 IKOEITHEINCE > TR ESNRZWEAIR L, £72, Inre
Adamson¥{43 X inre MayF4E361c, BUMEOIEMIZET 2 O T, [MhvoFEficsh, ZETH
BEhizZ b, Mo ThbninwohrFrd~—0FHtix, Amo7 eI RIS D L
RipFTZenTEd, Loilbrebn, [adShdbEmiE, o Fh~—nbk
51 . Lwo | BIERFFT RN DB T H ORGSR CEATEN) BT LBRIE,. dEROo=F T F
~—THhHDHRHEDZ/ o R UVAZBRTALDOTIERVL, F, ZOEE TRWVSIRFFANMEE
ERBTAHLDOTHRY, T TF A —ORAMITNEITE LA REERH D &V D HERIC L D721
TiE mElEh, fFFESh, BEREONTEZ Ebewn, BEOT T VT A~ —OFHMENHAI S
LR F VAR




FRMA AT 57200, FeATE o FEh rT eIz B4 5 s oW Tid, FHpiE, = FFF~
— 5 0ET LI L OMLNTENEER O F A~ —OREOIET Rl a2 R 7z T, 1T
WiZ= o FA—DIRGMEED LI IIHENT DDA RIA a—UFEL IRV G| BT,
TF U TF A= OFEE IR R D 2T OJATHINIE, HFEEAEBICT 5O TIERLS, RYRERE N
2 L4 5% (“discovering which method and what combination of variables is required is sufficiently
arduous and uncertain as to require undue experimentation, even by one skilled in the relevant art.”)
R LT,

@ FEBEHMEIZONT

FEHHAMEOERIZBW T, ApotexiZ, O=F v FA~—DHEIINV—T 4 U —7 THV, TR
PEZRT L DILEVOBRHY . LIeho> T, FEFHEERDPRTHOEETH L LBEO TN
DT & R B Plavix Db 5 2 BE T 58T b FR b B 5. QITHINICSW T, =2 v F A
Y —DREMTHL EFH SN TN Z &L, pEISNTZdE R T TERWIR - HEZALTH
HHOFERETHD, OQFEBEOFMEZTH TERTYH, = v FA~—0HET 2EMIEELZA L
HZEFEMOEFRTHLOT, 2 U FA~—52 MO FETHEIL, ZOWEEZL—T 4 o OR
BRICE > THFET HZ LITEMTH D, L EEL, BHFNL, 79 L7772 —%FE L, £
WiAKHEZ XX, YEH X, dERE2DETLZ2 L1280, IFE LOTPHITE R2WOIERI 715 & BRI
BEAME (BIER A Z2) RO 2 CIZFEABMEICHERNICE <. &L, M¥EFIE EERH Y ENE
AR VEIERZRGETX D LI L RN THA D & L, Yikigkma M Lo,

Flo. REIFEIZOWTE, 198 7NN, = F FAV—2 0BT LHET1L 0H ok, W
T, HxOENEREITE L0E0EPEST 72012, 3K, Wi, R IRE, 2Ok~
DEMEORIRE G, ERELEL Lz, BB SAY— VDI T AT LA A MY v 7 HOEKIC L
L2 BFEFEALFOERFIB TSN TVWDER, ZOHFBFEICIE, YFFETIHETHY . HE
O iR R LT e 32, Lha#EnTnd, 1T ADOYERF, PTATLAAN) v I
DU £ 2 2EIHEC DOV TOREGmIZBW T, MRt SETIC, 100z F o FA~—721F
WO L ST D Z LT EICHEETH L L7z, £ LT, AEHEOREDORKN S, oA
HMOTF o F A~ —DnE N EEZR, AENRELEZRICHELN TV D, ARFFHES SN, 2
OOMDOF ) Y P UFEBERO TS L F A= RBNINIC I ERBLN, PTATVAA R v
ORI L 2% F R, 1 BITIERI) L-bOOM S TIEER L, Fio, HEHT, TN
DAFNT AT NVEHEPET £ IMEZIHLTHLEMETLHLrb, KPCR4099DTF
CFA~—OENT, B 2LV ENCHEETH D LT DI T Th D, LTI, 1
ST, ZOHENE, BME IV —TFT 4 VR FETERL, WEOREDH BT, HEINKRNT S
L THITE RV DO THoz, &L, FEAMEREAR L,

ZoXHT, BIHAREHEHIE#RESE L ETo, =F v F A~ —ORE R REME N 5y TR
ZEE MRTIEH LN, = F T A — OB LA EEET A EERER S LTI Hib
nNTW5,

(3) BAIZEBITDEHH

R B e OV TN B A A HE ) (BBFn5 01 0 AXAT) @, V. 2. (1) BIZ
BWC, [NARBEEROTFENSBHTRVEFEM-E ORI L. ZONEREEERORI LT, FHlE L
THRBHET D, (pB, ZZ2TWH B L FHMAREFZREERO L S, RERBIR-OFEICE
0. ZONFRWEKROEENRHLNTHIHEAZ VD, ) ] LS, REREHRTOEN D0
EFEWEIZONTIEL, YR TEW] Lah, eIkt zo o FA~v—FR—LIhT&k,

ZLT, FOLETEIRBPRANHMTHLILGAICIE, T rIA~—iIF—& 3, 7EIRIC
BEINDT=0, WOBRLI /RS, BEREEL R TS E LT, Y%k FA~—HIKDRH
Thbdhoto, EVOHENESNTERET, ZoMICE L, [ BT E R O EHZ B9 % 8
) o IV ALZWERHOKSINE] 2B, T1. EZWEZO L ONHMECS O CHERR
TERWEE, ZOEWEITRHLE L TR L TWRWED & LTERDH S,

2. ALFEWE OBIE FIENITEICH H 20T > TORWES . ZOLFEWE TR L L TR L
TWanbDE LTIV, I Lfidis i, Ak, EFIEPUHIFICH ST R > TH2Rn
(LB T, FEIAASERL & T S AL, BRI O 7= D DB AFBITIZ R Y 2 WETTHL H DD,
T IEREBETRT A ETHEMICE T 5 =) v F A~ — BRORERTREMEIC DWW TR S T 2 720
-7,

WNT, BOHFEIARD = v F A ~—L DR MR, FITHER E RO SN SHET S, YR T
DO, FERITHELLWZ LD, TEIROEE, = F U FAY—DOEBEONENEL, =

6



F U F A —IZERREN AR 252, R—EAEE S, R, FifE b e m T
HEWHIHNENTE T,

—F5. TEIKBERNRANMTHIHEIC, = F rFA4~—I1255 ARFBEHIZO W T, giFiET&
SIREHBICH L, BEL, DO T FA~—LZOMBREVIERICH Y . TOFHMEITIERL.
WHME T L EROBChH 72287 Rtk K1 - 5 - 22 (M6 24 (T7) H70%
) FBWT, T rIFA~—nENETNEM CYUBIEREZAT 5 §oi#uds Al
TRV EWHIHET, TOEEMHERSHL, ZORBOBESETSY,

Z LT, TOBOFEELEIIBWTI, Aiito X o2, THEZRHEAN, BEENLFEFITHOTLH
K OFATMEAT R O HAN 3% 2 F SN T, ORI DL EIXZ DM EEI - 25D THDLZ EBH L
NTHD LY ICHITHICEE S Tnien e X%, 0% % (51 H%EH] L3252 LixTER0,
L7=Mo T, B, FUTicAbs 4 b E I L 0 2O/ E R R EN TV D IEAIC
BWT, SEENYELFUTYOEAROHMNTE#®REZSZH L ChH, Ykt E 2 EcEx 52 L 0\W
SN THD I oIl ST & X id, Y WE I T5IH%H) idabiavy, | siis
nsz &b,

ZFHThNE, TEIRBRMOBED, =) v FF~—DOFRIEDHW BT, F 0l ke
PEIZOWNT, ZHERBNCH O BEH X, RSB WP Th o> T, [YEEINLETTTY OEH KL OF)
ITYEAREOEITERICESN T, = F v F A~ —HKHDOEARIZZOWEENDI L O TH D Z L3
BN THLIIICTHUTWICERHE SN DNV E XX, TORWAZ [5IH%M] &5 1T TER,
L7=Mo T, BlzIE, FUTcAbsE=mE 4 UMb FEERIC L ) = v F A~ —2UREN TV D B4
IZBWT, HEFENLYETUTYOEAREOHNTE#REZZRL YL, Y% TFA~—%2RETE 5
ZENHLNTHD L ICEHEH I TV AW & X T, YUk TSI R i3y, |
VIO M ERATRETHY, TR, [HETE2 AL THD LY ICRHEEIR T WD
DD, RIS, HTERO T, H¥¥EEZ L CREMRE LRI 20T, ORMNEITHIRE L0 L
EZ2D, LT, Wi dBHVIE, 0L AaBET, BCkOFEERESES ICLAEHET 2, b, 7
Y IERANMTHLILEED, TOZF o FA~—DFHREOHKICBWTEH, 78 IKERT D
ITHANOBIROFEE (RIEFEEN) 2FE L, Y% v I ~—2n8ERECh D MEREN S D7
WIBAIZIE, BIHEH ST, = FA~—0FitE 2 RRTRE L Ebns, BEEREELSHL
MTRL, FLTR, EBRICFRETERWERETEX DA, S2RELWVITTTH D,

ETAD, BEEHEES - 10 - 1 CEESE (T7) $£8 5H ) iz nTid, THE T,
FFHBERTIC B SN2 FII T & 2 B BN FEEH STV D L0 ) 72 012i, B HES RO £
WiKUER FERE L LT, HEENTTYE R DR BITENIOBEELZEST S Z LR BEHITFOEME
A% F2h LIS D R E IS BN ERBONENBI R EN TV ZENMETH D EMEND, | LAY
WL 25 DD, —fRIZ= S U FA~—DONFEFFEOTFETMOI, T8 IR OV TR HFER]
NOFELZ DT 8 I5E] OEFESE) OFIEMTOITWERN, ALFHEERICLY, [STLa—/LDHE
BMRARERR S TN a— LOSEFEIIFEE LR 72] LRET LT, (BRI EIKTH
HBRSTNa—/ABERENTND (Lb, EEH 2 0D bW T, EBRIQREMTOH DB
B2 b0 e LTRIAR) &) Z ik, RS, BT IEKERHEL TWD X ONFRMEED—TFT
HLHSTNaA—ARERENTNDEWNHTHELW] & Lz, Fio, TRBEBHENGEORATSH S
BRBIENIHS T, NERFIIMORFATHLINE, ME L TOR—MEZ2HET2I1247-2T, Zh
R ENDTUTOZHI I OEE BB RSN TBUI o LT RETH - T, FITEAT, £
OW % 8T 2 BRR 20515 (80X, 20 X9 R AR EESE L FHY) ETHRIR TV
VEEILT LN WnWIRETH D, ] & EThrRT 5,

ez, e LToR—MEE2 BT 51048725 T, 2T SN D TUTY OZHIT 1T DORERLH
BlIRECTBUE ) THAH M, R—rEoHErowic, sIHABHOERKME, B, 5IH%EHICE
VT % BUE AT REME DM N AR ML E R IT T TH Y . ZOFFNZBW THEBNCER 5 MRk MIT v, 2o
SLTBIRABNCZ BEIWTHDR ST A —ANERENTHD (Lb, FEhEfl 2 0D b iz,
FEBRN 2 BT OHLBENRLOL LTRHAR) L) 2 EiE, RIS, A7 IRERBKR LTS
—XONFRERO—FTHDL ST N a— ARHRENTHL LI IZELVEVWZ D] LT,
WEAREMEZEELTWAN, ZORICRY BD D, Ak, ARITHIF FEEIZ 72 o 723 O B 03 Btk
L LEEHAOIITTHY ., ZOBEWT, [STAa—LOBENATRERR S 7L a— LDy E| )ik
ISIFEE Lo 720 BLE, W% S 7T a— LV BIRIIARICHIHAATREIZ 2> T X 5 13 F 083780, 721
LA, UTORIGEAX—MIREEH LIZERB0, Y, Mo TWegBlFEICE->T, RST/Aa—




NEXRFREILL)ELTEDZATAEZAR L, DENCKII LIEELTH, ZATAEGELTT
NA—VIREIELTHEDLT, (3) & (4) BEKLTLEIDTH D,

KR HIFEIC 31T B BR & S HEBICBIT A BRICHOWT, [F UEMARErEL2ERT 2Kk L 13, =
DR TRERELH D,

H 2

COO!
HeWeRMieHs
0= o/© HO o
H ©) H @)

GBI, KRG LITOMLAEMIZRZE S L LThH, Iy 7 /7 a—n (1) &
(2) IZiF7end, (3) & (4) 12725, FEmENL, MELZEO AL ITE<E RS
it cdH b,)

ZFLT, ZOfmEE\ET, TRS T/ a— LT oW TARMEHFEY R T & I 5E o ik
MRIZH BN TRz LTH, 7 IDEIOFEIX, ST/ a—)aE X0 EHEOR CR&ET
LR GEO—FEICEE OND] EHRT L0, HRHICR RS K 5, DEFEREERIE, —&ic, bE
WD ENCZER NS D L OO, ZNLNOYWERLFRME B W TIEEREN W] DLk T8
SENL — ORI FET LA WIT R > BRI E 269 2 O TRE LTV %
BEONDITT BV, EIZ, RIZLA, AW TE, {LFRBEBEIZEY, TSTLa—LoiE
WHABER R ST a— VO EIFIEIIHFIE L] holoDTh 5,

Z ®J8, BistSanofi Synthelabo v. Apotex {28\ Tk, JeR o EEfRIcB W T ¥R, 51
NORAF N AT IVEBRENRE T Ib2Z 05 THLHML, =) FA~—DnENE, miid2
BV ENCHNETH D LR T DT THD] LWIRIT, KfED [STIva—LosyE ik
TFAELRD -T2 WKV IFFE L THDEA, [ZonElix, BEiEidann—7 0 U FiETiEnd, 4
BOBEDORL G, BENKDTEZLE LT TERNEDOTH-72) & LT, Hiivt & IEE Mt
ZRE LT KEORF L ITKE S FET S,

1 OOHGFFER® ik, TEEO LR, FERIIDENRAREL SN TV L2 EMOWE L LT
T DITHITRAENMEEZ BT 5000, ZOMELE L THLNTEMEZOLDICHHHAMEZRBD D
RETHDH, LWVWHIDTHD, FIZHRT=LHIC, KMIHMEFEWE ORI, T72bbhosi (Fik
B2REIHFE1E) THLHN, WORHANRFERINTND EWVWEDL DL, BEITZOWOMHE
WA H EN TEBNE TS THD LEEEIND, LLARRS, Bl2IZWiMb g oBRa1. #Hi
AL E D3 < ORITEERAN R EBR DK ITHEOND Z b7l n b W) FRICEAD L JRE
NEET D I o, Hifks ER) Pl sn T 205 TIHMEFEWEO/RE L TR+ T
HoT, 7 LLZFD(FEWEAHET L2 FH Y DEONIBEEOTRH N 2INTND I E2HET
HEWIEZFG, HHETARELONRHDENVR LI, LOLARRS, ZORZRVICHEHTS L.
YOI OBAR & FIEOEHOBROMICREN /2 7e>TLEY WO MEEAET H, AHPRIT,
T ROV TR HER T D2 O T I 5B O HFEMTbATWIEZE W) EELZEE X T,
JFEDOREREBRNZ N2 D THDH, ORI ONWTRFFES 2 9KFE 1HE 3512V ) [
TSR INTRA] OBWEEZ D ETEECRIFREEDbND, ] L _onTWD, 19
DI OB & FEORHOBROMOREE] ORETIEA < MRS, FrErdlE 281 2 FrliEo
BDOEREE 2, WIS, MANRICFIAFREIC 2 > TOTHHMEAZ K> TV D0, LW BLEND
ERETAREMELEEZ D, TOEDITIE, ELLEROBNEOFERILENHE L, £ < OFHFIN
FAEIZHIEI 2 L 910, MR ORERL & B 60 CBEFTRE L3RR CX AR B R L LTo
HOEMTHHITTTH D,

B2, BIOHEBFEER Tk, ELL, TRV & TREISNE ICOoWnTHERSN%, Ak~
DY TIFORENTNDHOD, FILD L DT, [HEFICE ST 5 ATReeBRMNBEIC 72 S
NTWrEET 286 1EY] ET28TRERSD, LT, [RIZAHFIZOWVWTIZ, RSTLa—)Lb
MNSTNa—LERTNA—VOEEBREMTHHLLE, AMFEH (RSTAa—/) OFEMITITH
SRIICARERIH (ST va—u) OFEHEI NS, XITHLTSTAa—LZ0L 0% o3
ELTMET 2R Z 5 200X, YEFICIDMEREBY OR STV a— /L OFEFEICE TEEIMEN K



ST LD, STNAI—)VONFHREETEEZ RNZ LI\ ERNWXORAICOX, B3|
ELCORFHREEZSEL, [ WMEAFET D) HIEORE] & L TOREREEICORERZTEL
AL, fme LTSN REIEAS, | LR Cna s, AaiEiiobis (Bl
WOPF) 1LY, STAI—LOHFTRS T La— LOEREIER RS ITBEFEEZ ONA
WP HIZ, T MR L LTORTHEELZ S E] L@ RSNSICLThH, 2R, B
WD XD a7 TRidi Sz DWW EEYEL Be B A v, i E IS E 5 Z L oY
- RS = T AOSS VYA AN

3. ¥¢¥

iR X iz, Bk WL, RIS T D I TRl & BRI RIT % Eii rlRENE &
FARICHIE 2, —F, BBEICBWTH,  RERFEY IZBT 5 IHEN S OBdRVE, & [H
BRThHoTo, BNz TIE, iz, TEFZIZ) EHTEXDHI ENRRD LI, HilTE#H & HEORM
RN Z AR E LT TE 208, EhirlfeEF BV TIE, BIC, ¥EENBRTHICHT-- T,
MR BN RN D L ERETDHHOO, FURERIIHFRIN TS, #BETHUE, 5 HRH
R B RE RTREME IR, BN E R & MEOBRANREZ R E L CTHWEEAIL, YEHICE - T,
BETE L Z EBHALDRIRIIC > TWDZ EE2ET 5, Aied., FBHRLEE BT D MksEX
Thsd B, Tk, Y%TTR Y E 2RO —H & T 5~—D v v a2 BRDFERA
EATDHRFFCIRTH D & LTEGAIC, TOHRIEN 3 6 R4 HOE A GEEM 2 S22 &%
ERLZ2W EW ) FEHEIT, YR L 2RITHRRIC L Y FEhErTREE I W IE I D
ERHDHIELEBEINTND,

LML, —H, ZEIERBAMOBED, sIABBHICET =) F 4~ —0RErTREMEICL B A
He, ZZIZE, BOBHRWAEN TS, T, TRAEICHERFRENEASN T, [WEE
FHEIE K OB IERNCB T 2 EA Y] (EF5 041 0 A%4T) AMERSH Tk, TNAREMAD
EAEN B E ORI & | EONARRYEEROFBIIX, [F—FHE 35, | &£ Hperseruled &
VIR FEMED T, THHDOE—ME) Daio, SIHARA O, 8IS TRtk IcB 3 2 BB HR S
TEEMLDLEITEZ D,

T E D, MADHFEZEMICES SIHARIA L 20 B, BBEOFRALEICEEIHE ST
Wb I oz, THE#EZZE L, HONCRIECE 5 X ) ICEl SN OZN5 R &7
% eV B REY)TH S,

AFICRIHRTRBIC A o TR H RO RN TH D, LWV JFEE « FURIZR Y . TBEIZEB W
Th, TEIBRRDNHOEE D, =F o FA~—0OFHMEDHMICHOWT, BEE TORKEEbh
HEF N T 6D, — RIS SR YECEIBNC I - TEORUE AT REME 21+ 5 Z L iIc k- T, Bk &
B E TN I E LW EE R D,

V=)0 - BRI O 1 H. HMEEME =Rl AT - BrEHEAA (51 3K, 19 9 84F)8
A HE, FUMEIL - HEMREETFE B3R 2000) 24 0 HEROHILESL « TEFAHEE (1) 4
#EOCE2MUEM. 2000) 126H, BABES - ##FiE1 9 6 HIZh

EPCTHA RIAOURETIZE Y FUTWIC e SN 7= A OB &2 JIWr 9 2 BRI ST 2 HilT a ek
. TUTH ORI D & O & T 20 AFEHFER O & O & 325003, EEFHE « T aipg i gs ©
XHLEENEED,

Pz orEiE, WEEREICEBT A HENT. LT L BRI TRV, S H 2L AR LRI, A HFE
ZHERRT DR T EANIE, FEREATREMEIC oW T TAH) THDHIRE TH DI, FrFe G+ <745
BrEIcRB W T, RG] Th, BERBRICE > TEBARETHIEA I, AR D5E
MWhHHZLETHLT-EEZ LTV,

4 B DA, Y DU O R L O T REAR B O AR R RIS RS W T, MORHD L&
WO EANEIN - BDHLDTHDZ ENHLNTHD L ICTUTYICEEH SN TV RN E XX, 203
A T8RRI 2952 L3 TERN, LERoT, 20X I ZRIITRINEHIC/AY 55, Filz
. T AL E L UM EFEE RIS L 0 2 O(EEHE D RSN TV AGEAICE N T, YEEN
MHTFITY OMEARNC BT A F 22 L Th., Yt EWE L2 ETE AL RHLNTH D
EocEmEiEnN TV RN E X, YUEEWEIT T5IREH] i3 sin (BB, Zhi. ST
TS L E 2 BRI D — i &+ ~—T v 2 B ROEREEZFT 28T TH D L Lz
BRI, TOFEREN 3 6 54 HOEN ATREEME A S22 2B LAY |




> BHAOFUIUIBRN, YD LMo HFEO 2 F) RS O Ffl & OMit oo R O HFERFIZ 381 2
BT HETRICESNT, MORPAOLEITZOWEEN- -2 2N ENTH D K DI Yj4h o HFHIC
R I TR E T, YR XITERZ o HFEO S FIIHIESE Gk S 78 T B R
ETH T LIFTTE R, FIAIE, Mo HFEO Y GIE S AL 2 E A UM ARSI K 0By
BERRENTWDGAEITBWT, YEED YO BBEO HERFOERE#RALSH L TH, Yy
MEZRIETELZEDBPLNTH D LD ICEH I N TV RN E X E, Y bFWEIL THhoHED
BOITMEF ISR S 2 LT by (Rds, ThUE, UIEEE DS G RLM O O K
HOBRFYEO—H L L TEHEENLHEIT, EOMERKEN 3 6 x4 HOFEMATREEM 20z S 22 &
EEHLRY)
O RO RIEIARDFEMAN, HEFD, SO R ORI LS O BRI E K OV i O FLil NS
SERAD AR O E I F I IE SN T, MORHD & 2 IXZ20OMEEN - D22 RPN THDL LI
Bk STV W e E X, ZOFME THREFRA L322 nTERY, LEd-> T, B2 X5k
DFEREDO~—T1 v ¥ a BROBRE O —H & U THEFEWE A b PiE s X b FE R R S
NTWDEEIZRN T, BEFRDEMOHBER O #HEZSH L CH, U bTFWELZRETE D
ZLEBHLNTHD LIRS TR0 & i3, Yk wEIL TEREET ] Sidke by
B, ZHUT, EREOFHREIRDFEIICOWNT, 3 6 F4AHDOEmMAIEEEIMER LD ZE2EKL
ARV
T TREROFBERLEICBNTEH, WORHOHEIZZOMEIENS & 5 ICFITYICER STy
EEIX, 20RWAE T5IHFEH] SIXILBRWVEORIWAED LTV, ZOEBEBEEM DR
BIZIR> CEASND DO TRV EZHFEIC L2 DO TH D, L -> T, AHOEHWE, WE
ERATRIOHBIIC b S D 2 &2 s 5] (TR 6 FBIERFHES BT 2 FA M OFH D&
M1 178HMDIEL ) &35, W-T, 1KLY, SIHRENLRL7DIC, Y% LFEWHEERET
EHZEPHLNTHDL X)ICHHM SN TV DIRENRH -T2 Z &I D,
SHR/NHIEfI4A 4 -1 - 28 (BFI3 94 (1TY) 9 25%HfM) | R#E23, 54, K555, 3
1, Wi#235, 120
P LRTOFERLAETIE, 0L RGBT, A0S AR 5, FlxE, EAfEE
IZBWTIX, [ZOTHTYIREM S NTZHR Tho T, RS HBE SN DENS, Sk EZ RS 2
WG B LT 2 LIT ko T, YEED YA TITY O & £ OO EIN % & 2SN THATY
IR OIHEEL Z N TE DL LI ICR o LT UL, 2D XD BT K - THEBENGE SN
BRWERGHETHH] (TR 6 FRIERTFESEICB T 2 AR OFHOEM] 18 1HDHE24)
EWO BT, THDIHIN, YEE I YLTITY OGS OTIAT YR80 R O B 7k I DT
MO DGEITEDOYEEN - Db DTHLZ LV LNTH D LS ICHUTYICEH S Tze
WD 2 QS 1 BUCB T A5 HEHET L LN TERVWHERICBWTYH, YEINGLHZ &
AT 5 AR OB KB 3 2 FERICE ST, MORPOHEEEZOWMEAE--- D LN TEXD
EEIT, EOREMAZHE 2 OXFE2HIIBITH5IHERA LT LI L08TES, ] i, XKEMPE
PIZEBWTH [35U.S.C. 103 REJECTIONS AND USE OF INOPERATIVE PRIOR ARTIZE W\,
"Even if a reference discloses an inoperative device, it is prior art for all that it teaches.” Beckman
Instruments v. LKB Produkter AB, 892 F.2d 1547, 1551, 13 USPQ2d 1301, 1304 (Fed. Cir. 1989).
Therefore, "a non-enabling reference may qualify as prior art for the purpose of determining
obviousness under 35 U.S.C. 103." Symbol Techs. Inc. v. Opticon Inc., 935 F.2d 1569, 1578, 19
USPQ2d 1241, 1247 (Fed. Cir. 1991). &9 %, FEEX, AARIZBIFDHEIE LT, FOEHAEK T - 1
1-28 (W6 34 (1) #2755 5F ) I\, [REX. -5 AfRE#ED b OIXER
FEEOHEMTHY, 20X 272 b0Z5AME U TARBERHOESMEZ W T2 2 L1338 THhLHE
FiET D, LoLaenb, Ao, AEBHICRTZM5T25 2 L 2EET 2B oMmMme LT
IRENTZH DT, ARFERH OS2 W3 5 72 OI12F ZIZREEOFHM BBk okt 5 & ST
WHIZIBERWEDTHLIND, TOEMNE DIZEMARER LD THLINENETIIM S &2 AT
X7y, GRS, BIURBIREOBHANEMARR O THD L LTH, £ I —EDOHINAIE
AR H SN TV, TORBERIOX G L5252 LT iERy, ) FLT, BifRE Lz &
BY. FHpl HENCITFERREOHMAFENTHINTEY . YEZT THIIEMR LELREDOE
WHEREPRARENTNDLDOTH LD, H—aHFIFEEDO b O Z 5| & U TARBEFEY] & f btk
L7oURIZRR D 132\, ] R T 5,

mEB. D%, FAL 2441 2 A 2 8 BRITOSUEFRALMETIT, EHNFEEHII T AT OREHEIT
Hibrsau, [ TRFFHBEATC Z OFRBAD BT 2 5N O B30T 218 H Ok %2 A 2 F D3 AiES 7

10



(BT D HHICHESWTEDICHEMAZTH 2 LN TE) i, BirHREanc, MEEN, 2951
HA BT 558 (5IH%E) £ T, BFORIERNZRET 5 Z LIcL v, FEREIERD
HCRZGIBB|ITE L 2EBWT 5, ] &, FXOHEISHET DRl E@N Sz,
"OBEEHS - 1020 (ERAE (FT47) B5100EBHM) | MiEkE25532622H,.
JEFE—+ALP.P.l. Internationaled. 1 9%4 5 155~17 1H (1 9 9 44).Joseph Straus-A.l.P.P.I.
Internationaled. 2 0% 2 57 7~85H (199 54) . EitE - mMEM46%K751085~1
096H (19964) . AWM — - HI4%EZ95100~109H (199 74)
<EBEHoHE>

AFEFPNLR D HRL AN T a TREINDEFLEM EFR—THY | LFLEWNRXI a TR
SNAEWETFREDEE LT, Rlla ->KIVa >V a-osAVia-R 1 a b H{LFEEEFRIC X
> TR SN D2, AFEHFE B ORMNKETHFE S U7 KEIEA K OBIZE N T, HREWE a
DEFE DA & AW BEHEIC L > TG SN D Z E RSN TV AR, £ DA DR E M
ORER M, Hhis, BRESOBRN <. T OHBEYSIRHIIIRAR TH - 72 B C O Ze K E
OHFER EHFEE S L A5 L TWHDHTH - T, HEWEI a DRGEFIECHOEBIRNZ2ENT
Wpinotz, 2T, SREN, AFEHEEB ORI THS 1 9 8 042 A 4 HICHIFE S 7=k E HIFEA &
OBIZES K ERMTREONIR 2 EZ TE, AFEICHT DR T, BBEOMAL 2G50 E 5 hng
b,
<NE>

—HRIZ. BREZB TR, ABFWE ORI DN G ESNDT-0I21E. OLFEWEZF D OHH
AMEIZBWCHRTZ L, O EORIEFIENIZEIZH O NICENTWVD Z & VDO
WEOARERHMECHLNZEN TS Z O SEHNRLETH S Z LIS FEMICF N2,
T B R P BE R OB TEAINC B9 DR YE ) o v, MEEmE oG Hikix, it b—>
FEHEl SN TV T B, FoREEE, MR, BSOS AT Ko i iiEEE
ENE R E Y EENEDICERTE IREICEAMICE#H I T g hiE o Zevn) 25
Wah, X, IV EHOBSE] OEICIE, ERREZ SO EAEORZFHICHML T, 2ok
BoOREFENAEMZRAT 580 TH> T, ZOWEMBEDIAFTERNLDOTHD &
XX, HFERTZFOWMEYORFTEZMLE LT D] EERREN, BiZ, 20 VI BHHEEOEFTAEE] O
T2, b o8BS FERH SN2 > TR W E I ZF 0BG F1EZ2 Nz 2 EIEL, B
EOEEAZLERTHEOLT D] LHHEINTWD Z LT, YEHFTICHEEREFETHY . ZOHEM
FEHEO/RT L Z AL, BREORKTHEDHEICIRS L, L2 WE ORF O 2 W45 9 2 T4/
HDERBDBND,

Z 2T, JeREREIA R OARRER AN @O BIOWE &3 5L A W 1 alc oW, TG ks
et 5,

DL EOF#I LiuX, LA 1 a oRLEHEDO S b, Kb EENOEARZ M, HEYEN
a ORLEFETH Y . KEFFFFHFEA LR B OFHFEYRE, £ oRLEFERIE, KEVHE A SULE
B 2R & 7= Monaghan O oo K [EH53F HFEH 4 8 9 4 6 BT X A HT- e BEIETEIC K D LISk 2 < |
INBFRENTOHIIX, OB 4 TROFERITUETICE S TR Tho7b DD, KEW
AEA IFEBIIE EFLO L B0 . MO KERFFHEE S OA DRSS, ZOBRN e T
Mol Z D, ZOEMARRIEFELS YEENND 5 D TFEIIRP I ERHLNTHS, £9
THE, KEHMEAIFABIX, BWE THDREIEEY 1 a 255120 & K BRI >EE
e WE a ORLEFIEIZOWT, 20RO BT 2 HM OSB8I 2@E O Mmikcx a9 5% (4
¥F) DRFHICEMEZTDHDIENTEIREICETEHRLELD WS Z LT TET, HE., ek
AW a DFEFEL UL, HEENNBEEML CHML T IEIEEET LN TEIREICE
TEAER - BB LD L LT EN TS LW Z ERTERWND, BEHEREICED D5
OSSO B 207 L TR L, RERTHE LIRS LT, BPRZEROBIENH D H D &0
IRETHD,

WEIT, KEAMEAIBICBWTHMWE L a N EONT-Z BRI L & IR I T
HULE, FOHBEYE TH HEERI a ORGE BT, SElBA T+ THDHELTH, BICHIEDOHFS
NHHHICH D EFET D, LLans, RISKEFFHEAXIIFRBIZBWTHIWE 1 a 3
BENTWDZ ERMEETHDELTYH, HEWEI a 047 5 kit EEM I ONC K E R HRE Y b
B F08ESE (BEDOEKEZ HWEE0RE L) MUOWEOFHMECRS L, AR
0TI, ZOXIICEND LR, EEREIE, KERFHBEA LK OBIZESEZ N £ 45%B
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EDLEBIMEEROFEZEZT LI ENTERNE N 9 NE T, SEREH ORFFHIFED . KRS
EHOD%NWJEQ IRFL, JeE LTCOMNEZRETHE NS ZLiTTERN
UOHIBIRSE®R1 99751228, HIFXALX12485293H
VHEEHTER14 425 (BR11E (T5) $2 85 5HM4)

MR S V- FATIC R S TR 12 W TR, et K9 LT 28AREHNE O 0%k
BT 27201z, BEERITHIST 22 BT 50 E 9 NOABPRBEE S, YEHEPESIZFE
TELEIITRHEN TV DEINE I T, MOEMBELERLRNEDLENIRETHD, DAHA, M
N, REKRTHS7ZD M EOHE CTEMAFETH 72 b T4, :%L%E;E&:T?E?“Zo b D
LB OEREL T 52 LN TERVDIYREVI XX THLIND, ZTOEWT, (50
SNIETATIC GRS NI I | L2 572 ITid, MR Y EZIC L > TEMINGLHDTH
HILEESTDH, WO LI TED, LML, BRHICFEMILEDLMETEI RV ED L) NET
bnH, ZOZ LT, BT, BEETHO THRHICEMT D I &N TERVIE EHRD T L7225
Wlp Il &, YEEWEHICEMT LI LN TERVNPD EWVWS T, FBEHOEE & 42 2
ERTERVWENZ RN DY, HENTHD, BT DI, 295 1HEHI3 B0 M INTAT
PR SR ICRO BN DDIF, AHBANTHD LD T LICRE, ZOFEMPESZDE D

CFBRR VD E NS RETH D,

JREIL, EAESDPEORMBE & ErTRetE OB L A MV EZ THER L TWDHIHDOTHY , K4 Th
Do
'? Guidelines for Examination in the European Patent Office PART C IV 9.4 Enabling disclosure
of a prior documentiZI W T, LLFD L 5 ITFEHE S 41TV %, “Subject-matter described in a document
can only be regarded as having been made available to the public, and therefore as comprised in the
state of the art pursuant to Art. 54(1), if the information given therein to the skilled person is sufficient to
enable him, at the relevant date of the document, to practise the technical teaching which is the subject
of the document, taking into account also the general knowledge at that time in the field to be expected
of him (see T 26/85, OJ 1-2/1990, 22, T 206/83, OJ 1/1987, 5 and T 491/99). Similarly, it should be
noted that a chemical compound, the name or formula of which is mentioned in a prior-art document, is
not thereby considered as known, unless the information in the document, together, where appropriate,
with knowledge generally available on the relevant date of the document, enables it to be prepared and
separated or, for instance in the case of a product of nature, only to be separated.” 282, T 2 06,/
83 (198643H26H%EKNR) (O] EPOS5SH (198 74)) I8 Tik, "Adocument does
not effectively disclose a chemical compound, even though it states the structure and the steps by
which it is produced, if the skilled person is unable to find out from the document or from common
general knowledge how to obtain the required starting materials or intermediates. Information which
can only be obtained after a comprehensive search is not to be regarded as part of common general
knowledge.” & Hl/r9 %, 728, WEOHEMFE LT, T99,/790 (RAE; 199141 0H4H8%
W) . T654,/790 (RAK; 199 145H8HFKK) . T212,/88 (RAE; 19904
S5H8HENR) . T324,/88 (RAK; 19894F2H8HER) . T358,/88 (RAK;
1990#9H21HEFNR) . T453,/88 CRAK; 199 14F2H15HFNR) . T475/
88 (RAFK; 198941 1HA23HKR) BNbb,
"% According to established case law of the Boards of Appeal (cf. T 206/83 OJ EPO 1987, 5), which is
followed by this Board and to which both the Examining Division and the Appellants agree, the criteria
for examining the reproducibility of a certain technical teaching are the same in cases where the
disclosure of a prior art or a disclosure of a patent application in question has to be judged. Certainly,
the question of sufficient disclosure, be it of a prior art document or a patent application in question, has
to be examined in each case on its own merits. An examination as to the sufficiency of a disclosure
depends on the correlation of the facts of the case to certain general parameters.
These parameters are for example:
(a) the character of the technical field and the average amount of effort necessary to put into practice a
certain written disclosure in that technical field; (b) the time when the disclosure was presented to the
public and the corresponding common general knowledge; (c) the amount of reliable technical details
disclosed in a document.
"> According to established case law of the Boards of Appeal (T 206/83 OJ EPO 1987, 5 and T 158/91
of 30 July 1991), the criteria for examining the reproducibility of a technical teaching are the same in
cases where the disclosure of a prior art document has to be judged. Consequently, a prior art
document whose teaching is not enabling, is not considered for the assessment of novelty of a
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European patent application. The examination as to the sufficiency of a disclosure in a patent
application, as well as in a prior art document, has to be conducted in each case on its own merits, and
it depends on the correlation of the facts of the case to certain general parameters, eg the amount of
reliable technical details disclosed, the time when the disclosure was presented to the public and the
corresponding common general knowledge, as well as the character of the technical field and the
average amount of effort necessary to put into practice a certain written disclosure in that technical field
(cf decisions T 158/91 supra, and T 639/95 of 21 January 1998).
'® MPEP 2121.01 Use of Prior Art in Rejections Where Operability Is in Question(Z3\ T, “In
determining that quantum of prior art disclosure which is necessary to declare an applicant's invention
'not novel' or 'anticipated' within section 102, the stated test is whether a reference contains an
‘enabling disclosure'... ." In re Hoeksema, 399 F.2d 269, 158 USPQ 596 (CCPA 1968). The disclosure
in an assertedly anticipating reference must provide an enabling disclosure of the desired subject
matter; mere naming or description of the subject matter is insufficient, if it cannot be produced without
undue experimentation. Elan Pharm., Inc. v. Mayo Found. For Med. Educ. & Research, 346 F.3d 1051,
1054, 68 USPQ2d 1373, 1376 (Fed. Cir. 2003) (At issue was whether a prior art reference enabled one
of ordinary skill in the art to produce Elan's claimed transgenic mouse without undue experimentation.
Without a disclosure enabling one skilled in the art to produce a transgenic mouse without undue
experimentation, the reference would not be applicable as prior art.). & FE#H S 1.
2121.02 Compounds and Compositions - What Constitutes Enabling Prior Arti 2 2(Z5 7, £
I. ONE OF ORDINARY SKILL IN THE ART MUST BE ABLE TO MAKE OR SYNTHESIZE
Where a process for making the compound is not developed until after the date of invention, the mere
naming of a compound in a reference, without more, cannot constitute a description of the compound.
In re Hoeksema, 399 F.2d 269, 158 USPQ 596 (CCPA 1968).%= L T,
Il. A REFERENCE DOES NOT CONTAIN AN "ENABLING DISCLOSURE" IF ATTEMPTS AT
MAKING THE COMPOUND OR COMPOSITION WERE UNSUCCESSFUL BEFORE THE DATE OF
INVENTION
When a prior art reference merely discloses the structure of the claimed compound, evidence showing
that attempts to prepare that compound were unsuccessful before the date of invention will be
adequate to show inoperability. In re Wiggins, 488 F.2d 538, 179 USPQ 421 (CCPA 1971). L HET 5,
VUHREEEHEERLL - 3 -2 CEROE (TY) #3305

IEEMITAR D FBNL, B MEFMEORIREARE L T 5000, I E L THRALT 572012i%, &
2 b EDITFWES (Db FEER) ROZOREHFENFFESNOINER D DH, 16> T,
AR HOWNWT 2 95KD 2 WM T 5720I21E, ERAMEIC, KMEEHOLEWITHE T 210G
MoOFWES (BT EFEER) ROEOREFENTH SN TOWRITIEZR LR, Ll
2950 2 DBELABHT 27211, RN RRF 25T 20813720 < AR S LU e v
L2DTHLHND, FERIIZOVWT 2 95 1 HHEFEOEM (FHM) BXNETRVWEFTXETHD,
LD, 3IFRHFHIMEDHIWIZONWTHEERTH A 5,
'® Rasmusson v. SKB, No. 04-1191 (2 0 0 54£6 H 2 7 H¥|¥) Fed Cir.,i%, "Section 112 provides
that the specification must enable one skilled in the art to use the invention whereas 102 makes no
such requirement as to anticipatory disclosure, In re Hafner, 410 F.2d 1403, 161 USPQ 783 (CCPA
1969). Since Hafner, this court has continued to recognize that a prior art reference need not
demonstrate utility in order to serve as an anticipating reference under section 102.” & ¥/59 5,
IMPAX v. AVENTIS, No. 05-1313 (200 641 1 A 2 0 B¥JiR) Fed Cir,, bR TH 5,
'"T296,/87 (1L9884E8A30RER) [rhrFA~—FF] AMiE#H: 1990419
5H
<HEFFEE R DA >
— R (1) TEENDHD—a— 7=/ I u A U mikEk

z

‘
H»Q<0@R
‘

CHs ( 1 )
< SEATEHT >

ARFERA (LY L BT oMEX LR 5, Me—OMET, ARPD - T FA~v—%27 1
— & L, SEATHEANE, TS HOETES K320,
<HE>  FiBiEH Y
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CHIAMEIZ SN T, 1 DDOARFRELEAT HANMOFHEEERIL. 78 IEOIEWMIET TR, 2D
TFrFEv— (dEEO TESEWIIDEE LK) OFHMEEZ GHA S0 ENC o2&, KA
FEE L2t Za b 7w,
ofLEME L, BHEHTE LRI A—F—ICH L, NFWE L METHIEHH TH D, SRR EIL. T D
;5&N§x & Tbé FATEIRD, FEDO 7B I K%, #EXICEKTHZLICLY, LV
WBAIRLTWD ., FOZELHAKRTIE, BEOMNAEEREZBR L2 EITIER 60,
%Lt¢ T%m%ﬁ%ﬂ%hi\W%@%Ti\%w\§<®%zvémﬁ%%wvé(D &
RNL—x=FoFA<—) . L2rL., TNHEKZ. U oofid@EN. sz (individualised) BHR &
TWAHIZEEEWLERY, > T, D—KORL —=F o FA~—0FHBMHL, 7 I KO TIEm
HL 20,
e T A —DLAFINERI G S, BETXAEAITE, FokoiciExR (D, d, L, 18
Wi+ XiE—) ENTWTh, Yo F o FA~—IIHMKEICEEN DT, FHEITELR S,
SRR D Z o RUfEIT, FRIEZBAAIT 2 B EOR X, HEDO HFIEOMARIITERY & L TE % B
THEED, i e L <, Bib, @3z (individualised) WEZEBIRT D587 THD V)
{EEWOFHNEICET oM LI B ERfIT2 (B T12,/781 [T AT VAY—5FF)
ANFBHEH : 19824, 296H, T181,/82 IAvuibdWEl:) . T7,/86 [FHoFu
R AR 19884, 381H) .
ORI, WD, 200 F A~ — B A R k&ofmé%%ﬁ®ﬁﬁmaih58:%
D, 200 F T A —THEIZT ' IERIZBWTIEGEIO %TﬁﬁTé:k%ﬁ%bf%éo
—iz, TR IWE, BIAE, EHEEMEHEEERALC, o v F A= VT AT LAY —DRE
WCEH L, IRWT, ZOREMEDEIL, =) v FA~—52F{ETLIZLICL - THETLZEN
TX5, UL, 20OZ L3, HEMoOMEICE > TIFEETITARL . ESEMOBEBEICB W THEHAL
5, FRRIZ, 150 F o FF~—EBALE WD Z &b FHMEOFMIIZER AV,
2B, YT KEORIG — AR, USHEFFS5, 712, 2265 & L THIFICR-TND,
°T1048,/792 (199441 285HEBR) [ AFEEFE]
<FEEFEE SR D >
uF®@ﬁm¢%m$ﬁ%ﬁ¢é&*A%%W

(S)
jf o

(A, im$ﬁ%Xi$ﬁ%*#TTmm MEL D DT AT INEIT DRI
NIFRDPKRBIRT 2R~ THEIC, HEEICHFRSND DT Mol 2 7R~7)
< FeATHEA >
o EATHINIX, DK (1 a) ZHTHXRLAFERTH -7 (MR RE 2R S 720

o (La) G, R BAFEFRF UL vivo TR SN S AT LIEEZRL, R
1 %%gﬁgﬁ@g%ﬁL\%w%¢ﬁm\w®ﬁ(ﬂa)%ﬁﬁémé%%%bfwt)
OH

%%“S

(Ila)
Fio, HfREND L 512, ZOFBREEWIT., e ONFEERMEENSEEL 9 5, AREIHEH
L. FN 5 DOREM N OME 4« ONFIEHREEEZOET 5] LitdIn T,

o/ L— A6, B a DILEMIZEBNT, RA, VA KD %K%¢6%®T%D\N*A%®
3ODARFRBIZOWT, BRABEEZ RLTEY ., AFEOEE LR —THol,
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S\O@ﬁﬂ ICOWTIE, YR EHEEL TR, 2L, 2 o0 N KB NEAE IS (Rt (1)
E (1) Lo () . (1) 4E (1) EREESEIER—) o 6o T, ZOEHR T, 20@7%
SR O SLRRLE &2 B A IZREE T 5 OZiT 45 Tk,

D

OH
4 i H s ®R OHH H o
H z i S R) R
7 N{ s s,fz) Ho// Nﬁ s— J©
o) OR ) o OR o
OH
H H
|—; i S (S)
v N\QS S‘éR)
OR
°© (n
<NE>  HHMESH
o/ L — LADILEWMDE x« DSTARBLE DS, F DBRIC CANRICFIAFRECTH o e B0 HETH

5 %m eV, il & OBLE OB, 24 %%;Omf FA I BOR O TR B R B H - 72
ICDBBETHIENTED (B :T181,/82 ; ANifa#H 1984£ﬁ\ 401EHMOT

2 9 6,87 ;AWIBHE: 1990F, 195H) , -~ T, MEDOEEN, REIE4 DEGEIZ OV
TofEfiT R < %ﬁéht~ﬁ@TAEM% CHEAEYL %Eﬁé&wotffi+ T TRV, &
W2, FORBNHHTHAEAICIE. T12,/81 (AHEH: 296H) XUT12,790 (A

%%ﬁ)#%‘ﬁﬁﬁ%%&ﬁé_kiﬁéfﬁ&

o/ L— A6 L, BT, &M 2 oORFEREEZ ST LTH, 2 00XEED > LD L
LI— T AMEIZIZBI R LRV, X, BAEIMKILL 7ZHMEOR R, — KA., L DOR[RERTT
AT VA= RO o F A~ —% G AEERICOVTER L TWAET T, 71 —A6128W
TRRENTVABRIAEBD 3ODORFRBIZOVWTEZBEDEHEBEIZOVWTELLTELHT., LT

R S ZBRO TR, BT, "o B A B O F R B % B ROBOR 2 B E 22,
'T1046,/97 (199941 2H2A%H

<HEFFAE R DL >

FEOMFLIR =T o TF A~ —

<SeATEAN >

O LIAREENRE STV, A UEE 2 A4 2L e bR

o [BHRSINTAEMDORTONFAEMRIZE RSN TVD ] L) LENLH
<HE> : FiEELHY

ofil # DALEW DFHMEIT, BAHIC, Uiz bW %E . EER) O —BANATEM DR T 2560
HBEIND, WD ODFHEEOMSL LTI THL [ T181,/82 (AHIEH: 198
44401H) ;T296,/87 (h#fEH: 19904195H) 1.

it-> T, @%@é ZICFEIERIZ OV T OBIRMA RN IR Y | FeATHATICREH S T 2 A PRI

1‘% W BT DA NRSH D E VI EITTIE, 77— &N F rFA~—0FH Rt E2ETET 5D
(253 TR,

[BR SNIALEM DO TONFAEMER] LV ) BT ED=F o F A~ — DL Sz BiR &
FiTiEZev, 5T Z LV —A SN T U F A~ — OFED S AREEIT, BN O —FAITIL
ITEMAGE Z LI TEF, FRMEIFHAIL 220,

** |tis the view of the Board that a document does not effectively disclose a chemical compound,
even though it states the structure and the steps by which it is produced, if the skilled person is unable
to find out from the document or from common general knowledge how to obtain the required starting
materials or intermediates. Information, which can only be obtained after a comprehensive search, is
not to be regarded as part of common general knowledge..

*% Document (1a) would not effectively disclose the compound (R)-(E)-2-methyl-4-(2,2,3-trimethyl-
cyclopent-3-en-1-yl)-2-buten-1-ol even though its precise chemical name is indicated, if the skilled
person were unable to find out from the information given in that document or from common general
knowledge how to obtain this compound.

15



** Ratiopharm et al v Lundbeck, Hague District Court

The court does not agree with Tiefenbacher et. al. that the publication of Smith constitutes a direct and
ambiguous disclosure of the compound in the form of a technical teaching. From Smith, it cannot be
derived if and, if so, how the enantiomer has actually been obtained in individualized form. Therefore
the argument that claim 1 and depending claims 3 and 5 lack novelty is denied.

°T658,/791 (199345H14HFER [m)FrFiv—dff]

<FFIFEROE> : d RO TRLEMAOZ ORI LFFR S DI

COOCH;

N A

QL0
<FEATEM >
oM IR —bAWMN T B I ke LTREINTWD
o fiEIC, [ HDIEMIIARKIRFELH L, ZOmiﬂ‘/ﬁ;z"\?~7ﬁ>7f‘fﬁ’é%/\7bk % (@),
KEREAIL, ZNHLDOTF U TFAT—DHELRPRZALORGWETS (@) J LT
ﬁ\w#ﬁéify%ﬁv~%%%mﬁﬁéhfw&wL\z%y%jv—@mﬁi&%%ﬁgnf
1,\7‘;1/\
o/ L— ik, LRFEMBIOICAEMEEH, 20D F o FA~—IZNHDEAW LTI L—
LY D,
<NE> : FiBitER L
ofb P TREINIY . BICERBFIIB N TRBMIN TN TL5EICOH, H2OEFWEIZEL T
R RDR DD &4 2 2 LiX, HIFl &ﬁéo&ﬂp\54*(2)i\%ﬂﬁ®ﬁﬁﬁ%&ﬁm
Wz 2 2 LICBET 2006, (bEWR. BITINCEICB W TERSNC (individually) H & HHE
L8901, BIEICRES N TWIIEHSTH D, ABUEIC v, Sk, MEAFNT, Wi
HRERRIZBNTYH, ARICFIAAERETOLO L 25 LHRIN TS (T12,/81 ; A
#WH:1982H296H) , LLAanb, BATURIZELY bbb a2 Zorid, BEFICE > To
A%t%éﬂéﬁ%ﬁifi&< MEEIATHIRONE N HEEZHE DV R DERED 25, K
DO%G. WHFEICBIT22F o FA~—IZlT 5. 20X o) FAh~— 7537'7”?“6 Z <‘:
T 2R R (LFEO0ORKHE) ICRESNTELT, LRRO@OFRHEHD L 51z, BRI
LOTF UF AT I N HEHOMET Y EBEZ TS, B @@@nﬂi‘z N *ﬂxﬁ
Eomf@&%&bfné@fi&<\@ﬁ@%MW%a@ﬁﬁémt%%@éfmﬁimowfé
FLTWD, E->T, BIfEIZ, EfplicEW T4 ICREE ST EIfbeamoeTo S Fi~
—, HEHIFATETHY, Thwx, ABHBEACIVARRBINEL IS, AFETZ L—LAE
NiexF o FA~—iF, BEEL-T, HHTHD T \%®$&\W%\EUﬁ& gV St
HIENTED, o T, BEHIE, WARDIEMOEREZEET, Hroxtr Fi~—Z Gy
LI LB TED,

O SATMRD FERiiff 1 1B T 2= F v F A~ — 2GS U FA~—ICHlT H0RIT, &< 0 BIEngE
E@%®Ti&w T296,/87DRIWEFHEL T, AMIZENTIE, Zb—hShleoF o FF
—IX, FEATSCRIZE W T, HEFIT L > CERATREZRME 2 OFIErR & L TRifis i Tn g,
oT296/87Ti\%ﬁ&m IBWC, 2 F U FAY—DFESL, AT mEALEMINLTES

T T TF A —E2 AR LSO, RRRF R OB B LRI ABRIC 2 » Tz,

% In the description of this document it is stated that "the compounds of the present invention possess
two asymmetric carbon atoms represented by the carbon atom of the piperidine ring which attaches to
the tetrazole ring either directly or through one or more methylene groups, and the carbon atom of the
piperidine ring which attaches R to the piperidine ring. As such, the compounds can exist as two
diastereoisomers, their cis or trans isomers, and each of which can exist as the racemic mixture of such
isomers or each individual optical isomer. Accordingly, the compounds of the present invention
will include not only the (+)-racemates, but also their respective optically active (+) and
(-)-isomers" (emphasis added by the Board.) The description then goes on to describe the method of
obtaining the compounds of the above formula, followed by the following statement: "The preceding
description of the synthesis of the compounds of the present invention prepares a mixture of the cis-
and trans-isomers, but predominantly as the cis-isomer. The diastereomers are easily separated from
the mixture using standard chromatographic techniques, for example, employing silica gel or alumina
adsorbents". It is said that the following examples further illustrate the compounds of the invention and
their synthesis. Example 3 then describes the synthesis of cis-(+)-4[(1(2)H-tetrazol-5-yl)methyl]-2-
piperidinecarboxylic acid. In accordance with the above-mentioned consistent jurisprudence of the

16



Boards of Appeal, the novelty of such an individual chemical compound can only be denied if there is
an unambiguous disclosure of this very compound in the form of a technical teaching (T 181/82, OJ
EPO 1984, 401 and T 296/87, OJ EPO 1990, 195). It is thus not sufficient that the compound in
guestion belongs conceptually to a disclosed class of possible compounds, without any pointer to the
individual member. It is, however, not necessary that a detailed method for obtaining each and every
individually disclosed compound must be described, e.g. by way of a worked example, provided that
the skilled person would still be able to synthesise or isolate that compound on the basis of the
common general knowledge (T 658/91-3.3.1 of 14 May 1993). By contrast, in decision T 1048/92 the
statements in the description, although quite similarly worded, were not construed by the Board as
relating to an optical isomer of one particular example, because it held that in the circumstances of that
case the disclosure of steric configurations in the relevant prior art document related solely to the
penem ring system common to all compounds described in that document, whereas the compound in
guestion was an optical isomer of a compound containing the penem ring system having the steric
configuration indicated in the prior art document as the preferred one, and an additional centre of
asymmetry in a side chain which was not present in other examples of the disclosed class of
compounds. Thus the facts of that case were quite different from those of the present case, and the
different conclusions drawn from these facts are in no way indicative of different concepts of assessing
novelty.

*7 574 F.2d 1082 CCPA, 1978 USPQ 601

*% 301 F.2d 676, 133 USPQ 275, 1962; Bristol-Myers Squibb Co. v. Ben Venue Labs., Inc., 246 F.3d
1368 (Fed. Cir. 2001) % [A4kiZ, “The disclosure of a small genus may anticipate the species of that
genus even if the species are not themselves recited” & H|7~x 9%,

#9197 USPQ 5 (CCPA 1978)

*% In re Adamson, 275 F.2d 952, 125 USPQ 233 (CCPA 1960): A showing of superior results of a
compound over its optical isomer and the racemate was insufficient to overcome a prima facie case of
obviousness because it was not unexpected. A prior art text taught generally how to resolve racemates
and that optical isomers generally have different physiological properties. In establishing better results
experimentally appellants have done no more than is suggested by the prior art and have ascertained
no more than what would be expected by one skilled in the art, i.e., the activities are different. In In re
Adamson, the court upheld an obviousness rejection of claims to “[a] laevo-isomer of a compound
substantially separated from the dextro-isomer” over references disclosing the racemate, i.e., a mixture
of equal amounts of the enantiomers. More specifically, the references disclosed synthetically
produced compounds of the same formula claimed. A chemistry text taught that synthetically produced
substances containing asymmetric carbon atoms responsible for optical activity are optically inactive
due to the formation of equal amounts of the laevo-and dextro-isomers. Adamson argued that the
invention was patentable because they discovered that the prior art product was a racemate, i.e.,
comprised of optical isomers, that the isomers could be separated, and that there were unexpected
results. The court rejected the first two arguments, finding that, in view of the textbook, one of ordinary
skill in the art would have recognized the reference product to be a racemate, and would also know
how to separate the isomers. Finally, the court found the evidence of unexpected results was not
persuasive, and so affirmed the rejection. Because the court did not rely on the general proposition that
one optical isomer is prima facie obvious over its enantiomer, Adamson does not stand for that
proposition.

*'Inre Jones, 958 F.2d 347 (Fed. Cir. 1992) [In re Grabiak, 769 F.2d 729 (Fed. Cir. 1985)] ;
“Particular types or categories of structural similarity without more have, in past cases, given rise to
prima facie obviousness” In In re May, appellants conceded that the claimed optical isomers were
prima facie obvious over the prior art racemate. Then, the applicant overcome a prima facie case of
obviousness by showing that the claimed optical isomers unexpectedly exhibited a combination of
properties (non-addictiveness and analgesic potency), whereas the prior art taught only analgesic
potency.

*2 499 F.3d 1293 (Fed. Cir. 2007)

*% 501 F.3d 1263 (Fed. Cir. 2007)

The court found that an article by Donald F. Smith (“Smith”) entitled The Stereoselectivity of Serotonin
Uptake in Brain Tissue and Blood Platelets: The Topography of the Serotonin Uptake Area (“Smith
reference”) did not anticipate claim 1 of the '712 patent because it did not disclose “substantially pure”
escitalopram as claimed in claim 1 and it did not enable a person having ordinary skill in the art to
obtain that compound. The court found that chiral High Performance Liquid Chromatography (“HPLC”)
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was a relatively new and unpredictable technique at the time of the invention and that Smith had
worked with the founder of the field of chiral HPLC to separate the enantiomers of citalopram near the
time of the invention, but had failed in his efforts. The court also found that a team of chemists at
Lundbeck had unsuccessfully attempted to use chiral HPLC to resolve citalopram for two years and
that Dr. Danishefsky, Forest’'s medicinal chemistry expert, had unsuccessfully tried to resolve
compounds with HPLC in the mid-1980’s. The court also found that an inventor of the ‘712 patent, Dr.
Bogeso, had conducted numerous experiments attempting to resolve racemic citalopram through the
method of diasteriomeric salt formation, but had also failed. Finally, the court found that Dr. Bogeso
only attempted to resolve citalopram using a diol intermediate, as recited in claim 11 of the '712 patent,
as a last resort and that others of skill in the art would have similarly hesitated because there was a real
possibility that the resolved intermediate would re-racemize during the attempt to convert it from the
diol intermediate enantiomer to the desired citalopram enantiomer. Thus, the court found that
attempting to separate the enantiomers of citalopram based on the knowledge of one of ordinary skill in
the art would have required undue experimentation and that the Smith reference was therefore not
enabled.

*4 89 USPQ2d 1370 (Fed. Cir. December 12, 2008)
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