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DA EE B FIE R > T3 vl 25 » 75 HOE Ve o BB FEE B A
Z A SRS IR - IR PR RS SRR TRER A IR ZMEE » AT e
JEBE 2011 FERYHLH(Gyo-HDN0.326 » AIFTHE T REIRAN » 3% AR 2P B E
— SRR R SRS B - MR DL RSB IE R 2 BT i 58 Ry BUHEER . “Pacif
Capsule 30 mg” Z &ZFEBFECSE — R bEiiatr]) - RRRFEERE R ZFIEA —R
[ 5l o BAR R B i 2 57 P S8 AR (BB — R EmiET AT » AR L AT R 2 H
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FREWEFA] | Pacif (W50E) L ARz FERL Capsule 30 mg
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(Z)2015 £ Beyacizumab ZE(Gyo Hi)No.356

5= Genetech 2 =I7% 2007 AEJ& 48 L i —BLARE IAG #45m—bevacizumab(— T
VEGF ZHi#%) » LAaZaT o] Al Rra FHE B 5 B AE R AL » S5t 2000 FF-DAZEE 2
AN TEI{5 R 2 55 5 BT o] 58 > Genetech DARZ K b THEF O] HHEE 55 — A
FER - BIEIORYIEAE - Fra FREFTRAER D By © 55— EL5E R b e ] #8725
[EERERAREG> NRATR) » B EFA EHEE— KA - 1A &

F—REMEFA] | ABE FARREE 5~10 me/kg, I EH B4 ZEY)4H & (1

H - 4aZERImEE A 2 24

FoREMEFFA | AKIE Rk 7.5 me/kg B E BT SEY)MH &

H - 4aZERIREE A 3

s oK ¢ —fEE S A VEGE SR 41 - HRZasbimPER fit ~ flk1 -

KDR =Zg&sidrfi1 AJE VEGF 2 Hif&( JPH08502514) ©

T AARSTUE RS KA - BUirarA28 67 RZ 3(Di HE » ZBEABREMRES
— R EWEF A ERE A AR R BT A A R g 0L R B S A S P
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Ry B e B PE s — RS ok ErET ] 225 - HaZtEBERney ~ 78 - (£
572 DR BT | A & NS R EriaT il Z (o R & R e 2T ] B
A TELURTEFIASS 67 i 3 XEIEAERHER - FraTBERETR (2016 F)EUEEE
FAE > [H1% EMET A ARG ~ v & -~ (EHUTA ~ DR —THE AT B
TS A EE > BB HE TR -

— -~ EREEEREREZ HH--2017 £ Debio Pharm v. Towa &
2 EAHFEN T 3178 Debiopharm 23 &1 2 BY/DFI$H (oxaliplatin ) SUFIHY S ZE

R Z(P3547755 B1) » JREHIEIHAH £ 2015 - 8 H 7 H » HAMEHRNERELER
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2020 5 1 H 29 H » ZEAELLZAT  Ba AT RAENERAHA F LTl it
FER T ER HA—REAEER Towa A E]F 2014 FHUSE RS> S 5maT ol R E
_ET7fi 8 Debiopharm A EIFEEHE - Hh & FTE&E 2 HFIRE - IP &5 AR IPHC)
B2 2017 AR - 325E Towa 42 E]HYE iR Debio WIREEAHRIGRERF—) -

Debio BFl] 7 i KIABLEE X840 Towa b7 o BUEIA0 N =T -

Debio HAZ55>KIH 1 Towa 2 BLY/DHI$H T 5o IR (55, vial)

— B DA FR e IR e T

B/DA$H 50 mg | BL/DAISH 100 | BE/DAIEH 200 mg

SEELEIR] > H R B/ DRIEHMRE 1to 5 | 10ml mg 40 ml
mg/ ml H pH 5 4.5 £ 6 7 /K& | Hd 50mg 20 ml H3H 200 mg
PEEFREEDF SRV 2 ER i 100 mg

/D 95% HaZ BRI Rl il ~ i~ | SEVEE IR

U AE

Towa 2\ SRR E A mmbr_E AR DRSAR SN - A &b E i i Er
A RIRZ AN ] Z S WA > IR FAS 68 2 2 BUE - AR
£ Z BARERT A KAHRE 67 15R56 2 TAEF nl S8 FTac sk 2 8% i B fit 55 B A
DASNGEIE > SR ZE TR ARG Ry © Debio B Towa WY& 5 AH[E - IPHC # R Debio
BRI E A RrE - A I EREEIRE < B DA $07 RS 85 T7K0s
o HA S B im SRR IR B S R A R ERIIA  IPHC 238 % Debio
HIEE B BRI R R A E A & AR IR B DHISH/KIE IR - {H Towa HYEL/DA]
HKERAVEEH M - VAR Towa 2 i 2 MHEA S FIZE N2 (JP5314790 B1) >
HERZ ENHA B DFISAACE R » 1A 70°C 9 KiafrHAM - nTR S aE v eEsL
WEH PR W mEE EAEE -

VH AR FERE %A (Intellectual Property High Court of Japan » IPHC)
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JE e BB IR BHE N B a SR B 48 0n 2 2 e MR R AL > 11
WA= R R S AL TR N I iR 2 R TR 7T (R FR R Al SC i AN
FIETE F Sl BRI A RUEZE (e B S hn B SR A R 38 0 2 Rl (R A
FBRRAE RE—

IR SR AL BT Rl Ty BT A - R REEHRAEREN
W R S BT A sE L " e MR AE R HEEPEE T A

HE ) BHERPALER > AIWER/R G REER— -

- BRAEEER L HESE
(—) =PV EBEE
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—fEEEteA |1
Z BB Hofk
LIEHERG N TR E
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gL EY A
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ZEYLEYI A
i

3
L

25 mg/kg
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&
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FE BONE Y
BRE RS 1993 FRIGE T EFERSE - 2 it irgs s
(supplementary protection certificate, f&jf# SPC) - #Hi{E ZEps Ry J&fS LT rl A%
Z B F A > TGHI7E Regulation (EC) No 469/2009 JAM » 7S RE LT 4442
e Sy tragill s BhiEE - CHE S RS - MR E R A S g BB T
FHE - HNFEEREH TIEM - BXERERE (European Union, f§iE CIEU)¥ Y ARRA £
ket g BEUAGTE B EFERIERSEZRET VR K CIEU 4 — gt -
CIEU ATHEAA #7255 K fiF e SPC 7AM » JEHZ EC Regulation 469/2009 25 3 {5
P~ SPC A% M FdE S8 b &% (product) BELEL BB 2 S FERA % -
PR % B s el 2 & Ry s — R il » #6772 EC Regulation 469/2009 25 3 {6k
(HVARRE W BONSEER L —ERAER - CIEU BARHIINE— T
TEARAE » G IR FTEE Infringement test ((RAEMIEE ) S Disclosure test (f&@E&HIE
&) FEHFZRIERE DT EHIET A R B R AR AP R - {EEIT CIEU
¥} Teva v Gilead FT{EHI » FEHHTHY RME -
— ~ Teva v Gilead C-121/17 & : &2 &2 SPC
Gilead i & i1 Truvada 27 tenofovir disoproxil £ emtricitabine [J4H2&

FTYERE HIV R P R R - 5% &8 Ryl — &4 b HIV TP

42 > IFEHEEEELY 30 (B35 - BHE Teva ~ Mylan 75 NEEZZERTY 2017 4

() 22l B B 22 355 A e (Market Court) DAz 5% [l /i R BT =52 4% (High

Court of England and Wales » EWHC) $Z#EEFAPKEL Gilead 22 SPC XYM - 58

Fy Gilead 8 DAHUAS: SPC 2 BEAI(EP0915894, [l 894 SREEAI)EE KIAFT I E
BeaadH ) A EC#EL Truvada 22 tenofovir disoproxil > PAN AL & HE VAL
5y o B3 T ETIBEERST ) TR R e KIE P R AU SREAE

KBRS EFE DG E 0 A A HEE emtricitabine R TH - BREFAR

(Bl

=

? Claim 27:A pharmaceutical composition comprising a compound according to any one of claims 1-25
together with a pharmaceutically acceptable carrier and optionally other therapeutic ingredients
12



B 460/2009 5 3 BRQFUE @ BEML TR RA R EEEFIIRE - AR PR
FEHA “tenofovir disoproxil #2 emtricitabine AJ4H AR By 894 SREHFIFTHLE -
R EFARE R 2018 425 A 15 HHUH#%22 SPC » 585 Truvada if;
AATEEE AP R FE N - 2L 7 - EWHC #Y Amold JEER R
CIEU Z AT ARHAH & 4558 SPC Z R R 4054 » = 25 BRI S 1B
RREE 469/2000 565 3 ()i 2007 4 1 H 1\ CIEU fR iR » B« gz

A A Ry S AR R P R 0 S S — U RS R > Amold JAE
FAFRH FIREEIR IR 5 OB AN CIBU 2% » Ml R nl 38885 215 Rk
BB AT ORa A B R ELZ A8 I 55 KPP e 2 S lE Y » iR
B2 469/2009 55 3 fR(a)HHAVER - e — N EH BRI - iEREEE
AT R BE B L A B PR AR B 2 5 MR #E e (inventive advance) BiRc o - HBK
(technical contribution) » F%4H & < B i 2 A5 BEER (embody) EHE S| 7 2 HAMRE
‘&(inventive concept) R FLiG_E MR’ -

{425 (Advocates-General ) ° Wathelet HI[Z53 Arnold SEERYE AT HE I
MR TRV R A R SRR ORI « BB A ZAR S I > HPT
BRI BB RIS T S &S R - MR ) 2 A RE A
tH 7R (identifiable) » ZA1M CIEU 3 _EltRe A E Arie B RABABR A » CTEU $)it 469/2009

3 PREEFy - HEUENER T RS AR B iReE - ERATEEH] 2 (7
St H IR PR i S BB BT = - IR e 8 2 A &k s
2 E PR T e A AR E a0 (identifiable specifically) » & & KIHACHEKE 28T
(necessarily) H 45 & Hti(specifically) K (relate)sF o] _E i 2 $H & &8 > 32 S8 e

* Article 3 (a)the product is protected by a basic patent inforce
* the product must infringe the basic patent because it contains an active ingredient or combination
of active ingredients that “embodies the inventive advance (or technical contribution) of the basic
patent
FrA BN ll/iﬁmé’j&E GH 9 BIEFEE UMY - EEEHEE T EAT A EEON AR A ZE 2
AR R EM LRz R ESE A I BABE I HEAR 6 T EB AR -
EEE E’;E%EIU HE(E R AL s iR AT B A TENER @ EBAEREE  A0E
bt - Nmsttm AR AHENEZES - BAESEEGT - Sl gioibermiRas -

13
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WAREERIATIRGE - i CIEU RV AR - HIEUE LR & A WA SRR fReE
FE% B RifR M- -

TAZEREER 2 (B I BHEE H IS > ST R ir I ELE A B = - B
(SR BRI FS H (expressly identify) » {H 35 SKIAFTEL 028 HAFE#D K (relate)iZ 4H
G HAAETERERRERE - FEFEUT 2 B

R 1 - (BB FRR A R B =0 JE IR 2 4 A R (necessarily)#f
ORI S BT E -
ek 2 - WEREEFIFTEE Y FrA AR S - B EEMER S RE R E st A
(identifiable)
FESR Al i 25 BESHIER (two-part test) E PASERE S > (B i H s HH
GHIRE o T fl R L R s I
CIEU #Y FLA# {5 DL EPC 56 69 iR E e FEAIESS 125 f&(Section 125 of Patents
Act)Z BEFIREERTE R milcls - BADES 125 e " HAIfRENHIEE
Foft KIAFTHAREFE Y - Wi IH S & B - CJEU B35 B (Wathelet)
R 72 RATIY - Wathelet f£ZHR A 55°KTE - ZAifi CJEU &4 EPC 55 69 f&#H
TE R BFITEES 125 e 2 B RHEF CReEHERE 2 BUE - Mol R MEHR s B 2 =
— O EfRE -
%t Gilead 1S - RFT@ R EE B E RENE 894 SREMZ HEE
H 2B S FE H B fE) 5 T fi# emtricitabine B tenofovir disoproxil HYH & Wb 2R3
WeZ BRI IARTRE - CIEU MR DA B AR A i BE55 5K T8 > i CJEU
FERART Gilead #Y Truvada SPC» #% %€ X E[0]#:E] EWHC > EWHC #Y Amnold

EBEM CIEU FfE C-121/17 HIR - & FIPAREE Gilead 2 SPC A RFELEEA

® even if the combination of active ingredients of which that product is composed is not expressly

mentioned in the claims of the basic patent, those claims relate necessarily and specifically to that
combination.
’ The extent of the protection conferred by a European patent or a European patent application shall
be determined by the claims. Nevertheless, the description and drawings shall be used to interpret
the claims....that specified in a claim of the specification of the application or patent, as the case may
be, as interpreted by the description and any drawings contained in that specification

14



B 46912009 55 3 {7 () Z R T HERK ©
CIEU Fraf 2 "Ry 7E i (specifically) | {4 FEHRFEHE MR 3 A s

(indicated) » [ &2 —f& M 7l (generic description) » HLRTAEEKIAEGER
Wi R STl 23 PIAIEZ S8 EE RPN 3% RARE IR T 5eAT
CIEU > 2011 £ Medeva ZEHVREIE » 3% ZE A8 Ry i KA MERT E 5 LS
R4y o (B N e A 2R TR E R (specifically) | IVFEFE(YA Tk - E ]
THHR A (& DAThRE I FH B L B2V S » ATRE( R A EES - DA J5R
TEEEYE ST ERE » BRI EEY B S YR EE )N B EE
VI HIRIRERS - SEFRE Bl CIBU By RAR YA 17%E - o NSy miZE
ARSIl Sandoz v Searle(C-114/18) % Royalty Pharma(C-650/17) °

B HEAEEAT T CIEU HYEE A LA - M Ryl a5 K DABH G 36
SCHEL(AN S5 MNITETER ST [another active ingredient]) - “RRERUE T BARESCRE
M ke g

— ~ Sandoz v Searle(C-114/18) 5 Royalty Pharma(C-650/17) : &>k IEELEZEH

B

H RiA RIZE(C-114/18; C-650/17){/51F CIEU ZEFE o » PRJaZ W 2 R (L
CIEU A = 2R 258 FAABH BN R 7 469/2009 25 3 fik(a)ffifE 2 " Fy
BRI iRE 885 | &5 0 C-114/18 ZEXRE N ER LIRARTATE - %%
%5 SEARLE ZEJig ~ B71--EP0810209 B1(fi% 209 5tHANSPC » sZHAIZE Ry
—SEEERFE L&Y HIEZEH] 2 SPC Arac#aT 7] #54) K Darunavir
SH AR F Rz 2 B - FEEmTEE(SPC/IGBO7/038) - {F Ryidiiisk i 55 25 I
HIF A (retroviral protease inhibitors) * FIFY/EHEE HIV » 200 SEFEAEF KA
FEPEIZ RS E T #EA & Darunavir f£N » {BERIAE T AEEE 247 100 (HE
Tt eyt e AR R EZ(LEY) - B2%E, Sandoz 1 Hexal 327
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Darunavir FE BB FEE 469/2009 28 3 () FTE Ry B AR (&~ 28
NIEE E5Re% SPC Ry - SLER A= FABE L E] Sandoz 82 Hexal ATaR » 50/E
Darunavir FsEUEFFREE 469/2009 28 3 {5(a)FT E Ry A B HL I Fr {ate 2 25
Sandoz B Hexal $#&#E F3F @ S0 MEE e S B E 469/2009 2 3 fFk(a)
FITIE R BERESR AT Orats » I o P i 6 M R (B S s - 8 afiBl s S
MR HAE MEAE R (recognize) 5 LAFREE SPC 2 2 » {HAKZE Darunavir B4
ArrE EHCHE - 808 RRIE LU EPERSUE » A B8 8] LiEral
ZEE b EY) Bz b EYIARIERCET B RIS E S TR RIE Ea 4
RELEYIR  ZBENEREZEEE - HHERF CIEU #F -

ZJit Case C-650/17 ZZAI 5 R#> Royalty Pharma ZEJj S5 2€-- EP1084705
(T 705 9RFA)Z SPC HHEE  sZ SHAIZERN 1997 54 H 24 HHEE 12 2014
6 H 25 HizAE » FEAEEH R — T 55 DAY EE L PR AR BB A7 (Dipeptidyl
Peptidase IV inhibitors,DPP- IV inhibitor) » FIFAFE(EMEIK SR B A MKE » Royalty
Pharma 2 2014 4 12 A 17 H [mIfEE{EH]F(DPMA)H5% SPC » % SPC Y&
NE Ry T R EBEEFFT R 2 2P sitagliptin’ » PUR sitagliptin ~ /2
sitagliptin Z BL/K & REE | > sitagliptin F 55 VU EERE R IR BRG] - 3% 4%
RN AR HEE H A > Hazgs 2 Bt nlsgir A A A BEANE
YA SPC > BLBRE I Zeaf R I o {8 DA S ] > THREMEFIRESUE - 55K

stEHE AT S E s R B LAY A = > 3% ={EGf sitagliptin > fEEIEH
MIfEe A 705 SR ZE o 0 ARAE BE R 1E 55 VUBL ERE IR R I]
--sitagliptin » ZEBEEHFTCRERTHEEA K HEE H & bt AR E L - i
B3 % SPC FiEE » Royalty Pharma g #E—20 H 8B SEAHEHLER:
(Federal Patent Court, Germany) Royalty Pharma *_5F o 5 E S5 BHRZ O & (the
core of the inventive conception) B Z: » BIIFT_E 2 &%/ 2 5 A HGH (embody)

8 sitagliptin in all forms protected by the basic patent
? Sitagliptin, in particular sitagliptin phosphate monohydrate’
16



FEREEH 2 S5 EARE S ECA R B3 2 %0 T B U A R R B PR BRI
Z IR R FUE N EFSRIER S UE < B e M8 - JE e LU E i (specifically)
WEEIE— b s HEEY)  (EIRFSARE R R Royalty Pharma =2 T #0388
B (core inventive advance) &b » B {FEFHE R ZaEFE 5 CIEU 55 KARRE |
EHEOEEAGFRIE LI IR M B UE 8 1 Hai IS RIE w45
FHRPE SRy ARZ 2 a2 & BB = 469/2000 25 3 k() AT E R AT A
FToRaE 2 4500 -

/2% E General Hogan 2 2019 4 9 H 11 HEt# ki Ze £z ik
(opinion) - fifffciE C-121/17 Teva Z& 2 i BRMIEE (two-part test) i il a% €

—DBR  RPTE RO SR L RIS Y F 5 H BB SR H ARG -

PR LUERGEE SPC 2 B i B Y EL B SEA Frfig AR o fi R (the solution of the

technical problem)ifi = FsIFAZERT » AIRFFEE—LBRIRMEE" - -

FER PR Re s B KR R B S H BB SR H - 2R
BFIFTIEEENE - At (derive) 3% LHTEET " -

e B E A HER R ARSI 5 &85 2 B RS SPC > {H—
FieaR R B Ml 7 UG E A R o0 AR B SR (B4 - HiAe) R & ARk -
WIERER IS PR BAGRCHEEZ o7 T HEE ZANM RF8E WS - sV TS I8
AHERBFE - Pl : &35 RIASE — B AR R C1-Co Kk > E
M EE LE Y 2 I BERAER T 25 ) HAREFEAS P EAE

Bz AR R EBNEZALEY) e g A s E#Z R E R 2 2 ALEY) -
AIEEE SPC IRF AN B RF MR K CIEU HY R H{EASREE -

» BB BAEREE SPC 2 BB M & RS — e A AR IR

% The first part of the two-part test is not satisfied if the claims in a patent in relation to that
product are not required for the solution of the technical problem disclosed by a patent

" The second part of the two-part test requires that it be established that a person skilled in theart
would have been able, in the light of all the information contained in a patent, on the basis of the
prior art at the filing date or priority date of the patent in question, to derive the product in question.
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(—) 2012 4F Neurim &
EC Regulation 469/2009 JA{REE 3 ()FHLE » #BPAFRES SPC 2 b iiBg &5 r]

R RysZ I FE ) (product) 2 S5 — . ETEF AT WA B S E YR G R
—R EMFFATER LARS P BUE S B DU CIBU R AR Rt A —20
—REIR R SRR VI Ry iE MR B RNE MR AR S - A B EIEA
(excipients) B K (adjuvants) » HASE—IEM BT Al ZEMERY 5 S
SPC JiTF6 469/2009 JAMRER 3 (WRZKE » B2 » RAWIVEER T A Ak
JE1S SPC » B EAUEMER > Z# R AN A% MEsZ (EVAAIY 2012 427 H 19
H CIEU Z HR s RS » 1E5% % Neurim A S8 LLHEE SPC 2 FATEFH]
S fy— TR MR (melatonin) » Fin %y Circadin (Y AREHEIRIRRE - Mok
AT AR~ B L] B AR 2577 » SRS Fl 5
#JZ EC Regulation No 469/2009 35 3 fi& d KZHE » 3E melatonin(Circadin) 2
ERTEFEL  JR R B T 2 5 1 FFATEE > Neurim 4 5] ) 98 0 5 S5 4B e
EIRARERE BF > HEVERR > FIRARRRZZEER CIBU #5KFFE EC
Regulation No 469/2000 55 3 {5 d %K > CIEU ZEEHIf#RE - HiGH  Jopidhifs A
2 8 b T RGN A HERR AR EI RS AR [E] A (different application) . SPC 28k
M BRI 1% SRRSEIECE RIS o B CIEU R ATaE
TED SRR 7 Z A [ FH (different application) & [E] Ry (] ERE AR -

()2019 ££ Abraxis &

&4 CIEU Y Abraxis (C-443/13)Z&HI 1 SUE R EIRYREAE » 2016 -
(UK IPO)#Z5 Abraxis ZERZ LA Abraxane b ri%Emiy SPC IG5 (EREELF]ZE EP 0 961
612)° B /E Abraxane ;&M% 53 —paclitaxel A F- 2 FIEA %5k Bl (40

Paxene Kz Taxol) » # Abraxane FE paclitexel 22 55— & 0] 5 Abraxane BISEHIEF

12 3d. the authorisation referred to in point (b) is the first authorisation to place the product on the

market as a medicinal product

B Neurim Pharmaceuticals,C-130/11

" The mere existence of an earlier MA obtained for a veterinary medicinal product does not preclude

the grant of an SPC for a different application of the same product for which an MA has been granted
18



A[EENS 7 EERIFERY ¢ Abraxane £ paclitaxel #2198 [ (albumin)4s & > Z5 K FEfL > 2
ALl & H 2 B R A4S G RE RS #E paclitaxel 2772 118 A K24l (endothelial
cells)» LAIE HEBEYT T RS AR AR o0 ATT » 0 dE L ~ g B e | 2 S8t
B EAR B0 B AT <2 M > Abraxane (A1 AR B & S BRI AR
Abraxane & CJEU J% Neurim ZE(C-130/1 DA AR HIERE » B  Jopigém bl
& BTG A BEHERE ] 47 0 N [ FH (different application). SPC ##&ME - Tia% %
2 Abraxane Fy—TEELANEEY) ~ ¥TBC 5 (new formaulation) > FEE Y Neurim ZEFTH52
A [E] i P 2 gl i B SPC g - 2RI S5 FA S 58 Neurim ZEHR S ATERHY
C ey " REIER ) FE(A S HTHY A 2 (therapeutic uses)FE R ¥l )7 - 48 &
AT FABOAE Amold IREREISEAE RAE - (HEEZLL Neurim ZERYEFRA
AT EEaE CIEU MR 469/2009 7AREE 3 (WRE S » & 1 nFFieri g s
A] ZAB[E] R E R Bic )7 < B » 5] DAHURS: SPCMEE 2019 4 3 H CIEU &7k T#%
% SR EMER Y T R A )T - A SEEY SPC > CIEU $$72 Neurim £y
figeks By ¢ A5l EC Regulation 469/2009 JARRES 1 RNES » BESLIE(GTEEMERSY -
1L E R B R » #08t Abraxane TS > paclitaxel AYFEEHTEC 7T WA RERGZ
Hrégn - CIEU HHRTENEARRSS 3 ()RR ZEAVARRE » ENHI R « B8N
A B SRS > SPC ZAAR B FE IRERTA AR ST 8 DL ¥
LAy BT R R OREE S — (BT AE MRy BOE MR o A S Y B - R
CAER EmarE TR 8B 7 o] DAHES: SPC o R i EAIDAR 5 MEE0E
R AR E PR — 21

R CIEU BYANEE S A HEEN Neurim 054 - JRAEATEEE. B 885 2 R E
FER M BATERESS - AHEEENED Eiigemny Do )T, A EEES SPC
ME > —f&ad Ry Neurim ZEHREY T REER ) FEMSE RS 54 RO)FTHE Z RERS
B (embody) 5 —BEEE FH 2R 2 5 i {3 FH (specific use) » #UEELTE * JAREEIERE ~ (£

D

4

%
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R R AT (B el AT B T AE R TR e B AR
CIEU [ioRE #IHY Santen Z -
(S)ERFARZ Santen
225 Ky Santen ZERGYE LT 0T &5 —Tkervis - DAIHELBREEF]ZE--EP1809237
[m) A A HES SPC » Tkervis £ ciclosporin Z HR AR » 7ABIHA] R ELE]
ZF o Bl ¢ JepiCA — R EDEMER Y Z 5 A] 5 --Sandimun > ARFEARFF
460/2009 JEWREE 3 (DIFRME > Santen AIEFRSEATEFAI.Z Sandimun £ CIARIAR » 4
JEPRE N AI T A %] B 3% (endogenous uveitis) » AN [EIFAAZE Z R HFLIRCE A - HE AR
AR G0 SR A RZHRE > B B8 A R 3R (severe keratitis) © HLAZ A TR AR -
WARZE 2 Tkervis £/ PAERIBI(1E TR0 BUEEEEL Sandimun /AR MY
BRI Jey 3 Ry WA R i 7 F S MR 2 SR M - 1 P ARIEAEIE] - ES - Tkervis Z B
75 A e LA i SRR [N — 2 IR KRR SLE 7% ¥ A B (the scope of
the basic patent was inconsistent with the Ikervis MA because the claims are not limited to
the new authorised indication) » FLZE&E FEF R FERART - #%bEat fy CIEU *
Neurim ZEH[H - it T ARERVER ) EFANEE - DR " ZAENERGE
FAFERE B A Fr (€AY &G N | (application within the limits of the protection conferred
by the basic patent) Z & &R - HIETEEERZ K - WA CIEU f2/55 Kk
AR
[RE 1 ST [E]FE P AR o
(D@PFTEEAEFERFRIRE © JeprdgimB AR ey - g mA A ED Neurim
ZEIFEN) ¢ B
(L)A1& RN b A] & 2 {F AR [F] (acts differently) 5 2
(I 469/2000 JERRILER E » AP &7 (BFE AR AG) - Fr

r Paragraphs 2 and 3 shall also not exclude the patentability of any substance or composition
referred to in paragraph 4 for any specific use in a method referred to in Article 53(c), provided that
such use is not comprised in the state of the art.
!® Treatment of severe keratitis in adult patients with dry eye disease, which has not improved despite
treatment with tear substitutes
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2B [ RTHYERRIEH (new therapeutic use) ; FELA I S5 I HFIMEZ (2 AR
R BUE
() AT oy 5 U > 2 A B B0 e R 2 B IEE - BIE &R EHY
Fic 5 (formulation) ~ & (posologies) 5z #% - J7 #\(means of administration)
[TRE 2 A [E] R HE P (A0 iR AR B P e R #E E A
% AE G B A A E E L ET i R RAE TR - st A
HI R S E % e E?
iR 1R S R EMET AR S — K E iR R R A EEY
JERII B SPC gt + M 2 A2 205 B SPC &1 2 55 >KIH#IE - CIEU ¥f
Y bR T AR A BB ERRER E s mIAR ) 2 B an (B A R E R E
(NECRTRE BT HYEC ) » 25 E SPC BFS A -
2R PA_E CTEU R LABIR T2 EEHEA0 R
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APEEAMZEFRE | EWETAgEan | B2EE | CIEU HEIHIA
—fEEEEEY A & | L&Y A+B e Teva v Gilead C-121/17,2018
BEEEE S S—E
oy 2 B EELH R
—HELIHOF 2 | EEY ACER | ? Sandoz v
GYIGRHET AR | A THEEN) Searle(C-114/18);CJEU [
B LE? A) HI
—f# DP IV #If& > | fbE&P AGR— | ? Royalty
BRI Rt R | 18 DP IV f1] Pharma(C-650/17);CJEU fe K
HZMBEGIHES | H) A
KiGFEILEY A)
—fE LY A Lt AR | & Neurim
NI S Pharmaceuticals,C-130/11,2012
B
2AEEY A H
=D
st
—fEEEZMHESE | 1{tEY A Abraxis,C-443/13,2019
BALEMA ZB% | 2HAEOR | &
%Y RFEHLEE &
{EEYI A
—EEELEaMAZ | ILEaMAZ |7 Santen %%
HR AR MR
2. (EEAZ
IR HRF R
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M~ ERBFEASIZ NBE#EIRZ SPC HEEA
Bl A HE R E S DL E S SPC 2 BB FIV/E A M E > B & b e

gt (BNRIHETRF ATRE R A N B ERIRE N » JREN SPC HHEE AR B ZH BB A
FENJEREARY » BT SPC AR E 2000 FEiLLZK - CIEU R A @AHRHIHR » BL
VAR BB ET s = AN FF AT REHSA # (third-party marketing
authorizations) » & 3% 56 = A\ 235 F & (competitor) (B EARIEH FEEE I T) S
SPC » 2019 & 3 AHEEE ABAEE Amold $1¥f Eli Lilly v Genentech ZEFT8 & I

At FekA CIEU 55K - B : ERERGATHRE MA FrA ARSE=AIF » &
HIRE N FTAESTHIEE SPCIa% K E244%ERg Eli Lilly 55 Genentech Z#1-IL-17A/F 51t
B BRI ZE(EP(UK) 1641822)FiTiA4E 2 SPC $iE4Y - RN — FyiZ% 2595 DLHIES SPC 2
MA $54 AJE B Genentech - [fij{4 California 23 5] » H Genentech t74:J& MA 5 A
[5] % (consent) » SE 5w T CIEU BefF HIBAMERRE - (H3Z 4 9 H¥)) CIEU 4ll1E=C
YEAERZEE K B Ry SR AR T e (invalidity ) F2BR R A EJELS: SPC -
SR B ER R OAKEFE NG L5 [T 2B w] AR AR BRI A A 55
CJEU fi#f% » MOt _EaRAiied » CIEU 825 Amold JAE ATsh K MRE S A EE -
RigA: 7 Bk Mk (the hypothetical premises) » 38 R4 B H & — ELRRB R ¥ %
FENE EITRE - RIERIE R - [EHR— N OSERERTE » ez

FAEEA -

1~ R E S AT RS2 F (manufacturing waiver)

SPC il B IR ALl BRI A R FRaE 4 st vl ATk~ SFIRE B
HAME » AN REE L EEY BT - [REREEFEEE 469/2000 #iE - SPC FIHARTA 1584
T (stockpile) 2 ABE T - IR S H T 24 SPC (g BI% » By T A BiE
(B SR ER A B R A WA BRI ) > BXHZ 2 ® (European Commission) 72
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201946 H 11 H5E 5k SPC A E RS 7 565 (SPC manufacturing waiver) IL7EREFF -
BT Falt 469/2009 #1572 - WHAEIE T H 1 HAEAR - B2 05 SPC
(REEHAM S I pEf R L TR O S TEEEDINES » 2% AR T4
SR SPC (R AT A G R B R

) HRENHOZEEEDINEZ - 5

i) A&Fs 7 SPC JEriitg B H mtaE F A BB 2 i -

HoA s AR IR SPC JEPRIAT 6 8 H 1615 K » T — 4RI SPC
HIRIS g - B2 a8 R R B A 3 (8 H RS EFEN - T BRI EAEE
TR LMEATZEE » MINMLERINEEBEZ B & /A 2024 /£ 7 H 1 HAlR
ST - 2R S FEFHMEHEZE  BORKEM "2 " SPC JEwAl 6 {# H it
FZ 4 2 6 {8 H AR/ AT RE M £

%5 RS R R BTN E EV)ETL SPC 2 HEY » W%
R T DU SRR
() JEHAFIREETA 5 &SRR A& -
(2) GBEHETT(the staggered entry into force)s% il & S AT SERF 5 S 2 AF [E 52 -
(3) HI&HEE SRR TR W B EE T S A KU E B E T & i P g
BN ETE -

=61 EBEY
% B SR R A R B A AR 1984 AR ARATIFY T 4 o (B s 5 S BEL BT E 4
{822 | (Drug Price Competition and Patent Term Restoration Act > X f#
" Hatch-Waxman JAZE ) » Z0EZEHT HIVAER S Rl (&R 2R _E i a5 & P e 4R
[ > DASEEIRTEEDT 48 - A RH BRI REHAR A RARK E Y BRI 35 US.CAE 156 f&
(35USC§156) » g Z FH S e RARH VIR B a8 DU B taat/ (medical
device) » BXEH R H A Z EIRIERIEN SN2 BHeM - E IR SF > HE
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bR H R R AR R IR H o REeHE 14 F > HEEDIEE— hiEr
A7 B R R R AR DARGF T8 A A B v RS - AR H A E R R E
FIREN > FRHAEUSET ATa8 2 HAL 60 KN K> » USPTO 81 FDA {43 B3 2 Bl
R RIME - & F 55 A M USPTO $2HH HiEE1% » USPTO &i#% FDA $EHt &las s
FERZERD Fef% FH USPTO IR E A 2 JE R 4@ EHIBE (Case law)fifRE -
—EM S LR RO R | — AR~ — B — U
— R —EE i o
SERHIHFS s AR AR (CAFCYA RIS BRI A M i IR E A

AT DA LA SRR RN R R RS SPC AT ARA FF & BT 2 (there is so
much activity) e

5 [ S R E S R A R A R A 16R--35 U.S.CLEB 156 {5 > ¥ S (product) Y E 35
& ¢ BEan(drug product) ~ BEEEESA ~ BN IIA] ~ EZINIIAE(color additive)®
FAE FDA % # » s IPRE FBEn(drug product) Ry HiEE ~ HIAEER - NBEAAEYEN
L 2 JEVER ST (active ingredient) - L ETEMER S 2 AFIEIEER(EE 156 15&(D2) » ik
Sb o ZETHES A AR R SR R R EEF T S 0 5
B AR B4 Ry FDA A AL E MRy S s RS - Hh gk
YETE Ry BN R 2 RS MBI & FIEA TR AR - FDA 164550 gk
i JEVER ST R HRIE MR 53 (active moiety) » RN aRR L&Y BEEHEs - AN
B 1% e AR BEIELE FIUENE TE MR 57 - CAFC 3B A FI AR R 2 i — 8 Bk e W
B REZERIEE » —# Rkl Z 3R SCFE (plain meaning) 8% - 5 1990 4F Glaxo
VAR > BISERRIERR S EfE - ZAERRE NI ER - BER &
HX# (plain meaning)fERFIME >~ BRI - BIZHIOIB A A S BAEE  WAKREAS
Fok - T DAE RS ERE S F R sl B BB S5— R EMEEN 3R B 2004

[

BN

(5 156 {&(a)(5)(A)except as provided in subparagraph (B) or (C), the permission for the commercial
marketing or use of the product after such regulatory review period is the first permitted commercial
marketing or use of the product under the provision of law under which such regulatory review period
occurred)
¥ Glaxo Operations U.K. Ltd. v. Quigg, 894 F.2d 392 (Fed. Cir. 1990)
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A Pfizer ZHIRY » Wb BAE AR P&y A A A YRR - SETHE R
(free form ) » 1R ATR T ZE AT Mg - AR [F]—0 AR R BRI =R 5 -

— B ETEFUBZIRE

(—)1988 £ Glaxo FE K 2014 4F Pfizer £

Glaxo 174 1988 4711 USPTO Eft— BRI T iR 4= Z-cefuroxime axetil(CEFTIN®)
Z BFIZE US4267320 Z #E£: > USPTO LAJEAIE A Mi5R cefuroxime 2 SABENETSET F]
i (Zinacef 81 Kefuroz, & B #1H) > cefuroxime axetil FE By —JE A= - 2 85,
RyHZEZ BEAERZE - USPTO BB E Frar & M R Ia &R 7 - a2
HHHR&—cefuroxime {L&EWIE T » AT T /ERE G RZE T2 » Hal A&
BANESS 156 Rz ZRIAIES - RIeHilEAL i 2 22 5mBEIF cefuroxime axetil » NI
HEIEEE - CAFC iRt R - 20535 156 RATfE /SR B B IR LavE
Jk 7> (actual active ingredient)MIR/E LR 7T - AIALABEHEAA SRIGTEE 77887 -

{8 15 214N — % —Plizer & » CAFC AIEREMEED 7730 > DISTE S A
HEF T R HIE 3% 2 Pfizer DR ¥ 7] 2 #55h--Norvasc” H 5 B LR M A
2 SEE2 Iy amilodipine besylate » Fy— sl < AHEREHE - RIERIAE 24
J#—Dr.Reddy’ s FH&5 amlodipine maleate(f5 2K 2 A R ED)ZF 0] £ > Pfizer %
FIEFEREEETTEA » {H Dr.Reddy” s B Pfizer ~ HHEREHIE A SN ZLEY)
Z IR - 3t J7A RS T Glaxo AT FHRRIE SCFE T 2Ua8E #% 3R ZEMER Y
Fy amlodipine . ARSI EI I IE amlodipine A& > #Z % Fif2 CAFC » & AESb
Y © CAFC RS MERL T & amilodipine besylate 2 FUf# - RS PEE 30 » Hoal
Ry amlodipine {AITEER - FYNRH EAG AR B /2 HH amlodipine AR
DrReddy s fTEHEE &SRS a0 M PREERE R &K B L Plizer - AR MLEAE i
B AN CAFC 3836 FDA FriilEaVER - (R EFE MR T ReE B -

WA % B e Plizer I EFIHE R 2E5 Ky amlodipine » JIE - S8 K7~ 3% 269 2 AE (08

-

-

% pfizer Inc. v. Dr. Reddy’s Laboratories Ltd., 359 F.3d 1361 (Fed. Cir. 2004)
2% pPfizer Inc. v. Dr. Reddy’s Laboratories, Ltd., 359 F.3d 1361, 1366 (Fed. Cir. 2004).
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DrReddy’ s ZE2ABERERRAE -

BEZR Galxo ZE2 S B & 2 k& » Pfizer F/2 00 KB R Pt S #i & -
HERZE B B PR BAIASE 156 R 8 E S -
(=)Photocure ZE(Fed.Cir.2010) 5 Ortho-McNeil(Fed.Cir.2009)

Photocure ZEH1 » 8% Ef{cfE methyl aminolevulinate(Metvixia®)(DA g MAL)
2 b TEF AT HEE BRI ZE US6034267(fEfE 267 HA) 2 IEF - 52 B G FNME By 6
JeAbM: A1 B (actinic keratosis). YA AR B EEN T14€2% (photochemotherapy or
photodynamic therapy) » MESCATEA —fA4 F %Y aminolevulinate HCL(LA T i
ALA) » EIE F MAL £ ALA 5 - BFT/EF 2 BRHHE » USPTO 8 FDA B R,
% » DIWEEY) 2 GRS 3AEIE - MAL 3RS —20& 4 i fH » EZSAER
2 HEE - &HEE A ST > #5ABTEEEE UAPTO e oy > 8 ki MAL Roifrét H
ERTASS A S O AR FH RS EAER - USPTO 51 2004 A2 Pfizer #[Jk -
FIRIEMERC T IE R S MR 53 T MAL Ry EMER Sy 2 B> AR AR A CAFC #2468 F3fF
CAFC 32 Fs [l AR TR U FRAEEE 156 % » USPTO fRRRARRARR » iR REZIEN
Aoy s MAL » B ALA (5R[E - H ALA JER MAL 2 Bislis - HAREE 267 A
1BFENA - MAL Bd ALA M B AR ESEEME - B B ZEA T - HiR
TRERAH AR E P A BRI IESE - MHET ALA BOA 53 BT B 14 (separate patenability)
HEHFERESABE L - W5 Pfizer HIHE A BEARILZE » R AR
SR MR 23 VE B P (substantively changed) HLEL 3B AT BLFI R fE 18 A EE
FIREE: > Photocure FEZHFE FHEEE AL -

55— Ortho-McNeil F AIERE i A M hE b & Y8E m(ofloxacin) Z EHiEF
Al AR AR Z g e i F R b &P 4E an(levofloxacin) i& 75 A% B 35 BRI AE R » FDA
B1 USPTO B sl Ry tbtEh T 2 BHE R B 55 B Ik - RS LM b & Bt
BRI R AR ERTEMERS > T CAFC S IERIREEE » AR E BRI
ISR BRI 22 A 23 2 R E DR (B H e - EL s EE s F B
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&M - Aol A -

A FEAE ¢ bk Ortho-McNeil K Photocure R ZEH1 » CAFC 7E 53 MBI E
RiEratERs - #ETRENE MR Z 535 AT SR (separate patenability) » HLHE/ERF
e BRIV Rl W i g i 2 Ry — > REIHEFES 156 fiR) AR H
FIERBEB MR E T > WRTREIRLRI > 2K CAFRC W RE S i 4. T J& B
BB Pl - priRAE AL B SRRy R EI (RPN S - S /B E
& RIEEE RRTE BB - B BEA R BANE - AFHETE & B E
MR 2 TR PR

S LA Photocure ZE2E » CAFC &R T Z fisdfsr AR GRS » 505
ALA JEFs MAL Z B85 - S0 Ry ARGV ST - B DA SGIRORE -
W MAL BdctEAE B ALA Bst% A MAL &y ALA Zfig RIGERZ S & A E?
BRI b S an Ry BR e B EE - 12 2KEY B RS SRR BIEH FR R &
o AR SRR R R B AR B HT A (RIS HAER?

=~ e BFFER--The Arnold Partnership v. Jon Dudas(Fed. Cir. 2004)
Armold Partnership(PA T f&f# Arnold)7Y 1997 £ LA Vicoprofen® 2 b i o] £

i A1 ZE US 4587252(LA i 252 HFAl) Z HEAEE - Vicoprofen® £y Wi fiH 77

-- hydrocodone bitartrate E2 ibuprofen 2405 > FHFSERGRE >~ 252 BFEEKIETR
Ry BRIy 2 SR G R iR - R BHE B aCE L 4 & 2 IR R B R Y
IO & 2 AE—Rsy » BEWERIRED - USPTO 28 FsRaz Mk oy B sl L E Rk

s SHEEWHERE BT o FRIE hydrocodone i acetaminophen ¢, aspirin 2 44
2 BRI FR 55 N A A% EL - Amold R IRFREESTEA » FIREFLESS 156 {6&FT
15 Z GRS AGHR Z 1T FE DL Al Rl (7 R AL (component-by-component basis) » #%
MERZE 7 JE MY 57 By hydrocodone bitartrate B2 ibuprofen Z4H& > SRz 4H &

Z EEFA] > SEZ AR Ry o EH5TARSCR USPTO IVEEL » =R
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SR CAFC 1R HERE Ry N kg - BRE R RIBEANESS 156 ROV > HHES
BRI R 2 S 5 DU — 2% 51l o7 RSB (component-by-component or
ingredient-by-ingredient basis) » MIFEERG » B ROCEFR " Eam(drug product) ; F57&
PRk 7 (active ingredient) » - ELE HEERRE (single entity) 2 {F(T B BRs - =i
HEEMR ST 2 46 (in combination with another active ingredient) » % & MR 7> —3d
--active ingredient A BR%L > BRIAE—EEMERSY - BIGE_ BB —(ER
Ah o EAIA—(ELL &MY » 2R B — R BT EEAES 156 RARE
B1 FDA SR 88 20 EARE AR AR WL, FIEM Ry 2 40 & BB —pY
SLHEITT A RE - BRFERESE A Bl BIEMERy Z 4HE g - AS(B H
BRI B R a R m Tt 2 A AR Y B
CAFRC a8 RsH PR EE £ 2 i[RI (synergistic effects) tIEHAEATIES EHY

V9 ~ SRR LA YEE bR EE 2 B RERE (%--Merck v. Teva (347 F.3d 1367 .Fed. Cir.
2003)

Merck ZEiz 1986 FEJE A —EEF1] US462077(LL NESHE 077 HA) » 3% B8 FfTE5
{t&4) By 4-amino-1-hydroxybutane-1,1-biphosphonic acid™ » A ERR AR R &5 1 il
BHiER 0 %% [ THEE T Fosamax” F 55 AE R ELAI I A IE R B 1371 K - %%
g Rai KA L&) < B = /K &8I (monosodium salt trihydrate) » 5244 2]
Teva &Rz L&Y 2 BEINEREREE BT - 28 Merck #EIFSHE » Teva K7 077 &
MR~ RIZHE HERA B - HFERERAEEZEHBR 077 EXFRE
GV Rl 2 IS - B BT al R e - CAFC 32[A USPTO &% @ s Mk
5 156(FE @ JEMEEOr B s - 077 BAFTFRE S R e e 2 g
om0 WAL BAERARENS 5 MR —$2AVE - ZAAE AR R kel e I R
F o WEZHAEATAEEE - BFEAE (chief judge)Mayer A28 [FEIH e A5

A\

w‘r

2 (1. A method of treatment of urolithiasis and inhibiting bone reabsorption which consists of
administering to a patient in need thereof an effective amount of
4-amino-1-hydroxybutane-1,1-biphosphonic acid)
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SKIAHIARRE - R 077 EAERAE R FEREN O ERZ b o = SR e

FIELRE - 2 FERIHE ERE

s K E G R —

168 e e AL L

Ry R 1EH

PR A - (EFEERR (L S VRS B > BCER R R A A -
2R PA_E CAFC HLALIBIRIGEEEA T

AR B Hrp 8 By
g - A TEfRE Rt B e A #E 0 B

ERL

o K IE T, HAEER | CAFC HIRBEHIA
RS
—MEESEEVASE | I{LEY A ZE Glaxo1990
BegE Pl BEEE | 2/EEY) A e
SHEY)
—HE{EEY A 2B &Y A ZE Glaxo,1990
2ALEY A ZBs AJ Photocure,2010
—TE{LEY A 2R | 1/6E&Y) A Z0FTE Ortho-McNeil,2009
27 |
2Ab&EW A Z e | A
V)
—fEEEEaY A KB | I{EEY A Arnold ,2004
2 BB EY) 2.A+B &

SRUURT BT

BAIREIIE R AR LR H Y - R R B S h A (RIS st =] i
EE M I A EEEANERIIER > 2 LIS — I EaT Al 4807

RERLLFFEE BAE & - HEZS8hn A Rvim KIEFTE 8 » IRILIRIT MR TR
{EFERE > —Re s Rse— R EmiET il 2 48 0n > BAlsiE 2 Rk Skt 5 DA

Fosm KIAFTEGEEMEH ~ BX - REARARHEAERAVHA AR - HASERLT



{ER R s DASA R A1 RS p R A (v - BT R R R S8 e B FR A £ B
BAEE A AR b o (EIERMERZIRA IR Bukoy ~ & [ERTTE
THRE BT S S IS AR bt 8 anie & R tHIE] 2 5 & AL H A Rt —
AERF— SR AT 2 25 AT BRI 2K - ZATTTIAE S St 52 P e 7 i [ W st AT R AR
4 ESh > So—ER Rkn kBT gL Z P R B HER AT RE S E IR SR KIE T
DLt ge FREE Al - S EAENIN S - 843008 )7 U R B AR Z A8 o S
TE R ©

BXEE CJEU #117> EC Regulation 469/2009 £8 3 ff(a) e (o) EHZ K fifefe » AIRE T
HEBEEM > A0 - B E A SRR & R AR BN e 8 - BRI P
FAREY) - $E CIEU HYAIPARIRD » b rTaT o) S8 A RS ZZ e g -
(& HEF K - W EERIENNE - ARl b is s &% iR e KIEAT 5+
TEZ EAEEIA - M KIS B IR E < EigEs - CJEU 12 Teva v
Gilead Z& H150 Ry d 1 B o> MEAE s E MR s L, - 1A R (R R — e Mttt e - {H
s TR E ML ) SR A ENF R HPEGER I E BB s e L&Y
WIERFRKIRERCE L E - saxfr e eV EER SRS » Bawn] bl
& A B A R B A ZE P 3 S Neurim ZEH CJEU 0 Fsi& B g el 2 & M
RSy BAS R B TEF RIAR [E] (S A (S A HE FH B Ry s — R BTl 28T R
[EIFVFER] § sz et & 1 ARy 22 ] -

SEBY CAFC BRI EALESS 156 R ATafiE s B ESE » FECHIR R A&
FEEA—IYIEIE 1> Glaxo ZEHH el Ry MER o e B & & Ml oy Bl H B s lis =~ 52 %%
ot MEE R EA IR AR 5035 (plain meaning) RS ST - ZRIMHA Plizer &
ZAHERRE Y A SXERTEMEER /7 (active moiety)sft © HETEMEE S M I AN [ L
BlE 0 HEo NPT - (HEHTEEFEAERFEEEET - i Glaxo FEAYH,
feH | \ABA R Plizer 28 > BIREREMEEL 5 0VERRS © 1E5h - [N CAFC SRARRRIE
X FfERE - BT E IR DL EIE MR 2 #E e S HEAE R M B R
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B—piorEdudgs By HBEH A IR & BT e - ARZHEYIE
A EEREVE - HLEEGEE 0 A R A IR AER -

G5 ERFALRE] - DLESEe AT A — R A BB HR - EERALIK
AYF > SEHEASCATE A R (targe) P AHEI DUR Z DU B4 By - (HH 2
HHEE I & Z DUAG B A SERE ERVZZS(BIAN © fABgFP5 1 - & CDR &5##) - Bl
(%7 SR HEHUEN: EAREFRAVER > R EIEMERS - & EA
R Z R TE

HATERE IRk ~ B ~ B ~ EJE ~ 2R - 27 ~ 27 FRREEE
FITAEERHIE - ZFRFASREPEIRERITCRE FAEREZE > Ll EER A
EERSECATRA Z I - PSR IR 5 4 > H A A LT 2 HARE R H &
ZAIGHENE 14 5 > AMZERITAST2HEE > PIa0 - EEMEHEE ALERRH
PEPRRE R ERZ 2 ElET AR
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FoE  BAEATEENT—F
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A p)
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T
s |
John i ; 'l"’
W SRUVNER et o \

ATHZ (Artificial Intelligence » f&5fE “ AI" ) fEBSRFIRME > =@l - IS
T 5 B B 5 DL R (R R 25 SR (S EE B AiT - 2018 4 ATPPI R 2275 5F
R E(Canctin) KGHYFBEERE 1T /M40 7 ALRY—EEARES: > L AT HIAHEE
BN Rey FOETE LRV EZE R - S AHRERE T EAE A TR
BN —20 ) FrEEraREE AT BEEA -

B ATHEA S I BN ORagley - L EBS [SR MR > BFESAER M - B
it ~ 48 95 S (R EL W] 4R DU B3R » KA B (R Tl O P FEE AT S i A 0 5 P e
BERGERIERIE S — (8 AL SRR BRG] > ST RITEEON ~ 2B R B R B EA
[E A AR e R B B A E R BRI RE i B T2 - $R5T AT BLH L AIAH
FRA—SETE M -

S8 Intel SAEM4E AL HHRAMEH

AT AL BEffaag f it - HAE S A FIREIS R T IR E S T85> f

2 Lili Wu - Kate Gaudry ~ Vanessa Bailey 5z John Brunner
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WIFERESEIE A U5 I AR BRI HESR Y AT TR AESR & BRI
HFH% ~ A0 R PT REE B SRR R TR AR - FELUR S FHERCR IS TR
VIER : FEREIRIEA T - FIRIA AL EZEEE T eimBhE A EE - ()
FERGEASRE P PTG (B LB B A A 7EMEHERRTH - AL B
B2 B TR AR R B> 3 P A S AR N BR PRE2 R (U2 eI R - En
FEEIRTERRESRT » WASAHRRNA"  HEASHEER 2 ALEIEE - BT
RFRLEPEZ ATPRERIER - TRMEETE S AT > Sem - R
&~ PEAG ~ TEREREHE > Al EESREZEA -

2\%

DL G128 &l Intel 5525 S8 ATai BHHY AL AHRHIE A I -

— ~ FlIAH AT AITE A AR

FIFH AT HET TR - AT AR E RS E RAVHERE - HPERp A
Em o BRI BIRTYIRGET - ALEEE AT IR T > DA N
YISGE R TV - EHRNE N SHSRER > B AT DU 8 i3t Bk
B ARG B IR A B Y e 2 R E I EE" -

P 5| ¥
s / e g I! s
2 -
s

23https://www.digitimes.com.tw/iot/article.asp?cat=158&id=0000555478_DXP5ALN06DR1W09YBVP
9E
24https://www.digitimes.com.tw/tech/dt/n/shwnws.asp?CnIID=1&cat=0&cat1=&cat2=&id=502712&p
ackageid=12105
» https://scitechvista.nat.gov.tw/c/sTkT.htm
%% https://www.intel.ai/solutions/fighting-illegal-poaching-with-purpose-built-ai-camera/
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=~ DR B T E B A

BINARZENAE > I RIFELER MR RZREN— R A B
TR AT s 2 etibe o 2 el 3D SmBRal A TR B IR - ] DA
{5 FHE R Z RS ~ B FRIR B SR 1S SR AT e A< BE Bl S Bt B P AT
e~ RIB ~ EEEDNRE - FEIL - MR 5 (EDL TR R Ehlwta 2 1 T8 4
AT LU Rl i T ER B e < R B Bhiim e (50 A 22 m BE DAL AT Eh e T 1
AEEATEIE T

NG e R PRSI SR s S Sl S SR UL T

B BON - RBIRTEIRREE AR HZ W EAM

— ~ B
(—) EPO #73¥ Part G, Chapter II, 3.3.1 BEF|FEIERHE

BUNEAF]E (EPO) 1A~ 2018 45 11 A 1 HET SRR BT FIF S5/ » iy
T Part G, Chapter 11, 3.3.1 " Artificial intelligence and machine learning | BEFS A T 55 EE
B RR Ly ] B M A e o

Z A afE e A T B2 5 A S B AR BE G0 - (hatdd

P&~ B EDEEE - iR A 8% (Support Vector Machines, SVM ) ~ K-Means JEHELE -

7 https://www.intel.ai/videos/hoobox-wheelie/#gs.b3gupn
%% https://www.epo.org/law-practice/legal-texts/html/guidelines/e/g_ii_3_3_1.htm
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FEERAIFI R A AR T 088 ~ T~ BRI - BN MIRES0RE a4 &
BHETTEIOR > EICBERFEANIEE AR » NEAMBHEEAE  EE
{574 Part G, Chapter I1, 3.3 " Mathematical methods | #7E - BR4IEE T AR H &
Zilpites

i 25 21 P A BN T BRI RS 22 T JE A I 2 AR ROy <8k > BB m RE B
B EAr A B PEREEE « 16 OBl SN B e 18 A e dC s e B Lol - LT
R R AR E R AP EPER L (B0 : 26084 - GRBE) fBr2 G -

 EIREGEE S NI - QB B AR RO e - (B ERE S CF N
TR AR ARG B - MERFESEHVER (T 1358/09) ; A%
LB (SR BORAC R TT 1 - (EORERBA R A2 0 BHHI R o T2 (technical
use) * INATREHEEE ARG R AR Ay - B2 BUE A SR EES (F
40 FREEME D (T 1784/06) - AERT R A FE R T AME L - & 0 BUTARR T HAY >
HEA 2195 (training set) FIHISRE4HgS (training the classifier) HY2FEE - Al

REHE L R B BRI

(D) Al SFHEEA R EAMNM: > HEEEERNZER - 508 2A0ARNG EPC 5 52 %
(1)~ (2) F1 (3) THARMATEFMEAHE" - BEERIERARE > 20k
B EPO Mragfi N L Bli%as 2 B0y n] SV A5 g ERBAINUE R

® https://stli.iii.org.tw/article-detail.aspx?no=64&tp=1&i=92&d=8156
*® https://www.epo.org/law-practice/legal-texts/html/epc/2016/e/ar52.html

Article 52Patentable inventions

(1)European patents shall be granted for any inventions, in all fields of technology, provided
that they are new, involve an inventive step and are susceptible of industrial application.

(2)The following in particular shall not be regarded as inventions within the meaning of

paragraph 1:

(a)discoveries, scientific theories and mathematical methods;

(b)aesthetic creations;

(c)schemes, rules and methods for performing mental acts, playing games or doing
business, and programs for computers;

(d)presentations of information.

(3)Paragraph 2 shall exclude the patentability of the subject-matter or activities referred to
therein only to the extent to which a European patent application or European patent
relates to such subject-matter or activities as such.
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REEBABERTE > AR TERM: - R BRIl R H HY -
H o (g b B EBRE AL b Rk e R 8 E =i
FEREEE Al VT EREL | SR ERME ALRPEEMSE - H ATZE
x> AIRTREAR WAEEE AL HYERREHE T RS IUANER 25 FR SR EERAAE AL R dllsR e
BRECHIEE A - FFEHE R TR AL 5 AR B 1T ISR E R R Y
Rt IR R in B #Y > rTRE VAR (E8H8 a8 - S (AR MR B D M T
PRATR R BRI R AT e RURLla LLS L - 375 2 AT ROt sl Ry 7T 2 7REN
Al 3401 2 5% SE W P B I plir ik o B A 8 ¥ ATa8E (person having ordinary skill

in the art » B[J PHOSIT)/&{[ A\ B2 1] RE & —E[XK (team) ?

Z~EE
(—) EREFRIFARES EHIREER
I 1.3 EERYRE (this type) TRE A L AUREAY AR DL T 26
{51] 2.8 PR32 (ML) 2K i (address) I AU RE R AN 728 A= SHE AU REAY H AR
(target) T 26
B 3. (58 AT =] B0 R Yy ML AR A (R R R e 2 A L ARG H AR 5

=3

1] 4. {55 P A 5238 (ML) AR D G TR R TN AR R T REHY H SRR T 26 &
LU i —(E L EAYEER - BURR > TR > REhUETE e
Hit - BIEEEE - SISREES > Bese ik o ([EE ) B2EN1/EE R

B 5. 055 P EE YRR ML 2 ML BY A8 R 7 2 I R R Ui T 2%

Bl 6. 58 S 85/ R

{511 7. 135845 o FH 81 3 oA TR i

FElFE AT L B TR K AR FUERYREES > DL RAIVUEFEIE - At

FRHIECERE © (DB 1~ 112 ~ 1] 3 R 6 mIRE A Semifedta s 2) #1612~ f
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3~ B4~ 5 kBl 6 ATREATTEAEERY - DI 1 > 12 ~ B 3 K fl 6 AIREFEFE A
R BT B2~ B3 B4 B S ATRE R KR SRR RF B E R a8 KA

(&) ZREFEEEH Y Al EAREEEARER

SR EApE RS 2019 4 8 H 27 HAEBAFH A (Federal Register) /A7 | —IH
$H AT FFERE AP RAEEI(Request for Comments on Patenting Artificial
Intelligence Inventions)” » A5 A M L RAEEH 2 HEE - AEIELIEHE 2B R T —
IR B r AT A\ AR S A m] S AT AT FEORIE: -

HR 12 JH MR B eg 11 TR A E RS 1~10 /SN &4 USPTO
JETEEERE-E - 5 12 HEERE S S A BT EE SRR Al
H0H 2 v EFIMEATBCREE B2 T USPTO 885 ? AR &3 £ 2 2R R
10 JHRHE - B2
1. FIH ATECZH AL GHSERTEEET - 5 AT 5850 - Al AT FHARYEER 255 7

BIAIRTRESRE © FTAE Ay RTRE © AT Sl SR T 2 BRI © (IR EUE

SAVEEIRRE | HEEARS | BB EBRIG 2 AL SIH0VEER © B

BB T TR B (NS R B
2. BEANEE Al BHIRIREECE ERRAVRRL » 7 RE s i R B A ?

BN« SeETEEAMEESIR  BEEEEAPITIVER | (KIBEIET AL H

BUENASEIGER -

3. EOTRIEEEIFEANERE AL SR TR - MESTEITEAER

ARSI ARIRE ?

4. BARALIMIERESE A NREENIAE - EAaAa DIgEA AT #HEF] ?
5. Al #HIEHERMEGAH HBRIEX ?

*https://www.federalregister.gov/documents/2019/08/27/2019-18443/request-for-comments-on-pa
tenting-artificial-intelligence-inventions
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10.

[1]

AT I EAE BE R 2 A A H AR AR ?

fran : AR9E HATETS > SRS AR RS I g ORI B T IR R R
HIE P UE Z DIRERE UL B4 AW R B Rl <hsk oh B i AT T DA
EEHHEE A\ S E A H A g s E - S AR R AE
HERHEE TR E ARG B HIIRE ? CHENNAEREERGEN S & &
AT HE A K B AR (hidden layers) » I H ASAESRAERE H&E—fg1y2
BrEEgERrEASE > BEBREINeA AR A4 TERZ 280

SLHVAETE -

AT SIS A rE ST R B i B MGV EDK - LHEFEE] Al &
S SR NN = 5 e

Al B EE BRI AT R B A 1 W R E H7KF 2 AR SR
HIZAM[ 22 2 B0 S % S U P R i SRy 7Py > 25 7R BB

AT P HIRETT ?

AT SEHAR S RIRITE A5 A HB R A=K 2

B AT 2 SRR LTS SV ErRE D > PSR ORE ?
HEIARE

(—) FEIRRE Al S8HZ FTEFIM/H BRI ERE R

1.

FR R HERAUERES R G R AR EIEBIHVR RIS A - R B h

B RPERFNESS 25 RATIAE AR THAIEH" -

25 B THI&IE » RSP EAE -
(—) FlE2gEH ;
(=) BITESE R |

2 http://www.sipo.gov.cn/zcfg/zcfgfIfg/flfgzl/fl_z1/1063508.htm
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2.

(=) BRIRHVZETNIER A
(09 EHIFtEY e
(11) HRTZERITEERHIE
(73) BFHEIRIGAVEZE - O EE ERIE & IF HAY LRSI A
HYasaT ©
BRGRER (WU) HArY AR A E T A - Al DURISATE R e T FEARE -

BB E R R =R BlE R SR B - ST

B MBS T B R A IR D 2 I A BEfr & IR E B AESE —
PRATARE Z S5 IHESR -

2 AEFTRA SRS IR - BRI M -

S SAREITES: - JTARCE BRI 7€ -
BFFATAL  RERBIERAIVIR - Mo s SRR A B RTHT A
7% -

SNBET  RIRBERAIN - BREE IS S R ERAITIR - B
P LA S R A TSI IR -

(Z) Al S ERRARRYEERE RIA LETHYER

1.

Y AL SEEH TR SE T REA RSB FRAVARON o T RERR 0 Ry A Y A
f(eligible subject matter) » FI40 + Al #H IR TRV EUESOME T 5 Al
SRR ESMNIEIE R (G5 - 2% ) AT SR RE AN HEEE
T DASE = B PR B A RE

Al #1255 KA A PIVEENS - E8A J7AFH K - HERLGEKIH -~ 158
FREEE S AU RS S 2 s 5 KT ~ SR AT UG 55 S 55 KT Fea PRy s -
BEHERER - SR ERET - BERE
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FB=R aTEREET

— ~ B

82— (E B P22 R E (Alzheimers disease) G BH < REBEZE B - Fal227680
TEEEN—(E EXEDRE R AT (BT [ ARIRITERTR - Sefg Ay
AR R ER > TR R ER RIHEIE - HAIE A R i LA
IR B ARNREARIE B (L B B B E (A F i B RiEs 2K B Bileoil 58 £ 5
DRSS IR N AL R - B AR S 2R S T R LRI (s D F
[ > ] DU R P22 B E & B (B AR ARRC  » AT 2 (il #hee Y B 55 K
— (B PR ERY 28858 SR I » o — (B B R P R ERY 7 7R 88 K -

(—) BE_RRGHFERE)
— e AT AR E — (B 22 (1A e i Y TR A 205 E0FE
— R Bk IEs - WCE R iR I RS Bt e A= o - RS Eh 8
—EN S > PP Z S B R R 25
— PR EEES WL E RARIERAE X Y Z /(R 2R (Patient Diagnostic
Model, PDM) DA (EFIFE SR A > B > C AU Eh s 1 T 755
1 o MR BAFAE — (B 8 (E LS S 4 iy R HLIRRE R AR -

() B MEJTEFRER)
— A T S e BOR NV EISE  77% - AR
FH—ETRSLT ISRy IR a2 5 » Ftkas 2 BRI — 28 %2l
SUE Ry LTRSS AR Z SE R AT E R EUE
LI ABRSE - B
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—EEEEE IR TR  (REHEATEERH A B2 :

— B BT R > SRt (5 I P ME R Ehs M as Fr S SR A
8215

(i FHHE TR SRR 1 a B B A 2 i A\ BB B > P DAE AR BAGR 8E 5 2%
MHBEAVEER © A

i HEZ &SR -

=~ BONREEERS

AR REE R DA R A I (R B & BRSNS RS B8R (KA DUSRE —
HEE B AME K B AR REG L AF KA N S E A B AL -
AT AeR KRR A 2 B v] ARV B - (B ARG VERG T = - HERAEF KE
SUEIER A TEZIREIEBBEE - WA G BE AR AT AT - SUE fE
M7 AR KRR A R RS E [F R E RS s SR A K [ E
HICHIRAVZ AR S 2] B A e rY -

= EEHEEBR
SEEIAE Alice ZEILHIPIATR - EoliR S E B 7 7R R AR P R

B4 B AL SIS RS 2l R M BV EER B R IR S - #ERAEEER

BTG A MEE R I » T B S H A F 5 ZE A B PRI A Ry 2 (E L RE feey
FLE KA AT (Preamble) BHRESTUE (5 F O FHAE 2B BRI Y P HTE AR 285t
RS0 A A BN AR R R 2 TR - E TSR B ORI e B8 B (R Y SR B 1)
FREEEEILEEY) - THE AT HISHVER G2 © HLE R R4 5H KIER A
KEHEEN  AILEmEERE G e A8 ERERES  EZEaRS

BRI THILIET AT LSS -
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A RARE B 77455 KA > HAE i — AR A A B i S R B AR S
2 EFUE A L SR B AL g8 R AV B ISE T4 » i a5 KIHIR
S AR SR SE A AR H R L3R M8 s H e T ikes 2y -
EESRERNFEEE AT SAHE BEREFEEE A —EgEE - £
T e Ba S TR S8 0 A AT L Pl S e L T RELIT F BR R P R O
% EHIERAE ALERIARS > g e E RIS - /R el R K
PR ? HEAGISREIR LRAERSESE O JREIE B SREEE - R
SRS > FBLIETHERER > RE&FESEIEE - S8Rl -

g~ sRER ARG

MY PETE N SR A T RIS AR - LR A S K IHAYERAY
e EZET RS BAUE T GRS Ebe =S Ata (s H 2 B RS Ehalt a2 (5 F & Y
BENEEE - TR S BAER L o (HERIRESUE I T &2 e

(Patient Diagnostic Model, PDM ) JE44a)iy 447 - 551tk PDM JZ25#HY - AIERZ R 55

SKIE Je I It PDM A #E—20 1Y 5 e P& §E -

ARAREEEY T A KA HHE A B AEAE - i KRR & e [ LAE
A B SR 5 SRAH BB AVEE IR ] 30 H [rHaz &SR] A& e khik
FIRE G B N AESS 25 (a5 1 JH5E 3 FBUE Bk — (BB i =0 77458 K
THA Ry 2807 K > MAEEF—EZhREATIN E—Fifr B2 (means) - BEAE S 4855 K
TRESUE S BT B N R (- Bl — B E e —pa B s KRR Bk
NEH R EE 4R BB R EEBURZER - BRAETEIREEZ 5T
FERKIH ©

ERERHEEEE TR > AR TR EIREEAE S - URIRAV R E R
TR - RERR— SR Al BERGE L Bk > B DAY - EfERHE R
DR BRI ERE E o (RIRAVI A AURIIAS > JIfROZARZ Al
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ATPPL EEERIT A B35 13 4 B A B > B A
BEVER I R - SOUR A R (52 -

T ABSIREE R4 SR T B A 5 R A 2 A
KB (R S FAAFS 2R Kl SR AT
TSGR > TATER 501 R R R ST L o 5 SRt -

AT FIRE IR TSR - £ B B R AR S TR BB K.
o S RRA A P R 5 BT AT SRR A R AR A 31 o e S B AT A2
T R 7] » (LSRR A AR W A RO S RS P S
Bt -

& NI ATPPI 45 63 195 B Study Question) K196 % B4
BRSBTS SRR — RSB A plasible)  » ERE R
HEAIMEBR speculative patents)ITRE » BSZEHEHA @2 BTS00 - B

BEANRMENATE AR R RL &aTTR HE R B RETim1& PRIE T2
£t

R Z RETTA > BBGERIEA G F > R EIAR S 2 BB T2
BERE ©
= ER

(—) SBEEEER]
L BRERNAAZKE & & BEUAG R AR Z 58 K #UHRE A
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> https://www.jpo.go.jp/system/laws/rule/guideline/patent/ai_jirei.html
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FEHIH(9/15) 2 HA—(9/16) FEHAT(9/17) | 9/18(EFA=)
aeEiH
9:00~10:30 | Plausibility Wait! Pay for delay | Meetthe IP | & &% (Plenary
Offices Sessions)  Plenary
11:00~12:30 Patent Linkage: an Seize the day | Session for proposed
international — customs Resolution (4) Study
perspective and border Question on
control Plausibility
14:00~15:30 | Info Session for | Hot and hostile: Post-grant
First Time recent amendments:
Attendees developments in flexibility or
SPCs and patent certainty?
term extensions
16:00~17:30 Antibodies and Patents and
epitope/competitive | Artificial
claims Intelligence:
what’s next?
17:30~18:30 | Introduction to
2020 Study
Questions
19:30 - Cultural Evening
23:00
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