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Sy B AG (AFRh E a of e B PR SR < B

BRI 2 (B R B AR S Ry AR - fam el - SRR 0 & P B R

I FHRE Z PRl - B E A S 4 < sRFIFR R & S I RE - DIECRAE (B

HAREHS ] OrA L SR (8 I RE B S M R 35 28 2 (B E B R 5 H AR IR IE S =77

ZHER] o

10) sFE T BB BRI L IRFTeE RV A
a. EEHIHIE

18 B &5 saFF 12 (18 A Z (BB SRR (AR ~ BN ~ BHA] ~ EE7Y
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IIER ~ EIbens ~ 7R ~ Al - BN ~ DLEd ~ P53 - 0l - 18 ~ SEEEE -
FARE ~ HTI08E ~ ZHERSEE) © 14 BIsEFRRSIR 6 (8 H Z (EEHHE (EeA]
Rf ~ P~ B~ 23R TR &R FRA - HAR R - mE T~ R JE
oi -~ IR PHEEA ARG L) o fr R G ORI S RN IR E SR 6/12 E A - 5%
B B AS (R H  PR AL » T ERE S R P AR E] AR - 6 5 12 {1 H B HAR B Ryt
A e EEHYERT  Hi S G (R SRR T U SR R K PUAE S B (B RS -
MEARERAERRERT
BREERRNGYFT BRI & 2 —F Ry A B S HE mT e Rl Hoaiy A B R I ORaE
HE > A EIRIBSCREANE FH aR R L 38 Z I RE — NPT AR B 2 FR SR
AIZ A © S A B EIIORGE Z N R AR SR R RIS REE
RIE (S R R A SRR -

b. EEHHERH

2R 2 (28) R SR H i R AR SR N R - RS RS
F o BRI HIER - ONE ARG (RS S5 B B A SR (PCT) FRES HEES
MBS H - HAERGARREEEEHEN HH HER - SAMITEERRES
TS H R ARTRIR S A AR  BIREESERE SR H (priority filing
date) °

c. HFEA (BERHASGERAN) FriEfv @A BT AEE B L RE
R -

LB (24) IEFNMER AT EZ A BT REda R & o] TiREEH
faesm HL Ry AIAERGE: - JABIEIRG (CREETE RN EA a5 Z AR BB - PE3E
OF G AR AR S L H PR Ry (R F AR Z A B e B RS I 2 fE 5 - B LIRS (X
R R IER AT A BT HEEEEE SO A ] LREFINEE #ERE S M
NFTEEAT - TRl ~ $5 ~ BUSFA] ~ AR ~ 1S~ R~ A T B TR A
TR IERE o] L RIBFE Z A FARGERIR B R E ~ (a0 n 2 Gk BTy & - K
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Ae R SR H ] 3R 2 A FARRER A EN A E T ATie S L B 77 - H ARG
T e BRIUIR T R AT AR R A -

d. HFEAN (EESRFHASILEREA) FriEfERET Heie g £RE
A

SR 2T 8y RER R AT Reda s - ARSI HAAE
SRR - SR ERG (RS H b 2 B

TEE LR R 00 E 2 7] LSRRI 2 E (A R EIER) ARG (TR H

ANIERAFEZ TEE ) 858) - EEE R ERREL T FiH

B Ot (SR LHERMERIE ) T(F 21 8E - fam 5 R TR A PERGEE

B Edy A B E IR HEE - SR (ERIATARAUZ 125 R PR (I s A (&30

NBSEFRIZEH ) T EZFA (AR SR 1885 & o] ErREE -
FEREAER R Z T It 26 B ETRBEL 10(c) ZBFERE—ERIT » K
G E BRI A B SR -

PRI R ~ $5 e ~ A 55 ~ BT B A o G (U 5 R A0S H FH 55 BT
{EZ EE1T R BB R A DL SRIB I - 1S Bl J R AG # 5 il ME PR L By
PR AR A BT T

e. B= AHHFEAIRRELT 4SBT AT ER T /B B £ REE
HE o

MBS 28 (20) HETR HFEM ~ SRR RS EERE = ARSI
ST SR B AT Ry BidE B2 I m] TR RE (Pl ARAE ~ B ~ BRBA] ~ EEAH ~
2P ~ DOk ~ 18T ~ KR ~ B ~ DLEdl ~ HAS ~ S2758F ~ 175 ~ S0~ 188
JEEEE - REEH -~ Bl - R HHESEE) o Er S DB E RS = A2 ARERR
TR MEPR 1] Ry 8 S S N 2 TS L/ BB T ) (TP B~ 0 Dfe e ~ 25 ~ & oA
FAM ~ R~ wa S - RSB Wi~ mIE - PEPER - EnLEAEEE) o @)
H S ERG RIS RN R NFTE Z AP H 5 ASHE - AR Ry R a8 AP B
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L1555 -
EEERS R SR T IE R ZE = A\ FTE 2 ARS8 88 vl #: TR E
LRI
1) 5 N H AR AR FIH B2 e 2 #8982 (disclosure resulting
from an evident abuse in relation to an applicant or his
predecessor 1n law)
2) = AN FEAHEE N2 &85 HARRUSHEE N Z AR EZ AR
BER R HEE N2 B NINE S PR 2 R g s AR 2 B - 8
3) B AELG R ABKETRER A SERT A B Y5 BE S I — 20T
b Ea S = NER G HER A AR S N 2198 - 4
BUFREE N ZEm ~ SURREIRE PR3 2 SCE IR HVAE R BRAd
P51 NS = AR e 8 s A B 2 S8 B P T A il A R (B
S - [FEY > NS = ABTHIEE AR e Z S T 7T ~ IR ~ SeE BB IR

HRBGG LAUES -

f. F=AFRHFFATRASNTEBRH TR ERIAETT RS B ] R E
B -

HPRTRBIR Z WEFRons = NI H NSRS T AR E 21T Ry
e EE N H] LR EE] - DL BIRe S RonATA S = AMETRRE ek [ ATECZ
EE AR e A B ErREEE] -

g. HOFE A EIREEENTR R -

ZHEIFR (21) [HEFR B R SRR TR tHaR I /] - SRR e
a2 BAERERTE Gl EE SRR S E A L2 PHEF
e AR EIEHE HE EREAERIT AR Z A 5 R B e EE L
7 75 R B AR I B e N Z a5 - EPHERG Al ek ] /&
FRIIER A ME H al R BHEE R e - EEERAER M AR IR -
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VBB (12) BIZ o SR Te i Bl /20 > SR IS EMEE -

P25 [ A AR 5 T S i 25 B 5 (R I S L R AR E R A
FEE o ANEIES Sy BRS AR S ATl - HAARNI A S AR (BRI 2 2 ARl EE
(B SIS B B M - B R th R R A [RI R 2 B S P L B R
FH SR IR B A P (BRI = S0 - (A (o8 FR B N BT A A » Bl it o
FIRIERE - ZBER SRR RS Z ST =2 2 R > ERE A
AL S EEAAEREE M MESE S R /RIS - WA AR IE R R - 2RTAELL
HEmARE T BRI 2 S R B SIS B E TR E R
ARSI AT ATRETT K /1685 (TR REAR SR FYRT € A BRRR B EARTE ) »
(B DU S Fe e tha I/ B IHE o R S B R s 2 K5

(Z) Q233 fEFRITE(Resolution)

&/ NHFT RN G IRERAR - B ZR M) 6 THZ ek

! 1. Internationally, a grace period should be established in order to exclude from the prior art against
the inventor or his successor in title, any disclosure to the public by means of a written or oral
description, by use, or in any other way, made:

a) by the inventor or his successor in title, irrespective of whether such disclosure is intentional or
not;

b) by a third party who derived the content of the disclosure from the inventor or his successor in
title, irrespective of whether such disclosure results from an abuse in relation to or was made
against the will of the inventor or his successor in title.

2. The grace period shall not exclude from the prior art:

a) disclosures from a third party which are not derived from the inventor or his successor in title,
even if said disclosures occur after a non-prejudicial disclosure;

b) disclosures resulting from the proper publication by an Intellectual Property Office of an
application for or the grant of an intellectual property right filed by the applicant or his
successor in title.

3. The duration of the grace period shall be twelve months preceding the filing date of the patent
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1~ ERFRREIRR BRI - RS & ~ Tl ~ (B ER AT 2 B
TSN A A (successor in title) NHIZABIRERT AT
Feffrz4h
a) BHN/ERNFTELZ AR - fEm H A B SRS S ] FrRE
b) F=AEBIFN/ERNAFHRG Z HEFTEC AR - fitsmH AR

Ry BB R B S N TR A2 AR R

2~ HEEWBERI Somi R o < (B R

a) FREHEHAN /R N AFHES 2 HIEkim R = N EE 2 A5 - BIE
IHEN BRI B A AN B 2 1%

b) HEFE AN/ A NSt B SR I B E B R B AL (R ER
intellectual property office)FTE > & \BASZ A B

3 (EEUHRTE S EA B HEE 12 (8 > &5E ERESE > JIERE
MR Z (Bt HfeE

4~ HHEE N R N ZERR IR O] 52 2 B A

5 EBEHTHENHFEEZAFEHAERNTT

6~ FEr E RN 2 2 i HAEN] 2 — 7 S EER S 15 [ Z A BrEH R
PRI SRRl 2 #ilis

application or if priority is claimed, the earliest relevant priority date.

4. The applicant or his successor in title shall benefit from the grace period without being required to
deposit a declaration of such disclosure.

5. The grace period shall have no effect on the date of publication of the patent application.

6. When a disclosure is cited the burden shall be on the party claiming benefit of the grace period to
prove that the disclosure shall be excluded from the prior art.
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=~ BErhREE
(—) FEREREREARBN R

ARG TEEENGH 4 Rl > K T35 SRR SERTAEA) | 5
R PGS SR [ R AR - ISR F i > £ Bz H B
ZEEHEBN B TR IR I 23R BRI R IR A B S SR R
SRS W PRET EERERI S BiR R 2E F R S A B U B SS ith 5 E2  Bga e

R

1. EONTHE
1) BNEFERPEHBRERRENZELILE

1973 FEIEATECNEFIALY (BPC 1973) 28 S4(5)IEHE - BIREAwE
SR E R B EAAREER R (AIE—BEEMR)  ZE—REHREHT
A LAEFNYE BAH ) By B BB ARV AN B A Riit: » I H 55 KT ml R 5 R AR IR
JEP) (purpose-limited product claim) » ME(EFEANYVE S ZAEHY » A
BRI ~ FEEHEY)m R - AT TR EEA R 2 CRIY)EE B B A W
YA 2D MR B8 BE R R (B35 SR GBS EE IR ) - 5 FE UM [ s HR S A -
PRI P S5 e 5 L B — B EE P IAR A S 2 Wi A& o - e e inaite s XOE LIz
BEEAH G VIR AR AR R HEEEN  (RIBK LSRZEEEHI(G 5/83)" LK
EPC 1973 &5 52(4) R ZHUE » A THF -

EPC 1973 article 54(5) The provisions of paragraphs 1 to 4 shall not exclude the patentability of any
substance or composition, comprised in the state of the art, for use in a method referred to in Article
52, paragraph 4, provided that its use for any method referred to in that paragraph is not comprised in
the state of the art.

http://www.epo.org/law-practice/case-law-appeals/recent/g830005ep1.html

EPC 1973 article 52(4) Methods for treatment of the human or animal body by surgery or therapy
and diagnostic methods practised on the human or animal body shall not be regarded as inventions
which are susceptible of industrial application within the meaning of paragraph 1. This provision
shall not apply to products, in particular substances or compositions, for use in any of these methods.
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BN ERIRE S B AR S ARSI HIY - BONA[E A E R 4
R 2 8 > 48 1984 (BB i = ARt T B A R a i
ERTHEA  MEARPERRESEEH ARGV AR - B0 BIZER A T B EEH ) X

P eEER Y 2% (Use of compound or composition X for the new
therapeutic application Y) fEEIAYEEKIA  MEEL /B 20 R TR EIALEE K IA %
JEER PRI AN T EA  [F 5 L EA R EEON SR FEOR Mg " PrE sl
R X TS RN Y Z 22 AR (Use of compound X for the manufacture

of a pharmaceutical composition for the new therapeutic application Y)

B LRIESRIE Y B T BB SRS B s LR A -

7~ 2000 FAEIERTBUNEF]ALY (BPC 2000) 55 S4(5)EHIE » AEFFEE 5k
@M REIAEFE—BEEMRE > v AR E BEHRY) Ry H BB AT A HE R
WAtk - MEFRIEERE R " ARERRR Y ZWEEEEY) X (Compound X
for use in the new therapeutic application Y), FHZRIEEMRZ - 1% 2010
TR LERZE G ARG 2/08)" 3REATA EPC 2000 55 54(5) RUAPRE ik > 2
AR R EE T R AR IR A - S (o A B A R SR AR E R R 5 = -

2) FUERERERRENFE RN A A R E BT

FEBON > #5058 iR R 4 A A 2 HER S A EE - R AR
B LR SKIA SR B AL 55 KA B AR o) Z F AR PRE V035 oK - HEBE T
HEHEEE > R SR AR R BN RIAR R RS - Ehieft TEMREA
S REHURERI CREEHLE - JREK - B FAHE A RTRER ReE s EL I B E A= 52 - B0

> Hydropyridine X ZB 4/83(BGH)(1984) 2 11C 215.
® Legal Advice from the Swiss Federal Intellectual Property Office of May 30,1984(0J EPO 1984,
581).
EPC 2000 article 54(5) 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.
http://www.epo.org/law-practice/case-law-appeals/recent/g080002ex1.html
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e e AR B A R IR N BON_E5fZ B g ~ BONERERE UG£
b A FIR 2 B2 W — D DUE A EBEA R o raraman T

2.1) EBEEEZE

2007 FEUNEFEE JTHIT (Special edition No. 4 O] EPO) ‘g% »
EPC 2000 25 54(5) firimEEEMALRT - CLRIBEEE MR 2 OV E SAH IR S8 — 5%
SR EE iR ] LALARIRIR EYIAREE K IRGE » % F IR S E Y5 KIET FLUE
HRE A e i [ 2 2 (R B LA 55 SR P PR S e R RE R re i & - AR B 0% EPC
1973 25 54(5)f CHHEFAHTA EPC 2000 26 54(4) ) ¥ —Bae R iR AERT
BENREFICREEHIE > ¥rE EPC 2000 5 S405) FRANZIREER EBEEH R » 3%
FH R PR E 3 SR A AU =R 1 (58 FC A2 i o MER O st i (B 65 ] i sth Bl T - 2R 55 0K
THFT S E < RER Pregsn B AR AT -

=8

i

0]

[ E =
BONEF SRR EFZEE T 250705 HLAHRE] - 5 L AYRE K IEM K
ARPREVIEE KA G ISR #ilE I - NI ATREER EPC 565 123(3) FRER IR

® http://archive.epo.org/epo/pubs/oj007/08_07/special edition 4 epc 2000 synoptic.pdf

The new Article 54(5) EPC eliminates any legal uncertainty on the patentability of further medical
uses. It unambiguously permits purpose-related product protection for each further new medical use
of a substance or composition already known as a medicine. This protection is equivalent, as far as
the further uses are concerned, to that offered by the Swiss type claim. In contrast to Article 54(5)
EPC 1973 (now Article 54(4) EPC 2000) which provides broad (generic) protection for the first use
in a medical method, new Article 54(5) EPC is expressly limited to a specific use in such a method.
This limitation is intended to match as closely as possible the scope of protection to the scope
provided by a Swiss type claim.
19 http://www.epo.org/law-practice/case-law-appeals/recent/t050250eul.html

Apart from the fact that Article 54(5) EPC 2000 (entry into force 13 December 2007) does not apply
to a patent granted in 2001, Article 123(3) EPC would not allow the change of category of a granted

use claim into a product claim, even if drafted as a purpose-related product claim. (points 3.4 to 3.6
of the reasons for the decision).
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FEFICRGEZHUE © G 2/08 FIRHEH] - ¥ SRR LIRS ¥4 EPC
2000 AEFTFHZRFEVIF KIASUE TS - AHETEEA EPC 1973 2 G 5/83 HLADE
{5 S RS SR I E ATl > 104 EPC 2000 28 54(5)RHLE T FTAE TRYFTEEHE
55 > 45T SEARE N B HIRER Crag#ilE] - Hon] RE & E 20 B IR B - Br 1L U5 24

S E 2 RIIR - AR AT AT SR AR AT A - W S A ER RV 55— 2ig
ERRERmEY > Hop—FDim LA RIEER  So—a UHIRIR eV KA EE
& B T HAE R EE EAIE -

H

2t

R R = AR BGE 137 111 170 S5 » AJFEEA EPC 2000 5 54(5) {6
FRIE TR FUE YR = PR S AR SRS RT o B A RE A PR s & -

ARSI » 5 S R R BRI R B R
BB R RSB REE  DEONERIRIRE M A TR 2 AR -

sre e — 2 DUE A LTSRS s e o tataman 1

2.2)  ffieFEm

st AT R 4 N [ET Ry RS 3 RS ORI T AU 2 REAHE R
TSR E R RSB R - SRR

1 hitp://www.epo.org/law-practice/case-law-appeals/recent/g080002ex1. html

In respect of second and further medical indications the EPC now allows use-related product claims
directed to the substance itself whereas under EPC 1973 decision G 5/83 allowed claims directed to
the use of a substance for the manufacture of the drug for a therapeutic indication ("Swiss-type
claims"). It appears that the rights conferred on the patentee by the claim category under Article 54(5)
EPC are likely broader, and could, in particular, lead to possible restrictions on the freedom of
medical practitioners to prescribe or administer generics.
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TRERFRREAR TR E RS

A RIARIE | AR5 KIH TEEA R KT FERIR EVIER KA
(E X R&Effe | (WE X RiaR| (HRGFRER Y
1Th BBIR Y Y12 | BRI Y ZHR) ZYE X)
F8 )
BEEAYE X| MEEREEE A B o (7 BEAR | A a2 4 an 7 BT
ACERFIA Y (A fr ) AN R B B A () | R B AL ) B
BEUNMER B8 | BURIMER > B8R
P E PR E =
HEmEIEAEY) | BIERRERE FHBAERESEL TEIE T
B X HYEEY) H 4 (HATE T RA S
EXERNLEEE 71 HERERE
AR BRI Y PR AR aE
(BHEER = SE) FH 728 5% BH 2 S A
P ek )
e K SH B g MEF % R EE I F ] | IR E R TR E 1
b L RIERORIA ST | (AT A S
EZHHETERE | WERNELGE
SRR TRRE | #RE)
PEI=HE
82 i {J R AME | ARSI EHBETIIEL BT
TR (EEAm R B HH 2
g2 i ] B RS
A FEE B 126 5
ZAT R A EEE
ESEL )
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skt e A [T Ry o3 B A [F] 38 K I A AR 5E 2 R R 2 S i Bl E
PRSI RE T EE - B L RS RIER AT FUE 2 REFHE IR 58
AR =R RIAT > FRSUEYIHKIA ~ FERAL S KIART e Z HEF Rt
[ FH RS SKIR A U Z REA PREE SE B 2R AV

2. EETH
1) EEEFAVEHTERE S ERE R RSN Z HRH

FEIFEAE (350.8.C.) 55 101 5RARE - (LA A\ SR A 25
% s~ BanEWI 2G> STTA R Z R E » B HRATERTE 2R E Kk
P MESEA] - Hop > B A AT R REIEAE (35 U.S.C.) 55 101 &
RUE NHIETIA 20775 ek 575 RIAE BA — s S E T BRAR 5 e ERE R (R
e B0 B L TR B S BB SR B B R AR B A S8 R m] LAS et B 7 7 A55 SRR EE R
PR R LA -

Hrp o WINRFESRR Y 255 SR BB EE RSN B RIEA R AT —

B BB A B B A > HERG TR EANEYE (4 0 A nethod of
treating a patient suffering from Disease Y comprising: administering an
effective amount of Compound X to the patient) ;5 ¥ ER AEE (f]
W HE YIRS 25 SRR ERREN  HFRKIAEE L T —REEE
R ER A HEEENR A ALRT A e ' BT EVIRCEE
RINFRFEER B4 TR EASEYE (W Amethod of treating a patient
suffering fromDisease Y comprising: obtaining a measurement of the level
of biomarker A 1n the blood of the patient; and administering an effective
amount of compound X to the patient if the level of biomarker A is above
5 pg/mL) 45 SSEFUHSEEET T2 SR E R SE R AR EA] > HEERIH AR Ky
"R EAR YRR HEEAG TR EANEER  5E T

R B HAMEE (L » A method of treating a patient suffering from Disease

Y comprising: administering compound X to the patient in an amount of 10-30
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«g/mL subcutaneously once every 7 days; and administering a chemotherapy

agent to the patient) je

2) BIBKERERRENZEICERET

SR HFAART NI R B A B - 55 SR S S IR B34 T
IRE] AN R e i B 7 AR AR UG BRI HARRIBC Ef B - B5a
TEBRIZ R ~ SR REARRERUE - BASMYTTIS R ERE - r it R

2.1) BEEEINABNZEERR

EEH 1954 FREAERF AHE R TANER  EEEF]E (35U0.S.0)
1996 FAETEMAZE 287(c) A RIS R /7 A B AN REER R AHRE R E - £
> EEIEFPEE 287(c) (IR HE - HHEER A B ENERIES) (nedical
activity) ke 271 R(a)B(b) Z HUERRIZ RS - 55 28] (R(HFIEHNRSE
ROE) ~ 56 283 R(FHIRFENVERTSROE) ~ 56 284 R(FEHIZENIEFE) -
55 285 fRUZFESFEAMRANE M) 2 FE N RE N BT B LR R A BB 5
FEEEHR < (e T

FEEHEFNES 287(c) (2) (AFEBUE » 5 287 Ik (o) TEBUEEMRIE NS5
EEITRRAV TR o (EARRE() B KES ~ B &Y 2 EAREM

12 35 U.S.C 287(c)(1) With respect to a medical practitioner’s performance of a medical activity that
constitutes an infringement under section 271 (a) or (b), the provisions of sections 281, 283, 284, and
285 shall not apply against the medical practitioner or against a related health care entity with respect
to such medical activity.

1335 U.S.C 287(c)(2)(A) the term “medical activity” means the performance of a medical or surgical
procedure on a body, but shall not include (i) the use of a patented machine, manufacture, or
composition of matter in violation of such patent, (ii) the practice of a patented use of a composition
of matter in violation of such patent, or (iii) the practice of a process in violation of a biotechnology
patent.
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(B2 HH &L Eaiikes - Sans@Ha?) > (1) ERHASYIRIREI 2 B
MEAZEEYIZ BN RE 2 R > (i) BRAEVIEMENMmEE A -

52 » BREIEAEAHAREREE T ARFN R 4hts - FAEZ
BSIR B I T BT Ry TR AERY B e B B RH A (R T A  (H 2 B
TR AEH  BEREBEMNZEY S HIIEH (use of patented drugs or
Equipment ) ~ %) BAHEFHIA R (patented uses of drugs) FKAVIRMTTT
EE IR IR REER S SR N B R e TR /e - N EHE (i S8 B (Y
PRERTTIE -

2.2) FEEEMERNE

EREFESE 271 BB A REFEREAERAE - 2 5 271(0) R 5FEE
FERUE - P et MR E FNEEREERL - BRRMS > £ o GaesE
FREA] G - &5 N B EEE A B RS AR s o S2RETE
HERIREASE R SR gE fl it » 32 AR N ] B FY SR A A TR B R AR E
AGETTHHE IR R EE AL ARG R/ BT 3378 BN RSB RESTAY BE s R/
E@arialiatiics CIUINES LRIl

2.3) ERSMYTIBEIGHE

FEIFAEM E R g 2 AR - GRS~ i3 4% -
A FERY AR 5 Z AEY)BUR] - BEEE ~ RNV R - BTt RAVEF
[ Ry 5 BN EE B B S HT AR A (i CAMEE YA ERSHTE
TERIARAN RS B B ERY A TR R B Z ARG T 3 8N
ST -

YORCW o RO AE RIS T LIRS R o M A T B 810 & 57-95
H 20059 H -

15 35 U.S.C 271(b) Whoever actively induces infringement of a patent shall be liable as an infringer.
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(Z) FEERERERARBHNEBL SR

st B oM BB 22 AR - BB —BUR G E EE IR A& B SE
b B AL BEI [y B BERE N AT il 5 8 W — 2D PRET BIONEEY of £ - 1abeled
use B EE R FEH] skinny-label ing BEHEE Y [ » JE 75 IR B 44 BEEE T R B)
1ZHE ~ SHERAE M RAD I SERR Y 55 — 8% B R BE R IR TEA)

1. BWGE
1) B ERSERAEINEREEREE . BHER

FEBON > 45756 R ER S Fl B W8 E E HEH R E T
B BB L Ry RS AR R E VA P » JRIAFERY Directive 2001183 1EC
EVERUE T EEALEERYBE L SRR B [E] > % 280 A s B RS A T E ~ 7
BREMTTE - & RS a2 B A FEERE - B 2 55 e e 5
FIBSE » o5 T R 0 52 4 B0 R B B g 2 A (BT Y 2 B e B | - R e U
T3 EERA 2 i S BB & (Y ER B A TT552 0 - Refifih
BUMMEI Directive 20011831EC 58 11 RINEF > &5
S SRR A o TR Y A T SR AT B > SR AL B R RS I R

HAHHPreE 2 i FEfE SR -

-PFH
I M
%&i ¥
i
ﬂ,;@ w
s
- 3
o &
o
SN
-

SREREHINS > 55 BSR4 R A BOMNEL 4 B2 S e Nl SIS plOR
KR [RRTER » BONERTT A A AR 2 SR SRR s R E R 2 55—
SR RS EE IR A FAERT 2 AH A EZEAVIE DL © BROIERIT - FRATEON A 38
B > SR 7 R D% S8 < T TEE B IR AISE e R A

'° Directive 2001|83|EC Article 11
The summary of the product characteristics shall contain, in the order indicated below, the following
information:...4. clinical particulars:4.1. therapeutic indications,4.2. posology and method of
administration for adults and, where necessary for children,.....For authorisations under Article 10,
those parts of the summary of product characteristics of the reference medicinal product referring to
indications or dosage forms which were still covered by patent law at the time when a generic
medicine was marketed need not be included.
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B A REN LTI Z R © S R EEEey) () AR 2 B AR 2 56 itk
AR LR B SR & - TS ALY (AR nZ I E SN & (HA 5

SN BRI SN % B E SR B A - oSS aRaii s B b & vl - SER 2
TEMEEK - DI (HE R A SR e g © XA B IR N a2
SUNH i B E R BT - TR RS -

S EFTIRERE G R - BOMRIT ARG A A R R B R Ee g R 45
PGB RIMER -

stEr e — U UEE EAER A AT - BUMNER S BERY I 2210 B RAME
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2) BN off-labeled use BB-REEGFIENBHEZ SrATE R

TESNTEREmAT > B SCaRBABOMN SR EA R B BN R 2 HUE - BEEEF]
N (Agreement relating to Community patents) 2526 (1) {&HE" » BN
S [EI RS AR P H BRI A0 TRER] > BIEE IR (T 58 = ARESHT ol AE R B BISE
| [ A e A A P % B Y A SR B R TR (L R B E MR A R
P i A Btz B3R » M EL R 2 P il 55 = A\ BRAIECE B IR B R S A -
WA E B A EAZRI AN B2 5 -

FORBERFEA A5 26 RARIMUIREZARE - 555 B R AT
RS BRI RHRIEAN 3 of f-1abeled SEHEER M S
ERER N B F AR 2 55 SR @R g MR -

7" Agreement relating to Community patents article 26 (1) A Community patent shall also confer on its
proprietor the right to prevent all third parties not having his consent from supplying or offering to
supply within the territories of the Contracting States a person, other than a party entitled to exploit
the patented invention, with means, relating to an essential element of that invention, for putting it
into effect therein, when the third party knows, or it is obvious in the circumstances, that these means
are suitable and intended for putting that invention into effect.
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2. EBFHE
1) ERBERERARENHEREERPE S BHEE

SUEHBHEINS > EE G SR EEYE AR B A 22 2 MHEE
FRE o WIFRTTEEY R SLEHEDE 21 CFR 314.94(a) (8) (iv)BE"™ » I High A FrEds
Vi A RBLIE H AR, (the reference listed drug) AR ZAFER
AR - BISELECZ BB R 2 BB RS EAIHE - 0 SHEY R E A
21 CFR 314.127(a)(7) #E" > " 5% Fiife 7 (ANDA) fEEFER 8 Aug il

18 21 CFR 314.94(a)(8)(iv) Comparison of approved and proposed labeling. A side-by-side comparison
of the applicant's proposed labeling including, if applicable, any Medication Guide required under
part 208 of this chapter with the approved labeling for the reference listed drug with all differences
annotated and explained. Labeling (including the container label, package insert, and, if applicable,
Medication Guide) proposed for the drug product must be the same as the labeling approved for the
reference listed drug, except for changes required because of differences approved under a petition
filed under 314.93 or because the drug product and the reference listed drug are produced or
distributed by different manufacturers. Such differences between the applicant's proposed labeling
and labeling approved for the reference listed drug may include differences in expiration date,
formulation, bioavailability, or pharmacokinetics, labeling revisions made to comply with current
FDA labeling guidelines or other guidance, or omission of an indication or other aspect of
labeling protected by patent or accorded exclusivity under section 505(j)(5)(F) of the act.

1921 CFR 314.127(a)(7) Information submitted in the abbreviated new drug application is insufficient

to show that the labeling proposed for the drug is the same as the labeling approved for the listed

drug referred to in the abbreviated new drug application except for changes required because of
differences approved in a petition under § 314.93 or because the drug product and the reference
listed drug are produced or distributed by different manufacturers or because aspects of the listed
drug's labeling are protected by patent, or by exclusivity, and such differences do not render the

35



TEEDIEDR - Y B BB S RIERY - iR AR AN G R AT L SR i
EEEAER ) HEEL BT R 2 HRE - EIRF RN R4
S 2 (= E B AR L S KA EETEAR » SRS H a5aT n] 3 & A R R &
sEpyE R 30 8 A 2 A BURBH# SRR 1 &S 5 30 (& H 285
St -

ﬁ\

R

SRE BT S BRI ENE » N AEERAT skinny- labeling
B2 s gl 7 B AU R A BRI EE SR R EER R - W A EAIE
TR BB EE R AN A TR R ALY B FI T e b (L R SR AR T 5 0 o
DUR 8 — % R B SE IR HFIME - IRIIL » BRI TEERF IR A - — HER g
WetZ pE s > BISEKREESS DUEAS I FE E AT skinny - label ing 2L EERUA R EL
B RREE o &7 FEHE o EFERAKHNERE  —HELE Rk
skinny-labeling 22 A EER B K E 22| HA S SR BB ZEF IR BRI =ML
EERI o

M DEIRFIRE IS - 3B SR E B EE ] kb RS B BV R 4
AWM - BSR4l — YT AR E A YIERIR B B A
MEEiE et - RIS T2 YRR e iE E S I 2 & A % A s
TEORZ EEYN [ 1R HY 2 2 a0 - WIHEAY skinny- label ing B2 A5 R Al
2 FIHHEATHBSE -

2) skinny-labeling BB EEEAFHBUSHE e e

FUBRER SR EAE B EAREA (40 - [RPAS 48R HIRE %
B - TSR A T aR B AR B AR E A A A 28 SR E R S IR BRI Z IR
PSR EER > B LIRS BRIRE R SR iR I AN SRR E
BEIM =T AR -

proposed drug product less safe or effective than the listed drug for all remaining, nonprotected
conditions of use.
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