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FIWFFERERE ST/ MR R EE CH O T IRB ST L 2N TEH L H 1T o7-, L

144 35 U.S.C. §271 Infringement of patent.

M5 SRR 16 AR BEIREET T pE ZE TV pE HE I FE I REGR AT 2T TREEFHE O %0 ) O BIA B ONRIFRIZ BE 9~ 2 s A iF Jo i A 38 (WETE
N FNROM EEMTERT, 2005 4E 3 H)

M6 s TRRFPRE O MIE 2 IR DR IREIC DWW T (FEEIEFRE S MM EBCR SR E N LB FrF
BRI GBI BEAE Y — % 7 —T 2004 4F 11 A)

WTOSERY 28 AR FEREET T pE ZE T pE HE I A E e A Sr S . TR EENC T DAL OMRITREDTE YD 71
T ORI ES ] (—RYEIEAN MO EMICEE M M FEMZERT. 2017453 A)

8 Public Law 96-517, Patent and Trademark Act Amendments of 1980
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L. BUNIC X DRA D EE L HW SN D BEITITTDOMRY TR e, EREIRA DN
O BNTSEE TH-> T, BNBUFICIIHISHANWET 2 DR T A B AR5 25
. BUNIZE b XTI DI 2 &2 i S5 2 & BWRFHES 202 ZRPUIZBWTHERO b
N5,

S oIz, EE Rk, REIGUBIEE, AW an il ORGEIE, 8RR R R
By TR BEAREAIE) IZRWTH, M EEHEICBE T o EREIT 5TV D,

O BOFER (28 U.S.C. §1498')

HIEBUMIZST U, FRTFHER OFF 2150 2 L 70 < Rt 2 Eia 3 2 RN 5 2 b1
2o

ZOWE. FREMESICIE, EREJFOFEIC KT 2 AEA, o, ool B ERERT
L7 DA TR T DAEFIDTRO AL TV DA, K O A Z I RKMEITFRD b
T (s, HMBUFICH T 22 TORFFIFRIT. AREEME RKF T (U.S.
Court of Federal Claims) (ZCiTHiDd,),

@ I A#E (March—-in rights) (35 U.S.C. §203)

EE 2 G & U CHE LIV RFEICE LTk, BUBUFIZLL FOSHEIT, Rk 1okt
LCH=FTEABNAFICTA B AZHHET DL ORDDH I LN TED & WFFTF
EIZBOWTED LN TN D,

a) FFEFMEFEDFHYEIMICOZ 0 | YR ERLT 2720 O R i iE &

RS 7eho 256,
b) I AMEDITHE N ARET A TN D 2 EOBEA N L MLERGE,
c) ALOFEMICEATL2HANC LV RO BN D56

(iii) EEEGT — 7 (R
Koy IR OAGBHGE L, THFRR A - A - (RS TE ) DS, A AR DK

PG L, TAREAE) RO TAEBIFIMETRE - A4 /) X—T a3 B IZBWTHL
il &N TWD, T —XIREHIMIZTRRO LB Th D,

149 35 U.S.C. §202 Disposition of rights.

150 928 U.S.C. § 1498 Patent and copyright cases.

51 21 U.S.C. : Federal Food, Drug, and Cosmetic Act ; FFDCA
152 42 U.S.C. : Public Health Service Act ; PHS Act
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BT ESEdh © 6 AR

INA TR D12
AP SRS - 7R
NRT NN 2 0.5 AR HNE

(iv) FraFHETFRC I D RER ™

@ il B DM

HElZIR 7= Y | 1984 T AXNL L7~ Waxman—-Hatch I WT, BaFiEEE & LT
BEOSAEN TS, FriFiElX, 5 156 RPICTBW T, ERNORFFHEAF I OIER 125
W, MRESHE, (HLARBENS MEEZBIR, ] EEDTND,

@ FFAPMEAARIRIE R DX 5 & 70 5 R T

JERTE DFFFT, AT 24 ., W2 EH T2 BT o8 F. W4 il
THHECHETA2ETFTHY ., 1 OO HONWT, BFdrEERE DOFEIRT S 1 SO (W%
FTLOLBRAORKT TIER) OHNB, 1EZTOKRYOARHGE (NDA : New Drug
Application) & DB HICBWTEE NS,

@ R & 4% B

1BERJE (IND : Investigational New Drug) DO HMNGEAFRHEOH FTOHR O L.
KHFE RO H £ TOMIM & DAF FraFiESH 156 S(c). (@) (1)) T, 5FELR
FELT WP ERESND, 72720, HYEZRER (Due Diligence) M3FR® B ALV
IFHI S (RFFEEE 156 S:(c) (1)), #Fro B (EEMLOGEIIAER) b HIRITEE
SNT-HEORHHMG THETCOHMIL 14 FE2BE2HZ LT TERY (FFFIESE 156
() (3), IERITIERMOWTH (GEERINWEAEON TH) POtk Ind (Firik
£ 156 5 (a)),

193 21 U.S.C. §55(c) (3) (B) (ii) and (j) (5) (F) (ii)

15142 U.S.C. §262(k) (7), 351(k) (7) of the PHS Act

1% 21 U.S.C. §360cc(a)

156 91 U.S.C. §355a(b) (1) (A) (i) (I), 42 U.S.C. §262(m)

157 SPRK 26 AFFEIRFE T pEZE I EMESI EE IR AT AT TIE IR AL S O R HE O 1Ee M 0 JE K B G351 2 K OV DIE OFE Y
BT oiE e E) (B EREAN mrgM EERTFERT, 2015 48 2 )

158 35 U.S.C. §156 Extension of patent term.
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(v) RXF v b o= E

=R KRR I, RanER AR (FDA) O EK AT e > # — (Center for Drug
Evaluation and Research ; CDER) & AWHUKIEEMIFZE o % — (Center for Biologics
Evaluation and Research ; CBER) 23Ff%& L T\ 5, —J7. /A A[EIK N &1L CBER 23
BLTWD,

KENZFBW TR, R FEED LU FEIEITK L, LUT OIS AT TR £ 2 FE
L. TNENDOHRFBERMOFEA - ARFRH I ITBN T, FFHEFELICEET D FRHED
FiEAZET HHMATHL T M) o —VHIENEH S TWD,

D M Fr &GRS (Abbreviated New Drug Application; ANDA) %'

TRIFEERMEEN, BUKRERMS CoRERR) LRFOERMICOVWTHEZIT IS
G et EHFEICETL 7T - 2B LB HEZITO 2N TE, ZORT, —
TE DA Al 729G 1213 180 H H oM Sk E M 28 G- 2 541%™,

(a) JeFEEIHMEED Thx

BIHOKGRIZIX, CDER (Xt U TR DA G (NDA) ZHFET HMERH D, EKBEZ
TR R IR AL, TOERMLICET 2T X CORFOEHR FrrEs. AR
) & FDAWZHRHT 5 Z & 2RO LTV D', & SN FEFERIZ, FDA XU = 7
A b ETAB LTV A AGEE IS OTEH PRI R SR (Approved Drug Products with
Therapeutic Equivalence Evaluations ; Orange book'®) (Z#g# X415, Orange book IZ
HiEE4-CHE, HirR TS TRBTDIZENATRETHY, REBEHMEEZF v n— 15
ZEWTED,

72%. Orange book Tid, TERDKFE . ARMIREITIMA, 2017 4 11 A K 0 K55
W OFHH T — 2 R’ ST\ 51,

199 SRR 26 AF R R S U PEAE I S R REAA AT I T 380 2 OO FREFHE O T 1 ] O SER B G 5} OV D IR DAE Y
FIZET 2AEM S RES) (—RMENEAN MR ENFERT. 20156 422 A)

60 g3 —7 M, 74+—27F—, BRHER [Ny F Uy 2~ BEEORKL—/LVOME | AIPPI62 & 4 5 366-373 H

(2017 4F)

161 91 U.S.C. §355 New drugs (Hatch-Waxman %) 505 2% j

%221 U.8.C. §355(b) (1) (6)

163 https://www. accessdata. fda. gov/scripts/cder/ob/index. cfm [Ff&7 7 & AH : 2018 43 A 14 H]

164
https://www. fda. gov/Drugs/InformationOnDrugs/ucm585244. htm?utm_campaign=CDER%20SBIA%20Update%3A%20FDA%20
introduces%20patent%20submission%20date%20updates%20to%20the%200range%20Book&utm_medium=email&utm_source
=Eloqua [#&7 7 AH : 201843 H 14 A]
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https://www.accessdata.fda.gov/scripts/cder/ob/index.cfm
https://www.fda.gov/Drugs/InformationOnDrugs/ucm585244.htm?utm_campaign=CDER%20SBIA%20Update%3A%20FDA%20introduces%20patent%20submission%20date%20updates%20to%20the%20Orange%20Book&utm_medium=email&utm_source=Eloqua
https://www.fda.gov/Drugs/InformationOnDrugs/ucm585244.htm?utm_campaign=CDER%20SBIA%20Update%3A%20FDA%20introduces%20patent%20submission%20date%20updates%20to%20the%20Orange%20Book&utm_medium=email&utm_source=Eloqua
https://www.fda.gov/Drugs/InformationOnDrugs/ucm585244.htm?utm_campaign=CDER%20SBIA%20Update%3A%20FDA%20introduces%20patent%20submission%20date%20updates%20to%20the%20Orange%20Book&utm_medium=email&utm_source=Eloqua

(b) ANDA HIZEH O Tt
ANDA HIZEF X, HIGEICER LT, Orange book Fl#li S AL TWAAEFEEIRN (R53E) (28
THERFHEILZONWT, UTFTDHH 1 D&EET 5,

a) /NT 7T 7 1 GEE Rk L

b) /XZ 77 7 MGEBE « RrafMEI T 73Tk L TV D
c) /NT7 7T 7MGEAFE « KR Re9ITH T35

d) /X7 7 Z 7IVGERE « FFF ) IR E

0L, RTTTT7 1IN OGEAFEZEE L2GE1, hoZ 07z S i
IR EN D, F£lo. NIV T TMGEAELZ R L2613, EREFEF O/ T
A% b o CHFSITAR IS,

RT 7T TNGEREZMES HFEE LG, FEEIXHEN S 20 A LN e ESE
A AR SE M OFFFTMER 1S, YRR3R TR E SNV E WO RILAE R L-fn il & 5 T
W Z LR S S0, Yak@min b 45 H DA BN s 2484 L7
Y. FDA UL 30 » HI#], M5% ANDA Z KGR 32 Z L3 TE 2R\, 30 » H OMIZERFADSKEE
L7eo o, XIIFFRF G SUIERETH 2 5 OWREN S /=54, FDA L4 5% ANDA
EARRTDHIENTE D, 70k, % ANDA H5EIL, FiMEOREBEITAICEY T &N
BidrE EE SN TS, F72, Ykl s 45 3 DANIC e R E SR 2N TR & it
L7Z2ro 12356 FDA IS OAGREME 2= T HHEE ThiuX, ZNEEKRBTHI LN TE
SRR

T 7T 7NV EEYNCHFTET 2 ANDA HEEE 121X, 180 H M D iRFEM HHIF A FE D b i
%, TR, ZO%O ANDA HFEE X, JEOHFEE I L 2EERMRTEOBRLE H 225 180
AMHRICSATERW, NI 7T TN ZRIICHGE L, KR S 4172 ANDA HIGEH 137K
B —EOHIRINICIREZBMMT 2RENH V. ZHESFILRWGE ., I ERFEOHERIX
HEIND',

165 21 C.F.R. §314.94(a) (12) (i), 21 U.S.C. §355(j) (2) (A) (vii)

166 35 U.S.C. §271()) (6) B) (i), (ii)

167 35 U.S.C. §271(e) (2), 35 U.S.C. §271(j) (2) B) (ii), U.S.C. §271(§) (5) (B) (iii), (iv)
168 35 U.S.C. §271(§) (5) B) (v), 35 U.S.C. §271(j) (5) (D)
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@ FEWS AW FR BRI AR S (abbreviated Biologics License Application ; aBLA)

A FERERORROPEIH (B URBTREEISIZIRS) 12 1 EMOBEINS 5 2
BB, (ETTREREIEAE ™ L IE, /S AR 5 B, B & R TTREARIEIC
SR BB B EERE VO, SEMOBEEE R SER DB,

(a) SEREIEHSAEFED FHi &

INA A IR FEE 1L Biological License Application (BLA) ZHEFET 5, . £
J 7 a—FNAVGURRY A M A CFEO— AN FEEKLITEFENLE I T, CDER THK
AN TOND LI IZRoTND'TE,

2%, FDA XV = 7% A h BT, ARBEINTAL FEREBIZONTOY A K (List of
Licensed Biological Products with Reference Product Exclusivity and
Biosimilarity or Interchangeability Evaluations ; Purple Book'™) Z#ZABAL CTu\5
A3, Orange book & 572V | FrFFIC BT 2 FHITERH S LTV 72R0,

(b) aBLA HIFEH D Ffi

aBLA FIFEIZEE L C, aBLA HIGEH & e IEFEAL B3 (RPS) MO TIThoiL 5 —# D Fii
XX, NT v FH A (patent dance) EMEZILHLLTD a)~d) O4EENLRL EX
3/1/6175,1760

a) THMEME (Information Phase)
aBLA HIEEE N EIRMEZE RPS) ICHFFEEOE LEZRMLT 5 (aBLA OBR
W), aBLA HIFEE DS ERLBAREI AT WA RPS IXMREBORE. Frara %
PEOMERE L RO FFAZRET L Z N TE L,

169 42 U.S.C. §262(k) (6)

" Tnterchangeable product

' [Biosimilar and Interchangeable Products] (FDA)
https://www. fda. gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplication
s/TherapEUticBiologicApplications/Biosimilars/ucm580419. htm [H#&7 27 A H : 201843 A 14 H]

12 [Combination Products| (FDA)
http://www. fda. gov/CombinationProducts/Jurisdictional Information/ucml136265. htm [f#&7 7 A H : 2018 4= 3
A 14 A]

173

https://www. fda. gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplication
s/TherapeuticBiologicApplications/Biosimilars/ucm411418. htm [H#&7 7 A H : 201843 A 14 H]

M SR SLREHEE (Reference product sponsor @ RPS)

T rpEfR TRENCET 28 A& (O8N A X T —) FKRO T2 DM & BhEREL ) A 67 & 5 5 689-701
B (2017 4F)

1 Amgen v. Sandoz 794 F.3d 1347 (Fed. Cir. 2015) (B DA RE @ amicus curiae

T 42 U.S.C. §262(1) (2) (A), 42 U.S.C. §262(1) (9) (C)
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http://www.fda.gov/CombinationProducts/JurisdictionalInformation/ucm136265.htm
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https://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplications/TherapeuticBiologicApplications/Biosimilars/ucm411418.htm

b) @5 Y A FEkfE (Comprehensive List Phase)
SENMEE 72 20O U A b % M5 OHR KOG 2 & TERT 5,

50 aBLA OBA/RI@EN &2 1T B > 72 RPS 1%, 60 HUWIZ, RESND LU D4
FFOU AR (@FY 2 b) % aBLA HFEHE ICIRMET 2, 2Tk L. aBLA HE
(F45% U A FZEND 60 BLINIZ, MEFFRFOAIMEEFIT OV T ORI A RPS (2
PRt 21, BRI oA EZ T & 572 RPS (X, 60 HLAPNIZBORIC x5 S
(REICHT-DE) % aBLA FFEEITHRAS 5,

c) 7'7/ K1 5FEAE%M: (Round 1 Litigation Phase)

IR AL TARR T R E KA WA OWaklZ KV ED D, RPSITEEND 30 H
uW:\mwéht%ﬁ BT 5 1RES “%ﬁt#émoéﬁb%m?%&#ok
Y. aBLA HIGEHE & RPS X, 490 RERFFO U A M ZRIRFICASHR L, 2 DORH)
530 HUANIZ Y A MZRi#E SN2 RRFIC B 2R a2l 421, Zd & =, RPS
MDY A MIFERHEH T 28 IE, aBLA HEEE NN LA B2 52 LT
AL

d) 772 F 23k (Round 2 Litigation Phase)

aBLA HIGEE MNAR I N-®M A2 LT L L9 &3 28541, Lo e ALLERC
SeFEIEN m%;Lﬂfé(ﬁ%mv VA G/ ez S RSB 31) BN g hl )
aBLA FiGE ARV A MEFO OB, T U0 R 1ERRRICE £ WVEFFIZ O
T@ﬁﬂﬁﬁm,&wﬁm:%éﬂ4ﬁ%ﬁ%®%m-W%Kﬂ¢éﬁt@%ﬁ
D DALy DFERSCNAIRE L 72 5, ERLEAIL, FDA OAGERITH ARETH D & fif
REnTna™,

FREANT U N HE A FREE L, aBLA HEEFE OFE TldZeny (ZEiEmalc i < il
SN7e) RS ITVD

18 42 U.s.C. §262(1) (3) (A) ()

142 U.S.C. §262(1) (3) B) (i), ZDOMODXFIEE LT, RPS DT A £ ADH LA &H - 7 FrFIc BT 2 % 2 42
feFaz L lan (FAG) B (ii)), F7z aBlA HFEENREICEDLL LELHTFOY A M ERMETI N TE
% ([A(3) B) (i),

18042 U.S.C. §262(1) (3) (©)

18142 U.S.C. §262(1) (6) (A)

182 42 U.S.C. §262(1) (5) (B) (i), 42 U.S.C. §262(1) (6) (B)

18342 U.S.C. §262(1) (5) (A). [A(®B) (ii) (I) OX(II), 1B L aBLA BDWVT N DT B R LR o 728E T, 155
ISR TE 5,

1842 U.S.C. §262(1) (8) (A)

185 aBLA HIFEE 2 RPS (25 LT aBLA OBI/REMZ1T > TV A A, RPS IFEEN~—r T 4 v 712 2@k v Al
2. Ty R 1 HBOELUSN DTSN T OFR AL T2 2 LR TE20 (42 U.S.C. §262(1) (9) (M),

% 0.8.C. §262(1) (8) (B), #HFFNDEFEY X MLk DR (T Uy R 1FRICHRDFFFFZRL) 220 T %
T4 ETARETH 5,

187 Sandoz v.Amgen 582 U.S. (2017), MM (3) (i) ®.
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(Vi) A FEIES &R TR TORR O E S () K OSEH )
O EHSLT — X REH

NS FEFGIT 12 F, KO FERLITSEEDEHFRVOMEND 5,

XA FEF I AAZRIL, FDA @ CBER AT L. HEEE 1L BLA 24 5,
KAy ES L AZL X, FDA @ CDER & CBER 3 LT\ 5, 381X, CDER I2xf L T
HrE O KGR EE NDA Z i1 5,

@) %I IS O 35 7 vk

A LK O HEE XIS A ) BFAGR R EE  (aBLA) . Ry PRI OB R EIK
fh D FRGE T A IS5 ﬁ%ﬁ(mu 55 (ANDA) &9 & U\ﬁ)%%)

(3) BEIIITIR DB 4S

(1) EZFEMITIR DRG]

BN OWTRFFANAE LD & EnENZY, IRGEH IR BIC k0 ERLOZE
TERFG I LA T H NS 5.

LIRS, R OLEMAG BN H D TN & 5. ERM O IR EERIEE LR 5 1%
NG L ORERFTHIEICAA ORBERF O FRRIZOWTHIRT 5,

}

T
{113
iy
a Llll

©

AR S THFIE D B S

+ Roche Prods. Inc. v. Bolar Pharmaceutical Co., 733 F. 2d 858 (Fed. Cir. 1984)
[FROBE]

#et T 5 Bolar £hix, Roche #LDA 2 Rear MR 7141 ’?’ﬁ%ﬁ[%ﬁ& (U R
ZHIE LT, Rl TR 6 22 A FIC R ERMEF (FDA) OFGBHREEICHKE LT — X
DT OREREIT 572728, Roche fLNFFFHRE 25 2 L H IR ;Tmﬁﬁbf:o L2l
BHHER I E I LD REME FIT D LW Lo 7o, JRENESER LIZORAKFEHFTH 5,
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IR

EHFGKEIPEERECHIFT (Court of Appeals for the Federal Circuit ; CAFC) 1%, %%
EH OB HFED 2O ORERIL, H O OFRFFFIREMHOFE N O ME 2 PRS2 & v 9 i
DR ZARET D EHIW L, DD IT4ICOWT EE (de minimis) | OJEH % EET
HTZ LT TWDH RS L& BT, PIZEROHEHENDETHSHE L TYH, BEIZ
H2 DB ENMEN L 1XE 2T, £72 Story HFENEE L W (W& 72174

(dilettante affair) THARWEIRA FRIEEEH N DK ES I A0 70 B AR RER | X FraF
REICHTD LR LT,

JREDITAIFEO BB TH Y | THEOT-0, B2 D 4402 i 72372 O TS
TR ERFIYESR O 7= (for amusement, to satisfy idle curiosity, or for strictly
philosophical inquiry) TR\, FFHREIZE ST D,

WEZES B, RERRFTRE C. EEM XX AR (definite, cognizable, and not
insubstantial commercial purposes) TATHOIN DAL, BHFEAIMFIEDL O T ITHFE
ERX KRBT D701 BB OBISN ) OEHZ IR IRT 2 Z LITTE 220,

- Eli Lilly & Co. v. Medtronic, Inc., 496 U.S. 661 (1990)

[FROME]

JR&ETH 2D ElL Lilly fHiX, FEEAFEFE AT 50RO MEIER L2 E & B L 7o MEh bR
FHEE PR THIT4ICLVERTFEZRE L E LT Medtronic % #F %72, Medtronic
fhix, BAEOMEIBREIEEOMEHIX, FDA OIRFERREZS 5 L CHERT — X OBSFICE
HACRE T 5174 THDH E LT, FFEE 211 5 (DA EZ 5 L EEL, Zh
2kt U ELD Lilly #hid, [RIBUXERS ORI S v, MEhBREHE O K O 2R EREERIC
[TEH S e e FEiR LT,

]

E#IE. Medtronic fED EIRZFER L. FFFESE 271 Z(e) (1) 1%, Waxman-Hatch 4]
DO T CHRAHIRIDIEE 2B oA T X TORBICOVWTHEHASIND Z b, #HEDERER
EEICOWTHRFFRENSREIND LHIR LT,

BRI KAUE, FREFESR 271 S (e) (1) OHLEIL, FDA IZxHT 2 BHIE K OMEHR Ol & &
BB L OARZ B ETOHRICIBE S, £, FFFEFH 271 %@ (DD F
THHIMOIER 26N 5T X TORBIZOWTHEHH I ) %,

ZHUT LY Bolar SRHEOKFRIIEIRML IS Tl ERERICOEA S ND Z & 23]
L&D EIEM R OEREESRZ I CORLTINY., EGARNYEOE Rl osyid
AIZBE T2 FDA IC K B2 ARE HIOE LTeT — X ORI A BRI BEItR T 2 RiFr s B 0 i
L, FFFRE LTI R LRV LRI T,
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Integra Lifesciences I, Ltd. v. Merck KGaA, Iximzd ik 545 U.S. 193, 125 S.
Ct. 2372 (2005) '8 189,190
[FR O]

RGD BeHN &2 T 57T RIZOWT DR H T 5 Integra Lifesciences 1 fLEA3,
RGD BAN A2 A3 2 ~T7F RIZOWTOIERGIREAER (3 TR 2 [ 3 2 I ERY 70 8 b A Al
DIRZR) HAT-o72 KA Y D Merck KgaA ££"™" (LT T RA Y A7 %k)) IZxf LT, M7
ZIFFTHERFICH =D & LT 1996 FICHEEMEEREZ KD LFZ LY 7+ V=T
DOHTEAIFTICIRE LTz, ZHUCX LT KA Y A7 HE, Y%7 F FOBEMIE. Fr
B3 271 55 (e) (D ITHLE S0 D FDA ~OAGRHFEICEHAICEET o HTH Y | RFEIC
Blo bR E TR U, HGEHPTIR, ST A1 §271(e) (1) OMEFITITRL S L &
FIRT L. S HIT 2002 AFIZHERREE T o 2 HHK B PR C 6 Z OISR s n e

192
o

CHREH]

BRI @ BHIFTIEL, 2005 I, RAAEBNTHFRBHGEDL SN2 Te_TF FORE
2DV T, RBR ) DR E O AW FHEFE & O E 2R R NBEICRES S TV b 54
[ZBWT, KFRHEEICRD & bW D IFHROIER & A BANC B3 2 R O/ I, Fr
FRER 271 55 (e) (1) OBINHEDOHFFAIZE ENH L LT, A—T7 —FHOGERHZ LK
T O HIR L2 5 2T, KR KR I 5B A2 22 LR L2,

A ST CEGK R KRR AT BRI DWW TR EE ATV, FDA ~D7K
BHFEN SN2 T _XTF RIZOWTOIERRRBR O 7= O OEH (M E O 05 i
R LA A BRI T 2 FR) 1T oW T HIRFAGE L, JFUH 2 I W2 2007 4
s Lz,

\\\}b

@ BRERHOTHENE

Caraco Pharmaceutical Laboratories Ltd v Novo Nordisk A/S, 132 S.Ct. 1670
(2012) '

88 Nos. 02-1052, -1065 (Fed.Cir. July 27, 2007)

89 e —BR TRFZEIC BT DR RO A OB : A KT A4 2 e 3A ) FaFfse No. 43 2007/3 11-31 B

90 R EE TR O MV 7o E AR 2 IIREIC DWW ) (EZEMIEERS AU EBOR I R hl N EE s FFF
BRI GBI BEAE Y — % o 7 F—7 2004 4F 11 A)

WURMIZ R A Y « vy o v b, KED Merck 2 (Merck & Co.) &iXBllORM:,

92 TRFFFESE 271 25 (e) (1) OHLE L FDA 12X 9 2 BIR L OB SR O & SEMICBE L= o A2%2 B & 9 2 0F %

WZBRE SN D, BrEoBss - i&h % B & L7-ailSR B M I 1T 2RI O LML, Rk 271 & (e) DITHE S

7= TREBRAIEH OB 1ZIEE L) EHPR LT,

95 Y —F — L b AR — T — SO BRIZ OV T OHWHIIIR S ATV,

194 Managing Intellectual Property 24.March. 2017
http://www. managingip. com/Article/3672322/Three-Supreme—Court-cases—on—pharmacEUtical-patents. html [f#&
77 AH 201843 A 14 H]
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[FHREOME]

Novo Nordisk fhid, 2BUBERFEEZOMEEFE= br—VEHINL Y X7 =R
D 3 OOFEHAFIEIZOWT FDA EKREREG L TW e, 20550 12O FE (X b
T EDMBEDE) IZOWT LRFFELMER L T Zedo 7z, 2005 4RIZ Caraco
W, URT Y = ROBIEERMICE T 5 EEHTHEAR (ANDA) HFEEZITo 722 &0 b,
Novo Nordisk fLi3HFF IR FHiFFA 242k L7,

FFRAETT T 5 H T, Caraco #1723, Waxman-Hatch VEIZEED &, A hAR/L I & DA
BOEERNT DX DI ANDA HFENEZER L2 Z A, Novo Nordisk fhjf=a—A=a—
K (Patent Use Code) Dfitik% ., 3 ODDFEHEET X TIZOWTHR#EZZITOND LD
WA L7 +—25% FDA IZHEH L7=D T, Caraco fhii—RAa— RDOFTIEZ KD T
Ao fEk L7,

Bele 2y

BEFHHPNT, 2—RAa— Fid, FFFI Tl HRERRIZ MR D R R O IR E &
ZIEODHDOTIERL, 2= a— FRAT E 5B ITIIBRBERLEEDEGERICL > T
FRrBX DM TEDEORMER LT,

@ on sale bar O#iJH

+ The Medicines Company v. Hospira Inc. App. No. 14-1469 (Fed. Cir. 2016) (en

banc) 1%

[HROBE]

AFIL, Medicine ¥ (LN [ A5 ¢ =2)) A3, Hospirath (LLF [FRAE—F)) &K
EHTHERECHRATZLOTH D, ZNHORFFL, EEARTFH CHigtmAl & LA &
NAEFEBENRY LD A NMRD D ThoTe, UiZFarHEIZ 2008 427 A 27 B2 S
THEY . on-sale bar (IHFFFFES 102 25 (b) DIREIZIES S HFED 1 LU LT O 5 4%
[Z R DMEe A Bl &3 S M) 1ITERD BAHE. 200747 H 2T HCTh o7,

2006 AR, AT 4 2F, No_=a—HERT (LT R R_R=a—)) ICYFFFICR
HERINY ORERRE LT, No_"=a—(F, 20064510 A 31 B H 12 A 14 BHE
TORIZ, TIRICHET 221 TEL 3NNy TFOENI LYY (6 TARZBZH/MR) %
AT 4 aDOICBE LT, 260NNy FOHSMMEIT 2000 7 FAZB2 T\We, Z
DNy T, AT 0 aDOIRGEELE ToH D Integrated Commercialization Solutions
(LR TICS)) @ FChaBfEfRE S, FDA OEGREZITHZ & Lieolz, AT 42k ICS
IFREJERKEZLZDL, IS 1T YA~y 7 A2 (ERXY AT UOEEME L TORGM4)

19 http://www. cafc. uscourts. gov/sites/default/files/opinions—orders/14-1469. Opinion. 7-7-2016. 1. PDF [T
7% AR 201843 H 14 A]
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OMERZRERMRBE L 720 0 AT ¢ 2Tk LIEBEAL CTHEAREZITV., UKL AT
4 NIEDOF XL AEZHEXIELTE L & L EhT,

ARAE—T1F, No_R= o — 3 80E U7 IR HES 102 55 (b) 12X % on sale (R
FeH) ICESTLLOTHDLEERLE, TOEEREOHFTEHEAY =T, FITAT 0 an
DRy FIZOWTREERNEH~OmE A, kAR = — Nofth ROERRMT Ny -
— U TCTORMEER L FEEEH LI,

[ =]

KEIFHFTIIAR A =T OFRZROHT, AT 43X RX=a— L OROEGIX, FF
TP DR ERRIRFEIZIT S T b0 E DR A R LT, ZOHIBNI R TICER LT, &
HIFNES AT O 7 L— AR O TH Y . FIEIRD O TIHRNZ A2 HEfL
Too FHIFTIXE T2, MIRDFFFTFO 7 L — DIFEH SV TW R WZE O & LS 5 51ED
EHlZHOWT, MZDLODREENRTE Z D72V EAIZ, on—sale bar (xFe & #H &
T HIEH) WA LT o E iy, SR L, &6, RuR_R=a—05F
REIZIT TERY LY DE I\;ﬁxL WZxPT 55K LRIz b, FLTAT
4 AR Rz 2 —OFE U728 K 7= ORI TR O 1 %l@mE 202 & b
%ﬁbtoﬁﬁﬁ%%ﬁik\% PRI 2-106 (1) i THGE ) % TRHmCx L
T, BV TFOLENWTEA~FTEEEZBIET 228 EHETDIEZA, AT ¢ 2T YT
IR DFTAMELZ N R o —(EE L T RN & B iE L7,

KA AP T S B IG | ORENES . MG P EEEE D & @%Eﬁ*ﬁé‘»%< ZLMNTE
@w%ﬁ&bfwﬁﬁﬁﬁ&%:k%%%bko:mg®ﬁm* COKEFCHIPT IR,
YRZa =R AT ¢ TR LIRGE L DTSR A — BRI %# FRaFIESS 102 2%
(b) IZF% 43 DR F s L & o8 L 72 D TidZe W & a1 72,

RAE—=F%, 29 LRI CHRFES 102 ZO) D ARNEMA LR 2 L 2RETIHRD
(X, FEHED, AR CEMICRZ T 2HHMEZMIET 27O EMNEE LT 52 &
HARMEENCRET D2 &2 d TR L, KEFEHFTIXZ oFRGIRIT, BHAFIZE 5
TRADPDOREGERRIEEET 5T X TOREMEE 2 /7 HER 102 5 (b) ORI LB R
D EIXTERVERERM L., KEIFEHIFTL, BE Y — 2 Ol AE D FFFR U & & 5
T 52 &l FEROIRGEICHE Z T FRTOPEFEIFENE E T, FFariEsH 102 5 (b) DPEFER
IRFEICIT Y 72 B 7o & il Hfto

KEIFCHIFT IEE L, & 5 /D FFFFES 102 52(b) 12V 9 “on sale (kR5EH) "Tod D
EWVZ DD, ﬁ%&ﬁ@zﬂmm_ié—&%@%@%%ot%¥MKW%®
G TRIT LR B, O Z R L, FrartEE OEEIEAR (HE) 13, FFrES
102 2 (D) IZHEAS S ZY TRWVEEITITS =020, EoHBb R Lz, 2L T, 4%

% Uniform Commercial Code ; UCC
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FERZTD 3L OHIFEMIZER L, AT 42 & IS & OB OMEERZKIZXT 5 on-sale
bar OEGICOX M AT 5 L HRdi-,

+ Helsinn Healthcare S.A. v. Teva Pharmaceuticals USA, Inc. (2017/5/1) "'

CHIREH]

JU—bk « 23 2 « K[EFEHE (Leahy-Smith America Invents Act ; ATA) O ERIIZIX,
[FELBA D IR IR ERFFHES 102 55 (b) IZHIE S 415 on—sale bar IZe%%7 %) &R
LTWe, LU D ATAIC X D 2011 4EICEIE S BFAESR 102 Tk, 7 1—A4
SNTFHERR, HUFEDO T L— Aéﬂﬁ%ﬁﬁﬂ ARDAEEHE A RN, FRFS TV, Hikl
FHTYIZ R STz, AR, IRFEE OO TARORAIZ S LTV |
AT %%i%ﬁ%ﬁé EMTE R, EEF SN, AHRIZBWT, CAFC 1,
MA%E%@%ﬁ%HEﬁ@T?%%ﬂ%ﬁﬁ%%ﬁk@ék@ﬂi[ﬁ%@ﬁﬁﬁﬁ
REINTWD b, BOEREPICAEPAOFEMARNIFAR SN TV L HEFTR N &L,
FEWIZ ATA #ERT & [FARIZHIR Lz,

@ FratHelrRif O LR

« Pfizer Inc. v. Dr. Reddy’ s Laboratories Ltd., 359 F.3d 1361 (Fed. Cir. 2004)

[HI7REE]

R HEDO I B W TIER SN AWML, KBS TWDIEMER 7 M ORFFHES
156 (D ICHESINTZ LB, HXIIZ AT ANRTHC L o R#ELS ?kéﬁ”bfb\é i [
T, HXE= AT b atG e LTS LR Lic, BaFORHREHICZ O L5 ZRIREN S
IWTWRWIEGEIT, IER SIVICFRFFFHED RN 1%, AR S 735 DR e DIEIZRIE S U7
[N

+ PhotoCure ASA v Kappos (Fed. Cir. 2010)

(RO ]

T V7Y R ATFOVIERRE (MAL MERRHE) ORFFFHE DRI OIER O A[ERIZOU
THIK SNT-FHITH 5, FEFFREET (USPTO) 13, BEICT 2/ L7 U U ERHEAHE (ALA
W) ORFHEIZOVWTEHEENRBD LN TWA Z 2, ITEESES ( “active
ingredient” )| &1 NEMEES ( “active moiety” )| OZ & THV . MAL HEEHE X ALA
W DT 2T N ThH D6, IEMERIZIE U728 LT MAL SERER O R OIER 238

Y7 http://www. cafc. uscourts. gov/sites/default/files/opinions—orders/16-1284. Opinion. 4-27-2017. 1. PDF [H#&
772 AH :20184E3 A 6 A]
198 http://www. itohpat. co. jp/ip/4l/ [H#&T /& AH : 201843 A 14 H]
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o T, EEBGHEANHEBICHF L & 2 A, BiHEOIFH M OIEE O B4 %5
o3 ECHIEr SN FHIOPESEREFETH 5,

[HRgEE ]

CAFC [X, USPTO W& E L. IEVER L VAL SERRIE CTh V| ALA MERAYE X MAL Y& 1%
WO THEZ AT L TH7R0E LT, RO AR IR O IE R 2 380 7o MBI 2 308 L
Too 7035, FFRFHEE L. MAL SEEAMEIT ALA SERRMEIC G L TN TWD Z & 278 LT
EERALTRY, £, WA@%E’ﬁwf%wmE%ﬁi%ﬁ[%&bfﬂméMTP
%, USPTO % Pfizer Inc. v. Dr. Reddy s Laboratories Ltd. T/r SFU/ZfRRIZIA 95 &
f%é%i%bkﬁ\mm@\mnm~in@Eénkﬁﬁ%@FE%Fﬁj%ﬁﬁﬁ
L2 LICKVENEETE 200D MBETH - T, BEEMFICBET 2 b O TIERW &l L7z,

® fEISEY R RKAGERES (aBLA)

+ Sandoz Inc. v. Amgen Inc. (582 U.S. (2017))'
(RO ]
F I A 1 2 O BRI K R R BIFD, () 3A T H 5RO IEK MR ZE~DIE
ﬂm($M®%TLﬁ)i%%T%éﬂ(%¢$A Lo Tl SNAGL0) . (2) 3 A
%u$ HE N ETIZEELTZED 6 » ALl BRI ERM BRI L TTH) ST
(N~ —77 ¢ o ZIZBT 2a) %, FDA OKGRANIAT S 2 LMW TED
#\®2ﬁmow1$bmk$m6%éo
Sandoz fl:i%, Amgen fhOPERIER = v = —FIRKIA 7- 3% (BL5h4 : Neupogene ; = = —7K
v (L T A NT T ATF L)) OAA e (B4 - Zarzioe ; YL A) 1
DN T aBLA Z4To 77, ZOHEFEIZEE LT Sandoz fHi%, HEFEH DR EIR LA ZE~DE
ITOT, Fo, MEN~Y—FT 4 U 7ICBET A% FDA OFGRANIZIT > TW e, 21
(ZxF U Amgen #H23 Y5417 2 XA AIMAS i - 4/ X— 3 3E (BCPIA) 1TEM L
TWh & LTHFAZRE LT,

F—FOIT N T =T MIGEAFNE, (D) EFEIRMAEZEITRT 2 aBLA OB/ REHN
IFRB TR BIEMTICL o Tl SN2 b DO TIERWI &, £, Q) p¥EN~—7
T4 ZICET D BHNL FDA AKGRATIZAT D 2 &M TE 52 &, LT E R LT, Hi<
PEaRsR O K EIPEFRECHIPT (CAFC) TlE, aBLA OBA/REAEIIIEG S e Lic—7F,
AR~ —7 T 4 U ZICBET 21 FDA ZAKGGERTIZIFAT A 7 W EOHIBr 2~ L7272, 20

199 https://www. supremecourt. gov/opinions/16pdf/15-1039 1b8e. pdf [Hi&T7 7t A H : 2018 3 A 14 H]
200 42 U.S.C. §262(1) (2) (4)

2142 U.s.C. §262(1) (8) ()

202794 F. 3d 1347 (Fed. Cir. 2015)
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HIWFS R LT, mE IR E I B LT,

[ =]

Rem#kix, (1)aBLA OBH/RIBANIDOWT, HEi@maITE AL ECldgk b amac X 2 i@
LSNP EZ IR L722s, MEDOFES < HITORHENEIZ DUV TiX, CAFC (2 HIr 2 2=
LIRLEE, Fo, QREEN~—FT T 1 ZICTET 2BHITOWTIL, CAFC DYk 4 &
L. FDAKFEANICHITO) ZEMNTEX L EEHIR LT,

Amgen Inc. v. Apotex Inc. (Fed. Cir. July 5, 2016)2"2%
(RO ]

Apotex fLiX. Amgen £ Neupogen® D /A A e D IR FE % 3K 6O TR GE AR DO vl &5
ATV, TV MU ADFRE 2 FEE LT BT, P~ —F T 4 7 D@ % FDA KGR
AR L7, R Amgen Inc. v. Sandoz Inc. |ZXE-D &, MG ATIL. FDA DKER
% 180 HECTO Lz p A am T a5 27,

[HI7REE ]

Apotex fHIFHERFICRBWNT, NT v M ADBESF|IZHE-D% . Amgen Inc. v. Sandoz

Inc. (T H S22 & FaR Loy, dFRKE XPEREHIFT L, ENICEREES, a4
il DHFEE DN/NT o N F U AT E & FE i L2 @ B 69, KERE%R O 180 HO
%Fﬁﬁ IFRHIFTH Y D E L IO E THITRREZ2 M TH 5 L3l LT,

Janssen Biotech #1: v. Celltrion #1:*”
[FROWE]

PLU U~ FH Remicade® (FUREFK, —f&4 : infliximab) % H &9 2 Janssen
Biotech 73, Remicade®D /XA F I T — L7225 Inflectra®® aBLA HEE %17 > T e
Celltrion Healthcare ff:% . (1)BPCIA \Z351) 5 SE38 I MABRFEITKTF DB R ITx T

DIELCT, K ON(2) aBLA HIFEIT 412 & D RFEFHERE™, 2Bl L LT, mw$3ﬂ:v%
Fa—t v VINOBEFHGEAPTCHFZ A RE Lo, FrEEEORILE R o7m

203 “Section 262(1) (2) (A) is not enforceable by injunction under federal law”

M ZD%FE LR ST CAFCIZHB W T, MIEICHES S BUTIZOW T H & 7E &7 (Amgen v. Sandoz No. 2015-1499,
Fed. Cir. Dec.14, 2017),

205 NEW YORK PHARMA FORUM (2017 &4 H 10 H)
http://dialogues. nypharmaforum. org/blog/%E3%83%90%E3%S2%A4%E3%S2%AA%NE3%82%B7%E3%83%IF%E3%S 3%AI%E3%S3%BC%
E5%88%9D%E3%8 1%AE%E 7%B 1%B3%E5%9B%BD%EI%S0%A3%E9%8 2%A6%E6%ICHS0%EINABUISUES%A3%S 1%E3%8 1%ABWE3%S 1%SA%RE3%S 1
%9 1%E3%82%8B%E5%8F%BS%E6ABI%ISUESBAFAIRE6%IFUBE [Icf& 7 7 A H : 2018 43 H 14 A

26 hitp://www. cafc. uscourts. gov/sites/default/files/opinions—orders/16-1308. Opinion. 6-30-2016. 1. PDF [H#&
Tr7EvAH 201843 A 14 H]

N 2016 FKENA FT 7 /v o—REEOBR HAESREEE (U ha) B RXEER

2% 42 U.s.C. §262(1) (2) (A)

29 35 U.S.C. §271(e) (2) (C) (i)
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http://dialogues.nypharmaforum.org/blog/%E3%83%90%E3%82%A4%E3%82%AA%E3%82%B7%E3%83%9F%E3%83%A9%E3%83%BC%E5%88%9D%E3%81%AE%E7%B1%B3%E5%9B%BD%E9%80%A3%E9%82%A6%E6%9C%80%E9%AB%98%E8%A3%81%E3%81%AB%E3%81%8A%E3%81%91%E3%82%8B%E5%8F%B8%E6%B3%95%E5%AF%A9%E6%9F%BB
http://www.cafc.uscourts.gov/sites/default/files/opinions-orders/16-1308.Opinion.6-30-2016.1.PDF

infliximab FUKRIZBI T 240557 (BURFFFF) & HUAEAMPLOE R ICHW DR I B9
DHFT (BEHFRT) ThoTo,

2016 /- 8 HIZ, Z D ) LHURFFFFIC OV CHIRR T “ERFF A4 B & U TS &

L. Z4uUZxt LT Janssen Biotech fhidudi HU& A X PEFREFIPTICHERR L TV 5%, £72Y
ERFFFIC OV TIE, USPTO IR W TAE R HFEAIT T 2 FHFH RS STV, )
HIME SR ST 728D, CAFC IZHERR ST 575,

— 7. EEHUERTFIZOWTIL, Celltrion £ B ORFFF IR ERE R OB A P O FE R 1L 3
HEiv, BEZFFFICED SRR FIZOWTOFRHNMG S Lz, £ D% 2017 4 1
A HEFFTFIZOWT O Janssen #EOFE R NBERAEIZ BT 28172 70 G IS DWW TR
Fo72ns, 2017 4 10 AIZ Janssen fEDFER N 238D, TS HENTND, 2D
HIC, RFRFIEER 271 55 (e) (6) D HICB T BRI OV T 4R L 7o TN D,

F7o. T EIIRNZ, Janssen Biotech fhid, MK ORELZEHE & LT, 2016 £ 6
AR 28L& 5 Celltrion DA77 57, B2 24 L T /= Hyclone f-& &8 T
fERR L7,

723, Inflectra® 2016 44 A2 FDA IZ/KGR S 41, 2017 4R 1 AICHRGED Bl ST
Do

+ Genetech v. Pfizer®?

=0y
Genentech fENNELEARFE L T 5 HLE iﬂ@“ﬁl f/\~’lz7%/®J (PUREER, —k4
kS 2 X< 7)) 1ZoOUNT D EIEAE ) S i LK & (aBLA) %#4T-o7- Pfizer fHiZxf

L. Genentech #:73 2017 4 11 AT Pfizer ffi@é{ﬁ% SR D BLYE « BRFEEE DR &R
DTT 77 = T MEHHIRIHETF L T\ 5,

AHFBIZOWNWTIE, Whpb 87 FF U AFfiE (42 U.S.C. §262(1)) MBMASN
T /=23, aBLA HFE#E T D Pfizer thiX. Genentech #2378 L7= 42 U.S.C. §262(1)
(3) WIZHET 2HFF Y A MERIZH L TUSEET . £0#% 2017 4F 11 HIZREEN~—7
T4 7T A (42 U.S.C. §262(1) (8) (A)) % Genentech fHi2%F L T{T> T
776

20 U, S. Patent No. 6,284, 471

211 U.S. Patent No. 7,598, 083

%2 Case No. 17-1120

23 Case No. 17-1257

24 Civ. No.16-cv-11117

25 http://blogs. harvard. edu/billofhealth/files/2017/11/Genentech-v-Pfizer—Casel-17-cv-01672-UNA-
17nov2017. pdf [F#&T 7 AH : 201843 A 14 H]
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Z Oz aBLA (B E 3 A FFE8 & L C. Amgen v. Hospira (Epogen). Amgen v. Sandoz
(Enbrel) . AbbVie v. Amgen (Humira)72 ENdH 5,

©® EILGE

- Amgen Inc. v. Sanofi, 2017 U.S. Dist. LEXIS 1351, *9 (D.Del. Jan. 5, 2017)
(PCSK9 [PH. = #1)
FHREOME]

Amgen fHi%. 2005 0> HHL PCSKO* Hiik 2 NEE B FTEIRRSE L L CORMFEZBtE L.
2015 - 8 AT FDA 7» b G FE D A& (H4 : TRepatha®], —fi%4 : evolocumab) %
s L7z,

*ji Sanofi i, 2007 4725 [F U < $i PCSK9 HifADERZE 2 BHsAE L, 2015 4E 11 A

T FDA 7» b BB FE D& (BL5L4 « TPraluent® |, —f%4 : alirocumab) ZHUS L 7=,

21:{4%*&5@ & 72 o 72 B0 PCSK9 HLIRIZAR D Amgen #EDFFFFIX, PCSK9 1254 L C LDL-R &
DA ZMEFETLHE /) 7 o —F AHURZERIEDT & LT, 2014 FITHN L TWD, —
J7. Sanofi tEDFFFFIX, Mz OPURITR D T I /RS ZHE L TE Y, 2011 £
DAY PRGAY

2014 A~ 10 A 12, Amgen £/ Sanofi #£® Praluent®Z-DW\T. HEDOKFHE 2 (2E T
HELT, MERFEOZIEEZRDTT 7 U = 7NEMMERICTF 2 28E Lz, ZiizxiL
Sanofi #1134 L HUARRFFTF O I FEE A S OVESE T RE A (RFaFEes 112 Sc(a)) SR AN
LTWAHZ ExFRLT,

Hi#k Cld Sanofi #ED F5EIZERD 419, Amgen fEDZEIEFERNDBO HL7-, T DEILE
AKX Sanof i #LDPERFIZ KV i & 72 o TV,

2017 4 10 AT, #HGKEIXPERREHFT (CAFC) 1%, HEIZI 1T 2 Fhe LYK oFa v
ZHABICEHAZZLRE L, 2 XV, Sanofi #Hi12 X % Praluente®d S Al 52 13 24 1 fk
TEBHZ L o7, HIROAF T CAFC 1, HiEL) Sanofi fEDO BT X35 21k 3

(AROFIRE ) 2 FELED EHWT L5 2 TEILGE *%=\&>Tb\é,ﬁﬁ_ob\f EEAIVS
D372 1EFE K b\fﬂjéfg'@—’\%g??%#lﬂ“bﬁ eBay B2 > TEB LT, £, D
F@ﬁ%@%l 28] OBRFTOEFIZHLERO R HH E LTS,

26 prpprotein convertase subtilisin/kexin type9 ; b N uBEAEEMHMEEEYTF Y 9
21T U.S. Patent Numbers 8,563, 698, 8,829, 165, and 8, 859, 741
28 eBay, Inc. v. MercExchange, L.L.C., 547 U.S. 388(2006)
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« NI AT )NH vs FHIEE (emicizumab)

TIVAYT (M4 1. PSRRI S A I R O AR A TRIEIE (BUREE3K)
Th o,

N AT BT, FONRSERR S S B IR BT D A AVERIE (I X~ 7)
([CONWT, AR DRFFHEDREFICHT-5 L LT, PARBR DY =T v 7 Ik
L. KEIZB T 2= I XA~T7 ol M, GEEOR M, EE, MAOZILDELZRD
T 2017 95 AIZT 7 U = 7 PNE G BRI T IZRR A 2 f i L TV 52,

(il ) ATEUC & 2 5l F2hidE D% E

A U7 <l EFEMICET 2178 X 2 98l EiE O E O FEHNI 205 2

ST,

(iii) PEEAITHR D FRFRHR F iR A

Westlaw Next (5 —#X—R) O Intellectual Property Cases ® Federal Patent
Cases MiZ&Zf#il L. Filed Date 7% 2012/4/1~2017/3/31 T& YV . 3 (pharm, pharma,
pharmaceutical, drug)] 34 A4 (bio) +Hifk (antibody) +#HH#A{A (recombinant)] [{Z
% (infringement) | &9 HFEZF—TU — N & L CETeMENIPR 231 2 L, T4
TegMNEET DR ZRIN LRI, ERMIZBERO L WEREZER T 84 %2 STEFE
TR L, FEEOMFUHEEAE RO D Z L 2l iz, ZOREE, 2012 4 15 ., 2013 4
FE 14 1. 2014 4R 16 f, 2015 4R 16 £, 2016 4E[E 22 F T o 72,

B, HEAEBEEIH SN TOWAERICOWVTIE, LV Z o5 L L=, B
TREEIZOWTIS B TR SN D AR S A 728, FEE LV 2 <FHHL T
WD RIREMED 8 5

(4) FEFHIE & FFaril B ORI B9 5 Hil 25

B FEHRLZ IR T HBRIEERMLBEFICTOWTIE TERHTHOAGE RS (ANDA) | 1l

FEDS, A TS DWW T TS A 7R RAKGEHEE  (aBLA) | %’fﬁ) FonT
W5,

29 th AR L A Y U — & https://www. chugai—pharm. co. jp/news/detail/20170511113000. html [F#&T 7
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Fanzm T o v ROV HUGECHIFTICHRE Lz, ZAuUTkt L, 2016 45, MSD (FE FREFFTE
HIFTIC, FFEFE 24 SRICES S TRBIEMEDR ELZ RO HFFRERET H L & bic (F
oK) . 85 DA EOBANEIZ S AV HIEE (FHEEESR) 21T o 7,

2T SR, 28 AR N IT R SE Y PEME T FE A [ L BGR A e E F 2 [ R EEICR DIEHEMLARTF ORI THEOE Y 5B
T HREMTEHREE) 236-237 B (—RUEIEAN MM EMTREE M 0 FEMFZERT. 201743 H)

28 JETRO 7 = w BV RV 7 HGHT [ N A Y Sl EET, HIV BT AR 2 RN ERFA I DUV T (2017 4F 7 A 12
H)
https://www. jetro. go. jp/ext_images/_Ipnews/europe/2017/20170712. pdf [H#& 7T 7 AH : 201843 A 14 H]
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2016 4F- 8 A | HFFFFFECHIFTES 3 HIRIL, A ILOFIRRIT IS T BRI MM DR A5y
BB DR EAT o 1=, RIEHIFTIILS 2B - B & LT, BE O FARTER O RS R
TAEZY bR HIV EGE KO T AIDS BEDRFED 7 V—7 (WERF otk S,
/N HIV OIRFEZ BRI TS EBESE) IZL s TEZEMICKNETH Y, FHY 7
LDV RV B STIMOEFNOIVBZ D ENTERVWEHELZZ L, £/, 20
FIBNZIL, YRR L > THE =F~OFERY) A7 2R TE L5 L bBEINTED,
ZDEITHER T A o A HICH T o TORIE EOBEEEZRBDT-Z L 23T,

YR EIZHR L TSRS ARARPL TE T2 2 A, 2017 F7H 11 H, K1Y
BRI ECHIPTIL, YRRy 2 388 DIRIE & SR L T2,

@ & FE P o D[k PR AR 55

- (linical Tests : Docket No. X ZR 99/92, GRUR 1996, 109 ff.

[FHROME]

JEIL, A Z—Txzur vy EMEEINDE MREA X — T =1 BT D R R
(AR D P ERE A A LT, B4 Y1 1%, YRS B U C o E fitE & 1 5
S, VU~ THEEERDOIBIFEOIZDITHEREE D D AREZZIT TWEEAITH 5
Polyferon % Hli L Cu /=, Y1 1%, $i& L7z Polyferon Zho#iETdHh 5 Y2 ITHRGE L,
Y2 R ZERA LT\ e, A OIE, ERFRT 28T 2WEIZOWT, Hie 51 I0E %
MEET 5 2 L 2 AL L THIRRBR AT > TV =720, BTl 8 23T - 72 8 SE D
BEED T DA o Z—T xr v y (BT 2 ERRRER DN A O FFFHER FIZHE Y T 5 00
FbiT,

[HIRERIE]

& 5 R O A BT 2 W O BUG K OB PRI 22 PR 2 IR 3 2 3R T 2 | LR iE
1R 2HEICHE SN TBRBRIIERH OFISN ) 124725,

Flo, BDROBENG, FERMOESZIAET 5 XL 5 REEICONTIL, FFFHEOREIT
HIRR E %,

- Clinical Tests II : Docket No. X ZR 68/94, NJW 1997, 3092 ff.

(R OM ]

B IR TG ST R OB L OIS AR GRS B2 T — X 2 5 eIl RO
T Y 2R Fr OMARI N FTRARRBRAM IO, i, B EfshTng

29 R E TRFFREH O FE 2 IR 256 RIBEIZ D\ T (EEMIERERS MM BRI SR N R B S FrF
RIS SRR E Y — %V —T ) 2004 4E 11 H)
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BloxT ) 2R F Ui ot b7 9 & Lis, JREIL, #E 1T 8 135 MEDRE
Thod e UTHRF LD, AR, YRR RV RRFESE 11 SE2BICHES
e BB ROBISN) (28725 & FiR LT,

7R

ARERAS, FFFFRI O FEEIZOW T, RiED S ML T 572008 i e ik O #4153 % B
BELTRINIOTHIIE, 2o oiRBrix RBRIOFEROFISN ) 124725,

C. 7T ADHEM

@O 138 5= FE 0 D il PR AR 5

+n® 729, III. 530
[FREOME]

Flamel #E23 8OEKGRHIGE 2155 T2 DI LB R B MR A 15072 & 2 A, ekl
75 Wellcome HHDINAYMPEME 1= F L7z EH M OILEHEf 2 BrY & L TV 2 AW 219 %
MR TH D Z & 2 AT, Flamel fHIZk U CERIRBRZ 1L 5 L 525 Lo, #efITIE,
FE D FICBT D BRRBR S, FriPELREL, BMELZ BN E L PMRBRICY 725
DH, Kb s 2O AN TEREBRAEEH OB (128722 O Fbiuie,

AN E-FECAPTE, FEEBRMNOTAIT TREBREHOFIS) ITEH RN &%
a3 5 & & HIT, Flamel #E3MTo 7ilBRIE, Wellcome #1723 i L7z EIKMITHKT 51K
BRaRPT L ENENTHoTZ 006, EERITRBRATH D LR LTz, Flamel £
OFRERIL, HIZ 2 SORE DALY ERRI S 2 R 5720 TiXenweo, BEICIEY
ik L,

[l R ]

PAZE HBYOIT AL TRBRAIEE R O FIFh ) 1 H S e,

BEZ ET SN TV EEGHOREMEZHINT L L2 AL LB, TR H]
DB KT D,

« in RDPI 2002, p. 3829
[(FROME]
Science Union fLidd 50 FIZBHT DHF 2 B L, Servier fLIC7 A B A %&1T-> T
V7=, —J7. Expanpharm fHIXMEEF2 W ERE (BRERT) ORLEKE 25T
7=, Science Union fEfK& N Servier fhiX. Expanpharm # % 5iiftel=z3E CTHEIFR LT,

B0 R E TR O FE 2 IR 256 RIBEIZ DWW T (PEEMIERERS MM BRI SR N R B S FrF
RIS SRR E Y — %V —T ) 2004 4E 11 H)
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Expanpharmfh:i%, Z OEIENIFEGEREZHGL-OICHELMEHA ENZEZ T THL . =
ELTCWRWEFRLE, MIERREELDIRE ST O TWEREREZIT 5 12O DF
PO HNE 613-5 S (b) O [FRERFEH OBISL) 124725 7bﬂ<75>75‘3%»,5<‘:f£o7‘:75§\
HOHIPT L, BOERRHEE & R O I A THh D BEKER ZAT O IR Ty
ST BRI R iﬁ“éf%ﬁ%%u%@ﬁﬁﬁ 1355 613-5 (b)) I2H7=v, BEL _iénfcﬁgf;b\
EYPIR LU,

AR ]
LG AR FE I LB KRR 12 1T D R s o i, TRRBRAIER o filsk ) 12
725,

« Sanofi-Aventis Deutschland v. Lilly France (High Court of Paris, 15 December
2014 and 7 October 2014) (A > AU LT FILXr (RAFT I T—))
[FROBEE]
Sanofi #hi. Sanofi DI TH S Lantus (—f&& 1 A VAV T TIF ) Zifi
$% SPCIZH-3& .| Lantus DA AT I 7 —2FFE L. Hx DEICKIT DBOeKR LSS
7= O BR A FEfi L7z Lilly France |Zxf U CIRZEIEFER 21T o 72,

CHPR ]
N ESFERE, LJT@&ioD#I/TLto
s NAFT I T IET D MIEARR A G D T2 O DRBR DRI OV T, FFHREF D
HAEHAEND,
s FFHREFOREIZ, BN THROEARZ G2 720 OB OERIC OV THEM S
2o
(i) ATBUC K Dol F2hiiteE (RO RhiE) DRRIE

A L 72 #iPH Tl ERAIC B 2ATEUC K % 5 FEhi e DR E DFBNL RS0 5 7270

ST,
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(iii) PSR ITHR D RraFR & iR an T4

EUIMBRETH L EE, MY, 77 AF BT, Firidrd F8EF I 5 1E
HIRAFHIAAAE L 220>l

AL, EENZOWT, Westlaw Next (57—#X—R) @ International Materials ®
United Kingdom Cases fiZRZfEH L, /A AEHLIIZEIT 2 RaHR HiFL OO A
kAT, HESIEITLLTO LB Y TH %, Filed Date 7% 2012/4/1~2017/3/31 TH
. # (pharm, pharma, pharmaceutical, drug)| 34 A (bio) +Pi{& (antibody) +
RHHLIR (recombinabt) | [4iEF (patent) | {2 (infringement) | &9 HiEA F—1U —
R & UTEHDHEHE 39 Z2hit LU, SRR SNEET 2RI ZRA L&, EEMIZ
BIR DR NERE R 1T % Filed Date DAL TEEL L, FEMOM P IS E KD
7o

ZORER, 2012 FFEE 1R, 2013 FFEE O fF, 2014 4R 4 fF, 2015 4R 8 . 2016 4R/
41 Th o7,

R, HPREBEEEIE SN TWDEHFERIZOWTIE, FrLWVHREZFH 5 & L2, &’
IREFEIZ DWW TIIA BT ITHIERN N SN D FTREER S D 7c D, FEH LV 62 FHL T
WD AEEMED B B,

(4) FEERMHIAE & Rpatifil BE O FRFEIZ B9 5 il BE S

RRMNERL R B ORIV T, EERGOFEIT, WE, 2l AL RF
HEEEIC S W TITW, ENLSNOEHEEZZE L TR RN E SR TND, Zalso
BRE CEIEMOAGRIGE 2 fEM, SR, BUH LT Z EIFTERVWERHE SN TR ™,
FEWNNT o M) o= VHIEIIE RS TWD, EFE XD,

BB RENCBT 2 M PEFRAH E  (RErraadilE) oOMARR (B (2014 AR S
(http://www. moj. go. jp/content/001141912. pdf) [FHET7 7t A H : 201843 H 14 H]
EHA TR 8 IEIC BT 2 MM EFRATIE (RFRrafadiliE) oFFEsE R ) ) (2013 FFEFREAS L)
(http://www. moj. go. jp/content/000121091. pdf) [F#&KT7T 7 AH : 201843 A 14 H]
EHE 177 0 AT 2 MM EETRAmE  (FFrafaml ) oFA/E GRE) 1 (2015 FEFHEM L)
(http://www. moj. go. jp/content/001185071. pdf) [F#&7 7 AH : 201843 A 14 H]

BOPEHE T (X7 WY =T BRI OREMRG ERRREICET 2 B8 - Y o R Y v 7 EEGBE  ARTR

X BT 2 FrIEBTEATME DR FMEEIET O [E BEEh A — | ATPPI59 & 11 5 818-834 H (2014 4F)
B RN A 2001/83EC 45 126 45, WRINAHEI (EC)No 726/2004 %5 81 5=
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AFIEICEET 52X FILUTO LB TH D,

(1) RBRMHERS 2001/83/EC™ (EEHEDFEEIZIBWTERE TE 2 4IH)

Article 117
1. Without prejudice to the measures provided for in Article 116, Member States shall
take all appropriate steps to ensure that the supply of the medicinal product is
prohibited and the medicinal product withdrawn from the market, if the view is taken
that:
(a) the medicinal product is harmful under normal conditions of use; or
(b) it lacks therapeutic efficacy; or
(c) the risk-benefit balance is not favourableunder the authorised
conditions of use; or
(d) its qualitative and quantitative composition is not as declared; or
(e) the controls on the medicinal product and/or on the ingredients and
the controls at an intermediate stage of the manufacturing process
have not been carried out or if some other requirement or obligation
relating to the grant of the manufacturing authorisation has not been
fulfilled.
2. The competent authority may limit the prohibition to supply the product, or its

withdrawal from the market, to those batches which are the subject of dispute.

Article 118

1. The competent authority shall suspend or revoke the marketing authorization for a
category of preparations or all preparations where any one of the requirements laid
down in Article 41 is no longer met.

2. In addition to the measures specified in Article 117, the competent authority may
suspend manufacture or imports of medicinal products coming from third countries, or
suspend or revoke the manufacturing authorization for a category of preparations or

all preparations where Articles 42, 46, 51 and 112 are not complied with.

Article 126

An authorization to market a medicinal product shall not be refused, suspended or revoked

31 https://ec. europa. eu/health/sites/health/files/files/eudralex/vol—
1/dir_2001_83_consol_2012/dir_2001_83_cons_2012_en. pdf [H#&T7 7 AH : 201843 A 14 H]
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except on the grounds set out in this Directive
No decision concerning suspension of manufacture or of importation of medicinal products
coming from third countries, prohibition of supply or withdrawal from the market of a

medicinal product may be taken except on the grounds set out in Articles 117 and 118.

(i) BERINFELE] (EC) No 726/2004%%

Article 81

1. All decisions to grant, refuse, vary, suspend, withdraw or revoke a marketing
authorisation which are taken in accordance with this Regulation shall state in detail
the reasons on which they are based. Such decisions shall be notified to the party
concerned.

2. An authorisation to place a medicinal product governed by this Regulation on the market
shall not be granted, refused, varied, suspended, withdrawn or revoked except through the

procedures and on the grounds set out in this Regulation.

35 https://ec. europa. eu/health/sites/health/files/files/eudralex/vol—-1/reg 2004_726/reg 2004_726_en. pdf [#
T AR 201843 H 14 H]
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6 ) REFTIELEE i E S O [EBRERAT D BARR 2 F IR R (&

=~

LU T, #R s 1 5 O EBREAINC 31T 2 IR D HHE. KOV DSKE
(AR T D A REIC IS T D BARR 28R E (Rrafik - BRERHIS) 2oV Tk~ 5,

(1) PP AEHEDE S B OAIEIZES T 2 W& (TRIPS 1)

TRIPS B 7€ (Agreement on Trade—Related Aspects of Intellectual Property Rights)
%, FNEOMPEME AR CGEEME X RS 4R, pat, HEERRoR, BElIm. Fraf. S8R
FEELE, FERIRIEH) ORGEICET D HE TH D™, TRIPS fEld, WI0 HED—# & 72
S7lz, TRIPS BED A 2 /3—1%, WI0 MMEETH 2 A, KE, PE @E, KL
Rk (BC) #&de 164 OESUIHIREF L TH S (2016 412 F 19 ABIE) ™,

TRIPS WhEICFRWTIE, SUBRITZEOBIS, SR SEfiHE DR E ., ERKT — F (RiEICEE 9
LHEILS D0, FrrHE A I OIER K O NT o N Y v — DRI IR 2 BUEIL R0,

(1) BEEMFFFHIRDBE
© FBRAFFEDBISH

TRIPS 1755 30 &™Tid, FFFFEDOL I OHISM L LT, LFITRT & 9 R BUE &
TN,
© NERENT, HEHOEL AR E BB L, RS LD 5 X O D PJHBRIHERIC DV
[REM BN ETEDD ZENTED, 722 L, FFiFO@EE O L EZ RN Y23, 2
O, KIS OIEY 2RI 2 RYICHFS RN L2 f LT 5,

@ s L DR E
TRIPS W5 31 521, BFiFtEE OFF a2 S TRVl & LT, SR SEhEHED

REIZDWT, UFIRT L) RFENHEINTWD,
- BREISEMMEOREIL, RIS, FHELE A LT H2EDEHEMLEELDSR

36k, HARESFTO Y 2734 " OEERRETH D,
https://www. jpo. go. jp/shiryou/s_sonota/fips/trips/ta/mokuji. htm [H&ET 7t AH : 2018 4-3 H 14 H]
BEWTO OMBENZSNWTIE, ARENBEO Y =7 A F)LEERRETH S,
http://www. mofa. go. jp/mofaj/gaiko/wto/data/kamei. html [F#&7 7 A H : 201843 H 14 B
8 TRIPS WESS 30 5 52 B AL D HERI DS+
39 TRIPS WhES 31 545 FaFHER OFF 25 T WMo A
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BT TR D DTGB N 217> T, SR HENICZDS IS L
o TG EIZIRE SN D,
- SR SEHEAE DR EHEIPH K O IE, FFE SN HIIZxG L TIRE S LD,

PR EMHEOREIL, & LCENTS~OMBEHNE T 258ICRESND, £72,
2017 =1 A 23 BIZSIE &7z TRIPS HEIZR W T, 58| FEEMEDORTICBE L, & 31 &0
2 ROMEEZBIL, %31 RICHET S

SR FERAE O EIL, F & LYo 2753 2 NEE O BN TS~ ks o

T=OIZFFES D,
EWVWIOMBEOEEZ —EOFRFO FTTEA LW &L L, ZokiEiX, B%E EE
BT DIBYIES I LD NROEFEORBEIC T T D Z L2 R E T 5%,

@ EHMLT — Z (i

TRIPS WHEH 39 42 (3)1TiE, BAIRINTWARWERORHEIZE L T, UTIORT LI 7%
FHEPHESNTWD, 2L, ERELT —ZR#EO BB HRICOW I o BUE S
ALTUNRUN,

- MMEENR, FHMEO S 2 FWE Z R T 2 EIRLORTEOKBOSEME L LT, 1EK
DI=DIZHE DB BT LRI T RWRERT — & Z Mo T — & DOigH
ZEORT HGEITIE. RRERMEEERN O YT — 2 2 RiET 5,

- MEENL, AROEEICHLERIGA I RN ERPEENFE AL YT — & DR S
NHZEEHERTHTEOOHEENE GNDIGAEEZRIEDN, BRI D Z &b Y%
TR ERET D,

@ FratHErHRUYIR O R

B0,

® TN o — VI E

HEIL 20N,

WNBED =7 YA b
http://www. mofa. go. jp/mofaj/press/release/pressd 004197. html [Ff&7 7 AH : 20184E3 H 14 H]
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(ii) TRIPS #EZhNE L T\ A ARG EIZ B 1 5 BARE) 22 FHARR I

TRIPS HHEIZINEE L CW AFRERIREIX. BA, KE, FE. EELOEIMNTHD, £
70 TRIPS W€ D EIRSLFFFIIR D HEICET 2 BA, KE, wE., mEEORINZEIT S

HARR 2 BRIt 2 DL ISR,

IH H HAR KE HE i [E] P
©) - RERIFTRIEIE | - —SREAR L | - EBRAMOME | - RERFIE (% | - KRHREEAT
kbR RE CKRRHEEDO | B, BRI | RERLOBEE | 0 -0 oKR
Fgen | BFEFEF 695 | DoORBRIIIE | DoRESIIIE | RBRE42E5T) | BRIIIEHRE (K
4t 51 H) 23 (35 U.S. | 12%F (HANEE | 12HEERE B | INFES 2004/27
C. §271(e) (1) | 69 550 4 1A, B 96 551 | /EC, 55 10 &%
) 95 5 IH) IH) 6 1)
T2E L. KGR - REBRITIHRE
HEEIT & 1312 RPN (H[RI A
%= (35 U.S. &9 (CPC)
C. §271(e) (2) %275 (b) CR
) H50))
) - NEME (RFRrF | - —MRSRTEZR L | - HAREOM | - BUSHEA B | - BRONERFSN
o il 15 83 5R) - BURFEEFE (28 | A (BERVESS FHESE 106 45, (EPC) 213
FEfite | - FIHBMR (B | U.S.C. §1498) | 14 %) 106 50D 2) | EDRW

DFE | FHESE 92 %) - I AHE (35 « RS | - ARFESE (FFRF | - SREISERIMED
- NFEOFE U.S.C. §203) ST (BRI | B8 1074451 | 3 & (CPC 5 45
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ES) - BROFRE, & | - KIEOFIER - i (CPC

FoFiE R
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IH H H AR KE M it [E] R
©) - BEDERGE | HAERSIE | FEWE 6 | - HIERRE . | - FEYRSE
RIS A R84 | gL o 5 A RS 6 4= AL ¢ 10 4
F—H | < N AR < BN RE | - AR 10 | 8 BRIEIK
PRiE - VB AE | AL 12 430 F7e L NS VINIRT ] b R EGEEE 11
R 10 AE2 < VR AE | o RIS FF | D 11RO 24 BIEHK
NV B | 3L T AR F7e L < NRTENS - FE | SnGEER IR
R 10 29 « /NRSENS Fl7a L + 145 EHRY
0. 5 AR ZheeB N
- AN 10
RIS VINIGR |
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< NRTES 6
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(2) KigHBESWHE (FTA)

Ki# FTA (Free Trade Agreement) (&, KEEFEEE DO OBBHESHETHH,
MPEMEIC SV TIE, I8 HICHE SN TV D™, TOMEICIE, MBRITZEDOHIS, EHKLT
— X, FREAHIEOER, RORT U MY U —UHIEICET AHEN G ENT
WD DS, BRI FERAEORE T 2 HEIXE TV,

HMURARE 0401001 5, SERL 1944 A 1 H

M2 TR K ONE SR S EIE A ERGE - WFFEIRILIE VO — 5% IE T 2 IEAROFEITIC oW T CERK 548 A 25 Aft
T HEFEE 725 )

M3 EIRARRE 1324 B, A 124212 A 27T H

21 U.8.C. §55(c) (3) (B) (i1), (9 (B) (F) (i1)

35 42 U.S.C. §262(k) (7), 351(k) (7) of the PHS Act

36 21 U.S.C. §360cc (a)

3791 U.S.C. §355a(b) (1) (A) (i) (I), 42 U.S.C. §262(m)

38 Regulations for Implementation of the Drug Administration Law of the People’ s Republic of China

(Decree of the State Council No.360) , Article 35

M9 SRR 32 5%

W F PR L (2016 4F 12 A 30 AMEST) 28 19 &<

5L R FEAT 2004/27/EC, Article 10(1)

32 RMARA (EC)No 141/2000 Article 8(1)

353 RRJNARRIN (EC)No 1901/2006 Article 37(1)

5t RMARA (EC)No 1901/2006 Article 36(1)

35 Z&)%. OFFICE of the UNITED STATES TRADE REPRESENTATIVE O = 7% A FGLEERFETH 5,
https://ustr. gov/trade—agreements/free-trade—agreements/korus—fta/final-text [Fx&7 7 A H : 2018 3 A
14 H]
https://ustr. gov/sites/default/files/uploads/agreements/fta/korus/asset_upload_file273_12717. pdf [HH&7T
7% AH 201843 A 14 A]

124


https://ustr.gov/trade-agreements/free-trade-agreements/korus-fta/final-text
https://ustr.gov/sites/default/files/uploads/agreements/fta/korus/asset_upload_file273_12717.pdf

(1) BEHMFFFFICRDBE

© FBRAFFEDHISH

K FTA 26 18. 8 425 3T OVEE 5 HHIZIE, LRI RT L5 2 FHBHES LT D,

- RERIENE, BEFOEY IR EBE L, FEFC XY 5 X o S HRBAERIC DT
REMRBISNAED D ZENTE D, 7L, Brdr o o FEiE 2 R 45120059, »
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FRCBE T 25O HRY T, SEIRN CEIEM A RS, BEH, IR S TiInT 72
WIZEZEHETZ2LOLT 5, o, MOED, UZEERLOBNEZFT T 5545,
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HMENDHZELEBETLHDET 5D,
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IZ& B & xR, REEBOANLADR EH 5HEM, 2O XD RERFITESE,
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< &b 5FEM. EITOMREAGICEE T DFEMEICE S X, 8 =F0E— Lo
L EIIET D 2 EERD TR B,
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BA T D EIES OAGRITAR AT R 728 LW ERIRIE SO 2 ZROUTFF AT 2546, K
FARBOBANSDR &Y 3EM, ZOX ) R LWEREREICKESE, F-FHN
[ — XA ORGSR 5 Z L 2RO TUTR B R0,

125



- RERIENE. MRS & U THRICHRGEAR SIVIAL W HE 2 & T 3R 5 0 AR 78 K &2
5228 E LT, AR EMIEICBET 2 lARE . DATKR S I LFmE %
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fl D JeAT DR FEAGR DOFEIL O #2 H A4 ZR XTFF I 2 B8 12id. IRGEARDO A6
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@ FratHErFRUYIR O IR
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CHAPTER 18 INTELLECTUAL PROPERTY RIGHTS

ARTICLE 18.8: PATENTS ($##y)

3.

Each Party may provide limited exceptions to the exclusive rights conferred by a
patent, provided that such exceptions do not unreasonably conflict with a normal
exploitation of the patent and do not unreasonably prejudice the legitimate interests
of the patent owner, taking account of the legitimate interests of third parties

Consistent with paragraph 3, if a Party permits a third person to use the subject
matter of a subsisting patent to generate information necessary to support an
application for marketing approval of a pharmaceutical product, that Party shall provide

that any product produced under such authority shall not be made, used, or sold in its

3 https://ustr. gov/trade—agreements/free—trade—agreements/korus—fta/final-text [fxf&7 7 AH : 2018 & 3

H 14 H]
https://ustr. gov/sites/default/files/uploads/agreements/fta/korus/asset_upload_file273_12717. pdf [T
% AR 201843 H 14 A]
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territory other than for purposes related to generating such information to support an
application for meeting marketing approval requirements of that Party, and if the Party
permits exportation of such product, the Party shall provide that the product shall
only be exported outside its territory for purposes of generating information to support
an application for meeting marketing approval requirements of that Party.

6. (a) Each Party, at the request of the patent owner, shall adjust the term of a patent
to compensate for unreasonable delays that occur in granting the patent. For purposes
of this subparagraph, an unreasonable delay shall at least include a delay in the
issuance of the patent of more than four years from the date of filing of the
application in the territory of the Party, or three years after a request for
examination of the application, whichever is later. Periods attributable to actions
of the patent applicant need not be included in the determination of such delays.

(b) With respect to patents covering a new pharmaceutical product2l that is approved
for marketing in the territory of the Party and methods of making or using a new
pharmaceutical product that is approved for marketing in the territory of the Party,
each Party, at the request of the patent owner, shall make available an adjustment
of the patent term or the term of the patent rights of a patent covering a new
pharmaceutical product, its approved method of use, or a method of making the product
to compensate the patent owner for unreasonable curtailment of the effective patent
term as a result of the marketing approval process related to the first commercial
use of that pharmaceutical product in the territory of that Party. Any adjustment
under this subparagraph shall confer all of the exclusive rights, subject to the
same limitations and exceptions, of the patent claims of the product, its method of
use, or its method of manufacture in the originally issued patent as applicable to

the product and the approved method of use of the product.

ARTICLE 18.9: MEASURES RELATED TO CERTAIN REGULATED PRODUCTS

1. (a) If a Party requires or permits, as a condition of granting marketing approval for
a new pharmaceutical or new agricultural chemical product, the submission of
information concerning safety or efficacy of the product, the origination of which
involves a considerable effort, the Party shall not, without the consent of a person
that previously submitted such safety or efficacy information to obtain marketing
approval in the territory of the Party, authorize another to market a same or a

similar product based on:
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(i) the safety or efficacy information submitted in support of
the marketing approval; or
(ii) evidence of the marketing approval,

for at least five years for pharmaceutical products and ten years for agricultural
chemical products from the date of marketing approval in the territory of the Party.

(b) If a Party requires or permits, in connection with granting marketing approval
for a new pharmaceutical or new agricultural chemical product, the submission of
evidence concerning the safety or efficacy of a product that was previously approved
in another territory, such as evidence of prior marketing approval in the other
territory, the Party shall not, without the consent of a person that previously
submitted the safety or efficacy information to obtain marketing approval in the
other territory, authorize another to market a same or a similar product based on:

(i) the safety or efficacy information submitted in support of the prior marketing
approval in the other territory; or
(ii) evidence of prior marketing approval in the other territory,

for at least five years for pharmaceutical products and ten years for agricultural
chemical products from the date of marketing approval of the new product in the
territory of the Party.

(¢) For purposes of this Article, a new pharmaceutical product is one that does not
contain a chemical entity that has been previously approved in the territory of the
Party for use in a pharmaceutical product, and a new agricultural chemical product
is one that contains a chemical entity that has not been previously approved in the
territory of the Party for use in an agricultural chemical product.

2. (a) If a Party requires or permits, as a condition of granting marketing approval for
a pharmaceutical product that includes a chemical entity that has been previously
approved for marketing in another pharmaceutical product, the submission of new
clinical information that is essential to the approval of the pharmaceutical product
containing the previously approved chemical entity, other than information related
to bioequivalency, the Party shall not, without the consent of a person that
previously submitted such new clinical information to obtain marketing approval in
the territory of the Party, authorize another to market a same or a similar product
based on:

(i) the new clinical information submitted in support of the marketing approval;
or

(ii) evidence of the marketing approval based on the new clinical information,
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for at least three years from the date of marketing approval in the territory of the
Party.

(b) If a Party requires or permits, in connection with granting marketing approval for
a pharmaceutical product of the type specified in subparagraph (a), the submission
of evidence concerning new clinical information for a product that was previously
approved based on that new clinical information in another territory, other than
evidence of information related to bioequivalency, such as evidence of prior
marketing approval based on the new clinical information, the Party shall not,
without the consent of the person that previously submitted such new clinical
information to obtain marketing approval in the other territory, authorize another
to market a same or a similar product based on:

(i) the new clinical information submitted in support of the prior marketing
approval in the other territory; or
(i) evidence of prior marketing approval based on the new clinical information
in the other territory,
for at least three years from the date of marketing approval based on the new clinical
information in the territory of the Party.

(¢) If a Party requires or permits, as a condition of granting marketing approval for
a new use, for an agricultural chemical product that has been previously approved
in the territory of the Party, the submission of safety or efficacy information, the
origination of which involves a considerable effort, the Party shall not, without
the consent of a person that previously submitted such safety or efficacy information
to obtain marketing approval in the territory of the Party, authorize another to
market a same or similar product for that use based on:

(i) the submitted safety or efficacy information; or

(ii) evidence of the marketing approval for that use,
for at least ten years from the date of the original marketing approval of the
agricultural chemical product in the territory of the Party.

(d) If a Party requires or permits, in connection with granting marketing approval for
a new use, for an agricultural chemical product that has been previously approved
in the territory of the Party, the submission of evidence concerning the safety or
efficacy of a product that was previously approved in another territory for that new
use, such as evidence of prior marketing approval for that new use, the Party shall
not, without the consent of the person that previously submitted the safety or

efficacy information to obtain marketing approval in the other territory, authorize
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another to market a same or a similar product based on:

(i) the safety or efficacy information submitted in support of the prior marketing

approval for that use in the other territory; or

(ii) evidence of prior marketing approval in another territory for that new use,
for at least ten years from the date of the original marketing approval granted in
the territory of the Party.

5. Where a Party permits, as a condition of approving the marketing of a pharmaceutical
product, persons, other than the person originally submitting safety or efficacy
information, to rely on that information or on evidence of safety or efficacy
information of a product that was previously approved, such as evidence of prior
marketing approval in the territory of the Party or in another territory, that Party
shall:

(a) provide that the patent owner shall be notified of the identity of any such other
person that requests marketing approval to enter the market during the term of a
patent notified to the approving authority as covering that product or its approved
method of use; and

(b) implement measures in its marketing approval process to prevent such other persons
from marketing a product without the consent or acquiescence of the patent owner
during the term of a patent notified to the approving authority as covering that

product or its approved method of use.
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